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Change Log

Version | Date Comments

0.1 08 Dec2023  First version

0.2 22 Dec 2023 Updated additional information

1.0 26 Dec 2023 Final version

Address Book section

L o e e

1.2 25 Sept 2024 Updated information on Class 2 CTGTP applications

13 03 Oct 2024 Updated version with Class 2 CTGTP applications

1.4 15 Oct 2024 Updated images with higher quality replacements

1.5 04 Feb 2025 Updgfed the gu‘ide.to include information on Dealer Licence and

Certificate applications
1.6 06 Feb 2025 Updated additional information
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HSA SHARE

SHARE (Singapore Health Product Access and Regulatory E-System) aims to deliver an integrated platform, elevating collaboration between Health
Sciences Authority (HSA) and the industry. SHARE allows applicants to effectively apply for multiple products or dealer’s notices in a single application.
Similarly, applicants can also apply for dealer’s licence and certificate within a single application. Applicants would be able to perform other application

activities such as updating/amending, cancellation and withdrawal of applications on a single platform.

S HARE (Singapore Health Product Access and Regulatory E-System)

SHARE would allow applicants to

-

_ Create a new Class 1 CTGTP Notification or Class 2 Registration application
—] To notify HS4 an the product and receive H3A's written acceptance of registration and notification before the product can be
L zupplied in Singapaore.
-
N Create a new Fulfilment of Approval Condition, Retention or Change of Registrant application
—_ To submit data to fulfill approval condition or to update change of registrant.
.
-
N Create a new CTGTP Dealer’s Notice or Dealer’s Licence/Certificate application
= To notify H5A before you import, wholesale or manufacture any CTETP in Singapaore.
.
-
A Create a Retention or Renewal application for products and licences respectively
e To extend the validity period of approved products and licences.
.
<)

Update/Amend Products, Licences and applications

To mazake changes to products, licences and applications submitted.

Withdrawal of application

To withdraw any application, products or licences/certificates before it is approved or rejected.

A

To notify/request H3A of any cancellation of notified Class 1 CTGTP, registered Class 2 CTGTP, known dealers or approved licences.

i |

Submit cancellation notice for Notified and Registered Product(s), Known Dealer(s) or Approved Licence{s}\'

Page 5 of 129
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1 System Overview

1.1 Class 1 CTGTP

1
j&L corppass

% Product*
Notification

Supporting
Documents

% Dealer’s
Notice

=]

Review
Application

Application v=| Application

=1 Outcome

Processing

Withdrawal of
Application

N b Cancellation of
é Products/ Dealers

|

L_o..

Products/ Dealers

|

*You must be a known dealer to submit a Product Notification for Class 1 CTGTP.
Applicants would need to submit a Dealer's Notice Application to notify HSA prior to your manufacturing,

importing or wholesaling activity relating to Class 1 CTGTP.

User Manual — Applicant (Internet) 1.5

Applicants log in via Corppass.

Applicants would be able to select the submission
type and application type (Product Notification or
Dealer’s Notice)

i. Applicants would be required to populate
the required fields in all the sections of the
application (company details, application
details, etc).

Applicants would be required to upload
supporting documents for Class 1 CTGTP
notification application.

Before the submission, applicants would be able
to review the application. Applications can be
saved as a draft and can be edited from the
dashboard.

i Before submission, applicants would
be able to check for application
information as well as payment
breakdown. The applicant would have to
check on the declaration section before
submission of the application.

Once submitted, the application would be
reviewed by the HSA officer. (Applicants would be
able to withdraw the application during this
stage).

After the application has been reviewed by the
officer, applicants would be notified of the
application outcome.

Applicants would be able to submit a new
application for cancellation of products/ dealers
or a new application for the update of
products/dealers after the application has been
closed.

Page 6 of 129
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1.2 Class 2 CTGTP

1. Applicants log in via Corppass.

1 2. Applicants would be able to select the submission type
N Product Supporting N Revi and application type
corppass —l é r —l eview . . .
JLL PP Registration Documents % Application A i Applicants would be required to populate the
required fields in all the sections of the
* application (company details, application

details, etc).
3.  Applicants would be required to upload supporting
documents for Class 2 CTGTP registration application
and change of registrant application.

Change of
Registrant

=]

4. Before the submission, applicants would be able to
review the application. Applications can be saved as
a draft and can be edited from the dashboard.

. . ) i. Before submission, applicants would be able
Appllca?lon Application — Cancellation of to check for application information as well as
Processing Outcome Products payment breakdown. The applicant would

have to check on the declaration section
1 before submission of the application.
. v h 5. Once submitted, the application would be reviewed by
& xvr:;?i::;:il of - % ;A\J::r-i?tirrluv-l' Miv- -» the HSA officer. (Applicants would be able to withdraw
the application during this stage).
6.  After the application has been reviewed by the officer,
applicants would be notified of the application
~ outcome.
v . ) N
—- Fulfilment of _ 7. Applicants would be able to submit a new application
Approval ConditionsJ 7‘ \ for cancellation of products, MAV-1, MIV-1, MIV-2
Variation for approved products, Fulfilment of
Approval Conditions or Retention
v N
—_— Retention -p

\ )4
‘1’ HSA Page 7 of 129
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1.  Applicants log in via Corppass.
Applicants would be able to select the submission
type and application type (Importer's/
1 Wholesaler's/ Manufacturer's Licence)
i Applicants would be required to populate
% Review the required fields in all the sections of the
Application application (company details, application
l I details, etc).
> é Manufacturer's J > 3.  Applicants would be required to upload
Licence supporting documents for the selected licence
application.
1 4,  Before the submission, applicants would be able

Supporting

’ Documents

v

% Importer's/Wholesaler's
Licence

to review the application. Applications can be
saved as a draft and can be edited from the
Application E Cancellation of dashboard.

Outcome Licences i Before submission, applicants would
g be able to check for application

Application
Processing

l information as well as payment
N breakdown. The applicant would have to
Withdrawal of | S A-mendment of check on the declaration section before
Application Licences ) submission of the application.
5.  Once submitted, the application would be
? reviewed by the HSA officer. (Applicants would be

é Renewal of ] able to withdraw the application during this

i
w

Licences stage).

6.  After the application has been reviewed by the
officer, applicants would be notified of the
application outcome.

Applicants would be able to submit a new
application for cancellation, amendment or
renewal of licences after the application has been

closed.

Applicants will be able to indicate their need for GDP/GMP certificates as part of the licence application 7
process.

Page 8 of 129
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N . Supporting
Ei ,m.cnrpposs — é GDP / GMP Certificate J—D EDocuments

é Review
Application

Application
Processing

|

ﬁ Withdrawal of
Application

\/
‘\' HSA
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Applicants log in via Corppass.

Applicants would be able to select the submission

type and application type (GDP/ GMP Certificate)

i Applicants would be required to populate

the required fields in all the sections of the
application (company details, application
details, etc).

Applicants would be required to upload

supporting documents for Class 2 CTGTP

certification application.

Before the submission, applicants would be able

to review the application. Applications can be

saved as a draft and can be edited from the

dashboard.

i Before submission, applicants would

be able to check for application
information as well as payment
breakdown. The applicant would have to
check on the declaration section before
submission of the application.

Once submitted, the application would be

reviewed by the HSA officer. (Applicants would be

able to withdraw the application during this

stage).

After the application has been reviewed by the

officer, applicants would be notified of the

application outcome.
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1.3 Abbreviations and Definitions

Terms Definition

CTGTP Cell, Tissue and Gene Therapy Products

Corppass Authorisation system for entities to manage digital service access of employees who need to perform corporate transactions

Dealer The entity that performs the following activity — import, wholesale, or manufacture CTGTP products

HSA Health Sciences Authority

IR |an|It Request: a set of queries to seek clarification or request for additional data from the applicant regarding the
application

Supporting Documents = Set of documents which are uploaded by an applicant to an application form

1.4 Application Statuses

Status Description

Draft When the application is not yet submitted by an applicant

Processing When the application has been submitted by an applicant

Pending IR When an applicant is yet to respond to an officer’s IR

Closed When the application has been closed by an officer

Withdrawn All products/dealer activities listed in the application are withdrawn by the applicant

1.5 IR Statuses and Trigger Points

IR Statuses Trigger Points

Fresh IR New IR raised by the officer

Responded When applicant responded to an IR

Overdue When IR has not been responded, the applicant did not request for any IR extension, and the IR has already past the due date
Extension Requested = When an applicant requests for IR extension

Extended When an IR extension has been granted

Expired When IR has already been given extension and applicant has not provided any response

‘1\’“ sA Page 10 of 129
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2 Login

P A singapore Government Agency Website  How to identify v

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

)

japore Health
‘cgli\ccess and
%g‘ulatory E-
> \te‘m’\@-'lARE)

Announcement

Please note that you will need to be granted access to e-Service, “HSA
E-SERVICES: SINGAPORE HEALTH PRODUCT ACCESS AND REGULATION
E-SYSTEM (SHARE)” in Corppass portal by your company’s Corppass
Admin to login.

For more information visit https://go.gov.sg/corporate-login
If you encounter technical issues with SHARE (e.g. unable to upload

documents), please e-mail HSA info@hsa.gov.sg with the screenshot
of the error message for assistance.

Businesses and Other Corporate Entities

Log in with corppass

Don't have corppass account? Get started

g

User Manual — Applicant (Internet) 1.5

URL: https://share.hsa.gov.sg/

Applicants will be brought to the
main page of SHARE when they
access the URL.

Please note that from 11 April 2021,
you will be required to login to
government digital services for
business (G2B) using SingPass
instead of Corppass.

For more information visit
go.gov.sg/corporate-login

Page 11 of 129
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3 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.

The left panel serves the purpose of
D T R (DR aiding applicants in navigating through

4\
Wsa vasnooars g Maragoment < (@)

S— the following:
Applications
Tasks
_ Home Input Requests

Appications.

; Findings

Overview
P, ) Payment
[ Finaings . Active Applications Pending Tasks Products Dealer's Notices and Licences

: o . g Products

B Payment > B = ﬁ ];t[ ———————
— . View Notices/Licences/Certificates
[h view NoticesiLicences/Certficates.

Latest Active Applications [ View Dratt Apphcations | Sea rc h
Q searen List of mast mcantly updatns Active aopkcations, Vau may acoess the spacilic categories from tha Apgications manu, J
— Audit Documents

¥ CGNR250113E0001 Withdraw | View \ CGNL25011300006 Withdraw | View

[ Auait bocuments

Cell, Tissue and Gene Therapy Products (CTGTR) Class 2 Cell, Tissue and Gene Therapy Praciucts {CTGTR) Class 2 (More Than Minimally Manipulated)

Additionally, the blue cards serve the

Pro e PRI es ity Manufacturer
Submission Type New Product Reglstration Submission Ty New Manufacturer's Licence fo I I owi ng fu n Ct lons:
Procesaing enua Processing Active Application:
Submission Date 13-Jan-2025 Submission Date 13-Jan-2025 DiS |ayS aII a Iications Submitted
p pp ,

CONL25011300005 wandry | Vew | CGNLZ5011380008 Werarew | View pen din g HSA a pprova l.

Cell, Tissue and Gene Therapy Praducts (CTGTP) Class 2 (More Than Minimally Maripulated) Product Type Cell, Tissue and Gene Therapy Praducts (CTGTP) Class 2 (Mare Than Minimally Manipulated)
el Maritachirer ity Importer, Wholesaler, GDP Pe n d i n TaS kS .
Submission Type New Manufacturer's Licence New Importer's Licence/ Wholesaler's Licence

Displays all tasks requiring action from
the applicant.

Products:
Presents a list of products.

Dealer’s Notice and Licences:
Presents a list of licences, certificates,
notices.

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

\)/
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4 Application Creation

4.1 Creation of New Application

After applicant clicks on 'New Application' they will be brought to this page. The selection chosen by the applicant will determine the type of application
form that the applicant would be able to complete and submit.

New Application - Getting Started (i)
Applicants can select the type of

. application to be submitted.

New Application - Getting Started Product Tybe

- This is fixed for all
applications. Cell, Tissue and

m . Gene Therapy Products
Details (CTGTP).

2. Checklist Instructions for this page:
Please select the required product type and submission type for your application.

Submission Type
- Dealer’s Notice

- Product Notification

Product Type © Cell, Tissue and Gene Therapy Products (CTGTP) . i

- Product Registration
. . 4 H
Submission Type ©® Select Submission Type - Importer S Llcence/
Wholesaler’s Licence

Application Type Select Application Type - Manufacturer's Licence
- GDP Certificate

Product Class  © Select Product Class _ GMP Certificate

. Application Type
(options in dropdown menu will only

be shown after selection of
Submission Type)

If Product Notification or Dealer’s
Notice is selected

- New

- Update

- Cancel

\ )4
‘1' HSA Page 13 of 129



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

P A singapore Government Agency Website How to identify v

“"'I_ ISA

New Application - Getting Started

Focused Vie
_ Details
2. Checklist Instructions for this page:

Dashboard

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

Product Type

Submission Type

Application Type

Product Class

() Cancel

\4
Yisa

Cell, Tissue and Gene Therapy Products (CTGTP)

Product Registration

User Manual — Applicant (Internet) 1.5

st Mancgomert @) If Product Registration is selected

Select Application Type

New Product Registration (NDA-1, NDA-2 or NDA-3)
Variation (MAV-1, MIV-1 or MIV-2)

Fulfilment of Approval Conditions

Retention

Change of Registrant

Cancellation

New Product Registration
(NDA-1, NDA-2 or NDA-3)
Variation (MAV-1, MIV-1 or
MIV-2)

Fulfilment of Approval
Conditions

Retention

Change of Registrant
Cancellation

Global Update of Importers

If Importer’s Licence/Wholesaler’s
Licence or Manufacturer’s Licence
is selected

New
Amendment
Cancel
Renewal

If GDP Certificate / GMP Certificate
is selected

New

Page 14 of 129
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P A singapore Government Agency Website How to identify~

A
‘,‘- HSA

New Application - Getting Started

<)

2. Checklist

\/
" HSA

Details

Instructions for this page:
Please select the required submiss
Product Type

Submission Type

Application Type

Product Class

Canc spplication
and go back to Dashboard

() Cancel

Dashboard

ion type and application type for your application.

Cell, Tissue and Gene Therapy Products (CTGTP)

Product Notification

Select Application Type

Select Product Class

Billing Management

User Manual — Applicant (Internet) 1.5

Product Class
(options in dropdown menu will
only be shown after selection of
Submission Type)
- Class 1 (For both Product
Notification and Dealer’s
Notice
- Class 2 Minimally
Manipulated
(only for Dealer’s Notice)
- Class 2 (only for Product
Registration)

Page 15 of 129
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New Application - Getting Started (ii)

Dealer’s Activity
- (options in dropdown menu will

only be shown after selection of
Product Type © Cell, Tissue and Gene Therapy Products (CTGTP) Submission Type and Application
2. Checklist
ees Submission Type © Type)

Dealer's Notice

- Submission Type =
'Dealer’s Notice'
- Application Type = 'New'

Application Type New

Product Class  © Class1 ®  Class 2 (Minimally Manipulated) ®

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

Dealer Activity

[] Importer
['] Wholesaler

\ )4
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New Application - Getting Started (iii)

Focused View

2. Checklist

Details

Instructions for this page:
Please select the required submission type and application type for your application.

Product Type © Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type ®

Product Registration

Application Type New Product Registration (NDA-1, NDA-2 or NDA-3)

Product Class ® Class 2

Evaluation Route Select Evaluation Route

Dossier Format Full

Abridged

Cancel this application
and go back to Dashboard

User Manual — Applicant (Internet) 1.5

Evaluation Route

(options in dropdown menu will only
be shown after selection of
Submission Type, Application Type
and Variation Type)

OR

Submission type = 'Product
Registration’

Application type = 'New
Product Registration (NDA-
1, NDA-2 NDA-3)'

Submission type = 'Product
Registration'

Application type = 'Variation
(MAV-1, MIV-1 or MIV-2)'
and Variation Type = 'MAV-
1

Applicants can select either full or
abridged evaluation routes

Page 17 of 129
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<)

Focused View

2. Checklist

\/
" HSA

donces Authority

Details

Instructions for this page:
Please select the required submission type and application type for your application.

Product Type © Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type  © Product Registration

Application Type New Product Registration (NDA-1, NDA-2 or NDA-3)
Product Class © Class 2

Evaluation Route Full

Dossier Format Select Dossier Format

ICHCTD

ACTD

Cancel this application
and go back to Dashboard

User Manual — Applicant (Internet) 1.5

Dossier Format
(options in dropdown menu will only
be shown dfter selection of
Submission Type and Application
Type)
- Submission type = 'Product
Registration'
- Application type = 'New
Product Registration (NDA-
1, NDA-2 or NDA-3'

Applicants can select either ICH CTD
or ACTD dossier formats
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New Application - Getting Started (iv)

Variation Type

(options in dropdown menu will only
be shown dfter selection of
Submission Type and Application

EE o e
Details - Submission type = 'Product

2. Checklist Instructions for this page: Registration'
Please select the required submission type and application type for your application. . . ' . .
- Application type = 'Variation
(MAV-1, MIV-1 or MIV-2)'

Focused View

Product Type © Cell, Tissue and Gene Therapy Products (CTGTP)

Applicants can select among MAV-1,
MIV-1 or MIV-2 variation types

Submission Type © Product Registration

Application Type Variation (MAV-1, MIV-1 or MIV-2)

Variation Type Select Variation Type

MAV-1
MIV-1
MIV-2

Cancel this application
and go back to Dashboard

\ )4
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Focused View

Existing Products
(options in dropdown menu will only

_ Details be shown after selection of

2. Checklist Instructions for this page: Submission Type and Application

Please select the required submission type and application type for your application
Type)

- Submission type = 'Product
Product Type © Cell, Tissue and Gene Therapy Products (CTGTP) Registration'
- Application type = 'Variation

Submission Type  © Product Registration ( )I
MAV-1, MIV-1 or MIV-2

Application Type Variation (MAV-1, MIV-T or MIV-2)

Variation Type Vv Applicants can search for products

using the search bar.

Existing Products Select Existing Products

Search Multiple products can be selected.
[] Product F (CGPR241001M0013)
For a continuation of MIV

[[] Product C (CGPR241001J0010)
applications, visit the MIV section.

Cancel this application

d back to Dashboard
and go back to basnboar [] Product D (CGPR241001K0011)

C |
[ Product B (CGPR241002K0001)

\ )4
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New Application - Getting Started (iv)
Relinquishing Company

(options in dropdown menu will only
Focused View be shown after selection of
Submission Type and Application

. T
B octils vpe)

- Submission type = 'Product

2. Checklist Instructions for this page: . . 1
Please select the required submission type and application type for your application. Reg|5trat|0n
- Application type = 'Change
) of Registrant'
Product Type © Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type  © Product Registration Applicants can search for companies

using the search bar.

Application Type Change of Registrant

For a continuation of Change of
Registrant applications, visit the
Change of Registrant section.

Relinquishing Company Select Company

Search

TSP (FirstCommpanyOIdUEN)

Cancel this application SeventhCompany (SeventhCompanyUEN)

and go back to Dashboard
9 SeventeenthCompany (SeventeenthCompanyUEN)

AAA (ZerothCompanyUEN)

\ )4
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Approved Licences
(options in dropdown menu will only
be shown dfter selection of

_ Details Submission Type and Application

2. Checklist LTstructi‘c;Fls['Tol this p.age‘i ‘ o o Type)
ease select the required submission type and application type for your application. S bmlss|on type
- u =
'Importer’s Licence/
Product Type Cell, Tissue and Gene Therapy Products (CTGTP) Wh I I , L- 1
olesaler's Licence
Submission Type Importer's Licence/ Wholesaler's Licence - Applica'“on type =
Application Type Amendment 'Amendment’
Approved Licences

“ OR
1 - Submission type =
'Manufacturer’s Licence'

Canee! tis appication CGIF241218P08 - Application type =
and 90 back to Dashbosrd owLaamEr 'Amendment’

CGWL250113A05

Select Approved Licences

Search

CGWL250113D08

Applicants can search for licences
using the search bar.

For a continuation of Licence
Amendment applications, visit the
Licence Amendment section.

\ )4
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New Application - Getting Started (v) — Dealer’s Notice
Applicants will be directed to the
checklist page where there will be
New Application - Getting Started additional information regarding the
application that the applicants are
applying for.

1. Detail: H
Checklist
Instructions for this page: Note: Information on this page may
Review your selections and prepare for your application. . . .
differ depending on the fields
selected in Creation of New
Product Type Cell, Tissue and Gene Therapy Products (CTGTP) AE Elication
Submission Type Dealer's Notice
Application Type New
Product Class Class 1
Class 2 (Minimally Manipulated)
Dealer's Activity Manufacturer, Importer, Wholesaler
x Based on your selection, your application process will take approximately 30 min.
@ Please review the instructions to ensure a timely completion of the process.
>\ Page 23 of 129
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New Application - Getting Started (v) — Product Notification
Applicants will be directed to the

checklist page where there will be
additional information regarding the

New Application - Getting Started application that the applicants are

applying for.
1. Details Check"st ) '
m . ) Note: Information on this page may

Instructions for this page: . 3 .

Review your selections and prepare for your application. dlffer dependlng on the fle|dS
selected in Creation of New

Product Type Cell, Tissue and Gene Therapy Products (CTGTP) A I|cat|on.

Submission Type Product Notification

Application Type New

Product Class Class 1

X Based on your selection, your application process will take approximately 1 hour.
Please review the instructions and checklist to ensure a timely completion of the process.

New Application - Getting Started (v) — Product Registration
Applicants will be directed to the

checklist page where there will be
additional information regarding the
application that the applicants are

applying for.

Focused View

1. Details Checklist

m Instructians for this page:

Review your selections and prepare for your application.

Note: Information on this page may

Product Type Cell, Tissue and Gene Therapy Products (CTGTP) . . .
Submission Type Product Registration dlffer dependlng on the fleIdS
Application Type New Product Registration (NDA-1, NDA-2 or NDA-3) selected in Creation of New
Product Class Class 2 Aggllcatlon
Evaluation Route Full
Dossier Format ICHCTD

X Based on your selection, your application process will take approximately 1 hour.

Please review the instructions and checklist to ensure a timely completion of the process.

\ )4
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New Application - Getting Started (v) — Importer's Licence/ Wholesaler’s Licence
Applicants will be directed to the

Focusea View checklist page where there will be
additional information regarding the
1 Detaits Checklist application that the applicants are

Instructions for this page: applylng fOF.

Review your selections and prepare for your application.

Product Type Cell, Tissue and Gene Therapy Products (CTGTP)

Submission Type Importer's Licence/ Wholesaler's Licence Note: |nf0rmation on thls page may
Application Type New . . .

Product Class Class 2 (More Than Minimally Manipulated) dlffer dependlng on the flelds

selected in Creation of New
x Based on your selection, your application process will take approximately 30 minutes. A | |Ca t| on

Please review the instructions and checklist to ensure a timely completion of the process

New Application - Getting Started (v) — Manufacturer’s Licence
Applicants will be directed to the
checklist page where there will be
B Checklist additional information regarding the
EX oo application that the applicants are
e o o o s 2pplying for.
el Tssus and Gene Therspy Procucts (CTGTP)

New
Class 2 (More Than Minimally Manipulated)

Note: Information on this page may
B e s e e e e differ depending on the fields
selected in Creation of New

Application.
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New Application - Getting Started (v) — GDP Certificate
Applicants will be directed to the

checklist page where there will be

additional information regarding the
m Fhe_c""'s: application that the applicants are
nrucions o this pag:
applying for.
Product Type Cell, Tissue and Gene Therapy Produets (CTGTP)

GDP Certificate
Class 2 (More Than Minimally Manipulated)

Note: Information on this page may

Based on y ion, your i will take i 30 minutes. . . .

Z s e e to ensure a timely completion of the process. dlffer dependlng on the fle|dS
selected in Creation of New

Application.

New Application - Getting Started (v) — GMP Certificate
Applicants will be directed to the

checklist page where there will be

additional information regarding the
m Ic'le‘:kt's:m application that the applicants are
et e hispgs applying for.

Cell, Tissue and Gene Therapy Products (CTGTP)
GMP Certificate

Class 2 (More Than Minimally Manipulated)

Note: Information on this page may

Based on your selection, your application process will take i 30 minutes. . . .

P e e e e s differ dependmg on the fields
selected in Creation of New

Application.
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4.1.1 Supporting Documents

Application For Product Notification (New) o

&5 Supporting Documents

Company Details

You are submitting a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)

Supporting Documents

& Application Details Instructions for this page:

Application No.(Draft)

Last saved at 26 November 2023 06:26 PM &

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 Manufacturers

Eb Overview - Product Information
&) Overview - Products List

@ Review

Declaration

Select files to upload... |or drag and drop

Upload the Supporting Docurr .Zip
Error messages that might appear:
@ - Dossier upload is not found
You are submitting a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)
Supporting Documents
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. D detailed instructions (PDF)

Upload supporting documents
Select files to upload... |or drag and drop
Upload the completed Supporting Documents.zip

@ ProductNotification_SupportingDocument_Template.zip
2KB

\4
Yisa

!

User Manual — Applicant (Internet) 1.5

Applicants are required to download
the template zip, upload the
supporting documents to the
respective template folders within
the zip file, and then proceed with
the upload. Detailed instructions for
guidance can be downloaded for
further assistance.

Note: Criticality on this page may
differ depending on the fields
selected in Submission Type.

Error messages notes:

- 'Dossier upload is not found' error
message will be shown when the
dossier has been removed and
then there is a network or
communication issue that
prevents the Ul from retrieving
the status. Please check your
internet connection and try again.

- 'Additional folders outside of the
dossier template was detected.
Please ensure that the folder
structure is as per template
provided and reupload the zip
file." error message will be shown
when there are folders or files
that are inserted directly into the
root folder. To solve this issue,
make sure there is no other files
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or folders directly under the root
folder.

(@ - Additional folders outside of the dossier template was detected. Please ensure that the folder e is as per late provided and r load the zip file.

You are submitting a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)

Supporting Documents

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 iled instructions (PDF)

ProductNotification_SupportingDocument_Template

Upload supporting documents

[
Select files to upload... |or drag and drop

Upload the completed Supporting Documents.zip

@ ProductNotification_SupportingDocument_Template.zip
BMB

Page 28 of 129
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4.1.2 Company Details

Company Information
Applicants will first be directed to the
. application form — Company Details.
B pplication No.(Draft) Applicants can navigate to other
sections within the application form
by clicking the section name on the
left panel.

Application For Dealer's Notice (New)

Last saved at 15 November 2023 11:24 AM &

5 Supporting Documents You are submitting a Dealer's Notice for Class 1, Class 2 (Minimally Manipulated) Cell, Subsections

Tissue and Gene Therapy Products (CTGTP) Company Company Information
Information - This information is auto

Company Details

Application Details Company pOPUIated based on the
Address Corppass login. Applicants
Dealer's Notice Details Contact cannot edit any of the
. Company Information Information information for this section.
@ Review This section is pre-filled on your Corppass login and requires no action on your part.
Billing
0 i Information
Declaration Company Name FourthCompany
UEN FourthCompanyUEN Payment
Information
Company Address ®
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Company Address
This field is automatically
— populated based on the ACRA
o Summorting bocumente Company Address o  Subsections address. However, applicants can
Company clear the pre-filled address and
fermation manually enter it if needed.
&) Application Details Address
* * i
Dealer's Notice Details Postal Code 123456 Contact DO nOte.thal.: Changlng the .
Information address field in the application
; Block / Number *
@ Review ock [ Number 04 Billing N form does not change/update
e Level - Unit fnformation any address in ACRA.
o - Payment A
Information

*
Street Name Fourth Street

Building Name Fourth Tower

Contact Information

This section is pre-filled on your Company Address Book. To edit this info, please visit your Company

Address Book & o
This is your default company contact for all system communications across all applications.If you only

intend to make changes to the contact for this specific application, please make changes under "Applicant™

\ )4
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Contact Information

<)

{5 Supporting Documents

&) Application Details
Dealer's Notice Details
@ Review

Declaration

\/
" HSA

Subsections

Company Address ®
Company
Information
Clear ACRA Address
Company
Address
Postal Code *
123456 Contact
Information
*
Block / Number 04 -
illing
Information
Level - Unit 04 — 04
Payment
Information

*
Street Name Fourth Street

Building Name Fourth Tower

Contact Information

This section is pre-filled on your Company Address Book. To edit this info, please visit your Company

Address Book & ©)
This is your default company contact for all system communications across all applications.If you only

intend to make changes to the contact for this specific application, please make changes under "Applicant™"

User Manual — Applicant (Internet) 1.5

Applicants can click on the
company address book, opening
a new tab that allows them to
update the company’s address
book.
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Contact Information — Company Address Book

Company Address Book
S. No. Contact Person Contact Number
1 contactl +65-827289299
>\
" HSA

Email

contactl@mail.com

Add Contact

User Manual — Applicant (Internet) 1.5

The new tab enables applicants to
add new contact details by selecting
'Add Contact' and filling in the
necessary fields. Additionally,
Applicants can edit or delete
existing contact details in the
company address book by clicking
on the three dots on the right-hand
side.

The company address book
functions as a global update for the
address book, ensuring
synchronization across various
applications submitted under the
same company’s UEN. All contacts
listed under the company address
book will receive notifications for
ALL applications submitted under
the same UEN.
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Contact Information — Company Address Book
Successful message is displayed

upon adding, deleting, editing the

Company Address Book contact details.

o=

@ Your request was successful v
S. No. Contact Person Contact Number Email
1 J +65-12345678 John@thesoftwarepractice.com
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4.1.3 Application Details

Application Information
The information displayed under

'Application Information' is
based on the applicant’s

& Supporting Documents You are submitting a Dealer's Notice for Class 1, Class 2 (Minimally Manipulated) Cell, Tissue and Gene Subsections selections made durlng the
UIEEEY FEEs (GUEUF) Application application creation process
Company Details Information pp P :

Application Details This includes details such as:
Information

Dealer's Notice Details Aoplicati nf " Notification Emails o Product Type
pplication Intormation feci
@ Review This sub-section is pre-filled from your initial selection and cannot be edited. ® * SmeISSI()n Type
_ ~ e Application Type

Declaration Product Type Cell, Tissue and Gene Therapy Products (CTGTP) ° Class
Submission Type Dealer Notice ’ ..
Application Type New e Dealer’s Activity (Only

, .
Class Class 1, Class 2 (Minimally Manipulated) relevant to Dealer’s NOtlce)
Dealer's Activity Manufacturer, Importer, Wholesaler ° Eva|uati0n Type (On|y
relevant to Product

Main Applicant Information Registration)

e Dossier Format (Only
relevant to Product
Registration)

e Application Option (Only
relevant to GDP Certificate
& GMP Certificate)

Applicant Name (as in NRIC/FIN) * RZ

S,
Designation Input Designation

Note: For Application Details for
Licences (Importer’s,
Wholesaler’s), please refer to
the Importer's/ Wholesaler's
Licence section.
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Focused View

Application Details

Subsections

& Supporting Documents [©] Application Information Ap p“cat|0n Option
oD eta o . Information On Products Applicants should select one of
Application Information O] Distributed h . .
| the iven oftions
Main Applicant Information
A Product Type Cell, Tissue and Gene Therapy Products (CTGTP)
7) GDP Certificate Details " .
Submission Type GDP Certificate Notification Emails . . R
R Application Tyne New If ‘'GDP/GMP without technical
Class Class 2 (More Than Minimally Manipulated) assessment’ is Selected'
@ Review Application Option * ¢ @ GDP with technical assessment. For new application requiring site inspection .
applicants should choose an
Declaration ' GDP without technical assessment. For importer/wholesaler who is already holding an . .. . .
existing license, please fill in these fields: existing licence using the
(O Additional copy of GDP Certificate (for GDP certificate that has been issued) d ropdown menu. Add |t|0na | |V,

applicants should choose at
least one of the given options
[ under the Information on

[] CTGTP as Clinical Research Materials (Investigational products) Products Distributed subsection.

[] Starting materials used in CTGTP

Information on Products Distributed *

If ‘Additional copy of GDP/GMP
Certificate’ is chosen, applicants
should select both an existing
licence and how many
additional copies of the licence
they require from the dropdown
menu.
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Main Applicant Information

9 Supporting Documents

Company Details

@& Application Details &

Dealer's Notice Details

@ Review

Declaration

You are submitting a Dealer's Notice for Class 1, Class 2 (Minimally Manipulated) Cell, Tissue and
Gene Therapy Products (CTGTP)

Application Details

Application Information

O]
This section is pre-filled on your initial selection and cannot be edited
Product Type Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type Dealer Notice
Application Type New
Class Class 1, Class 2 (Minimally Manipulated)
Dealer Type Manufacturer, Importer, Wholesaler
Main Applicant Information ©

This section is pre-filled on your Corppass login and requires no action on your part.

Applicant Name (as in
NRIC/FIN) *

RZ

H 1 *
Designation Input Designation

Subsections
Application

Information

Main Applicant
Information

Notification
Emails

User Manual — Applicant (Internet) 1.5

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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Notification Email

5 Supporting Documents

Company Details

Dealer's Notice Details

[® Review

Declaration

Notification Emails

Please include your applicant 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

4+ Add Notification Email 1

Subsections

Application
Information

Main Applicant
Information

Notification Emails

User Manual — Applicant (Internet) 1.5

The applicant can update the
notification email by selecting 'Add
Notification Email.’

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.
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Dealer’s Notice

Dealer’s Notice Details
*This section is only applicable for

Dealer’s Notice applications.
Draft Application No.(Draft)

Application For Dealerls NOtice (NeW) Last saved at 26 November 2023 03:53 PM &
~  Applicants need to input site
particulars for the selected dealer's

activity during the application

£ supporting Documents You are submitting a Dealer's Notice for Class 1, Class 2 (Minimally Manipulated) Cell, Tissue and Gene Therapy Products (CTGTP) creation process by C"Cking on
Company Details Dealer's Notice Details '+ Add Site Particulars'.
& Application Details

Applicants would be required to fill

Dealer's Notice Details 1 ivi . .
Dealer's Activity © up at least 1 site before proceeding

[ Review with the application.
Declaration (® No Data Available

P
| + Add site Particulars 1
(T e
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Add Site Particular’s
Applicants are required to complete

all mandatory fields indicated by '*',
Add Site Particulars 1 © X and subsequently, they should
choose the appropriate Quality
Management System (QMS) for their

Site Name * © Enter Site Name respective sites.

Dealer's Activity * [ ] Manufacturer For continuation of Dealer’s Notice
(] Importer applications, please refer to Review
[ ] Wholesaler section.

Site Address
| Postal Code * Get Address
Block / Number *
| Level - Unit

Street Name *

Building Name

Quality Management System(s)

My company will ensure, and maintain objective evidence to establish, that the manufacture, handling and storage (where applicable) of the CTGTP
complies with the following standards:
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Product Notification

You are submitting a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)
3 Supporting Documents &
Manufacturers
[0 Company Details & Instructions for this page:
Please provid e Manufacturer - either Overseas or Local
9 Application Details @
[ Manufacturers.

Tissue Procurement Sites

Bb overview - Product Information @
& Overview - Products List
Procurement Site 1

[® Review
Site Name site 1
Declaration A

1avenuee Cecil street Cecil road , ALGERIA

Accreditations
American Association of Tissue Banks [AATB] accreditation

Others: 1. United Kingdom Human Tissue Authority certificate 2. IS0 11137 Sterilisation of
healthcare products - Radiation certificate

Overseas Manufacturers

Overseas Manufacturer 1

s M Allograft PLUS 20mm
1Duxton 21 Avenue 560032, CANADA
Manufacturing Site, Sterilisation Site

Accreditations

Accreditations
Foundation for the Accreditation of Cellular Therapy [FACT] accreditation
Good Manufacturing Practice [GMP] certificate

Others: IS0 11135 Sterilisation of healthcare products - Ethylene Oxide certificate

\/
‘\' HSA

o]

Date of Expiry

23 May 2024

+ Add Procurement Site 2

Date of Expiry
28 May 2024

17 Jun 2024

+ Add Overseas Manufacturer 2

Subsections

Tissue Procurement Sites

Overseas Manufacturers

Local Manufacturers

User Manual — Applicant (Internet) 1.5

*This section is only applicable for
Product Notification applications.

Manufacturers are categorised
into three subsections:

a. Tissue Procurement Sites

b. Overseas Manufacturers

c. Local Manufacturers

Applicants can add site details for
any of the listed options. However,
it is essential to provide site details
on either overseas manufacturers
or local manufacturers.

Note: For Local manufacturer,
Applicants are required to enter
the active dealer notice number,
following which the details of the
local manufacturer will be
automatically populated.
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Overview — Product Information

£ Supporting Documents e You are submitting a Product Notification for Glass 1 Geil, Tissue and Gene Therapy Praducts (CTGTP)

© Overview - Product Information

El Company Detais

Product Owner Information *

Ouerseas @ Local
B Overview - Productslist @ Product Owner Iohn
8 Review stal Cade *
Postal Code 123458

[) Dectarstion

Block / Number * 123

Level - Unit * 12 123
Street Name: Bth ave

Building Name * Building A

Intended Use & Indications *

¥ou can add mullipa indications for sach Rrazuct or brand.

Intended Use 1

pe of Tis Grace

se And Indicatior Research

4 Adcintended Use 2

Overview — Product Information

=b Overview - Product (]
Information

& Overview - Products List @

[® Review

Container Closure System (CCS) *

B octaration
B You can add mutiple CC

ccs1
ntai . System Descript CCS Description
10 Years
nditions (°C Frozen

< Back

subsections

Praduct Ownes Information

Intended Use & Indications

lasura Systom

+ Addint

7 Edn

Overview - Products List >

User Manual — Applicant (Internet) 1.5

Product Information has three

subsections:

a. Product Owner Information

b. Intended Use and
Indications.

¢. Container Closure System
(CCs)

Applicants are required to fill in
the Product Owner's information
and provide at least one Intended
Use & Indication, as well as
information on the Container
Closure System; All fields are
mandatory.
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Overview — Product List

£ Supporting Documents

[ Company Details

@ Application Details

Es Manufacturers

B

Overview - Product Information @

8 Overview - Products List

@ Review

Dectaration

<)

\/
" HSA

You are submitting a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)

Products List

List of Products *
You can add products using the New Product’ button or pioad an Excel file with product details in the format provided in this template fila

Please use checkboxes to select multiple records and assign CCS, Indications and Sites.

Click to view details of CCS, Indications & Sites

View CCS View Indications View Sites

Product Product ces Indication
Name Code
Pro
ces1@ Ingication-1®
P 456 -
cCs1® Indication-1 @
F
ccs1@ indication-1 @
New Product
< Back

Site A ®

site A ®

Please click on Product Name or Product Code to edit

Action

&, Reupload

User Manual — Applicant (Internet) 1.5

Applicants have the option to add
products through two methods:

1. By uploading an Excel file.
Applicants can download the
template file by clicking on 'this
template file.'

2. By uploading products
individually via the ‘New
Products’ option, entering the
details manually.

Once the product list has been
populated, Applicants would be able
to tag the products to Container
Closure Systems (CCS), Indications,
and Sites that were created in the
previous sections.
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Overview — Product List

& supporting Documents @
El company Details Q@
@ Appiication Details [}
i Manufacturers (]

¥ Overview - Product Information @

Overview - Products List

[@ Review

[ oeclaration

Healn Scionces Authorty

You are submitting a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)

Products List

List of Products *

You can add products using the ‘New Product’ button or upload an Excel file with product detalls in the format provided in this template file

Please use checkboxes to select multiple records and assign CCS, Indications and Sites.

Click to view details of CCS, Indications & Sites

View CCS View Indications View Sites

0 item(s) selected

Product Product ccs Indication
Name Code
Product A 23

ccs1® Indication-1®
Product B a56

ccs-1@ Indication-1®
Product C 789

ces-1 @ Indication-1®

New Product

User Manual — Applicant (Internet) 1.5

Applicants can select Indication
and Sites from the drop-down
list and click on apply.

Please click on Product Name or Product Code to edit.

sites Action

Remove
‘ Apply
SiteA ® Remove
SieA® Remave

1, Reuploa
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Product Registration

Overview — Product Information
*This section is only applicable

for Product Registration

R . You are 5uijn'|||t|nga New Product Registration [NDA'T NDA-2 or NDA-3) Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP) applications.
. . Overview - Product Information Subsections
Cormpany Datais < Product Owner Information
@ Avpicaion et . ormation s Overview - Product Information
roduct Owner Information .
e o has seven subsections:
) Manufacturers Product Owner Name osing Regimen
I s a. Product Owner
Worldwide Registration Status H
& Paymens pecie Lf Aad ‘l Container Closure System |nformat|0n
@ v b. List Of Products
[) Decteration List Of Products * C Intended Use &
© NoData Avallable Indications
=) d. Dosing Regimen
Product Formula
Intended Use & Indications * ® . . .
You can add multiple indications for gach product or brand. f WorldW|de Reglstrat|on
@ NoData Available StatUS
= g. Container Closure

System (CCS) and Shelf

Dosing Regimen * o] Llfe

You can add mulfiple dosing regimen

@ NoData Available

All fields are mandatory except
for Worldwide Registration
Status.

[# s

Ensure that the save button is
clicked for each subsection upon
completion.

\ )4
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Overview — Product Information

For the List of Products
subsection, applicants can tag an
importer or wholesaler to
products (Click on the Save

button after adding products
A A, p oCc X2 x® I, NDA Referenced NDA Dosage Form Route Of Administration ATC Code before tagg|ng SlteS)

New Product 1

List Of Products *

Listing Name* NDA* @ Referenced NDA* Dosage Form* Route Of Administration* ATC Code C Importer/Wholesaler & Actions

, Depending on browser and zoom
settings, applicants might have to
scroll to the right to view the tag
(oo and delete buttons.
X

B) save

Tag Wholesalers/ Importers

Select Importer or Wholesaler,
enter the Dealer Notice Number

P O Importer ) Wholesaler and click on Get Dealer’s Details
ocalDeslers totiee Humber Type to search for Dealer Notice Number. “aet to automatically fill up the fields
Local Dealer's Name W|th the information Of that

Retrieved Local Dealer Name

importer / wholesaler.

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

Building Name *

\ )4
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Overview — Product Information
For the product formula

subsection, applicants can add,

Dosing Regimen * ®
You can add multiple dosing regimen ed|t and delete Substances /
components.
Dosing Regimen 1
Dosing Regimen Once per day Components Can be dup“cated

by clicking on the ‘Duplicate’
button.

Product Formula *
You can add multiple Product Formula.
If there are more than one component in the finished CTGTP (e.g., concentrate solution for injection and diluent as a composite pack), each component should be listed.

Component A Product A
E
Substance Name* Substance Type* Substance Grade* Substance Strength* Actions
Substance A Active Ingredie.. In- ® A A, g o°C X2 X3 T
house
7 — 10
British
Pharma
B
copoeia
(BP)

+ Add Substance

[ Delete Component J [ © Duplicate J

Add Component

[3) save

\ )4
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Overview — Product Information

Add CCS1

Select Product *
Select Component *

CCS Description *

Storage Condition *

Shelf Life *

Alternate Storage Condition(s) and Shelf Life
Shelf Life after Thawing or 1st Opening

Shelf Life after Reconstitution and/or Dilution
Cold Chain *

Pack Size(s) (Qty/ CCS) *

Pack Size(s) (CCS/ Pack) *

\4
Yisa

Product A ®

Component A @

Select an option

A A, p o°C X2 X3

o

User Manual — Applicant (Internet) 1.5

For the Container Closure System
(CCS) and Shelf-Life subsection,
the Component field is only
visible after selecting a product in
the 'Select Product' dropdown.

Components will only appear in
the 'Select Component'
dropdown if in the 'Product
Formula' subsection, a substance
strength for that product is
entered.
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Manufacturers

£3 Supporting Documents
E] Company Details °

{ Application Details

B Overview - Product Information G

\4
Yisa

Manufacturers

Instructions for this page:

Overseas Manufacturers

Local Manufacturers

Batch Releaser

Overview - Products List >

User Manual — Applicant (Internet) 1.5

*This section is only
applicable for Product
Registration applications.

Manufacturers has three
subsections:
a. Overseas
Manufacturers
b. Local Manufacturers
c. Batch Releaser

Ensure that the save button is
clicked for each subsection
upon completion.

The subsections are not
mandatory, but the following
requirements must be met:

a. Each component must
have at least one
finished product
manufacturer

b. Each active substance
must have at least one
active substance
manufacturer

c. Each component must
have at least one
manufacturer with
operation 'Bulk
production'

d. Each product must

have at least one
batch releaser
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Add Local Manufacturers 1 X When addlng Local
Manufacturers, enter the
Dealer Type © Manufacturer Manufacturer Licence or
Local Manufacturer Licence/Dealer Licence Number*  © Type to Search for Manufacturer Licence or Dealer Notice Number Gelpaers ‘ Dealer Notice Number and
’ . ’ .
Local Manufacturer's Name* © Retrieved Local Dealer Name C|ICk on Get Dealer S Detalls tO

automatically fill up the fields
with the information of that
local manufacturer.

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

Site Details* © Select an option

Type of Manufacturer* © [ Finished Product Manufacturer
[] Solvent/Diluent Manufacturer
[] Active Substance Manufacturer
[ critical Starting Materials (e.g., viral vector for ex vivo gene modification) Manufacturer

[] Others

\ )4
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Overview — Products List

Products Manutacturer
£3 Supporting Documents @

[l =S @ List of Products *
Application Details @

Eb overview - Product Information
Product Name

BB manutacturers @
Intended Use & Indications*
(™ Overview - Products List &
B9 Payment Detals Dosing Regimen
@ Review

Component Name  (

Deciaration

Finished Product Manufacturer

ccs

Substance
Name

Substance A

\/

Substance
Type

Product A

Select an option

Select an option

Component A
Overseas Site A

ces

Substance
Grade

n-house, Britis

h Pharmacopoeia BR]

Substance
Strength

10

Manufacturer

Overseas Site A

User Manual — Applicant (Internet) 1.5

Each product in this section must
contain an 'Intended Use &
Indications' and a 'Dosing
Regimen'.

Page 50 of 129



Singapore Health Product Access and Regulatory E-System (SHARE) User Manual — Applicant (Internet) 1.5

Importer’s Licence/ Wholesaler’s Licence

Application Details
*This section is only applicable for

importer’s/ Wholesaler’s licence
Application Details Subsections s e
6 supporting Documents @ Application Information A appllcatlons.
[El company Details @ . . i . Main Applicant Information ©
Application Information S N Under Licence Details, applicants
&) Dealer's Licence Details Product Type Cell, Tissue and Gene Therapy Products (CTGTP) ShOUId SEIECt Whether they WISh to
Submission Type Importer's Licence/ Wholesaler's Licence H
E Payment Details Application Type New apply for an |mp0rter, Wh0|esaler or
Class Class 2 (More Than Minimally Manipulated) both I|Cences'
&) Review Licence Details * Importer's Licence
RerErstion) [J Wholesaler's Licence
Aspects of Importation * [ Registered CTGTP (Importer's Licence - Full scope required) If Im pOf‘ter'S Licence |S selected, a
CTOTP solely for export only new field, Aspects of Importation will
[J CTGTP for scientific education, research and development, and/or non-clinical purpose .
(] Other specific activity appear. Applicants should select at
least one of the given options to
Limited Scope Type O Annual H
© Per Gonsignment Only specify the purpose of the products

being imported. Multiple selections
are permitted.
Main Applicant Information *
Applicant Name (as in NRIC/FIN) * Annie Applicants may be prompted to
select whether they require a GDP
Certificate and should indicate their
preference accordingly.

Designation * Assistant

\ )4
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Dealer’s Licence Details
Applicants need to input site

particulars for the selected dealer's
£ SupportingDosuments @ Dealer's Licence Details activity during the application
o e © creation process by clicking on
@ ppication Detais ® Warehouse Address * '+ Add Warehouse Address' and '+

Add Warehouse Details', as well as

'+ Add Responsible Person' buttons.

3 Payment Details & Warehouse Address 1 \f/ Fmt] \ num:

@) Review
Site Name S

Declaration Site Activity Warehouse
Applicable to CTGTP Importer's Licence, CTGTP Wholesaler's Licence . . .
Site Address 149, ROCHOR ROAD, FU LU SHOU COMPLEX, Singapore 188425 Ap pl Icants WOU|d be reqUIred to fl”
R w up the details of at least 1 site and 1
Outsourced lo

responsible person before
proceeding with the application.

+ Add Warehouse Addrass 2
L J

Warehouse Details *

Warehouse Details 1 \ # €an | [~ oelete |
Selected Sites S (149, ROCHOR ROAD, FU LU SHOU COMPLEX, Singapore 188425)
Temperature Cold Chain

-20°C to -10°C (Freeze)

lon-Cold Chain) N.A
Cold Chain) N.A

Other condition N.A

+ Add Warehouse Detalls 2

\ )4
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Add Warehouse Address
Applicants are required to complete

all mandatory fields indicated by '*'.
Add Warehouse Address 1 X

Site Name * © Enter Site Name

Site Name is required

Site Activity * Warehouse

Is this warehouse an outsourced warehouse * ) Yes

O No
Site Address

Postal Code * Get Address
Block / Number *

Level - Unit

Street Name *

Building Name

Other Address Enter Other Address

\A
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Add Warehouse Details

Applicants are required to complete
all mandatory fields indicated by '*',
as well as indicate the temperature
range associated with the site. For
certain options, a text box will
Temperature (°C) [J Non Cold Chain (> 8°C) appear, which must also be filled out.

[ Cold Chain (= 8°C)

Add Warehouse Details 2

Select Site Select an option

Relative Humidity (%) (Non-Cold Chain) Min: %RH to Max: %RH
Relative Humidity (%) (Cold Chain) Min: %RH to Max: %RH

Other Storage Conditions

Add Responsible Person
Applicants are required to complete

all mandatory fields indicated by '*'.
Add Responsible Person 1 X

Name (as in NRIC/FIN) * Enter Name

Pharmacist Registration Number (PRN) Enter Pharmacist Registration Number

o
Designation Enter Designation

Contact Number *

65 -
Fmallt Enter Email
\ )4
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Manufacturer’s Licence

Manufacturer’s Licence Details
*This section is only applicable

cused View ' . . 4 i
— Manufacturer's Licence Details for Manufacturer’s Licence

Subsections

L. applications
Company Details Manufacturer Name * Manufacturer Site Address
. .
T product Type Mamffacturer s Ll.cence Details
e ——— & Input Manufacturer Name Manufacturing Activity haS EIght Su bseCtlonS:
i other anutacturing a. Manufacturer Name
) ayment Detals ) e s b. Manufacturer Site
Manufacturer Site Address * ®
[® Review Responsible Person Address
(Production Operations) Prod ct T e
Declaration @ No Data Available Responsible Person (Quality c. u yp ..
Operations) d. Manufacturing Activity

Outsourced Activities e. Other Manufacturing
Activities Conducted At

Product Type * The Same Site
f.  Responsible Person
(Production Operations)
D Gene therapy products .
] Tissue therapy products g. Responsible Person
[] CTGT products combined with a therapeutic product or a medical device (Quallty Operations)
h. Outsourced Activities

[ Cell therapy products

Manufacturing Activity *

() Manufacture

All fields are mandatory.

\ )4
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Manufacturer Site Address
For the Manufacturer Site

Address subsection, applicants

Add Manufacturing Site Address 1 ® X need to input site particulars for
the manufacturer by clicking on
Site Name * ¢ Enter Site Name '+ Add Manufacturing Address'
button.
Site Activity * [] Manufacturing
L] Quality Control Testing Under Site Activity, applicants
[ Storage and Handling must select at least one of the
Site Address three given options, though
multiple selections are
Postal Code * et Address | permitted.

Block / Number *

Level - Unit

Street Name *

Building Name

Other Address

Enter Other Address
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Product Type & Manufacturing Activity

Focused View

& Supporting Documents 0]
Company Details
Application Details @
&) Manufacturer's Licence Y

Details
B Payment Details
(@ Review

Declaration

\/
“' HSA

cerces uthorlty

Product Type *
[ cell therapy products
[ Gene therapy products

[] Tissue therapy products

[] CTGT products combined with a therapeutic product or a medical device

Manufacturing Activity *

© Manufacture
O) Secondary Packaging Only

Scope and Manufacturing Process *

Others (please specify):

Dosage Form  Sterilisation Step  Finished Product ~ Finished Product for specially authorized clinical use
i

(@ No Data Available

»

Add New

Subsections

Manufacturer Name
Manufacturer Site Address
Product Type
Manufacturing Activity

Scope And Manufacturing
Process

Packaging

Quality Contrel Testing
Other Manufacturing
Activities Conducted At The

Same Site

Responsible Person
(Production Operations)

Responsible Person (Quality
Operations)

Outsourced Activities

User Manual — Applicant (Internet) 1.5

For the Product Type subsection,
applicants must select at least
one of the four given options,
though multiple selections are
permitted.

For Manufacturing Activity, only
one selection is allowed. If
‘Manufacture’ is selected,
additional subsections titled
Scope and Manufacturing
Process, Packaging and Quality
Control Testing will appear.
Otherwise, if ‘Secondary
Packaging Only’ is selected, an
additional mandatory subsection
titled Scope will appear.
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Scope and Manufacturing Process

Scope and Manufacturing Process *

Dosage Form  Sterilisation Step Finished Product

Select an option Select an option

Dosage Form

Finished Product for specially authorized clinical use

Select an option

Others (please

Select an op

| Add New |

O Injections, Cryopreserved
O Injections

() Others, please specify

User Manual — Applicant (Internet) 1.5

Applicants should click on the
'Add New' button to fill up
relevant details. Upon doing
so, they will be presented with
the form shown.

Under Dosage Form,
applicants must click 'Select'
and choose only one of the
three available options.
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Scope and Manufacturing Process * . L
For the fields Sterilisation

Step, Finished Product and

Finished Product for specially

.ation Step Finished Product Finished Product for specially authorized clinical use P authorized clinical use
3 7

Others (please specify):

applicants are required to
select one option from the

>t an option Select an option Select an option ‘ Select an option ‘ dropdown lists.
M Search »
. In the case of Others (please
Full manufacturing @ specify), appIicants must
Bulk product similarly select one of the

given options if needed.
Additionally, the text box must
be filled up.

Remarks (if any) Up to primary packaging

Mot Applicable

Packaging
For the Packaging subsection,
. applicants must select one of the

Packaging * three given options. Multiple
selections are permitted but if

[ Primary Packaging ‘Not Applicable’ is selected, it will

[] secondary Packaging automatically clear all other

] Not Applicable selections, and only ‘Not

Applicable’ can be selected.
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Quality Control Testing
For the Quality Control Testing

subsection, applicants must
Quality Control Testing * select one of the four given
options. Multiple selections are
permitted but if ‘Not Applicable’
is selected, it will automatically
clear all other selections, and
only ‘Not Applicable’ can be
selected.

[] Chemical [ Physical
[] Microbiological

[] Biological

[] Not Applicable
Remarks (if any)

The Remarks text box is not
mandatory and can be left blank.

Scope
For the Scope subsection,

Scope * applicants must select one of the
three given options. Multiple
selections are permitted. If

[J Finished Product ‘Others’ is selected, a mandatory

[] Finished product for specially authorized clinical use text box will appear, which

[] Others (please specify): applicants must fill out.

‘\Y Page 60 of 129

' HSA



Singapore Health Product Access and Regulatory E-System (SHARE) User Manual — Applicant (Internet) 1.5

Other Manufacturing Activities Conducted at the Same Site
For this subsection, applicants

must select one of the five given

Other Manufacturing Activities Conducted at the Same Site * options. Multiple selections are
permitted but if ‘Not Applicable’

[] Manufacture of investigational CTGT products is selected, it will automatically

[] Manufacture involving starting materials, viral vectors or viruses clear all other selections, and

] Manufacture of pathogenic organisms (biosafety level 3 and 4) only ‘Not Applicable’ can be

[] Others (please specify): selected. Additionally, if ‘Others’

] Not Applicable is selected, a mandatory text box
will appear, which applicants
must fill out.
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Responsible Person
Applicants need to input the

Focused View particulars of at least 1
Subsections .
& CmiEs Mamufacturer Name responsible person each (for
Responsible Person (Production Operations) * . .
[ company Details Manufacturer Site Address prOdUCtlon Operatlons and
Appiication Details a Product Type quality operations respectively)

@ No Data Available

Manufacturing Activity by clickin gon

A n (+ opmravanar1) Scope '+ Add Responsible Person

B Review Otver Mandfactuing (Production Operations)' and '+
Responsible Person (Quality Operations) * Same Site Add Responsible Person (Quality

e Operations)' buttons.

(@ No Data Available
Responsible Person (Quality

Operations)

[ + Add Responsible Person (Quality Operations) 1 ] Outsourced Activities

Outsourced Activities *

Are there any outsourced activities? O Yes © No

Add Responsible Person (Production Operations)
Applicants are required to

complete all mandatory fields
Add Responsible Person (Production Operations) 1 bd indicated by 1

Name (as in NRIC/FIN) * Enter Name

i 1 *
Designation Enter Designation

i *
Directly report to e.g. Director, Production or Site Head / CEO

Contact Number * 65

il *
Email Enter Email

\ )4
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Add Responsible Person (Quality Operations)
Similarly, applicants are required

to complete all mandatory fields
Add Responsible Person (Quality Operations) 1 X indicated by £

Name (as in NRIC/FIN) * Enter Name

i 1, *
Designation Enter Designation

i *
Directly report to e.g. Director, Production or Site Head / CEO

Contact Number * 55

il *
Email Enter Email

\ )4
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Outsourced Activities

<)

Focused View

£ Supporting Documents
Company Details
Application Details

) Manufacturer's Licence
Details

& Payment Details

(@ Review

Declaration

\/
" HSA

@
@
©

a

Outsourced Activities *

Are there any outsourced activities?

(© No Data Available

Contract Agreement

Is the contract site/s aware that they have
been named and may be subject to
inspection by HSA, where necessary?
Have the contract site/s been assessed to

be fit for purpose?

Is written contract or quality agreement with

contract site/s in place?

O Yes

O Yes

D Yes

D Yes

@] No, clarifiying remarks

o] No, clarifiying remarks

O No, clarifiying remarks

[ +  Add Responsible Person (Quality Operations) 2 ]

+ Add Outsourced Site 1

Payment Details >

Subsections

Manufacturer Name
Manufacturer Site Address
Product Type
Manufacturing Activity
Scope

Other Manufacturing
Activities Conducted At The

Same Site

Responsible Person
(Production Operations)

Responsible Person (Quality
Operations)

Outsourced Activities

Contract Agreement

User Manual — Applicant (Internet) 1.5

If ‘Yes’ is selected under
Outsourced Activities, additional
fields will appear.

Applicants will need to input the
site particulars of at least 1 site
using the '+ Add Outsourced Site'
button, as well as answer all
guestions under Contract
Agreement.
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Add Outsourced Site

Add Outsourced Site 1

Company Name *

Outsourced Activity *

Site Address

Postal Code *

Block / Number *
Level - Unit

Street Name *
Building Name

Other Address

Point of Contact
Contact Email Address

k Contact Number

\/

[] Storage
[] Quality Control Testing

[0 Manufacturing Activities

) Overseas O Local

‘. Get Address .

User Manual — Applicant (Internet) 1.5

Applicants are required to
complete all mandatory fields
indicated by '*'.

For continuation of
Manufacturer’s Licence
applications, please refer to
Payment Details section.
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GDP Certificate

GDP Certificate Details
*This section is only applicable for

—— GDP Certificate Details subssetions GDP Certificate applications.
& Supporting Documents Warehouse Address A
Warehouse Address * Warshouse Detais A Appl.lcants need t(? input site 3
Applicaton Details particulars for their GDP Certificate
@ No Data Available by CliCkIng on
5 Payment Detais '+ Add Warehouse Address' and '+
) ovw Add Warehouse Details' buttons.
Sectoration Warehouse Details *
Applicants would be required to fill
© nopae psiene up the details of at least 1 site before
proceeding with the application.
Note: If ‘GDP without technical
assessment’ or ‘Additional Copies of
GDP Certificate’ is chosen under
Application Option in Application
Details, these fields will be auto
populated.
>\ Page 66 of 129
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GMP Certificate

GMP Certificate Details
*This section is only applicable for

GMP Certificate applications.

focsseaien GMP Certification Details

© Supporting Documents

Subsections

Manufacturer Name

GMP Certificate Details has seven
subsections:

Manufacturer Name Manufacturer Site Address o

@
[El company Details (0]
o} Product Type 1Y

Application Details
Input Manufacturer Name

Manufacturing Activity [y a. Manufactu rer Name
Scope @ .
P s " N Manufacturer Site Address
@ review e e L ® petites Concoen A The @ Product Type

Declaration

Focused View

€5 Supporting Documents
[E] Company Details

Application Details

() 6MP certification Details

B Payment Details

@

@

[y

(@ No Data Available

Product Type

Cell therapy products

Gene therapy products

[}

[}

[J Tissue therapy products

[] CTGTP combined with a therapeutic product or a medical device
[}

Others, please specify:

Manufacturer Name

Manufacturer Name

Manufacturer Site Address

Manufacturing Site Address 1

+ Add Manufacturing Site Address 1

Same Site

Responsible Person
(Production Operations)

Responsible Person (Quality
Operations)

Subsections

Manufacturer Name
Manufacturer Site Address
Product Type
Manufacturing Activity

Scope And Manufacturing
Process

Manufacturing Activity

Other Manufacturing

Activities Conducted At The

Same Site

f. Responsible Person
(Production Operations)

g. Responsible Person (Quality

Operations)

®oo0 o

All fields are mandatory. All fields
and forms in this section are identical
to those in Manufacturer’s Licence
Details. Please refer to that section
for a detailed breakdown of each
field.

@ Review Packaging o]
. stte tame Manufacturer Name 883 QuityContrlTesting @ Note: If ‘GMP without technical
Declaration Site Address 32, 512, #23-3e, 12, Singapore 112244
Other Address 2 seope @ assessment’ or ‘Additional Copies of
Site Activity ‘Quality Control Testing Only, Manufacturing Other Manufacturin e 7.
Acliviliescnnduc[egAlThe © GMP Certlflcate IS Chosen Under
s Application Option in Application
Product Type Responsible Person °

\/
“' HSA

- Cell therapy products
- Gene therapy products

Manufacturing Activity *

O Manufacture

© Secondary Packaging Only

Scope *

(Production Operations)

Responsible Person (Quality
Operations)

Details, these fields will be auto
populated.
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4.1.4 Payment Details

Focused View Payment Details

Subsections

&5 Supporting Documents Billing Information [©] Payment Detalls page
Cormpany Detals Billing Information * Payment Iformation A allows applicants to select

I

You can manage your billing account details in the Billing Management (% section CI . C d .
Application Details If you are setting up a new billing account, please note that it may take 1-2 working days for us o process your information. Once processed, you will be able to a Client Code usi nga

erform transactions.
’ drop-down menu under

Manufacturer's Licence Details @

e coer Testi1 (¢-00389140) - Gro the Billing Information
B review Postal Gode Search section.
N Block / Number nickname (C-00012346) - Online
Test9 (C-00389118) - Online In the Payment
bevel =unit nickname (C-00012345) - Giro Information section,
Street Name Test11 (C-00389140) - Giro applications can choose
Building Name Testn their preferred payment

method, either GIRO or
Online Payment, and

Payment Information * . X
verify the cost of their

Selected Payment Mode * app||cat|0n.
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 ‘
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4.1.5 Review

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

. s g " Draft Application No.(Draft)
Application For Product Notification (New) VR e S ——.

& Ssupporting Documents YYou are submitting a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)

Note: The view of the Review section
depends on the Submission Type,
selected by the applicant.

Company Detalls Review

Application Details

% Manufacturers Supporting Documents

Eb Overview - Product

I Download All Supporting Documents J Supporting Documents Size: 0 Bytes

) Overview - Products List

s ification_Supporti
\a) Revie

Declaration ~ [3) 2-SiteAccreditations

* 3 21-TissueProcurement

v (2] 2_2-Manufacturing
* [ 2_3-Sterilisation
* [ 2_4-Others

v [2 3-CoA

~ [ 4-Packagelnsert

v [ 5-ProductLabel

¥ [2 6-ShelfLifecCs

~ [2 7-Others

\/
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4.1.6 Declaration

Draft Application No.(Draft) For a” new and updated
Last saved at 18 April 2024 04:29 PM & applications, Applicants
would be required to
complete the declaration

Application For Dealer's Notice (New)

€ Supporting Documents 4 You are submitting a Dealer's Notice for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP) befO re su bmiSSion .
Company Details © Declaration
Application Details
. .
Dealer's Notice Details @ 1.1, on behalf of my company, confirm that the information submitted in this application is true and accurate. NOte' The view Of
@ 2.1, on behalf of my company, confirm that there are no additional amendments made to this application or to the attachments thereof. DeC|aratI0n Sect|0n depends
Review
| acknowledge and confirm the above declarations. on the Submission Type,

selected by applicant.

\ )4
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4.2 Creation of Update Application

User Manual — Applicant (Internet) 1.5

For applicants that would require to submit an update of any notified application or approved products, they are able to submit an update or variation
application which allows to edit and update their closed application or products.

Update Application — Getting Started (i)

New Application - Getting Started

1. Details .
Details
2. Checklist Instructions for this page:
ase select the required prod
Product Type (
Submission Type
Application Type
Existing Application
ncel this applicati
] JO ba ashb
® Cancel
' HSA
Vet Scoces Aoty

Cell, Tissue and Gene Therapy Products (CTGTP)

Product Notification

Update

CGNN231130N0009

For all closed applications with
submission type 'Product
Notification' or 'Dealer’s Notice',
applicants can submit an update
application. For closed
application with submission
type 'Product Registration’,
applicants can submit a
variation application.

Applicants will populate the
following fields in a manner
similar to the process of creating
a new application.

- Submission type

- Application type

- Existing Applications
(Shows a list of all
closed applications, if
submission type is
'Product Notification' or
'Dealer’s Notice')

- Existing Products
(Shows a list of all
approved products, if
submission type is
'Product Registration')
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Update Application — Getting Started (ii)
Applicants will be directed to

the checklist page where
there will be additional
information regarding the
! . application that the Applicants
1. Details Checklist pp pp

are applying for.
m Instructions for this page:

Review your selections and prepare for your application.

Note: Information on this

Product Type Cell, Tissue and Gene Therapy Products (CTGTP) . .
Submission Type Product Notification page may differ dependlng on
Application Type Update the Submission Type &
Application Type selected by
X Based on your selection, your application process will take approximately 1 hour. App||ca nts.
Please review the instructions and checklist to ensure a timely completion of the process.
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Updates of Product Notification

Application For Product Notification (Update)

£ Supporting Documents @
[ company Details

5l Application Details

B3 Manufacturers

Eb Overview - Product Information @
) Overview - Products List

[8 Review

Declaration

\/
“' HSA

cerces uthorlty

You are submitting a Praduct Notification for Class 1Cell, Tissue and Gene Therapy Products (CTGTP)

Updates of Product Notification

ions for this page:
te your update summary by selecting at laast 1 optio

Update of American Association of Blood Banks [AABB] accreditation

Update of American Association of Tissue Banks [AATB] accreditation

Update of College of American Pathologists [CAP] accreditation

Update of Eye Bank Association of America [EBAA] accreditation

Update of Foundation for the Accreditation of Cellular Therapy [FACT] accreditation
Update of Good Manufacturing Practice [GMP] certificate

Update of Health Canada Cells, Tissues and Organs [CTO] registration certificate
Update of IS0 11135 Sterilisation of healthcare products — Ethylene Oxide certificate
Update of 150 11137 Sterilisation of healthcare products - Radiation certificate
Update of IS0 13485 Quality Management System certificate

Update of Manufacturer's Licence

Update of Tissue Bank Licence

Update of United Kingdom Human Tissue Authority certificate

Update of list of notified products

Update of product label

OooooDoooooooooooag

Update of product shelf life

<]

Others, please specify

Update of Product code

Supporting Documents >

User Manual — Applicant (Internet) 1.5

*This section is only
applicable for Updates of
Product Notification
applications.

Applicants will have to select
the relevant checkboxes
based on the changes they
want to make for the
application.

Note: The subsequent pages
for both dealer's notice and
product notification remain
consistent with the pages
used during the creation of a
new application.
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Variation Application

[5) miv-1 Checkiist

& Supporting Documents

B company Details

@ Application Details

Eb Overview - Product Information
£l Manufacturers

(& Overview - Products List

3 Payment Details

@ Review

Declaration

\/

You are submitting a Minor Variation 1 Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

MIV-1 Checklist

Instructions for this page:

PART A: CHECKLIST ON DOSSIER REQUIREMENTS FOR MIV-1 APPLICATION

A1. Change and/or addition of alternative manufacturer/site of active substance, critical starting materials, CTGTP and/or process intermediates
A2. Change in manufacturing process

A3. Change of specification of active substance, critical starting materials CTGTP, process intermediates and/or in-process control tests
Ad. Qualitative or quantitative change of excipient of active substance and/or CTGTP

AS. Change in primary packaging material for active substance or CTGTP

A6. Change or addition of pack size/fill volume

A7. Inclusion or replacement of solvent/diluent for CTGTP

AB8. Change of shelf-life of active substance or CTGTP

A9. Change of storage condition of active substance or CTGTP

A10. Addition or replacement of site responsible for quality control testing laboratory

A11. Replacement of master cell/seed bank

A12. Change of test procedure

A13. Change of reference standard

A14. Change of content of product labelling

A15. Change and/or addition of alternative cell/tissue procurement site

[[] Others

PART B: CHECKLIST ON DOSSIER REQUIREMENTS FOR MIV-2 APPLICATION

B1. Change of product name

B2. Change of product labelling

B3. Addition or replacement of company or party responsible for batch release
B4. Minor change in manufacturing process

BS. Change of specification of active substance, critical starting materials, CTGTP, process intermediates and/or in-process control tests

User Manual — Applicant (Internet) 1.5

*This section is only applicable
for variation applications for
Product Registration
applications.

Applicants will have to select the
relevant checkboxes based on
the changes they want to make
for the application for MIV-1 and
MIV-2 variation applications. For
MAV-1 variation applications,
applicants must enter a
summary of the changes.

Note: The subsequent pages
remain consistent with the
pages used during the creation
of a new application.
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Focused View

&) mav application

£ Supporting Documents

[l Company Details

E) Application Details

Eb Overview - Product Information
El Manufacturers

= Overview - Products List

&3 Payment Details

B Review

Declaration

5 Supporting Documents @
Company Details @
@ Application Details (o]

Eb overview - Product Information @

B Manufacturers o]
(& Overview - Products List @
B3 Payment Details @

Declaration

Healn Scionces Authorty

You are submitting a Major Variation Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

MAV Application

Instructions for this pa:

Please indicate your upd

Remarks/ Comments

—_—
) cancel
L J

List Of Products

Products 1

Listing Name

ummary

Previous values

Product 8 A

1

N/A

AEROSOL
Auricular (OTIC)
10

Products 1

Listing Name

Product 8 A

1

N/A

AEROSOL
Auricular (OTIC)
500

Supporting Documents >

User Manual — Applicant (Internet) 1.5

The review section will display
the changes between the
Previous values and changes in
the variation application.
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4.3 Creation of Amendment Application

For applicants that want to amend an approved licence.

Amendment Application — Getting Started (i)
For all closed applications with

O DT O T T AT DI submission type 'Importer’s
Aier it Slioghizmgennt v (@) Licence/ Wholesaler’s Licence'
or 'Manufacturer’s Licence',
applicants can submit an

New Application - Getting Started T
amendment application.

_ Details Submission Type: Importer’s
2. Checkist Instructions for this page: Licence/ Wholesaler’s Licence

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

OR Manufacturer’s Licence.
Application Type: Amendment

Product Type Cell, Tissue and Gene Therapy Products (CTGTP)

Submission Type Importer's Licence/ Wholesaler's Licence

Application Type Amendment Additionally, applicants should

Approved Licences [ Setoct Approved Livoncos select an approved licence to be
| CoWL2Z50115804 N amended from the dropdown
COIT250116U02 menu.
CGIF241218P08

Cancel this application

and go back to Dashboard CGWL241218107

@ ancel COWL250113A05

<) Page 76 of 129
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Amendment Application — Getting Started (ii)
Applicants will be directed to

the checklist page where there
1 Detais Checklist will be additional information
Instructi for thi: s 1 1 1
m R e ol o T AR regarding the application that
the Applicants are applying for.
Product Type Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type Importer's Licence/ Wholesaler's Licence
Application Type Amendment . .
Product Class Class 2 (More Than Minimally Manipulated) NOte: |nf0rmat|0n on thls page

may differ depending on the
Based on your selection, your application process will take approximately 30 minutes. H H H H

X Please review the instructions and checklist to ensure a timely completion of the process. Sme|55|0n Type & Appl |Cat|0n
Type selected by Applicants.

\ )4
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Amendment Details
Applicants will have to answer

Biaft]  Application No.(Draft) the question based on the
Last saved at 16 January 2025 01:58 PM & cha nges they Want to make for-
the application.

Application For Importer's Licence/ Wholesaler's Licence (Amendment)

€ supporting Documents Amendment Details

Company Details

Note: The previous pages for
both Importer's
Licence/Wholesaler’s Licence

@ Application Details Does this amendment application require technical assessment?

9 Dealer's Licence Details O Yes O No

and Manufacturer’s Licence
i consistent with th
E— remain consistent with the

@ Review

pages used during the creation
of a new application.

Declaration

Main Applicant Information The review section will display
& supporinsosumerts © Previous values Changes in Current Application the Changes between the
Name Rachana Name Annie Previous values and changes in
& Appiication Details ° Designation test Designation Assistant . .
> the amendment application.
[ Dealer's Licence Details

Notification Emails
Amendment Details

5 Payment Details a Notification Email 1

_ Contact Person Al

Declaration Contact Number +65-80009000
Email rachana@tsp.dev

Warehouse Address

Previous values Changes in Current Application
Warehouse Address 1 Warehouse Address 1
Site Name: w1 Site Name w1
Site Activity Warehouse Site Activity ‘Warehouse
Site Address 233, 233Q3, Singapore 123456 Site Address 6, CHIN BEE CRESCENT, Singapore 619892
Other Address N.A Other Address N.A
Outsourced No Outsourced No

\)/
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5 Cancellation of Products, Licences, or Notices

Applicants that would like to notify HSA of any cancellation of dealer’s notice, notified products, approved products, or licences would be able to select
the list of items, indicate the reason for cancellation and choose the date for cancellation.

Dealer’s Notice

Cancel Dealer’s Notice — Getting Started (i)
Applicants will populate the

following fields in a manner
similar to the process of creating
a new application.

1. Details H
Details - Submission type

2. Checklist Instructions for this page:

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

New Application - Getting Started

- Application type

Choose the required submission

type, application type(cancel)

Submission Type  © Dealers Notics and click on Next, which
redirects to checklist page

Product Type C Cell, Tissue and Gene Therapy Products (CTGTP)

Application Type Cancel

Cancel this application

and go back to Dashboard

et
=

\ )4
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Cancel Dealer’s Notice — Getting Started (ii)

New Application - Getting Started

1. Details

2. Checklist

Checklist

Instructions for this page:
Review your selections and prepare for your application.

Product Type Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type Dealer's Notice
Application Type Cancellation

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

You are about to start the application for a Dealer’s Notice for import, wholesale and/or manufacture of Cell, Tissue and Gene Therapy
Products (CTGTP) that are minimally manipulated in Singapore.

Cancel Application For Dealer Notice

1. Dealer's Activity

2. Submit

Dealer's Activity

Select Dealer Activities to cancel

CGAD231121K0003 | Manufacturer | CGKM231121R09

Site- Man
Site manimp edited

Effective Date for Cancellation 26/11/2023

@

User Manual — Applicant (Internet) 1.5

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

Note: Information on this
page may differ depending
on the Submission Type &
Application Type selected by
Applicants.

Applicants can choose the
required Dealer’s Activity
they want to cancel.

Afterwards, the applicant
can select the effective date
of cancellation.

Note: Information on this
page may differ depending
on the Submission Type &
Application Type selected by
Applicants.
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Cancel Dealer’s Notice — Submit
Applicants need to confirm

. ) the required Dealer’s
The activities listed below will be cancelled. L.
1. Dealer's Activity Activity they want to cancel.

m I CGAD231121K0003 | Manufacturer | CGKM231121R09 effective on 26 Nov 2023
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Product Notification
Cancel Product Notification — Getting Started (i)

New Application - Getting Started

BRI Details

2. Checkiist Instructions for this page:
Please select the required product type and submission type for your applicat

Product Type Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type ¢

Product Notification

Application Type Cancel

and go back to Dashboard

[ ® Cancel

1. Details

Checklist

d prepare for your application.

Cell, Tissue and Gene Therapy Products (CTGTP)
Product Notification

Cancellation
Based on your selection, your ion process will take 1hour.
Please review the instructions and checklist to ensure a timely completion of the process.

You are about to start the application for a Product Notification for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP) to supply the product(s) in Singapore

Please note that you, as a supplier of Class 1 GTGTP, must receive HSA's written acceptance of the Product Notification before the product(s) can be supplied
singzpore.

Submission Instructions

1. You e same proprietary name or brand names

fication must be in English, filed
and uploaded the following supporting documents

template: Supp: ocumentsTemplate zip

in Appendix 1 Guidel our website (4

We will contact you for fee payment after submission of the application.

Mode of payments accepted are: GIRO (Please ensure that you have an

existing GIRO arrangement with HSA's), Paynow

w

ES

For more information, please visit our website [

p—

\/
“' HSA

cerces uthorlty

User Manual — Applicant (Internet) 1.5

Applicants will populate the
following fields in a manner similar
to the process of creating a new
application.

- Submission type
- Application type

Choose the required submission
type, application type(cancel) and
click on Next, which redirects to
checklist page

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

Note: Information on this page
may differ depending on the
Submission Type & Application
Type selected by Applicants
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Cancel Product Notification — Getting Started (ii)

Cancel Application For Product Notification

Products List

2. Submit

Select Products to Cancel

Appraved produet number

Product owner

Approved product
number

CGPN2405235001
CGPN240523R001
4

CGPN240523Q00
13

CGPM240523P001
2

CGPN240523000
CGPN240523N00
— 10

CGPN240523V00

Healn Scionces Authorty

Product Name

POD010002 ™2 @ %
132

PO0010001 ™2 @
132

PODO10001 ™ & @
137

POD010002 ™= @2
136

PODO10001 ™ © @2
136

PO00I0002 ~ @ @7
135

POO0I000T =8 @ *
135

Product
Code

px15

px14

Px13

px12

Pt

pxio

%]

Product
owner

Mikaylal7

Mikaylal?

Mikay|al?

Mikaylal7

Mikaylal?

Mikaylal?

Mikaylal7

ccs

Culpa impedit nobis amet praesentium
cum ea modi non sint.

Culpa impedit nobis amet praesentium
cum ea modi non sint.

Culpa impedit nobis amet praesentium
cum ea modi non sint.

Culpa impedit nobis amet praesentium
cum ea modi non sint.

Culpa impedit nobis amet praesentium
cum ea modi non sint.

Culpa impedit nobls amet praesentium
cum ea modi non sint.

Culpa impedit nobls amet praesentium
cum ea modi non sint.

Product Code

ndication

Repudiandae animi amet totam autem
amet in sint illum.

Repudiandae animi amet totam autem
amet in sint illum.

Repudiandae animi amet totam autem
ametin sint illum.

Repudiandae animi amet totam autem
amet in sint illum.

Repudiandae animi amet totam autem
amet in sint illum.

Repudiandae animi amet totam autem
amet in sint illum.

Repudiandae animi amet totam autem
amet in sint illum.

Sites

Obie Schamberger, Jacinto
Satterfield Margarete Lockman

Obie Schamberger, Jacinto
Satterfield Margarete Lockman

Obie Schamberger, Jacinto
Satterfield Margarete Lockman

Obie Schamberger, Jacinto
Satterfield Margarete Lockman

Jacinto Satterfield, Obie
Schamberger,Margarete Lockman

Jacinto Satterfield, Obie Sehamberger

Obie Schamberger, Jacinto
Satterfield Maraarete Lockman

Effective Date

24/10/2024

dd/mmfyyyy

dd/mmiyyyy

ddfmmiyyyy

dd/mmiyyyy

ddfmmiyyyy

ddfmmiyyyy

User Manual — Applicant (Internet) 1.5

Applicants can choose the product(s)
they want to cancel.

Afterwards, the applicant can select
the effective date of cancellation.

Note: Information on this page may
differ depending on the Submission
Type & Application Type selected by
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Cancel Product Notification - Submit

Cancel Application For Product Notification

Facused View

- Frosus st Submit

Are your sure? ltems will from their effective o
The products listed below will be cancelled.

| Product A effective on 16 Oct 2024

Cancellation Reasons:
Quality andfor Safety Issus(s)

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

User Manual — Applicant (Internet) 1.5

Applicants need to
confirm the product(s)
that they would like to
cancel and indicate the
reasons for
cancellation

o
& Products
Applications. >
) input Requests. >
Product Name
Approve Proguct Number
AN Products
o - Indications
Q search Dealer's Notice Number
& E-OIRO Application
praduct 0 < broum
Uisting Numbar Namo O
PESp—— Procuea xim

Hosltn Sciones Authorty

Product
Type

CTGTP Class 1

Product
Status

Product Owner Name

ces

Desler's Site Name.

“  Retention
Due Date

NA

Latest
Application

& CGNN241016S0001

Related
Applicatians.

NiA

Resot | Search

1 item(s) found

Action
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Product Registration

Cancel Product Registration — Getting Started (i)
Applicants will populate the
following fields in a manner similar
to the process of creating a new
application.

New Application - Getting Started

EE ocuis

2. Checkiist

fmission type and application type for your application. _ Submission type
- Application type

Preduct Type Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type Product Registration
Application Type Canceliation

Choose the required submission
type, application type(cancellation)
and click on Next, which redirects to
checklist page.

New Application - Getting Started
Applicants will be directed to the

checklist page where there will be

Checklist additional information regarding the
oy e O application that the Applicants are
applying for.

Cell, Tissue and Gene Therapy Products (CTGTP)
Product Registration

Cancellation

our selection, your application process will take approximately 30 mi
u the instructions and checklist to ensure a timely completion of the

Note: Information on this page may
differ depending on the Submission
et T i Thaty IS i1 : ! or thy can e suppe nSngapore. Al aplicant s comply with h Heath Procicts Ac and s Reguons Type & Application Type selected by
Submission Instructions Applicants

in English.

You are about to start the application for a Cancellation for Class 2 Cell, Tissue and Gene Therapy Products (CTCTP)

ort of the application

Tissue and Gene Therapy Products Registration in Singapore on our website (2.

th HSA), PayNow.

Create Appication [}
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Cancel Product Registration — Getting Started (ii)

¥V

¥ HSA

Cancellation Application For Product Registration

m Products List

2. Submit
Select Products to Cancel

Product Name

Approved product number

CGPRZA100TMO013

[m] CGPRZ4100500002
m] CGPR241007Q0011
CGPRZ41001J0010
CGPR241005N000T
jm] CGPRZ4100TKOOT

\4
Yisa

Product Name

Product F

Product A

Product B

Product C

Product E

Product D

Approved Product Number

Effective Date

ddfmmiyyyy

ddimmiyyyy

ddimmiyyyy

ddfmmiyyyy

ddimmiyyyy

Dashboard

User Manual — Applicant (Internet) 1.5

Applicants can choose the
product(s) they want to
cancel.

Afterwards, the applicant
can select the effective
date of cancellation.

Note: Information on this
page may differ depending
on the Submission Type &
Application Type selected
by Applicants.
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Cancel Product Registration - Submit

Cancellation Application For Product Regi ion

Focused View

- Fredueie st Submit

Are your b
The products listed below will be cancelled.
| product F etfective on 16 Oct 2024

Cancellation Reasans:
Quality and/or Safety Issue(s)

[ o]

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

e

Focuseg view

£2r Home
Products

B Applications >

Input Requests. >
Product Name
Approved Product Number

Al Products

Eh Deaters Indications.

Q search Dealer's Notice Number

& E-GIRO Application
product < produet ~ prouet - progue ~ product
Listing Number MName Owner Type Status.
commsaicomuors ProsuetF Jobn C161P Class 2 Canceted

Hosltn Sciones Authorty

Product Owner Name

ces

Dealer's Site Name:

“  Retention
Due Date

01-0c1-2025

Latest
Application

© CONR24100TY0008

Rasat | Seach

1item(s) found

Related ~  Aetion
Appiications
i NA

User Manual — Applicant (Internet) 1.5

Applicants need to confirm the
product(s) that they would like to
cancel and indicate the reasons for
cancellation.

Page 87 of 129



Singapore Health Product Access and Regulatory E-System (SHARE) User Manual — Applicant (Internet) 1.5

Importer’s Licence / Wholesaler’s Licence / Manufacturer’s Licence

Licence Cancellation — Getting Started (i)

Applicants will populate the
following fields in a manner
similar to the process of creating
a new application.

P A singapore Government Agency Website How to identify

\4
‘," HSA Dashboard Billing Management o

New Application - Getting Started L.
A 4 - Submission type

- Application type
_ Details Choose the required submission
2. Checklist Instructions for this page: type/ applica'“on type (ca ncel)

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

and click on Next, which
redirects to the checklist page

Product Type © Cell, Tissue and Gene Therapy Products (CTGTP)
Submission Type ©

Manufacturer's Licence

Application Type Cancel

Cancel this application
and go back to Dashboard
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Licence Cancellation — Getting Started (ii)
Applicants will be directed to the

checklist page where there will be
additional information regarding the

1. Detas Checklist appllc_atlon that the Applicants are
m Instructions for this page: applylng for'
Review your selections and prepare for your application
Product Type Cell, Tissue and Gene Therapy Products (CTGTP) . .
Submission Type Manufacturer's Licence NOte: |nformat|on on thls page may
Application Type Cancellation

differ depending on the Submission
Type & Application Type selected by

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

Product Class Class 2 (More Than Minimally Manipulated)

Dealer’s Licence
Applicants can choose the required
Dealer’s Licence they want to cancel.

e e Dealer's Licence Only one option can be selected.

3. Detail: .
et Select Dealer's Licence to cancel

Note: Information on this page may
Manufacturer License | COML250122923 differ depending on the Submission
Manufacturer License | CGML250121013 Type & App|icati0n Type Selected by
Applicants.

Manufacturer License | CGML250117219
Manufacturer License | CGML250117Y18

Manufacturer License | CGML250109V05

Oo0o0oo0ogao

Manufacturer License | CGML250109U04

Save And Next >

\ )4
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Licence Cancellation — Details
Applicants can input their reason for
vrart Application No.(urart)

Cancel Dealer's Licence —— cancellation as well as complete the
declaration to confirm cancellation.

For cancellation of Manufacturer’s
£ supportng Documents Details licence, applicants will have a few
2. Doslers Licance more questions to answer before
License Number: CCWL250115B04 completing the declaration to
Reason for cancellation? Complete the form_

An on-site visit to the company may be arranged if needed to verify the information before approval of the cancellation.

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

[J I acknowledge and confirm the above declarations.

Please note that the cancellation of your licence will lead to the auto withdrawal of these applications:
« 1 Draft Application

Confirm Cancellation
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6 Withdrawal of Products or Dealer Activities

Applicants can withdraw the application before the application has been approved/accepted by an HSA officer.

[® Applications
8 Input Requests
& Products
Dealers

Q, Search

&) E-GIRO Application

>

>

CGND231124A0003

Product
Type

Dealer's
Activity

Submission Type

Status

Submission Date

Cell, Tissue and Gene Therapy Products
(CTGTP) Class 1

Notice for Import of minimally manipulated
CTGTP

New Dealer's Notice

Pending IR

26-Nov-2023

CGNN231124Q0009

Product

Type

Product Name
Submission Type

Status

Submission Date

Wingaw

Cell, Tissue and Gene Therapy Products
(CTGTP) Class 1

email test 1
New Product Notification
Pending IR

26-Nov-2023

User Manual — Applicant (Internet) 1.5

Applicants can select the
'Withdraw' option to withdraw
individual products or dealer
activities while the application is
pending HSA approval.

Note: If all products or dealer
activities within an application
are withdrawn, the entire
application is considered
withdrawn.
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Withdrawal of Products/ Dealer’s Activities

You are Withdrawing a Dealer's Notice for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)

2. Submit Dealer's Activity

Select Dealer Activities to withdraw

] Importer
Site Name 1
Site Address 1,1, #1-1,1, Singapore 1
Quality Management System(s) Singapore Standard for Good Distribution

Withdrawal of Products/ Dealer’s Activities — Submit

1. Dealer’s Activity You are Withdrawing a Dealer's Notice for Class 1 Cell, Tissue and Gene Therapy Products (CTGTP)

EN s

Are you sure? [tems will be withdrawn instantly.

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

Remarks Remarks

User Manual — Applicant (Internet) 1.5

Applicants also have the option to
select various products or dealer’s
activity to withdraw within a given
application. This will result in the
withdrawal of those items only and
not the whole application.

Note: The view is dependent on the
type of application the applicant is
withdrawing.

Applicants need to confirm the
required Dealer’s Activity/Product
they want to withdraw.

Applicants can choose the required
products if an application has more
than one product and submit for
withdrawal.
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7 Creation of Fulfilment of Approval Conditions Application

Applicants required to fulfil approval conditions for approved products can submit a fulfilment of approval conditions application that allows them to
upload the required documents.

New Application - Getting Started (i) Aopli " | h
pplicants will populate the

following fields in a manner similar
to the process of creating a new

New Application - Getting Started app lication.

"\
Visa paitboad )

- Submission type

EE o - Application type
Choose product registration
n Gene Therapy Prodcts (CTGTP) submission type, fulfilment of
approval conditions application type
and click on Next, which redirects to
checklist page.

Applicants can choose which
approval condition they want to fulfil
in the 'Review' page.

Applicants can also choose to select
the approval conditions that need to
have their due dates extended.

\ )4
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Applicants will be directed to the
checklist page where there will be
additional information regarding the
Review application that the Applicants are

E e applying for.

the fulfiment of conditions

New Application - Getting Started

1. Details

3. Checkiist
Application Number Product Name

Note: Information on this page may
O A o T o e differ depending on the Submission

Reset

A prod 6 (CGPR240917A0003) Application Number: CGMA240923M0002 . .
Type & Application Type selected by
O oy Applicants.
[J Clinicla 03-Oct-2024
O RMmP 03-0ct-2024

New Application - Getting Started

1. Details

2. Review

Cell, Tissue and Gene Therapy Products (CTGTP)
Product Registration
Fulfilment of Approval Conditions

z Based on your selection, your will tak
Please review the instructions and checkist to ensure a timely completion of the process.
You are about to start the application for a Fulfilment of Approval Cenditions for Class 2 Cell, Tissue and Gene Therapy Products (CTCTP) .
Class 2 Cell, Tissue and Gene Therapy Products are required to be registered with the Health Sciences Authority before they can be supplied in Singapore. Al applicants must comply with the Health Products Act and its Regulations

Product for Fulfilment

Aprod 6 (CGPR240917A0003) Application Number: CGMA240923M0002
Approved Conditions Date
Quality 03-0c1-2024

Submission Instructions

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

Further guidance on the preparation of the supporting documents can be found in the Guidance on Cell, Tissue and Gene Therapy Products Registration in Singapore on our website (7
We will contact you for fee payment after submission of the application.

Mode of payments accepted are: GIRO {Please ensure that you have an existing GIRO arrangement with HSA}, PayNow.

Bwoe

For more information, please visit our website (7
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7.1 Fulfilment of Approval Condition

Application For Product Registration (Fulfilment Of Approval Conditions)

Fulfilment of Approval Condition

B Review

Dechration

7.2 Review

You are submitting a Fulfilment of Approval Conditions Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

Fulfilment of Approval Condition

Upload Files For All Conditions

Aprod 6

Approval Gonditions Date

Quaity 03-0ct-2024

Application For Product Registration (Fulfilment Of Approval Conditions)

Fulfiment of Approval Cancition

Declaration

¥

' HSA

You are submitting a Fulfilment of Approval Gonditions Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

Review

Fulfilment of Approval Condition
Product : A prod 6
Quality 03-Oct-2024

File Uploaded

& lest pdf 1 (3).pdf

Comments

Here attached the supporting document needed for the product

User Manual — Applicant (Internet) 1.5

s oeooosy | Applicants can upload files and add
st saved at 23 September 2024 12:21PM &
comments to each approval
condition.

Each approval condition must have a
file uploaded to proceed with the
submission.

Upload File/Comments

s weos  1he Review page displays the
e summary of all the sections filled
before the declaration.

Declaration >
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7.3 Declaration

gy oo For all fulfilment of approval
T conditions applications, applicants
are required to complete the
declaration before submission.

Application For Product Registration (Fulfilment Of Approval Conditions)

[ Fufiment of Approval Condition You are submitting a Fulfilment of Approval Conditions Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

@ Review Declaration

1.1, on behalf of my company, confirm that the information submitted is true and accurate.
2.1, 0n behalf of my company, must comply where applicable, with the Health Products Act and its corresponding regulations. | must also Gomply with other applicable laws and their regulations.

[ 1 acknowledge and confirm the above declarations.

oo 0
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8 Creation of Change of Registrant Application

User Manual — Applicant (Internet) 1.5

For applicants that want to transfer approved products, they can submit a change of registrant application that lets applicants choose the relinquishing

company and the products to transfer.

New Application - Getting Started (i)

New Application - Getting Started

B oo

2. Checkist Instructions for this page:
e required submissi

Please select th

\4
Yisa

Gene Therapy Products (CTGTP)

Product Registration

Change of Registrant

ThirdCompany (ThirdCompanyUEN)

Bauchlid ® Bergstomlid ®

Applicants will populate the
following fields in a manner
similar to the process of
creating a new application.

- Submission type
- Application type

Choose the product
registration submission type,
change of registrant
application type and
additional fields will appear.

- Relinquishing
company
- Product owners

Choose the relevant
relinquishing company,
product owners and click on
Next, which redirects to the
checklist page.
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New Application - Getting Started

1. Details

Checklist
Instructions for this page:

Cell, Tissue and Gene Therapy Products (CTGTP)
Product Registration

Change of Registrant
pany ThirdCompany
Product Owner: Bauch Ltd, Bergstrom Ltd

X Based on your selection, your application process will take approximately 30 mins.

Please review the instructions and checkiist to ensure a timely completion of the process.

You are about to start the application for a Change of Registrant for Class 2 Cell, Tissue and Gene Therapy Products (CTCTP) to supply the product(s) in Singapore.

Class 2 Cell, Tissue and Gene Therapy Products are required to be registered with the Health Sciences Authority before they can be supplied in Singapore. Al applicants must comply

Submission Instructions

the application must be in English.
ts can be found in the Guidance on Cell, Tissue and Gene Therapy

4. Mode of payments accepted are: GIRO (Please ensure that you have an existing GIRO arrangement with HSA), PayNow.

For more information, please visit our website (3

with the Health Products Act and its Regulations.

View Checkiist

User Manual — Applicant (Internet) 1.5

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

applying for.

Note: Information on this page may
differ depending on the Submission
Type & Application Type selected
by Applicants.

CresteAppication ()
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8.1 Product List

s ooy APPIliCaNts are required to choose
Last saved at 15 October 2024 11:57 AM &) WhICh products they W0u|d I|ke to
transfer to their company.

You are submitting a Change of Registrant Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

£ supporting Documents & Product List

Application For Product Registration (Change Of Registrant)

Eb Mew Appointed IL/WL

Campany Details Select Products to Transfer

@ Asplication Details

Approved Product Number Product Name
[ Payment Details
@) Review —_—
s [ r |
[ oecaration S
Approved Product Number Product Name Remarks
CGPR241014V0008 Product A
CGPR24101400013 Product B
CGPR241014T0007 Produet C

Effective Date of Transfer ddimmiyyyy ]

© cance
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8.2 Supporting Documents

Application For Product Registration (Change Of Registrant)

& Product List

Fb New Appointad ILIWL
[H] Company Details
(9 Application Details
& Payment Details

@ Review

Deciaration

8.3 New Ap

@ - Nofiles were detected in the mandatory folder. Please upload the relevant supporting document in this folder and re-submit

You are submitting a Change of Registrant Application for Glass 2 Cell, Tissue and Gene Therapy Products (CTGTP)

Supporting Documents

Instructions for this page:
Please download the empty Supporting Documants.zip prov

w. Organise your fles into folder structure of the 2ip and upload the entire 2ip file.

Download All Supporting Documents | Supporting Documents Size: O Bytes

* [3) Change of Registrant

~ [31 1.Relinquishing registrants
v [3 2.Product ownets authorisation documents

Remarks/Comments

pointed IL/WL

Application For Product Registration (Change Of Registrant)

£ Produst List

£ Supporting Documents s

[ company Details
@ Application Details
5 Payment Details
[@ Review

Declaration

\/

You are submitting a Change of Registrant Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

New Appointed IL/WL

Oitem(s) selected

sroauet w
Name and WL (Optional)
Product A

[ < Back |

Last saved at 2

Action

Draft

User Manual — Applicant (Internet) 1.5

Applicants must upload supporting
documents before they can proceed.

At least one file must be uploaded to
each of the mandatory folders.

4

Applicants can add a newly

ricintel0at - gppointed importer license or
wholesaler license to the product by
entering the Dealer’s Notice Number
and click on Get Dealer’s Details to
automatically fill up the fields with
the information of that importer /
wholesaler.

1 at 15 October 2024 11:59 AM &

Add Additional Site

Company Details >
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Tag Wholesalers/ Importers.

Dealer Type

Local Dealer's Notice Number

Local Dealer's Name

Postal Code *

Block / Number *

Level - Unit *

Street Name *

Building Name *

© Importer O Wholesaler

Type to search for Dealer Notice Number..

Retrieved Local Dealer Name

8.4 Company Details

Application For Product Registration (Change Of Registrant)

3 Product List

£ Supporting Documents.
[ New Appointed ILWL
[ Application Details

5 Payment Details

B Review

Beclaration

Hosltn Sciones Authorty

“You are submitting a Change of Registrant Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

Company Details

Company Information
“This sub-saction is pre-filled from your Corppass login and requires no action on your part.

Company Name SecondCompany

UEN ‘SecondCompanyUEN
Company Address *

Postal Code * 123456

Block / Number @

Level - Unit * 02 02
Street Name *

Second Street

Building Name * Second Tower

st saved at 23 Septembe:

Bisitl)  Application No.(Draft)

2024 11:44 AM &

Subsections

Company Information
Company Address
Contact Information

Billing Information

User Manual — Applicant (Internet) 1.5

The details of company details
section can be found in Company

Details.
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8.5 Application Details

s weeooosn | 1he details of application details
CommmmmmEe - section can be found in Application
Details.

Application For Product Registration (Change Of Registrant)

& Product List “You are submitting a Change of Registrant Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

£ Supporting Documents Application Details Subsactions

Application Information
Eb New Appointed ILIWL

Main Appiicant Information
[ company Details Application Information o

“This sub-section is pre-filed from your intial selection and cannot be edited
Application Details

Cell, Tissue and Gene Therapy Products (CTGTP)
Product Registration

Notification Emails

(9 Payment Details

@ Review Ghange Of Registrant
Class 2
Decaration
Main Applicant Information *
Applicant Name (as in NRIC/FIN) * Afia
Designation * ASE

Notification Emails *

jour applicant edlin the Company o

s section, and additional contacts if required. All notifications regarding this application will be sent to the persons isted below and contact persons

® NoData Avallable

\ )4
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8.6 Payment Details

Application For Product Registration (Change Of Registrant) ‘Dm"‘m'ca'j"‘mma:” Oncc'e th’_a appllca!wt ha.s created an
application and filled in necessary
details, the payment section is

© Product List You are submitting a Change of Registrant Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP) d IS p I ayed N
£ supparting Documents Payment Details

Eb New Appointed IL/WL.

Applicants will have two payment
options, GIRO and PayNow.

I Company Details

ed Payment Mode *

(9 Application Details

‘ ‘ EB  PayNow
)|
B e Applicants must choose the required
Declaration )
CTGTADMCHGREG App: Change of Registrant of CTGTP $158.00
payment mode.
Subtotal
Tax
Total $158.00
Payment Instructions
The aboy will be processed by HSA upon successful submission of this application. If your preferred payment mode is GIRQ, please ensure that there are sufficient funds in the account.

\/
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8.7 Review

Application For Product Registration (Change Of Registrant)

6 Product List

£ Supporting Documents

Eb New Appointed ILWL

[ Gompany Detais

£ Application Details

) Payment Details

Dectaration

<)

!

\/

/

Healn Scionces Authorty

You are submitting a Change of Registrant Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

Review

Product List

Approved Product Number

CGPR240918F0007

Effective Date of Transfer.

Supporting Documents

Download All Supporting Documents | Supporting Documes

v [3J Change of Registrant
e

D test paf 1(3).paf
985KB @ 23/09/2024 1240

* [3) 2.Product owners authorisation documents

989KB O 23/09/2024 12:40

Remarks/Comments

New Appointed IL/WL

NA

Product Name

33 TissueWaveX NAMZS

Remarks

Diaft]  Application No.(Draft)

saved at 23 September 2024 11:54 AM @

User Manual — Applicant (Internet) 1.5

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

declaration.
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8.8 Declaration

s eemenss | FOF all change of registrant
Application For Product Registration (Change Of Registrant) ot ot 25 et ”°4 ot a a pplications a pp”ca nts are requ ired
’

to complete the declaration before
Oz submission.

You are submitting a Ghange of Registrant Application for Glass 2 Gell, Tissue and Gene Therapy Products (CTGTP)
) Supporting Documents Declaration
Eb New Appointed ILWL
[ Company Detaits 1.1,0n behalf of my company, confirm that the information submitted is true and accurate.
2.1,0n 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
() Appication Details
[ 1 acknowledge and confirm the above declarations.
[ Payment Details

:

\/
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9 Creation of Retention Application

For the payment of an annual retention fee to retain their product on the register, applicants can submit a retention application.

Retention Application - Getting Started (i)
Applicants will populate the
following fields in a manner similar

New Application - Getting Started .
W Appiication - Getling Starte to the process of creating a new

i application.
Details o
- Submission type
- Application type
Product Type Cell, Tissue and Gene Therapy Products (CTGTP)
e Choose the product registration
R submission type, application type
(retention application) and click on
Next, which redirects to the checklist
page.
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New Application - Getting Started

1. Details

Y

' HSA

Checklist

Instructions for this page:
Review your selections and prepare for your appiication.

Cell, Tissue and Gene Therapy Products (CTGTP)

Submission Ty Product Registration
Application Type Retention
Based on your selection, your i will tak 30 mins.
Please review the instructions and checklist to ensure a timely completion of the process.

You are about to start the application for a Retention for Class 2 Cell, Tissue and Gene Therapy Products (CTCTP) to supply the product(s) in Singapore.

Class 2 Cell, Tissue and Gene Therapy Products are required to be registered with the Health Sciences Authority before they can be supplied in Singapore. All applicants must comply with the Health Products Act and its Regulations.

Submission Instructions

1. Alldocuments submitied in support of the application must be in English.

2. Further guidance on the preparation of the supporting documents can be found in the Guidance on Cell, Tissue and Gene Therapy Products Registration in Singapore on our website (2
3. We will contact you for fee payment after submission of the application.

4. Mode of payments accepted are: GIRO (Please ensure that you have an existing GIRO arrangement with HSA), PayNow.

For more information sit our website [

Create Application

User Manual — Applicant (Internet) 1.5

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

Note: Information on this page may
differ depending on the Submission
Type & Application Type selected
by Applicants.
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9.1 Product List

Application For Product Registration (Retention)

You are submitting a Retention Application for Class 2 Gell, Tissue and Gene Therapy Products (CTGTP)

{5 Payment Details Product List

B Review

Decaration o Product
O Bprod1
o Bprod2

9.2 Payment Details

Application For Product Registration (Retention)

& Product List

Payment Details

@ Review

Dechration

Charge Code

CTGTRETPDT

Payment Instructions

The above fees will be p:

\/

Braft| Application No.(Draft)

Product No Current Retention Due Date: New Retention Due Date
CGPR240917F0008 25-Sep-2024 25-Sep-2025
CGPR240917G0009 25-Sep-2024 25-5ep-2025
Biaitl]  Avpiication No.(Draft)
Last saved at 23 September 2024 12:10 PM &
You are submitting a Retention Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)
Mod
EB  PayNow
Description Price
o
Total $330.00
f this application. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the account
Review

ember 2024 01:04 PM &

User Manual — Applicant (Internet) 1.5

Applicants are required to choose
the products they want to retain.

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

displayed.

Applicants will have two payment
options, GIRO and PayNow.

Applicants must choose the required

payment mode.
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9.3 Review

Application For Product Registration (Retention)

B Product List You are submitting a Retention Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)

5 Payment Details

Decaration

Review

Product List

Product Product No

Bprod1 CGPR240917F0008

Payment Information

Preferred Payment Mode

Current Retention Due Date

25-Sep-2024

New Retention Due Date

25-Sep-2025

Gharge Gode

CTGTRETPDT

¥

' HSA

Description

RET: CTGTP Product Retention

Subtotal

Tax

Total

September 2024 12:11 PM &

User Manual — Applicant (Internet) 1.5

Application No.(Draft)

declaration.

5000

$330.00

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

Application For Product Registration (Retention) - baft A"‘z"““"":"’“’f“{’ For all retention applications,
applicants are required to complete
the declaration before submission.

& Product List 'You are submitting a Retention Application for Class 2 Cell, Tissue and Gene Therapy Products (CTGTP)
) Poyment Detais Declaration
@ Review

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

of my company, must comply wher

plicabl e Health Products Act and its corresponding regulations. | must also comply with other applicable laws and their regulations.

[ Iacknowledge and confirm the above declarations.

\4
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10 Renewal of Importer’s Licence, Wholesaler’s Licence or Manufacturer’s Licence

For the payment of an annual renewal fee to retain their licence beyond the expiry date, applicants can submit a renewal application.

Licence Renewal - Getting Started (i)
Applicants will populate the

D A e D T following fields in a manner similar
Yosa bt s - @ 1O the process of creating a new
application.

New Application - Getting Started
- Submission type
- Application type

Focused View

EES o-tis

2. Checklist

Choose the dealer’s licence

Instructions for this page:

Plesse select therequired submission type and appicaton typ foryour applcaton. submission type, application type
(renewal application) and click on

Product Type O Cell, Tissue and Gene Therapy Prodcts (GTGTP) Next, which redirects to the checklist

Submission Type © Manufacturer's Licence page.

Application Type Renewal

Cancel this application
and go back to Dashboard

© Gancel
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Licence Renewal — Getting Started (ii)
Applicants will be directed to the

checklist page where there will be
Checklist additional information regarding

1. Details

m 'p"s"““i""s""'[this PO e e the application that the Applicants
Review your selections and prepare for your application

are applying for.

Product Type Cell, Tissue and Gene Therapy Products (CTGTP)

Submission Type Manufacturer's Licence

Application Type Renewal

Product Class Class 2 (More Than Minimally Manipulated) NOte: |nf0rmati0n on th|$ page may

differ depending on the Submission
Based on your selection, your application process will take approximately 30 minutes. . .
x Please review the instructions and checklist to ensure a timely completion of the process. Type & Appl |Cat|0 n Type Selected
by Applicants.

10.1 Licence List

B 1cication No.(oraft) Applicants should select a client
Last saved at 16 January 2025 02:26 PM & code from the dropdown menu
under the Licence List section. Once
a client code is selected, the
Licences subsection will
© = Pesisclicerals! kcrenemsl b e automatically display licences that
You are submitting a Renewal Application for Class 2 (More Than Minimally Manipulated) Cell, Tissue and Gene Therapy Products (CTGTP) are e|lg|b|e for I’enewa| under that

Licence List client code.

Application For Manufacturer's Licence Renewal

& Payment Details
@ Review

Declaration

Select Client Code Select an option

Applicants can then select the
Leines 00661219 licences they wish to renew from
P— c-00389118 the list displayed.
e C-00661200
C-00389140

Payment Detalls >

\ )4
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Licence List

) Payment Details

Review o
@ Select Client Code C-00389140
Declaration

Licences
Licences ] cGML250122Q23
] CGML250117Y18

‘ (® Cancel Payment Details >

10.2 Payment Details

FoeusedView You are submitting a Renewal Application for Class 2 (More Than Minimally Manipulated) Cell, Tissue and Gene Therapy Products (CTGTP) Once the a ppllca nt has created a n
application and filled in necessary

& Licence List @ Payment Details
details, the payment section is
@ Review displayed.
Selected Payment Mode *
Declaration )
B omne Applicants will have two payment
options, GIRO and PayNow. Note
Charge Code Description Subtotal Tax Total that payment OptionS may differ
Renew: CTGTP based on client code selected in
CTGTRENMFGSEC Manufacturer's Lic $3,780.00 $0.00 $3,780.00 . .
(secondary packaging) L|Cence LISt.
Amount Payable $3,780.00

Applicants must choose the required
payment mode.

¢ ook
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10.3 Review

(=]

Licence List

& Payment Details

Declaration

<)

\/
" HSA

Review
Licence List
Client Code
C-00389140
Licences
Licence Type Licence No. Licence Start Date Licence Expiry Date
Manufacturer CGML250122Q23 N.A N.A
Payment Information
Selected Payment Mode
[ B oniine (] ]
Charge Code Description Subtotal Tax Total
Renew: CTGTP
CTGTRENMFGSEC Manufacturer's Lic $3,780.00 $0.00 $3,780.00
(secondary packaging)
Amount Payable $3,780.00

User Manual — Applicant (Internet) 1.5

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

declaration.
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10.4 Declaration

For all renewal applications,
applicants are required to complete
the declaration before submission.

\4
“" HSA Dashboard Billing Management

Draft Application No.(Draft)

Application For Importer's Licence/ Wholesaler's Licence Renewal )
Last saved at 16 January 2025 02:44 PM &
Focused View
Licence List 3
< Declaration
B Payment Details
@ Beiel 1.1, on behalf of my company, confirm that the information submitted in this application 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.

>\ Page 115 of 129

1" HSA



Singapore Health Product Access and Regulatory E-System (SHARE) User Manual — Applicant (Internet) 1.5

11 Applications

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

Draft
At any stage, an application

& Home Applications can be saved as a draft before

submission. All the drafts are

listed in the dashboard.

Draft

Draft Applications
Active
Closed Draft  Expires June 17, 2024 ((Resume [ pelete | Draft  Expires June 17, 2024 ((Resume [ petete | The a pplication will be
autosaved every few minutes
: Input Requests ’ Product Type Cell, Tissue and Gene Therapy Products (CTGTP) Class 1 Product Type Cell, Tissue and Gene Therapy Products (CTGTP) Class 1 a nd W| ” aISO be saved
Products
Produet Name T || ProductName : whenever the applicant clicks
Dealers ‘Submission Type New Product Notification Submission Type New Product Notification on the next SeCtlon.
QA seatch Status Draft Status Draft
Last Edited Date 20-Dec-2023 Last Edited Date 20-Dec-2023 The fol IoWi ng buttons are
displayed:
a) Resume - allows
Inactivity session timeout applicant to resume
the application and
submit.

b) Delete — allows
applicant to delete the
application.

Whenever there is any inactive
session for 10 minutes, a pop
up will prompt the applicant if
they would like to continue the

The session would be terminated soon. You can re-login or continue your Session session.

Session Expiry

Continue My Session
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Active

{2} Home

Draft
Active
Closed
@ Input Requests >
& Products
Et[ Dealers
Q, Search

&) E-GIRO Application

Closed

B Applications v

Draft
Active
Closed
5) Input Requests >
& Products
Dealers
Q search

&) E-GIRO Application

\/
“' HSA

Applications

Active Applications

CGNN231122H0002
Product Cell, Tissue and Gene Therapy Products (CTGTP)

Type Class 1
Product Name Allograft PLUS™ 55mm by 20 mm
Submission Type New Product Notification
Status Processing

Submission Date 23-Nov-2023

Applications

Closed Applications

CGXD231121M0008

Product Type  Cell, Tissue and Gene Therapy Products (CTGTP) Class 1
Dealer's Activity ~Notice for Wholesale of minimally manipulated CTGTP

Submission Type Cancel Dealer's Notice

Closure Date 21-Nov-2023

New Application

CGAD231121L0004
Product Cell, Tissue and Gene Therapy Products (CTGTP)
Type Class 1
Dealer's Notice for Import of minimally manipulated

Activity CTGTP
Submission Type Update Dealer's Notice
Status Processing

Submission Date 23-Nov-2023

[ New Application

CGND23112020006

Product Type Cell, Tissue and Gene Therapy Products (CTGTP) Class 1
Dealer's Activity  Notice for Wholesale of minimally manipulated CTGTP

Submission Type New Dealer's Notice

Closure Date 20-Nov-2023

User Manual — Applicant (Internet) 1.5

Active applications are submitted by
the applicant and under review.

This section displays Application
number, Product type, Product
name/Dealer’s activity, Submission
type, Status, Submission date, a
withdraw and a view button.

Click on the withdraw button to
submit withdrawal. The application
status changes to closed and this
application cannot be used further.

Clicking on the view button displays
the application details page.

Applications which have been closed
by HSA or Withdrawn by applicant
are displayed here.

This section displays Application
number, Product type, Product
name/Dealer’s activity, Submission
type, Status, Closure date and a view
button.

Clicking on the view button displays
the application details page.
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12 Tasks

12.1 Open Input Requests

Open IRs
ER e
[ Applications >
SR
Open IRs Application Nc
CGAD231130K0003
Responded IRs
& Products
[ Dealers L) #IR-001
ﬁ] 1Queries in this IR
Q search

) E-GIRO Application

Application No.
CGNN23112900002

@ #IR-004
=F 1Queries in this IR

#IR-003
=P 1Queries in this IR

Product Name / Dealer's Activity

Importer

30 Nov 2023

Product Name / Dealer's Activity

Vitamin A

29 Nov 2023

29 Nov 2023

Submission Type

Dealer Notification

14 Dec 2023

Submission Type

Product Notification

28 Dec 2023

L
30 Oct 2023

Product Type
Cell, Tissue and Gene Therapy
Products (CTGTP) Class 2
Minimally Manipulated
t

Fresh
Product Type
Cell, Tissue and Gene Therapy
Products (CTGTP) Class 1

Fresh

Overdue

22 working days overdue

An IR contains queries requested by HSA Officers for additional information from an applicant.

\/

€ Respond

Milestone

First IR
‘ € Respond ‘

‘ € Respond

User Manual — Applicant (Internet) 1.5

Open Input Requests (IRs) are
raised by officers seeking
additional information and
awaiting applicant's response.

The Open IRs list displays the
number of queries in the IR,
received date, due date, status,
and a respond button. Clicking on
the respond button redirects to
the IR details page with all the
change logs.

Applicants would be able to:

a) Request for Extension -
request for additional
time to respond to the
Input Request.

b) Export queries —
downloads the IR queries.
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12.2 Open Findings

Findings are raised by officers when deficiencies, recommendations or comments are identified during inspections. These deficiencies, also termed Non-
Conformities (NCs), must be addressed by companies before obtaining their licence or certificate, or during routine inspection in relation to approved
licence(s).

Open Findings
Open Findings are findings that

the applicant have yet to respond
@ Home Tasks to.
B Applications >

Open Finding(s) The Open Findings list displays the

number of queries in each finding,

Open IRs

Audit No. Dealer's Activity Audit Type Product Type
e Audit 00133 Manufacturer, GMP New Audit More Than Minimally Sxport received date, due date, status,
OpenFinding(s)_ Manipulated
T and a ‘Respond’ button.
O #FD-002 Received Due Status i H N ’
Pending Importer Tagging 1 2] 2 Queries i this Fo 22 Jan 2025 05 Mar 2025 Open © Respona Applicants can click ‘Respond’ to
0 Ropied 22 working days lft access the Respond to Finding(s)

 Input Requests

page and submit their replies.

() mliss ’ Audit No Dealer's Activity Audit Type Product Type oot
Audit_00044 Importer, Wholesaler, GDP New Audit More Than Minimally P
B Payment 2 Manipulated . .
Applicants would be able to:
& Products >
#FD-002 Received Due Status 4 Respond a) Req UeSt fOf EXtenSIon =
[Eh View Notices/Licences/Certificates 1 Queries in this FD 24 Dec 2024 05 Feb 2025 Open P P
0 Replied request for additional
Q Search .
) N ) #70-001 Received Due Status & Respond time to respond to the
[B) fehiBes s 1 Queries in this FD 24 Dec 2024 05 Feb 2025 Open " Findin
0 Replied g'
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12.3 Pending Payments

Pending Payments display all outstanding payments that the applicant has yet to complete. This section allows applicants to track the status of their
payments and take the necessary actions to complete them.

Pending Payments
The Pending Payments list shows

Tasks details such as the application
£ Home number, application type, task
) s > Open Payment number, total payment amount,
I= Taske E2D v and client code.

Open IRs SN Application Number Application Task Total Client Action

Type Number Payment Amount Code . .
Open Findingls) 3 Applicants can click on the
P 1 & CGNL250123H0009 New Manufacturer's Licence FirstCompanyUEN-2501-00049 $22,200.00 C-00389140 Pay application number to view the

application details for the specific

Pending Importer Tagging 1 2 @ CGNR250121D0001 New Product Registration FirstCompanyUEN-2501-00046 $13,900.00 C-00389140 Pay

® Input Requests > appllcatlon'
3 & CGNR25011310005 New Product Registration CGNR25011310005-004 $650.00 C-00389140 Pay
[® Findings >
B Payment > 4 @ CGNL250121Y0011 New Importer's Licence/ Wholesaler's Licence CGNL250121Y0011-001 $1,690.00 C-00389140 Pay To proceed Wlth paymentl they
. D .
, can click the ‘Pay’ button, which

g Ercoucts 5 & CGNR25011310005 New Product Registration CGNR25011310005-003 $82,900.00 C-00389140 Pay

redirects them to the payment

i View Notices/Licences/Certificates

6 @ CGNL250117H0015 New Manufacturer's Licence CGNL250117H0015-002 $220.00 C-00389140 Pay page.
Q, Search
B Audit Documents > 7 & CGCE250117L0011 New GMP Certificate (with technical assessment) CGCE250117L0011-001 $22,200.00 C-00389140 Pay

8 & CGNL250117H0015 New Manufacturer's Licence CGNL250117H0015-001 $10,800.00 C-00389140 Pay

9 & CGCE25011500007 New GDP Certificate {without technical assessment) CGCE25011500007-001 $220.00 C-00389140 pay

\ )4
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12.4 Pending Importer Tagging

User Manual — Applicant (Internet) 1.5

Pending Importer Tagging displays applications where applicants i.e. authorised importer(s) must review and confirm importer details before approval.
This process is triggered by Product Registrant when they authorise licensed importer(s) to import their registered products. The nominated licensed

importer(s) would use this module to acknowledge their status as authorised importer(s).

Pending Importer Tagging

P A singapore Government Agency Website How to identify~

4“’Yl 1SA

@ Home Tasks

Open IRs

Open Finding(s) 3 S. Application Task Type
No. Number

Pending Payments 75

" . 1 CGUL250108L0003 Global Update of Importers
Pending Importer Tagging. 1

® Input Requests. >

" HSA

et Scinees Aoty

Task
Number

‘CGUL250108L0003LO1

Dashboard Billing Management v

Action

Review

The Pending Importer Tagging
page lists applications requiring
importer tagging. It includes the
application number, task type,
task number, and an ‘Review’
button.

Clicking on ‘Review’ directs

applicants to the Review Importer
Tagging page.
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Review Importer Tagging

Review Importer Tagging

Review Acceptance of Appointment

List of Products Tagged

Product Product
Listing Number Name

CGPR250108T0003 Abridge AB

Registrant Details Information

Company Name
UEN

\4
Yisa

Registrant
Name

FirstCompany

FirstCompany
FirstCompanyUEN

Product
owner

2121

Product
Type

CTGTP Class 2

Retention
Date

16-Feb-2025

Importer
Licence Number

CGIF241218P08

User Manual — Applicant (Internet) 1.5

The Review Importer Tagging
page displays product details,
registrant information, and
importer licence number.

Applicants can approve the
tagging request, confirming
themselves as the authorised
importer for the product.
Alternatively, the applicant can
reject the request and the
registered product will not be
tagged to the importer’s licence.
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13 Input Requests

The Input Requests section consists of two subsections: Open IRs and Responded IRs. Open IRs displays input requests from officers that require the
applicant’s response, while Responded IRs lists input requests that the applicant has already addressed.

The Open IRs page is identical to the page accessed via Tasks > Open IRs.

Responded IRs
Input Requests initiated by

officers to which the applicant
has already responded are

a Home Input Requests
B Appiications > displayed here.
¥= Tesks ’ Responded IRs
The Responded IRs list displays
Application No. Product Name [ Dealer's Activit Submission Type Product Type Milestone . .
Open IRs C‘g’NLZMZZABOmO - ’ Importer's Lyw'gence/wmlesa\er‘s More Th;? Minimally Verification the number Of que”es n the IRI

Heenee Henipuzted received date, due date, status,
and a ‘View’ button.

Responded IRs

Findings > #IR-003 Received Due Status -
B 3l 1Queries in this IR 30 Dec 2024 27 Jan 2025 Responded @ View
5 Payment > 0 Replied
. e " ’
& Products > #IR-002 Received Due Status Cl ICkI ng on the VleW bUtton
1 Queries in this IR 26 Dec 2024 23 Jan 2025 Responded H :
View NoicesfLicences/Certiicates 0 Repiied redirects to the IR details page
where all replied change logs are
Q search #IR-001 Received Due Status ® view
3 Queries in this IR 26 Dec 2024 23 Jan 2025 Responded dis p | ayed .
B Audit Documents > 0 Replied
Application No. Product Name / Dealer's Activity Submission Type Product Type Milestone
CGXL241224N0003 - Manufacturer's Licence More Than Minimally Active Evaluation
Manipulated
=) #IR-001 Received Due Status
i
é‘ 2 Queries in this IR 24 Dec 2024 22 Jan 2025 Closed
0 Replied

\ )4
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14 Findings

User Manual — Applicant (Internet) 1.5

The Findings section consists of two subsections: Open Findings and Responded Findings. Open Findings displays findings from officers that require the

applicant’s response, while Responded Findings lists findings that the applicant has already addressed.

The Open Findings page is identical to the page accessed via Tasks > Open Findings.

Responded Findings
Foc
Findings
{2} Home
B Applications > e
Responded Finding(s)
Y= Tasks 79 >
Audit No.
() Input Requests > Audit00132
Open Finding(s) -:1 #FD-002
E 1Queries in this FD
Responded Finding(s). 0 Replied
B Payment > #FD-001
E 1 Queries in this FD
& Products > 0 Replied
[l view Notices/Licences/Certificates
@) e Audit No.
Audit_00133
B Audit Documents >

#FD-001
E 2 Queries in this FD

0 Replied

Audit No.
Audit_00042

\/
‘\' HSA

Dealer's Activity
Importer, Wholesaler, GDP

Received
22 .Jan 2025

Received
22 Jan 2025

Dealer's Activity
Manufacturer, GMP

Received
22 Jan 2025

Dealer's Activity
Manufacturer

Audit Type
New Audit

Due
05 Mar 2025

Due
05 Mar 2025

Audit Type
New Audit

Due
05 Mar 2025

Audit Type
New Audit

Product Type
More Than Minimally
Manipulated

Status
Responded

Status
Responded

Product Type
More Than Minimally
Manipulated

Status
Closed

Product Type
More Than Minimally
Manipulated

@ @ @
s s =
@ I @
= £ =

Findings that have already been
addressed by the applicant are
displayed here.

The Responded Findings list
includes details such as the audit
number, dealer’s activity, audit
type, product type, received date,
due date, status, and a ‘View’
button.

Clicking on the ‘View’ button
redirects to the Respond to
Finding(s) page where all
responded queries are displayed.
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15

Payment

User Manual — Applicant (Internet) 1.5

The Payment section consists of two subsections: Open Payments and Paid Payments. Open Payment lists pending payments that require action from the
applicant, while Paid Payments displays records of completed transactions.

The Open Payments page is identical to the page accessed via Tasks > Pending Payments.

Paid Payments

<)

Focused View

{2 Home

B Applications >
Y= Tasks 79 >
® Input Requests >
[ Findings >

Open Payments

Paid Payments

& Products D
[l View Notices/Licences/Certificates
Q search

B Audit Documents >

\/
" HSA

erces uthorlty

Payment

Paid Payment

SN

Application Number

& CGRT250131K0001

@ CGNL250124F0006

& CGNL250123H0009

& CGNN250123F0005

@ CGRT250123M0002

& CGNN250123C0002

@ CGNN250120Z0002

& CGRN250117N0006

@ CGRT25011700001

@ CGNN250115D0002

Application
Type

Retention Product Registration

New Importer's Licence/ Wholesaler's Licence

New Manufacturer’s Licence

New Product Notification

Retention Product Registration

New Product Notification

New Product Notification

Renewal Manufacturer's Licence

Retention Product Registration

New Product Notification

Task
Number

FirstCompanyUEN-2501-00052

FirstCompanyUEN-2501-00051

FirstCompanyUEN-2501-00050

FirstCompanyUEN-2501-00048

CGRT250123M0002-001

FirstCompanyUEN-2501-00047

FirstCompanyUEN-2501-00043

FirstCompanyUEN-2501-00038

FirstCompanyUEN-2501-00034

FirstCompanyUEN-2501-00029

Total
Payment Amount

$330.00

$2,850.00

$220.00

$95.00

$330.00

$95.00

$95.00

$13,600.00

$330.00

$95.00

Client
Code

C-00389140

C-00389140

C-00389140

C-00389140

C-00389140

C-00389140

C-00389140

C-00389140

C-00661200

C-00389140

The Paid Payments lists records of
payments that have been
successfully completed.
Applicants can view details such
as the application number,
application type, task number,
payment amount, client code,
and payment status.

Clicking on the application

number redirects applicants to
the Application Details page.
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16 Products

This section allows applicants to search and view approved product information.

Focusso View Products Applicants can search for specific
@ Home product by selecting filters such as
B friers > product name, owner name, product
pa— 3 e et number, dealer’s submission
8 ; Approved Product Number ces number, indications, CCS, or dealer’s
[ Findings > Indications Dealer's Site Name Site name.
E Payment 4 Dealer's Submission
Humber Clicking on the Application number
et [ Fitr | redirects the applicant to the
il View Notices/LicencesiCertficates application page while clicking on the
Q Search 25 ftem(s) found Product Listing Number redirects
) (i o > applicants to a page where they can
download product-related files.
Product Product Product Product Product Retention Latest Related Action
Listing Number Name Qwner Type Status Due Date Application Applications
CGPR25012300001 Cell culture 5 Owner A CTGTP Class 2 Approved 22-Feb-2026 & CGNR250123F0001 N/A The ACtion CO|umn contains an
I N ) N B ellipsis menu, which provides
CGPR250123U0007 Cell culture 3 Owner A CTGTP Class 2 Approved 24-Dec-2025 & CGNR250123F0001 N/A
additional actions that applicants can
CGPR25012300010 Cell culture 7 Owner A CTGTP Class 2 Approved 23-Jan-2026 & CGNR250123F0001 N/A t k f th d' d t
ake for the corresponding product.
CGPR250123W0009 Cell culture 2 Owner A CTGTP Class 2 Overdue Retention 24-Dec-2024 & CGNR250123F0001 N/A
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17 View Notices/Licences/Certificates

This section allows applicants to search and view notices, licences, and certificates associated with their dealer activities.

. . . " Applicants can search for specific
View Notices/Licences/Certificates . .
@ Home records by selecting filters such as
B Applcations > activity type, site name, submission
Activity Type . Site Name . H £
4= Tasks 79 > Setect an option type, and notice/licence/certificate
(S Input Requests 5 Licence/Certificate/Notice Submission Type Select an option num ber‘.
Number
[® Findings >
& Payment > Reset Once the relevant applications are
& Products 5 displayed, they can click on the
B view . . . , i , application number to view the
o e :lcer\hce/Cer(lflcalelNollce :roducl :uhmlsslon :cnv\ly Status [E)xp\ry ;alerst » Action d I f h d
Lmben ype ype ype ate pplication . .
etails of the corresponding
Q. search . .
CGGD241218105 CTGTP Class 2 (More than Minimally Manipulated) GDP Certificate GDP Active 18-Dec-2027 CGNL241218K0007 N.A a ppl|cat|0n .
@A Audit Documents >
CGGD241220A04 CTGTP Class 2 (More than Minimally Manipulated) GDP Certificate GDP Active 20-Dec-2027 CGCE241220G0002 N.A
CGGD241224F05 CTGTP Class 2 (More than Minimally Manipulated) GDP Certificate GDP Expired 02-Jan-1804 CGCE241224Q0008 N.A
CGGD250113A03 CTGTP Class 2 (More than Minimally Manipulated) GDP Certificate GDP Active 12-Jan-2028 CGNL250109G0004 N.A
CGGD250114A02 CTGTP Class 2 (More than Minimally Manipulated) GDP Certificate GDP Active 02-Jan-2028 CGCE250114H0001 N.A
CGGD250114B03 CTGTP Class 2 (More than Minimally Manipulated) GDP Certificate GDP Active 10-Jan-2028 CGNL250102Y0021 N.A
CGGD250115E05 CTGTP Class 2 (More than Minimally Manipulated) GDP Certificate GDP Active 14-Jan-2028 CGCE250115P0008 N.A
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18 Search

This section allows applicants to search and retrieve relevant applications for ease of navigation.

P A singapore Government Agency Website  How to identify v

¥
1

HSA

{2 Home

B Appiications

Y= Tasks 79

) Input Requests

[ Findings

B Payment

[l View Notices/Licences/Certificates

& Products

A Audit Documents

>

>

>

Search

Application Number
Dealer's Activity
Submission Type

Submission Date

Application
Number

Open

Select an option

Select an option

dd/mm/yyyy O - dd/mm/yyyy m]
Product Name / Dealer... Submission
Type

New Product Registration

Product Name

Payment Status

Milestone

Submission
date

N/A

Select an option

Select an option

Milestone

Draft

Dashboard Billing Management

Reset

Action

Payment History

<)

{ HSA

\4
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User Manual — Applicant (Internet) 1.5

Applicants can search for specific
records by selecting filters such as
application number, product name,
dealer’s activity, payment status,
milestone, submission type, or
submission date.

Clicking on the Application number
redirects the applicant to the
application page, while Payment
History leads to the Payment Details
page.
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19 Audit Documents

This section contains two subsections: GDP documents and GMP Documents.

A Singapors Goverment Agency Websie _ How o denty This section displays all documents
Wisa Dasnboard  Biling Management v (@) associated with the audit case, if
available.

Applicants can view the listed
documents under their respective

(@ e Audit Documents .
subsections.

[ Applications >

Y= Tasks 79 >

] e N (@ No Data Available

Findings >

B Payment >

& Products >

[l View Notices/Licences/Certificates
Q, Ssearch
GDP Documents

GMP Documents
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