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1. SYSTEM REQUIREMENT

You have to install and configure the following software to access the PRS2.0 online
Services.

® \Web browser: Internet Explorer11.0 or Chrome

® \Web browser settings: Accept cookies and enable JavaScript

® TLS1.0, TLS1.1 and TLS1.2 are enabled

1.1.1 For PRS2.0 Online Services that Require e-Cert

1.1.2 New Operating Systems and Browsers

When a new operating system or browser is released to the public, the Government needs
to conduct compatibility tests to ensure proper function of the online services on the new

operating system or browser. When compatibility issues arise, we may need to modify the
online services. The whole process of modification and testing may take a few months to

complete.

1.1.3 File Upload Size Limitation
The file upload size limitation for all modules is shown in the following table.

Application Application Type Scope Single File Max. Size Total File Size Max. Size
Generic (Biological) Module 1 S0MB p 300MB
Module 2-5 Submit b|y CD/DVD
i . Module 1 50MB 100MB
New Application Generic (Others) Module 25 Submit by CD/DVD
NCE Module 1 50MB _ | 300MB
Module 2-5 Submit by CD/DVD
CORP Application All Case All scope 5MB | 100mB
Renewal Application | All Case All scope No File Upload
End of Life All Case All scope 5MB [ 100MB

1.1.4 Enquiries

If you encounter problems in using a PRS2.0 online services, please contact PRS2.0 help
desk at (852) 3974 4195 during office hours (Monday-Friday: 09:00-13:00 and 14:00-

17:45) or via e-mail to 'prs2_info@dh.gov.hk'.

Version. : 1.1.18
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2. USER PROCEDURES (EXTERNAL)
2.1 USER REGISTRATION

2.1.1 New User Registration
Step 1:
® Type the following link into the web browser and click the button “Request for New

Account”.

https://www.drugoffice.gov.hk/prs2-ext/login internet.jsp

'With effect from 1 July 2023, the Pharmacy and Poisons Board will only issue certificates of drug/ product registration in
electronic form for applications for initial registration, renewal of registration and change of registered particulars.

For details, please visit

https://'www.drugoffice.gov.hk/epsidoien/popup launch of electronic certificate of drug_product registration en.html

L

Welcome to Pharmaceuticals Registration System (PRS2.0)

Organizational e-Cert File Location* Choose File |No file chosen

Please select the e-Ceri file, e.g. Cicertpi2

I Request for New Accou I
Cert Validation

“mandatory field

For support service, please contact PRS2 0 help desk at (852) 3974 4195 during office hours (Monday-Friday:
09:00-13:00 and 14:00-17:45) or via e-mail to 'prs2_info@dh.gov.hk'.

Points to note:
1. Install and configure the required software
a. Web browser: Google Chrome

b. Web browser settings: Accept cookies and enable JavaScript
c. Ensure TLS1.2 are enabled

(=

. The private key and the PIN of your e-Cert will not be transmitted during the transaction.

3. You should be alert to vour surroundings before entering anv personal information. Make sure that no one can
see your personal particulars and e-Cert password.

4. You should disable options on vour browser to avoid storing or retaining vour e-Cert password on the personal

computer.

un

. For orgamizational e-Cert file location, it 1s case-insensitive in Windows platform.

2015 copyright | Important notices ~ Last Revision Date: 5 July2023  Version: 1.0.131¢
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Step 2:

® Read the “TERMS AND CONDITIONS FOR THE USE OF PHARMACEUTICALS
REGISTRATION SYSTEM 2.0 (PRS2.0)” and select the checkbox “I have read and

agree to be legally bound by the above Terms” if you agree with the terms.

® (Click “Continue” to proceed.

X

New User Registration

Step 1: Agreement on the Terms and Conditions ("Terms") for the Use of the Pharmaceuticals Registration System 2.0 ("PRS2.0")

INT-USER_REG_01 USR

Terms for the Use of PRS2.0

TERMS AND CONDITIONS FOR THE USE OF
PHARMACEUTICALS REGISTRATION SYSTEM 2.0 (PRS2.0)

11 Introduction

The following are the terms and conditions (“Terms™) for the use of the Pharmaceuticals Registration System 2.0 (“PRS2.07)
operated by the Department of Health (“DH”) of the Government (“Government™) of the Hong Kong Special Administrative
Region of the People’s Republic of China (“Hong Kong™). The Government agrees to provide the Services (as defined in Clause 3

below) and you. as the user of PRS2.0 (“User™), agree to use the Services in accordance with the Terms.
2 Acceptance of Terms of Use

Your accessing and using PRS2.0 is taken as your agreement to be legally bound by these Terms as may be modified and/or
supplemented from time to time by the Government without prior notice to any User. Please check the website at

https://www.drugoffice.gov.hk/prs2-ext/login internet.isp regularly for any modification and’or supplement which may be made.

”.;I

You need to read the complete content of the Terms before you are able to click the check box below.

I | have read and agree to be legally bound by the above Terms. I

Version. : 1.1.18
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Step 3:

® Type the user name under the “Login Information” section. Please note the username
only allows alphabets (a-z, A-Z), numbers (0-9), underscores (_) and hyphens (-) and

must be 5-20 characters long.

® Type the full path of the e-cert file location for the organizational e-cert and enter the

e-cert PIN.

® Enter the section on “Information on e-cert”. The items with asterisks (*) are

mandatory fields.
® Enter the Contact Phone Number

® (Click “Continue” to proceed.

° New User Registration

l Step 2: Prowvide User J/ Organization Information

Please provide the following information to create your account. Field with* are mandatory

Login Information

* Username username

Username only allows alphabets (a-z, A-Z), numbers
underscores {_) and Hyphens(-) and must be

gl]-!f]].
-20 characters long.
Mote: Password would be automatically generated by the system and sent to the authorized user through email.

a-Cert (Organizational)

* Organizational e-Cert File Location C:\cert.pl2 Bl

Please salect the e-Cert file, e.g. Ciicertpl12
*e-Cert PIN

Information on e-Cert
Click 9 Check e-Cert Information in Hongkon,

* Email address eCert@email4ddrass.com (Case Sensitive)
* Mame of Organization Mame of Organization of e-Cert
* Business Registration Certificate Number |123245873-000 {=.p. 12345678-123)
* Mame of Authorized User Mame of Authorized User of e-Cert

“Contact Phone Number (252)

*Company Address
Unit Room 111
Floor: 11/F
Black
Building: Building
Street No: 1
Street Name: | Street
Sub-district |
Area:

Fcen Register: []
-Cert Token: l:l

Back Cancel

INT-USER_REG_02 USR

Note: The user may click the question mark to open new windows to access the Hong
Kong Post website check the e-Cert file content for input in PRS2.0 system.

Version. : 1.1.18
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The solution for e-Security

aimrgkong FPoste-Cert
FHBRUETHE

Download Certificate - e-Cert (Organisational)

Please input either one of the following information:-
English Name in Certificate

Lo GieoNam
Email Address in Certificate I R

Subscriber Reference Number

Warning: Any information and certificates downloaded from this web site shall only be used for lawful purposes relevant to the use of digital
signatures and encryption.

acknowledge that | have read the above warning message and will abide by the purpeses and limitations on use stated therein

2007 ® | Important Notices | Privacy Policy

ef—fmugkorrg.’bue-f.’erl The solution for e-Security
BEPRBTHE

[BR Number: — ]

CRICI: —

Others : S

Subscriber Reference Number : L]

Type of Certificate : e-Cert (Organisational)

Issued by : Hengkong Post e-Cert CA 1-10
Certificate Serial Number : 32d432

Certificate Signature Algorithm : shalRSA

Certificate Status : Active

Validity Period (dd/mmiyyyy) :

Download the Certificate

Note: -

The Certificate status displayed above is for infarmation only. Before you rely on the Certificate displayed above, you should verify if the Certificate has been suspended or revoked by
locating its serial number in the latest Certification Revocation List (CRL) issued by Hongkong Post Certification Authority. If the serial number of the Certificate is found in a CRL, then
the Certificate has been suspended or revoked and should not be relied upon. You may download the latest partitioned CRL of the Cerfificate at

hitp-/crl1 hongkengpost gov. hkicrlleCertCA1-10CRL2.crl. Alternatively, you may download the latest full CRL at hitp:/icrl1_hongkongpost.gov. hk/crlleCertCA1-10CRL1 crl. Please be
aware that the full CRL is larger in size, it may take a longer time to download

Back

2007 © | Important Notices | Privacy Policy

Note: If Branch Name in English is exist, please fill the Branch Name in English into
Name of Organization

Version. : 1.1.18
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Step 4:
® The user will then be redirected to the summary page.

® Click “Submit” to confirm the information to be sent to Drug Office and proceed to the
next step.

®  Click “Print” to print the summary screen.
® C(Click “Edit” to edit the information.

® C(lick “Cancel” to cancel the registration.

New User Registration

INT-USER_REG_03 USR
Step 3: Review and confirm the account details - -
Please check your account details before submission.

* Username username
* Email address org1@testing.com
= Name of Organization TESTING LIMITED
* Business Registration Certificate Number 11223344-000
* Name of Authorized User ORG Trial One
Contact Phone Number 23198414
Position Position
“Company Address
Unit: Room 111
Block:
Building: Building
Street No.: 1
Street Name: Street
Sub.district:
Area:

I Print | Edit || Submit Cﬂncell

2015 copyright | Impertant notices  Last Revision Date: 09 August 2018 Version: 1.0.76

Step 5:
® An email notification of new user registration will be sent to the applicant.
® User need to complete and send the Application form to drug office using the URL.

° New User Registration

T Thank you for your reglstratlon INT-USER_REG_04 USR

Your registration request has been submitted to Drug Office successfully
‘Your Reference Number is: DO201808-001

You must complete and send the "Application form for new on-line user account registration for PRS2.0" to Drug Office.

For enquiries, please call our office at (852) 3974 4175 or email to prs2_info@dh gov.hk
Monday to Friday

9:00 am - 1:00 pm

2:00 pm - 5:45 pm

(up to 6:00 pm on Menday)

(Closed on Saturdays, Sundays & Public Holidays)

Print || Close

2015 copyright | Important notices ~ Last Revision Date: 12 July 2018 Version: 1.0.75
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New User Registration inbox x

Drug Office <prs_info@dh. gov.hk>

tome [+
Your registration request has been submitted to Drug Office successfully

Your Reference Number is D0201412-002

Version. : 1.1.18
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2.1.2 Received Registration Approved Email

Step 1:

® Upon approval of new account registration, a one-time password will be sent to the
registered user via email by the Drug Office. Type the following link into the web
browser and fill in the username, full path of the e-cert file location, e-cert PIN and the
user password (sent via email). Click “Login” to proceed.

https://www.drugoffice.gov.hk/prs2-ext/login internet.jsp

Registration Approved inbox x

Drug Office <prs2_info@dh.gov.hk>
tome |~

Your registration request has been approved by DO.

Username: winniefong
Password:mauzkfQx

With effect from 1 July 2023, the Ph,

electronic form for 1s for
ils, please visit

www.drugoffice.gov.hk/e|

r.y and Poisons Board will only issue certificates of drug/ product registration in
renewal of registration and change of registered particulars.

certificate of drug_product registration en.html

psido/en/popup_launch of electro

L

Welcome to Pharmaceuticals Registration System (PRS2.0)

Username: * username
Organizational e-Cert File Location:* Choaose File | prs20-prod-test-§022.p12

Please select the e-Cert file, e.9. Ceertpi2 )
e-Cert PIN™"

Request for New Account
Cert Validation Reset Password

* mandatory field

For support service, please contact PRS2.0 help desk at (852) 3974 4195 during office hours (Monday-Friday:
09:00-13:00 and 14:00-17:45) or via e-mail to 'prs2_info@dh.gov.hk'

Points to note:

1. Install and configure the required software:
a. Web browser: Internet Explorer 11.0 or Chrome
b. Web browser settings: Accept cookies and enable JavaScript
c. Ensure TLS1.0, TLS1.1 and TLS1.2 are enabled

. The private key and the PIN of your e-Cert will not be transmitted during the transaction.

Wk

. You should be alert to your surroundings before entering any personal information. Make sure that no one can
see your personal particulars and e-Cert password.

4. You should disable options on your browser to avoid storing or retaining your e-Cert password on the personal
computer.

. For organizational e-Cert file location, it is case-insensitive in Windows platform.

L

Version. : 1.1.18
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Step 2:

®  For first time login, user will be redirected to the change password page. Input the one-
time password as current password and a new password according to the format (8-20
characters containing alphabet(s) alphabets (a-z, A-Z), numbers (0-9), underscores (_)
and hyphens (-)).

® C(Click “Save” to proceed.

° (_ZIEnge Passwpgq

ecurity r2ason and you neea 10 charge password befora continue

T's paEEWOrD 138 expirec
I l (3-20 characters containing 3iphabet(s) In upper case, alphabetis) In lower case 3nd non-aiphabet(s))

You are login as FONG
Winnis

DEF COMPANY ~
ngln‘g_gog and time New Paseword ©
it Confirm New Password

Current Passward

anrd need 10 kagin 3gain

Logout

- Systam + After you have savad the pasSwomes

2015 copyright | important notices  Last Raviglon Date: 09 JAN 2015 Verslon: 0.2.45  SVN Vershon: 12079
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Step 3:
® User will then be redirected to login page again. Fill in the username, full path of the
e-cert file location, e-cert PIN and the new user password.

® For forgot password, please follow the steps states in the following link to reset your
password and regain access to your account.

https://www.drugoffice.gov.hk/eps/do/en/pharmaceutical trade/forget password.html

® C(Click “Login” to proceed.

With effect from 1 July 2023, the Pharmacy and Poisons Board will only issue certificates of drug/ product registration in
electronic form for lications for initial i i renewal of registration and change of registered particulars.
For details, please visit

https:/’'www.drugoffice. gov.hk/eps/do/en/popup_launch of electronic certificate of drug_product registration en.html

=

Welcome to Pharmaceuticals Registration System (PRS2.0)

Username: © username

Organizational e-Cert File Location:” Choose File | prs20-prod-test-2022.p12

Please select the e-Cert file, e.0. Cicertp12 [
e-Cert PIN~

:
H
B

System Password:”

Request for New Account
Cert Validation Reset Password

* mandatory field

For support service, please contact PRS2 0 help desk at (852) 3974 4195 during office hours (Monday-Friday
09:00-13:00 and 14:00-17:45) or via e-mail to 'prs2_info@dh.gov.hk'
Points to note:
1. Install and configure the required software:
a. Web browser: Internet Explorer 11.0 or Chrome
b. Web browser settings: Accept cookies and enable JavaScript
c. Ensure TLS1.0, TLS1.1 and TLS1.2 are enabled
2. The private key and the PIN of your e-Cert will not be transmitted during the transaction.
3

. You should be alert to your surroundings before entering any personal information. Make sure that no one can
see your personal particulars and e-Cert password.
4. You should disable options on your browser to avoid storing or retaining your e-Cert password on the personal
computer.
5. For organizational e-Cert file location, it 1s case-msensitive in Windows platform.

Version. : 1.1.18
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Step 4:

®  User will be redirected to the main screen. The first representative of the company to
log-in to the system would automatically be assigned as administrator of that company,
who has the right for granting privileges to other colleagues or subordinates under his
/her organization for rights to access various system functions. The individual functions

will be introduced in other sections.

T

You are login as ORG

1i
TESTING LIMITED (TEST)
Login date and time
09.02.2021 14:33

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Regisiration

Request to change
name and/or addre:
of the certificale holder

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ Printing Service

+ System

Logout

Online Notification
New Product Registration

Notification Date 4 Subject
pen  21.01202117:25:14 Application Payment Request
pen 21012021 17:14:03 Seresning Application
pen 06112019 11:52:34 Application Payment Request
pen 05092019 16:10:27 Seresning Application
pen

04092018 11:17:16 Evaluation Application

Notification Date + Subject

Open 28.01.20210400:12  Appiication Effective Reminder
Open 2201.202109:4720  Appiication Submitted Nofification
Open 20.01.2021 11:50:56 Application Submitted Nofification

Renewal of Registration

Notification Date % Subject

Open 25.09.2019 02.06:59 Expired Product Nolice
Open 20.07.2019 02:.05:10 Expired Product Nolice
Open 08.07.2019 04:00:11 Renewal Final Reminder

Cancellation Request

Notification Date + Subject

Open 21.01.202115:49:10  Cancellation Registration Request Submitted Nofification

Non Pharmaceutical Product Alert
No related notifications

2.1.2.1 Request Reset Password

Step 1: Click Reset Password to request reset password

-*

% Proposed Name of Product
FACE CREAM
FACE CREAM
TEST OPEN FILE CASE 3
TEST OPEN FILE CASE 3
TEST 2017022401

HK No. 4 Name of Product
HKE3536 DEMO ON 2017-01-19
HKE3668 TEST 20145

HKE3536 DEMO ON 2017-01-19

Name of Product
DEMO OHN 2017-

TEST OPEN FILE CASE

DEMO ON 2017-
HK No. 4 Name of Product
HKB3517 WALKTRHOUGH

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

. 4 Payment Statuk
Paid
A
Paid
A

PLO030/2017 MN/A

Archived Notifications

Archived Notifications

# No. of Renewals £
1
1
1

Version. : 1.1.18
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With effect from 1 July 2023, the Pharmacy and Poisons Board will only issue certificates of drug/ product registration in
electronic form for applications for initial registration, renewal of registration and change of registered particulars.

For details, please visit

hitps:/iwww.drugoffice.gov.hk/eps/do/enipopup _launch of electronic certificate of drug_preduct registration _en.html

L

Welcome to Pharmaceuticals Registration System (PRS2.0)

Crganizational e-Cert File Location:* Choose File | Mo file chosen

Please select the e-Cert file, .g. Ch\cartpi2

Request for New Account
Cert Validation

*mandatory figld

For support service, please contact PRS2.0 help desk at (852) 3974 4135 during office hours (Monday-Friday:
09:00-13:00 and 14:00-17:45) or via e-mail to 'prs2_infor@dh.gov.hk'

Points to note:
1. Install and configure the required software:
2. Web browser: Google Chrome

b. Web browser settings: Accept cockies and enable JavaScript
c. Ensure TLS1.2 are enabled

o

The private key and the PIN of your e-Cert will not be transmitted during the transaction.
3. You should be alert to your surroundings before entering any personal information. Make sure that no one can
see your persenal particulars and e-Cert password.

4. You should disable options on your browser to avoid storing or retaining your e-Cert password on the personal
computer

wn

For organizational e-Cert file location, 1t 1s case-insensitive in Windows platform

2015 copyright | Important notices  Last Revision Date: 5 July2023  Version: 1.0.131¢

Step 2: Fill-in the username, email address, organization e-Cert file location and e-Cert
PIN and click Submit
° Reset Password

INT-USER_REQ_RESET_PW_01 USR
l Please provide the following information to reset the password. Field with * are mandatory

User Information

= Username username
= Email address (User) ‘useraccoum@emaﬂ,mm
* Organizational e-Cert File Location C\cert p12 B

Please select the e-Cert file. e.g. Clicartpl12
*e-Cert PIN

Cancel

Step 3: A reset password email will be sent to your registered email
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Reset Password
INT-USER_REQ_RESET_PW_02 USR

An email has been sent to you for password reset, please reset your password with the link provided in the email within 15 minutes.

For support service, please call our office at (852) 3974 4195 or email to prs2_info@dh.gov.hk during office hours :
Monday to Friday:
9:00 am - 1:00 pm
2:00 pm - 5:45 pm
(up to 6:00 pm on Monday)
(Closed on Saturdays, Sundays & Public Holidays)

2.1.3 Reset Password
Step 1: Open the reset password email and click here

PRS2.0 System Password Reset inboxx

Drug Office <prs2_info@dh.gov.hk>

tome =

Dear "l

Your PRS 2.0 system password reset request was accepted.

Please click here tq reset your password

This password reset is only valid for the next 15 minutes.

Please don't reply this auto sent mail by PRS 2.0 system.

Step 2: Input the new password and confirm new password and click submit

° Reset Password

INT-USER_RESET_PW_01 USR
l (8-20 characters containing at least one alphabet in upper case, one alphabet in lower case and one numeric)

New Password ‘ ‘

Confirm New Passwird| |

Step 3: Click Login Now to go to login page and use the new password to login

Version. : 1.1.18
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° Reset Password

i

Your password have been reset successfully.

2.1.4 Product E-Cert Validation
Stepl: Click the Cert Validation button.

‘With effect from 1 July 2023, the Pharmacy and Poisons Board will only issue certificates of drug/ product registration in
«electronic form for applications for initial registration, renewal of registration and change of registered particulars.
For details, please visit

https:/www.drugoffice.gov. hkiep: en/popup_launch of electronic certificate of drug_product registration en.html

L

Welcome to Pharmaceuticals Registration System (PRS2.0)

Qrganizational e-Cert File Location™ Choose File |No file chosen

Please select the e-Cert file, e g Cicertp12
Request for New Account

Cert Validation Reset Password

- mandatory field

For support service, please contact PRS2.0 help desk at (852) 3974 4195 during office hours (Monday-Friday:
09:00-13:00 and 14:00-17:45) or via e-mail to 'prs2_info@dh. gov.hk'

Pounts to note:

1. Install and configure the required software:
a. Web browser: Google Chrome
b. Web browser settings: Accept cookies and enable JavaScript
¢. Ensure TLS1.2 are enabled

The private key and the PIN of vour e-Cert will not be transmitted during the transaction.

Wt

. You should be alert to your surroundings before entering any personal mformation. Make sure that no one can
see your personal particulars and e-Cert password.

4. You should disable options on your browser to avoid storing or retaining your e-Cert password on the personal
computer.

5. For organizational e-Cert file location, it is case-insensitive in Windows platform

2015 copyright | Important notices  Last Revision Date: 5 July2023  Version: 1.0.131¢c

INT-USER_RESET_PW_02 USR
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Step2: Enter the Serial No. of the Product e-cert (right hand corner)
Step3: Upload the E-cert file
Step4: Click the ‘Verify’ button

° Verification System for Electronic Certificate of Drug/ Product Registration

i

Please enter the serial number printed on the upper right-hand comer of the electronic Certificate of Drug/ Product Registration (“electronic certificate™)

* Electronic certificate .I Please upload the PDF file of the electronic certificate.
No File Chosen

Clear || Cancel

For support service, please contact PRS2.0 help desk at (852) 3974 4195 during office hours
(Monday-Friday: 09:00-13:00 and 14:00-17:45) or via e-mail to prs2_info@dh.gov.hk.

2015 copyright | Important notices  Last Revision Date: 5 July2023  Version: 1.0.131c

If the E-Cert is Valid

° Verification System for Electronic Certificate of Drug/ Product Registration

N

Please enter the serial number printed on the upper right-hand comer of the electronic Certificate of Drug/ Product Registration (“electronic certificate”)

* Serial no.
* Electronic certificate UPLOAD Please upload the PDF file of the electronic certificate.
No File Chosen
Verify Clear Cancel
Result

This electronic certificate is valid. (at HKT 12:37, on 27/07/2023)

For support service, please contact PRS2.0 help desk at (852) 3974 4195 during office hours
(Monday-Friday: 09:00-13:00 and 14:00-17:45) or via e-mail o prs2_info@dh.gov.hk

2015 copyright | Important notices  Last Revision Date: 14 July2023  Version: 1.0.131e

If the E-Cert is not Valid

. Verification System for Electronic Certificate of Drug/ Product Registration

i

Please enter the serial number printed on the upper right-hand comer of the electronic Certificate of Drug/ Product Registration (“electronic certificate”)

* Electronic certificate UPLOAD Please upload the PDF file of the electronic ceriificate.

No File Chosen

Verify || Clear || Cancel

Result
The uploaded PDF file is NOT the same as the valid electronic certificate on record. (at HKT 10:10, on 10/07/2023)

For support service, please contact PRS2.0 help desk at (852) 3974 4195 during office hours
(Monday-Friday: 09:00-13:00 and 14:00-17:45) or via e-mail to prs2_info@dh gov hk

2015 copyright | Important notices  Last Revision Date: 5 July2023  Version: 1.0.131c

2.2 USER PROFILE

The company administrator and the supervisor can access the “User Profile” function. There
are three sub-functions, namely (i) “Maintain Company’s User Accounts” (only accessed
by company administrator); (i1) “Add Access Right”; and (iii) “Remove/Transfer Access
Right”.

2.2.1 Maintain Company's User Accounts

Version. : 1.1.18
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® Click the menu item “Maintain Company’s User Accounts” under “User Profile” in the
menu on the left.

® “Position” describes the position of the users in the company.

® “Supervisor Name” indicates the supervisor of a particular user.

® “New App.”, “CORP” and “Renewal” indicate the application submission privileges
for applications for registration for pharmaceutical products, change of registered
particulars and registered pharmaceutical product renewal of a particular user

respectively.

® Indicator “Y” indicates the user has the specific right and “N” indicates the user does
not have the specific right under the specific functions or roles.

®  “All Product” indicates the user has the right to access all products of its company.
® “User Admin.” indicates whether the user is the company administrator in PRS2.0.

® “Supervisor” indicates the user is the supervisor in PRS2.0 system which he has right
to grant staff under his supervision to have access rights of products in the company.

® “Status” indicates the right to log in to PRS2.0. Inactive user is prohibited from logging
into PRS2.0.

® (Click “Edit” to edit the company user account profile (Section Error! Reference
source not found.)

° Maintain Company User Accounts
T Login User Name,, UserName Position Phone Number,  Supervisor New CORP Renewal EOL All User Supervisor Status
Name App. Product Admin.

1 frial_one ORG Trial One Y Y Y Y N Y N Active  Edit

You are login as ORG Trial
One

TESTING LIMITED
Login date and time
17.08.2018 13:44

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History
- User Profile

Maintain Company's
User Accounts

Add Access Right

Remove/Transfer
Access Right

+ System

Logout

Version. : 1.1.18
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2.2.1.1 Edit user account profile

Step 1:
® Click “Edit” to edit a company user account profile.

° Maintain Company User Accounts
Login User Name . User Name - Position Phone Number, Supervisor Name New CORP Renewal All User Supervisor Status
% Y M App. Product Admin.
1 irenechu Irene Chu Company 26482518 v ¥ ¥ Y Y N Acuv
Administrator

You are login as Irene Chu -
DEF COMPANY 2 issaclee Issac Lee Supervisor 26482522 N N % N N Y Active  Edt
Louin dato and fime 3 winniefong FONG Winnie Company Staff 24925648 N v N N N N Active  Edit

4 edwinisang Edviin Tsang Senior Staff 26482520 Issac Lee Y % N N N N Active  Edit

Online Notification
My Product Search

+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Submission of Other
Post-registration
Supplement

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History
- User Profile
Add Access Right

Remove/Transfer
Access Right

+ Svstem

Step 2:
® Administrator can maintain the basic information of the staff or assign a supervisor to
the user.

° User Account Detail INT-USER_PROFILE_UPDATE_01

l View Details

information on e-Cert

You are login as Irene Chu .
DEF COMPANY Email Address of Authorized User
Login as and fme * Organization Name
* Business Registration Certificate Number
Online Notification
* Authorized User Name
My Product Search Position Company Staff
+ New Registration Contact Phone Number 24925648
_ Company Address -
+ Change of Registered
Particulars
+ Renewal of
Registration
+ Submission of Other i Active () Inactive
Post-registration Active Status ©
Supplement
Privileges Control
+ Interview I Supervisor E) (Only applicable for non-supervisor) I
+ Request to Cancel Product Information
Product Registration
Application Submission
+ Payment New Product Registration OAllow (@) Deny
Application History Change of Registered Particulars @Allow (O)Deny Senior Privileges
Application User Administrator OYes @No
- User Profile Renewal of Registration ( Access All products OYes @No
Maintain Company’s Cancel Product Registration (OAllow (@) Deny Supervisor (OYes @No
User Accounts
PP S Save | Cancel
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Scenario 1:

Administrator can edit the basic information of the staff, including the position, contact

phone number and the active status of the user. (Note that the phone number cannot be blank)
The privileges on accessing new application, CORP, and renewal senior privileges functions

of his staff can also be amended.

i INT-USER_PROFILE_UPDATE_01
° User Account Detail X T _

l View Details

information on e-Cert

You are login as Irene Chu . " "
DEF COMPANY Email Address of Authorized User
%7 glz"&tg ??"31[""8 * Organization Name

* Business Registration Certificate Number
Online Notification

My Product Search Position Company Staff

+ New Registration Contact Phone Number 24925648

7 ompany Address
+ Cha_ng? of Registered
lars

Particul
+ Renewal of
Registration
+ Submission of Other Active Status @ Active ) Inactive
Post-registration
Suppleme!
Privileges Control
+ Interview Supervisor [=] (only applicable for non-supervisor)
+ Request to Cancel Product Information
Product
Application Submission
+ Payment New Product Registration OAllow @ Deny
Application History Change of Registered Particulars @ Allow () Deny Senior Privileges
Application User Administrator OYes @No
- User Profile Renewal of Registration OAllow @ Deny Access All products OYes @No
Maintain Company’s Cancel Product Registration (O Allow (@) Deny Supervisor (OYes @No
User Accounts
. Save  Cancel

Scenario 2:

Administrator can assign supervisor to a particular staff. The “Supervisor” privilege allows
user to control access rights of products of staff under his supervision in the company.
(Assign Issac Lee as the supervisor of Winnie Fong in the following example)

Issac’s access rights of products before assignment:

@ User Account: Issac Lee---prs.issac lee@gmail.com |Z| Add
Application ID PL No. PR No. HK No. Name of Product User Account +

PL0321/1987 PR0426/1987 HK29705 WARTEX < .
issaclee prs.issac.lee@gmail.com

[} PL0330/1987 PR0428/1987 HK29707 VERRUGON B 5 =
| issaclee prs.issac.lee@gmail.com

PL0253/1994 PR0558/1994 HK40985 CPC VITAMIN B1 ;
issaclee prs.issac.lee@gmail.com

1 PLO531/1994 PR0392/1994 HK41132 VITAMIN B6 (CPC)

issaclee prs.issac lee@gmail.com

Winnie’s access rights of products before assignment:
@ User Account: FONG Winnie-—-prs.winnie fong@gmail,comE Add

Application ID PL No. PR No. HK No. Name of Product User Account $+

™ PL0121/2000 PR0301/2000 HK46915 OYSTER CALCIUM W/ VIT D S
] prs.winnie. com

Issac’s access rights of products after assignment:

@ User Account: Issac Lee——-prs.issac.lee@gmail.com B Add
Application ID PL No. PR No. HK No. Name of Product User Account s

[} PL0321/1987 PR0426/1987 HK29705 WARTEX - - -

] issaclee prs.issac.lee@gmail.com
Tl PLO330/1987 PR0428/1987 HK29707 VERRUGON
1) issaclee prs.issac.lee@gmail.com
| PL0253/1994 PR0558/1994 HK40985 CPC VITAMIN B1 5 Z £
i) issaclee  prs.issac. lee@gmail.com
E PL0531/1994 PR0392/1994 HK41132 VITAMIN B6 (CPC)
L issaclee prs.issac.lee@gmail.com
B PL0121/2000 PR0301/2000 HK46915 OYSTER CALCIUM W/ VIT D

Al issaclee prs.issac.lee@gmail.com
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N

You are Is
DEF COM
Login date and time
17.03.2015 11:31

in as Irene Chu
ANY

Online Notification
My Product Search

+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Submission of Other
Post-registration
Supplement

User Account Detail
View Details

information on e-Cert

* Email Address of Authorized User

* Organization Name

* Business Registration Certificate Number

* Authorized User Name
Position
Contact Phone Number

Company Address

Active Status

Privileges Control

Company Staff
24925648

@ Active () Inactive

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

- User Profile

Maintain Company’s
er Accounts

| Supervisor
roduct information

Issac Lee E} (Only applicable for non-supervisor) I

Application Submission
New Product Registration

Change of Registered Particulars
Application

Renewal of Registration

Cancel Product Registration

(OAllow (@) Deny

@Allow (O Deny Senior Privileges

User Administrator (OYes @No

(OAllow (@ Deny Access All products (O Yes @No
OAllow (@) Deny Supervisor (O Yes @No

INT-USER_PROFILE_UPDATE_01

Save | Cancel
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Step 3:

® C(lick “Save” to save the updated profile or click “Cancel” to revoke the changes and
go back to the user account list.

i INT-USER_PROFILE_UPDATE_01
° User Account Detail

l View Details

information on e-Cert
You are login as Irene Chu

DEF COMPANY Email Address of Authorized User
'1'7 '5'20031‘; 2?‘%1""“ * Organization Name
* Business Registration Certificate Number
Online Notification
* Authorized User Name
My Product Search Position Company Staff
+ New Registration Contact Phone Number 24925648
_ Company Address A
+ Change of Registered
Particulars
+ Renewal of
Registration
+ Submission of Other i @ Active () Inactive
Postregistration Active Status
Supplement
Privileges Control
+ Interview Supervisor Issac Lee \3 (Only applicable for non-supervisor)
+ Request to Cancel Product Information
Product Registration
Application Submission
+ Payment New Product Registration (OAllow (@ Deny
Application History Change of Registered Particulars @Allow () Deny Senior Privileges
Application User Administrator
- User Profile Renewal of Registration OAllow @ Deny Access All products

Maintain Company’s Cancel Product Registration (OAllow (@) Deny Supervisor
User Accounts
et
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2.2.2 Add Access Right

The company administrator and supervisor can access the “Add Access Right” function.

This function allows the addition or assigning the access right of product(s) to staff.

Step 1:

® (Click the menu item “Add Access Right” under “User Profile”in the menu on the left.

(]

T

You are login as lrene Chu
DEF COMPANY

Login date and time
17.03.2015 12:27

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Submission of Other
Post-registration
Supplement

+ Interview

+ Request fo Cancel
Product Registration

+ Payment

Application History

Maintain Company’s
User Accounts

Add Access Right

Remove/Transfer
Access Right

Add Access Right

@ All Products  Add

Application ID/PL No./PR No./HK No. Add
User Account: [~] Add
|:| Application ID PL No. PR No. HK No.
Add Access Right to...

All Accessible Staff
User Account: [+] Add

Add Access Right  Clear

Name of Product User Account %

Add Access Right Clear
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Step 2:

® Select the product list by (i) choosing all products; (ii) specify a product with
application ID (e.g. ANP20149000153) / PL no.(e.g. PL0012/2015) /PR no. (e.g.
PR0012/2015) / HK no. (e.g. HK12345); or (iii) selecting user account.

® (lick ‘Add’ to generate the product list.

® Under ‘Add Access Right to..”, select the user account from the dropdown for a specific
staff or click ‘all accessible staff’ for all staff under his supervision.

® After that, click “Add Access Right” to update the changes or click “Clear” to reload
the page.

T

fou are login as WONG

avi
ABC COMPANY LIMITED
_ogin date and time

I7%8 2018 14:15

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History
- User Profile

Maintain Company's
User Accounts

Add Access Right

RemovelTransfer
Access Right

+ System

Logout

Add Access Right || Clear
Add Access Right
®) All Products | Add

O Application IDIPL No./PRNo/HKNo.[  |[Add

) User Account: | v| Ad

1 Application ID PL No. PR No. HK No. Name of Product User Account %

Add Access Right to...

All Accessible Staff

User Account: | v|(Add

Add Access Right || Clear
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Scenario 1:

Select from all product(s) and access right of product(s) to a particular user (in this scenario
assigning product HK-63516 and HK-63525 to staff Susan Cheung):

® Select All Products and click the “Add” button.

° Add Access Right || Clear

'I' Add Access Right
II Products

Suu.are login as WONG

R o LMITED OApplication IDIPL No/PRNo/HKNo.[  |[Add

_ogin date and time
17.08.2018 14:15

(O User Account: | V| Add

Online Notification 0 Application ID PL No. PR No. HK No. Name of Product User Account P

My Product Search Add Access Right to...
+ New Registration All Accessible Staff
+ Change of Registered User Account: | || Add

Particulars

Add Access Right | Clear

+ Renewal of

Registration
+ Interview

+ Request to Cancel
Product Registration

+ Payment
Applicaticn History
- User Profile

Maintain Company's
User Accounts

Add Access Right

Remove/Transfer
Access Right

+ System

Logout

® Select the product(s) and the accessible staff.
T Add Access Right
@ All Products | Add

e OApplication IDIPLNo/PRNo/HKNo.[  |(Add

Login date and time
17.08.2018 14:34

() User Account: | V|| Add
Oriw T 0 Application ID PL No. PR No. HK No. Name of Product User Account e
— — — — —
My Product Search =] ANP20168000012 PLO10/2016 PRO01212016 HKE3516 PAYMENT TEST =
avid_wong  prs.david wong@gmail.com
@ Mo iy mirem O ANP20169000041 PLOO3812016 PRO030/2016 HKE3522 TEST2016112301
kenny_liu prs.kenny liu@gmail.com
+ Change of Registered david_wong prs.david.wong@gmail.com
Particulars
susan_cheung_1  prs.susancheung@gmail.com
+ Renewal of
Registration i ANP20178000064 PLO087/2017 PRO05512017 HKG3565 MY 20170512 1612
david_wong  prs.david.wong@agmail.com
+ Interview
Add Access Right to...
+ Request to Cancel
Product Ri All A ible Staff
P [IEEEEIR T Susan CHEUNG—prs.susan cheung@gmail com SR IIGY G
it S dd Access Right | [Clear
- User Profile

Maintain Company's
User Accounts

Add Access Right

Remove/Transfer
Access Right

+ System

Logout

Scenario 2:
Assign access right of product(s) to a particular user (in this scenario assigning product HK-
63516 to staff Kenny Liu):

® Select “Application ID /PL No. /HK No.”.

Version. : 1.1.18 26



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

®  Select the user account from the dropdown list (staff Kenny Liu).

K

You are login as WONG
David

ABC COMPANY LIMITED
Login date and time
1708.2018 14:34

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History
- User Profile

Maintain Company's.
User Accounts

Add Access Right

RemovelTransfer
Access Right

+ System

Logout

Add Access Right

OAIll Products | Add

Ii‘AppIication ID/PL No./PR No./HK No. |HK6351§| x | Add I

OUser Account: | V|| Add
Application D PL No. PR No. HK No.
ANP20169000012 PLO010/2016 PRO012/2016 HKB3518

Add Access Right to...

All Accessible Staff

IJSEI' Account:|LIU Kenny-—prs. kenny liu@gmail.com V| Add I

Name of Product

PAYMENT TEST

Add Access Right | |Clear

User Account ¢

david_wong prs.david. wong@gmail.com

Add Access Right || Clear
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Scenario 3:
Assign access right of product(s) to all users (in this scenario assigning product HK-63516
to all staff):

® Sclect “Application ID /PL No. /HK No.”.

® Click “All Accessible Staff”, then all active staff will be added to the accessible staff
list.

T Add Access Right

O Al Products | Add

You are login as WONG
A OMPANY LIMITED E:Applica:ion ID/PL No./PR No./HK No. [HKE3516 Add |

Login date and time
17.08.2018 14:34

O User Account: | V| Add
Onling Notification ] Application ID PL No. PR No. HK No. Name of Product User Account P
My Product Search ANP20168000012 PLO010/2016 PRO012/2016 HKB3516 PAYMENT TEST
david_wong  prs david wong@gmail.com

+ New Registration .
Add Access Right to...

Change of Registered |
¥ Particuiars oo All Accessible Staff ]|,

User Account: ‘WONG David-—prs.david wong@gmail.com v‘ Ad
+ Renewal of
Registration User Aceount:[LIU Kenny-—prs kenny liu@gmail.com || Renfove
o RS User Account:\ Susan CHEUNG--—-prs.susan.cheung@gmail.com V| Renjove

A @IBM

Scenario 4:
Assign access right of product(s) from a user account to another user account (in this
scenario assigning product HK-63489 from Kenny Liu to Susan Cheung):

Select User Account and specify a user account.

Click the “Add” button.

Select the product(s) and user account to add access right.
Click the “Add Access Right” button.

T Add Access Right

(Al Products | Add

\[’)Du_are login as WONG

ABCCOMPANY LIMITED OApplication ID/PL NoJPRNo/HKNo.| — |(Add

Login date and time
17082018 1434 I@ User Account: \ LIU Kenny-—prs._kenny liu@gmail.com V\ ldd
—
O ] Application ID PL No. PR No. HK No. Name of Product User Account +
My Product Search O ANP20169000040 PLO035/2016 PRO029/2016 HKE3518 TEST_2016112101 Kenny_liu  prs kenny liu@gmail.com
+ New Registration O ANP20169000041 PLO033/2016 PRO030/2016 HK63522 TEST2016112301
kenny_liu  prs kenny liu@gmail.com
+ Change of Registered
Particulars O ANP20159000238 PLO183/2015 PRO001/2016 HP Test Generic 1005 e e
+ Renewal of ANP20159000242 PLOD19/2016 PRO0T7/2016 TEST 20160803
Registration O kenny_liu  prs.kenny liu@gmail.com
5 9012015
+ Interview O ANP2015900024 PLO190/201 PROD03/2016 HP test 20151222 = | rELE e
+ Request to Cancel ANP20159000246 PLODO1/2016 PROD04/2016 ABC TABLES
Product Registration O kenny_liu  prs.kenny.liu@gmail.com
5
+ Payment ANP20159000217 PLO141/2015 PRO0B2/2015 HKB3439 HP TEST MANUAL 0417 T | EECET e
Application Histor
pp y O ANP20169000052 TEST ABC Kenny_lu  prs.kenny u@gmail.com
- User Profile O ANP20169000053 TEST 20161216

kenny_liu  prs.kenny.liu@gmail.com
Maintain Company's
User Accounts

Add Access Right -
Remove/Transfer . -
Access Right \Iser Account: [Susan CHEUNG—prs susan cheung@mall com V| AdtI

+ System Add Access Right || Clear

Logout

Add Access Right to...
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Step 3:
®  After clicking the “Add Access Right” button to update the changes or click “Clear” to
reload the page, the following dialogue box will come up.

(z=m2 ||

l\ Updated successfully.

|
|

S WEE— ‘
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2.2.3 Remove/Transfer Access Right

The company administrator and the supervisor can access the “Remove/Transfer Access
Right” function. This function allows the revoke or transfer of access right of product(s)
between staff.

Step 1:
® (Click the menu item “Remove/Transfer Access Right”” under “User Profile”’in the menu
on the left.

Remove/Transfer
[

'I Add Access Right
Transfer/Revoke From:[Susan CHEUNG-—prs susan.cheung@gmail com hd

You are login as WONG

David To:[<<Revoke from User>> v
ABC COMPANY LIMITED
Login date and time
04.05.2016 10:53 1 Application ID PL No. PR No. HK No. Name of Product User Account +
T —— 0 ANP20159000243 PLD185/2015 PROT16/2015 HKB3505 TEST 1127 susan_cheung  prs.susan.cheung@gmail. com
Remove/Transfer
My Product Search

+ New Reaistration

+ Change of Registered
Particulars

+ Renewal of
Registration
+ Interview

+ Reguest fo Cancel
Product Registration

+ Payment
Application History

- User Profile

Maintain Company's
User Accounts

Add Access Right

RemovefTransfer
Access Right

+ System

Logout

Step 2:
® Select the user (i) revoke the access right of the product from the user; (ii) to transfer
the access right of the product to another user.

For users who are “Company Admin” and “Supervisor”, the user role would be
displayed next to the email address

° Removel/Transfer
'I' Add Access Right
Transfer/Revoke From:\ Susan CHEUNG-—-prs.susan.cheung@gmail.com(Supervisor) V\
You are login as WONG
David Jo:[ <<Revoke from User=> M I
ABC COMPANY LIMITED
Login date and time —
171082018 14:34 [] Application ID PL No. PR No. HK No. Name of Product User Account *
- _ O ANP20169000032 PL0D29/2016 PRO024/2016 HK83517 WALKTRHOUGH susan_cheung_1 prs.susan.cheung@gmail.com
Online Notification
O ANP20168000041 PLOD38/2016 PRO030/2016 HKE3522 TEST2016112301 susan_cheung_1 prs.susan_cheung@gmail.com
My Product Search
O ANP20168000040 PLOD35/2016 PR0029/2016 HKB3518 TEST_2016112101 susan_cheung_1 prs.susan cheung@gmail. com
+ New Registration
ANP20179000040 MY APO susan_cheung_1  prs.susan.cheung@gmail.com
O @g!
+ Change of Reg

Particulars Removel/Transfer

+ Renewal of
Registration

Step 3:
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® Click the checkbox of the product(s) and select a specific user account to transfer the
access right of product(s) or select “<<Revoke from User>>"to revoke the access right

of product(s).

Scenario 1:
To revoke product access right from particular user (in this scenario revoke the access right
of the selected product from staff Susan CHEUNG).

® Select staff Winnie Fong from the “Transfer/Revoke From” dropdown list and select
“<<Revoke from User>>"option under the “To”” dropdown list.

™ Remove/Transfer
I' Add Access Right
I Transfer/Revoke From:[Susan CHEUNG—-prs.susan.cheung@gmail.com(Supervisor) ™| I
You are login as WONG —
David G} <<Revoke from User=>
ﬁ?ﬁﬁ?ﬂ’?ﬁ;ﬂ'ﬁ’uﬂ\e’”ﬂm LIU Kenny—-prs kenny liu@gmail.com i
17.08.2018 14:34 Susan CHEUNG--—prs.susan.cheung@gmail.com(Supervisor) | HK No. Name of Product User Account s
Online Nofification O ANP20162000032 PLOD29/2016 PRO024/2016 HKE3517 WALKTRHOUGH susan_cheung_1 prs.susan.cheung@gmail.com
0 ANP20169000041 PLOD33/2016 PRO030/2016 HKB3522 TEST2016112301 susan_cheung_1 prs.susan cheung@gmail.com
My Product Search
O ANP20162000040 PLOD3S2016 PRO029/2016 HKE3518 TEST_2016112101 susan_cheung_1  prs.susan.cheung@gmail.com
+ New Registration
0 ANP20179000040 MY APO susan_cheung_1 prs.susan.cheung@gmail.com
+ Change of Registered
Particulars Remove/Transfer
+ Renewal of
Registration
+ Interview

+ Raauast to Cancal

Scenario 2:
To transfer the access right of the product between staff (in this scenario transfer the access
right of the selected product from staff Susan CHEUNG to Kenny LIU).

®  Select staff Winnie Fong from the “Transfer/Revoke From” dropdown list and select
staff Edwin Tsang under the “To” dropdown list.

™ RemovelTransfer
l Add Access Right
1
I‘ransferfRevoke From:|Susan CHEUNG—-prs._susan.cheung@gmail ccmlSupervisor) V\
You are login as WONG —
avid L} === —
ABC COMPANY LIMITED Kenm. Aamail com
Login date and time o
17.08.2018 14:34 Susan CHEUNG-—prs.susan.cheung@gmail com(Supervisor) HK No. Name of Product User Account P
T —— O ANP20168000032 PLOD28/2016 PRO024/2016 HKB3517 WALKTRHOUGH susan_cheung_1 prs.susan cheung@gmail.com
0 ANP20169000041 PLOD33/2016 PROO30/2016 HKB3522 TEST2016112301 susan_cheung_1 prs.susan.cheung@gmail.com
My Product Search
0 ANP2016900004D PLOD35/2016 PRO029/2016 HKB3518 TEST_2016112101 susan_cheung_1 prs.susan cheung@gmail.com
+ New Registration
ANP20179000040 MY APO susan_cheung_1  prs.susan.cheung@gmail.com
O
+ Change of Registered
Particulars Remove/Transfer

+ Renewal of
Registration

+ Interview

+ Reauest to Cancel

Step 3:
®  Select the product(s).
® C(Click “Remove/Transfer” to update the changes.

Version. : 1.1.18

31



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

(] -

'l' Add Access Right
Transfer/Revoke From:\ Susan CHEUNG-—prs susan.cheung@gmail com(Supervisor) v‘

You are login as WONG
David

avi To:|LIU Kenny----prs.kenny liu@gmail.com v

ABC COMPANY LIMITED ‘ y—P yu@g ‘

Login date and time

17.108.2018 1434 ] Application ID PL No. PR No. HK No. Name of Product User Account *

N y ~ ANP20168000032 PLD029/2016 PRO024/2016 HKB3517 WALKTRHOUGH susan_cheung_1 prs.susan cheung@gmail.com
Online Notification

o
E ANF20169000041 PLOO3872016 PRO030/2016 HKB3522 TEST2016112301 susan_cheung_1  prs.susan cheung@gmail. com
0O ANP20169000040 PLO035/2016 PRO029/2016 HK83518 TEST_2016112101 susan_cheung_1  prs.susan.cheung@gmail.com
+ New Registration
O ANP20178000040 MY APO susan_cheung_1 prs.susan.cheung@gmail.com
+ Change of Registered

2ERs =50

§, Updated successiully.

2.3 ONLINE NOTIFICATION

Online Notification is the default landing page after the user has logged in to PRS2.0
successfully. User can view all the important messages sent by the Drug Office in this page.

The online notification is divided into 7 different modules, namely (i) “New Product
Registration”; (ii) “On Going”; (iii) “CORP” (change of registered particulars); (iv)
“Renewal of Registration”; (v) “Cancellation Request”; (vi) “Interview”; and (vii) “Non
Pharmaceutical Product Alert”. And New Product Registration, CORP, Renewal of
Registration modules have an ‘Archived Notifications’ button. When the application is
completed, its notification will be archived and will not be shown in online notification page.
Click “Archived Notifications’ of that three modules will show the archived notification of
that three modules.

i i i ONLINE_NOTIFICATION_VIEW_01
° Online Notificationy
H New Product Registrationl Archived Notifications
Notification Date & Subject # Proposed Name of Product 4 PLNo. 4 Payment Status
?‘é‘;j{%ﬁg'“ as ORG Open  21.01.202117:25:14 Application Payment Request FACE CREAM PLO001/2021 Paid
TESTING LIMITED (TEST) Open  21.01.202117:14:03 Screening Appiication FACE CREAM PLO001/2021 N/A
Login date and time . - )
09.02.2021 14:33 Open 06112019 11:52:34 Application Payment Request EST OPEN FILE CASE 3 PLO0242019  Paid
Open  05.09.2019 16:10:27 Screening Appiication TEST OPEN FILE CASE 3 PLO0242019 /A
Online Notification Open  04.09.2019 111716 Evaluation Application TEST 2017022401 PLO030/2017 MIA

My Product Search
CORP Archived Notifications
+ New Registration
Notification Date &  Subject 4 HKNo. 4 Name of Product :
+ Change of Registered Open 2801202104002 Application Effective Reminder HK53536 DEMO ON 2017-01-19
FEELER Open 2201202109470 Application Submitied Notification HKE3668 TEST 20145
& FEEElT Open 2001202111:5056  Application Submitied Notification HKG3536 DEMO ON 2017-01-19

Regisiration

Request to change IRenewaI of Registration I Archived Notifications

name and/or address
of the certificale holder

Notification Date 4  Subject 4 Name of Product 4 No.ofRenewals &

o T T Open 28.09.2019 02:06:59 Expired Product Notice DEMO ON 2017. 1

Product Registration Open 20.07 2019 02:05-10 Expired Product Notice TEST OPEN FILE CASE 1

Open 08.07.2019 04:00:11 Renzwal Final Reminder DEMO ON 2017 1

+ Payment

Application History Cancellation Request

Notification Date 4  Subject 4 HKNo. 4 Name of Product =
+ User Profile - = 3 5 . P S——
Open 21.01.2021 15:49:10 Cancellation Registration Request Submitled Nofification HKB3517 WALKTRHOUGH

+ Printing Service

INon Pharmaceutical Product Alert I
No related notifications

+ System

Logout
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After click the Archived Notifications Button. The archived application will be shown.

Online Notification ONLINE_NOTIFICATION_VIEW_01
(@) Filter by Notification Date (7 Filter by HK No Back

From[23.08.2015 | 21| 0[01.10.2018 | 4 ] Search

CORP
Notification Date % Subject % HKNo. % MName of Product *
Open 14.09.2018 15:34:32 Application Approval Nofification HKB83517 WALKTRHOUGH
DOpen 14.08.2015 15:02:02 Application Screening Notification HK83517 WALKTRHOUGH
Open 13.09.2015 11:59:48 Application Submitied MNofification HKB3517 WALKTRHOUGH

The online notifications for different modules will be shown in the respective section in this
manual.

The user can have the two options for filtering the data below:-
Q) Filter by Notification Date: Input the date range, for example from 29.07.2020
t0 29.01.2021. Then click “Search” button.

O n | | ne N Otiﬁcation ONLINE_NOTIFICATION_VIEW_01
(@) Filter by Nofification Date () Filter by HK No. Back
|From [29.07 2020 2 |10[29.01.2021] & | searcn
CORP
Motification Date + Subject * HK No. * Name of Product *

Open 12.01.2021 17:37:19 Application Clarification Nofification HK42660 RTINS O TR SO

Open 12.01.2021 17:34:49 Application Screening Nofification HK42660 S SO RS

Open 27.11.2020 04:00:10 Application Effective Reminder HK42660 e e ]

Open 26.11.2020 14:45:02 licati g i HK42660

Open 26.11.2020 14:34:57 Application Screening Nofification HE42660 el e

H H . : 113 bR
(i) Filter by HK No.: Input a HK no., for example 41190. Then click “Search
button.

Online Notiﬂcation ONLINE_NOTIFICATION_VIEW_01
() Filter by Mofification Date (@) Filter by HK No. Back

| HK|41190 | Search |

CORP
Notification Date = Subject = HK No. bl Name of Product
Open 21.08.2018 18:35:21 Application Approval Mofification HK41190 PRODUCT MAME 3000 X0000
Open 21.08.2018 18:34:10 Application Screening Nofification HK41190 PRODUCT NAME X000 20000
Open 21.08.2013 18:33:18 Application Submitted Notification HK41190 PRODUCT NAME X2000¢ 0000

The “Archived Notification” function in CORP is similar to those in “New Product
Registration” and “Renewal of Registration”.

2.3.1 New Product Registration Online Notification

Users can view the basic application information such as the product information and the
notification letter:

Step 1:

® (Click the menu item “Online Notification” in the menu on the left.

4
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®  C(lick the hyperlink “Open” to view the notification.

° Online Notification

i

New Product Registration

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

You are login as

12.01.2021 10:34:23

Notification Date * Subject

Certificate Payment Request

Proposed Name of Product  $ PL No. 3

Payment Status,
PLOS75/2016  Paid

RSSO E—

- Open  20.11.2020 17:13:29 Certificate Payment Request JAVA 8§ START PLO00412020 Paid
Login date and time 0112020 15:45:4 Screening Apolication EQUREON POWDER EL0002/2020_tuA
28.01.2021 15:06
CORP Archived Notifications
My Proguct Search Notification Date % Subject B HK No. B Name of Product B
Open 12.01.2021 17:40:32 Applicaton Withdrawal Rejected Notification HK42660 TRTTTORTTTTSTT TR
+ New Registration Open 12,01 2021 17-38:55 Application Submitted Notification HK42660 i e e e
; e : cati i OB 00 S
+ Change of Registered Open 12.01.2021 17:38:55 Application Scresning Nofification HK42660
Particulars
Renewal of Registration i ificati
+ Renewal of g Archived Notifications
Registration
Notification Date & Subject B Name of Product B No. of Renewals 4
+ Request to Cancel Open 27.01.2021 04:00:14 Renewal Nofification DRUG NAME JOGCK TAB 50MG 1
Product Registration
+ Payment Cancellation Request
Application History Nofification Date & Subject B HK No. B Name of Product B
Open 26.01.2021 15:07:50 Cancellation Registration Request Submitted Notification HK31189 PR SR S A B RS te—
+ User Profile
Non Pharmaceutical Product Alert
+ System
Notification Date & Subject 4 HKNo. ¢ Name of Product E
Logout Open 11.02.2016 04:00:00 Renewal Pending Reminder HKG0464  GEFEGTHGM-EAR-E00ME—
Open 12.01.2016 04:00:02 Renewal Pending Nofification HKE0464 STRcrbiic i obhie—

Step 2:

®  Click the hyperlink “Notification Detail” to view the notification letter in detail.

®  C(lick the “Go” button to redirect to the corresponding page.

Online Notification

New Product Registration

Mofification Date :

PL No. : PLO975/2016
PR Mo.: PRO012/2017
HK No_: HKE5261

Proposed Name of Product (English)
Notification Detail

12.01.2021 10:34:23

VOCIN 500 TABLETS 500MG

Attachmentiz) :

1. Go To Certificate Payment :

2_In alternative to (1), you may send the outstanding information by pest or in person to the Drug Office

Drug Evaluation and Import / Export Control Division
Suites 2002-05, 20/F,

AlA Kowloon Tower, Landmark East,

100 How Ming Street, Kwun Tong,

Kowloon, Hong Kong

ONLINE_NOTIFICATION_VIEW_01

For enguiries, please call our hotline at (852) 3974 4175 or email to prs2_infog@dh.gov.hk quoting the reference number of this application or the PL number of PR number of your product

under the process of new product registration
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PHARMACY AND POISONS ORDINANCE
(CHAPTER 138)
EHREPIB1ISTHEN R EEGEG
Date Hf: 17.02.2015

NOTIFICATION OF PAYMENT
SreEanHE

A. Payment Particulars

EIRE 6 g2

This is to notify you to pay for the following application(s)/registration(s):
B R MRS YRR A

Number Total Fee
i fa¥er
E.—\pplitn(iou(s) for Product Registration
5 1 HKS$1.100
SRR (HKS1,100)
Ref. #{%#:
PL0181/2015
Drug Office
Department of Health

DEF COMPANY

D 18 HUNG HOI CENTER

255 KING'S ROAD

NORTH POINT HONG KONG

® The system will redirect to the new application payment pool.

° New Application Payment
Print || Ready to Pay
[] Application Received Date PL No. . PR No. Y Proposed Name of Product Y Payment Status Y

Bou_ﬂre login as WONG O 31.05.2017 16:16 PLOO70/2017 MY 20170531 1559 Ready for Application Payment

avi
ABC COMPANY LIMITED
Login date and time O 2510.2017 14:34 PLO0862017 MY 20170928 1652 Ready for Application Payment

7082018 15:08

Online Notification

My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout
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2.3.2 CORP Online Noti

Users can view basic CORP application information such as product

application details:

Step 1:

fication

® (Click the menu item “Online Notification” in the menu on the left.

®  Click the hyperlink “Open” to view the notification.

° Online Notification

i

New Product Registration

Notification Date ¥

You are login as Open  12.01.2021 10:34:23

Open 20.11.2020 17:13:29

i_ogin date and time Open 20.11.2020 16:45:42
28012021 15:06

Online Notification

My Product Search

CORP

Certificate Payment Request
Certificate Payment Request

Sereening Application

Subject

OSSR E—

JAVA & START
BOURBON POWDER

B Proposed Name of Product &

information and

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

PLNo. $+ Payment Statuls
PLO975/2016 Paid
PLO004/2020 Paid
PLO002/2020 MN/A

Archived Notifications

12.01 2021 17:40:32

@ Applicaton Withdrawal Rejected Notification HK42660 TR TRESTTE—
+ New Registration Open 12.01.2021 17-38:55 Application Submitted Notification HK42660 il e e S
+ Change of Registered Open 12.01.2021 17:38:55 Application Scresning Nofification HK42660 OB 00 S
Particulars
= | Af Danictrati
+ Renewal of
Registration
Notification Date & Subject Name of Product B No. of Renewals
+ Request to Cancel Open 27.01.2021 04:00:14 Renewal Nofification DRUG NAME JXXCK TAB 50MG 1
Product Registration
+ Payment Cancellation Request
Application History Nofification Date & Subject HK No. B Name of Product B
Open 26.01.2021 15:07:50 Cancellation Registration Request Submitted Notification HK31189 PR SR S A RS RSt
+ User Profile
Non Pharmaceutical Product Alert
+ System
Nofification Date 4 Subject 4 HKNo. ¢ Name of Product E
Logout 11.02.2016 04:00:00 Renewal Pending Reminder HKG0464  GETEaTH-Ga-amiotam—

EE

12.01.2016 04.00:02

Renewal Pending Netification

HKB0464

e e e A e
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Step 2:

® C(lick the “View Detail” button to view the application in detail.

T Online Notification

You are login as FONG

‘[’)vli;rineiecommuv

Login date and time Application Clarification Notification
17.08.2018 15:38

5 y 5 Notification Date: 24.08.2017 15:06:20
Online Notification Notification Letter: ClarificationLetter pdf
My Product Search Dear Ceriificate Holder,

CORP_NOTIFICATION

Back

+ New Registration We want to inform you following application(s) have been evaluation failed. Please follew up attached clarification letter required information to reply application as soon as possible.

+ Change of Registered Application Ref. No. *+ HK No.# Name of Product 4+  Change Categories$ Application Payment Status #
Particulars CORP-HKB3554-201750673 HKB3554  TEST 20170221001 23 Application Evaluated Not Necessary

+ Renewal of
Registration

® The system will redirect to the CORP application page.
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CORP Application Status

(Reply Clarification Letter | Withdraw Application | (Close |

Summary | e-Product File (¢-PF) Change | DOReq. | Clarification Letter | Ack.letter | CORPChange History | Ref. Material

Same Batch
I\?‘" are login as FONG Application Reference No. CORP-HK63554-201750673 Application Status: Application Evaluated
innie
DEFG COMPANY Application Batch No. CORP-HK63554-201750673 Application Type: Certificate holder initiated - New GORP application
Login date and time

17.08.2018 15:38

HKNo.: HKG3554 Prvious App. Reference No.:

Product Name: TEST 20170221001 DO Request Reference No.
Online Notification Application Recaived Date: 18.08.2017 Client Date: 18082017

My Product Search

+ New Registration

+ Ghange of Registered
s

Particular

+ Renewal of
Registration

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

Proposed Effective Date:
Hard Copy Received Date:

Application Form Image: No File Chosen

Justification (Urgent Application)
Submission Submission

Applicant Username: winnie_fong

— Category 2 - Label Under Evaluation

2.Label

2.1-Change in label

Brief Description of Change and Reason: tewst

Supporting Documents:

i Proposed label with the change(s) underlined or highlighted *

test3 pdf | | The same file has
already been uploaded in another
location in this submission

Change Categories Allowed for Amendment:

— Category 3 - Package Insert Clarification Letter Sent

test 1234

3.Package Insert

3.1-Change in package insert

Not Required

Brief Description of Change and Reason: test

Supporting Documents:

i. Proposed package insert with the change(s) underlined and highlighted *

testd.pdf | | The same file has
already been uploaded in another
location in this submission

ii. Documents substantiating the proposed change(s) with the relevant sections highlighted *

testd pdf | | The same file has
already been uploaded in another
location in this submission

Change Categories Allowed for Amendment:

[Reply Clarification Letter | ( Withdraw Application | Close |

2.3.3 Renewal of Registration Online Notification

Users can view the basic application information such as the product information and the

application detail:

Step 1:
® Click the

® C(lick the

menu item “Online Notification” in the menu on the left.

hyperlink “Open” to view the notification.
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You are login as

i_ogin date and time
28.01.2021 15:06

Online Notification

New Product Registration

Notification Date * Subject

Open 12.01.2021 10:34:23
Open 20.11.2020 17:13:29
Open 20.11.2020 16:45:42

Certificate Payment Request
Certificate Payment Request

Sereening Application

JAVA & START
BOURBON POWDER

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

* Proposed Name of Product  $ PLNo. $ Payment Statuls

OSSR E—

PLO975/2016 Paid
PLO004/2020 Paid
PLO002/2020 MN/A

CORP Archived Notifications
My Product Search Notification Date $ Subject HKNo. 4 Name of Product )
Open 1201202117:4032  Applicaton Withdrawal Rejected Notification HK42660 TCRTCTORTTTS O TR ST
L HEE i Open 12,01 2021 17-38:55 Application Submitted Notification HK42660 il e e S
+ Change of Registered Open 12012021 173855 Application Screening Nofification HK42660
Particulars
+ Renewal of Renewal of Registration Archived Notifications
Registration
Notification Date & Subject Name of Product %+ No.ofRenewals %
+ Request to Cancel 27.01202104:00:14  Renewal Nofificaion DRUG NAME 000K TAB 50MG 1
Product Registration
+ Payment Cancellation Request
Application Histary Nofification Date & Subject HKNo. ¢ Name of Product £
Open 26012021 15:07:50  Cancellation Registration Request Submitied Notification HK31198 B R
+ User Profile
Non Pharmaceutical Product Alert
+ System
Nofification Date & Subject 4 HKMNo. ¢ Name of Product +
Logout Open 11.02.2016 04:00:00 Renewal Pending Reminder HIGO4E GOmambiiniis foiim
Open 12.01.2016 04:00:02 Renewal Pending Nofificaion HKE04BY SATRET Al faois
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Step 2:

® (Click the hyperlink “View Renewal Application Status” to view the application in

detail.

You are login as WONG

David

ABC COMPANY LIMITED
Login date and time
17.08.2018 15:44

My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

RENEWAL_NOTIFICATION

Renewal of Registration

Print Product List || Back
Renewal Final Reminder
Notification Date: 20.03.2018 10-52:49
Notifi 1 Letter: Renewal Final Reminder.pdf
HKNo. ¢ PRNo. ¢ Name of Product £ Required information 4

HKE1844 PRO664/2012 PRODUCT NAME XXXX

HKE1340 PR0659/2012 PRODUCT NAME XXXX

HK36789 PR0O830/1992 PRODUCT NAME XXXX BABE Requirement

View Renewal Application Statu: I

Print Product List || Back

The system will redirect to the Renewal Application Status page.

Eou_arelogin as WONG

avi

ABC COMPANY LIMITED
Login date and time
27.07.2023 10:04

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

Renewal of
Registration
Application Status

juct Confirmed Not o

enew
- Requiras Further Action
Before Product Renewal

+ Submission of Other
Post-registration
Supplement

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Proiile

+ Printing Service

+ System

Logout

. . RENEWAL_STATUS
Renewal of Registration

Reply and Pay for Renewal of Registration I

Please complete the renewal procedure at least 10 working days before the expiry date of the certificate. If you make online payment via PRS 2.0, please compleie the relevant payment
transaction at least 5 working days before the expiry date of ihe certificate.

In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 3974 4195 during office hours

Note: Working days do not include Saturday / Sunday / holiday(s).

Renew || Not to Renew
4 HKNo. &

Name of Product # Notify Date % Expiry Date # Batch No. *
D HK37027 CEDAX CAP 400MG 1508 2022 12.09.2023 Batch Five
Payment Completed
HK No. ~ Name of Product + PaymentDate . LastExpiryDate. ExpiryDate . g§|(1 Collection . Batch No. o
* 4 * £ + pt 4 4

Issued e-Certificate

When released, the download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Certificate for your record after downloading.
HK No. # Name of Product 4

PaymentDate % Last Expiry Date$ Expiry Date 4 e-Certificate 4 Batch No. =

Product Confirmed Not to Renew
Reinstate
% HKNo. 4+ Name of Product 4 Reply Date 4 Expiry Date 4 Batch No. &

Requires Further Action Before Product Renewal

Please complete the renewal procedure at least 10 working days before the expiry date of the certificate. If you make online payment via PRS 2.0, please compleie the relevant payment
transaction at least 5 working days before the expiry date of the certificate.
In case cerificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 3974 4195 during office hours.
Note: Working days do not include Saturday / Sunday / holiday(s).
Not to Renew

% HKNo. L4

Name of Product # Reason # Expiry Date # Batch No. +
O HKB3572 TEST 2017011901 BABE list 23.08 2023 Batch Four
HK36996 NULCER TAE 400MG ‘CORP Requirement 25.08.2023 Batch Four
O
O HK444560 FENSTAN TAB 500MG CORP Requirement 10.03.2024 Batch Two
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2.3.4 Cancellation Request Online Notification

Users can view the basic application information such as the product information:

Step 1:

® (Click the menu item “Online Notification” in the menu on the left.

®  Click the hyperlink “Open” to view the notification.

i

You are login as

Online Notification

New Product Registration

Notification Date +

Open 12.01.2021 10:34:23
Open 20.11.2020 17:13:29

Certificate Payment Request
Certificate Payment Request

Subject

OSSOt TRBEET S-St ME—

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

Proposed Name of Product PLNo. # Payment Statuls

PLO975/2016  Paid

JAVA 8 START PLO004/2020 Paid
Login date and time Open  20.11.2020 16:45:42 Screening Applicaion BOUREON POWDER PLO002/2020 N/A
28.01.2021 15:06
Online Nofification CORP Archived Notifications
My Product Search Notification Date + Subject HK No. * Name of Product 4
Open 12.01.2021 174032 Applicaton Withdrawal Rejected Notification HK42880 RTINSO TRE T
+ New Registration Open 12.01.2021 17:38:55 Application Submitted Nofification HK42680 O A0 S—
e 1 3 i SO S SO —
+ Change of Registered Open 12.01.202117:38:55  Application Screening Nofification HK42880
Particulars
+ Renewal of Renewal of Registration Archived Notifications
Registration
Nofification Date 4 Subject Name of Product 4  No.of Renewals &
+ Request to Cancel Open 27012021 0400:14  Renewal Nofification DRUG NAME Y00(X TAB S0MG 1
Product Registration
+ Payment Cancellation Request
. Notification Date % Subj HKNo. & Name of Product E
Application History on ubject o e
26.01.2021 15:07:50 Gancellation Registration Request Submitted Notification HK31199 —— m=haacno
+ User Profile
Non Pharmaceutical Product Alert
+ System
Nofification Date & Subject 4 HKNo. & Name of Product B
Logout Open 11.02.2016 04.00:00 Renewal Pending Reminder L T ]
Open 12.012016 04:00:02 Renewal Pending Nofificafion HKG0464 oottt e
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Step 2:

® View the notification detail.

i

You are login as WONG
avi
ABC COMPANY LIMITED

Login date and time
17108.2018 15:51

Online Notification

My Product Search

+ New Registration

+ Change of Registered

Particulars.

+ Renewal of
Registration

+ Interview

+ Request to Cancel

Online Notification

END_OF _PRODUCT_LIFE_NOTIFICATION

Back
Notification Date : 07.08 2018 17:40:25
Cancellation Request Submission Notification
Dear Sirs/Madams,
ICancellation of Drug/Product Registration:
HK No. ® PR No. ¢ Name of Product #
HKE3533 PRO034/2016 TEST 20161208
IThank you fer your online application dated 07.05.2018 for cancellation of drug/product registration. Please return the original certificate to the Drug Office. The Department of Health is
i p and tive support to the Pharmacy and Poisons Board and its Committee
/e acknowledge the receipt of your application and it is now being processed

Back
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2.3.5 Non Pharmaceutical Product Alert Online Notification

Users can view the basic application information such as the product information and the
alert detail:

Step 1:
® (Click the menu item “Online Notification” in the menu on the left.

®  Click the hyperlink “Open” to view the notification.

i

You are login as

i_ogin date and time
2 121

Online Notification

New Product Registration

Notification Date
Open 12.01.2021 10:34:23
Open 20.11.2020 17:13:29
Open 20.11.2020 16:45:42

Certificate Payment Request
Certificate Payment Request

Sereening Application

Subject

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

* Proposed Name of Product  $ PLNo. $+ Payment Statuls
PLO975/2016 Paid
PLO004/2020 Paid

PLO002/2020 MN/A

OSSR E—
JAVA & START
BOURBON POWDER

CORP Archived Notifications
My Product Search Notification Date % Subject HK No. B Name of Product B
Open 12.01.2021 17:40:32 Applicaton Withdrawal Rejected Notification HK42660 TR TRESTTE—
L HEE i Open 12,01 2021 17-38:55 Application Submitted Notification HK42660 il e e S
+ Change of Registered Open 12.01.2021 17:38:55 Application Scresning Nofification HK42660 OB 00 S
Particulars
+ Renewal of Renewal of Registration Archived Notifications
Registration
Notification Date & Subject Name of Product %+  No.of Renewals 4
+ Request to Cancel Open 27.01.2021 04:00:14 Renewal Nofification DRUG NAME JXXCK TAB 50MG 1
Product Registration
+ Payment Cancellation Request
Application History Nofification Date & Subject HKNo.  # Name of Product B
Open 26.01.2021 15:07:50 Cancellation Registration Request Submitted Notification HK31189 PR SR S A RS RSt
+ User Profile
Non Pharmaceutical Product Alert
+ System
Nofification Date 4 Subject 4 HKNo. ¢ Name of Product
Logout Open 11.02.2016 04:00:00 Renewal Pending Reminder HKG0464  GETEaTH-Ga-amiotam—
Ooen 12.01.2016 04:00:02 Renewal Pending Nofification HKE0464 STRcrbiic i obhie—
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Step 2:
® View the notification detail.

° Online Notification Detail

i

You are login as WONG

avi . e .
ABC COMPANY LIMITED Renewal Pending Notification
Login date and time

Back

17.05.2018 16:00

Online Notification

My Product S h Poisons Ordinance and its regulations. Registration of the product is therefore not renewed. The
ly Product Searc! Poisons Board and its Committees

Notification Date: 21.03 2016 16:43:10

epartment of Health is providing professional

Please be informed that he below product(s) does na fall within the mearing of pharmaceutcal product and, for this reason, s examp from registzation coritol under the Pharmacy and
and executive SLlppDﬂ to the armacy an

F— As the product is not pharmaceutical product, | wish to remind you that no promotional or advertising materials should carry any implication on the product for treating or preventing
B RE R dise:‘a\ses Otherwise, the product will fall within the meaning of pharmaceutical product and the sale of unregistered pharmaceul\canmducl is an offence under the above Ordinance and its
regulations

+ Change of Registered

Particul

areuars HK No. * PR No. s Name of Product .

+ Renewal of HK47673 PR1402/2000 PRODUCT NAME XXXX

Registration
+ Interview

Back

+ Request to Cancel
Product Registration

Version. : 1.1.18
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2.4 MY PRODUCT SEARCH

My Product Search function allows user to search four categories of information under his
access control base on different searching criteria:

® registered product

® product under new application

® product under change of registration product

® product under renewal application

Step 1:
®  (Click the menu item “My Product Search” in the menu on the left.

® Input the searching criteria, including range of HK No., range of PR No. (e.g. PR
0060/2015), range of PL No. (e.g. PL 0001/2015), the keyword of product name or
the active ingredient(s) of the product (any of these).

. My Product Search

Search | Clear
'l HK No. HK| |-H| |

You are login as ORG Trial |pR No. pR| M |_pR| |,-| |
One

TESTING LIMITED

Login date and time PL No. PL| '] |-pL| ] |

28.01.2021 09:10

Product Name ‘ ‘

Online Mofification

IActive Ingredi ) (@) Contains All () Contains Either One (7) Exact Match

My Product Search l

+ Mew Registration

+ Change of Regi

Particulars Search | Clear
+ Renewal of Product Information
Registration Seq. HK No. Product Name Mo. of Active Active Ingredient{s) Status PR No.
Ingredient
+ Request to Cancel
Product Regisirati
[ 110 1 of 1 rows ]
+ Payment New A ion for Registration of ical Product
AR ST Seq. Applnwnn PLNo. PRNo. Product Name mﬂ Active Ingredient{s) Status  Submission U;;:Ed UL;sa%e
Number Ingredient By Bate
+ User Profile
“EEET [ 110 1 of 1 rows ]
Change of Regi: i of Regi ical Product
Logout — - . — L
. HKMNo. Application Product Name No. of Active In, ient(s] Application C; Status  Submission Last Last
Eo PRRer, Active B ype A Date Updated Update
MNumber Ingredient By Date:
[ 110 1 of 1 rows
Product Renewal
Seq.  HKNo. Product Name No. of Active Active Ingredient(s) Status Expiry Last Updated Last
Ingredient Date By Update
Date
110 1 of 1 rows |

2015 copyright | Important nofices  Last Revision Date: 02 Sep 2020  Version: 1.0.99 (PP)
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Step 2:

® There are 3 options for the searching criteria of active ingredient, including “Contains
All”, “Contains Either One” and “Exact Match”.

® The active ingredient name preferably be the full name of the ingredient (except

Exact Match). System provides auto-complete function for the active ingredient(s)

input field.

- If the ingredient is a poison, enter the keyword as the name appears in Poison List.

- If the ingredient is not a poison but in any of the monographs, enter the keyword as
the name appears in monographs of British Pharmacopeia, British Pharmaceutical
Codex or British Veterinary Codex / name appears in International Nonproprietary
Names (INN).

- In any other case the accepted scientific name.

Active Ingredient(s) | ) Contains All @ Contains Either One ) Exact Match

| Haemophilus] |

Haemophilus influenzae type b

® For “Contains All”, system will only search the product(s) which contains all of the
below ingredient(s) (maximum 3 ingredients).

® For “Contains Either One”, system will only search the product(s) which contains
either one of the below ingredient(s) (maximum 3 ingredients).

® For “Exact Match”, system will only search the product(s) which is exact match with
the keyword entered and exact match to the combination of ingredient(s) entered (no
more or less).

Version. : 1.1.18
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Step 3:

®  Click the button “Search” to search, based on the searching criteria, or click the
button “Clear” to remove all the searching criteria.

My Product Search

()
ISearch Clear I
HK No. HK -HK
You are login as Irene Chu 5 (o
DEF COMBANY PR No. PR ! PR !
Login date and time
17.03.2015 18:10 PL No. PL 0000 11994 -PL 3333 12015

Product Name
Online Notification

Active Ingredient(s)
My Product Search

+ New Registration

+ Change of Registered
Particulars

7 Contains All ) Contains Either One

=) Exact Match

+ Renewal of

Registration Seq.  HKNo. Product Name

+ Submission of Other
Post-registration

Master Product Information

No. of Active
Ingredient

Supplement 1to 1 of 1 rows 10 E]
+ Interview New Application Information
Seq. Appgs:ﬁon PL No. PR No. Product Name xo. of
3 ctive
+ Request to Cancel Numbe: I lient
Product Registration i npred
PR 1to 1 of 1rows 10 E]
Application History Change of Registered Product Information
. HKNo. Application Product Name No. of Active In; lient(s)
= PR Aciive i)
+ User Profile Number Ingredient
+ System
1to 1 0of 1 rows 10 El
Logout .
Product Renewal Information
Seq. HK No. Product Name No. of Active Active Ingredient(s)
Ingredient

1to10of 1rows

&

Active Ingredient(s)

Active Ingredient(s)

Search | Clear

Status.

Status Submit Last
Date Update

Application Cat Status Submit Last
PHE Ry Bale'  Upgate

Status Expiry  Last Update By
Date

PR No.

Last

te

Last
Date.

Last
Update
Date
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Step 4:

® The product(s) and application(s) are shown in different pools with basic information.

®  Click the hyperlink of the “Seq.” to view the detailed information.

® For “Active Registered Product Information” pool, a detailed page is shown. For
“New Application Information” pool, “Change of Registered Product Information”
pool and “Product Renewal Information” pool. The corresponding application detail

is shown.

My Product Search

°
“ HK No. HE |- v |
You are login as ORG Trial PR No. FRI0DGO  |¢[1985 |-FR[ssB8  [/2019 |
TI’E‘ETING LIMITED
in date and time PL No. PL| '] |- ] |

Ls
28.01.2021 09:10

Product Name |

Search | Clear

Cinline Notification
Active Ingredient]s) (@) Contains All () Contains Either One () Exact Match
My Product Search
+ New
+ Change of Registerad
Particulars Search | Clear
+ Renzwal of Product Information
Registration HK Mo. Product Hama Mo. of Active Active Ingrediant|s) Status PR Ho.
Ingrediant
+ Request to Cancel 1 HK£1190 PRODUCT RAME J0000( 3000 3 C1.1 biodiastase 26mgi tablet Active PROS52/1996
Preduct Registration C1.2 drieedd aluminium Fydrexide gel 192mg! tabled
C1.3 methicefonium chionde 25mg tablet
+ Payment 2 HK4A2175 APT-INDOMETHACIN 25 CAP 25MG 1 C1.1 indomethacin 26mg' capsule Active PROAZ2/1996
3 HKB0366 DRUG NAME Y00 TAB 50MG 1 C1.1 acarbase S0mg/itablet Active PR1211/2009
Application History
[ 1to 3 of 3 rows ]
+ User Prafilz Hew App for utical Product
Zeq. Application PLMNo. PR Mo Product Hame Mo of Active Ingredient]s) Status  Submission  Last Last
+ Systam Raf. Active Dats. Uptatad Um
Mumbar Ingrediant By
Lopout
[ 1to 1 of 1 rows ]
Il (8} of o utical Product
HK No.  Application Product Name Mo. of Actlve ath Category Sfatus  Submission  Last Last
Rel. Active Type Date Updatad uma
Numb=r Ingredient Ey
1 HK41180 CORP- PRODUCT NAME XXXXX 3 C1.1 biodiastase 25mg tabilet Certificate & Application  2008/2018  Drug 2108/2018
HEA1180- 20000 1C1.2 dried aluminium Fydraside gel halder Uricdeer Office
201857483 182mg/ itablet initiated - Screening
C1.3 meshicsuiionium chioride 25mgi tabilet New CORP
application
2 HK41180 CORP- PRODUCT NAME 30000 3 C1.1 biodiastase 25mg tablet Certificate 4 Application  2108/2018  Drug 2108/2018
HK41180- 200K 1C1.2 dried aluminium Fydraxide gel halder Evaluated Office
201857485 182mg/ itablet initiated -
C1.3 meshicsuiionium chioride 25mgi tabilet MNew CORP
application
3 HK41180 CORP- PRODUCT NAME XXXXX 3 C1.1 biodiastase 25mg tabilet Certificate 347 Application  05D6/2020 Drug 12012021
HK41180- 200K C1.2 dried aluminium hydraxide gel halder Evaluated Office
202050013 182mg/ itablet initiated -
C1.3 meshicsuiionium chioride 25mgi tabilet New CORP
application
4 HK42175 CORP- APT-INDOMETHACIN 25 1 C1.1 indomethacin 25mgcapsule Certificate 12345678 Application 18042017  ORG 27022018
HK42175~ CAP ZEMG halder Appraved Trial
201753680 initiated - Orie
o2 Responss
o
clarification
letier
[ 1to 4 of 4 rows ]
Product Renawal
Zaq. HK Mo, Product Mama Mo of Active Active Ingrediant|s) Status Expiry Last Updatad Last
Ingrediant Date’ 3;“ Uma‘la
ke
1 HKEE6E DRLMG NAME X000 TAB 500G 1 C1.1 acarbose S0mg' takiet z:(‘;dng for 15032021  Drug Office TN
¥
1to 1 of 1 rows | 10 W

2015 copyright | Important notices  Last Revision Date: 02 Sep 2020 Wersion: 1.0.99 [PF)
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Step 5:

The detailed page shows the basic information (e.g. HK No, PR No., registration
date, etc), the contact information (e.g. contact person, phone number, and email), the
product detail (e.g. active ingredient, strength, dose form, route of administration)
and the batch manufacturer detail (e.g name of manufacturer, country, manufacturing

role, etc).

For detail page of application, user can click the application ref. number to redirect to
the corresponding application summary page.

e My Product Search
Close
TEST 2017010501 (test6) Manufacturer appeared on product label of finished product
Bou_gre login as WONG HK No. : HK63532 Name of Manufacturer : MANU NAME XXXX
avi
AnC COMPANY LIMITED: BECTICE PRO001/2017 Manufacturer Address :  MANU ADDRESS XXXXX XXXXX XXXXXX
17.08.2018 16:16
PLNo. : PL0001/2017 Place/Region : ICELAND
Culra I Application Ref. Number - ICORP-HK63532~2017501 10 I of Dosage Form
My Product Search Application Type Human chemical pharmaceutical product
+ New Registration Registration Date : 06/01/2017
+ Change of Registered Expiry Date : 05/01/2022
Particulars
Legal Classification : Part 1 Poison
+ Renewal of
Registration Contact Person : fdasf
+ Interview Phone No. : 12345678
+ Request to Cancel Email : gafdg@fda.com
Product Regi:
Active Ingredient Strength
+ Payment
Populus tremula extract 1%/1L
Application History Dose Form
Pills
+ User Profile
Route of Administration
+ System Intrabursal
L it
A Close
o CORP Application Status
Close
i Summary | e-ProductFile (e-PF) Change | DOReq. | Clarification Letter | Ack.Letter | CORP Change History | Ref.Material | Same Batch
Bt;gigre login as WONG  Application Reference No.: CORP-HK63532-201750110 Application Status Cerlificate Fee Paid

ABC COMPANY LIMITED
Login date and time
17.08.2018 16:16

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

Application Batch No.: CORP-HKA42074-201750071 Application Type: Certificate holder initiated - New CORP application

HK No.: HK63532 Previcus App. Reference No.:
Product Name: TEST 2017010501 (test6) DO Request Reference No.:
Application Received Date: 13.03.2017 Client Date: 13.03.2017

Proposed Effective Date:
Hard Copy Received Date:

Application Form Image: No File Chosen

Justification (Urgent Application):

Submission Acknowledgement: Submission Acknowledgement

— Category 5 - Registration Certificate Holder Applied

5.Registration Certificate Holder

5.1-Change in name and / or address of the current registration

certificate holder

Brief Description of Change and Reasen: sadsa

Satisfactory L tory Ackno Withdrawn
Effective Date: 14.03.2017

Supporting Documents:

Change Categories Allowed for Amendment:

Close
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2.5 NEW REGISTRATION
2.5.1 Initiate New Product Registration
Step 1: Click the menu item “Initiate New Product Registration Application” under “New

Registration” in the menu on the left.
- Online Notification ONLINE_NOTIFICATION_VIEW_01
l New Product Registration Archived Nolifications

No related notifications
You are login as ORG Trial
ne
TESTING LIMITED CORP Archived Notifications

Login date and time
27.01.2021 09:43

Nofification Date 4 Subject + HKNo. % Name of Product s
Open 12.01.2021 17-44:04 Application Screening Nofification Hi41190 PRODUCT NAME XX000X X3X0XX
Open 05062020 110001  Applicalion Submitied Nofification HEK41190 PRODUCT NAME X300 X0
My Product Search Open 03102019 115537 Applicalion Submitied Nofification HK37565 PRODUCT NAME Y0000
Open 04032019 11:33:13  Applicaion Approval Nofification HIK31199 EPILIM FREEZE-DRIED PDR FOR IV INJ 400MG
piiceoiaion Open 27022019 115223 Cerfiicate Fee Notificalion HKES135 CELECOXIE FARMOZ
Initiate New Product Open 26022019151246  Applicalion Approval Nofification HEK42175 APT-INDOMETHACIN 25 GAP 25MC
ﬁ;g"is‘._‘;‘ai““" Open 21.08.2018 18:25:53 Application Clarfication Nofification HK41190 PRODUCT NAME X0000X Y000X
Open 21082018 182050 Applicalion Screening Nofification HEK41190 PRODUCT NAME X300 X0
roicolion St Open 21082018 161947 Applicalion Submitied Nofification HEK41190 PRODUCT NAME X300 XXX
R e miticd Open 21062018 16:07:37  Application Submitied Nofification HIG3TS65 PRODUCT NAME XXX00C
‘Withdraw application Renewal of Registration Archived Notifications
+ Change of Registered - - -
Brabeailie] Nofification Date 4 Subject + Name of Product 4 No.of Renewals &
Open 27012021 040014 Rencwal Nofification DRUG NAME XXX TAB S0MG 1
+ Renewal of
Registration

Cancellation Request
+ Request to Cancel

Product Regisfrafion Notification Date % Subject % HK No. * Name of Product *
Open 26.01.2021 15:07:50 Cancellation Registrafion Request Submitted Notification HI31199 EPILIM FREEZE-DRIED PDR FOR IV INJ 400MG
+ Payment
Application History Non Pharmaceutical Product Alert
No related nofifications
+ User Profile
+ System
Logout

2015 copyright | Imporiant notices  Last Revision Date: 02 Sep 2020  Version: 1.0.99 (PP)

Step 2: The page is redirected to new application module in CTD format. It contains 5
modules:
B Module 1: Regional administrative information
B Module 2: Quality overall summary, non-clinical overview, non-clinical
summary, clinical overview, clinical study.
B Module 3: Quality
B Module 4: Non-clinical study reports
B Module 5: Clinical study reports
® Filling in CTD Module 1 Page 1 and click the “Next” button. The current page will
be saved and then will be directed to next page.

[

® C(lick the button “Save” to save the content in the current page.

®  Click the button “Save and Exit” to save the content and redirect to the application
list.

® Note: Asterisk (*) items are mandatory fields to the submission of the application
form.

® You cannot save or go to next page if you have not completed the mandatory fields.

® Select the application form (generic or NCE).

® Enter the proposed name of product. (in Capital letters)

® Input the name / proposed name used in other place and select the place.

® Select the no of component (Maximum: 5) and select the active ingredient, at least one

component with 1 active ingredient is required.
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®  Select the application type.

L]

i

You are login as ORG Trial
One

Login date and time
26.01.2021 11:20

Cnline Motification
My Praduct Search
- Mew Repistration

Imifiate New Praduct

Registration
Application

Application Status

- E:Enn uared

= Nat

- Appiication Submitted
Withdraw application

+ Change of Registersd
Particulars.

+ Renswal of
Registration

Base,

+ Payrment
Application History

+ User Profile

+ System

Lopout

New Product Registration
The maximum upload size of si:ge file is SOME, while the maximum tofal upload size per application is 100 MB.
File upload is not allowed for modules 2 - 3, please submit

Guidance

‘the files to Drug Office via if necessary.

Proposed Name of Product (English): PL No.: PR Mo.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

Save || Save and Exit | | Next

NEW_PRODUCT_REGISTRATION_VIEW_01

HK No.:

[] Pricrity Application
For priority applications, the following supporting documents are required:
a. for change of name, dosage form or active ingredient, latter from applicant of surrender original registration upon
ap| | of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.
1.0 application Form* () Generic (@) Hew Chemical Entity {NCE)
1.0.4 Hame of Drug / Pharmaceutical Product 7 Substance
1.0.1.1 Proposed Hame of Product £ Substance

a. Proposed Mame of Product (English):*

PRODUCT HAME %]
b. Proposad Mame of Product (Chiness), if any: l:l

. Hames / Proposed Mames Used in Other Places

HName: [PRODUCT NAME | Place: [GERMANY V]

Mame: [ PRODUCT NAME | Place: [unITED KINGDOM V]

Hame: | Place: [Please Select ~
add More

1.0.4.2 Hame of Active Substance(s) / Ingredient(s) (Please list below)
No. of Component(s)*

Active Ingredient N Active Irgfdﬁl:drﬁd
Label
Compaonent 11. * [bisbentiamine || bisbentiamine label |
2. [None of the above w|[Hew Ingredient Hame |
|New Ingredient Name
3. [Please Select v |
4. [Pleass Select v |

Add More

1.0.4.3 application Type: (please select one) *
() Human biological pharmaceutical product
(®) Human chemical pharmaceutical product
1 Hurnan vaccine
() Pharmaceutical substance
(") Veterinary biological pharmaceutical product
(") Weterinary chemical pharmaceutical product
() Veterinary vaccine
() ATP - gene therapy product
() ATP - somatic cell therapy product
(") ATP - tissue engineered product

Guidance
2015 copyright | Important notices  Last Revision Date: 02 Sep 2020 Version: 1.0.80 (PF)

Save || Sawe and Ex'ltl
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Step 3: Filling in CTD Module 1 Page 2 and click the “Next” button.

Applicati

Select the dose form of product, route of administration of each component from the
pull down menu.

Enter the proposed indication(s) and corresponding dosage(s).

Select the no of product pack size, maximum 10

For each pack size, input the product pack size description

For each component, input the packaging material, type of container, proposed shelf
life and select the proposed storage conditions. Upload the stability report, in-use
stability report and input the duration and the start date of real-time stability report.
Note: Asterisk (*) items are mandatory fields to the submission of the application

History | Guid

form.
Back || Save || Save and Exi

New Product Registration

The maximum upload size of single file is 1MB, while the maximum total upload size per application is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

NEW_PRODUCT_REGISTRATION_VIEW_02

Proposed Name of Product (English): PRODUCT NAME PL No.: PR No.: HK No.:
Module 1 Module 2 Module 3 Module 4 Module 5
Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

1.0.2 Dose Form (Applicable to Drug/Pharmaceutical Product Only)

1.0.3 Indication, Route(s) of Administration and Dosage

1.0.4 C

Component Dose Form of product:*

T orem  vi{Asd

Indication:* Dosage:*

Indication of the Drug Dosage of the Drug

Add

No. of Product Pack Size(s):*

Component Route of administration* Apply for Data Exclusivity/Description

V|| Add |

1 [ Miscellaneous

, Closure and A istrative Device(s), including description of material from which it is constructed

1. Product Pack Size*[2 x 12's blister/box ;
(e.g.: 2 x 14's blister/box, 1000's bottle/ box, 15g tube/box)

Primary Container (container that is in|Proposed shelf [Proposed storage conditions* Stability Report* In-Use Stability Report
direct contact with the product)  [life (months)* |(Temperature cﬁ: and -
Component elative Humidity (RH)) Duration Start date
Packaglmg Material Type of container (Month)
vial, blister,

&lu%Au HDPE)*
1 Alu ]

ttie)*
[btister | u |

Do not store over 25°C V\

Upload
No of File(s): 1

Upload
No of File(s): 0

2. Product Pack Size*|2 x 48's blister/box | ©
(e.g.: 2 x 14's blister/box, 1000's bottle/ box, 15g tube/box)

Component

Stability Report*
Start date

Primary Container (container that is inProposed shelf [Proposed storage conditions* In-Use Stability Report
direct contact with the product)  [life (months)* |(Temperaturs A&C) and y

elative Humidity (RH)) Duration
Packaglmg Material Type of container (Month)

lu/A%u l-fDPE)* e.g. vial, blister,

bottle)*
1 Alu ‘ lbllster | 24 ‘ Do not store over 25°C V‘
Upload Upload
No of File(s): 1 No of File(s): 0
App History | Guid Back || Save || Save and Exit | Next
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Step 4: Filling in CTD Module 1 Page 3 and click the “Next” button.

® Verify the information under the sections applicant information and proposed
registration certificate holder

® Input the contact person information including contact person name, phone number,
position, email and fax no.

®  Select the business type.

® Input the information of person responsible for pharmacovigilance if applicable.

® Note: Asterisk (*) items are mandatory fields to the submission of the application
form.

Guidance Back | | Save || Save and Exit
NEW Prod uCt Registration NEW_PRODUCT_REGISTRATION_VIEW_03

The maximum upload size of single file is 50MB, while the maximum total upload size per application is 100MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): Indapamide-Trial Prolonged Release Tablets 1.5mg (APE) PL No.:

PR No.: HK No.:
(CH3)

Module 1 Module 2 Module 3 Module 4 Module 5
Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form
1.0.5 Legal Status

1.0.6 Applicant Information

a. Username : winnie_fong

b. Email Address :  prs.winnie.fong®@gmail.com

1.0.6.1 Proposed Registration Certificate Holder

a. Name : DEFG COMPANY

b. Address :
Unit: 382 Floor: Block:
Building: PHLC

Street No.:  Street Name:

Sub-district: SHEK KIP MEI
Area: KOWLOON

€. BRC Number:  00781432-000 Phone Number: (852) Fax Number: (852)

d.Contact Person for this Application
*: [John Ho Phone No.*: (23192319 | Position*: [administrator

Ernail*: |john.ho@defc0mpany,| Fax No.®: ‘35234534 |

2. Business Type*: () Manufacturer

) Importer

) Local branch, subsidiary, representative, agent or distributor of a manufacturer outside Hong Kong

7 Licensed wholesale dealer who has entered into a contract with the licensed manufacturer under which the licensed
manufacturer is required to manufacture the pharmaceutical product or substance

1.0.6.2 Staff

ponsible for Pharmacovigil

a. Name of Staff : ‘Peter Lam |
b. Contact Person HK Telephone No.: (852) |23192319 Position: ‘Supewisor |Email: |john.hn@defcompany.
(24 hours)
Guidance

Back | Save | Save and Exit| Next
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Step 5: Filling in CTD Module 1 Page 4 and click the “Next” button.

Input the information of manufacturer appeared on product label of finished product,
including: place/region, name of manufacturer and address.

The Chinese name of manufacturer and its address is mandatory if the region is
“China” or “Taiwan”.

Upload GMP certificate and manufacturer licence, and input its certificate or licence
number and expiry date.

Select the manufacturing activities / role, Manufacturer role “batch release
manufacturer of finished product” should be specified to at least one manufacturer.
Input other manufacturer information if more than one manufacturer involved in the
preparation of the product / substance.

Note: Asterisk (*) items are mandatory fields to the submission of the application
form.
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Application History | Guidance Back || Save || Save and Exit

New Product Registration NEW_PRODUCT_REGISTRATION_VIEW_04

The maximum upload size of single file is 1MB, while the maximum total upload size per application is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.
Proposed Name of Product (English): PRODUCT NAME PL No.: PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

1.0.7 Manufacturers

1.0.7.1.a Manufacturer appeared on product label of finished product*

Place/Region® : GERMANY v‘ Manufacturing activities/role*
Name of Manufacturer* : MANU NAME x00000¢

[w] Batch Release Manufacturer
["] Manufacturer of Dosage Form

Address* : ‘MANU ADDR XXKXXX XXX XXKKXK | [] Office
[] Other
GMP Certificate* : [[] Packing Manufacturer

[ Upload | Testi
Ho of Filegs): 1 L] O Testing

GMP Certificate Number* : GMP Cert Ho AddlMore
GMP Certificate Expiry Date He 30.08.2022 =]

Manufacturer Licence* :

No of File(s): 1

Manufacturer Licence Number* : ML Number
Manufacturer Licence Expiry Date & :l:ﬁ

1.0.7.1.b All Other Manufacturer(s) involved in the preparation of the product/substance
@ Yes (Mo

Manufacturing activities/role® Place/Region* Name of Manufacturer*
[] Batch Release Manufacturer ‘MANU MAME 3000000 |

["] Manufacturer of Dosage Form UNITED KINGDOM hd Address*

[] Office GMP Certificate* | MANU ADDR XCOOUK XOCO0UK X000 |
[] Other

[] Packing Manufacturer Upload

[+ QC Testing No of File(s): 0

Add More

GMP Certificate Number*
MP Cert No

I

GMP Certificate Expiry Date L

You are required to enter the expiration date of
your licence or certificate in this box. If there is no
expiration date indicated or expressed in any way
on the licence or certificate, please leave this box

blank.

Manufacturer Licence

No of File(s): 0

Manufacturer Licence
Number

Manufacturer Licence Expiry
Date *

@

Add More

Application History | Guidance Back || Save || Save and Exit || Next
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Step 6: Filling in CTD Module 1 Page 5 and click the “Next” button.

® Input the qualitative and quantitative composition in terms of the all active
ingredient(s) and all the excipient(s), including the name, strength value and unit,
dose value and unit, as stated in the master formula. (Note: synonyms should be
considered before entering new names)

® User can now export the Excipient as CSV so that they can import the CSV next time
and do no need to input Excipient again.

® Select the reference / monograph standard if applicable.

® |nput additional information for the active ingredient if any.

® Fillin 1.0.8.2 or/and 1.0.8.3 if the product contains animal or human origin materials.

® Note: Asterisk (*) items are mandatory fields to the submission of the application
form.

| Guidance Back || Save || Save and Exit

NeW PrOdUCt Registralion NEW_PRODUCT_REGISTRATION_VIEW_05

The maximum upload size of single file is 1MB, while the maximum total upload size per application is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.
Proposed Name of Product (English): ONLINE 20170712 PL No.: PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page & Page 9 Application Form

1.0.8 Qualitative and Quantitative compaosition

1.0.8.1 Qualitative and Quantitative Composition in Terms of the Active Ingredient(s) and the Excipient(s) @
Please select those excipients available under the drop down list
When input is complete, you are advised to use the "Export™ function to export the inputted excipient list and save in your computer in .csv file format.
Next time when you have to amend the content of excipient list, you can use the "Import” function to retrieve the saved excipient list.

Please list the active ingredient(s) and the excipient(s) as stated in the Master Formula:

—Componenti
Name of Active Ingredient(s)®  Quantity Unit (Strength Unit)* Dose Value® Dose Unit* Reference / Monograph Standard
(Strength Value)*
1|Bordetella pertussis ”test ‘ |“6 viw V| |I ‘ |PRLS Data Conversion V| |USP V‘

Additional Information
test

Add

[] This component does not have any excipient.

Import CSV | Export as CSV | Clean all Data

Excipient® Quantity Unit (Strength Unit)* Dose Value® Dose Unit® Function Reference / |Add
(Strength value)® Monograph

Standar

] [ G [ ] [Plewe see ] (Romove

* @ No ()Yes

* @ MNo () Yes, please fill in the following.

Guidance Back || Save || Save and Exit || Next

2015 copyright | Imporiant notices  Last Revision Date: 13 September 2018 Version: 1.0.79
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Step 7: Filling in CTD Module 1 Page 6 and click the “Next” button.

® Select and fill in the marketing authorization application of the product in other
countries (1.0.9.1 to0 1.0.9.3).

® For NCE application, please upload free sale certificates with approved/conditional
approval status for two or more of the following countries: Australia, Austria,
Belgium, Bulgaria, Canada, Cyprus, Czech Republic, Denmark, Estonia, Finland,
France, Germany, Greece, Holland, Hungary, Ireland, Italy, Japan, Latvia, Lithuania,
Luxembourg, Malta, Poland, Portugal, Romania, Slovak Republic, Slovenia, Spain,
Sweden, Switzerland, UK, USA or European Union.

® Note: Asterisk (*) items are mandatory fields to the submission of the application
form.

Application History | Guidance Back | [ Save || Save and Exit
New Product Registration NEW_PRODUCT REGISTRATION_ VIEWT®

The maximum upload size of single file is 1MB, while the maximum total upload size per aﬁplicalion is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRODUCT NAME PL No.: PR No.: HK No.:
Module 1 Module 2 Module 3 Module 4 Module 5
Page 1 Page 2 Page 3 Page 4 Page 5 Page & Page 7 Page & Page 9 Application Form

1.0.9 Other Marketing Authorization Applications

1.0.9.1 Is there another country/region where an authorization is granted for the same product?

* ONo @ Yes
1.0.9.2 If 1.0.9.1 is yes, are there any differences which have therapeutic indications, dosage, contraindications or side effects between this application and authorizations
for the same product in other countries/regions (as specified in 1.0.9.4)
* @HNo O Yes
1.0.9.3 Is there another countries/regions where an authorization was refused / suspended / revoked by the competent authorities for the same product?
* @No O Yes

1.0.9.4 Please list marketing authorization application(s) for the same product in other country/region here :

Country/Region Status Date of Authorization Product Mame Free Sale Authorization Expire Date of F5C
Certificate(FSC)  Number
attached

[GERMANY v| [Approved v| |o1.08.2018 - PRODUCT NAME -

Ho of File(s): 1

[UNITED KINGDOM v| [Approved | [01.08.2018 E [PRODUCT NAME | -

No of File(s): 1

Remove| |Add Mere

Application History | Guidance Back || Save || Save and Exit || Next
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Step 8: Filling in CTD Module 1 Page 7 and click the “Next” button.

® Upload the requested file(s) accordingly. For each file list, multiple files can be
uploaded.

® Note: Asterisk (*) items are mandatory fields to the submission of the application

form.
Application History | Guidance Back || Save || Save and Exi
New Product Registration NEW_PRODUCT_REGISTRATION_VIEW_07

The maximum upload size of single file is 1MB, while the maximum total upload size per algpli[:aliml is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRODUCT NAME PL No.: PR No.: HK No.:
Medule 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page & Page 9 Application Form

1.1.0 Annexed Documents/information/sample

1.*  Prototype sales pack/outer and inner container labels (Reference for 1.0.4 of Page 2)
2.*  Package insert (Reference for 1.0.3 of Page 2) Package Insert(s) List
3. For pharmaceutical substance, please provide a sample for inspection. (Reference for 1.0.1.3 of Page 1)

Upload
Mo of File(s): 0
4.*  Photo or scanned image of the product samples
Upload
No of File(s): 1

5. Photo or scanned image of extra component(s) included in the sales pack apart from the drug product and
ckage insert, e.g., measuring cups/spoons, syringe, connectors, alcohol swabs, etc. (if applicable) (Referenc Upload
or 1.0.4 of Page Vo of Filals): 0

6. Information on the overseas legal status of the product.

Upload
No of File(s): 0

7.*  Copy of business registration certificate. (Reference for 1.0.6.1 of Page 3)
Upload
o of File(s): 1

=

8. Authorization letter from the applicant authorizing a person/company to deal with the communication matters,
related to this application) (if applicable) Upload

o of File(s): 0

=

9.*  Authorization letter from the manufacturer/marketing authorization holder authorizing the applicant to apply
registration for its product. Upload

No of File(s): 1

10.* An undertaking, given by the applicant to provide, at any stage of registration, any information and/or
documents relating to the product/substance upon request within the prescribed timeframe Upload

Mo of File(s): 1

11.* Documentary evidence showing the compliance with GMP by the labeled manufacturer and the manufacturer t
be shown on the label issued by competent authorities. Manufacturer(s) List
(Manual submission of certified true copy(ies) is required). (Reference for 1.0.7 of Page 4)

12.  Anundertaking, given by the manufacturer(s) of the product/substance, to permit the premises where it is to Qe
manufactured, and the operations carried on or to be carried on in the course of manufacturing it, to be Upload
inspected by or on behalf of the Pharmacy and Poisons (Registration of Pharmaceutical Products and Substance§: Mo of File(s): 0
Certification of Clinical Trial/Medicinal Test) Committee. L EEE

13. A declaration, given by the manufacturer of the product or substance, that, in relation to the manufacture of
the product/substance any requirements imposed by or under the law of the country in which it is or is to be Upload
manufactured have been ar will be complied with. Vo of Filels): 0

14.  Flow chart indicating sequence and activities of the different sites involved in the manufacturing process,

including testing site. (Reference for 1.0.7 of Page 4) Upload
No of File(s): 0
Application History | Guidance Back || Save || Save and Exit | | Next
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Step 9: Filling in CTD Module 1 Page 8 and click the “Next” button.

® Upload the requested file(s) accordingly. For each file list, multiple files can be
uploaded.

® Note: Asterisk (*) items are mandatory fields to the submission of the application

form.
Application History | Guidance Back || Save | Save and E
New Product Registration NEW_PRODUCT REGISTRATION_VIEW 08

The maximum upload size of single file is 1MB, while the maximum total upload size per aﬁ;plica(iou is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRODUCT NAME PL No.: PR No.: HK No.:
Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

1.1.0 Annexed Documents/information/sample

15. Detailed information regarding the manufacturer in respect of its manufacturing and quality control facilities anfl
personnel. (Reference for 1.0.7 of Page 4) Upload

No of File(s): 0

16.* Master Formula é\cumplete qualitative and quantitative composition of the drug product issued by the
manufacturer) (Reference for 1.0.8 of Page 5) Upload

No of File(s): 1

L2 Evidence of the source of
animals and/or human origin
materials

18.

19. An undertaking from( the manufacturer of the product to inform the applicant in case of any change in nature or|
source of materials (e.g., from chemically synthesized to animal/human origin or vice-versa) of active ingredien|
(s) or excipient(s)during the application process or after approval of registration has been granted. (Reference Uploald
for 1.0.8 of Page 5) No of File(s): 0

20. An undertaking from the applicant to inform the Drug Office in case of any change in nature or source of
materials (e.ae,., from chemically synthesized to animal/human origin or vice-versa) of active in redient(s) or
excipient(s) during the application process or after approval of registration has been granted. (%eference for .
1.0.8 of Page 5) No of File(s): 0

21.

oL

23.*Free sale certificate of the product issued by the country of origin

r;\amﬁactEs)ubmw‘ssion of original or certified true copy(ies) is required). (Reference for 1.0.9 of Page 6)
or

Official evidence of registration approval of the product (e.g. original or certified true copies of free sale List showing free sale certificate in othe
certificates) in two or more of the following countries: Australia, Austria, Belgium, Bulgaria, Canada, Cyprus, market(s)
Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Holland, Hungary, Ireland, Italy, Japan,
Latvia, Lithuania, Luxembourg, Malta, Poland, Portugal, Romania, Slovak Republic, Slovenia, Spain, Sweden,
Switzerland. UK and USA (Reference for 1.0.9.4 of Page &)

24.* (For NCE)
Clinical and non-clinical overviews and quality overall summary

No of File(s): 1
25. Information on clinical trial(s) performed in Hong Kong (Please provide clinical trial certificate no./application
reference no.)

No of File(s): 0

Application History | Guidance Back || Save | Save and Exit | Next
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Step 10: Filling in CTD Module 1 Page 9 and click the “Module 2” tab. Modules 2 to 5 are

specific modules and are not mandatory for a generic product.

® Upload the requested file(s) accordingly. For each file list, multiple files can be
uploaded.

® Note: Asterisk (*) items are mandatory fields to the submission of the application

® Guidance Eack || Save || Save and Exit || Mext
5 5 NEW_PRODUCT_REGISTRATION_VIEW_09
New Product Registration 2 = ==
The maximum upload size of single file is 30MB, while the maximum total ug?ﬁad sim‘;rrﬁglicaﬁnn is 300 MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug ice via CDJ if necessary.
i logi ORG Trial
O e g as "' Proposed Name of Product (English): FRODUGT ONE PL No.: PR No.: HK No.:

ne
TESTING LIMITED

Login date and time
27.01.2021 1508 Module 1 Module 2 Module 2 Module 4 Module 5
Online Notification
Page 1 Page 2 Page 3 Page 4 Page 5 Page & Page 7 Page 8 Page 9 Application Form
Product S h . .
ey Pr s 1.1.0 Annexed Documents/finformation/sample
- Mew Registration 6 (For NCE)
Information about the experts who were responsible for writing the non-clinical and clinical overviews and
Initiate Mew Product quality overall summary el OAD, .
Repistration Ho of File(s):
o 7 e
plication Status
= Action e
et 284  (For NCE)
- Applicarion Submitied - or TRt . . - o .
Description of rizk-management System {Information on the EU Risk Management Plan (RMP) or US Risk evaluation | ypioaD
- and mitigation strategies (REMS) imposed on the product and the proposed RMP for Hong Kong. (Reference for .
Withdraw application 1.0.6 of Page 3) Ho of File(s): 0
Change of Repistered 9% Specification of the product (showing compliance with pharmacoposias listed in the Guidance Hotes on
* Dot B Registration of Pharmaceutical Products) (Referance for 1.0.8 of Page 5) UPLOAD
Mo of File{s): 0
+ Renewal of _ i . . I
Registration 30.% Method of analysis (detailed method of analysis for all tests per finished product specifications) (Reference for
1.0.8 of Page 5) UPLOAD
+ Request to Cancel Ho of File(s): 0
Product Registration
3 Certificate of analysis (showing results for all tests per finished product specifications) (Reference for 1.0.8 of
+ Payment Page 5} UPLOAD
Ho of File(s}: 0
Application History 32%  Sability report - real time and accelerated (please refer to testing conditions on Guidance Notes on Registration ¢, o0 e
of Pharmaceutical Products) (Reference for 1.0.4 of Page 2)
+ User Profile o ;
33 Certified true copy of manufacturers licence -
(Manual submission of certified true copy(ies) is required) (Reference for 1.0.7 of Page 4) Manufacturer(s) List
Systel
* System 34. Clinical and scientific documentation substantiating the safety and efficacy of the product (except for generic
Logaut product applications received on or after 1 OCT 2012 and their originator products have been registered in Hong [ ypLoAD
Kong for over 8 years). Vo of Bilef)- 0
Ho of File{s): 0
358 Reputabls documentary evidence to substantiate the content of package insert. Cross-referencing to documents
should be made by referring to page number of the reference and the relevant parts of the reference document
5} shall be clearly highlighted. Please refer to the list of reputable references in the Guidance Mates on LETRAD
Registration of Pharmaceutical Products Mo of File(s): 0
36. Declaration from manufacturer on whether the different product name(s) listed in the dossier is identical to the
product under application in all aspects. UPLOAD
Mo of File{s): 0
a7 For capsule dose forms, please provide documentary evidence to substantiate the quality of gelatin / vacant
capsula in compliance with pharmacopoeial standard. UFLOAD
Ho of File(s): &
38 Bioequivalence (BE) data for anti-epileptic drugs and critical dose drugs [ narmow therapeutic range drugs.
UPLOAD
Ho of File(s}: 0
33
40.% (For NCE)
Risk report of el | impurities in accordance with ICH Q30 UPLOAD
Ho of File(s): &
1.1.1  Others, pleass specify
UPLOAD
Ho of File(s}: 0
Additional Information of Product
| Add

Guidance

Back || Save || Save and Exit| | Next
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Step 11: Filling in CTD Module 2 and click the “Next” button.
® Input the remarks if any.
® Note: Asterisk (*) items are mandatory fields to the submission of the application

form.
Guidance Back || Save || Save and Exit} | Next
NeW Prod uCt Registration NEW_PRODUCT_REGISTRATION_VIEW_MODULE_02

The maximum upload size of single file is 50MB, while the maximum total upload size per application is 100MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

(Péa%?sed Name of Product (English): Indapamide-Trial Prelonged Release Tablets 1.5mg (APS)  PL No.: PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

2.1 Overall CTD Table of Contents of Modules 2-5

Remarks:

2.2 Introduction to Summary

Remarks:

—

2.3 Quality Overall Summary

Remarks:

—

2.3.S Drug Substance (name, manufacturer)

Remarks:

-

2.3.P Drug Product (name, dosage form)

=

emarks:

—

~

.3.A Appendices

=

emarks:

—

~

.3.R Regional Information

=

emarks:

—

~

.4

=

lonclinical Overview

Bl
£
=
=
B
&

T..

~

L5

o

linical Overview

=
o
El
a
B
&

T..

m

.6.1 Introduction

=

emarks:

—

2.6.2 Pharmacology Written Summary

Remarks:

-

2.6.3 Pharmacology Tabulated Summary

Remarks:

—

2.6.4 Pharmacokinetic Written Summary

Remarks:

—

2.6.5 Pharmacokinetic Tabulated Summary

Remarks:

—
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|2.6.6 Toxicology Written Summary

[Remarks:

2.6.7 Toxicology Tabulated Summary

ical Method

|Remarks:

2.7.1 y of Bi ic Studies and
|Remarks:

2.7.2 y of Clinical Studies
|Remarks:

2.7.3 Summary of Clinical Efficacy [indication]
|Remarks:

2.7.4 Summary of Clinical Safety

|Remarks:

2.7.5 References

|Remarks:

2.7.6 Synopses of individual studies

|Remarks:

Guidance

Back || Save || Save and Exit || Next
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Step 12: Filling in CTD Module 3 and click the “Next” button.
® Input the remarks if any.
® Note: Asterisk (*) items are mandatory fields to the submission of the application

form.
Guidance Back || Save | Save and Exit || Next
NEW Prod LICt Regislration NEW_PRODUCT_REGISTRATION_VIEW_MODULE_03

The maximum upload size of single file is 50MB, while the maximum total upload size per application is 100MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

%ﬂgﬁ)sed Name of Product (English): Indapamide-Trial Prolonged Release Tablets 1.5mg (4PG)  PL No.: PR No.: HK No.:
Module 1 Module 2 Module 3 Module 4 Module 5
|3.1 Module 3 Table of Contents

Remarks:

3.2.5.1 General Information

|Remarks:

3.2.5.1.1 Nomenclature

|Remarks:

-

3.2.5.1.2 Structure

IRemarks:

-

3.2.5.1.3 General Properties

=
o
=
=
5
a

[

P

7

.2.1 Manufacturer(s)

-
=
=
El
&
E
@

-

.2.2 Description of Manufacturing Process and Process Controls

.2.4 Controls of Critical Steps and Intermediates

3.2.5.3.1 Elucidation of Structure and other Characteristics

.2,

-
= o
g
& w
B
&

-

P

i

.2.3 Control of Materials

—
R
w
El
=
5
)

-

[

.2,

i

-
=
T
El
&
2
&

-

L

i

.2.5 Process Validation and/or Evaluation

—
o
)
=
=
5
&

-

3.2.5.2.6 Manufacturing Process Development

|Remarks:

-

|Remarks:

-

3.2.5.3.2 Impurities

|Remarks:

-
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|3.2.S.4.1 Specification
Remarks:

3.2.5.4.2 Analytical Procedures
| Remarks:

3.2.5.4.3 Validation of Analytical Procedures
|Remarks:

3.2.5.4.4 Batch Analyses
|Remarks:

3.2.5.4.5 Justification of Specification
| Remarks:

3.2.5.6 Container Closure Systems

|Remarks:

3.2.5.7.1 Stability Summary and Conclusions
|Remarks:

3.2.5.7.2 Post Approval Stability Protocal and Stability Commitment
|Remarks:

3.2.5.7.3 Stability Data
|Remarks:

3.2.P.1 Description and Composition of the Drug Product
|Remarks:

3.2.P.2 Pharmaceutical Development
| Remarks:

3.2.P.3 Manufacture

JRemarks:

3.2.P.3.1 Manufacturer(s)
| Remarks:

3.2.P.3.2 Batch Formula
| Remarks:

3.2.P.3.3 Description of Manufacturing Process and Process Controls
|Remarks:

3.2.P.3.4 Controls of Critical Steps and Intermediates

|Remarks:
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3.2.P.3.5 Process Validation and/or Evalution

Remarks:

3.2.P.4 Control of Excipitents [name]

Remarks:

3.2.P.4.1 Specification(s)

Remarks:

3.2.P.4.2 Analytical Procedures

Remarks:

3.2.P.4.3 Validation of

Remarks:

3.2.P.4.4 Justification of Specifications

Remarks:

3.2.P.4.5 Excipients of Human or Animal Origin

3.2.P.4.6 Novel Excipients
Remarks:

3.2.P.5.1 Specification(s)

Remarks:

3.2.P.5.2 Analytical Procedures

Remarks:

3.2.P.5.3 Validation of
Remarks:

3.2.P.5.4 Batch Analyses
Remarks:

3.2.P.5.5 Characterization of Impurities

Remarks:

3.2.P.5.6 Justification of Specification(s)

Remarks:

3.2P6 or

Remarks:
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3.2.P.7 Container Closure System

Remarks:

3.2.P.8 Stability

Remarks:

3.2.P.8.1 Stability Summary and Conclusion

3.2.P.8.2 Post-approval Stability Protocal and Stability Commitment

Remarks:

3.2.P.8.3 Stability Data

Remarks:

3.2.A.1 Facilities and Equipment [name,manufacturer]

Remarks:

|

3.2.A2 itious Agents Safety ion [name,dosage,form,manufacturer]

|

Remarks:

3.2.A.3 Novel Excipients

Remarks:

3.2.R Regional Information

Remarks:

3.3 Literature references

Remarks:

Guidance

Back || Save | Save and Exit | Next
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Step 13: Filling in CTD Module 4 and click the “Next” button.
® Input the remarks if any.
® Note: Asterisk (*) items are mandatory fields to the submission of the application

form.
Guidance Back || Save || Save and Exit || Next
NEW Prod LICt Registration NEW_PRODUCT_REGISTRATION_VIEW_MODULE_04

The maximum upload size of single file is 50MB, while the maximum total upload size per application is 100MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

(Fga%())sed Name of Product (English): Indapamide-Trial Prolonged Release Tablets 1.5mg (APS)  PL No.: PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5
4.1 Module 4 Table of Contents

Remarks:

4.2.1.1 Primary Pharmacodynamics

Remarks:

4.2.1.2 Secondary Pharmacodynamics

Remarks:

—

4.2.1.3 Safety Pharmacology

Remarks:

-

4.2.1.4 Pharmacodynamic Drug Interactions

=

emarks:

—

.2.2.1 Analytical Methods and Validation Reports (if separate reports are available)

=R N

emarks:

-

I

.2.2.

~

Absorption

=

emarks:

-

o

.2.2.3 Distribution

=

emarks:

-

o

.2.2.4 Metabolism

=

emarks:

—

s

.2.2.5 Excretion

=

emarks:

—

4.2.2.6 Pharmacokinetic drug interactions (nonclinical)

.2.3.1 Single-Dose Toxicity (in erder by species, by route)

4.2.3.2 Repeat-Dose Toxicity (in order by species, by route, by duration; including supportive toxicokinetics evaluations)

=
]
E]
=
=
a

4.2.2.7 Other pharmacokinetics studies

=

emarks:

—

=T

emarks:

-

Remarks:

-
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4.2.3_3 Genotoxicity
Remarks:

4.2.3.3.1 In vitro
Remarks:

4.2.3.3.2 In vivo (including supportive toxicokinetics evaluations)
Remarks:

4.2 341 Long-term studies (in arder by species; including range-finding studies that cannot appropriately be included under repeat-dose toxicity or pharmacokinetics)
Remarks:

4.2.3.4.2 Short- or medium-term studies (including range-finding studies that cannot appropriately be included under repeat-dose toxicity or pharmacokinetics)
Remarks:

4.2.3.4.3 Other studies
Remarks:

4.2.3.5 Reproductive and Development Toxicity {including range-finding studies and supportive toxicokinetics evaluations) (If modified study designs are used, the following
sub-headings should be modified accordingly.)

Remarks:

4.2.3.5.1 Fertility and early embryonic development
Remarks:

4.2.3.5.2 Embryo-fetal development
Remarks:

4.2.3.5.3 Prenatal and postnatal development, including maternal function
Remarks:

4.2.3.5.4 Studies in which the offspring {juvenile animals) are dosed and/or further evaluated
Remarks:

4.2.3.6 Local tolerance
Remarks:

4.2.3.7 other Texicity Studies (if available)
Remarks:

4.2.3.7_1 Antigenicity
Remarks:
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4.2.3.7.2 Immunotoxicity

Remarks:

Remarks:

4.2.3.7.3 Mechanistic Studies (if not included elsewhere)

4.2.3.7.4 Dependence
Remarks:

4.2.3.7.5 Metabolites
Remarks:

4.2.3.7.7 Other
Remarks:

4.3 Literature References

Remarks:

Application History | Guidance

2015 copyright | Important notices

Last Revision Date: 02 Sep 2020

Version: 1.0.99 (PP)
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Step 14: Filling in CTD Module 5 and click the “Module 17 tab.
® Input the remarks if any.
® Note: Asterisk (*) items are mandatory fields to the submission of the application

form.
Guidance Back E Save and Exit
NeW P rod uCt R eg istration NEW_PRODUCT_REGISTRATION_VIEW_MODULE_05

The maximum upload size of single file is 50MB, while the maximum total upload size per application is 100MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): Indapamide-Trial Prolonged Release Tablets 1.5mg (APG)  PL No.: PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 | Module 3 |

.1 Module 5 Table of Contents

—I’5
ey
G

Remarks:

-

5.2 Tabular Listing of All Clinical Studies

Remarks:

-

o

.3.1.1 Bioavailiability (BA) Study Reports

=

emarks:

—

5.3.1.2 Comparative BA and Bioequivalence (BE) S5tudy Reports

5.3.1.3 In Vitro - In Vivo Correlation Study Reports

.3.1.4 Reports of Bioanalytical and Analytical Methods for Human Studies

Plasma Protein Binding Study Reports and Related Information

.3.2.2 Reports of Hepatic Metabolism and Drug Interaction Studies

.3.2.3 Reports of Studies Using Other Human Biomaterials

.eports of Human Pharmacokinetics (PK) Studies

5.3.3.1 Healthy Subject PK and Initial Tolerability Study Reports and Related Information

5.3.3.2 Patient PK and Initial Tolerability Study Reports and Related Information

Remarks:

-

=

emarks:

-

= o,

emarks:

—

@

sahik

=

emarks:

-

= o,

emarks:

-

E-

emarks:

—

o

.3.3

=
=

emarks:

-

Remarks:

-

Remarks:

-
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5.3.3_3 Intrinsic Factor PK Study Reports and Related Information
Remarks:

5.3.3.4 Extrinsic Factor PK Study Reports and Related Information
Remarks:

5.3.3.5 Population PK Study Reports and Related information
Remarks:

5.3.4.1 Healthy Subject PD and PK/PD Study Reports
Remarks:

5.3.4.7 Patient PD and PK/PD Study Reports
Remarks:

5.3.5.1 Study Reports of Controlled Clindcal studies Pertinent to the Claimed Indication and Related Information
Remarks:

5.3.5.2 Study Reparts of Uncontralled clinical studies and Related information
Remarks:

§.3.5.3 Reports of Analyses of Data from More Than One Study (Integrated Summary of Safety Report)
Remarks:

5.3.5_4 Other study Reports and Related information (Special Pathogens and Immune Modulator Reparts, Antiviral Reports)
Remarks:

5.3.6 Reports of Postmarketing Experience
Remarks:

5.3.7 Case Report Forms and Individual Patient Listings
Remarks:

5.4 Literature References
Remarks:

Application History | Guidance

2015 copyright | Important nofices  Last Revision Date: 02 Sep 2020 Version: 1.0.08 (PP)
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Step 15: Click the “Application Form” tab. Data on the application form is mapped from
the corresponding data in Module 1. You can view the form and choose ‘back’ to revise
the data, “print’ to print the form or ‘proceed to submit’ to submit the application.

o Guidanc= Save || Save and Exit | | Next

T New Product Registration NEW_PRODUCT_REGISTRATION_VIEW_01

The maximum upload size of single file is SOME, while the maximum total upload size EEI application is 100 MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via if necessary.

Bou are login as ORG Trial

ne Proposed Name of Product (English): PL No.: PR No.: HK Moz
TESTING LIMITED
in date and time
26.01.2021 1120 Hodule 1 Module 2 Module 3 Module 4 Module 5

Online Notification
Page 1 Page 2 Page 3 Page 4 Page 5 Page & Page 7 Page B Page 9

My Praduct Search

[] Priarity Application
For priority applications, the following supporting documents are required:
a. for change of name, dosage form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.

- Mew Repistration

1.0 Application Form* () Generic () New Chemical Entity (NCE)

Application Status

i Reu
- Mot Subrmised 1.0.1 Hame of Drug / Pharmaceutical Product 7 Substance
- Appiication Submitted

1.0.1.1 Proposed Hame of Product / Substance
Withdraw application o

A Proposed Mame of Product (English)-* PRODUCT HAME %]
+ Change of Registerad
FriELEE b. Proposed Mame of Product (Chinese), iany: [ |
+ Renewal of . Hames / Proposed Names Used in Other Places
Registration
Marmie: [PRODUCT NAME | Place: [GERMANY v
+ Request ta Cancel = -
Produc Repistration Name: [PRODUCT NAME | Place: [UNITED KINGDOM V]
Hame: | | Place: [Fleass Salect v
+ Payment
Add More
Application History 1.0.4.2 Hame of Active Substance(s) / Ingredient{s) (Please Hst below)
+ User Profile Sl @HETTITIETIS
By Active Ingredient Active Ingredient
* Appeared on Product
Label
Logout
[« 11. * [isbentiami |[bisbentiamine label |
2. [Hone of the above ~|[Hew Ingredient Name |
Hew Ingredient Hame
3. [Pleass Salect ~ |
4. [Pleass Select ~ |
Add Maore
1.0.4.3 application Type: (please select one) *
(") Human biological pharmaceutical product
() Hurnan chemical pharmaceutical product
(1 Human vaccine
() Pharmaceutical substance
(") Veterinary biological pharmaceutical product
(") Veterinary chemical pharmaceutical product
1 Veterinary vaccine
() ATP - gene therapy product
(") ATP - somatic cell therapy product
() ATF - tissue enginesred product
Guidance Sawe || Save and Exit || Next

2015 copyright | Important notices  Last Revision Date: 02 Sep 2020 Version: 1.0.80 (PP}
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Step 16: Click the “Proceed to Submit” button.
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Guidance Back || Print

The maximum upload size of single file is 1MB, while the maximum total upload size per a[?piicalion is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRODUCT NAME PL No.: PR No.: HK No.:

PHARMACY AND POISONS ORDINANCE (CHAPTER 138)
APPLICATION FORM FOR REGISTRATION OF A DRUG / PHARMACEUTICAL
PRODUCT/ SUBSTANCE

FORM6_VIEW

Note: A specimen sales pack of the druglﬁroduc( or sample of the substance and the relevant literature must be submitted together with the y
and supporting documents issued by the health authority in the country of origin should be submitted if required

Name of the Drug / Product / Substanee-*: * (*(*Delete as appropriate))

PRODUCT NAME
Dose Form / Package Size(s) :
Dose Form
Component 1
Cream
Package Size(s)
Product Pack Size :2 x 12's blister/box
Product Pack Size :2 x 48's blister/box
Detailed Qualitative and Qi itative C
Component 1
Name of Active Ingredient(s) Quantity (Strength  Unit (Strength Unit) Dose Value Dose Unit Reference / Monograph Standard
Value)
1. bisbentiamine 15 mg 1 tablet EP
2. New Ingredient Name 200 mcg 1 tablet
Indications:

1. Indication of the Drug

Registered and Marketed in Which Countries/Places : GERMANY
UNITED KINGDOM

Name of Applicant: ABC COMPANY LIMITED
Business Registration No.: 00671890-000

In What Capacity the Applicant Makes This Application:  Importer

Business Address of Applicant: 382, 3, A, CHA KWO LING, KOWLOON
Tel No.: 23198414 (Contact Person:David Wong)
12345678 (Submitted By:WONG David)
Facsimile No.:
23198414 (Contact Person:David Wong)
Email Address: prs.david. wong@gmail.com (Contact Person:David Wong)

prs.david wong@gmail com (Submitted By:WONG David)

Name of Manufacturer:
Name of manufacturer appeared on product label of finished product: MANU NAME x000cx
Address of Manufacturer:

Address of manufacturer appeared on product label of finished product:  MANU ADDR XXXXXX XXXXXX XXXXXX

All Company(ies) involved in the ion of the
Name of Manufacturer ~ Address of Manufacturer

1. MANU NAME xo00x  MANU ADDR XXXXXX XXXXXX XXXXXX

DECLARATION OF APPLICANT

1 wish to apply for registration of the said pharmaceutical products under the Pharmacy and Poisons Ordinance. | hereby declare that, to the best of my knowledge and belief,

the information given in this application is correct.
Name: WONG David Position held:

e-Cert Authentication:

Please select the e-Cert file, e.g. C\cert.p12

e-Cert PIN:

For Office Use Only

Date Received  Legal Classification | Fees Paid Registration Approved | Certificate Issued | Registration

%

Guidance Back || Print ||Proceed To Submit
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Step 17:
® Review the page information again by clicking the tab of different pages if necessary.

® Click ‘Edit Application’ to edit the data if necessary.
® Click “Print” to print the current page with browser printing function.
® Click the “Application Form” tab directly again to proceed the application.

. — o
New Product Registration NEW_PRODUCT_REGISTRATION_VIEW_T

| l The maximum uplaad size of si:ge file is SOMB, while the maximum total upload size EEI application is 100 MB.
File upload is mot allowed for modules 2 - 5, please submit the files to Drug Office via if neceassary.
Bou are login as ORG Trial

ne Proposed Name of Product (English): PL No.: PR No.: HK No.z
TESTING LIMITED
Login date and time
26.01.2021 11:20 Module 1 Module 2 Module 3 Module 4 Module 5
Online Notification
Page 1 Page 7 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form
My Product Search
o [] Priority Application
- New Registration For priority applications, the following supporting documents are required:
= a. for change of name, dosage form or active ingredient, letter from applicant of surrender original registration upon
Inifizte New Product approval of registration of the applied product and the original registration certificate of the existing product; or
E?E!I'Eha:b?l" b. for change of product certificate holder, a statement from manufacturer for the change.

1.0 application Form* Generic (&) Hew Chemical Enti E
A p_IiBatinn_'Seﬁiams App o ® ty (HCE)
- At Regui

- Mat Subrndsed 1.0.1 Hame of Drug / Pharmaceutical Product 7 Substance
= hppiication Submitted

1.0.1.1 Proposed Hame of Product / Substance
Withdraw application o

a. Proposed Mame of Product (English):* PRODUCT MAME 7]
+ Change of Registered
Particulars be. Proposed Mame of Product (Chinese), if any: I:l
+ Renewal of . Mames / Proposed Mames Used in Other Places
Registration
Hame: [PRODUCT NAME | Place: [GERMANY v
+ Requast to Cancel - -
e e Name: [PRODUCT NAME | Place: [UWITED KINGDOM v
Hame: | | Place: [Fleass Select v
+ Payment
Add More
Application History 1.0.1.2 Mame of Active Substance(s) / Ingredient(s) (Please list below)
+ User Frofile No. of Componentis)*
e Active Ingredient Active Ingredient
* Appeared on Product
Label
Logout
[« 11. * [bishentiami |[bisbentiamine labsl |
2. [Mone of the above W|[Hew Ingredient Name |
Hew Ingradient Mame
3. [Pleass Select v |
4. [Pleass Select v |
Add More
1.0.4.3 application Type: (please select one) *
() Human biological pharmaceutical product
() Human chemical pharmaceutical product
) Human vaccine
(") Pharmaceutical substance
(") Veterinary biological pharmaceutical product
() Veterinary chemical pharmaceutical product
(1 Veterinary vaccine
() ATF - gene therapy product
() ATP - somatic cell therapy product
(") ATP - tissue enginesrad product
Guidance Save || Save and Exit || Next

2015 copyright | Important notices  Last Revision Date: 02 Sep 2020 Version: 1.0.80 (PP}
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Step 18:

® Tick the checkbox of “I hereby declare that to the best of my knowledge and belief
the information given in this application is correct” and input the full path of e-
certificate information and the e-certificate PIN

® Then click the “Submit Application” button.
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Guidance Bacl Application § Print
The maximum upload size of single file is 1MB, while the maximum total upload size per ad)plicalion is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.
Proposed Name of Product (English): PRODUCT NAME PL No.: PR No.: HK No.:
FORM6_VIEW
PHARMACY AND POISONS ORDINANCE (CHAPTER 138)
APPLICATION FORM FOR REGISTRATION OF A DRUG / PHARMACEUTICAL
PRODUCT / SUBSTANCE
Note: A specimen sales pack of the or sample of the and the relevant literature must be submitted together with the y
and supporting documents issued by the heaith authority in the country of origin should be submitted if required.
Name of the Drug / Product / Substanee-*: * (*(*Delete as appropriate))
PRODUCT NAME
Dose Form / Package Size(s) :
Dose Form
Component 1
Cream
Package Size(s):
Product Pack Size :2 x 12's blister/box
Product Pack Size :2 x 48's blister/box
Detailed Qualitative and Qi itative Ci
Component 1
Name of Active Ingredient(s) Quantity (Strength  Unit (Strength Unit) Dose Value Dose Unit Reference / Monograph Standard
Value)
1. bisbentiamine 15 mg 1 tablet EP
2 New Ingredient Name 200 meg 1 tablet
Indications:
1. Indication of the Drug
and in Which Ci i :  GERMANY
UNITED KINGDOM
Name of Applicant: ABC COMPANY LIMITED
Business Registration No.: 00671890-000

In What Capacity the Applicant Makes This Application: Importer

Business Address of Applicant: 382, 3, A, CHA KWO LING, KOWLOON
Tel No.: 23198414 (Contact Person:David Wong)
12345678 (Submitted By:WONG David)
Facsimile No.:
23198414 (Contact Person:David Wong)
Email Address: prs.david. wong@gmail.com (Contact Person:David Wong)

prs david wong@gmail.com (Submitted By:WONG David)

Name of Manufacturer:
Name of manufacturer appeared on product label of finished product:  MANU NAME xo00xx
Address of Manufacturer:

Address of manufacturer appeared on product label of finished product:  MANU ADDR XXXXXX XXXXXX XXXXXX

All Company(ies) involved in the ion of the

Name of Manufacturer ~ Address of Manufacturer

1. MANU NAME x0ooxx MANU ADDR XXXXXX XXXXXX XXXXXX

DECLARATION OF APPLICANT

formation given in this application is correct.

Name: WONG David Position held:

€l uthentical
Cicert.p12 5.

PTesee SelecT e SCarT e, £.9. C-\cert.p12

e-Cert PIN:

For Office Use Only

wish to apply for registration of the said pharmaceutical products under the Pharmacy and Poisons Ordinance. | hereby declare that, to the best of my knowledge and belief,

Date Received | Legal Classification

Fees Paid Registration Approved | Certificate Issued | Registration

%

Guidance

Back | | Submit Application | | Print
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The page is redirected to the acknowledgement summary page with application ID,
submission date, product name and PL No.

Application ID: ANP20189000154
Submission Date: 2018.08.17

Proposed Name of Product (English) PL No.
PRODUCT NAME PL0023/2018

The Drug Office acknowledges your on-line submission for application of new preduct registration. We will process your request and
will provide response as soon as possible.

For enquiries, please call us quoting this reference number.

General enquiries:

Office Hours::  Monday to Friday

9:00 am - 1:00 pm

2:00 pm - 5:45 pm

(up to 6:00 pm on Monday)

(Closed on Saturdays, Sundays & Public Holidays)
Tel: (852) 2319 8458

Email: prs2_info@dh.gov.hk

2.5.2 Application Status
e Click the menu item “Application Status” under “New Registration” in the menu on
the left.
There are 3 pools:
- Action Required
- Not Submitted
- Application Submitted

e Under each pool, applicant can find the detailed application status e.g. “Request for
outstanding information” under “Action Required”
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i

You are login as

New Product Registration

New Submission

InitiateNew Product Registration

Login date and time
28.01.2021 15:13

Action Required

& Application,  Application ID, PL No.
Date

Online Notification

1 17.07.2018 ANP20189000108  PLO010/2018
My Product Search

2 31.07.2017 ANP20179000079  PLO0S22017
Initiate New Product =) 31.07.2017 ANP20170000078  PLO0B1/2017
Registration
Application

Not Submitted

- Not Subrmitted % Latest Draft Date &
- Appiication Submitied

1 10.08.2018 ANP20138000153
Withdraw application 2 18.07.2018 ANP20138000132

+Change of Registered  APPplication Submitted

Particulars . Amg;ﬂon. Application ID' PL No.
* Egg‘es\;‘;:ll;{-‘ 1 10.08.2018 ANP20189000151  PLDO2272018
+ Request to Cancel 2 06.08.2018 ANP20189000133  PLDO19/72012

Product Regisfration
+ Payment

Application History
+ User Profile

+ System

Logout

New list added for new version:
Issued E-Certificate

% Application Date % Application ID % PLNo. # PRHNo. s

Application ID Ll

NEW_PRODUCT_REGISTRATION_STATUY

. PRNo. .  Proposed Name of Product (English, No.of
submission
TEST ECERT CASE1 1
JEST LOGINZ 1
TEST USER LOGIN 2 1

Proposed Name of Product (English)
TESTNCE 2

TEST OPEN FILE CASE 3

Applicatio Status,  Payment
Satus Date ¥ Status
Request for 4072012 No
Quistanding
Information
Request for 2206.2018 No
Qutstanding
Information
Request for 14112017 No
Qutstanding
Information
& Application Status &
Pending
Pending

PR No. Proposed Name of Product (English| No. of licati Status Paymen|
¢ ¢ b umion®  hiaes e Paymen
TEST NCE CASE 1 Application 15.082018 No
Submitted
JEST 2015 1 Screening 10.082018 No
HKNo. % Proposed Name of Product (English) + Status Date % Download =

The download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Cerlificate for your record afier downloading

2.5.2.1 Not Submitted:

Step 1: Click the application under “Not Submitted” section, and then continue the
“Initiate New Product Registration” flow. The page is redirected to new application CTD

module.

o New Product Registration

I l New Submission

You are login as ORG Trial | InitiateNew Product Registration

One
TESTING LIMITED
Login date and fime

Action Required
27.01.2021 10:22

¥  Application Dats  Application 1B  PL N&t PR Net
Online Motification Not Submitted
My Product Search + Latest Draft Date + ‘Application ID
1 27.01.2021 ANP20219000005
2 28.01.2021 ANP20219000001
3 01.032019 ANP20199000002

\Flgltlaltta thew Product

egistration i cati i

Application Application Submitted
- Application Application 1D,

Application Stalus T Date ¥ T

~ Action Required

- Not Submitted 1

26.01.2021 ANP20219000004  PLO001/2021

b
- Application Submitied

‘Withdraw application

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Request to Cancel
Product Registration

+ Payment
Application History
+ User Profile
+ System
Logout

2015 copyright | Important notices

Proposed Name of Product (English) %

PLNo. .

NEW_PRODUCT_REGISTRATION_STATUS

No. of submissions

+ Proposed Name of Product (English)
EACE CREAM

TEST DRUG 20190301
PRNo. . Proposed Name of Product (English), No.of .
- - submission™
PRODUCT NAME 1

Last Revision Date: 02 Sep 2020  Version: 1.0.99 (PP)

Application Statusy  Status Daté

Status

lication
ggmlmd

Payment Statuss

Application Status &

Pending
Pending
Pending
Status,

L sl

27.01.2021

Payment,
Status ¥
No
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New list added for new version:
Issued E-Certificate

% Application Date

% Application ID # PLNo. % PRMNo. % HKNo. % Proposed Name of Product (English) % Status Date % Download

A

The download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Certificate for your record after downloading.

T

You are login as ORG Trial

ne

TESTING LIMITED
Lo%i n date and time
26.01.2021 11:20

Online Notification
My Product Search

- Mew Repistration

Inifizte New Product
Registrafion
Application

Afglicatinn Status

- fction Raﬂu'l!d

= Mot Submitsed

- Appiication Submitted
Withdraw application

+ Change of Registerad
Particulars.

+ Renewal of
Registration

* FrBu Regauaion

+ Payment
Application History

+ User Prafile

+ System

Logout

New Product Registration
The maximum uplaad size of s'lgleiﬁleais g.“Ea Mileltﬂv?tma:imm total upload size per application is 100 MB.
es 2 - 3, please submi

Guidance Save || Save and Exit || Next

NEW_PRODUCT_REGISTRATION_VIEW_01

File upload is not allowed for m the files to Drug Office via if neceassary.
Proposed Name of Product (English): PL No.: PR No.: HK No.z
Module 1 Module 2 Module 3 Module 4 Module 5
Page 1 Page 2 Page 3 Page 4 Page 5 Page & Page 7 Page 8 Page 9 Application Form
[] Priority Application
For priority applications, the following supporting documents are required:
a. for change of name, dosage form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.
1.0 application Form*  (7) Generic (&) Mew Chemical Entity (NCE)
1.0.1 Hame of Drug / Pharmaceutical Product 7 Substance
1.0.1.1 Proposed Hame of Product / Substance
a. Proposed Mame of Product (English):* PRODUCT MAME 7]
be. Proposed Mame of Product (Chinese), if any: I:l
. Hames / Proposed Mames Used in Other Places
Hame: [PRODUCT MAME | Place: [GERMANY v
Name: [PRODUCT NAME | Place: [UWITED KINGDOM v
Hame: | | Place: [Fleass Select v
Add More
1.0.1.2 Hame of Active Substance{s) / Ingredient(s) (Please list below)
Mo. of Component{s)*
Active Ingredient Active Ingredient
Appeared on Product
Label
c 11 * [bisb |[bisbentiamine label |
2. [Mone of the above W|[Hew Ingredient Name |
Hew Ingradient Mame
3. [Pleass Select v |
4. [Pleass Select v |
Add More
1.0.4.3 application Type: (please select one) *
(") Human biological pharmaceutical product
() Human chemical pharmaceutical product
) Human vaccine
(") Pharmaceutical substance
(") Veterinary biological pharmaceutical product
() Veterinary chemical pharmaceutical product
(1 Veterinary vaccine
() ATF - gene therapy product
() ATP - somatic cell therapy product
(") ATP - tissue enginesrad product
Guidance Save || Save and Exit || Next

2015 copyright | Important notices  Last Revision Date: 02 Sep 2020 Version: 1.0.80 (PP}

2.5.2.2 Application Submitted:

Step 1: Click the application under “Application Submitted” section. Then the page will be
redirected to view CTD information page.
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o New Product Registration

I l New Submission

Bou are login as ORG Trial | InitiateNew Product Registration

ne.
TESTING LIMITED . .
Login date and time Action Required
27.01.2021 10:22

+  Application Dat¢  Application I8 PLN& PRNa&

Online Nofification Not Submitted
B Latest DraftDate 4 Application ID
My Product Search 2 2 pelicatin
1 27.01.2021 ANP20219000005
- New Registration 2 26.01.2021 ANP20219000001
e — 3 01.03.2019 ANP20199000002
Registration i i §
Application Application Submitted
.  Applicaion,  Application ID, PLNo.
Application Status T Date ¥ v T

- Action Reguired

bmitted 1

E 26.01.2021
- Application Submitted

ANP20219000004  PLO001/2021

‘Withdraw application

+ Change of Regisiered
Particulars

+ Renewal of
Reqistration

+ Request to Cancel
Product Registrafion

+ Payment
Application History
+ User Profile
+ System
Legout

2015 copyright | Important nofices

New list added for new version:

NEW_PRODUCT_REGISTRATION_STATUS

Proposed Name of Product (English) s

EACE CREAM Pending
PRODUCT NAME Pending
TEST DRUG 20190301 Pending

PRNo. , Proposed Name of Product (English), MNo.of , Application,  Status,

- e ‘submission ™ Status ¥ Date ™

I PRODUCT NAME I 1 Agplication 27,01, 2021
Submitted

Last Revision Date: 02 Sep 2020  Version: 1.0.99 (PP)

Proposed Name of Product (English) #  No. of submissions Application Statust  Status Daté Payment Status

Application Status &

Paymenf
Status ™
No
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Issued E-Certificate
% Application Date % Application ID # PLNo. # PRNo. $ HKNo. % Proposed Name of Product (English) % Status Date % Download #

The download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Cerificate for your record after downloading.

o Guidane= Save || Save and Exit || Next
New Product Reg istration NEW_PRODUCT_REGISTRATION_VIEW_01
The maximum upload size of single file is SOME, while the maximum total upload size per application is 100 MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office viaE if necessary.

You are login as ORG Trial

ne Proposed Name of Product (English): PL No.: PR No.: HK Moz
TESTING LIMITED
Login date and time
260.%1.2021 11:20 Hodule 1 Module 2 Module 3 Module 4 Module 5

Online Notification
Page 1 Page 2 Page 2 Page 4 Page 5 Page & Page 7 Page 8 Page 9 Application Form
My Praduct Search

[] Priority Application
For priority applications, the following supporting documents are required:
a. for change of name, dosage form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.

- Mew Repistration

1.0 Application Form* () Generic (s)Mew Chemical Entity (NCE)

Application Status
= fction i

Mot Subrmitted
Appiication Subenited

1.0.4 Hame of Drug / Pharmaceutical Product 7 Substance

1.0.1.1 Proposed Hame of Product / Substance
a. Proposed Mame of Product (English):* FRODUCT HAME a
+ Change of Registered
Particulars b. Proposed Hame of Product (Chinese), if any: l:l

Withdraw application

+ Renewal of . Hames / Proposed Names Used in Other Places
Registration
Marmie: [PRODUCT NAME | Place: [GERMANY v
+ Request to Cancel = -
Froduct Repisiration Name: [PRODUCT NAME | Place: [UNITED KINGDOM v
Hame: | | Place: [Fleass Salect v
+ Payment
Add More
Application History 1.0.1.2 Hame of Active Substance(s) / Ingredient{s) (Please list below)
+ User Frafile No. of Component(s)*
+ System Active Ingredient N Active |I'g|Edlen::.:l
Label
Logout
[« 11. * [isbentiami |[bisbentiamine label |
2. [Mone of the above ~|[Hew Ingredient Name |
|New Ingredi=nt Hame
3. [Please Select v |
4. [Pleass Select ~ |
Add More
1.0.1.3 application Type: (please select one) *
(") Human biological pharmaceutical product
(#) Human chemical pharmaceutical product
(1 Human vaccine
() Pharmaceutical substance
() Veterinary biological pharmaceutical product
(") Veterinary chemical pharmaceutical product
1 Veterinary vaccine
() ATP - gene therapy product
(") ATP - somatic cell therapy product
(C) ATP - tissue engineered product
Guidance Sawe || Save and Exit || Next

2015 copyright | Important notices  Last Revision Date: 02 Sep 2020 Version: 1.0.80 (PP}

Step 2: View the application history by clicking the “Application History”, the
“Application History” will allow to view once the application has been submitted. You
can choose the version no. from the drop-down list of ‘application version’
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Application History JGuidance Next | Print

NBW Product Registration NEW_PRODUCT_REGISTRATION_VIEW_01

The maximum upload size of single file is 1MB, while the maximum total upload size per aﬁaplica(iun is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRODUCT NAME PL No.: PLO023/2018 PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

Priority Application

For priority applications, the following supporting documents are required:
a. for change of name, dosatge form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.

1.0 Application Form* Generic @ New Chemical Entity (NCE)
1.0.1 Name of Drug / Pharmaceutical Product / Substance
1.0.1.1 Proposed Name of Product / Substance
a. Proposed Name of Product (English):* PRODUCT NAME @

b. Proposed Name of Product (Chinese), if any:
c. Names / Proposed Names Used in Other Places

Name: | PRODUCT NAME Place: | GERMANY h
Name: | PRODUCT NAME Place: | UNITED KINGDOM hd
Name: Place: | Please Select v

1.0.1.2 Name of Active Substance(s) / Ingredient(s) (Please list below)

No. of Component(s)* 1 v

Active Ingredient Active Ingredient
Appeared on Product
Label
Component 11. * | bisbentiamine || bisbentiamine Label
2. |None of the abave “| New Ingredient Mame
Mew Ingredient Name
Please Select v
4. | Please Select v

1.0.1.3 Application Type: (please select one) *

Human biological pharmaceutical product

# Human chemical pharmaceutical product
Human vaccine
Pharmaceutical substance
Veterinary biological pharmaceutical product
Veterinary chemical pharmaceutical product
Veterinary vaccine

Guidance Edit Application || Next || Print
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CTD in PDF format

Document List

Page 2
1. Product Pack Size: 6x10's blister/pack
tability Report - :
. In-Use Stability Repor
ComponentDuration (Month) Start date
1 4 08.01.2015

Stability Report.pdf

2. Product Pack Size: 3x10's blister/pack

Stability Report N
In-Use Stability Repor
ComponentDuration (Month) Start date
1 |4 08.01.2015
Stability Report.pdf
Page 4
1.0.7.1.a Mamifacturer appeared on product
label of finished product
GMP Certificate of Mamifacturer Appeared on
Product Label
GMP pdf
Mamifacturers Licence (ML) of Mamufacturer
Appeared on Product Label
ML pdf
1.0.7.1.b All Other Company(jes) involved in the
preparation of the product/substance
GMP Certificate of Other Manufacturer 1
GMP pdf
ML of Other Manufacturer 1
ML pdf

Page 6
1.0.9.4 Please list marketing authorization
application(s) for the same product in other
country/region here -
Other Country/Region 1
Free Sales Certificate.pdf

Page 7
Prototype Sales Pack

Product Pack Size:

1. 6x10's blister/pack Prototype Sales Pack pdf
2 3x10's blister/pack Prototype Sales Pack.pdf
Package Insert File

Product Pack Size:

1 6x10's blister/pack Package Insert pdf

2 3x10's blister/pack Package Insert pdf

Photo or scanned image of the product samples

Product Sample pdf
Copy of business registration certificate.
(Reference for 1.0.6.1 of Page 3)
BRC pdf
Authorization letter from the
mamifacturer/marketing authorization holder
authorizing the applicant to apply registration for
its product
Manufacturer Authorization Letter pdf
An undertaking, given by the apphcant to provide,
at any stage of registration, any information and/or
d relating to the p upon
request within the prescribed timeframe

Product Information pdf
GMP Certificate of Manufacturer Appeared on

Product Label

GMP.pdf
GMP Certificate of Other Manufacturer 1

GMP pdf

Page 8
Other Country/Region 1
Free Sales Certificate pdf
Page 9
Specification of the product (showing compliance
with pharmacopoeias listed in the Guidance
Notes on Registration of Pharmaceutical
Products) (Reference for 1.0.8 of Page 5)

Product Specification.pdf
Method of analysis (detailed method of analysis
for all tests per finished product specifications)
(Reference for 1.0.8 of Page 5)
Method of Analysis pdf
Certificate of analysis (showing results for all tests
per finished product specifications) (Reference for
1.0.8 of Page 5)
Certificate of Analysis pdf
Reputable documentary evidence to substantiate
the content of package insert. Cross-referencing
to documents should be made by referring to
page number of the reference and the relevant
parts of the reference document(s) shall be clearly
highlighted_ Please refer to the list of reputable
references in the Guidance Notes on Registration
of Pharmaceutical Products
Evidence Document pdf
Mamfacturers Licence (ML) of Mamufacturer

Appeared on Product Label
ML pdf
ML of Other Mamufacturer 1
ML .pdf

versivll. . 1L.1.10
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Step 3: Click the Application_History.pdf can view the whole CTD content in pdf format.

New Product Registration Module 1 Page 1 - Submitted Application
Application Reference no.:  ANP20169000003
PL no.: PL0004/2016 PR no.:
Versionno.: 1
Submuission Date:  07.03.2016

Priority Application No

For Priority applications, the following supporting docuements are required:

a. for change of name, dosage form or active ingredient, letter from applicant of surrender original registration
upon approval of registration of the applied product and the original registration certificate of the existing
product; or

b. for change of product certificate holder, a statement from manufacturer for the change.

1.0 Application Form

Generic

1.0.1 Name Of Drug / Pharmaceutical Product / Substance

1.0.1.1 Proposed Name of Product / Substance

a. Proposed Name of Product (English): |ONL1NE 20160307 |

b. Proposed Name of Product (Chinese). if any: | |

c. Names / Proposed names used in other places

Name:l | Place: | |

1.0.1.2 Name of Active Substance(s) / Ingredient (s)

No. of Component(s): |I|

Ingredient Labelled Ingredient

Component 1 a |CARDAMOM OIL | |C‘ARDAMOM OIL |

1.0.1.3 Application Type: Human chemical pharmaceutical product

Step 4: Click the pdf hyperlink to view every corresponding pdf uploaded in the particular
version.
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fcation Version 1 /]
CTD in PDF format
ficati i fication History pef
Document List
Page 2
1. Product Pack Size: 6x10's blister/pack
Stability Report
In-Use Stabiity R
c wation (Month) Start date ’E
1 |4 08.01.2015
2. Product Pack Size: 3x10's blisteripack
Stabiity Report )
In-Use Stability R
C usation (Month) Start date =
1 |2 08.012015
!
Page 4
1.0.7.1.a Manfacturer appeared on product
label of finished procuct

GMP Certificate of Mamifacturer Appeared on
Product Label

Manufacturers Licence (ML) of Manufacturer

Appeared on Product Label m

1.0.7.1b All Other Company(jes) involved in the
preparation of the product/substance
GMP Certificate of Other Manufacturer 1

ML of Other Manufacturer 1

Page 6
1.0.9.4 Please list marketing authorization
application(s) for the same product in other
country/region here -

Other Country/Region 1

Free Sales Certificate pdf

Page 7
Prototype Sales Pack

Product Pack Size:

1. 6x10's blister/pack Prototype Sales Pack pdf
2 3x10's blister/pack Prototype Sales Pack.pdf
Package Insert File

Product Pack Size:

1 6x10's blister/pack Package Insert pdf

2 3x10's blister/pack Package Insert pdf

Photo or scanned image of the product samples

Product Sample. pdf

Copy of business registration certificate.
(Reference for 1.0.6.1 of Page 3)

Authorization letter from the
manufacturer/matketing authorization holder
authorizing the applicant to apply registration for
its product

IManufacturer Authorization Letter ndf I

An undertaking. given by the applicant to provide,
at any stage of registration, any information and/or
d relating to the pr upon

request within the prescribed timeframe
I Product Information pdf I

GMP Certificate of Manufacturer Appeared on
Product Label

GMP Certificate of Other N 1

df
Page 8
Other Country/Region 1

Il

Free Sales Certificate.p
Page 9

Specification of the product (showing compliance
with pharmacopoeias listed in the Guidance
Notes on Registration of Pharmaceutical
Products) (Reference for 1.0.8 of Page 5)

Method of analysis (detailed method of analysis
for all tests per finished produet specifications)
(Reference for 1.0 § of Page 5)

Method of Analysis pdf

Certificate of analysis (showing results for all tests
per finished product specifications) (Reference for

1.0.8 of Page 5)
ertificate of Analysis pdf
Reputable d v evidence to

the content of package insert. Cross-referencing
to documents should be made by referring to
page number of the reference and the relevant
parts of the reference document(s) shall be clearly
highlighted_ Please refer to the list of reputable
references in the Guidance Notes on Registration

of Pharmaceutical Products
Evidence Document pdf

Mamifacturers Licence (ML) of Mamufacturer

Appeared on Product Label

ML .pdf
ML of Other Mamufacturer 1

ML.pdf

versiuil . 4L.1.10
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2.5.2.3 Action Required (If the application requires outstanding information requested by
pharmacist, the application will be under the “Action Required” section).

e For application which is “Action Required”, applicant will also receive a notification
about the required information or comments for the application.

e Applicant needs to update his/her application information and resubmit through online
system by the link in the notification or new application pool.

Method 1: ‘New Product Registration’ of ‘Online Notification’:
Step 1: Click the menu item “Online Notification” in the menu on the left.

. Online Notification ONLINE_NOTIFICATION_VIEW_01
l New Product Registration Archived Netifications
Notification Date * Subject % Proposed Name of Product & PL No. & Payment Statuls
You are login as g . . y
Open 12012021 10:34:23 Cerfificate Payment Request ST — PLO9TS/2016  Paid
Open 20.11.2020 17-13:29 Ceriificate Payment Request JAVA 8 START PLO004/2020 Paid
Logill date and time Open 20.11.2020 16:45.42 Screening Application BOURBEON POWDER PLO002/2020 WA
28.01.2021 15:06

| Online Nofification CORP Archived Nofifications

My Product Search Notification Date % Subject 4

* HK No. L3 Name of Product s
Open 12.01.2021 17:40:32 Applicaton Withdrawal Rejected Notification HK42660 TRCCTONTOTTS O TRE ST0MG——
+ New Registration Open 12.01.2021 17:38:55 Application Submitted Nofification HIK42660 T S e e
D .01 7:368: i i & TS b Sm—
+ Change of Registered Open 12.01.2021 17:38:55 Application Screening Nofification HK42660
Particulars
+ Renewsl of Renewal of Registration Archived Notifications
Registration
Notification Date % Subject B Name of Product B No. of Renewals %
+ Request to Cancel Open 27.01.2021 04:00:14 Renewal Nofification DRUG NAME Y0C(X TAB 50MG 1
Product Registration
+ Payment Cancellation Request
Application History Notification Date # Subject & HK No. * Name of Product +
Open 26.01.2021 15:07:50 Cancellation Registration Reguest Submitted MNotification HK31199 TSt PO ORIt
+ User Profile
Non Pharmaceutical Product Alert
+ System
Notification Date & Subject 4 HKNo. Name of Product +
Logout Open 11.02.2016 04:00:00 Renewal Pending Reminder HKB0464
Open 12.01.2016 04:00:02 Renewal Pending Nofificafion HKB0464

Step 2: Click a notification which subject is “Screening Application” or “Evaluation
Application”.
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° Online Notification

i

You are login as

New Product Registration

Notification Date * Subject
Open 12.01.2021 10:34:23
Open 20.11.2020 17-13:29
20.11.2020 16:45:42

Ceriificate Payment Request
Ceriificate Payment Request

i_ogin date and time
28.01.2021 15:06

Screening Application

My Product Search Notification Date # Subject
Open 12.01.2021 17:40:32 Applicaton Withdrawal Rejected Notification
*+ New Registration Open 12.01.2021 17:38:55 Appiication Submitted Nofification
- Open 12.01.202117:38:55 Application Screening Nofification
Particulars
Renewal of Registration
+ Renewal of
Registration
Notification Date ¢ Subject
+ Request fo Cancel Open 27.01.2021 04:00:14 Renewal Nofification
Product Registration
+ Payment Cancellation Request
- Notification Date & Subj
Application History on ubject
Open 26.01.2021 15:07:50 Gancellation Registration Regquest Submitted Noffication

+ User Profile

Non Pharmaceutical Product Alert
+ System

Notification Date % Subject
Open 11.02.2016 04:00:00
Open 12.01.2016 04-00:02

Logout Renewal Pending Reminder

Renewal Pending Nofification

Online Notification
New Product Registration

Notification Date 17.08.2018 18:05:14

PL No. : PL0023/2018

PR No.: -

HKNo. : -

Proposed Name of Product (English) :  PRODUCT NAME

Netification Detail
Attachment(s) -

1. Back To Application : -

NOTIFICATION_PRINT pdf

2. In alternative to (1), you may send the outstanding information by post or in person fo the Drug Office
Drug Re?istration and Impeort / Export Control Division
3/F, Public Health Laboratory Centre
382 Nam Cheong Street
Shek Kip Mei Kowloon
Hong Kong

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

% Proposed Name of Product 3 PL No. & Payment Status
OGNS TR B TS SR PLO975/2016  Paid
JAVA 8 START PLO004/2020 Paid
PRODUCT NAME PLD023/2018 A

Archived Notifications

HK No. s Name of Product *
HIK42660 RO TTT TRST
HK42660 e it
HK42660 M- ST S-S0 i S—

Archived Notifications

Name of Product & No. of Renewals &

DRUG NAME X3(XX TAB SOMG 1

HK No. % Name of Product £
HK31199 = POt
£ HK No. % Name of Product *
HKED484 i —

HKB0464 e e

ONLINE_NOTIFICATION_VIEW_01

For enquiries, please call our hotline at (852) 2319 8458 or email to prs2_info@dh.gov.hk quoting the reference number of this application or the PL number of PR number of your product

under the process of new product registration.

Step 3: Click the “NOTIFICATION PRINT.pdf” to view the notification in PDF format.

Online Notification
New Product Registration

Notification Date 17.08.2018 15:05:14

PL No.: PLO023/2018
PR No. -

HK No. :

Proposed Name of Product {English) -
Notification Detail

Attachment(s)

1. Back To Application -

PRODUCT NAME
INOTIFICATION PRINT pdf I

2. In alternative to (1), you may send the outstanding information by post or in person to the Drug Office:

Drug Registration and Import / Export Control Division
3F, Pubﬁc Health Laboratory Centre

382 Nam Cheong Street

Shek Kip Mei Kowloon

Hong Kong

ONLINE_NOTIFICATION_VIEW_01

For enquiries, please call our hotline at (852) 2319 8458 or email to prs2_info@dh gov hk guoting the reference number of this application or the PL number of PR number of your product

under the process of new product registration.
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. DEPARTMENT OF HEALTH
R BEYWAE DRUG OFFICE
BT Rt O IR DRUG REGISTRATION AND
IMPORT/EXPORT CONTROL DIVISION
A LA B 7 38 .} 3/, Public Health Laboratory Centre,

382 Nam Cheong Street, Kowloan, Hong Kang

EGLHEES Tel Noo 23198414
153 Enquiries: (852) 23198458
{8 E{554 65 Faxline No: (852) 28034962
ATHi OwRef-  PLO023/2018

CREF T AR R )
(IN REPLY PLEASE QUOTE THIS FILE REF)

ABC COMPANY LIMITED
382.3.A
CHA KWO LING. KOWLOON

Proposed Name of Product: PRODUCT NAME
Application Reference No. ANP20189000154
PL No. PL0023/2018
Applicant: ABC COMPANY LIMITED
Date of Assessment: 2018-08-17

Dear Sirs,

Application for Registration of Pharmaceutical Products/Substances (Screening)

Thank you for your application dated 17.08.2018 for registration

of

pharmaceutical products/substances. The Department of Health is providing professional

and executive support to the Pharmacy and Poisons Board and its Committee.

Please provide the items (stated in the attached page) for our consideration

before application could be accepted. For enquiries, please contact the undersigned at .

Yours faithfully,
Screen Officer

Pagel of 2

We build a healthy Hong Kong and
aspire to be an internationally renowned public health authority

Application for Registration of Pharmaceutical Products/Substances
Date: 2018-08-17

PL Number: PL0023/2018

Product Name: PRODUCT NAME

Sereened by: Sereen Officer

Comments/Outstanding Information:
Section 1.0.1.1: Please update the proposed names used in ohter places

Section 1.0.8.1: Sereening Comment

Assessment made By Screen Officer

Signature of Assessment Officer:

Name (in BLOCK letters): Screen Officer
Post Tatle:
Date: 2018-08-17
Page2 of 2

We build a heaithy Hong Kong and
aspire to be an internationally renowned public health authority

veisvil, . L.1L.10
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Step 4: Click the “Go” button will redirect the application to the CTD page for outstanding

information. Pharmacist’s comment for every section can be viewed at the same time.
on”ne NOtification ONLINE_NOTIFICATION_VIEW_01

New Product Registration

Notification Date 17.08.2018 15:05:14

PL No.: PLO023/2018

PR No.

HK No. : -

Proposed Name of Product {(English) - PRODUCT NAME
Notification Detail NOTIFICATION_PRINT pdf
Attachment(s)

1. Back To Application

2. In alternative to (1), you may send the outstanding information by post or in person to the Drug Office:
Drug Registration and Import / Export Control Division
3F, Pubﬁc Health Laboratory Centre
382 Nam Cheong Street
Shek Kip Mei Kowloon
Hong Kong

For enquiries, please call our hotline at (852) 2319 8458 or email to prs2_info@dh gov_hk quoting the reference number of this application or the PL number of PR number of your product
under the process of new product registration.
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Save || Save and Exit | Nex

NEW_PRODUCT_REGISTRATION_VIEW_01

Application History | Guidance

Applications Require Action

The maximum upload size of single file is 1MB, while the maximum total upload size per alfplication is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRCDUCT NAME PL No.: PLO023/2015 PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

Comments for page Page 1

[[] Priority Application 3
For priority applications, the following supporting documents are required: Section 1.0

a. for change of name, dusatge form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.
1.0 Application Form*  (7) Generic (@) New Chemical Entity (NCE)
1.0.1 Name of Drug / Pharmaceutical Product / Substance - 0
.
1.0.1.1 Proposed Name of Product / Substance 2
Section 1.0.1.1
a. Proposed Name of Product (English):* . —
po: (English) PRODUCT NAME @ Ploase update the
b. Proposed Name of Product (Chinese), if any: l:l proposed names used
in ohter places
c. Names / Proposed Mames Used in Other Places
Name: [PRODUCT NAME | Place: [GERMANY V]
Name: [PRODUCT NAME | Place: [UNITED KINGDOM V] Sich
Name: | | Place: |Please Select vl Section 1.0.1.2
Add More

1.0.1.2 Name of Active Substance(s) / Ingredient(s) (Please list below)

No. of Component(s)*

Active Ingredient Active Ingredient ®5 OU
Appeared on Product
Label Section 1.0.1.3

Component 11. * | bishentiamine V| bisbentiamine Label
2. |[None of the above V| New Ingredient Name
New Ingredient Mame |
3. |Please Select v| ®5 0OU
4. [Please Select v|
Add More

1.0.1.3 Application Type: (please select one) *

() Human biological pharmaceutical product
Human chemical pharmaceutical product
Human vaccine

{f} Pharmaceutical substance
() Veterinary biological pharmaceutical product

Veterinary chemical pharmaceutical product
() Veterinary vaccine

Application History | Guidance Save || Save and Exit | Next

Method 2: ‘Action Required’ under ‘Application status’ of ‘New Registration’ (Resubmit
application).

Step 1: Click the application under “Action Required” section will be redirected to view
CTD information page with pharmacist comments.
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New Product Registration

New Submission
| InitiateNew Product Registration |

‘'ou are login as

NEW_PRODUCT_REGISTRATION_STATUS

i * Action Required
ogin date and ime
7.01.2021 11:02 s AW. Awiuﬂonl). PL No. s PR No. s Wmdmmb No. of s Apmm. sb':-“‘ MMI"
Online Notification 1 06.04.2020 ANP20209000002  PLO023/2018 RODUCT NAME |1 Request for 20112020 No
Qutstanding
Information
R L) 2 29.11.2019 ANP20199000004  PL0005/2019 CALMING RELIFE 2 Pending for 04122019 No
Application Fee
- New Registration
T o s.omitea
I{liﬁa_l(: Ng" Product 4 Latest Draft Date ¢ ApplicationiD & Proposed Name of Product (English) £ Application Status ¢
istral
A,ﬁ.?..ca..-m 1 20.11.2020 ANP20209000006 TESTAAA Pending
Application Stalus 2 09.10.2020 ANP20209000005 OCTOBER UAT Pending
Ao R Application Submitted
RV S Application Application 1D, PL No. PR No. Proposed Name of Product (English] No. of i Status
[ o * Date  © o \d hd L | ueission® | laanre | Taee Rt
%) Withdraw application
1 16.122016 ANP20169000348 PLO975/2016  PR0012/2017  VOCIN 500 TABLETS 500MG 5 Issue 12.012021 Yes
+ Change of Registered
Particulars 2 24102019 ANP20 PL 19 ADVANCE TYPE PRODUCT 4 Evaluation 12012021 Yes
3 05.06.2020 PL 20  JAVASSTART 1 Issue 21112020 Yes
+ Renewal of Certificate
Registration
4 03.11.2016 ANP20169000317 PL0886/2016  PRO717/2016  CETIZAL TABLETS SMG 4 Withdraw 20.11.2020 Yes
+ Request to Cancel wmw
Product Registration
5 23.06.2017 ANP20179000747  PLO27072017  PR0260/2017 ILOSOL 100 TABLETS 100M 2 Withdraw 20.11.2020 Yes
+ Payment R"M'""“"m
6 09.01.2019 ANP20179000769 PL0001/2019 SULSA 500 TABLETS 500MG 3 Screeni 09.10.2020 No
Application History ning
7 12.05.2020 PL TEST2020 1 Issue 05062020 Yes
+ User Profile Corcas
8 09.03.2020 ANP20209000001 PLO001/2020  PR0002/2020  PURHEART PILL 2 Issue 06.04.2020 Yes
Certificate
+ System
9 20.122019 ANP20169000308 PLO006/2019  PR0001/2020  LECETAM 250 3 lssue 31012020 Yes
ertificate
Logout
10 17.122018 ANP20179000740 PLO00S2018  PRO002/2019  VIVIR CREAM 3 Evaluation 14062019 Yes
" 28.06.2017 ANP20169000306  PL0233/2017 18 MONTULAR 10 TABLETS 10MG 2 lssue 17122018 Yes
riificate
12 16.122016 ANP20169000346 PLOS7472016  PRO011/2017  VOCIN 250 TABLETS 250MG 4 Evaluation 27.062017 Yes
2015 copyright | Important notices ~ Last Revision Date: 02 Sep 2020  Version: 1.0.99 (PP)
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Application History | Guidance Save || Save and Exit | Nex

Applications Requ ire Action NEW_PRODUCT_REGISTRATION_VIEW_01

The maximum upload size of single file is 1MB, while the maximum total upload size per alfplication is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRCDUCT NAME PL No.: PLO023/2015 PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

Comments for page Page 1

[[] Priority Application 3
For priority applications, the following supporting documents are required: Section 1.0
a. for change of name, dusatge form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.
1.0 Application Form*  (7) Generic (@) New Chemical Entity (NCE)
1.0.1 Name of Drug / Pharmaceutical Product / Substance - 0
.
1.0.1.1 Proposed Name of Product / Substance 2
Section 1.0.1.1
a. Proposed Name of Product (English):* . —
po: (English) PRODUCT NAME @ Ploase update the
b. Proposed Name of Product (Chinese), if any: l:l proposed names used
in ohter places
c. Names / Proposed Mames Used in Other Places
Name: [PRODUCT NAME | Place: [GERMANY V]
Name: [PRODUCT NAME | Place: [UNITED KINGDOM V] Sich
Name: | | Place: [Please Select v sz
Add More
1.0.1.2 Name of Active Substance(s) / Ingredient(s) (Please list below)
No. of Component(s)*
Active Ingredient Active Ingredient ®5 OU
Appeared on Product
Label Section 1.0.1.3
Component 11. * |bisbentiamine V| bisbentiamine Label
2. |[None of the above V| New Ingredient Name
New Ingredient Mame |
3. |Please Select v| ®5 0OU
4. [Please Select v|
Add More
1.0.1.3 Application Type: (please select one) *
() Human biological pharmaceutical product
(@) Human chemical pharmaceutical product
() Human vaccine
() Pharmaceutical substance
() Veterinary biological pharmaceutical product
Veterinary chemical pharmaceutical product
() Veterinary vaccine
Application History | Guidance Save || Save and Exit | Next

Step2: Update the information according to the comments (if any) given by pharmacist
officer or any changes.

Version. : 1.1.18



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
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Application History | Guidance Save || Save and Exit | Nex
Applications Requ ire Action NEW_PRODUCT_REGISTRATION_VIEW U1
The maximum upload size of single file is 1MB, while the maximum total upload size per alfplication is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.
Proposed Name of Product (English): PRCDUCT NAME PL No.: PLO023/2015 PR No.: HK No.:
Module 1 Module 2 Module 3 Module 4 Module 5
Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form
Comments for page Page 1
[[] Priority Application 3
For priority applications, the following supporting documents are required: Section 1.0
a. for change of name, dusatge form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.
1.0 Application Form*  (7) Generic (@) New Chemical Entity (NCE)
1.0.1 Name of Drug / Pharmaceutical Product / Substance - o
O
1.0.1.1 Proposed Name of Product / Substance -
ection 1.0.1.1
a. Proposed Name of Product (English):* L
po: (English) PRODUCT NAME @ Ploase update the
b. Proposed Name of Product (Chinese), if any: l:l proposed names used
n ohter places
Name: [PRODUCT NAME | Place: [GERMANY V]
Name: [PRODUCT NAME | Place: [UNITED KINGDOM V] 2ok
Name: | | Place: [Please Select v e
Add More
1.0.1.2 £ A ctivoSub . & oL listbolowd
0.1 8 ¥ ¥
No. of Component(s)*
Active Ingredient Active Ingredient ®5 OU
Appeared on Product
Label Section 1.0.1.3
Component 11. * |bisbentiamine V| bisbentiamine Label
2. |[None of the above V| New Ingredient Name
New Ingredient Mame |
3. |Please Select v| ®5 0OU
4. [Please Select v|
Add More
1.0.1.3 Application Type: (please select one) *
() Human biological pharmaceutical product
(@) Human chemical pharmaceutical product
() Human vaccine
() Pharmaceutical substance
() Veterinary biological pharmaceutical product
) Veterinary chemical pharmaceutical product
() Veterinary vaccine
Application History | Guidance Save || Save and Exit | Next

Step3: Click the “Next” button or click the tab to redirect to other page.

Applicant can also proactively update the information in the CTD. For example, applicant

can update the person responsible for Pharmacovigilance information in Page 3.
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A History |

Applciations Require Action

The maximum upload size of single file is 50MB, while the maximum total upload size per application is 100MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Féﬁg{)}sed Name of Product (English): Indapamide-Trial Prolonged Release Tablets 1.5mg (AP8)

Module 1 Module 2 Module 3 Module 4

Page 1 Page 2 Page 3 Page 4

Page 5

1.0.5 Legal Status
1.0.6 Applicant Information

a. Username :
b. Email Address :

CH6_ADMIN
charles.lee@ché.com.hk
1.0.6.1 Proposed Registration Certificate Holder

a. Name :

b. Address :
Unit: 044
Building:

CERT HOLDER 6

Floor: 11
ABC Building

Block: A

Street No.: 1 Street Name: ABC Street

Sub-district: SHEK KIP MEI
Area: K LOON

c. Phone Number: (852) Fax Number: (852)

d.Contact Person

Module 5

Page 7 Page 8

Page 9

PL No.: PL1052/2015

PR No.:

Back | Save | | Save and Exit| | Next|

NEW_PRODUCT_REGISTRATION_VIEW_03

HK No.:

Application Form

Position*: | Administrator

Email®; [testing®hk.com | Fax No.*: [35234534

for this application®: [John Ho Phone No..*: !23192319

. Business Type*: ) Manufacturer

Importer

Ko\r'vg

Comments for page Page 3

Section 1.0.5

eSS
Section 1.0.6.1

oS U

Section 1.0.6.2

eS U
Local branch, subsidiary, representative, agent or distributor of a manufacturer outside Hong

() Licensed wholesale dealer who has entered into a contract with the licensed manufacturer under which the licensed

manufacturer is required to manufacture the pharmaceutical product or substance

1.0.6.2 Person responsible for Pharmacovigilance

| Position : [supervisor

a. Name of Person : [peter Lam |
b. Contact Person HK Telephone No. : 852 (23192319
(24 hours)

Email :

Application History | Guidance

Back || Save | Save and Exit || Next

Step 4: After finish updating the application, click the “Application Form” tab.
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APPLICATION USER MANUAL

History | G

Back || Save | Save and Exit | Next|
Applciations Require Action NEW_PRODUCT_REGISTRATION_VIEW_03

The maximum upload size of single file is 50MB, while the maximum total upload size per application is 100MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Féﬁg{)}sed Name of Product (English): Indapamide-Trial Prolonged Release Tablets 1.5mg (AP8)

PL No.: PL1052/2015 PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

1.0.5 Legal Status

Comments for page Page 3
1.0.6 Applicant Information Section 1.0.5

a. Username : CH6_ADMIN
b. Email Address : charles.lee®ché.com.hk
1.0.6.1 Proposed Registration Certificate Holder

a. Name : CERT HOLDER 6 eSS u
b. Address :

Section 1.0.6.1
Unit: 044 Floor: 11  Block: A
Building:  ABC Building
Street No.: 1 Street Name: ABC Street
Sub-district: SHEK KiP MEI
Area: KOWLOON

oS U
c. Phone Number: (852) Fax Number: (852)

Section 1.0.6.2
d.Contact Person

for this application®: [John Ho Phone No..*: !23192319

Position*: | Administrator

Email®; [testing®hk.com | Fax No.*: [35234534

e. Business Type*: () Manufacturer
Importer

.

eS U
Local branch, subsidiary, representative, agent or distributor of a manufacturer outside Hong
Kong

() Licensed wholesale dealer who has entered into a contract with the licensed manufacturer under which the licensed
manufacturer is required to manufacture the pharmaceutical product or substance

1.0.6.2 Person responsible for Pharmacovigilance

a. Name of Person : [Peter Lam |

b. Contact Person HK Telephone No. : 852 (23192319

| Position : [supervisor Email :
testing@hk.com

(24 hours)

Application History | Guidance Back || Save | Save and Exit || Next

Step 5: Click the “Proceed to Submit” button.
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APPLICATION USER MANUAL

Application History | Guidance Back | | Print | Proceed To Submit

The maximum upload size of single file is 1MB, while the maximum total upload size per algplicalion is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRODUCT NAME PL No.: PL0023/2018 PR No.: HK No.:

FORM6_VIEW
PHARMACY AND POISONS ORDINANCE (CHAPTER 138)
APPLICATION FORM FOR REGISTRATION OF A DRUG / PHARMACEUTICAL
PRODUCT / SUBSTANCE

Note: A specimen sales pack of the or sample of the and the relevant literature must be submitted together with the y
and supporting documents issued by the health authority in the country of origin should be submitted if required.

Name of the Drug / Product / Substanee: * (*(*Delete as appropriate))

PRODUCT NAME
Dose Form / Package Size(s) :
Dose Form
Component 1
Cream
Package Size(s)
Product Pack Size :2 x 12's blister/box
Product Pack Size :2 x 48's blister/box
Detailed Qualitative and Q itative C
Component 1
Name of Active Ingredient(s) Quantity (Strength Uit (Strength Unit) Dose Value Dose Unit Reference / Monograph Standard
Value)
1. bisbentiamine 15 mg 1 tablet EP
2 New Ingredient Name 200 meg 1 tablet
Indications:

1. Indication of the Drug

and in Which C i :  GERMANY
UNITED KINGDOM

Name of Applicant: ABC COMPANY LIMITED
Business Registration No.: 00671890-000
In What Capacity the Applicant Makes This Application: Importer

Business Address of Applicant: 382, 3, A, CHA KWO LING, KOWLOON
Tel No.: 23198414 (Contact Person:David Wong)
12345678 (Submitted By WONG David)
Facsimile No.:
23198414 (Contact Person:David Wong)
Email Address: prs.david wong@gmail com (Contact Person:David Wong)

prs.david com itted By:WONG David)

Name of Manufacturer:
Name of manufacturer appeared on product label of finished product:  MANU NAME xxxxxxx
Address of Manufacturer:

Address of manufacturer appeared on product label of finished product:  MANU ADDR XXXXXX XXXXXX XXXXXX

All Company(ies) involved in the ion of the
Name of Manufacturer ~ Address of Manufacturer

1. MANU NAME x00o0x — MANU ADDR XXXXXX XXXXXX XXXXXX

DECLARATION OF APPLICANT

1 wish to apply for registration of the said pharmaceutical products under the Pharmacy and Poisons Ordinance. | hereby declare that, to the best of my knowledge and belief,
the information given in this application is correct

Name: WONG David Position held:

e-Cert Authentication:

Please select the e-Cert file, e.g. C:\cert p12

e-Cert PIN:

For Office Use Only

Date Received | Legal Classification Fees Paid| Registration Approved | Certificate Issued} Registration
|

\ %

Guidance Back || Priht || Proceed To Submit
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Step 6: Review the page information by clicking the tab if necessary, otherwise click the
“Application Form™ tab directly.

Application History | Guidance Next | Print

NEW Product Registration NEW_PRODUCT_REGISTRATION_VIEW_01

The maximum upload size of single file is 1MB, while the maximum total upload size per aﬁ)plica(iun is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Proposed Name of Product (English): PRODUCT NAME PL No.: PLO023/2018 PR No.: HK No.:

Module 1 Module 2 Module 3 Module 4 Module 5

Page 1 Page 2 Page 3 Page 4 Page 5 Page 6 Page 7 Page 8 Page 9 Application Form

Priority Application
For priority applications, the following supporting documents are required:
a. for change of name, dosa}ge form or active ingredient, letter from applicant of surrender original registration upon
approval of registration of the applied product and the original registration certificate of the existing product; or
b. for change of product certificate holder, a statement from manufacturer for the change.
1.0 Application Form* Generic @ New Chemical Entity (NCE)
1.0.1 Name of Drug / Pharmaceutical Product / Substance
1.0.1.1 Proposed Name of Product / Substance
a. Proposed Name of Product (English):* PRODUCT NAME @
b. Proposed Name of Product (Chinese), if any:

c. Names / Proposed Names Used in Other Places

Nare: | PRODUCT MAME Place: | GERMANY v
Name: | PRODUCT NAME Place: | UNITED KINGDOM v
Name: Place: | Please Select v

1.0.1.2 Name of Active Substance(s) / Ingredient(s) (Please list below)

No. of Component(s)* 1 v

Active Ingredient Active Ingredient
Appeared on Product
Label

Component 11. * | bisbentiamine || bisbentiamine Label
2. |None of the abave “| New Ingredient Mame
Mew Ingredient Name
Please Select v
4. | Please Select v

1.0.1.3 Application Type: (please select one) *

Human biological pharmaceutical product

» Human chemical pharmaceutical product
Human vaccine
Pharmaceutical substance
Veterinary biological pharmaceutical product
Veterinary chemical pharmaceutical product
Veterinary vaccine

Step 7:
Tick the checkbox of “I hereby declare that to the best of my knowledge and belief the

information given in this application is correct” and input the certificate information.
Then click the “Submit Application” button.

Edit Application | Next || Print
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Application History | Guidance

The maximum upload size of single ile is 1MB, while the maximum total upload size per application is 10MB.
File upload is not allowed for modules 2 - 5, please submit the files to Drug Office via CD/DVD if necessary.

Back | JPrint || Proceed To Submit

Proposed Name of Product (English): PRODUCT NAME PL No.: PL0023/2018 PR No.: HK No.:
FORM6_VIEW
PHARMACY AND POISONS ORDINANCE (CHAPTER 138)
APPLICATION FORM FOR REGISTRATION OF A DRUG / PHARMACEUTICAL
PRODUCT / SUBSTANCE
Note: A specimen sales pack of the or sample of the and the relevantteratyre must be submitted together with the y
and supporting documents issued by the health au(honly in the country of ongln should be submitted if required.
Name of the Drug / Product / Substanee: * (*(*Delete as appropriate))
PRODUCT NAME
Dose Form / Package Size(s) :
Dose Form
Component 1
Cream
Package Size(s):
Product Pack Size :2 x 12's blister/box
Product Pack Size :2 x 48's blister/box
Detailed Qualitative and Q itative C
Component 1
Name of Active Ingredient(s) \C}u}annty (Strength  Unit (Strength Unit) Dose Value Dose Unit Reference / Monograph Standard
‘alue)
1. bisbentiamine 15 mg 1 tablet EP
2. New Ingredient Name 200 meg 1 tablet
Indications:

1. Indication of the Drug

Registered and Marketed in Which Countries/Places : GERMANY
UNITED KINGDOM

Name of Applicant: ABC COMPANY LIMITED
Business Registration No.: 00671890-000

In What Capacity the Applicant Makes This Application: Importer

Business Address of Applicant: 382, 3, A, CHA KWO LING, KOWLOON
Tel No.: 23198414 (Contact Person:David Wong)
12345678 (Submitted By:WONG David)
Facsimile No.:
23198414 (Contact Person:David Wong)
Email Address: prs david wong@gmail. com (Contact Person-David Wong)

prs.david com itted By:WONG David)

Name of Manufacturer:
Name of manufacturer appeared on product label of finished product:  MANU NAME xooox
Address of Manufacturer:

Address of manufacturer appeared on product label of finished product:  MANU ADDR XXXXXX XXXXXX XXXXXX

All Company(ies) involved in the ion of the p
Name of Manufacturer ~ Address of Manufacturer

1. MANU NAME xxo00cx  MANU ADDR XXXXXX XXXXXX XXXXXX

DECLARATION OF APPLICANT

formation given in this application is correct.

Name: WONG David Position held:
I Ciicert.p12 b e I
- p12
For Office Use Only

wish to apply for registration of the said pharmaceutical products under the Pharmacy and Poisons Ordinance. | hereby declare that, to the best of my knowledge and belief,

Date Received Legal Classification Fees Paid| Registration Approved | Certificate Issued Registration

%

Guidance

Application | | Prjnt
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The page is redirected to the acknowledgement summary page with submission date,

product name and PL No.

ANP20189000154
Submission Date: 2018.08.17

Application ID:

Proposed Name of Product (English) PL No.

PRODUCT NAME

PL0023/2018

The Drug Office acknowledges your on-line submission for application of new product registration. We will process your request and

will provide response as soon as possible.

For enquiries, please call us quoting this reference number.

General enquiries:

Office Hours::

Monday to Friday

9:00 am - 1:00 pm

2:00 pm - 5:45 pm

(up to 6:00 pm on Monday)

(Closed on Saturdays, Sundays & Public Holidays)

Tel: (852) 2319 8458

Email: prs2_info@dh.gov.hk

2.5.2.4 Application Payment (For Application which is screening accepted by Drug

Office)

Step 1: Click the menu item “Online Notification” in the menu on the left.

° Online Notification

i

You are login as

New Product Registration

Open 12.01.2021 10:34:23
Open 20.11.2020 17-13:29

i_ogin date and time Open 20.11.2020 16:45:42
28.01.2021 15:08

My Product Search Notification Date %

Open 12.01.2021 17:40:32
*+ New Registration Open 12.01.2021 17:38:55
+ Change of Registered Open 12.01.2021 17:38:55
Particulars
Renewal of Registration
+ Renewal of
Registration
Notification Date %
+ Request to Cancel Open 27.01.2021 04:00:14

Product Registration

+ Payment Cancellation Request

Notification Date %
Open 26.01.2021 15.07.50

Application History

+ User Profile

Notification Date % Subject

Applcation Payment Request
Certificate Payment Request

Sereening Application

Subject
Applicaton Withdrawal Rejected Nofification
Application Submitted Nofification
Application Screening Nofification

Subject
Renswal Nofification

Subject
Cancellation Registration Request Submitted Nofification

Non Pharmaceutical Product Alert

+ System
Notification Date
Logout Open 11.02.2016 04:00:00
Open 12.01.2016 04:00:02

E Subject

Renewal Pending Reminder
Renewal Pending Mofification

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

% Proposed Name of Product & PL No. & Payment Statul
OOHSHTABE TS0 e— PLO975/2016 Paid
JAVA 8 START PLO004/2020 Paid
PRODUCT NAME PLD023/2018 pA
Archived Notifications
HK No. + Name of Product *
HK42660 TRLCTONT OIS0 ThD Soone
HK42660 S SO N AR S S E—
HK42660 AN ST A S S S —
Archived Notifications
Name of Product £ No. of Renewals %
DRUG NAME 0CCK TAB 50MG 1
HK No. * Name of Product +
HK31199 T PO O oo
+ HK No. & Name of Product *
HKB0464 e —

HKE0464 R A L
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Step 2: Click the “Open” button of notification which subject is “Application Payment

Request” under “New Product Registration”.
° Online Notification

H New Product Registration

Netification Date *
You are login as 12.01:2021 103423 Apglcation Payment Regquest
- Open 20.11.2020 17:13:29 Certificate Payment Request
[ogin date and time Open 20.11.2020 16:45.42 Screening Application

28.01.2021 15:06

‘ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

Subject L4 Proposed Name of Product % PL No. # Payment Statuls
OBt ThEEET S0 PLO975/2018  Paid
JAVA 8 START PLO004/2020 Paid
PRODUCT NAME PLOD23/2018 A

Archived Nofifications

My Product Search Notification Date $ Subject B HK No. B Name of Product B
Open 12.01.2021 17:40:32 Applicaton Withdrawal Rejected Notification HKA42650 TRTCTOTTOTS O TR STT—
*+ New Registration Open 12.01.2021 17:38:55 Application Submitted Nofification HK42660 S T IO S S
pe: 01 :38: i NS O A
+ Change of Registered Open 12.01.2021 17:38:55 Application Screening Nofification HK42660
Particulars
+ Renewal of Renewal of Registration Archived Notifications
Registration
Notification Date & Subject = Name of Product = No. of Renewals &
+ Request o Cancel Open 27.01.2021 04:00:14 Renewal Nolification DRUG NAME XXX TAB 50MG 1
Product Registration
+ Payment Cancellation Request
Application History Notification Date + Subject £ HK No. = Name of Product b
Open 26.01.2021 15:07:50 Cancellation Registration Request Submitted Nofification HK31199 - OO
+ User Profile
Non Pharmaceutical Product Alert
+ System
Notification Date Subject 4  HKNo. # Name of Product B
Logout Open 11.02.2016 04:00:00 Renewal Pending Reminder HKEO46  GOTEaT-Siaritithiam—
Open 12.01.2016 04:00:02 Renewal Pending Nofification HKB0464 SETROTSoiaar ook

Step 2: Click the “NOTIFICATION_PRINT.pdf” button to view the application payment

notification.
Online Notification

New Product Registration

Notification Date : 26.04.2018 14:11:15

PL No PLODS6/2017

PR No -

HKNo. : -

Proposed Name of Product (English) : 20l Z00028 1650
Notification Detail NOTIFICATION_PRINT pdf I

Attachment(s) -

1. Go To Application Payment

ONLINE_NOTIFICATION_VIEW_01

2. In alternative to (1), you may send the outstanding information by post or in person to the Drug Office:

Drug Re%lstralwon and Import / Export Control Division
3/F, Public Health Laboratory Centre

382 Nam Cheong Street

Shek Kip Mei Kowloon

Hong Kong

For enquiries, please call our hotline at (852) 2319 8458 or email to prs2_info@dh gov_hk guoting the reference number of this application or the PL number of PR number of your product

under the process of new product registration
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PHARMACY AND POISONS ORDINANCE
(CHAPTER 138)
EHRLHIE 1387 Bl R 5 B R

Date H¥§: 30/01/2013

NOTIFICATION OF PAYMENT
SemEaE

A. Payvment Particulars

B S

This is to notify vou to pay for the following application(s)/registration(s):
@A BTG PSR 8 -

Number Total Fee
BE HEEH
E.{pphcarinn{s} for Product Registration
) - 1 HES$1.100
B EEHRE (HKS1,100)
Ref, #i5#:
PL105272015
Drug Office
Department of Health

CERT HOLDEER. 6

04411 A

ABC BUILDING, 1, ABC STEEET
SHEK EIF MEI, EOWLOON
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B. Payment Instructions

Z A

Please proceed to arrange payment of the prescribed fee within 10 working days from the date of this
notification via the following means:

A AR E S 0 0 10 TR E B L TR REKFAR A

For application(s) made via paper mode. please arrange payment by Method 1 - 2: for application(s)
made via electronic mode (i.c.. PRS 2.0). please arrangement payment by Method 1 -4:
WAREAR 2B 5 Aa AT - 2608 0B T N(BIPRS  2.0)BAc sk A LT -
At

1. By post with payment cheque and this notification letter addressed to ““Shroff Office. Drug Office
of Department of Health™ at Suite 2002-05. 20/F. ATA Kowloon Tower Landmark East, 100 How
Ming Street, Kwun Tong, Kowloon. Hong Kong. Please note that crossed cheques should be
made payable to “The Government of the Hong Kong Special Administrative Region™.

FA 7 S ] A o B A R A B R A E B ER Y - i B B R BRI YT U 51 005%
Landmark East/Z ¥ /LAEARE201#2002-05% - FIEHEHEEHR £ " EHRHITTEHEERT
2. In person with payment cheque or cash and this notification letter at the above address. Hours of
operation:
Monday to Friday: 9:00 a.m. to 1:00 p.m.
2:00 p.m. to 5:30 p.m.
(up to 5:45 p.m. on Monday)
WEAERE T AR SR SER SR o PR iR O E:
EM—Z 2R FFIURETF
THF_RETFAR=1%
(B —Z T FAERE+A7)
(Note: CASH should NOT be sent through post
EE: FOEFRE)

3. By online credit card (Visa/MasterCard) payment via EGIS in PRS 2.0
PRS2 ORV T BT AR R B U(E A Rk
(Link / 484F: <https:/www.drugoffice.gov.hk/prs2-ext/login_internet.jsp>)

4. By online PPS payment via EGIS in PRS 2.0
FEIEPRS2.ORY B T BUT AR AR S A S SR Bt

(Link / 48hF: <https://www.drugoffice.gov.hk/prs2-ext/login internet.isp>)

Step 3: Click the “GO” button for application payment.

Online Notification ONLINE_NOTIFICATION_VIEW_01

New Product Registration

Motification Date - 30.01.2015 01:05:14

PL Mo. : PL1052/2015

PR No.

HK No.

Proposed Name of Product (English):  Indapamide-Trial Prolonged Release Tablets 1.5mg (APS8)(CHE)
Motification Detail NOTIFICATION PRINT.pdf

Attachment(s) :

1. Go To Application Payment :

2. In alternative to (1), Send the outstanding information by post or in person to the drug office:

Drug Registration and Import / Export Control Division
3/F, Public Health Laboratory Centre

382 Nam Cheong Street

Shek Kip Mei Kowloon

Hong Kong

For enquiries, please call our hotline at (852) 2319 2458 or email to prs_enquiry@dh.gov.hk queting the reference number of this application or the PL number of PR number of your
product under the process of new product registration.

Step 4: Select a single/multiple applications and click “Ready to Pay” button. Select an
application and click ‘print’ if you want to print the payment details.
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New Application Payment

D Application Received Daie PL No. & PR No. $ Proposed Name of Product
E 31.05.2017 16:16 PLOD7D/2017 MY 20170531 1559
New Application Payment
D Application Received Daie PL No. & PR No. $ Proposed Name of Product
O esTies PLOOTONR017 MY 20170531 1559
== i - - 3
o FE0 ~ @
ety
—# BB
fE e

Lé; Microsoft XPS Document Writer

Lé; Print to Evernote
[=5 RIM335HP20550DN (HP Laser)et P2055...

4 | m |

= B3 E OneNote 2010

[CIFEnalERE | SHHER

3

s BheE
=
*Em: SREEED)..
EEDE
© 250 HeC): 1 [
BEFEET O FEM
O E#G): 1 B&ESED Y % 3
) —EERSE— AT - 1}H| 2}4l] 3}
BN 512

FIEAE) EH EL 1Y

*

*

Print}| Ready to Pay

Payment Status $

Ready for Application Payment

Ready to Pay

Payment Status $

Ready for Application Payment

Step 5: Click “Yes” and the page will be redirected to the payment gateway.
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(&=m:s

P! N

If you encountered any payment transaction errors, please kindly
contact our PRS 2.0 help desk for assistance before resubmit the
payment.

A

S5

'“‘-.I You are leaving the Drug Office website and will be redirected to
the payment gateway. Do you confirm to proceed?

ex ||| m

Step 6: Select a payment method, then click “Pay” button, or click ‘Cancel Payment’ to
cancel the payment and the page is back to new application payment page.

. '-__;-g Online Payment Service

Help
Customer
Service Hotline
2319 8461

Email
pharmweb@
dh.gov.hk

Please select the payment method :

Type of Service DH Drug Office

Transaction Date 29-03-2023

Transaction Reference DHPRS-202303291025-94191
Number

Total Amount _HKD$ 1,370.00

Payment Method*®

VJ,SA o) Um;;’gy O ==

O FQ O gsa
>
Cancel Paymentg

Please take note of the transaction reference number or PRINT this page for making enquiry on the payment status when necessary.

After pressing the 'Pay’ button, please DO NOT leave this e-service until you receive the acknowledgement page, otherwise your transaction may not
be successful.

PPS Shop&Buy (PPS) does not support payment via browsers of mobile devices (including mobile phones and tablets) at the moment. If you wish to
pay by PPS, please change to use desktop computer.

Merchant Name is applicable to credit card payment method only.

Under exceptional conditions, a refund may need to be arranged. If the payment is made by Credit Card, the refund can normally be made to the
Credit Card account that is used for the payment.

Some users may receive an error page or have to wait for several minutes before they get a response from the credit card payment gateway. If you
experience such a problem, please wait a moment and retry, or change to use other available payment methods. We apologise for any inconvenience
caused.

Different credit card issuers may have implemented different mechanisms to authenticate the cardholder's identity during online payment. Please
contact your card issuer if you want to learn more about the J/Secure, Mastercard SecureCode and Verified by Visa service.

HONG

KONG
D

Step 6: When the payment is successful, it will be redirected to the payment summary
page with payment reference no, PR No., payment amount, etc. Click “Print Receipt”
button to view the payment receipt in pdf format.
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New Product Registration

Payment Reference No.: DHPRS-201907261629-14197

Payment Method: Cash
Type of Payment: Application Fee
Transaction Time: 16.01.2020 11:20:30
Application Received Date Reference No. PR No.
25.07.2019 15:33 ANP20199000015 PR0014/2019

The Drug Office acknowledges the receipt of your payment of HKS1,100.00 for certificate fee regarding the above product(s). We will process your application and will provide

response as soon as possible.

Please kindly guote the above Payment Reference Number for enquiries

Product Name
TESTBBC

General Enquiries:

Office Hours:  Monday fo Friday
9:00 am - 1:00 pm
2:00 pm - 5:45 pm
(up to 6:00 pm on Monday)
(Closed on Saturdays, Sundays & Public Holidays)
Tel: (852) 3974 4175
Email: prs2_info@dh.gov.nk

Print Receipt || Close

Version. : 1.1.18

108



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

Name of Company
LEiE
CERT HOLDER 6

(PEC L
EGI S8R5 :
Payment Method:

fTaciE&:

BEE-2.-F

Payment Reference No: DHPRS-201501300213-90574

EGIS Reference No: AZOL501 300000043

Payment Amount: HES1,100.00

Payment Date

e
30.1.20135
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Payment Reference No: DHPRS-201501300213-90574

PEEELH
MName of Product PL MNa. PR No. Reference No.
L PL iR PR Gii5 SN

Indapamide-Trial Prolonged Release Tablets 1.5 PL1052/2015  PRO002/2015  ANP20159000003
mg (APE)(CHE)

FHIEHEIA

2.5.2.5 Certificate Payment (For Application which is approved by Drug Office and ready
for registration certificate payment)
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Step 1: Click the menu item “Online Notification” under “New Product Registration” in

the menu on the left.
° Online Notification

i

You are login as

New Product Registration

Notification Date

Open 12.01.2021 10:34:23
Open 20.11.2020 17:13:29

iJ)gill date and time Open 20.11.2020 16:45.42
20120 0

Online Notification I

CORP
My Product Search Notification Date 4
Open 12.012021 17:40:32
L T T Open 12.01.2021 17:38:55
Open 12.01.2021 17:38:55

+ Change of Registered
Particulars

Renewal of Registration

+ Renewal of
Registration
Notification Date 4
+ Request lo Cancel Open 27.01.2021 04:00-14
Product Registration
+ Payment Cancellation Request
Application History Notification Date &

Open 26.01.2021 15:07:50
+ User Profile

*

Applcation Payment Request
Ceriificate Payment Request

Sereening Application

Subject
Applicaton Withdrawal Rejected Notification
Application Submitted Nofification
Application Screening Nofification

Subject
Renewal Nolification

Subject
Cancellation Registration Request Submitted MNofification

Non Pharmaceutical Product Alert

+ System
Notification Date
Logout Open 11.02.2016 04:00:00
Open

12.01.2016 04.00:02

* Subject

Renewal Pending Reminder
Renewal Pending Nofification

Subject

OBt ThEEET S0
JAVA 8 START
PRODUCT NAME

‘ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

Proposed Name of Product % PL No. # Payment Statuls
PLO975/2018  Paid
PLO004/2020 Paid

PLOD23/2018 A

Archived Nofifications

HK No. * Name of Product L4
HK426860 CRLCTOM OISO 1D S
HK42680 OO OO N TAS- S0 O
HK42680 AT OO N TS0 i Em—
Archived Notifications.
Name of Product * No. of Renewals 3
DRUG NAME XXX TAB 50MG 1
HK No. * Name of Product %
HK31199 T PO T ORI =IOt

+ HK No.
HKE0464
HKE0464

Name of Product L4

Step 2: Click the “Open” button of notification which subject is “Certificate Payment

Request”.

° Online Notification

i

You are login as

New Product Registration

Notification Date *

12.01.2021 10:34:23
20.11.2020 17-13:29
20.11.2020 16-45:42

i_ogin date and time Open
28.01.2021 15:06

Online Notification CORP
My Product Search Notification Date %
Open 12.01.2021 17:40:32
*+ New Registration Open 12.01.2021 17:36:55
Open 12012021 17:38:55

+ Change of Registered
Particulars

J— Renewal of Registration

Regisiration
Notification Date %
+ Request to Cancel Open 27.01.2021 04:00:14
Product Registration
+ Payment Cancellation Request
Application History N on s

Open 26.01.2021 15:07:50
+ User Profile

Subject
Applcation Payment Request
Certificate Payment Request

Sereening Application

Subject
Applicaton Withdrawal Rejected Noification
Application Submitted Nofification
Application Screening Nofification

Subject
Renewal Nofification

Subject
Cancellation Registration Request Submitted Notification

Non Pharmaceutical Product Alert

+ System
Notification Date
Logout Open 11.02.2016 04:00:00
Open 12.01.2016 04:00:02

B Subject

Renewal Pending Reminder
Renewal Pending Notification

“*

OSSR e i E—
JAVA 8 START
PRODUCT NAME

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

Proposed Name of Product % PL No. # Payment Status
PLO975/2016  Paid
PLO004/2020  Paid

PLOD23/2018 A

Archived Notifications

HK No. 4 Name of Product +
HK42680 "CRLCTONT OTIS O TRE oo
HK42660 e ]
HK42660 ST e
Archived Notifications
Name of Product * No. of Renewals &
DRUG NAME X000 TAB S0MG 1
HK No. & Name of Product b
HK31199 TR R e SRR ot

¥ HK No. 3

HK60464
HK60464

Name of Product *

Step 3: Click the “Cert Payment Notification.pdf” to view the certificate payment

notification in pdf format.
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You are login as WONG
David
ABC COMPANY LIMITED

Login date and time
16.01.2020 11:13

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

Request to change
name and/or address
of the certificate holder

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ Printing Service

+ System

Logout

Online Notification ONLINE_NOTIFICATION_VIEW_01

New Product Registration

Notification Date : 17.08.2018 15:01:28
PLNo. PL0031/2017

PR No. : PR0038/2017

HK No. HK63573

Proposed Name of Product (English) TEST 2016022701
Notification Detail -
Attachment(s)

1. Go To Certificate Payment : Go

2. In alternative to (1), you may send the outstanding information by post or in person to the Drug Office:
Drug Evaluation and Import / Export Control Division
Suites 2002-05, 20/F,
AlA Kowloon Tower, Landmark East,
100 How Ming Street, Kwun Tong,
Kowloon, Hong Kong

For enquiries, please call our hotline at (852) 3974 4175 or email to prs2_info@dh.gov.hk quoting the reference number of this application or the PL number of PR number of your product
under the process of new product registration.
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PHARMACY AND POISONS ORDINANCE
(CHAPTER 138)

BHREDIN 35NN MR

Drare B 8: 3080102015

NOTIFICATION OF PAYMENT

A. Payment Particulars

B e

This is to notify you to pay for the following application(s)/registration(s):

WREEH RSO TR R

Number Total Fee
b R
ECertlﬂcate{s) of Product Registration
1 HKE1.370
NN R T (HKS1.370)
Ref. N38E:
PRODOZ201 5
Drug Office

Department of Health

CERT HOLDER &

4, 11, A

ABC BUILDING, I, ABC STREET
SHEK KIF MEI, KOWLOON
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B. Payment Instructions

Z : mE

Please proceed to arrange payment of the prescribed fee within 10 working days from the date of this
notification via the following means:

ARSI B S 10 TERAEALUT S EaUcAT AR H -

For application(s) made via paper mode, please arrange payvment by Method 1 - 2: for application(s)
made via electronic mode (i.e., PRS 2.0), please arrangement payment by Method 1 - 4:
LA AN AR AT - LG - 2808 ¢ LI (EIPRS 2008303 - FLUTEL -
48 -

1. By post with payment cheque and this notification letter addressed to “Shroff Office, Drug Office
of Department of Health™ at 3/F, Public Health Laboratory Centre, 382 Nam Cheong Street,
Kowloon, Hong Kong. Please note that crossed cheques should be made payable to * The
Government of the Hong Kong Special Administrative Region™.

FA = ] A ol S S PTIN L E SRRI - Mk Ry AR LR R B 382 1 il
SRtk oM - MRS TREE b T ERERITERBRT , -
2. In person with payment cheque or cash and this notification letter at the above address. Hours of
operation:
Monday to Friday: 9:00 a.m. to 1200 pum.
2:00 pom. to 5:30 pum.
(up to 5:45 p.m. on Monday)
T[] A= s A B b SR DL SRR e S - WS R -
BEE-EEHh: FFNBETT—6F
FF_HEFraN=15
(BH—ZF FFANN+HE)
(Mote: CASH should NOT be sent through post
SER: EERS)

3. By online credit card (Visa™asterCard) payment via EGIS in PRS 2.0
B MM PRSL.00 & FEURF B ERAR T LAGS F s
(Link / £54E: <hnips:ifwww.drugoffice. gov hk/prs2-extilogin_internet jsp=-)

4. By online PPS payment via EGIS in PRS 2.0
35 $8 PRS00 85 EURF HE AR 75 LA SIS SRS
(Link / £8hF: <htips:ifwww.drugoffice. gov. hk/pra2-ext/login_internet.jsp=)

Fr2H(HIH
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For *“Certificate(s) of Product Registration™, “Duplicate of Certificate(s)”, “Change(s) of
Registered Particulars™, *Certificate(s) for Clinical Trial / Medicinal Test™ and “Photocopy
Service™, please fill in Part C »

AN "M ETHEEE, - "EEENNE, - "ERERERN, - THERN /R
VAREEE, k "EORY,  WAEREH -

C. Certificate(s) Collection Method
A - SR s %

Please tick your preferred collection method:
ABEFAIGEHE AL E RN EREAS
Ifwe would like to collect the Certificate(s) by post ;

Dﬁ/ﬁ%—@{ LS8 7 = R A
Orelf

Ifwe would like to collect the Centificate(s) of Product Registration in person at
the above address from at least 5 working days from the date of payment made or effective date,

whichever is later
[] T8 T BT SRS B AR A L Rl 5 [ T AORIR E AT bRkt
ARG E

Company Stamp:

AT

EiH(#3H)

Step 4: Click the “Go” button to the payment page if the fee is paid online.
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H TE i ONLINE_NOTIFICATION_VIEW 01
® Online Notification - S
H New Product Registration
Notification Date 17.08.2018 15:01:28
You are login as WONG PLNo PLO031/2017
avi
ABC COMPANY LIMITED PR Ne. PRO038/2017
Login date and time
20082015 14:04 HK No -
- — Proposed Name of Product (English) TEST 2016022701
e Notification Detail : Cert_Payment_Notification pdf

My Product Search Attachment(s) -

B 1. Go To Certificate Payment -
+ New Registration

+ Change of Registered
Particulars
2. In alternative ta (1), you may send the outstanding information by post or in person to the Drug Office:

Drug Registration and Impert / Export Control Division
* Eggz:v[:lhgfn 3IF Puhﬁc Health Laboratory Centre
382 Nam Cheong Street
Shek Kip Mei Kowloon
+ Interview Hong Keng
+ Request to Cancel For enquiries, please call our hotline at (852) 2319 8458 or email to prs2_info@dh gov hk quoting the reference number of this application or the PL number of PR number of your product
Product Registration under the process of new product registration
+ Payment

Application History
+ User Profile
+ System

Logout

Step 5: Select single/multiple application, then choose the certificate collection method
(received by post or collect in person in Drug Office), and then click the “Ready to Pay”
button.

New Application Certificate Payment

Ready to Pay

Application Received Date PR No. Ll PL No. td Proposed Name of Product L Payment Status $
E 19.01.2017 10:52 PLO00472017 PRODDG/2017 TEST 2017011901 Ready for Certificate Payment

Certificate Collection:l () Received By Post () Collect in Person in Drug Office I

Step 6: Click “Yes” and the page will be redirected to payment gateway.

P R
If you encountered any payment transaction errors, please kindly
;l; contact our PRS 2.0 help desk for assistance before resubmit the
payment.
BT
. 4
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(E=ms=

(o |

You are leaving the Drug Office website and will be redirected to

t

he payment gateway. Do you confirm to proceed?

Bz ||| m

Step 7: Select a payment method, and then click the “Pay” button.

. l-_":s Online Payment Service

Help
Customer

Service Hotline
2319 8461

Email
pharmweb@
dh.gov.hk

Please select the payment method :

Type of Service DH Drug Office

Transaction Date 29-03-2023

Transaction Reference DHPRS-202303291025-94181
Number

Total Amount
Payment Method™

VISA © kg o [

o] »
Cancel Payment n

Please take note of the transaction reference number or PRINT this page for making enquiry on the payment status when necessary.

After pressing the 'Pay’ button, please DO NOT leave this e-service until you receive the acknowledgement page, otherwise your fransaction may not
be successful.

PPS Shop&Buy (PPS) does not support payment via browsers of mabile devices (including mobile phones and tablets) at the moment. If you wish to
pay by PPS, please change to use desktop computer.

IMerchant Name is applicable to credit card payment method only.

Under exceptional conditions, a refund may need to be arranged. If the payment is made by Credit Card, the refund can normally be made to the
Credit Card account that is used for the payment.

Some users may receive an error page or have to wait for several minutes before they get a response from the credit card payment gateway. If you
experience such a problem, please wait a moment and retry, or change to use other available payment methods. We apologise for any inconvenience
caused.

Different credit card issuers may have implemented different mechanisms to authenticate the cardhelder's identity during online payment. Please
contact your card issuer if you want to learn more about the J/Secure, Mastercard SecureCode and Verified by Visa service.

HONG

KONG
%

Step 8: A payment summary page is shown after payment is succeeded. Click the “Print
Receipt” to view the payment receipt in pdf format.
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New Product Registration Print Receipt | [Close
Payment Reference No.: DHPRS-201501300534-90575
EGIS Reference No.: A201501300000026
Payment Method: PPS
Type of Payment: Certificate Fee
Transaction Time: 30.01.2015 05:36:24
Delivery Method: Collectin Person in Drug Office
Certificate Collection Date: 06.02.2015
Application Received Date Reference No. PR No. Product Name
20.01.2015 14:02 ANF20159000003 PRODDZ/2015 Indapamide-Trial Frolonged Release Tablets 1.5mg
(APE)(CHE)

The Drug Office acknowledges the receipt of your payment of HK$1,370.00 for application fee regarding the above product(s). We will process your application and will provide

response as soon as possible

Please kindly guote the above Payment Reference Number for enquiries.

General Enquiries:

Office Hours:  Monday to Friday
9:00 am - 1:00 pm
2:00 pm - 5:45 pm
(up to 6:00 pm on Monday)
(Closed on Saturdays, Sundays & Public Holidays)

Tel: (852) 23193458
Email: prs2_info@dh.gov.hk
Print Receipt

Close
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Name of Company Payment Date
A M
CERT HOLDER & 3012015

Payment Reference No: DHPRS-201501300534-90575
(PEC L8
EGIS Reference No: A201501300000026
EGISSR%E:
Payment Method: PPS
BE®sbe5
Payment Amouni: HES1,370.00

BE€ 5B

For Office use

certificate(s) collected on Company Stamp:

ATIEE:

Certificate(s) Collection Method
FHEEEE R

Please tick your preferred collection method:

A BIE RN R E RN E BRI
|:| Ifwe would like to collect the Certificate(s) by post ;

PIBFA LR A AR E
Orgl,
Ifwe would like to collect the Certificate(s) of Product Registration in person at

the above address from at least 3 working days from the date of payment made or effective date,
whichever is later

R FAESR A H B LAEEE ) fei L S8 TIF S0 B ATE B FHIE
HH

2.5.2.6 Withdraw application
Step 1: Click the menu item “Withdraw application” under “New Product Registration” in
the menu on the left.
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i

Bou are login as ORG Trial

ne
TESTING LIMITED
Login date and time
27.01.2021 09:43

Online Notification
My Product Search
- Mew Registration

Initiate New Product
Registration
Application

Application Status
- Application Submitied
‘Withdraw application
+ Change of Registered
Particulars
+ Renewal of
Registration

+ Request to Cancel
Product Registrafion

+ Payment
Application History

+ User Profile

+ System

Logout

Online Notification
New Product Registration

No related notifications

CORP

Notification Date
12.01.2021 17:44:04
05.06.2020 11.00:01
03.10.2019 11.55:37
04032019 11:33:13
27.02.2019 11.52.23
26022019 15:12:46
21.08.2018 18:25:53
21.06.2018 18:20:50
21.08.2018 183:19:47

’Q’QFF’QFFFFF
B EREEEREREEREIE
= 5B IE B BIEEIEIE

21.08.2018 18:07-37

Renewal of Registration

Notification Date <
Open 27.01.2021 04.00:14

Cancellation Request
Notification Date <

Open 26.01.2021 15.07.50

Subject 'Y
Application Screening Nofification
Application Submitted Nofification
Application Submitted Nofification
Application Approval Nofification
Cerificate Fee Motificaion
Application Approval Nofification
Application Clarification Nofification
Application Screening Nofification
Application Submitted Nofification
Application Submitted Nofification

Subject =
Renewal Nofification

Subject =
Gancellation Registration Request Submitied Nofification

Non Pharmaceutical Product Alert

No related notifications

2015 copyright | Important notices

Last Revision Date: 02 Sep 2020

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

Archived Notifications

HK No. L4 Name of Product +
HK41190 PRODUCT NAME X200 X0004
HK41190 PRODUCT NAME X000 20000
HK37565 PRODUCT NAME X200
HK31199 EPILIM FREEZE-DRIED PDR FOR IV INJ 400MG
HKE5135 CELECOXIE FARMOZ
HK42175 APT-INDOMETHACIN 25 CAP 25MG
HK41180 PRODUCT NAME X30COC X000
HK41190 PRODUCT NAME XX000K X000
HK41180 PRODUCT NAME X30COC X000
HK37565 PRODUCT NAME X3000(
Archived Notifications
Name of Product ¥ No. of Renewals 3
DRUG NAME XOCKX TAB 50MG 1
HK No. * Name of Product *
HK31199 EPILIM FREEZE-DRIED PDR FOR IV INJ 400MG

Version: 1.0.99 (PP)

Step 2: Select a single/multiple application and click the “Withdraw application” button.

g

You are login as ORG Trial
One

TESTING LIMITED
Login date and time
27.01.2021 10:22

Online Motification
My Product Search
- New Registration

Initiate New Product
Registration
Application

Application Status
Act d
- Application Submitted
Withdraw application
+ Change of Registered
Particulars
+ Renewal of
Registration

+ Request to Cancel
Product Regisiration

+ Payment
Application History

+ User Profile

+ System

Logout

Application Date
b021.01.26
b021.01.26

p019.03.01

2015 copyright | Imporiant notices

New Product Registration Withdrawal

+ PL No. + PR No. s

PLO001/2021

PRODUCT NAME

TEST DRUG 20190301

Last Revision Date: 02 Sep 2020

PRODUCT NAME

‘Withdraw application

Proposed Name of Product (English) s Application Status &
Application Submitted
Pending

Pending

‘Withdraw application

Version: 1.0.99 (FF)

Step 3: Input the reason (s) of withdrawal and click “Save” button to proceed the
withdrawal request. Click ‘Cancel’ to cancel the withdrawal request.
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Application Date PL No. $ PR No. $ Proposed Name of Product (English) $ Application Status $
2018.07.18 PLO019/2018 TEST 2015 Screening
Date of Withdrawal
Request 20.08.2013
Reason(s) of Withdrawal
Save || Cancel
Application Date PL No. ® PR No. $ Proposed Name of Product (English) & Application Status ®
2018.07.18 PLO0O19/2018 TEST 2015 Screening

Date of Withdrawal
Request: 20.08.2018

Reason(s) of Withdrawal The withdraw reason state hers|

_ Cancel

Step 4: Click the menu item “Application Status” under “New Application” in the menu
on the left, the application status is changed to “Withdraw Application Request” under

“Application Submitted”.

® New Product Registration Withdrawal
You are login as ORG Trial 0 R = PL No.
?EETING LIMITED ) | ZE00E PLO001/2021
Login date and time
27.01.2021 10:22 [ 20210128
Online Mofification (] | E2EE0

My Product Search
- New Registration

Initiate New Product
Repistration
Application

Application Status

- Action Required
ubmi

- Appiication Submitied

‘Withdraw application

+ Change of Registered
Particulars
+ Renewal of

Registration

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

Withdraw application

PR No. + Proposed Name of Product (English) + Application Status
PRODUGT NAME Application Submitted
PRODUGT NAME Pending
TEST DRUG 20190301 Pending

Withdraw application
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i i NEW_PRODUCT_REGISTRATION_STATUS
s New Product Registration

I l New Submission

You are login as ORG Trial | InitiateNew Product Registration

One

TESTING LIMITED

Login date and time Action Required
20.08.2018 14:24

s  Appication,  Application ID, PLNo. PRNo. ,  Proposed Name of Product (Englisnl, No.of ,  Application,  Status, Paymeng
P —— Date submission Status Date Status’
nline Notification
1 17.07.2018 ANP20139000108  PLOD10/2013 TEST ECERT CASE1 1 ‘:\Wlw‘dra&ﬂ 20.08.2012 No
pplication
My Product Search
2 31.07.2017 ANP20179000079 PLODB2/2017 TEST LOGIN2 1 Request for 22062018 No
- New Re ‘Qutstanding
Information
Initiate New Product 3 31.07.2017 ANP20179000078  PLO081/2017 TEST USER LOGIN 2 1 Request for 14112017 No
Registration %:)‘?r'ﬁgtdl‘oﬁvg
Application
Apglcation Siatus Not Submitted
s e Eequked % Latest Draft Date & Applicationlp & Proposed Name of Product (English) ® Application Status &
Ry 1 10.08.2018 ANP20189000153 TESTNCE 2 Pending
Withdraw application 2 18.07.2018 ANP20183000132 TEST OPEN Pending
o @iy se Application Submitted
Particulars . Applicatinn. Application ID. PL No. . PR No. ~ Proposed Name of Product (Enulishh No. of ~ Applicaliol\. Shtus. Pavmen‘
Date submission Status Date Status
+ Renewal of 1 06.08.2018 ANFP20189000133  PLOD19/2013 TEST 2015 1 Withdraw 0.08.2018  No
Registration Qunhcastgun
eque:
+ Interview 2 10.08.2018 ANP20139000151 PLOD22/2013 TEST NCE CASE 1 .hs\pghc?‘i?jn 15.08.2018 No
ubmi
+ Request fo Cancel 3 24.02.2017 ANF20179000023  PLOD30/2017 PRO036/2017 TEST 2017022401 1 Evaluation 31.07.2018 Yes
Product Registration
+ Payment

Application History
+ User Profile
+ System

Logout

After Drug Office Pharmacist reviewed and confirmed the application, the application
status will be changed to “Withdraw Application Approved”.

° Application History
u New Product ReQIStratlon Total Number of Application Records:1
Application D PL No. PR No. HK No. Name of Product Payment Sta Status Last Updates
You are login as e o # # * g ¢ Date %
06.08.2018 PLO019/2018 JEST 2015 No ‘.an‘uraéw 06.08.2018
Login date and time LD
20082015 15:46 Joproved

Online Notification Change of Registered Particulars Total Number of Application Records:1

Application D: Ref No. HK No. Name of Product Change Payment Staf Status. Last Update:
My Product Search o m # ® ® Cateqo?'ies # v m‘ # Daple ﬂ'
23052018 CORP-HK56673-201851497 HK56673 VICK-CLONAZEPAM TAB 2MG 5 Certificate Fee ApFHCaDDn 2306.2018
+ New Registration Paid Withdrawn
+ Change of Registered . ]
Renewal of Registration
R g Total Number of Anolication Records:0
+ Renewal of Expiry Date o, HKNo. o Name of Product . Application Status P LasIEI‘Jaut:aled‘
Registration
+ Interview Termination of Product REQIStrﬂtIDH Total Number of Application Records:0
+ Request to Cancel Application Dates Ref No. s HK No. ® Name of Product ® Status 4 Last Updated Date
Product Registration .
Interview

Total Number of Application Records:0
+ Payment

Application History

+ User Profile

Application Date ¢ Subject ¢ Application ¢ Status ¢

+ System

Logout

For application which is under evaluation process, applicant may receive an online
notification “Confirmation for withdrawal”.
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Online Notification

l New Product Registration
Notification Date % Subject

20082018 15:45:31
Open 14.11.2017 11:06:22
Open 03.04.2017 10:47:03

You are login as Confirmation for withdrawal

Application Payment Request

Login date and time Application Payment Request

ONLINE_NOTIFICATION_VIEW 01

% Proposed Name of Product & PLNo. ¢ Payment Status
TEST 2015 PLO019/2018 N/A
TEST USER LOGIN 2 PLO0B1/2017  Unpaid

TEST 2017022401 PLO030/2017  Paid

52018 13:44
Online Notification CORP
Notification Date ¢ Subject HK No. ¢ Name of Product ¢
My Product Search Open 07.08201817:35:15  Application Screening Nofification HKB351T WALKTRHOUGH
§ . . . 5 =
- Ve T ey Open 07.08.2018 09:52:51 Application Submitted Notification HKB3517 WALKTRHOUGH
+ Change of Registered Renewal of Registration
Particulars.
Notification Date & Subject Name of Product ® No. of Renewals &
+ Renewal of Open 20.06.2018 04:20:28 Renewal Notification APO-LEVETIRACETAM TAB 500MG 1
FEHBE Coen 23.06.2018 02:12:33 Expired Product Notice VICK-CLONAZEPAM TAB 2MG 1
+ Interview
Cancellation Request
+ R it to C |
preoq;usc.r; R‘;g‘:{;ﬁm Notification Date [ Subject HK No. * Name of Product *
+ Payment Interview
Application Histary Notification Date . Subject ®
+ User Profie Non Pharmaceutical Product Alert
+ System Notification Date * Subject HK No. * Name of Product *
Logout
H e : ONLINE_NOTIFICATION_VIEW 01
° Online Notification - S
l New Product Registration
Notification Date 20.082018 15:45:31
You are login as PL No. PL0019/2018
. PRNo.: -
Login date and time
20108.2018 15:46 HK No. : -
o Proposed Name of Product (English) TEST 2015
i Notification Detail
My Product Search Attachment(s) -
+ New Registration The withdrawal application has been confirmed.
+ Changs of Registered 1. Back To Application
Particulars
+ Renewal of
FiEgEE 2. In alternative to (1), you may send the outstanding information by post or in person to the Drug Office:
Drug Registration and Import / Export Control Division
* Interview 3 Publc Health Laboratory Cantre
382 Nam Cheong Street
+ Request to Cancel Shek Kip Mei Kowloon
Product Registration Hong Kong
+ Payment For enquiries, please call our hotline at (352) 2319 8458 or email to prs2_info@dh gov hk quoting the reference number of this application or the PL number of PR number of your praduct

under the process of new product registration

Application History
+ User Profile
+ System

Logout

Applicant will receive the confirmation of withdrawal letter by post.

Version. : 1.1.18

123



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

) DEPARTMENT OF HEALTH
fLiie 23 - e DRUG OFFICE
BE ML s O R A DRUG REGISTRATION AND
IMPORT/EXPORT CONTROL DIVISION
LA R B 0 382 B N E ARG S HF.. Pubilc Health Laboratary Cenlra,

382 Nam Cheong Sireel, Kowioon, Hong Kong

BIAEAEES Tel Moo 98765432

il Enguiries: (B52) 25198458

{§ FLSFES Faxline Mo (832) 28034962
WS Ow Ref:  DHDO PRIE/S-1572

CHEE SR BRI AR R
(IN REPLY PLEASE QUOTE THIS FILE REF.)

ABC COMPANY LIMITED
382,35 A
CHA EKWO LING, EOWLOON
Dear Sirs,
1. MY 20170523 1434 (ZEPATIER) (PR0002/2018)

Mfd By: My Manufacturer

Thank you for vour letter dated 20.08 2018 under Ref PRO002/2018 the content of which has
been noted. The Department of Health is providing professional and executive support to the
Pharmacy and Poisons Board and its Committees.

Please be informed that the Pharmacy and Poisons Board has no objection to the withdrawal
of your application for registration of the above-named product(s).

Your attention 15 also drawn to Regulation 40 as read with Fegulation 36(1) of the Pharmacy
and Poisons Regulations, Capl38A. that the sale, offer for sale, distnbution or possession for the

purposes of sale, distribution or other use of unregistered pharmaceutical product/products is an
offence under the Pharmacy and Poisons Regulations.

For enguiries, please contact prs_pp_super3 at Tel No. .

Yours faithfully,

(HE CHAN)
for Chief Pharmacist
cc SP(DmuglE) & SP({LC-W)
File : PRO002/2018
HEC/

We build a healthy Hong Keng and
aspire to be an internationally rencovwned public health antherity
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2.6 CHANGE OF REGISTERED PARTICULARS

2.6.1 Initiate CORP Application

Step 1: Click the menu item “Initiate CORP Application” in the menu on the left.

The step 1 page of Change of Registered Particulars (CORP) Application will be displayed
for input.

Change of Registered Particulars (CORP) Application

Back || Next

[] Urgent Application (subject to decision by Drug Office)
Justification for urgent application

You are login as ORG Trial *Application Received 26.01.2021
One Date:
L,ES.I.";?”L L"AZ’ %?ne *Client Dale: 26.01.2021
26.01.2021 1120 [] I know | have already submitted another CORP application under the same category/sub-category which is
under processing.
Online Noti It lion for same gory ateg
My Product Search

BT ETSEET Certificate Holder Name:

- Change of Registered TESTING LIMITED
Particulars

- 1
Application
Add Product || Remove Product | Select from all product
Application Status
- fiction Required Please tick the appropriate change category and state the nature of the change.

CnUM™  PaicuersPropesedioChenge  BrefDescripon of Change and Reason

Withdraw application -
. + 1 Specification

DO Request
Application + 2 Label
+
+ Renewal of 3 Package Insert

Registration + 4 Manufacturer

+ Request to Cancel istrati i
P;‘yuﬂ % H‘;gi Sgggm + 5 Registration Certificate Holder
b . + 6 Quantity of the Dose Form in Unit Package (1.e. Package Size)
+ Paymen
+ 7 Excipients

LD G + 8 Indication / Dosage / Route of Administration

+ User Profile + 9 Other O

+ System

Logout
Back || Next

User can click “Add Product” button to add new row and input the product HK
registration number directly. Selected product(s) can be removed by using “Remove
Product” button.
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Change of Registered Particulars (CORP) Application
Step 1: Selection of Products and Change Categories |_@'u NE:{.

[] Urgent Application (subject to decision by Drug Office)
Justification for urgent application

You are login as ORG Trial *Application Received 26.01.2021
One Date:
L,Es;ﬂ '5?152','.2%'.)"9 “Client Date: 26.01.2021
26.01.2021 11:20 [] I know | have already submitted another CORF application under the same category/sub-category which is
under processing.
Online Nofificati fion for same qary. -category
My Product Search

o LEED " Certificate Holder Name:

- Change of Registered TESTING LIMITED
Particulars

Initiate CORP
Application
Add Product || Remnve Pmﬂuctn Selel:tl‘mm all product

Appl\cahon Slalus
S Please tick the appropriate change category and state the nature of the change.

U™ PaicuersPropesedtoChenge  BrefDescripon of Change and Reason

Witha licat .
[ S e 0] + 1 Specification

e +2 Label
P + 3 Package Insert

Registration + 4 Manufacturer
+ Request to Cancel istrati i

Pro%:fa Regi Sgaﬁm + 5 Registration Certificate Holder

b " + 6 Quantity of the Dose Form in Unit Package (1.e. Package Size)
+ Payment

+ 7 Excipients.

BEEL ST + 8 Indication / Dosage / Route of Administration

+ User Profile + 9 Other O
+ System
Logout _
|_IE( I hﬂtl
User may click the “Select from all product” button to select the product which is
proposed to change.
Change of Registered Particulars (CORP) Application
Step 1: Selection of Products and Change Categories (Back | Next|

[] Urgent Application (subject to decision by Drug Office)
ustification for urgent application

You are login as ORG Trial *Application Received 26.01.2021
One Date:
{Eé;ﬂ'&gémg%?ne *Client Date: 26.01.2021
26.01.2021 11:20 [] 1 know | have already submitted another CORP application under the same category/sub-category which is
under processing.
Online Nofification Justification for same category/sub-category application
My Product Search

L B
New Reg " Certificate Holder Name:

- Change of Registered TESTING LIMITED
Particulars

Iﬂhale CORP
| Add Prod |||:1 ' Remove Product || Select from all product |

Appllraﬁnn Status
- Action

it B Please tick the approp gory and state the nature of the change.

ppston S _ -_

Withdraw applicafion = q
& + 1 Specification

o +2 Label
< + 3 Package Insert

BEDECEID + 4 Manufacturer
+ Request fo Cancel i i i

Pm‘}j“fdkegi Sgaﬁm + 5 Registration Certificate Holder

5 . + 6 Quantity of the Dose Form in Unit Package (i.e. Package Size)
+ Payment

+ 7 Excipients

LA ) + 8 Indication / Dosage / Route of Administration

+ User Profile + 9 Other 0O

+ System

Logout —
| Back || Next |

By clicking the “Select from all product” button, the product list will be shown in pop up
window for selection.
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Product List b3
[ HK No. Product Name
[J] HK37565 PRODUCT NAME XXXXX
[J] HK41190 PRODUCT NAME XOOOX XXXX
Confirm Cancel
Y

After user selects the product(s) and clicks the “Confirm” button, the selected product(s)
will be shown in application step 1 page.

User may click “Urgent Application (subject to decision by Drug Office)” checkbox and
provide justification for the request.

User can select one or more categories in one application, reason(s) for each change
should be provided.

After input all mandatory fields, user may click “Next” button to proceed.
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. Change of Registered Particulars (CORP) Application

Back | Next
[] Urgent Application (subject to decision by Drug Office)

Bou are login as ORG Trial Weed to use new location for our product *E.)Aagglinatinn Received 2601 2021
ne -
[E Sﬂ"f,‘g’é!‘:‘; EP..., *Client Date: 26.01.2021

26.01.2021 11:20 [ | know | have already submitied anather CORP application under the same categdry/sub-categony which is
under processing.

Cnline Noti

My Praduct Search

+ New Certificate Holder Name:

- Change of Registerad TESTING LIMITED
Particulars.

woecors  fof /|
Application
] [Hw37s65 PRODUCT NAME 00000
Aﬁg_linatinn _S'!t:ms
B i & [Hka1100 PRODUCT MAME Y0000 0000
- Appilication Submitted

Withdraw application Add Product | | Remowve Product || Select from all product

Please tick the appropriate change category and state the nature of the change.

DO Request

Seper e N (= e
+ Renewsl of + 1 Specification

Registration

+2 Label

+ Request to Cancel

Product Repistration + 3 Package Insert
+ Payment + 4 Manufacturer

+ 5 Registration Certificate Holder

Application History
+ 5.1 Change in name and / or address of the current registration change company location)
+ User Profile certificate holder
+ System
Lopout + 5.2 Change in new regisiration certificate holder ]
+ 6 Quantity of the Dose Form in Unit Package (i.e. Package Size)
+ 7 Excipients
+ & Indication / Dosage / Route of Administration
+ 8 Other O
Back || Next
2015 copyright | Important notices  Last Revision Date: 02 S2p 2020 Version: 1.0.99 (FF)
Note:

1) Application by batch (i.e. select more than one product in one submission) is
applicable for categories 3, 5 & 8 only. For remaining categories, only one product is
allowed to select in one submission.

2) For category “5.1 — Change in name and / or address of the current registration
certificate holder”, user should select all active product(s) in one submission,
otherwise the application cannot be submitted to Drug Office.

Step 2: Provide required supporting documents.

The step 2 page of Change of Registered Particulars (CORP) Application will be displayed
for input.

User can propose an effective date for the application, two options are available.
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‘ou are login as VMG
EST

'EAMAN COMPANY
.ogin date and time
17122021 10:47

Online Notification
My Product Search
+ New Registration

- Change of Registered
Particulars

Application Status
-Action Requred

- Mot Subm

Apphl:aimn S

Withdraw application

DO Reqguest
Application

Change Effective Date

+ Renewal of
Registration
+ Submission of Other

Post-registration
Supplement

+ Interview

Request to change
name and/for address
of the certificate holder

+ Request to Cancel
Product Registration

Change of Registered Particulars (CORP) Application

Step 2: Uploading Documents with Proposed Changes Highlighted, and Other Supporting Documenmcwose I Back I neleteu ‘Save & Close |
For uploading Clean Copy of Supporting Documents, please refer to Step 3 C Next|
Application Type:

Application Received Date:

Certificate holder initiated - New CORP application
07.12.2021

Product Selected:

1 HK63722

PRODUCT_20211116

O 1 week after approval
(@) 1year after approval

“Remarks
1. For CORP application submitted on or after 1 December 2021, the available options for the effective date proposed by the applicant would only include 1 week or 1 year after approval

2. Applicanis can apply for change of implementation date (CIMP) subsequent to the approval of CORF, and for each approved CORF, the applicant can apply for CIMP no more than
twice

3. CORP shall be implemented within 2 years after appruue\‘.
! This requirement applies to CORP approved on or after 1 December 2021

Change Category and Supporting Documents. (Only relevant supporting documents will be processed)

Please upload Declaration Letter if no highlighed Copy
The recommendation resolution of scanning for the supporting document is 360dpi

i. Letter summarising the proposed changes

O ‘ ‘ UPLOAD

No File Chosen

| Add File || Remove File'_\

ii. Proposed label(s) with the change(s) underlined or highlighted"

SR |

No File Chosen

[ Add File || Remove File |

Application should submitted proposed effective date either 1 week after approval or 1
year after approval. By default, 1 year after approval is selected. (except for change in

category 5

-Registration Certificate Holder).

For change in registration certificate holder, proposed effective date can be chosen from
two options.

Yuu are login as CHAN
HONG KONG RED CRO

5SS
00D TRANSFUSION

SERV ICE
Login date and time
11082018 18:11

Online Notification
My Product Search
+ New Registration

- Change of Registered
Particulars

Change of Registered Particulars (CORP) Application

Step 2: Uploading Highlighted Copy of Supporting Documents

[Close | (Back | Delete | Save & Close | Next|
For uploading Clean Copy of Supporting Documents, please refer to Step 3 -

Application Type: Certificate holder initiated - New CORP application

Application Received Date: 20.07.2018
Product Selected:
1 HK44456 MONOFIXVF HUMAN FACTOR X FOR INJ 5001U (@) Expected Date:
() Days after approval v
2 HK46073 INTRAGAM P NORMAL IMMUNOGLOBULIN INJ 6%
3 HKBB570 ALBUMEX & INF 12 5G/250ML
4 HK58571 ALBUMEX 20 INF 10G/50ML
Change Category and Supporting Documents. (Only relevant supporting d will be p d)

Please upload Declaration Letter if no highli
Initiate CORP The recommendation resolution of scanning for the suppomng document is 360dpi
Application

Afﬂphcatlon Status
tion Required
Apﬂwalmn Submitted
Withdraw application

DO Request
Apph&on

+ Renewal of e —
Registration | Add File || Remove File |

+ Submission of Other
Post-registration
Supplement

5 Registration Certificate Holder

5.1 Change in name and / or address of the current registration certificate holder

i. Copy of the Certification of Incorporation on the Change of Name (for incorporated company only)
‘ Upload

No File Chosen

o |

[Close | (Back | Delete || Save & Close | | Next |

One is to choose the date from the calendar box (pop-up window as shown below).
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@ Expected Date: o D
() Days after appr¢ g;Jan Eﬁi 015, = IZI =

Su Mo Tu We Th Fr Sa

Done

Another one is in the form of “X days after approval”, X can be 1 to 60. It can be selected
from the dropdown list as shown below.

Version. : 1.1.18 130



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

) Expected Date:

i@ Days after approval: -

oumentsFleNeme 45 [

43
@ND File Chosen |49

| B 53| [Cancel | Save & Close || Next |
54 o

m

Application can be submitted without any proposed effective date. In such case, the
effective date by default is 30 days after approval.

For change in registration certificate holder, signature fee is required for issuing an
updated Certificate of Drug/Product Registration, the payment date will be regarded as the
effective date if it is not proposed by applicant.
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2 Label

2.1 Change in label
i. Proposed label with the change(s) underlined

Upload
test20170702.pdf

[ Add File | | Remove File |
3 Package Insert

3.1 Change in package insert
i. Proposed package insert with the change(s) underlined and highlighted*

Same as test20170702.pdf ‘
Upload
No File Chosen

[ Add File | Remove File |

Application can check the checkbox under the “The same file has already been uploaded
in another location in this submission” and indicate the file name in Remark to avoid

dupllcate upload.
y Change of Registered Particulars (CORP) Application

Step 2: Uploading Highlighted Copy of Supporting Documents (Elose | (Back | Delete  ( Save & Close | (Nex|
For uploading Clean Copy of Supporting Documents, please refer to Step 3 -

Application Type: Certificate holder initiated - New CORP application
You are logln as CHAN Application Received Date: 20.07.2018

HONG KONG RED CROSS
SER\IICE TRANSFUSION Product Selected:
Login dateandsme RN KNI P e —
01.08.2018 18:11
1 HK44456 MONOFIX-VF HUMAN FACTOR IX FOR INJ 500IU (@ Expected Date: |:|
Online Notification () Days after approval (¥
My Product Search 2 HK46073 INTRAGAM P NORMAL IMMUNCGLOBULIN INJ 6%
3 HK58570 ALBUMEX 5 INF 12.5G/250ML
FREDRETERT 4 HKEEST1 ALBUMEX 20 INF 10G/50ML
= Egrah!::%?a?; Registered  Change Category and Supporting Documents. (Only relevant supporting d will be pr d)
Please upload Declaration Letter if no highlighed Copy
Initiate CORP The recommendation resolution of scanning for the supporting document is 360dpi
Application
A,{'g““a“"" Status 5 Registration Certificate Holder
ion Required
a‘ & 5.1 Change in name and / or address of the current registration certificate holder

i. Copy of the Certification of Incorporation on the Change of Name (for incorporated company only)

wrraw appicaton |

DO Request
Application m ‘ ‘ Upload
No File Chosen
+ Renewal 01 P .
| Add File || Remove File |
+ Submission of Other (QJose | Back || Delete| | Save & Close | [ Next|
Post-registration S e Nttt | Nenteitehens’ Rtdubosiolhutetutinin | st
Supplement

Different supporting document(s) is/ are required depending on the change category. Some
supporting documents are mandatory (denoted as “*”’), and they must be provided before
clicking “Next” button to proceed.

After the upload of required supporting documents (tracked copies if applicable), user can
click “Next” button to proceed.

User can click “Back” button without saving and go back to step 1 page to select another
product and/ or category for this application.

User can click “Cancel” button to cancel this application and go back to “Application
Status” page. Please note all saved data of this application will be lost after this action.
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User can click “Save & Close” button to save the application as draft version and continue
the submission in the future.

Step 3: Change of related product particulars.

The step 3 page of Change of Registered Particulars (CORP) Application will be displayed
for input.

Change of Registered Particulars (CORP) Application

(]
Close || Back | | Delete | Save & Close || Next
Application Type: Certificate holder initiated - New CORP application
You are login as ORG Trial Application Received Date: 21.08.2018
One

TESTING LIMITED .
Login date and time Product Selected:

) ) 1 HK37565 PRODUCT NAME XXXXX
Online Notification
2 HK41180 PRODUCT NAME X2O00C 3000
My Product Search
+ New Registration 1.0.6.1 Proposed Registration Certificate Holder
- Change of Registered a Name: |TESTING LIMITED |

Particulars

b. Address
Initiate CORP
Application Unit [Room 301

Action Required Floor: |31F
ot Submitted
- Application Submitted

Block: [ |
Withdraw application
Building: |Puh|\c Health Laboratory Centre |
+ Renewal of
Registration Street No.: [ |
* Eg’s’tﬂg;"&'ﬁaﬁ,?me' Street Name |332 Nam Cheong Street |
Supplement
Sub-district: SHEK KIP MEI hd
+ Request fo Cancel
Product Registration Area
+ Payment ¢. Phone Number: Fax Number: |:|
Application History d

+ User Profile ggg‘lgcaluzgxr.ﬁon for this Trial Phone No.. 23198414
+ System Pasition*: rial Emaif* trial@test com

Logout e. Business Type®:

I

() Licensed manufacturer
Licensed wholesale dealer

() Local branch, subsidiary, representative, agent or distributor of a manufacturer outside Hong Kong
() Licensed wholesale dealer who has entered into a contract with the licensed manufacturer under which the licensed manufacturer is required to manufacture the
pharmaceutical product or substance

1.0.6.2 Staff r ible for Pharm
a. Name of Staff: ‘Trial One |
b. Contact Person HK Telephone No.: 852 [23198414 | Position: [Trial | Email: [trial@test com
{24 hours)
1.1.0 A d D

* 7 Copy of business registration certificate. (Reference for 1.0.6.1 of Page 3)

No of File(s): 1

Close | | Back | Delete || Save & Close || Next]

By default the currently registered product information will be shown. User needs to
modify the product particulars related to the selected categories.

All mandatory fields with “*”” must be provided before clicking “Next” button to proceed
to application summary.
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User can click “Back” button without saving and go back to step 2 page to select another
proposed effective date or provide other supporting documents for this application.

User can click “Cancel” button to cancel this application and go back to “Application
Status” page. Please note all saved data of this application will be lost after this action.

User can click “Save & Close” button to save the application as draft version and continue
the submission in the future.

Step 4: View application summary before submission of application

The application summary of Change of Registered Particulars (CORP) Application will be
displayed for review.

Change of Registered Particulars (CORP) Application

(]
Close || Back || Delete | | Save & Close || Confirm & Submit
Application Type: Certificate helder initiated - New CORP application
Application Received Date: 21.08.2018
You are login as ORG Trial
One
[Eg%lggtémlﬁam Product Selected:
21082015 17:56 # WKMo PomeNeme  Popsedcfecvelae
1 HK37565 PRODUCT NAME XXXXX
Online Notification
2 HK41190 PRODUGT NAME XXX XXX

My Product Search
W Frodut Seare Change Category:

TR patevaspososedochae  pelDewiplnolChaneandResn

- Change of Registered 51 Change inname and / or address of the current registration cerfificate holder change company location
Particulars

Supporting Documents:
S 5 Registration Certificate Holder
il 5.1 Change in name and / or address of the current registration certificate holder

on
- Nat Sul i. Copy of the Certification of Incorporation on the Change of Name (for incorporated company only)

Submitted
No File Chosen

- Appics
‘Withdraw application

+ Renewal of
Registration

+ Submission of Other
Post-registration DECLARATION
Supplement

+ Request to Cancel [[] DECLARATION BY THE APPLICANT: | hereby declare that to the best of my knowledge and belief that the information given in this application is correct and all the
Product Registration changes have been identified and are being applied for the approval to change the registered particular(s).

+ Payment

Application History
+ User Profile The product / substance

+ System ) Is supplied to the Department of Health via tender or direct purchase agreements

) is not supplied to the Department of Health via tender or direct purchase agreements.
Logout

Close || Back || Delete | | Save & Close || Confirm & Submit

If no further change is required after reviewing the application summary, user may tick the
checkbox of declaration and select the product / substance is or is not supplied to the
Department of Health via tender or direct purchase agreements”. After that, user may click
“Confirm & Submit” button to submit the application to Drug Office.

Please note that application is not allowed to change once submitted. Application can be
withdrawn if the application is not yet approved by Drug Office.

User can click “Back” button without saving and go back to step 3 page for update of
product particulars for this application.
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User can click “Cancel” button to cancel this application and go back to “Application
Status” page. Please note all saved data of this application will be lost after this action.

User can click “Save & Close” button to save the application as draft version and continue
the submission in the future.

Step 5: Acknowledgement of application

The acknowledgement of Change of Registered Particulars (CORP) Application will be

displayed.

i

‘You are login as ORG Trial
One

TESTING LIMITED
Login date and time
21.08.2018 17:56

Online Nefification
My Product Search
+ New Registration

- Change of Registered
Particulars

Initiate CORP
Application

Application Status

- Ation Required

- Not Submitted

- Agplication Submitted
Withdraw application

+ Renewal of
Registration

+ Submission of Other
Post-registration
Supplement

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

Change of Registered Particulars (CORP) Application

Print || Close

Thank you for using our service. Your application has been submitied to the Drug Office.
Application submitted should be subjected to our final approval
For enquiries, please call us guoting this reference number.
‘General enquiries:
Office Hours: Monday to Friday
9:00 am - 1:00 pm
2:00 pm - 5:45 pm
{up to 6:00 pm on Monday)
(Closed on Saturdays, Sundays & Public Holidays)
Tel: (852) 2310 8458

Email:

Application Received Date: §21.08 2013

Product Selected:

1 HK37565 PRO568/1933
2 HK41190 PR0552/1986

prs2_info@dh gov.hk

PRODUCT NAME XXXXX
PRODUCT NAME XXX XXXX

CORP-HK37565-201857482
CORP-HK41190-201857483

Change Category:

5.1 Change in name and / or address of the current registration certificate holder change company location
Supporting Documents:
5 Registration Certificate Holder
5.1 Change in name and / or address of the current registration certificate holder

i. Copy of the Certification of Incorporation on the Change of Name (for incorporated company only)

No File Chosen

Print || Close

Once the application is submitted, the application received date and the application
reference number are shown for user information.

Application

reference number for each application is unique. For application by batch, the

application reference number of the first product in the batch is assigned as the batch
application reference number.

User may click “Print” button to print the acknowledgement letter for record.
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. DEPARTMENT OF HEALTH
Bt EEERAE DRUG OFFICE
e R OB DRUG REGISTRATION AND
IMPORT/EXPORT CONTROL DIVISION
EaEh A A a2 E kRO =H 3fF., Public Health Laboralory Canfra,

382 Mam Cheong Street, Kowloon, Hong Kong

EITEEE  Tel No: (852) 2319 8458
SjffiEE Enquires: (B32) 2319 8458 21 Angust 2018
{WEEEE  Faxline No: (852) 2803 4962
TESTING LIMITED
3000 BUILDING, 10 3000 3000 300 STREET
YAU TONG, EOWLOON
10F
Dear Sirs/Madams,

Change of Registered Particulars Acknowledzment

Thank you for using our service. You application have been submitted to the Drug Office.
Application submutted should be subject to our final approval (where applicable).
For enqunes, please call us quoting thas reference number.
General Enguiries:
Office Hour : Monday to Friday
2:00 am - 1:00 pm
2:00 pm - 5:45 pm
{up to 6:00 pm on Monday)
{Closed on Saturdays, Sundays & Public Hohdays)
Email: phammgeneral @dh. gov. hk

You application have been submitted to the Dmg Office. The reference number are listed with the product for your
reference.

HE No. PR No. PL No. Product Name Application Reference No.
HE-37563 PROS68/1993 PRODUCT NAME 33000 CORP-HE37565-201857482
HE 41190 PRO552/1996 PRODUCT NAME 330000 30000 CORP-HE41190-201857483
Particulars Proposed to Change Change Reason

5.1 Change in name and / or address of the current registration certificate holder change company location

We build a healthy Hong Kong and
aspire te be an internationally renowned public health authority

User may click “Close” button and go to “Application Status” page to view status of all
applications.

2.6.1.1 Application Status - Action Required - Not Submitted - Application Submitted
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Step 1: Click the menu item “Application Status” in the menu on the left.

The application status page will be displayed for review.

° Change of Registered Particulars (CORP) Application

i

New Submission

Bﬂg are login as ORG Trial | initiate New CORP Application

TESTING LIMITED
Login date and time
26.01.2021 11:20

Action Required

CORP_APPLICATION_STATUS

Please be reminded that for approved application(s), you are required to submit application(s) for change of implementation date 5 working days before the effective date, if necessary.

- Received . Batch No. & Ref. No. & HKNo. . Product Name a Change . Status - Payment Status..
. o * % % % % % Categonos ¥ * L]
Online Notification =
1 21082018 CORP-HK41190-201857485 ~ CORP-HKA1190 201857485  HK41190 PRODUCT NAME 300000 4 Application Mot Necessary
30K Evaluated
My Product Search
+ Mew Registration Not Submitted
o Received o Batch No. - Ref. No. - HK No. o ProductName o Change . Status .  Payment Status,
. N = = % % # Categories ¥ “ he
- Change of Registered
Particulars 1 26.01.2021 CORP-HK37565-202150005  CORP-HK37565-202150005  HK37565 PRODUCT NAME XX34 1 Application Saved Mot Necessary
Initiate CORP . - -
Application Application Submitted
- Received . Batch No. - Ref. No. - HKNo. . Product Name a Change . Status - Payment Status..
+ % % % % * Categories * s
05.06.2020 CORP-HK41190-202050013  CORP-HK41190-202050013  HK41190 PRODUCT NAME 300000 347 Application Mot Necessary
30K Evaluated
0310.2019 CORP-HK37565-201857484  CORP-HK37565 201857484  HK37565 PRODUCT NAME X000 3 Application Under Mot Necessary
Screening
DO Request 3 04032019 CORP-HK31199-201950013-  CORP-HK31199-201950013-  HK31199 EPILIM FREEZE-DRIED PDR 157 Application Certificale Fee Paid
Application 1] o1 FOR IV INJ 400MG Approved
4 25042017 CORP-HK42175201753699- CORP-HK42175.201753699-  HK42175 APT-INDOMETHACIN 25 123456738 Application Ceriificale Fee Paid
+ Renewal of 02 0z CAP 25MG Approved
Registration
5 21082018 CORP-HK37565-201857482  CORP-HKA41190-201857483  HK41190 PRODUCT NAME 300000 5 Application Under Mot Necessary
3000C Screening
+ Request to Cancel
Product Registration 3 21082018 CORP-HK37565-201857482  CORP-HK37565-201857482  HK37565 PRODUCT NAME XXX 5 Application Under Mot Necessary
creening
+ Payment 7 03.07.2017 CORP-HK31199-201757230  CORP-HK31199-201757230  HK31199 EPILIM FREEZE-DRIED PDR 3 Application MNot Necessary
FOR IV INJ 200MG Screening Accepted
Application History
+ User Profile
+ System
Logout
2015 copyright | Important notices  Last Revision Date: 02 Sep 2020  Version: 1.0.99 (FP)
Issued E-Certificate
% Received % Batch No. % Ref. No. % HKNo. % Product Name % Change Categories % Status % Download Ed

The download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Cerfificate for your record after downloading

All applications will be listed in this page for review except those have been completed or
withdrawn. Applications are categorized according to their status:

1) Action Required
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Change of Registered Particulars (CORP) Application

Plzase be

New Submission

that for appi

5?1: are login as ORG Trial | Initiate New CORP Application |

TESTING LIMITED
Login date and time
26.01.2021 11:20

Action Required

you are required to submit

s) for change of i

CORP_APPLICATION_STATUS

date 5 working days before the effective date, if necessary.

- Received . Batch No. & Ref. No. - HK No. . Product Name - Change . Status 4 Payment Status,
Online Nofification
1 21.08.2018 CORP-HK41190-201857465 ~ CORP-HK41190-201857455  HK41190 PRODUCT NAME JCCO00 4 Application Mot Necessary
OO Evaluated
My Product Search
< [V EE TR Not Submitted
Ps Received P Batch No. s Ref. No. Py HK No. = Product Name Py ‘Change e Status P Payment Sﬁlmse
- Change of Registered LD
Particulars 1 26.01.2021 CORP-HK37565-202150005 ~ CORP-HK37565-202150005  HK3736% PRODUCT NAME JCCO00 1 Application Saved Mot Necessary
Initiate CORP - - -
Application Application Submitted
o Received . Batch No. o Ref. No. - HKNo. . Product Name o Change . Status .  Payment Status,
s s + * * * e % i
Submitied 1 05.06.2020 CORP-HK41190-202050013  CORP-HK41190-202050013  HK41190 PRODUCT NAME 300000 347 Application Mot Necessary
- Appiication Submitted XK Evaluated
Withdraw application 2 03102019 CORP-HK37565-201857484 ~ CORP-HK37565-201857484  HK37565 PRODUGT NAME 000G 3 Application Under  Not Necessary
Screening
DO Reguest 3 04032019 CORP-HK31199-201950013-  CORP-HK31199-201950013-  HK31199 EPILIM FREEZE-DRIED PDR 1,57 Application Ceriificate Fee Paid
Application 01 oT FOR IV INJ 400MG Approved
4 25.04.2017 CORP-HK42173-201753693- CORP-HK42175-201753699- HK42173 APT-INDOMETHACIN 25 12345678 Application Certificate Fee Paid
+ Renewal of 02 02 CAP 25MG Approved
Registration N
5 21082018 CORP-HK37565-201857482  CORP-HK41190-201857483  HK41190 PRODUCT NAME 300000 5 Application Under  Not Necessary
300K Screening
+ Request fo Cancel
Product Registration 6 21082018 CORP-HK37565-201857482  CORP-HK37565 201857482  HK37565 PRODUCT NAME 300000 5 égﬂlcajinn Under Mot Necessary
reening
+ Payment 7 03.07.2017 CORP-HK31199-201757230  CORP-HK31199-201757230  HK31199 EPILIM FREEZE-DRIED PDR 3 Application Mot Necessary
FOR IV INJ 400MG Screening

Applicafion History
+ User Profile
+ System
Logout
2015 copyright | Important notices

Last Revision Date: 02 Sep 2020  Versien: 1.0.99 (PP)

User needs to take necessary action to follow up the applications listed in this section.
For example, user needs to reply deficiency / clarification letter or pay signature fee.
By clicking the application reference number, related details will be shown as below:

| (Reply Clarification Letter | Withdraw Application || Cldse
DO Reg. Clarification Letter Ack. Letter {CORP Change History Ref. Material me Batch

CORP-HK41190-201857435
CORP-HK41190-201857485

CORP Application Status

K3

Summary | eProduct File (e-PF) Change

Application Reference No.-
Application Baich No.:

Application Status:
Application Type:

Application Evaluated
Certificate holder initiated - New CORP application

You are login as ORG Trial
One

TESTING LIMITED
Login date and time

21.02.2012 18.26 HK No.: HK41190 Previous App. Reference No.:
Product Name: PRODUCT NAME XXO0¢ 2000 DO Reguest Reference No.:
Cnline Notification Application Received Date: 21.08.2018 Client Date: 21.08.2018

Proposed Effective Date:

Hard Copy Received Date:
Submission Acknowledgement:
Applicant Username:

Application Form Image:
Justification (Urgent Application):

No File Chosen
My Product Search

Submission Acknowledgement
Joelun

+ New Registration

- Change of R
Particulars

ered
— Category 4 - Manufacturer Clarification Letter Sent

Please reply

Initiate CORP
Application

Application Status
- Action Required
- Not Submified

- Application Submitid

4.Manufacturer
‘Withdraw application

4 1-Change in name and / or address of the current manufacturer ‘ Yes H Mot Required

+ Renewal of

Registration Brief Description of Change and Reason: test

Satisfactory ~ Unsatisfactory ~ Acknowledged — Withdrawn
+ Submission of Other
Post-registration

Si rting Do ts:
gestE upporting Documents

i. Proposed label with the

+ Request to Cancel
Product Registration - -

) underlined or hig

+ Payment

Application History

+ User Profile
1est20170702 pdf [ | The same file
+ System has already been uploaded in another
location in this submission
Logout

Change C Allowed for A

Reply Clarification Letter || Withdraw Application || Close
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User can withdraw application if the application is not yet approved by Drug Office.

User may click “Reply Deficiency/ Clarification Letter” to reply screening/ evaluation
officer with the requested information:

User can click “Submission Acknowledgement” to view the acknowledgement letter

° Change of Registered Particulars (CORP) Application

Back || Next
[[] Urgent Application (subject to decision by Drug Office)

Justification for urgent application

5?1: are login as ORG Trial *Application Received Date: 21082018
TESTING LIMITED *Client Date: 21082018
Login date and time

21.08.2018 18:26 Certificate Holder Name: Justification for changing the batch :

Online Notification TESTING LIMITED
My Product Search
+ New Registration n_
" phangs of Registered HK41190 PRODUCT NAME JO00MK XXX _

Please tick the appropriate change category and state the nature of the change.
Application

Application Status 15 —

- Action R d

Nt Submitied + 1 Speciication

- Application Submitted

ication Subm + 2 Label
Withdraw application
e + 3 Package Insert

hEmEL + 4 Manufacturer

Registration

+ 41 Change in name and / or address of the current manufacturer teat
+ Submission of Other

Post-registration
Supplement

+ Request to Cancel .
Product Registration + 4 2 Change in new manufacturer

+ Payment

Application Histo
prlcaton st + 5 Registration Certificate Holder

+ Lser Profle + 6 Quantity of the Dose Form in Unit Package (i.e. Package Size)
+ System + 7 Excipients
Logout + 8 Indication / Dosage / Route of Administration

+ 9 Other

Back || Next

In replied application, selected product(s) can be “deselected”; no new product can be
added. If any product from the batch is “deselected”, justification should be provided
in the field “Justification for changing the batch”. Unless under the direction of
evaluation officer, other category cannot be selected in the replied application.

2) Not Submitted
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Change of Registered Particulars (CORP) Application

Plzase be

that for appi you are required to submit s) for change of i

. 4 New Submission
You are login as ORG Trial ||,
One
TESTING LIMITED

Login date and time

26.01.2021 1120 Action Required

CORP_APPLICATION_STATUS

date 5 working days before the effective date, if necessary.

Ps Received P Batch No. s Ref. No. Py HK No. = Product Name Py Change e Status Payment Smae
Online Notfication Emey
1 21.08.2018 CORP-HK41190-201857465 ~ CORP-HK41190-201857455  HK41190 PRODUCT NAME JCCO00 4 Application Mot Necessary
OO Evaluated
My Product Search
< [V EE TR Not Submitted
- Received . Batch No. - Ref. No. & HKNo. . Product Name & Change . Status Payment Status..
- + + + + + + Categories * s
- Change of Registered
Particulars 1 26.01.2021 CORP-HK37565-202150005 ~ CORP-HK37565-202150005  HK3736% PRODUCT NAME JCCO00 1 Application Saved Mot Necessary I
Initiate CORP - - -
Application Application Submitted
N Received o Batch No. N Ref. No. - HKNo. . ProductName . Cha - Status Payment Status,
Application Status s s s + $ #  Categones * s
- Action Reguired
- Hot Submitied 1 05.06.2020 CORP-HK41190-202050013  CORP-HKA41180-202050013  HK41190 PRODUCT HAME 300G 347 Application Not Necessary
- Appiication Submitted XK Evaluated
Withdraw application 2 03.10.2019 CORP-HK37565-201857484 ~ CORP-HK37565-201857484  HK37565 PRODUCT NAME 300000 3 Application Under Mot Mecessary
Screening
DO Reguest 3 04032019 GCORP-HK31199-201950013-  CORP-HK31199-201950013-  HK31199 EPILIM FREEZE-DRIED PDR 1,57 Application Gerfificate Fee Paid
Application 01 oT FOR IV INJ 400MG Approved
4 25.04.2017 CORP-HK42173-201753693- CORP-HK42175-201753699- HK42173 APT-INDOMETHACIN 25 12345678 Application Certificate Fee Paid
+ Renewal of 02 02 CAP 25MG Approved
Registration
5 21082018 CORP-HK37565-201857482 ~ CORP-HKA1190-201857483  HK41190 PRODUCT NAME 00000 5 Application Under  Not Mecessary
XK Screening
+ Request fo Cancel
Product Registration 6 21082018 CORP-HK37565-201857482  CORP-HK3I7565-201857482  HK37565 PRODUCT NAME 300000 5 Applcation Under  Not Necessary
reening
+ Payment 7 03.07.2017 CORP-HK31199-201757230  CORP-HK31199-201757230  HK31199 EPILIM FREEZE-DRIED PDR 3 Application Mot Necessary
FOR IV INJ 400MG Screening
Applicafion History
+ User Profile
+ System
Logout

2015 copyright | Important notices

Last Revision Date: 02 Sep 2020

Versioen: 1.0.99 (PP)

The applications listed in this section has been saved but not yet submitted to Drug
Office. User may click the application reference number to continue submission as
shown below:

CORP Application Status

Euu are login as ORG Trial Application Reference No.-
Application Batch No..

ne
TESTING LIMITED
Login date and time

Summary | e-Product File (e-PF) Change | DO Req.

Clarification Letter

CORP-HK37565-201857484
CORP-HK37565-201857484

Ack. Letter

CORP Change History | Ref. Material

Application Status:
Application Type:

| Continue Application | Delete Application || Close|

T Same Eateh

Application Saved
Certificate holder initiated - New CORP application

31.08.2018 1626 HK No HK37565 Previous App. Reference No.-
Product Name: PRODUCT NAME X00(X DO Reguest Reference No.:
Online Notification Application Received Date: 21.08.2018 Client Date: 21.08.2018

My Product Search

+ New Registration

- Change of Regi:
Particulars

Initiate CORP
Application

Application Status
- Aclion Required

- Not Subrmitied
- Application Submitted

Withdraw application

+ Renewal of
Registration

+ Submission of Other
Post-registration
Supplement

+ Request to Cancel
Product Registration

+ Payment

Application History

+ User Profile

+ System

Logout

Proposed Effective Date:
Hard Copy Received Date:

— Category 3 - Package Insert

3.Package Insert
3.1-Change in package insert

Brief Description of Change and Reason: tets

Supporting Documents:

Change C. Allowed for A

Initiated

Application Form Image:
Justification (Urgent Application):

No File Chosen

Not Required

Satisfactory

Unsatisfactory ~ Acknowledged

Withdrawn

| Continue Application | Delete Application || Close |
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User can click “Delete Application” to delete the application as the application is not
yet submitted to Drug Office.

User may click “Continue Application” to continue the submission as shown below:

Change of Registered Particulars (CORP) Application

Step 1: Selection of Products and Change Categories |Back || Next|
[] Urgent Application (subject to decision by Drug Office) -

Justification for urgent application
g?-.g are login as ORG Trial *Application Received Date 21.08.2018
TESTING LIMITED *Client Date: 21.08.2018
Login date and time

21082018 18:26 Certificate Holder Name:

Online Notification TESTING LIMITED

S |
+ New Registration ¥ |HK37565 PRODUCT NAME XXXXX

- Change of Registered | Add Product || Remove Product || Select from all product |
Farticulars

Please tick the appropriate change category and state the nature of the change.

Initiate CORP
Application

Application Stalus + 1 Specification
- Adfion Reguired

- Not Submitted

 Appiation Suomitied + 2 Label

‘Withdraw application +3 Package Insert

+ 3.1 Change in package insert change PJ
+ Renewal of
Registration
+ Submission of Other
E"‘g,,ﬁg’,%.‘g‘:?““ + 3 2 Addition of package insert O
+ Request to Cancel
Product Registration
+ Payment + 4 Manufacturer
Application History + 5 Registration Certificate Holder
+ 6 Quantity of the Dose Form in Unit Package (i.e. Package Size)
+ User Profile
+ T Excipients
OEEED + 8 Indication / Dosage / Route of Administration
Logout +9 Other 0

(Back ) Next)

3) Application Submitted
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CORP_APPLICATION_STATUS

Change of Registered Particulars (CORP) Application

Please be that for appi
New Submission

you are required to submit s) for change of i

date 5 working days before the effective date, if necessary.

You are login as ORG Trial ||,
One -

TESTING LIMITED
Login date and time
26.01.2021 11:20

e New CORP Application |

Action Required

Ps Received P Batch No. Ps Ref. No. Py HK No. = Product Name Py Change . Status P Payment Smae
Online Notfication Emey
1 21.08.2018 CORP-HK41190-201857465 ~ CORP-HK41190-201857455  HK41190 PRODUCT NAME JCCO00 4 Application Mot Necessary
OO Evaluated
My Product Search
< [V EE TR Not Submitted
Ps Received P Batch No. s Ref. No. Py HK No. = Product Name Py ‘Change e Status P Payment Sﬁlmse
- Change of Registered LD
Particulars 1 26.01.2021 CORP-HK37565-202150005 ~ CORP-HK37565-202150005  HK3736% PRODUCT NAME JCCO00 1 Application Saved Mot Necessary
Initiate CORP - - -
Application Application Submitted
N Received . Batch No. o Ref. No. - HKNo. . ProductName . Change . Status . Payment Status,
s s + * * * e % i
Submitied 1 05.06.2020 CORP-HK41190-202050013  CORP-HK41190-202050013  HK41190 PRODUCT NAME 300000 347 Application ot Necessary
- Appiication Submitted XK Evaluated
Withdraw application 2 03102019 CORP-HK37565-201857484 ~ CORP-HK37565-201857484  HK37565 PRODUGT NAME 000G 3 Application Under  Not Necessary
Screening
DO Reguest 3 04032019 CORP-HK31199-201950013-  CORP-HK31199-201950013-  HK31199 EPILIM FREEZE-DRIED PDR 1,57 Application Ceriificate Fee Paid
Application 01 oT FOR IV INJ 400MG Approved
4 25.04.2017 CORP-HK42173-201753693- CORP-HK42175-201753699- HK42173 APT-INDOMETHACIN 25 12345678 Application Certificate Fee Paid
+ Renewal of 02 02 CAP 25MG Approved
Registration N
5 21082018 CORP-HK37565-201857482  CORP-HK41190-201857483  HK41190 PRODUCT NAME 300000 5 Application Under  Not Necessary
300K Screening
+ Request fo Cancel
Product Registration 6 21082018 CORP-HK37565-201857482  CORP-HK37565 201857482  HK37565 PRODUCT NAME 300000 5 ST Rt
reening
+ Payment 7 03.07.2017 CORP-HK31199-201757230  CORP-HK31199-201757230  HK31199 EPILIM FREEZE-DRIED PDR 3 Application Mot Necessary
FOR IV INJ 400MG Screening
Applicafion History
+ User Profile
+ System
Logout

2015 copyright | Important notices  Last Revision Date: 02 Sep 2020  Version: 1.0.99 (PP)

The applications listed in this section are those submitted to Drug Office and under
processing. The application status will be changed subjected to the progress. User may
click the application reference number to view the application information:

CORP Application Status

| Change Effective Date | Close

Summary | eProductFile (e-PF) Change | DOReq. | Clarification Letter | Ack. Letter

CORP Change History | Ref. Material | Same Batch

‘You are login as ORG Trial Application Reference No.-

One
TESTING LIMITED Application Batch No.:
Login date and time

CORP-HK41190-201357486
CORP-HK41190-201857486

Application Status:
Application Type:

Application Approved
Certificate holder initiated - New CORP application

31082018 1835 HK No.: HK41190 Previous App. Reference No.:
Product Name: PRODUCT NAME 00X XXX DO Request Reference No -
Online Nefification Application Received Date 21.08.2018 Client Date: 21.08.2018

Proposed Effective Date:

Hard Copy Received Date:
Submission Acknowledgement:
Applicant Username:

Application Form Image:
Justification (Urgent Application):

No File Chosen
My Product Search

Submission Acknowledgement
joelun

+ New Registration

nge of R
Particulars

— Category 1 - Specification Approved

1.Specification

Initiate CORP
Application

Application Status
- Action Required

- Not Submitted
- Application Submitted

Withdraw application 1.1-Change in specifications of the product

Mot Required

Satisfactory

+ Renewal of Brief Description of Change and Reason: change label
Registration i
Effective Date: 31.03.2013 Unsatisfactory ~ Acknowledged ~ Withdrawn
+ Submission of Other
Post-registration

S rting Do ts:
Supplement upporting Documents:

i. Proposed with the

+ Request to Cancel
Product Registration

ined or highlig =

+ Payment

Application History

+ User Profile
test?20170702 pdf [ | The same file
+ System has already been uploaded in another
location in this submission
Logout

Change Categories Allowed for Amendment:

ive Date || Close |
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For the approved or partial approved application, user may click the “Change Effective
Date” button to change the effective date of those approved categories as following:

. Change of Registered Particulars (CORP) Application

Back || Next
[] Urgent Application (subject to decision by Drug Office)

Justification for urgent application

You are login as ORG Trial
(o]

ne
TESTING LIMITED
Login date and time
21.08.2018 18:35

*Application Received Date: 21.08.2018
*Client Date: 21.08.2018

Certificate Holder Name: Justification for changing the batch :

Online Notification TESTING LIMITED

My Product Search

+ New Registration Previous Approval Letter : [ p| oaAD
No File Chosen

- Change of Registered
e Do eewaNne
Initiale CORP
GBI HK41190 PRODUCT NAME XXXXX XXXX

Application Status
e R Please tick the appropriate change categoery and state the nature of the change.

Withdraw application o
> + 1 Specification

E= |

31.082018

+ Renewal of
Registration

+ Submission of Other
Post-registration + 2 Label
Supplement

+ 3 Package Insert
" Ereﬁduuec?é%gciasg{eign + 4 Manufacturer
+ 9 Registration Certificate Holder

+ 6 Quantity of the Dose Form in Unit Package (i.e. Package Size)

+ Payment

Application History
+ 7 Excipients

+ User Profile + 8 Indication / Dosage / Route of Administration
+ System + 9 Other
ot Back || Next

Other than effective date, all information of product particulars is not allowed to
change in the application of change in effective date.

For application of change in effective date, selected product can be “deselected”; no
new product can be added. If any product is “deselected” from the batch, justification
should be provided in the field “Justification for changing the batch”. Other than

effective date, supporting document(s) and information of product particulars are not
allowed to change. The justification for change in effective date should be provided.

2.6.2 Withdraw application
Step 1: Click the menu item “Application Status” in the menu on the left.

The applications eligible to withdrawal will be shown.
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® Withdrawal of CORP Application
l Withdraw Application
You are login as ORG Trial n Received & Ref. No. s HKNo. & Product Name &  Change Categories & Status s
‘?ESTING LIMITED 21.08.2018 CORP-HK41190-201857435 HK41190 PRODUCT NAME XXX}X XXXX 4 Application Evaluated
Login date and time
2108.2018 18:35 21.08.2018 CORP-HK37565-201857452 HK37565 PRODUGCT NAME J0000¢ 5 Application Under
Screening
Online Nofification 21.082018 CORP-HKA41190-201857483 HK41180 PRODUCT NAME X30008 XXX 5 Application Under
Screening

My Product Search Withdraw Application

+ New Registration

- Change of Registered
Particulars

Initiate CORP
Application
Application Status
~ Astion Required

- Not Submitted

- Agplication Submitied

‘Withdraw applic ation

Registration

+ Submission of Other
Post-registration
Supplement

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

User may select one or more applications and send the request of withdrawal to Drug
Office:

® Withdrawal of CORP Application
l Confirm to Withdraw || Close
Received 4 Ref. No. + HK No. + Product Name % Change Categories = LS =

You are login as ORG Trial
One 21082018 CORP-HK41180- HI<41180 PRODUCT NAME 4 Application Evaluated
TESTING LIMITED ZWEAES
Login date and time
21.02.2018 18:35 Reason(s) of Withdrawal:

ithdraw reason state here|

Cnline Notification
My Product Search

+ New Registration | Confirm to Withdraw || Close I

- Change of Registered
Particulars

Initiate CORP
Application

Application Status
- Action Required
- Nat Submitted

- Application Submitid

Withdraw applicafion

+ Renewal of
Registration

+ Submission of Other
Post-registration
Supplement

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

User needs to provide the reason of withdrawal and then click “Confirm to Withdraw” to

submit the request to Drug Office. The request of withdrawal will be handled by Drug
Office.
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2.6.3 DO Request Application

Click the DO Request Application to open the DO Request Pool

CORP_DO_APPLICATION

L] DO Request Change of Registered Particulars (CORP) Application
| Action Required
You are login as FONG & Benquesi No 2 HK No. & Product Name 4+ Status 4 Request Reason =

innie
DEFG COMPANY LIMITED 1 -REQ-201900011 HKE3575 TEST 2017031404 Request Sent PRC Decision 20/06/2019
Login date and time . .
10.02.2020 1455 2 DO-REQ-201900005 HK83546 EST 2019011902 Request Sent EST New Reguest
DO-REQ-201900005 HKE3549 TEST 2017020605 Request Sent TEST New Request
CrME T 4 DO-REQ 201500029 HK45175 BOGEN MEDICATED POWDER Request Sent Test Payment

My Product Search "
v Not Submitted

+ New Registration 4 Ref. No. 4 RequestNo. 4 HKNo. 4 Product Name % Status # Request Reason *
1 CORP-DO-HKE3666-201858469 DO-REQ-201900082 HKB3866 HENRY TEST COPR Submitted  try
- gzﬂc%?a?;llegwstered 2 CORP-DO-HK50508-201958710 DO-REQ-201900070 HKS50508 CHOLVATIN TAB 20MG COPR Submited  Remark
Initiate CORP
Application

Application Status
- Action Required

- ot Sutmitted

- Appiication Submitted

Withdraw application

DO Request
Application
Change Effective Date

+ Renewal of
Registration

Click the Request No from the Action Required to initiate a CORP to reply this request or
Continue the application

IF the CORP DO REQUEST did not receive a Submitted CORP Application, the related
product renewal will be suspended.
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2.7 RENEWAL OF REGISTRATION

2.7.1 Online Notification

Step 1: Click the menu item “Online Notification” in the menu on the left.

° Online Notification
l New Product Registration
Notification Date * Subject

You are login as Open 24.07 2018 15:51:11

Open 14112017 11:06:22

Screening Application

Application Payment Request
Login date and time

17082018 13:44 Open 03.04 2017 10:47:03 Application Payment Request
CORP
| Online Notification Notification Date & ]
My Product Search Open 07.08.2018 17:35:15 Application Screening Notification
Open 07.08.2018 09:52:51 Application Submitted Notification

- New Registration

Renewal of Registration
Initiate New Product

Registration i lion Date ¢ Subject
Application
Open 22012017 11:14:08 Renewal Reminder
Afcp_hcalinn Status
R Open 22.01.2017 10:33:00 Renewal Notification
- Application Submitted
Withdraw c llation Request
Notification Date & Subject
+ Change of Registered
Particulars Open 07.08.2018 17:40:25 Cancellation Registration Request Submitted Notification
Open 07.08.2018 15:01:0% Cancellation Registration Request Submitted Notification
+ Renewal of
Registration .
Interview
+ Interview Notification Date
Open 13.03.2017 10:08:08
+ Request to Cancel
Product Registration Open 15.01.2017 15.04.00
+ Payment Non Pharmaceutical Product Alert
Application History Notification Date ¢ Subject
Open 21.03.2016 16:43:10 Renewal Pending Notification

+ User Profile Open 21.03.2016 16:43:10

Renewal Pending Reminder

There are four types of notification for renewals:
1. Renewal Notification

ONLINE_NOTIFICATION_VIEW 01

® Proposed Name of Product  $ PL No. $ Payment Status
TEST ECERT CASE1 PLO010/2018 N/A

TEST USER LOGIN 2 PLO081/2017 Unpaid

TEST 2017022401 PLO030/2017 Paid
HK No. L Name of Product s
HKB3517 WALKTRHOUGH
HKB3517 WALKTRHOUGH
Name of Product * No. of Renewals ¢
TEST2016112301 2
TEST2016112303
TEST2016112305, 2
TEST2016112305
HK No. * Name of Product *
HKB3533 TEST 20161208
HK83523 TEST2016112303
s Subject %
Testing 20170313
fesi2
% HKNo. # Name of Product %

HK47673 Testing 20170313
HK47673 fest2

The online notification will be sent around 4 months before product expiry date to
remind the certificate holder to renew the product(s).

2. Renewal Reminder

The online notification will be sent 3 months before product expiry date to remind the

certificate holder to renew the product(s).
3. Renewal Notice of Expiry

The online notification will be sent 1 month before product expiry date to remind the

certificate holder to renew the product(s).
4. Expired Product Notice

The online notification will be sent on the product expiry date to notice the certificate

holder the product(s) have been expired.

Step 2: Click the “Open” link to read the notification.
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RENEWAL_NOTIFICATION

T Renewal of Registration

Print M:; I R | F Back
gou are login as ORG Trial rint Manual Renewal Form cl

ne
TESTING LIMITED

Login date and time Renewal Notification
21.08.2018 18:44

Notification Date: 26.04.2016 D4:00:02
Online Notification

HKNo. # PRNo. # Name of Product * Required information s
My Product Search
HIK41130 PROS52/1596 PRODUCT NAME XXX XXX

+ New Registration
View Renewal Application Status|

+ Change of Reqgi:
Particulars Print Manual Renewal Form || Back

+ Renewal of
Registration

+ Submission of Other
Post-registration
Supplement

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Products that the login user has access rights to will be shown in the list.
Step 3: Click the “View Renewal Application Status” button to review the application

status. The system will redirect to the listing of renewal applications under different status
(Section Error! Reference source not found.).
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2.7.2 Application Status: (i) Reply and Pay for Renewal of Registration; (ii)
Payment Completed; (iii) Product Confirmed Not to Renew; and (iv) Requires
Further Action Before Product Renewal

Listing of Renewal Applications under Different Status

Step 1: Click the menu item “Renewal of Registration” in the menu on the left.

5 E RENEWAL_STATUS
° Renewal of Registration

T

. Reply and Pay for Renewal of Registration
You are login as WONG

Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days.

ABC COMPANY LIMITED In case certificate holder(s) cannot renew cerfificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2318 8414 during office hours

Login date and time o W y v " y
74082018 16-50 Note: Working days do not include Saturday / Sunday / holiday(s)

Renew || Not to Renew
Online Notification

* HK No. * Name of Product * Notify Date % Expiry Date  # Batch No. *
My Product Search [  HK6sse PRODUGT NAME XXXX XXXX 28.06.2018 25.08.2018 Batch Four

+ New Registration

Payment Completed

+ Change of Registered V! P
Particulars

HKMNo. o Name of Product s  PaymentDate, LastExpiry Datg Expiry Date 4 Cert Collection, Batch No. o

- Renewal of

Registration HK36995 PRODUCT NAME XXX 22082018 25.08.2018 25.08.2023 Batch Four

Product Confirmed Not to Renew

pleted
- Product Confirmed Not fo
= :
cnen . Reinstate
St Prosod Rerena B HKNo. 4 Name of Product B ReplyDate  + Expiry Date & BatchNo. %

+ Interview

Requires Further Action Before Product Renewal
+ Request to Cancel

Product Registration Please complete the renewal prnceﬂure1 working days before the expiry date of the product certificate and complete the relevant payment transacticn before 5 working days
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.
+ Payment Note: Working days do not include Saturday / Qunﬂa/ ! holiday(s)
B s HK No. & Name of Product & Reason % Expiry Date & BaichNo. &
Application History
HIK44475 PRODUCT NAME XXXX XXXX BABE list 10.03.2018 Batch Two
+ User Profile
HK43560 PRODUCT NAME X300¢ PICS requirement 04.092018 Baich Five
+ System
Logout

New list added for new version:

Issued e-Certificate

When released, the download link of the e-Certificate is enabled for one-fime use. Please keep a copy of the e-Certificate for your record after downloading.
HK No. % Name of Product % PaymentDate % LastExpiry Dates Expiry Date + e-Certificate 4+ Batch No. *

There are four types of status for renewal applications:
1. Reply and Pay for Renewal of Registration

2. Payment Completed

3. Product Confirmed Not to Renew

4. Requires Further Action Before Product Renewal

There are different actions that may be required before the renewal applications can be
continued:
® Submission of BABE report: labeled as “BABE List” under the “Reason” column.
® Submission of Real-time stability report: labeled as “RSTR List” under the
“Reason” column.
® Non-pharmaceutical product: labeled as “Non-Pharmaceutical Product” under the
“Reason” column.
® Other required information

2.7.2.1 Renewal of Registration by Online Payment or in Person
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Applicants can select to process the renewal by (i) online payment (Section Error!
Reference source not found.); or (ii) in person (Section Error! Reference source not

found.).

2.7.2.1.1 Renewal by Online Payment

Step 1:

Under the section “Reply and Pay for Renewal of Registration”, select the checkbox(es)
for the renewal application(s) decided for renewal. Only the renewal applications from the
same renewal batch (shown under “Batch No.”) can be processed and paid together at the
same time. Click the “Renew” button to proceed.

i

Yuu_gre login as WONG

avi
ABC COMPANY LIMITED
Login date and time
24.08.2018 16:50

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

- Renewal of
Registration

Application Status

- Reply and Pay for
Renewsl of Registration

- Payment Com)

- Product Confirmed Hot fo
Renew

- Requires Further Action
Before Product Renewsl

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

Issued e-Certificate

. . RENEWAL_STATUS
Renewal of Registration

Reply and Pay for Renewal of Registration

Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days.
In case certificate holder(s) cannot renew cerificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.
Note: Working days do net include Saturday / Sunday / holiday(s)
m to Renew

HKNo. ¢ Name of Product + Notify Date 4 Expiry Date 4 Batch No. &
HK36986 PRODUCT NAME X300 X000K 28.06 2018 25052018
Payment Completed
HK No. s Name of Product P Payment Dulec Last Expiry Datg Expiry Date 2 Cert %%ltlcemnng Batch No. P
HK36835 PRODUCT NAME X000(< 22082018 25082018 25082023 Batch Four

Product Confirmed Not to Renew

Reinstate

& HK No. & Name of Product = Reply Date = Expiry Date % Batch No. =

Requires Further Action Before Product Renewal

Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days
In case certificate holder(s) cannot renew cerfificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.
Note: Working days do not include Saturday / Sunday / holiday(s)

* HK No. * Name of Product * Reason * Expiry Date % Batch No. =
HK44475 PRODUCT NAME XCXOCK XO00K BABE list 10.032018 Batch Two
HK43560 PRODUCT NAME XXXX PICS requirement 04.08.2018 Batch Five
VWhen released, the download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Certificate for your record after downloading
Name of Preduct % PaymentDate % LastExpiry Dates Expiry Date % e-Cerfificate % Batch No. £

HK No. *

Step 2:

®  Select the one Recipient.

® Check the two checkbox “Before proceeding to the online payment for renewal of
pharmaceutical product(s) / substance(s), | have read the Notification for Renewal of
Registration Certificate / Reminder of Notification for Renewal of Registration
Certificate.”

®  C(lick the “Renew Product” button to proceed.
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ATTENTION :
o If unable to open the online payment service page, please enable the TLS1.1 and TLS1.2 from the Internet Option = advance setting.
l If the error message PAY-E-0001 does appear and Kaspersky Internet Security software installed on you device, please refer to_enline payment service FAQ Question 1
RENEWAL_PROCESS_STATUS
prouaslounEsWONG Renewal of Registration

ABC COMPANY LIMITED
Login date and time .
27%7 2023 12:09 Pay for Renewal Certificate

Cnline Notification int Notification of Payment || Back

My Product Search

+ New Registration Certificate Holder % HKNo. % PRNo. 4 Name of Product *
ABC COMPANY LIMITED HK37027 PR0335/1993  CEDAX CAP 400MG

+ Change of Registered

Particulars

No. of Product(s): 1
Renewal of
T Fee type: Application Fee of Pharmaceutical Product Renewal
ication Status

li
Payment Amount: HKS 575.0
Ry of Registration

- Product Canfirmed Nat to i . | i

o Certificate Collect: @ e-Cerfiiicate I
- Requires Further Action
Product Renewal -
Recipient’: (@ susan_cheung_1

+ Submission of Other

Post-registration (") david_wong
Supplement - -

+ Interview *Select only one recipient. The e-Certificate will be available for download on the day after the last expiry date of registrafion.

Before proceeding to the payment for renewal of pharmaceutical product(s) / substance(s), | navetread the Notification for

+ Request to Cancel Renewal of Registration Certificate / Reminder of Notification for Renewal of Registration Certificate.

Product Registration
By submitting this applicafion, consent is given to the Pharmacy & Poisons Board of Hong Kong to arrange the name of product,

+ Payment name and address of certificate holder, name and address of the manufacturer, registration number, name of active ingredients.
name of excipients, date of registration, package insert and product pack size provided in this application to be displayed on the
website of the Board. For enquiries, please contact the Drug Evaluation and Import/Export Control Division of the Drug Office

Application History (Phone No- 3974 4175)

+ User Profile

Renew Product || Print Notification of Payment | Back

+ Printing Service
+ System

Logout

Step 3: Proceed to payment at the external EGIS payment system.

Gov : BT
';’g Online Payment Service
Help Please select the payment method :
Customer : :
Service Hotline Type of Serwce DH Drug Office
2319 8461 Transaction Date 29-03-2023
Transaction Reference DHPRS-202303291025-94191
Email Number
pharmweb@ Total Amount HKDS$ 1,370.00
dh.gov.nk Payment Method*

>
>
Cancel Payment “

Please take note of the transaction reference number or PRINT this page for making enquiry on the payment status when necessary.

After pressing the 'Pay’ button, please DO NOT leave this e-service until you receive the acknowledgement page, otherwise your fransaction may not
be successful.

PPS Shop&Buy (PPS) does not support payment via browsers of mobile devices (including mobile phones and tablets) at the moment. If you wish to
pay by PPS, please change to use deskiop computer.

Merchant Name is applicable to credit card payment method only.

Under exceptional conditions, a refund may need to be arranged. If the payment is made by Credit Card, the refund can normally be made to the
Credit Card account that is used for the payment.

Some users may receive an error page or have to wait for several minutes before they get a response from the credit card payment gateway. If you
experience such a problem, please wait a moment and retry, or change to use other available payment methods. We apologise for any inconvenience
caused.

Different credit card issuers may have implemented different mechanisms to authenticate the cardholder's identity during online payment. Please
contact your card issuer if you want to learn more about the J/Secure, Mastercard SecureCode and Verified by Visa service.

HONG

AN

Step 4: Confirmation on receiving the payment will be shown after payment. You may
print the screen by clicking the “Print” button, or to print the receipt by clicking the “Print
Receipt” button.
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RENEWAL _PAYMENT

Renewal Close
Payment Reference No.: DHPRS-201808241655-91732
EGIS Reference No.: C201808242001297
ggﬂigm login as WONG Type of Payment: Renewal
ABC COMPANY LIMITED Transaction Time: 24032013 16:56:30
-ogin date and time
24.03.2018 16:50 Delivery Method: Callect in Person in Drug Office
Cnling |
My Product Search HK No. Product Name Expiry Date
HK36996 PRODUGT NAME 300X X000 25.082018

+ New Registration

~ The Drug Office acknowledges the receipt of your payment of HK$575.00 for application fee regarding the above product(s). We will process your application and will provide
+ gg:‘fg‘hal:; Registered response as soon as possible.

The certificate(s) will be ready for collection on / after 07.09.2018

Please kindly quote the above Payment Reference Number for enguiries.

- Reply and Pay for
Renewal of Registrati -
- Payment Completed ‘General Enquiries:
hm“ Ganhmed Hat 5 Office Hours:  Monday to Friday
- Requires Furiher Action 9:00 am - 1:00 pm
Before Product Renewal 300 pm - 545 pm
) {up fo 6:00 pm on Monday)
+ Interview (Closed on Saturdays, Sundays & Public Holidays)
Tel: (852) 23198458
+ Request to Cancel Email: prs2_info@dh.gov.hk

Product Registration

+ Payment

Application History
+ User Profile
+ System

Logout

Click the “Print Receipt” button:

Payment Receipt of Renewal
Name of Company
Payment Receipt of Reaewal pany BAUSCH & LOMB (HK) LTD
. . ) o 8] 2 H
Name of Company Paymaeat Date Payment Reference No:  DHPRS-201906131525-14151
o 5] B L3310 s
BAUSCH & LOMB (HK) LTD 13.062019 Name of Product HK Reg. No Expiry Date
UL L& FRuARSE Exam
Payment Reference No:  DEPRS-201906131525-14151 T ST " NATURAL TEARS EYE DROPS HEKSAISh 3102019
AR
Receipt Reference No:
EE £ 5
Chegue No: 123
ARG
Payment Method: Cheque
B
Payment Amount: HKS$575.00
e
BRIR(£2H)
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The payment of renewal of registration is completed.

c 5 RENEWAL_STATUS
(] Renewal of Registration

T

. Reply and Pay for Renewal of Registration
YDourgre login as WONG

A‘E‘g COMPANY LIMITED Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days
Login dat d fi In case ceriificate holder(s) cannct renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours
0gin date and ime Nate: Working days do not include Saturday / Sunday / holiday(s).

24082018 16:50
Online Notification Renew || Not to Renew
= HK No. 4 Name of Product 4 Notify Date % Expiry Date % BatchNo. %

My Product Search 0 HK2£996 PRODUCT NAME XXXX XXXX 28.06.2018 25082018 Balch Four

+ New Registration
Payment Completed

+ Change of Registered
Particulars

HK No. Py Name of Product Py Payment Dnlee Last Expiry Dat% Expiry Date + Cert [Zollm.'tmne Batch No. Y

- Renewal of -
Registration I HK36995 PRODUCT NAME XXXX 22.08.2018 25.08.2018 25.08.2023 Batch Four I

Product Confirmed Not to Renew

Reinstate
* HK No. £ Name of Product * Reply Date % Expiry Date & BaichNo. &
+ Interview
Requires Further Action Before Product Renewal
+ Request to Cancel
Product Registration Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days.
In case certificate holder(s) cannot renew cerfificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours
+ Payment Note: Working days do net include Saturday / Sunday / holiday(s)
L = HK No. 4 Name of Product * Reason % Expiry Date % BatchNo. %
Application History
HK44475 PRODUCT NAME XXX 330K BABE list 10.03.2019 Batch Two
+ User Profile
HK43560 PRODUCT NAME X300¢ PICS requirement 04.092018 Baich Five
+ System
Logout
Issued e-Certificate
When released, the download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Certificate for vour record after downloading.
HK No. % MName of Product % Payment Date % LastExpiry Dates Expiry Date % e-Certificate % Batch No. Ed

2.7.2.1.2 Renewal in-person

Step 1:

Under the section “Reply and Pay for Renewal of Registration”, select the checkbox(es)
for the renewal application(s) decided for renewal. Only the renewal applications from the
same renewal batch (shown under (“Batch No.”) can be processed and paid together at the
same time. Click the “Renew” button to proceed.
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You are login as WONG
id

avi
ABC COMPANY LIMITED
Login date and tim
24.08.2018 16:50

©Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

- R uires Further Action
Before Prociuct Renews]

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ System

Logout

Step 2:

. . RENEWAL_STATUS
Renewal of Registration

Reply and Pay for Renewal of Registration

Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours
Note: Working days do not include Saturday / Sunday / holiday(s)

Renew || Not to Renew

HK No. * ‘Name of Product * Notify Date % Expiry Date 3 Batch No. *
HK36996 PRODUCT NAME X008 X300K 28.06.2018 25.08.2018 Batch Four
Payment Completed
HKNo. o Name of Product s  PaymentDate, Last Expiry Datg Expiry Date o Cert Collection, Batch No. o
HK36995 PRODUCT NAME X0CCX 22082018 25.08.2018 25.08.2023 Batch Four
Product Confirmed Not to Renew
Reinstate
* HK No. * Name of Product * Reply Date * Expiry Date  # Batch No. *

Requires Further Action Before Product Renewal

Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment fransaction before 5 working days.
In case certificate holder(s) cannot renew cerfificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2318 8414 during office hours
Note: Working days do net include Saturday / Sunday / holiday(s)

* HK No. * Name of Product £ Reason % Expiry Date % Batch No. *
HK44475 PRODUCT NAME X008 X300K BABE list 10.03.2019 Baich Two
HK43580 PRODUGT NAME XXX PICS requirement 04092018 Baich Five

Click the “Print Manual Renewal Form” button. Please print the renewal form with the
stamped company chop and proceed to the shroff of Drug Office for payment.

You are login as WONG
id

avi

ABC COMPANY LIMITED
Login date and time
27.07.2023 1209

Online Motification
My Product Search

+ New Registration

+ Change of Registered
Particulars

Renewal of
Registration
Application Status

juct Confirmed Not to

tenew
- Requires Further Action
Before Produet Renewal

+ Submission of Other
Post-registration
Supplement

+ Interview

+ Request to Cancel
Product Registration

+ Payment
Application History

+ User Profile

+ Printing Service

+ System

Logout

ATTENTION :
If unable to open the online payment service page, please enable the TLS1.1 and TLS1.2 from the Internet Option = advance setting.

If the error message PAY-E-0001 does appear and Kaspersky Internet Security software installed on you device, please refer to_enline payment service FAQ Question 1

. . RENEWAL_PROCESS_STATUS
Renewal of Registration

Pay for Renewal Certificate

Renew Product

Certificate Holder % HKNo. % PRNo. 4 Name of Product *
ABG COMPANY LIMITED HK37027 PRO335/1993  CEDAX CAP 400MG
No. of Product(s): 1
Fee type: Application Fee of Pharmaceutical Product Renewal

Payment Amount: HKS 575.0

Certificate Collect: (@ e-Cerfificate
Recipient’: (@ susan_cheung_1
@] david_wong

*Select only one recipient. The e-Certificate will be available for download on the day after the last expiry date of regisirafion

pefore proceeding to the payment for renewal of pharmaceutical product(s) / substance(s), | have read the Notification for
Renewal of Registration Certificate / Reminder of Motification for Renewal of Registration Certificate.

By submitting this applicafion, consent is given to the Pharmacy & Poisons Board of Hong Kona to arrange the name of product,
name and address of certificate holder, name and address of the manufacturer, registration number, name of active ingredients,
name of excipients, date of registration, package insert and product pack size provided in this applic: o be displayed on the
website of the Board. For enquiries, please contact the Drug Evaluation and Import/Export Control Dlvlsmn of the Drug Office
(Phone No: 3874 4175)

Renew Product || Print Notification of Payment || Back
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2.7.2.1.3 Not to Renew Product Registration

Step 1:

Under the section “Reply and Pay for Renewal of Registration”, select the checkbox(es)
for the renewal application(s) decided not to renew the product registration. Click the “Not
to Renew” button to proceed.

RENEWAL_STATUS

‘i, Renewal of Registration

Reply and Pay for Renewal of Registration

You are login as WONG
ADaE{:mcDMPANY LIMITED Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days.
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.

Login date and time .
24.02.2018 16:50 Note: Working days do net include Saturday / Sunday / holiday(s)

Online Notification Renes

B HKNo. & Name of Product B Notify Date & Expiry Date & Batch No. . &
My Froduct Search E HK36896 PRODUCT NAME XXX XXXX 28.06.2018 25082018 Batch Four

+ New Registration
Payment Completed

+ Change of Registered
Particulars

HK No. s Name of Product P Payment Dulec Last Expiry Datg Expiry Date 2 Cert %%ltlcectn% Batch No. Ps

enewal of
Registration HK36885 PRODUCT NAME XXX 22082018 25.08.2018 25.08.2023 Batch Four

Product Confirmed Not to Renew

Enes Reinstate
- Requires Fi
e e - HKNo. & Name of Product + Reply Date & Expiry Date & BatchNo. &
+ Interview
Requires Further Action Before Product Renewal
+ Request to Cancel
Product Registration Please complete the renewsl procedure 10 working days before the expiry date of the product certificate and complete the relevant payment transaction before 5 working days
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.
+ Payment Note: Working days do not include Saturday / Sunday / holiday(s)
— ~ * HK No. * Name of Product * Reason * Expiry Date % Batch No. =
Application History
HIK44475 PRODUCT NAME XX00 X000 BABE list 10.03.2018 Batch Two
+ User Profile
HiK43560 PRODUCT NAME XXX PICS requirsment 04.092018 Bach Five
+ System
Logout
RENEWAL_STATUS
L Renewal of Registration
| l « Product(s) have been successfully set ta not renew

fou are login as WONG
avii
fﬁfﬁ,’f;’:,,’mﬂ“:”m Reply and Pay for Renewal of Registration
1.01.2018 17:20
Please complete the renewal procedure 10 working days before the expiry date of the product certficale and complete the releyant payment transaction before 5 working days.
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2313 8414 during office haurs.

Online Notification Note: Working days do not include Saturday / Sunday / holiday(s).
My Product Search Renew || Not to Renew
N 4 HK No. + Name of Product £ Notify Date & Expiry Date  $ Batch No. Ll
+ New Registration
D HK56272 AMERICAN HEALTH ABC PLUS WITH LUTEIN TAB 14022018 Batch One
+
gg:{;%?a‘:sf Registersd []  Hksi7ie AMLODIPINE TABLETS 10MG (HETERO) 26022018 Baich One

Regisiration Payment Completed

Application Status
- and Pay for

ay for HK No. Name of Product Payment Date, ~ Last Expiry Datg, Expiry Date Cert Collecti Batch No.
Renewal of Registration * s * Y = i Bate % *
- Payment Completed
LRI e i HKS6375 ACET 120MG SUPP 30.01.2018 14.032018 14.03.2023 Batch Two
- Requires Further Action
e e HK56376 ACET 160MG SUPP 30.01.2018 14.032013 14.03.2023 Batch Two
+ Submission of Other .
Post-registration Product Confirmed Not to Renew
Supplement
Reinstate
+ Interview
3 HKNo. & Name of Product . Reply Date ¢ Expiry Date & BatchNo. &
+ Request to Cancel O Hesr7e AMLODIPINE TABLETS 5MG (HETERO) 31.01.2018 26022018 Batch One
Product Registration

+ Payment R R
Requires Further Action Before Product Renewal
Application History ) i ) y .
Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relsvantgpaxment transaction before 5 working days.
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.

+ User Profile Note: Working days do not include Saturday / Sunday / holiday(s)
+ System & HKNo. % Name of Product ¢ Reason  $ Expiry Date & BatchNo. &
Logout

New list added for new version

Issued e-Certificate

VWhen released, the download link of the e-Certificate is enabled for one-fime use. Please keep a copy of the e-Certificate for your record after downloading
HK No. % Name of Product % PaymentDate % LastExpiry Dates Expiry Date % e-Cerfificate % Batch No. £
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2.7.2.1.4 Reinstate Product Specified as Not Renew

Step 1:

Under the section “Product Confirmed Not to Renew”, select the checkbox(es) for the
renewal application(s) which was previously selected as not to renewal but decided to
reinstate. Click the “Reinstate” button to proceed.

RENEWAL_STATUS

‘i, Renewal of Registration

« Product(s) have been successfully set to not renew
fou are login as WONG
avi
f C.,‘C .?,,"."e";‘""‘,"‘itr',";'”@ Reply and Pay for Renewal of Registration
$101.2018 17:20

Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant pazment transaction before 5 working days.
In case cerfificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours

Online Nofification Note: Working days do not include Saturday / Sunday / holiday(s)
My Product Search Renew | Not to Renew
) * HKNo. & Name of Product . Notify Date 4 Expiry Date & BatchNo. &
+ New Registration
0 Hesen AMERICAN HEALTH ABC PLUS WITH LUTEIN TAB 14022018 Batch One
fChange of Registered [ Heeis AMLODIPINE TABLETS 10MG (HETERO) 26022018 Batch One
ezgEeim Payment Completed
> HKN Name of Product PaymentDate, LastExpiryDatg  ExpiryDate , Cert Collecti Batch N
- for 0. lame of Produ: 2l e iry xpiry Dat 0l iC| 0.
Renewal of Registration # & + ¢ Date D"‘ &
“Paymen: Gom
~Product Gonfimed ot to HKBB375 AGET 120MG SUPP 30013018 1403.2018 14.03.2023 Baich Two
- Requires Further Acti
R HKS6376 AGET 160MG SUPFP 30013018 14032018 14032023 Baich Two
+ Submission of Other -
Post-registration Product Confirmed Not to Renew
Supplement
+ Inferview
* HKNo. & Name of Product 3 ReplyDate & Expiry Date % BatchNo. &
+ Requestto Cancel HKE1779 AMLODIPINE TABLETS 5MG (HETERO) 31012018 25022018 Balch One
Broduct Registration

+ Payment

Requires Further Action Before Product Renewal

Application Histor
s Y Pleaso complee the enewal procedure 10 working days before he expiry dale of the praduct certfica and complele the eleyant payment ransacion befare 5 working days
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.

+ User Profile Note: Working days do not include Saturday / Sunday / holiday(s).
+ System % HK No. ® Name of Product ¢ Reason % Expiry Date ¢ Batch No. ®
Logout

New list added for new version

Issued e-Certificate

When released, the download link of the e-Cerlificate iz enabled for one-fime use. Flease keep a copy of the e-Cerlificate for your record after downloading
HK No. # Name of Product % PaymentDate 4 LastExpiry Dates Expiry Date % e-Certificate % Batch No.
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RENEWAL_STATUS

Cd Renewal of Registration
| l - Product(s) have been successfully set to not renew
fou are login as WONG
Javid
‘EC"‘CI%T::"“iﬂ"emED Reply and Pay for Renewal of Registration

_ogil
!1,%1 2018 17:20

Flease complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant paZment transaction before 5 working days.
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.

Online Notification Note: Working days do not include Saturday / Sunday / holiday(s).
My Product Search Renew || Not to Renew
~ E— T T —— ——— s
+ New Registration
D HK56272 AMERICAN HEALTH ABC PLUS WITH LUTEIN TAB 14.02.2018 Batch One
A ]
pEnangslor TR TN TR E TS TONES TR TEROT T e

Registration Payment Completed

Application Status
- and for

HKNo. Name of Product s  PaymentDate, LastExpiry Datg Expiry Date o  Cert Collection, BatchNo. o
HK56375 ACET 120MG SUPP 30.01.2018 14.03.2018 14.03.2023 Batch Two
- Requires Furlher Action
ey S HK56376 ACET 160MG SUPP 30.01.2018 14.03.2018 14.03.2023 Batch Two
+ Submission of Other .
Post-registration Product Confirmed Not to Renew
Supplement
Reinstate
+ Interview
® HK No. * Name of Product * Reply Date ¢ Expiry Date ¢ BatchNo. ¢
+ Request to Cancel O] Hke77e AMLODIFINE TABLETS 5MG (HETERO} 31.01.2018 26.02.2018 Baich One
Product Registration

+ Payment N R
Requires Further Action Before Product Renewal
Application Histary i 3 .
Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevant pazment transaction before 5 working days.
In case ceriificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2 .0 help desk at 2318 8414 during office hours

+ User Profile Note: Working days do not include Saturday / Sunday / holiday(s)
+ System % HK No. * Name of Product L Reason % Expiry Date  $ Batch No. Ll
Logout

New list added for new version

Issued e-Certificate

When released, the download link of the e-Certificate is enabled for one-time use. Please keep a copy of the e-Certificate for your record after downloading
HK Ne. % Name of Product 4 PaymentDate 4 LastExpiry Dates Expiry Date + e-Certificate 4 Batch No. £

2.7.2.1.5 Requires Further Action Before Product Renewal

The product(s) under the section “Requires Further Action Before Product Renewal” cannot
be renewed until the pending action is completed. But user can choose the products and
click ‘Not to Renew’ to not to renew the products.

® For product(s) has “BABE List” under the “Reason” column.
Certificate holder has to submit the Bioavailability and Bioequivalence (BABE)
report to the Drug Office through the function “Submission of BABE” under
“Submission of Other Post-registration Supplement” (Section Error! Reference
source not found.)

® For product(s) has “RSTR List” under the “Reason” column.
Certificate holder has to submit the Real-time Stability Test Report (RSTR) to the
Drug Office through the function “Submission of RSTR” under “Submission of
Other Post-registration Supplement” (Section Error! Reference source not found.)

® For product(s) has “Non-Pharmaceutical Product” under the “Reason” column.
Certificate holder has to provide supporting documents to support the product(s) is
pharmaceutical product.

® For product(s) has other required information under the “Reason” column.
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Certificate holder has to following the instruction(s) stated under the “Reason”
column.

RENEWAL_STATUS

‘i, Renewal of Registration

« Product(s) have been successfully set to not renew
fou are login as WONG
avi
f C.,‘C .?,,"."e";‘""‘,"‘itr',";'”@ Reply and Pay for Renewal of Registration
$101.2018 17:20

Please complete the renewal procedure 10 working days before the expiry date of the product certificate and complete the relevantd:axment transaction before 5 working days.
In case cerfificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours

Online Nofification Note: Working days do not include Saturday / Sunday / holiday(s)
My Product Search Renew | Not to Renew
) . HKNo. & Name of Product . Notify Date 4 Expiry Date & BatchNo. &
+ New Registration
0 Hesen AMERICAN HEALTH ABC PLUS WITH LUTEIN TAB 14022018 Batch One
fChange of Registered [ Heeis AMLODIPINE TABLETS 10MG (HETERO) 26022018 Batch One
ezgEeim Payment Completed
coly and Pan HK No. Name of Product PaymentDate, ~LastExpiryDatg ~ ExpiryDate o Cert Collecti Batch No.
e e ® ® * ¢ Bate ¢ ®
i
oLt Gonfirmed Not to HKBB375 AGET 120MG SUPP 30013018 1403.2018 14.03.2023 Baich Two
- Re Further Acti
R HKS6376 AGET 160MG SUPFP 30013018 14032018 14032023 Baich Two
+ Submission of Other )
Post-registration Product Confirmed Not to Renew
Supplement
Reinstate
+ Interview
. HKNo. & Name of Product . Reply Date 4 Expiry Date & BatchNo. &
+ Requestto Cancel O HeeiTe AMLODIPINE TABLETS 5MG (HETERO) 31.01.2018 25022018 Bk One
Broduct Registration

+ Payment

Requires Further Action Before Product Renewal
GEpIETIE S Please complee the eneal procedure 10 working days before he expiy date of he praduct certicae and complete he felevant paymont ransaction before 5 working days.
In case certificate holder(s) cannot renew certificate(s) in due course, please contact our IT colleagues of PRS2.0 help desk at 2319 8414 during office hours.

+ User Profile Note: Working days do not include Saturday / Sunday / holiday(s).
+ System & HK No. % Name of Product * Reason % Expiry Date & BatchNo. &
Logout

New list added for new version

Issued e-Certificate

When released, the download link of the e-Cerlificate iz enabled for one-fime use. Flease keep a copy of the e-Cerlificate for your record after downloading
HK No. # Name of Product % PaymentDate 4 LastExpiry Dates Expiry Date % e-Certificate % Batch No. *
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2.7.2.2 Payment History (Renewal)

Step 1: Click the menu item “Payment History” in the menu on the left. Click the
“Payment Ref No.” for the product under the section “Renewal of Registration”.

EHE
° Payment History
l New Product Registration
9! Total Number of Payment Records: 0
PR No. L3 Name of Product L3 Payment Date Amount(HKS) Payment Ref No.
You are login as Charles
Lee Change of Registered Particulars Application
from CERT HOLDER 6 9 g PP Total Number of Payment Records: 0
Login date is
27.112014 12:50 HK No. B Name of Product B Payment Date Amount(HKS) Payment Ref No.
Online t N N
IRerlewal of RegIStra"Dn I Total Number of Payment Records: 3
My Product Search
HK No. ® Name of Product 3 Payment Date Amount(HKS) Payment Ref No. I
+ New Registration HK00863 INDAPAMIDE-TRIAL PROLONGED RELEASE  27.11.2014 5750 DHERS 201411271256 90514
TABLETS 1.5MG (MP2-2)(CHE)
+ Change of Registered HK00861 ULTIBRO BREEZEHALER (MP1-2)(CHS) 27.11.2014
Particulars

HK00869 GRACIAL TABLET (MP5-2)(CH6) 27112014

+ Renewal Registration

+ Other Post-regisiration
Supplement

+ Interview

+ Request to Cancal
Product Registration

- Payment

Payment Pool

Application History
+ User Profile
+ System

Logout

Step 2: The receipt can be reprinted by clicking the “Print Receipt” button.

T
&/AL_PAYMENT
(] Renewal Print| | Close
l Payment Reference No.: DHPRS-201411271258-90514
Type of Payment: Renewal
You are login as Charles Transaction Time: 27112014 12:59:15

ee
from CERT HOLDER 6
Login date is
27.11.2014 12:50

Online Notification HK No. Product Name Expiry Date
HK00663 INDAPAMIDE-TRIAL PROLONGED RELEASE TABLETS 1.5MG (MP2-2K(CH8) 01.022015
My Product Search
HK00861 ULTIBRO BREEZEHALER (MP1-2)(CHB) 01.022015
+ New Regist

The Drug Office acknowledges your payment of HKE1,150.00 for certificate fee regarding the above proposed product(s). We will process your request and will provide response as
+ Change of Registered 500n as possible.

Particulars
The certificate(s) will be ready for collection on / after 01.01.2015

+
e Please kindly quote the above Payment Reference Number for enguiries.

+ Other Post-|
Supplement
General Enquil 3
+ Interview Office Hours:  Monday to Friday
9:00 am - 1:00 pm
+ Request to Cancel 2:00 pm - 545 pm
Product Regisiration {up to 6:00 pm on Monday)
{Closed on Saturdays, Sundays & Public Holidays)
Tel: (852) 23198458
Email: pharmgeneral@dh.gov.hk

Payment Pool
Print || Close

Application History

+ User Profile

+ System

Logout
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2.7.2.3 Application History (Renewal)

®  (Click the menu item “Application History” in the menu on the left.

® Certificate holder can view the list of historic renewal applications, including paid
application, certificate collected application.

X

Application History

New Product Registration

%1E

Total Number of Application Records:0

Application Dage PLNo. 4 PRNo. # HKNo. ¢ Name of Product +  Payment Status Status 4 LastAction Date
r_’ou are login as Charles
ce Change of Registered Particulars
from CERT HOLDER 6 g g Total Number of Application Records:1
Login date is
27.11.2014 12:50 Application Date Ref No. s HKNo. o Name of Product . Change . Payment Statug Status . LastAction Date
Online Notification SIS
17.09.2014 CORP-HKI0870-201450296 HKOOB70 38 CAPSULES (MP6-1)(CHE) 1 HotNecessary  Application 27.112014
Witha
My Product Search —
Jp—— enewal of Registration I Total Number of Application Records:3
Expiry Date ¢ HKNo. ¢ Name of Product £ Application Status. 4 Last Action Date
+ Change of Registered
Particulars 01.022015 HKD0863 INDAPAMIDE-TRIAL PROLONGED RELEASE TABLETS 1.5MG (MP2-2)(GHE) Paid 27.112014
01.022015 HKOO861 ULTIBRO BREEZEHALER (MP1-2)(CHE) Paid 27.112014
+ Renewal Registration
01.022015 HKO0869 GRACIAL TABLET (MP5-2)(CH6) Paid 27.112014

+ Dther Post-regisiration
Supplement

+ Interview

+ Request to Cancel
Product Registration

+ Payment

+ User Profile

+ System

Logout

Termination of application of Product Application

Application Date Ref No.

Ongoing Request Application

Application Date  Request Typet Ref No.
26.112014 BABE BABE-HK00866-2014100070
Interview
Application Date B Subject

4

Total Number of Application Records:0

HKNo. % Name of Product % Status 4  Last Action Date

Total Number of Application Records:1

£ HKNo. # Name of Product £ Status & Last Action Date

HK00866 CEPPRA TABLET 1000MG (MP4-1)(CHE) Report Accepled 26 112014

Total Number of Application Records:0

+ Application E Status 4
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2.8 REQUEST TO CANCEL PRODUCT REGISTRATION

The End Of Life (EOL) function allows user to request for cancellation of a registered
product.

2.8.1 Initiate EOL Application
Step 1:

® (lick the menu item “Initiate EOL Application” under “Request to Cancel Product
Registration” in the menu on the left.

° Kequest 1o Cancel Frodauct registratons

T Close || Next

Eou_gre login as WONG | Select Product
avie :
ABC COMPANY LIMITED T e Product Name Expiry Date Other Issue

Login date and time
Online Notification
“EfectveDate | & |

My Product Search
* Reason(s) of Product Cancellation

+ New Registration

+ Change of Regi:

Particulars
* Request letter for Cancellation of Product Registration UPLOAD
+ Renewal of (Please manual submit original letter and registration cert) Ho file chosen

Registration
Contact Information for Product Cancellation -

Post-registration

Supplement * Address -
Unit
+ Interview Floor -
Request to Cancel Block
Product Registration Building
Initiate EOL Street No. ©
Application
Street Name :
R Sub-district - Please Select v
- Application Submitiad Area Please Selact v
Withdraw application Close || Next

Step 2:
®  C(lick the button “Select Product”, a dialog box is shown.

° Kequest 10 L.-ancel Froauct =egistratons

T Close || Next

You are login as WONG Select Product
David

avit = -
ABC COMPANY LIMITED TP Product Name Expiry Dale Cther Issue
Login date and time
Cnline Notification
‘EfectveData | | i |

My Product Search .
* Reason(s) of Product Cancellation

+ New Registration

+ Change of Regi:

Particulars
* Request letter for Cancellation of Product Registration : UPLOAD
+ Renewal of (Please manual submit original letter and regisiration cert) No file chosen

Registration

Contact Information for Product Cancellation :

Post-registration . .
Supplement Address -

Unit

+ Interview

- Request to Cancel 3
Product Registration b

Initiate EOL Street No. :
Application

Street Name :
fﬁﬂﬁfﬁ!ﬁ@ﬁta‘”s Sub-district : Please Select V|

- Application Submitted
> Area: Please Select v

Withdraw application Close || Next
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Step 3:
® Select a product and then click the button “Confirm”.

Product List

HK No. Product Name

HK40870 2-4-2 OINTMENT(TEST)

HK40981 CALCIUMFOLINAT EBEWE INJ 200MG (TEST)
HK40985 CPC VITAMIN B1 TAB 100MG (TEST)
HK41004 MEYSALIOL SPRAY (TEST)

HK41016 VITAMIN E CAP 4001U (TEST)

HK41018 PIROCAM INJ 20MG/ML (TEST)
HK41025 TRANSBRONCHO TAB 30MG (TEST)
HK41026 PAINSTOP INJ 25MG/ML (TEST)
HK41441 ALLERSAN TAB

HK42074 3TC ORAL SOLUTION 10MG/ML (TEST)
HK49574 ALBOL SUPER-CAL 600MG + VIT D3 TAB

HK55147 0.3% POTASSIUM CHLORIDE AND 0.9% SODIUM
CHLORIDE IV INF (THAI OTSUKA)

HK55411 0.15% POTASSIUM CHLORIDE AND 0.9%
SODIUM CHLORIDE IV INF (THAI OTSUKA)

HK58139 PROMERIS DUO SPOT-ON FOR EXTRA LARGE

(@]
O
O
(6]
O
O
(0]
(@]
O
(@]
(¢]
(6]
(0]
O

I :2 HK58142 PROMERIS SPOT ON FOR LARGE CATS (>4KG!
E?

HK59168 DURAMUNE ADULT C4 VACCINE (VET)
HK60366 ACARBOSE TAB 50MG (HANGZHOU ZHONG
MEI

HK60817 ALENDRONATE SANDOZ TAB 70MG
HKé61163 XGEVA SOLUTION FOR INJECTION 120MG

HK63482 OMEPRAZOLE NORMON PO\/DER FOR
SOLUTION FOR INFUSION 40MG

HKA3505 TFST 1127
Cancel

4

D 00O OO

Step 4:
® The product information is filled in automatically.

® The “Other Issue” shows the recent communication about the product between
certificate holder and Drug Officer.

® Fill the Contact Information.

Request to Cancel Product Registrations

———
\\CIDseH\Next_\

: Step 1: Enter Product(s) for Cancellation of Product Registration, Reason(s) of Product Cancellation and Contact Information.
E‘;"—ﬁ“’ login as WONG | Select Product |
Vi

ABC COMPANY LIMITED | Ehe. Produst Name Expiry Date Other Issus
Login date and time L
14.10.2016 11:24 HK58142 e AT O LARGE CATS (~4KG) 27.07.2013 Recent Notific Change of

Online Notification

“EfectveDate:| | Gl |

My Product Search
* Reason(s) of Product Cancellation -
+ New Registration ~
v
+ Change of
Particulars
ontact Information for Praduct Cancellation :
- s:?“'.c" Contact Person * * Phone No.© (11223344 “Email: [seaman@abe.com
Address
+ Submission of Other nit - 382
Post-registration
Supplement loor * 3
. lock A
uilding - CHA LEUNG BUILDING
- Request to Cancel
Preduct Registration treet No.
trest Name -
bub-district : CHA KWO LING hd
hrea - Please Select h
Application Status Sase oee _—
- Not Submi - < —
- Apphcualmn Submitted [ Close || Next |
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Step 5:
® Input the effective date and the reason(s) of product cancellation.

® Update the contact information for this product cancellation.
® Upload the Request letter for Cancellation of Product Registration

®  Click the button “Next” to proceed.

° Kequest 10 Cancel Froauct registratuons

i

i [FSelect Proauct
You are login as WONG elect Froducl

avi > _
ABC COMPANY LiMiTED | K He- Product Name Expiry Date Other lssus

Login date and time
Online Notification
* Effective Date _

My Product Search
* Reason(s) of Product Cancellation

+ New Registration

+ Change of Reg:
Particulars

* Request letter for Cancellation of Product Registration : UPLOAD

+ Renewal of (Please manual submit original letter and reqgistration cert) No file chosen
Registration

Contact Information for Product Cancellation -

Post-registration

Supplement * Address
Unit
+ Interview Floor
- Reguest to Cancel Block :

Product Registrafion Building

Initiate EOL Street No. -
Application
Street Name -

T Sub-district - [Please Select v|
e e Area Please Select v

Withdraw application

m Next
® Request to Cancel Product Registrations

T Close || Next

You are login as WONG Select Product
id

ABC COMPANY LIMTED | ‘H<No Product Name Expiry Date Other Issue
T P HKE3142 T S T LT G ) 2707 2019 Recent Motifisation(s! on Chane of Redistered Product

Online Notification

* Effective Date ©|14.10.2016

* Reason(s) of Product Cancellation -
This product is no longer produce

My Product Search

+ New Registration

+ Change of Regi d
Particulars

Contact Information for Product Cancellation

Registration Contact Person - |seaman _cai Phone Ne. © | 11223344 Email : |seaman@abccom

= Address
+ Submission of Other Unit 382
Post-registration
Supplement Floor : 3
+ Interview Block: A
Building - CHA LEUNG BUILDING
- Reguest to Cancel .
Product Registration StreetNo.:

Street Name
Initiate ECL

Area Please Select v
Application Status ‘
ubmitted
- Applicstion Submitted Close || Next

Step 6:
® Click “Next” to save the information.

Version. : 1.1.18 162



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

Request to Cancel Product Registrations

[Close || Next|

Step 1: Enter Product(s) for Cancellation of Product Registration, Reason(s) of Product Cancellation and Contact Information.
You are login as WONG | Select Product |

David _
ABC COMPANY LIMITED M8 Produst Name Expiry Dats Other Issus
%gqbﬂ;cﬁtg ?'1131'"‘9 HK55142 PROMERIS SPOT ON FOR LARGE CATS (~4KG) 27.07.2019 Recent hotificati Change of Reqistered Product

Online Notification
* Effective Date :|14.10.2016

My Product Search
* Reason(s) of Product Cancellation :

o (e e i o This prcduct is nc longer produce

+ Change of R
Particulars

Contact Information for Product Cancellation :

* Egm * Contact Person © *Phone No. : (11223344 * Email ‘seaman@abc.cum

* Address
+ Submission of Other Unit - e
B 352 Z=7 =)
Supplement Floor : 3
. Block A o~
o MENZD - @ Are you sure ta save?
Building CHA LEUNG BUILDING .
- Request fo Cancel
Product Registration Street No
Street Name : -
Initiate EOL . m
Subdistict: CHAKWO LING
Area: Pl Select
Aﬁg'gagjg&?tam case Selec o
iAwIiiﬂtiun Submitted | Close || NE“
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Step 7:
® Verify the information inputted in pagel.

® Indicate return product registration certificate to Drug Office.

° Request to Cancel Product Registrations

T Back | Save | Confirm & Submit

You are login as WONG

David
f‘gg HC‘%TQP;?I.%Y‘#TTED HK56142 PROMERIS SPOT ON FOR LARGE CATS (>4KG) 320MGH SML (VET) il

14.10.2016 11:24

HK No. Product Name Return Registration Certification to Drug Office

If "Return Registration Certificate to Drug Office” is checked, Drug Office will start to process your request when the registration certificate is received.

Gl e T Effective Date: 14102016

My Product Search Reason(s) of Product Cancellation: This product is no longer produce

+ New Reagistration
Contact Information for Product Cancellation:

+ Change of Registered

Particulars Contact Person : seaman.cai Phone No.: 11223344 Email : seaman@abc.com
+ Renewal of
fechet Address :
Registrati
— Unit : 32
Fl H 3
+ Submission of Other Blg?::c . A
e Building : CHALEUNG BUILDING
Street No. :
_ Street Name :
# (T Sub-district ; CHA KWO LING
Area:

- Reguest to Cancel
Preduct Registration

m Warning: The cancellation of registered product is subject to approval by Drug Office.The cancellation of product registration cannot be revoked after the approval of
klpﬂ;l_le FOL cancellation by Drug Office.
ication

Application Stat Back || Save || Confirm & Submit
plication Status

Scenario 1: Return registration certificate to Drug Office.
® Check the checkbox.

° Request to Cancel Product Registrations

T Back | Save || Confirm & Submit

You are login as WONG
David

avi
fggfﬂg‘;’;’“ﬂ"ﬁ;ﬁ‘g"m HK56142 PROMERIS SPOT ON FOR LARGE CATS (~4KG) 320MGH BML (VET) @

14.10.2016 11:24

HK No. Product Name Return Registration Certification to Drug Office

If "Return Registration Certificate to Drug Office” is checked, Drug Office will start to process your request when the registration certificate is received.

Gl e T Effective Date: 14102016

My Product Search Reason(s) of Product Cancellation: This product is no longer produce

+ New Registration ~ B
Contact Information for Product Cancellation:

+ Change of Registered

Particulars Contact Person : seaman.cai Phone No. : 11223344 Email : seaman@abc com
+ Renewal of
et Address :
Registrati
— Unit : 32
Fl H 3
+ Submission of Other Blg?::c . A
e Building : CHALEUNG BUILDING
Street No. :
_ Street Name :
[T Sub-district : CHA KWO LING
Area :

- Reguest to Cancel
Preduct Registration
” Warning:The cancellation of registered product is subject to approval by Drug Office.The cancellation of product registration cannot be revoked after the approval of
Initiate EOL cancellation by Drug Office.
Application

Application Status

Back || Save || Confirm & Submit
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Scenario 2: Not return registration certificate to Drug Office.
® Un-check the checkbox and input the reason(s) not to return registration certificate to
Drug Office.

* Request to Cancel Product Registrations

T Back || Save | [ Confirm & Submit

You are login as WONG
David

HK No. Product Name: Return Repgistration Certification to Drug Office
fg;nc‘%’{':gn’ud\’“#?ITED HK58142 PROMERIS SPOT ON FOR LARGE CATS (=4KG) 320MGI1 8ML (VET) E
14.10.2016 11:24

If "Return Registration Certificate to Drug Office” is checked, Drug Office will start to process your request when the registration certificate is received.
Online Notification

If "Return Registration Certificate to Drug Office” is unchecked, please provide reason(s).
My Product Search [The certificate is missing. ‘

+ New Registration

ETECve DAt T3 1020 Te
+ Change of Registered

Particulars Reason(s) of Product Cancellation: This product is no longer produce
+ Renewal of Contact Information for Product Cancellation:
Registration
+ Submission of Other Contact Person ; seaman.cai Phone No. ; 11223244 Email : seaman@abc.com
Post-registration
Supplement
e Address :
_ Unit: 282
= Interview Floor : 3
Block A
- Request to Cancel Building : CHA LEUNG BUILDING
Product Registration Street No. :
Street Name :
Initiate EOL Sub-district : CHA KWO LING
Application Area :
Application Status
i,:;;,s;ﬁ:';;‘mé:bmnm Warning:The cancellation of registered product is subject to approval by Drug Office.The cancellation of product registration cannot be revoked after the approval of

cancellation by Drug Office.

Withdraw application
Back || Save || Confirm & Submit

Step 8:
® (Click “Save” to save the application as draft or click “Confirm & Submit” to submit
the application to Drug Office for evaluation.

* Request to Cancel Product Registrations

T Bacli Save | Confirm & Suhmitl

You are login as WONG PP R
David HK No. Product Name Return Registration Certification to Drug Office
ABC COMPANY LIMITED

Login date and time HKS58142 PROMERIS SPOT ON FOR LARGE CATS (>4K(3) 320MG/1 ML (VET) ]
14.10.2016 11:24

If "Return Registration Certificate to Drug Office” is checked, Drug Office will start to process your request when the registration certificate is received.
Online Notification

*If "Return Registration Cerfificate to Drug Office™ is unchecked, please provide reason(s).
My Product Search The certificate is missing.

SILELREL ST Effective Date: 14102016

+ Change of Registerad

Particulars Reason(s) of Product Cancellation: This product is no longer produce
+ Renewal of Contact Information for Product Cancellation:
Registration
+ Submission of Other Contact Person : seaman.cai Phone No.: 11223344 Email : seaman@abc.com
Post-registration
Suppl nt
s Address :
N Unit: 382
+ Inferview

3

A
- Request fo Cancel CHA LEUNG BUILDING

Product Registration

Initiate EOL Sub-district : CHA KWO LING

Application Area:

Aepllgabllo_ggtalus

:,-,;;":5{;;:‘ Submitted Warning:The cancellation of registered product is subject to approval by Drug Office.The cancellation of product registration cannot be revoked after the approval of
cancellation by Drug Office.

Withdraw application
Back || Save || Confirm & Submit

Version. : 1.1.18 165



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

Step 9:

® The system then redirects to an acknowledgement page. User can click “Print” to print
the submission acknowledgement.

Request to Cancel Product Registrations

i

You are login as WONG

avi
ABC COMPANY LIMITED
Login date and time
14.10.2016 11:24

Online Notification
My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration
+ Submission of Other

Post-registration
Supplement

+ Interview

- Reguest fo Cancel
Product Registration

I Print I Close

Thank you for using our service. Your request for cancellation of product registration is subject to approval of Drug Office.
You reference number is
DE-REG-HK58142-20161014

Please guote this reference number for enguiries or for return of registraticn cerificate to Drug Office

General enquiries:
Office Hours: Monday to Friday

9:00 am - 1:00 pm

2:00 pm - 545 pm

{up to 6:00 pm on Monday)

(Closed on Saturdays, Sundays & Public Holidays)
Tel: (852) 2319 8458

Email: prs2_info@dh.gov hk

HK No. Product Name

*
*

Inifiate EOL HIKSB142 PROMERIS SPOT OMN FOR LARGE CATS (~4KG) 320MG/1 6ML (VET)
Application

Application Status

Step 10:

® The system will send an online notification to the certificate holder with the following

content.

T

You are login as WONG
avi
ABC COMPANY LIMITED

Login date and time
14.10.2016 11:24

Online Notification

My Product Search
+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration
+ Submission of Other

Post-regisiration
Supplement

. . . END_OF_PRODUCT_LIFE_NOTIFICATION
Online Notification

Back
Notification Date : 14.10 2016 12:04:50
Cancellation Request Submission Notification
Dear Sirs/Madams,
Cancellation of Drug/Product Registration:
HK No. % PR No. * Name of Product *

HK58142 PRO235/2008 PROMERIS SPOT ON FOR LARGE CATS (~4KG) 320MG/M 6ML (VET)

Thank you for your online application dated 14 10.2016 for cancellation of drug/product registration. Please return the original certificate to the Drug Office. The Department of Health is
providing professicnal and executive support to the Pharmacy and Poisons Board and its Committee.

‘We acknowledge the receipt of your application and it is now being processed.

Back
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2.8.1.1 Application Enquiry

The Application Enquiry function allows user to view all outstanding cancellation request
including submitted application and application in draft.

Step 1:
® Click the menu item “Application Status - Not Submitted - Application submitted”
under “Request to Cancel Product Registration” in the menu on the left.

® The “Initiate new EOL Application” button redirects the use to “Initiate EOL
Application” function (Refer to 4.2.9.1).

® The not submitted pool contains all drafted request to cancel product registration
application. User can click the hyperlink on the product name to edit the application.

® The application submitted pool contains all processing applications. User can view the
processing status of the application. User can click the hyperlink on the product name
to view the application detail.

. . EOL_APPLICATION_STATUS
o Request to Cancel Product Registrations

l New Submission
You are login as WONG Initiate new EOL Application
David

ABC COMPANY LIMITED  Not Submitted
Login date and time

24.08.2018 17:51 a LastOoafiDate BefNo A HKNo, A Broduct Name. A
§ § 1 07.08.2018 DE-REG-HI63521-20150807 HKB3521 TEST2016112305
Cnline Notification
2 21.06.2017 DE-REG-HIK63482-20170621 HKB3452 TEST2016112303
My Preduct Search
Application Submitted
* New Registration & Date Received & Ref No. E HK No. B Product Name E Status &

+ Changtle of Registered

1 24082018 DE-REG-HK36885-20180824 HK36985 PRODUCT NAME XXXX Cagcainzl(\jnn Request I
ubmi
Particulars

+ Renewal of
Registration

+ Interview

- Request to Cancel
Product Registration

Initiate EOL
Application

Application Status
- Not Submitied |
- Appiication Submitted

‘Withdraw application
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2.8.1.2 Withdraw application

The Withdraw application function allows user to withdraw submitted application for
cancellation of a registered product.

Step 1:
® C(Click the menu item “Withdraw application” under “Request to Cancel Product
Registration” in the menu on the left.

® EOL Application Withdrawal
l Withdraw Application
¢  DateReceived v Ref No. * HKNo. & Product Name * Status *
You are login as WONG
David O =2e082018 DE-REG-HK36695-20180824 HK36585 PRODUCT NAME XX00< Cancellation Request
ABC COMPANY LIMITED Submitted
52%'5“2“5’1‘3 ?S'%Pme O Ovos20ia DE-REG-HK63533-2018D807 HKE3533 TEST 20161208 Cancellation Request
h Submitted

‘Online Notification Withdraw Application
My Product Search

+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

- Request to Cancel
Product Registration

Initiate EOL
Application

Application Status
< ed

- Application Submitied

‘Withdraw application I

+~ R3ument,

Step 2:
®  Seclect the application(s) for withdrawal and click the button “Withdraw Application”.

® EOL Application Withdrawal
l ithdraw Application
¢  DateReceived v Ref No. * HKNo. & Product Name * Status *
You are login as WONG
avi [0 24082018 DE-REG-HK36985-20150824 HK36835 PRODUCT NAME XXX Cancellation Request
ABC COMPANY LIMITED Submitted
Login date and time . .
24.08.2018 17-51 O Ovos20ia DE-REG-HK63533-2018D807 HKE3533 TEST 20161208 Cancellation Request
Submitted
—
‘Online Notification ithdraw Application
My Product Search

+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Interview

- Request to Cancel
Product Registration

Initiate EOL
Application

Application Status
~ Not Submitted
- Appiication Submitied

‘Withdraw application

+~ R3ument,
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Step 3:

® Input the reason(s) of withdrawal and click the button “Confirm to Withdraw”.

® EOL Application Withdrawal
Date Received # Ref No. * HK No. * Product Name
You are login as WONG 24.03.2018 DE-REG-HK36995-20180824 HK36995 PRODUCT NAME X30XX

ABC COMPANY LIMITED
Login date and time
24082018 1751

Reason(s) of Withdrawal

©Online Notification

My Product Search

+ New Registration

Step 4:
®  C(Click the button “OK” to confirm withdrawal.

® EOL Application Withdrawal
Date Received # Ref No. * HK No. * Product Name
You_gre login as WONG 24082018 DE-REG-HK36985-201606824 HK36985 PRODUCT NAME 30X

avi
ABC COMPANY LIMITED = .
Login date and time Reason(s) of Withdrawal :

24082018 17:51 Reason

Online Notification

My Product Search {#Eﬁg B E
+ New Registration

+ Change of Registered ueu Are you sure to save?
Particulars -~
+ Renewal of
Reqistration - -
+ Interview

- Request to Cancel

Cpnfirm to Withdraw || Clgse

Status L4
Cancellation Request Submitted

(Qonfirm to Withdraw || Clbse

Confirm to Withdraw || Close
Status +
Cancellation Request Submitted

Confirm to Withdraw || Close
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2.9 PAYMENT

2.9.1 Payment Pool

Step 1: Click the menu item “Payment Pool” under the section “Payment” in the menu on
the left.

ATTENTION :
l If unable to open the online payment service page, please enable the TLS1.1 and TLS1.2 from the Internet Option = advance setting
If the error message PAY-E-0001 does appear and Kaspersky Infernet Security software installed on you device, please refer to_online payment service FAQ Question 1.

You are login as VMG
TEST USER1

SEAMAN COMPANY LTD
Login date and time
27.07.2023 12:23

Online Notification

My Product Search New Application Payment
+ New Registration Print | Ready to Pay

) Application Received Dage  PL No. & PRNo. & Proposed Name of Product & Payment Status 3
+ Change of Registered
Pariiculars

+ Renewal of
Regisfration

+ Submission of Other
Posi-registration

Supplement
T ETET New Application Certificate Payment
Ready to Pay
+ Request to Cancel
Product Registration Application Received Date  PL No. % PRNo. 4+ Proposed Name of Product % Payment Status =
- Payment gﬁ:ate Collection

]
Payment Pool

Payment History

(yvmg_useri
Application History N

*Select only one recipient

+ User Profile ==

CORP Updated Certificate Payment
+ Printing Service Ready to Pay | Close
+ System D agggﬂugaw 4 Reference No. 4 HKHNo. 4 Name of Product Y Eh&ange"es 4 Payment Status -

Logout mlcme Collection :|
eent:

(yvmg_userl

*Select only one recipient

List of applications that require payments will be shown for new product registration and
change of registered particulars application. To pay for applications, multi select the
applications by selecting the checkbox and click the “Ready to Pay” button to enter the
payment flow.

You can select the collection method either by ‘Received by post’ or ‘Collect in person in
Drug Office’

After certificate holder selects the application(s) to pay and clicks “Ready for Pay” button,
a confirmation message box will be prompt and will direct the page to payment gateway
for online payment as following:
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(&=m:s

P! N

If you encountered any payment transaction errors, please kindly
contact our PRS 2.0 help desk for assistance before resubmit the
payment.

== J|[ ms |

Select the payment method (Visa, Master, JBC, UnionPay, FPS or PPS) and press ‘Pay’ to

proceed. Press ‘Cancel payment’ if you want to cancel the payment and back to payment

pool.

. '-__;-g Online Payment Service

Help
Customer
Service Hotline
2319 8461

Email
pharmweb@
dh.gov.hk

Please select the payment method :

Type of Service DH Drug Office

Transaction Date 29-03-2023

Transaction Reference DHPRS-202303291025-94191
Number

Total Amount HKD$ 1,370.00

Payment Method*
Yo ] » kel REE

Cancel Payment

Please take note of the transaction reference number or PRINT this page for making enquiry on the payment status when necessary.

After pressing the 'Pay’ button, please DO NOT leave this e-service until you receive the acknowledgement page, otherwise your transaction may not
be successful.

PPS Shop&Buy (PPS) does not support payment via browsers of mobile devices (including mobile phones and tablets) at the moment. If you wish to
pay by PPS, please change to use desktop computer.

Merchant Name is applicable to credit card payment method only.

Under exceptional conditions, a refund may need to be arranged. If the payment is made by Credit Card, the refund can normally be made to the
Credit Card account that is used for the payment.

Some users may receive an error page or have to wait for several minutes before they get a response from the credit card payment gateway. If you
experience such a problem, please wait a moment and retry, or change to use other available payment methods. We apologise for any inconvenience
caused.

Different credit card issuers may have implemented different mechanisms to authenticate the cardholder's identity during online payment. Please
contact your card issuer if you want to learn more about the J/Secure, Mastercard SecureCode and Verified by Visa service.

HONG

KONG
D

After completion the online payment, system will redirect back to Drug Office PRS2.0
website with payment summary and allow user to print the payment receipt as following:
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° New Product Registration Print Recipt || Close
Payment Reference No.. DHPRS-201808270916-91733
EGIS Reference No.: C201808272000707
l’::inre login as WONG Payment Method: JCB
ABC COMPANY LIMITED
_ogin date and time Type of Payment: Certificate Fee
27.108.2018 09:08
Transaction Time: 27.082018 09:16:40
Online Notification Delivery Method: Received By Post
My Product Search
Application Received Date Reference No. PR No. Product Name
+ New Registration 27.02.2017 10:22 ANP20179000024 PRO038/2017 TEST 2016022701
+ Change of Registered The Drug Office ackncwlsdglss the receipt of your payment of HK$1,370.00 for application fee regarding the above product(s). We will process your application and will provide
Particulars response as soon as possible.
4 Renewal of Please kindly quote the above Payment Reference Number for enquiries
Registration
General Enquiries:
+ Interview
Office Hours:  Menday to Friday
+ Request to Cancel 9:00 am - 1:00 pm
Product Registraticn 200 pm - 545 pm
- Payment (up to 6:00 pm en Monday)
(Closed on Saturdays. Sundays & Public Holidays)
Email: prs2_info@dh.gov.hk
Baventhisisy Print Receipt || §lose

The print out payment receipt is follow:

Payment Receipt of Change of Registered Particulars

Nanie of Company
PR
3 MED MEDICAL SUPPLIES CO

Payment Reference No:
R I

EGIS Reference No:
EGIS# 5

Payment Method:
HaRAiE

Payment Amount:
Hianm

DHPRS-202208261522-93716

Payment Date For Office use

Company Stamp:
PEETS

L EE)
26.08.2022

certificate(s) collected on

Certificate(s) Collection Method

HERERE T

C202208265000807

The issued e-Certificate(s) can be downloaded in PRS 2.0 from at least 3 working days from the date of

s payment made or effective date, whichever is later.

. ERHNCETEAT TARIRAK LA (ANELF AR )AL I MIFALEPRSZ0 AF
HKS$155.00 -
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2.9.2 Payment History

Step 1: Click the menu item “Payment History” under the section “Payment” in the menu
on the left.

° Payment History
l New Product Reglstratlon Total Number of Payment Records: 2
PR No. 4 Name of Product + Payment Date +  Amount(HK$) Payment Ref No. B
penemlgnesielle PRO0T712015 HP TEST ONLINE 0401 01042015 DHPRS-201504011503-80002
ABC COMPANY LIMITED PRO085/2015 TEST 2016022701 26.01.201 Not avaiable from PRLS
bodnshie s
’ Change of Registered Particulars Application
Total Number of Payment Records: 1
Online Notification
HK No. +  Name of Product + Payment Date +  Amount(HKS) Payment Ref No. B
My Product Search HKB3552 TEST ATTACH 16.11.2017

1550 DHPRS-201711161525-13744

Renewal of Registration

+ New Registration Total Number of Payment Records: 1
HK No. % Name of Product # Payment Date % Amount(HKS) Payment Ref No. s

M ggg:l%?;; gy HK36996 PRODUCT NAME XXXX J00XX 24.08.2018

DHPRS-201308241656-91732

+ Renewal of
Registration

+ Interview

+ Request to Cancel
Product Registration

- Payment

Payment Pool

Application History
+ User Profile
+ System

Logout

List of historical payments will be shown for new product registration, change of
registered particulars and renewal application. To show the detailed information regarding
each payment, click the payment reference number.

New Product Registration:

New Product Registration Print Receipt) Close

Payment Reference No..  DHPRS-201412091902-90540

EGIS Reference No.: A201412090000618
Payment Method: PPS

Type of Payment: Certificate Fee

Transaction Time: 20.01.2015 221067

Delivery Method: Collectin Person in Drug Office

Certificate Collection Date: 09.12.2014

Application Received Date Reference No. PR No. Product Name
09122014 1755 ANP20149000189 PRO103/2014 HP TEST 1209 NCE

The Drug Cffice acknowledges the receipt of your payment of HK$1,370.00 for application fee regarding the above product(s). We will process your application and will provide
Tesponse as soon as possible

Please kindly quote the above Payment Reference Number for enquiries.

General Enquiries:

Office Hours:  Monday to Friday
9:00 am - 1:00 pm
2:00 pm - 5:45 pm
(up to 6:00 pm on Monday)
(Closed on Saturdays, Sundays & Public Holidays)
Tel: (852) 23198458
Email: prs2_info@dn.gov.nk

Print Receipt || Close

Version. : 1.1.18 173



PHARMACEUTICALS REGISTRATION SYSTEM 2.0
APPLICATION USER MANUAL

Change of Registered Particular:

Change of Registered Particular Print Receipt | Close

Payment Reference No.: DHPRS-201503201135-13842
EGIS Reference No.:

Payment Method: Cash

Transaction Time: 27.08.2018 09:53:09

Delivery Method: Received By Post
Application Reference No. HK No. Product Name: Change Categories ~ Payment Status
Received Date
20.03.2018 00:00 CORP-HKG3567-201851387 HKB3567 TEST 20161226 01 5 Ce ee Paid

The Drug Offce acknawledges the receipt of your payment of HKS155.00 for application fes regarding the above product(s). We will process your application and wil povide
response as soon as possible

Please kindly quote the above Payment Reference Number for enquiries

General Enquiries:

Office Hours:  Menday to Friday
900 am - 1:00 pm
2.00 pm - 5:45 pm
(up to 6:00 pm on Monday)
(Closed on Saturdays, Sundays & Public Holidays)

Tel: (852) 23198458
Email: pra2_info@dh.gov.hk
Print Receipt || Close
Renewal:
RENEWAL _PAYMENT
Renewal Print Receipt || Close
Payment Reference No.: DHFPRS-2018028241655-01732
EGIS Reference No.: C201208242001297
Type of Payment: Renewal
Transaction Time: 24.03.2018 16:56:30
Delivery Method: Collect in Person in Drug Office
HK No. Product Name Expiry Date
HIK36396 PRODUCT MAME X308 X000 25.08.2M8

The Drug Office acknowledges the receipt of your payment of HK5575.00 for application fee regarding the above product(s). We will precess your application and will provide
response as soon as possible.

The certificate(s) will be ready for collection on / after 07.0%.2018

Please kindly quote the above Payment Reference Mumber for enguiries.

General Enquiries:

Office Hours:  Monday to Friday
9:00 am - 1:00 pm
2:00 pm - 5:45 pm
(up to 6:00 pm on Monday)
{Closed on Saturdays, Sundays & Public Holidays)

Tel: (852) 23108453
Email: prs2_info@dh.gov.hk

Print Receipt || Close

2.10 APPLICATION HISTORY

Step 1: Click the menu item “Application History” in the menu on the left.
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i

You are login as ORG Trial

ne
TESTING LIMITED
Login date and time
26.01.2021 15:42

Online Nofification
My Product Search

+ New Registration

+ Change of Registered
Particulars

+ Renewal of
Registration

+ Request to Cancel
Product Registration

+ Payment

Application History

+ User Profile

+ System

Logout

Online Notification
New Product Registration

No related notifications

CORP

Notification Date %
12.01.2021 17.44.04
05062020 11-00-01
03102019 11:55:37
04.03.2019 11:33.13
27022019 11:52:23
26022019 15:12-46
21082018 13:2553
21.08.2018 18:20-50
21.08.2018 18:19-47
21.08.2018 18:07-37

Renewal of Registration
No related notifications

Cancellation Request

Notification Date %
Open 26.01.2021 15:07:50

Subject
Application Screening Nofification
Application Submitted Noification
Application Submitted Nofification
Application Approval Nofification
Certificale Fee Nofification
Application Approval Notification
Application Clarification Nofification
Application Screaning Nofification
Application Submitted Nofification
Application Submitted Noification

Subject
Cancellation Registration Request Submitted Motification

Non Pharmaceutical Product Alert

No related notifications

2015 copyright | Important notices

Last Revision Date: 02 Sep 2020

HK No.

HK41190
HK41190
HK37565
HK31199
HKB5135
HK42175
HK41190
HK41190
HK41190
HK37565

HK No.

HK31199

Version: 1.0.99 (FF)

ONLINE_NOTIFICATION_VIEW_01

Archived Notifications

Archived Notifications

Name of Product *
PRODUCT NAME 20000 J0O00(
PRODUCT NAME 30000 30000
PRODUCT NAME 30000
EPILIM FREEZE-DRIED PDR FOR IV INJ 400MG
CELECOXIB FARMOZ
APT-INDOMETHACIN 25 CAP 25MG
PRODUCT NAME 20000 0000
PRODUCT NAME 30000 30000
PRODUCT NAME 30000¢ 30000
PRODUCT NAME 30000

Archived Notifications.

Name of Product *
EPILIM FREEZE-DRIED PDR FOR IV INJ 400MG

List of historical applications will be shown for new product registration, change of
registered particulars, renewal, termination of product, ongoing request and interview

application. For the new product registration, change of registered particulars, termination

of product and interview application, please click on the underlined navigation link to
view additional detailed information regarding the application.

*hkk END *kkk
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