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Objectives of Briefing Session 
• To promote on-line application submission using PRS 

2.0 

• To provide basic understanding of using PRS 2.0 
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Briefing Agenda 
• Introduction to PRS 2.0 

• Benefit of Using PRS 2.0 

• Registration for On-line User Accounts & System Login 

• User Profiles Maintenance 

• On-line Registration Application for New Product 
• On-line Application for Change of Registered Particulars 
• On-line Application for Registered Product Renewal 
• On-line Application for Registered Product Cancellation 

• Miscellaneous Functions 
• Roadmap for Termination of Manual Application Submission 

Mode 

• PRS 2.0 Information on Drug Office Website 

• Q&A 
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Introduction to PRS 2.0 
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Introduction to PRS 2.0 

System Requirements 
• Web browser: Google Chrome
• Web browser settings: Accept cookies and enable 
JavaScript
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Introduction to PRS 2.0 
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Introduction to PRS 2.0 
PRS2.0 Product Data Design 

Based on: International Conference on Harmonization of Technical 

Requirements for Registration of Pharmaceuticals for Human Use (ICH) 

Common Technical Document (CTD) format 
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Introduction to PRS 2.0 

• A web based Pharmaceuticals Registration System
• Provides user-friendly functions for easy access product

information & product life cycle management
• Provides on-line application submission, clarification and on- 

line payment
• Provides status monitoring for applicants to keep track the

application status
• Provides product access control for various users
• Provides on-line notification & email reminder for efficient

communication between applicants and officers
• Supports English, Traditional Chinese & Simplified Chinese
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Benefits of Using PRS 2.0 
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Benefits of Using PRS 2.0 
• Web based on-line system to save time & paper
• Certificate holder information being isolated
• Account access control for applications & products
• On-line user registration & login with e-Cert for better security
• On-line application submission & monitoring
• On-line notification for following up the application
• On-line payment via PPS or Credit Card
• Save time and cost via on-line payment and collect certificate

by post
• Daily reminder/notification email delivery
• On-line product information search
• Application & payment history enquiry
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Benefits of Using PRS 2.0 
• Web based online system to save time & paper
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Benefits of Using PRS 2.0 
• Certificate holder information being isolated
• Account access control for applications & products
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Benefits of Using PRS 2.0 
• On-line user registration & login with e-Cert for better security
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Benefits of Using PRS 2.0 
• On-line application submission & monitoring
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Benefits of Using PRS 2.0 
• On-line application submission & monitoring 
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Benefits of Using PRS 2.0 
• On-line notification for following up the application 
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Benefits of Using PRS 2.0 
• On-line payment via PPS or Credit Card
• Save time and cost via on-line payment and collect certificate by

post
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Benefits of Using PRS 2.0 
• Reminder/notification email delivery
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Benefits of Using PRS 2.0 
• On-line product/application information search
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Benefits of Using PRS 2.0 
• Application & payment history enquiry
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Benefits of Using PRS 2.0 
• Application & payment history enquiry 
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Accounts & System Login 
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1. Apply Organizational e-Cert from

Hong Kong Post 

(www.hongkongpost.gov.hk) 

2. Register new on-line user account on

PRS 2.0 website 

3. Manually Submit PRS 2.0 Online

User Application Form to Drug Office 

Registration Procedure 
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4. Email notification for the result and

user account information 



tial 

tial 

rmation provided by the Department of Health ("DH") of the Government of the Hong Kong Special Administrative 
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Access to PRS 2.0 

• 1. Direct access
URL: https://www.drugoffice.gov.hk/prs2-ext/login_internet.jsp

• 2. Through shortcut of Drug Office website
(www.drugoffice.gov.hk)
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Registration for On-line User Accounts & System Login 
• Login of PRS 2.0
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Registration for On-line User Accounts & System Login 
• Terms and conditions for the use of PRS2.0
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Registration for On-line User Accounts & System Login 
• User and Organization information
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Registration for On-line User Accounts & System Login 
• Review and confirm account details
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Registration for On-line User Accounts & System Login 
• Acknowledgement for registration of account
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Registration for On-line User Accounts & System Login 
• Registration Acknowledgement
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d by the Department of Health ("DH") of the Government of the Hong Kong Special Ad 

Registration for On-line User Accounts & System Login 
• Application Form for New On-line User Account Registration
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Registration for On-line User Accounts & System Login 
• Application Form for New On-line User Account Registration
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Registration for On-line User Accounts & System Login 
• Approval Notification
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Registration for On-line User Accounts & System Login 
• Login PRS2.0 with new registered account

©  2015 DH Confidential 

©  2015 HP Confidential 
34 Disclaimer : The information provided by the Department of Health ("DH") of the Government of the Hong Kong Special Administrative Region on this 

material ("the DH's information") is for reference only and is subject to change during the maintenance of PRS 2.0  project. 



Registration for On-line User Accounts & System Login 
• Change password when first login

©  2015 DH Confidential 

©  2015 HP Confidential 
35 Disclaimer : The information provided by the Department of Health ("DH") of the Government of the Hong Kong Special Administrative Region on this 

material ("the DH's information") is for reference only and is subject to change during the maintenance of PRS 2.0 project. 



Registration for On-line User Accounts & System Login 
• Home page – online notification
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Points to Note for On-line User Account Registration 

• Support Organizational e-Cert only (recommend: USB media)

• Each on-line user account requires one e-Cert

• For users under subsidiary/distributor, they should apply e-Cert

on behalf of the certificate holder

• The company BRC No. (First 8 digits) on e-Cert must be the

same as the BRC No. (First 8 digits) of certificate holder

• Apply e-Cert which has email address

• The information on e-Cert is case-sensitive. e.g. Name of

Organization, Name of Authorized User etc
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User Profiles Maintenance 
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User Profiles Maintenance 
• User profiles
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User Profiles Maintenance 
• User profile details
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User Profiles Maintenance 
• Grant product access right
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User Profiles Maintenance 
• Revoke/transfer product access right 
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User Roles 

Role (A) 

Maintain 

User 

Profiles 

(B) 

Maintain 

Access of 

Functions 

(C) 

Maintain 

Access of 

Products 

(D) 

Accessible 

Functions 

(E) 

Accessible 

Products 

User All users All users All users All functions All products 

Admin 

Supervisor No No Staff in his Function Products 

(User) team granted by granted by 

Admin Admin 

Staff (User) No No No Function Products 

granted by granted by 

Admin Admin/ 

supervisor 
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On-line Registration 
Application for New Product 
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File Upload Size Limitation 

* PRS 2.0 system just supports to upload documents in PDF format
only. 
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Initiate New Product Registration Application 
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New Application Page 1 – Product Basic Information 
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New Application Page 2 – Dose Form, Indication & Pack Size 
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New Application Page 3 – Certificate Holder Information 
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New Application Page 4 – Manufacturer Information 
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New Application Page 5 – Ingredient Information 
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New Application Page 6 – Other Marketing Information 
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New Application Page 7 – Annexed Documents 
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New Application Page 8 – Annexed Documents 
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New Application Page 9 – Annexed Documents 
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New Application Module 2 – Quality Overall Summary 
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New Application Module 3 – Quality 
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New Application Module 4 – Non-clinical Study Reports 
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New Application Module 5 – Clinical Study Reports 
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New Application – Application Form 
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New Application – Application Form 
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Acknowledgement of New Registration Application Submission 
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New Registration Application Status Monitoring 
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New Registration Application Fee Payment 
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New Registration Application Fee Payment 
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New Registration Application Fee Payment 
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New Registration Application - Payment Gateway 
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Result of New Registration Application Fee Payment 
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Result of New Registration Application Fee Payment 
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New Registration Application Fee Paid 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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New Registration Application Reply Clarification 
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Points to Note for New Registration Application 

• Capital letters should be used for product name

• Select appropriate ingredient from ingredient list (when the

ingredient with different synonyms)

• Fill out the Real-time Stability Test Report’s start date instead of

accelerated Stability Test Report (Module 1 page 2 CTD 1.0.4)

• Submit physical documents (GMP/Manufacturer License, Free

Sale Certificate/CPP) after the new application submitted
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• Step 2 – Upload supporting document(s) 
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• Step 3 – Change product particulars

101  

©  2015 DH Confidential 

©  2015 HP Confidential 

Disclaimer : The information provided by the Department of Health ("DH") of the Government of the Hong Kong Special Administrative Region on this 

material ("the DH's information") is for reference only and is subject to change during the maintenance of PRS 2.0 project. 



Initiate New CORP Application 

• Review application summary 
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• Acknowledgement of CORP application submission 
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Initiate New CORP Application 

• CORP application status
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Points to Note for CORP application 
• Check all related change categories (e.g. package insert related

to indication and dosage), if necessary, before application
submission

• Upload highlighted copy as supporting document in step 2 and
upload clean copy as product particulars in step 3

• Submit physical documents (GMP/Manufacturer License, Free
Sale Certificate/CPP) after the application under evaluation

• Only application submitted via online channel is allowed to
change implementation date via online channel

• Change of implementation date in only allowed before 10
working days of approved implementation date
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Result of Renewal Certificate Payment 
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Online Notification of Product Renewal 
 
 
 

# Notification Type Date of Issue 

1 Renewal Notification Around 6 months before the expiry of 

certificate 

2 Renewal Reminder 1 month after issued renewal 

notification if certificate holder has no 

response 

3 Expiry Notice (if 

certificate holder has 

replied “Not to Renew”) 

1 month before the expiry of certificate 

4 Expiry Notice (if 

certificate holder has no 

response) 

The date after the expiry of certificate 
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On-line Application for 
Registered Product 

Cancellation 
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Miscellaneous Functions 
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Miscellaneous Functions 
• Online Notification 
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Miscellaneous Functions 
• Online Notification: Detailed Information 
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Miscellaneous Functions 
• My Product Search 
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Miscellaneous Functions 
• Search Result of My Product Search
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Miscellaneous Functions 
• Application History 
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Miscellaneous Functions 
• Change Password 
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Roadmap for Termination of 
Manual Application 
Submission Mode 
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Roadmap for Termination of Manual Application Submission 

Stage Type of Application Date 

1 Renewal (Stop sending letters 

for renewal of registered drugs, 

only be communicated via on- 

line notifications/reminders) 

1 January 2016 

2 New Registration (NCE) & 

CORP 

1 January 2017 

(Tentative) 

3 New Registration (Generic) 1 April 2017 

(Tentative) 
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Points to Note for Termination of Manual Application 
Submission 

• In-progress manual application will be continued to processed 

via manual mode after the cut-off date until the application is 

completed 

• Besides the on-line payment (PPS/Credit Card), off-line 

payment (cash/cheque) will still be accepted 
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PRS 2.0 Information on 
Drug Office Website 
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PRS 2.0 Information on Drug Office Website 

• Drug Office website (www.drugoffice.gov.hk) 

• “Guidelines & Forms” -> “Drug Registration” -> 

“Pharmaceuticals Registration System (PRS 2.0)” section, the 

following content will be shown: 

• Login to PRS 2.0 System 

• Guidelines 

 Guidance Notes on Application for New-line Account Registration for PRS 2.0

 PRS 2.0 User Manual

• Forms 

 Application Form for New On-line User Account Registration for PRS 2.0

• Frequently Asked Question 
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PRS 2.0 Information on Drug Office website 
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PRS 2.0 Computer Training Workshops 

• Provide hands-on training for operation staffs of drug 

registration to practice usage of PRS 2.0 

• Starting from Nov 2015 to July 2016 (Monday-Friday, except 

Saturday, Sunday and public holidays) 

• Half-day training (10:00 am – 1:00pm) 

• Room 300a, 3/F Public Health Laboratory Centre, 382 Nam 

Cheong Street, Kowloon 

• 1 session for each company 

• Maximum 2 representatives 

• Invitation letter and enrollment form will be sent by batch in 

each month 
©  2015 DH Confidential 
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PRS 2.0 Contact 
 

• For supports or enquiries, please contact our PRS 2.0 help desk 

Phone: 3974-4195 (During office hours: Monday-Friday: 09:00- 

13:00 and 14:00-17:45) 

Email: prs2_info@dh.gov.hk 

• Timothy Yu (PRS2.0 Team Head) 

Phone: 3974-4108 

Email: sm_do@dh.gov.hk 
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Q & A 
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Thank you 
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