Pharmacy and Poisons Board

Guidance on Application for
Free Sale Certificate of Pharmaceutical Product and
Certificate of Pharmaceutical Product

Introduction

Under Regulation 29 of the Pharmacy and Poisons Regulations (Cap. 138A), for the
purpose of exporting pharmaceutical products manufactured by a licensed manufacturer, the
Pharmacy & Poisons (Manufacturers Licensing) Committee (“the Committee”’) may, subject to any
conditions it may impose, issue to the manufacturer a free sale certificate of pharmaceutical
product, or a certificate of pharmaceutical product in the specified forms.

Application procedure

The Drug Office of the Department of Health is the executive arm of the Committee. The
completed application form (Appendix) should be submitted by the manufacturer of the
pharmaceutical product by post, by fax, by email or in person to the Manufacturers Regulatory
Unit of the Drug Office at the following address:

Manufacturers Regulatory Unit Monday to Friday

Licensing and Compliance Division 9:00a.m.to 1:00 p.m.
Drug Office 2:00 p.m.to  5:45p.m.
Department of Health (up to 6:00 p.m. on Monday)
Room 3817, 38/F, Revenue Tower, (Closed on Saturdays,

5 Gloucester Road, Sundays & Public Holidays)

Wan Chai, Hong Kong.
Tel.: 2594 7647 Fax: 3904 1225
Email: gmp@dh.gov.hk

2. For application of free sale certificate of pharmaceutical product, a fee of $180 is payable.
The performance pledge of the Department of Health is that applications will be processed within
7 working days upon receipt of all the required documents.

3. For application of certificate of pharmaceutical product, a fee of $140 is payable. The
performance pledge of the Department of Health is that applications will be processed within 12
working days upon receipt of all the required documents.

Notes
1. These notes are only a general guide and must not be treated as a complete or authoritative

statement of the law on any particular case.

2. Contents of the Pharmacy and Poisons Regulations can be found at the Hong Kong
e-Legislation website (www.elegislation.gov.hk).
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Appendix K
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Application for Free Sale Certificate of Pharmaceutical Product /
Certificate of Pharmaceutical Product

SRS H i EEHE | EREEHE HEE

PARTA F# DETAILS OF APPLICANT Hig5 A&kt

The application should be submitted by the manufacturer of the pharmaceutical product.
FF 3B DM % ST Y LS R FEAT -

Name of Manufacturer (in English):

BhsmE (550

Name of Manufacturer (in Chinese):

BlsmE (130

Address of Manufacturer:

UG R IE
Telephone No.: Fax No.:
Rl EHEHEHS

Business E-mail:
P 5% B A

Is the applicant the holder of the certificate of registration of the pharmaceutical product?

e N ek S s A i =R A A ?

O Yes &

O No 7 (Please submit an authorization letter from the certificate holder 3523532 S H AP HEE)

PARTB Z# APPLICANTION DETAILS HiNE

Type of Application: O Free Sale Certificate of Pharmaceutical Product
FHEE A gEpEd L H B B E

O Certificate of Pharmaceutical Product

2% vl 1 297K
g Bl SR EA 2

Product #I5, Product #I 5, Product #U 5,

Name of Pharmaceutical Product:
BE| B L T

Product Registration Number:
LRl

Number of Certificate(s) Required:
HSse I EHE

If apply for certificates of more than 3 products, please provide information on a separate sheet.
WIFHFEZ R =B mVEERAE - S5 BB hI E_EiR At &k -
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PART C A& DECLARATION OF APPLICANT Haz5 ABEHA

We wish to apply for a O Free Sale Certificate of Pharmaceutical Product / O Certificate of Pharmaceutical Product
under the Pharmacy and Poisons Regulation. We hereby declare that the information given in this application is true

and correct.

BATAARSE (SERISE R geiip]) g O SEmEn

i e N FTERRAYER > R e -
Signature:

SN

Full name of Signatory:

HEANEH

Position of the Signatory:
=B NIRAL

Signed on behalf of:
REHZHEIR

Date:
HEA

Company Stamp /& E[]

Please mark with a “v”” in the box whichever is applicable
AT JTREIA DAV S 5 B 7 P Y 3R 0
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Statement of Purposes

Purpose of Collection

This personal data are provided by licence applicants for the purposes of application for
licences under the Pharmacy and Poisons Ordinance, the Antibiotics Ordinance and the Dangerous
Drugs Ordinance. The personal data provided will be used by DH for the following purposes:

(@) Proof of eligibility for a licence
(b) Assessment of whether the applicant is a fit and proper person to be granted a
licence

2. The provision of personal data is voluntary. If you do not provide sufficient information,

we may not be able to prove your eligibility for a licence, or to assess whether you are a fit and
proper person to be granted a licence.

Classes of Transferees

3. The personal data you provide are mainly for use within DH and the Pharmacy and
Poisons Board. Apart from this, the data may only be disclosed to parties where you have given
consent to such disclosure or where such disclosure is allowed under the Personal Data (Privacy)
Ordinance.

Access to Personal Data

4. You have a right of access and correction with respect to personal data as provided for in
sections 18 and 22 and Principle 6 of Schedule 1 of the Personal Data (Privacy) Ordinance. Your
right of access includes the right to obtain a copy of your personal data. A fee may be imposed
for complying with a data access request.

Enquiries

5. Enquiries concerning the personal data provided, including the making of access and
corrections, should be addressed to:

Senior Pharmacist

Licensing and Compliance Division
Drug Office

Department of Health

Room 3817, 38/F, Revenue Tower,
5 Gloucester Road,

Wan Chai, Hong Kong.

Tel: 2961 8028
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