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Dear Sir / Madam,

Consultation on the Implementation of Good Distribution Practice (GDP)
for Pharmaceutical Products

The Drug Office of the Department of Health would like to inform you that the
Pharmacy and Poisons Board of Hong Kong (the “Board”), a statutory body established under
the Pharmacy and Poisons Ordinance (the “Ordinance”) (Cap. 138) has decided to implement
Pharmaceutical Inspection Co-operation Scheme Guide to Good Distribution Practice. The
Drug Office of the Department of Health is responsible for providing professional support to
the Board.

Recently, the Board has reviewed the implementation of Good Distribution Practice
(“GDP”) for pharmaceutical products in the Chinese Mainland and other overseas
jurisdictions, including Australia, Canada, the European Union, Japan, Singapore, South
Korea, the United Kingdom and the United States. Having regard to the above, the Board
endorsed to require licensed manufacturers (“ML”) and licensed wholesale dealers (“WDL”)
to implement GDP in Hong Kong by adopting the Pharmaceutical Inspection Co-operation
Scheme Guide to Good Distribution Practice through the imposition of additional licensing
condition. Tentatively start off with new applicants in Q3 2026 as licensing requirements
and extend to relevant existing licensees in Q3 2028. This is intended to strengthen
regulatory control of the pharmaceutical supply chain, align Hong Kong’s regulatory regime
with international standards and practices, and ensure that pharmaceutical products are
consistently stored, transported and handled under suitable conditions throughout the
distribution chain to safeguard their quality, integrity and public health.

In this connection, (i) a Guide to Good Distribution Practice for Pharmaceutical
Products and (i1)) a Guidance for Industry: Guide to Good Distribution Practice for
Pharmaceutical Products have been drafted and (iii) the Code of Practice for Holder of
Wholesale Dealer Licence has been revised and are available on the website of the Drug
Office

(https.://www.drugoffice.gov.hk/eps/do/en/pharmaceutical_trade/implementation_of gdp.html).
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The draft guidance documents are available for comments from 1 April to 31 May
2026. You are invited to send your views to the Drug Office through email
(gdp_consultation@dh.gov.hk), mail (To: Drug Office, Department of Health, Room
2001-2002, 20/F, Dah Sing Financial Centre, 248 Queen’s Road East, Wan Chai, Hong Kong),
or facsimile (3107 0221). We shall consider the feedback from all relevant stakeholders
before finalising the guidance notes.

For enquiries, please contact Mr Alex WONG of the Drug Office at Tel: 3107 3497.
Yours faithfully,

(YH WONG )
for Assistant Director (Drug)
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