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CAF. 549 Chinese Medicine 59

(4) For the purpose of subsection (1), a proprietary Chinese medicine
ghall _not b‘e taken as registered under section 12} unless its particulars are
identical with the registered particulars of the registered proprietary Chinese

- medicine.

120. Application for registration of proprietary
Chinese medicines to be made by
manufacturers, importers, etc.

An application for the registration of a proprietary Chinese medicine shall
be made—

(@) in the case of its being manufactured in Hong Kong, by the
manufacturer;

(b) in the case of its being manufactured outside Hong Kong—

(i) by the importer; or

(i} by the local representative or agent of the manufacturer,
prior to its being imported into Hong Kong.

121. Registration of proprietary
Chinese medicines

(1) An application for the registration of a proprietary Chinese medicine
shall be made to the Medicines Board and shall—

(¢) be in such form and accompanied by such documents,
information, samples and other materials as the Medicines
Board may determine;

(b) furnish the particulars of the proprietary Chinese medicine
required to be registered in accordance with the prescribed
requirements; and

(¢) be accompanied by a prescribed application fee.

(2) Subject to section 122, the Medicines Board may approve the
application and upon payment of a prescribed issue fee, register the
proprietary Chinese medicine and issue a certificate of registration to the
applicant in respect of the proprietary Chinese medicine in such form as it may
determine.

(3) Subject to the certificate of registration being issued, the Medicines
Board may impose such conditions as it thinks fit and may amend, vary or
revoke the conditions if it appears to the Medicines Board that the conditions,
should be amended, varied or revoked.

(4) If, having regard to the provisions of the Ordinance, the Medicines
Board considers it necessary in the public interest to do so, it may refuse an
application for registration made under subsection (1} and thereupon notify
the applicant in writing of the reasons for refusal.
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122. Factors relevant to determination of
application for registration

(1) In determining an application for registration of a proprietary
Chinese medicine, the Medicines Board shall in particular take into
consideration—

(a) the safety of the proprietary Chinese medicine to which the
application relates;

(b) the quality of the proprietary Chinese medicine according to the
specification and the method or proposed method of
manufacture of the medicine, and the provisions proposed for
securing that medicine as sold or supplied will be of that quality;
and

(¢) the efficacy of the proprietary Chinese medicine for the purposes
for which the medicine is proposed to be administered.

(2) In taking into consideration the efficacy for a particular purpose of a
proprietary Chinese medicine to which an application relates, the Medicines
Board shall disregard any question whether a proprietary Chinese medicine of
another description would or might be equally or more efficacious for that
purpose.. . o

(3) For the purpose of subsection (1), nothing in subsection (2) shall be
construed as requiring the Medicines Board, in considering the safety of a
proprietary Chinese medicine of a particular description, in relation to a
purpose for which it is proposed to be administered, to disregard any question
whether a proprietary Chinese medicine of andther description, being equally
or more efficacious for that purpose, would or might be safer in relation to
that purpose. '

(4) In determining an application relating to a proprietary Chinese
medicine which is to be imported, the Medicines Board—

(a) shall also take into consideration in particular the methods,
standards and conditions of manufacture of the medicine; and

(b) may, if it thinks fit, require the production by the applicant of
any one or a combination of the foliowing—

(i) an undertaking, given by the manufacturer of the
proprietary Chinese medicine, to permit the premises
where it is or is to be manufactured, and the operations
carried on or to be carried on in the course of
manufacturing it, to be inspected by or on behalf of the
Medicines Board;

(i) an undertaking, given by the manufacturer of the
proprietary Chinese medicine, to comply with any
conditions as imposed by the Medicines Board;
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(iii) a declaration, given by or on behalf of the manufacturer of
the proprietary Chinese medicine that, in relation to the
manufacture of the proprietary Chinese medicine any
requirements imposed by or under the law of the place in
which it is or is to be manufactured have been or will be
complied with.

123. Duration and renewal of registration

(1) The registration of a proprietary Chinese medicine under section 121
shall have effect for such period as may be prescribed.

(2) The holder of a certificate of registration may apply to the Medicines
Board for the renewal of registration.

(3) On an application for renewal under this section, the Medicines
Board may—

(a) upon payment of a prescribed fee, renew the registration and
issue a certificate of registration, with or without modifications
to the conditions, if any, previously imposed for such period as
may be prescribed or for such shorter period as it considers
appropriate; or

() refuse the application, if, having regard to the provisions of the
Ordinance, it considers it necessary in the public interest to do
$0.

(4) Where the Medicines Board refuses an application for renewal
under this section, it shall notify the applicant in writing of the reasons for
refusal.

124. Variation of registered particulars of registered
proprietary Chinese medicines

(1) The holder of a certificate of registration may, on payment of a
prescribed fee, apply in writing to the Medicines Board for approval to vary
the registered particulars of the proprietary Chinese medicine to which the
certificate relates except the following particulars—

(@) the product name;
(b) the dose form; and
(c) the name and quantity of any active ingredient.

(2) If the Medicines Board is satisfied that the proposed variation
will not adversely affect the safety, quality and efficacy of the relevant
proprietary Chinese medicine, it may approve the variation as proposed in the
application.
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(3) The Medicines Board shall advise the applicant in writing—
{(a) whether the application for variation is approved; and
(b) if it is approved, the date on which the variation takes effect;
or
(c) ifit is disapproved, the reason for disapproval.

(4) Where the variation of the registered particulars of a proprietary
Chinese medicine registered under section 121 takes effect, the proprietary
Chinese medicine to which the registered particulars were related before the
variation shall cease to be a proprietary Chinese medicine registered under that
section.

(5) Where by virtue of subsection (4) a proprietary Chinese medicine
ceases to be a proprietary Chinese medicine registered under section 121, the
relevant applicant shall before the relevant variation takes effect, recall or
cause to recall, to the extent reasonably possible, the proprietary Chinese
medicine already supplied.

125. De-registration of proprietary
Chinese medicines

(1) The Medicines Board may de-register a proprietary Chinese medicine
if it considers it necessary in the public interest to do so.

(2). Where the Medicines Board intends to de-register a proprietary
Chinese medicine, it shall notify the holder of the certificate of registration in
writing of its intention and invite him to’ submit any representations,
information or explanation in writing.

(3) Notwithstanding subsection (2), the Medicines Board may de-register
a proprietary Chinese medicine forthwith if it considers that an emergency
ex1sts,

(4) Where the Medicines Board determines to de-register a proprietary
Chinese medicine, it shall forward to the holder of the certificate of registration
a notice of de-registration and shall state in such notice its reasons for de-
registration.

(5) The Medicines Board may publish in the Gazette a list of all
proprietary Chinese medicines de-registered under subsections (1) and (3) when
it considers appropriate.

126. Publication of registered proprietary
Chinese medicines

The Medicines Board may publish in the Gazette from time to time as it
considers appropriate a list of registered proprietary Chinese medicines.
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127. Certified copy of certificate
of registration

The Medicines Board may, upon application and payment of a prescribed
fee by the holder of a certificate of registration issued under this Part, issue a
certified copy of that certificate of registration to the certificate holder.

128. Provision for transitional registration
of proprietary Chinese medicines

(1) Where a proprietary Chinese medicine is, on 1 March 1999—
(¢) manufactured, sold or supplied for sale in Hong Kong; or
(b) manufactured outside Hong Kong and is sold or supplied for
sale in Hong Kong,
a person who is, on the same date—
(i) in the case of paragraph (a), the manufacturer; or
(ii) in the case of paragraph (b), an importer, or a local
representative or agent of the manufacturer,
may apply to the Medicines Board within such period of time as may be
determined by the Medicines Board for the registration of the proprietary
Chinese medicine in accordance with section 121].

(2) Where an application is made under subsection (1), the proprietary
Chinese medicine shall be deemed, under this subsection, to have been
registered and a certificate is deemed to have been issued under section 121
subject to such classification of category, conditions and restrictions as may be
imposed by the Medicines Board by notice in writing to the applicant.

(3) Subject to subsection (7), such registration shall continue in effect
until—

(@) the issue of a certificate of registration under section 121(2); or
(b) the refusal of the application for registration of that proprietary
Chinese medicine under section 121(4); or
{¢) such date as may be specified and promulgated by the Secretary
by notice published in the Gazette,
whichever is the earliest.

(4) Confirmation in writing by the Medicines Board of the receipt of an
application shall be sufficient evidence of a certificate deemed to be issued
under subsection (2).

(5) The Medicines Board may amend, vary or revoke any of the
classification of category, conditions or restrictions imposed under
subsection (2).
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CAP. 549 Chinese Medicine

(6) Where a person would, but for, this subsection, be liable to be
prosecuted for a contravention of section 119 for trading in, importing or
possessing a proprietary Chinese medicine which, but for this subsection,
would otherwise be required to be registered, then the person shall not be so
liable until after the expiry of the period of time referred to in subsection 4
notwithstanding that on the expiry of such period of time, no application has
been made to the Medicines Board.

(7) Section 125 and any requirements in respect of proprietary Chinese
medicines imposed by regulations made under section 161 shall apply to
proprietary Chinese medicines deemed to be registered under this section.

129. Clinical trials and medicinal tests

(1) For the purpose of facilitating the conduct of a clinical trial or
medicinal test of any proprietary Chinese medicine, the Medicines Board may,
upon application, issue a certificate for clinical trial and medicinal test.

(2) An application shall be in such form and accompanied by such
documents, information, samples and other materials as the Medicines Board
may determine and a prescribed-application fee. ' :

(3) The Medicines Board may, on payment of a prescribed issue fee,
issue a certificate for clinical trial and medicinal test, and such certificate shall
be valid for such period and subject to such conditions as the Medicines Board
thinks fit. :

(4) If, having regard to the provisions of this Ordinance, the Medicines
Board considers it necessary in the public interest to do so, it may refuse an
application made under subsection (1).

130. Certificate of sale of proprietary
Chinese medicines

(1) For the purpose of exporting a proprietary Chinese medicine which is
registered under section 121 and manufactured by a manufacturer licensed
under section 132, the Medicines Board may, upon application, issue in the
prescribed form a certificate certifying that the proprietary Chinese medicine is
allowed to be sold in Hong Kong and containing such statements relating to
the proprietary Chinese medicine as it considers appropriate.

(2) The certificate referred to in subsection (1) is issued subject to the
payment of a prescribed fee.
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(p) particulars to be registered for any proprietary Chinese
medicines;

() exempting any Chinese herbal medicines, proprietary Chinese
medicines or Chinese medicines traders from the provisions of
this Ordinance.

(6) Without prejudice to the generality of subsections (4) and (5),
regulations made under those subsections may—

(a) require information, particulars and documents for the purposes
of this Ordinance to be submitted and to be in such form as may
be prescribed and require matters or documents for those
purposes to be supported by statutory declarations or such other
declarations as specified or approved by the Council;

(b) generally provide for the carrying into effect the provisions of
this Ordinance.

(7) Any regulation made under this section may provide that a
contravention of any provisions therein shall be an offence and may prescribe
penalties for such offence not exceeding a fine at level 6 and imprisonment for
2 years.

Consequential Amendments

Public Health and Municipal
‘Services Ordinance

162. Interpretation

Section 2(1} of the Public Health and Municipal Services Ordinance (Cap.
132) is amended by repealing the definition of “drug” and substituting—

““drug” (#4%)) includes any medicine, Chinese herbal medicine or

proprietary Chinese medicine for internal or external use by man;”.

Pharmacy and Poisons Ordinance

163. Section substituted

Section 37 of the Pharmacy and Poisons Ordinance (Cap. 138) is repealed
and the following substituted—
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“37. Ordinance not to apply to Chinese
herbal medicines and proprietary
Chinese medicines, etc.

{1) Subject to subsection (2), nothing in this Ordinance shall apply
to the sale, manufacturing, dispensing or compounding of Chinese herbal
medicines or proprietary Chinese medicines as defined in section 2 of the
Chinese Medicine Ordinance (Cap. 549) or other materials of herbal,
animal or mineral origin customarily used by the Chinese for medicinal
purpose.

(2) Notwithstanding subsection (1), this Ordinance shall apply to
pharmaceutical products containing any such Chinese herbal medicines or
proprietary Chinese medicines or other materials of herbal, animal or
mineral origin customarily used by the Chinese for medicinal purpose as
active ingredients.”.

Medical Registration Ordinance

164. Unlawful use of title etc. and
practice without registration

Section 28 of the Medical Registration Ordinance (Cap. 161) is
amended—
(¢) in subsection (3)— .
(i) in paragraph (f), by repealing “and”;
(ii) in paragraph (g), by repealing the full stop and substituting
“; andu;
(til) by adding—
“(h) by way of practising Chinese medicine by a
Chinese medicine practitioner registered or listed
under the Chinese Medicine Ordinance {(Cap. 349)
*[or a person who continues to practise Chinese
medicine provisionally by virtue of section 90(7) of
that Ordinance].”;
{b) by adding—
“(6) Without prejudice to any Ordinance relating to the
prosecution of criminal offences or to the powers of the
Secretary for Justice in relation to the prosecution of
ctiminal offences, prosecutions for an offence in connection
with the practice of Chinese medicine shall only be brought
under the Chinese Medicine Ordinance (Cap. 549).”.

* Italicized part is not yet in operation.

Authorizad Loose-leaf Edition, Printag and Published by the Governmant Printsr,
Hong Kong Snac ial Administrar ive Raaloan lasua 24




84 HmSa9 B o i BE O

166. (2R TTHE X
(T RERRNEE %)

167. BH

(REBEESEAGE B18)F 2ADGRRTFET £ Y NERT > &
“HR|ZEY ZEMA FEY - FRE -

168. FLaERE  FRTENRX

S EETER
(@) BERE () HmALL—
“(d) BIRCHBEED ) (H 549 B) BRBRTINFE /X BHFE
RS 90(7) R BEEF R ENA] -7
(b) TES (D&% - BB “native herbalist” f f{ L “Chinese medicine
practitioner” ¢

(E MRS

169. 817 B 17A R RIREHA®HS

(BRBEET (B2 E) KR 2ETET  ERENA (FEREEHD (B
549 #E)” -

(eRFIRE
170. B

CEOBRER BRI (58 343 B) B 2 kB FBT
(@) & “BWA" WEFED - B () BEMAL—

* pEEEAS M RHEE -

HuW BEEENE S ERSRITR BN KRR RNR EBRT

CAP. 549 Chinese Medicine

166. (Omitted as spent)

"Undesirable Medical Advertisements Ordinance

167. Interpretation

Section 2(1) of the Undesirable Medical Advertisements Ordinance (Cap.
231) is amended, in the definition of “medicine”, by adding “a Chinese herbal

medicine, 2 proprietary Chinese medicine,” after “patent medicine,”.

168. Certain defences; provision as to
Chinese medicine practitioners

Section 5 is amended—
(a) by repealing subsection (1)(d) and substituting—

“(d) Chinese medicine practitioners registered or listed
under the Chinese Medicine Ordinance (Cap. 549) *for
persons who continue 1o practise Chinese medicine
provisionally by virtue of section 90(7) of that
Ordinance].”;

(b) in subsection (2), by repealing “native herbalist™ and substituting
“Chinese medicine practitioner”.

Customs and Excise Service Ordinance

169. Ordinances referred to in
sections 17 and 17A

Schedule 2 to the Customs and Excise Service Ordinance (Cap. 342) is
amended by adding “Chinese Medicine Ordinance (Cap. 549)” at the end.

Medical Clinics Ordinance

170. Interpretation

Section 2 of the Medical Clinics Ordinance (Cap. 343) is amended—
(@) in the definition of “clinic”, by repealing paragraph (f) and
substituting—

* Ttalicized part is not yet in operation.
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174, Third Schedule amended

The Third Schedule is amended by adding—
“1A. Chinese herbal medicines specified in Schedule 1 of the Chinese

Medicine Ordinance (Cap. 549).

1B. 5 Chinese herbal medicines specified in Schedule 2 of the Chinese
Medicine Ordinance (Cap. 549), namely, Flos Campsis (BB,
Processed Radix Aconiti (3 J)Il %), Processed Radix Aconiti
Kusnezoffii (¥# %), Radix Clematidis (B &) and Radix Gentianae
(REHE).

1C. Proprietary Chinese medicines as defined in section 2 of the Chinese
Medicine Ordinance (Cap. 549).”.

Pharmacy and Poisons Regulations

175, Registration of pharmaceutical

products and substances

Regulation 36 of the Pharmacy and Poisons Regulations (Cap. 138 sub.

leg.) is amended by adding—

“(2A) In considering an application for registration of a
pharmaceutical product which contains as active ingredients any Chinese
herbal medicines or proprietary Chinese medicines as defined in section 2
of the Chinese Medicine’ Ordinance (Cap. 549) or other materials of
herbal, animal or mineral origin customarily used by the Chinese for
medicinal purpose, the Board shall seek advice from the Chinese
Medicines Board established under the Chinese Medicine Ordinance
(Cap. 549).”.
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(=8 - tioxide B N
11 5 #2 (Radix Sophorae Tonkinensis) TR Pl Arsenic trioxide (Bt#%) medicinal
WAERNRE Arsenclite (£ 5) Mineral of axides of Arsenolite or the processed
() product of Arsenopyrite or Realgar, medicinal
JRER (Mercury) ER Calomelas (¥ %) Crystal of mercurous chloride, medicinal
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