L. 5. NO. 2 TO GAZETTE NO. 43/2003 L.N. 229 of 20603 B2293

B2292 2003 35 229 RMAEEAKE 2003 5 43 B H W RE T
ITHEE CB(2) 251/03-04(03)5% S
2003 £ 719 BERAE L.N. 229 of 2003 L6 Parer No CBL2 251(:3-{;1 .
(ERAF) (B 5498 KWEH F) 2003 23 : CHINESE MEDICINES REGULATION (CAP. 549 SUB. LEG. F)
(EXBE (E 28 %) (COMMENCEMENT) (NO. 2) NOTICE 2003
FAB(IERFYS 1> BT 20034127198 BEEFE 15 R 38 EERH . ’ Under section 1 of the Chinese Medicines Regulation, I appoint
= IMEERMAEY - i o 19 December 2003 as the day on which sections 15 and 38 and Schedule 3 to
‘ the Regulation shall come into operation.
FEEHNRRYRRE -  Dr.E.K.YEOH
BkE : ~ Secretary for Health, Welfare
and Food
2003 F 10/ 17 H - 17 October 2003
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CAP. 549 Chinese Medicines Regulation

[Subsidiary]

(b) the invoice or other document evidencing the transaction is
retained in the premises to which the licence relates for a period
of not less than 2 years from the date of the transaction.

14. Additional duties of holders of wholesaler
licences in Chinese herbal medicines in
respect of Schedule 2 medicines——
keeping of records

(1) A holder of a wholesaler licence in Chinese herbal medicines in
respect of Schedule 2 medicines shall ensure that every {ransaction whereby a
Schedule 2 medicine is acquired, received, sold or distributed by him is
evidenced by an invoice or other document.

(2) The licence holder shall ensure that the invoice or other document
evidencing the transaction contains the following particulars in respect of the
transaction—

(2) the date of the transaction;

(5) the name and quantity of the medicine acquired, received, sold
or distributed, as the case may be;

(¢) the name, address and telephone number of—

(i) the person who sells or distributes the medicine to him; or

(if) the person to whom he sells or distributes the medicine,
as the case may be; and

{d) the reference number of the invoice or other document.

(3) The licence holder shall also ensure that the invoice or other
document evidencing the transaction is retained in the premises to which the
licence relates for a period of not less than 2 years from the date of the
transaction.

PART 5

REGISTRATION OF PROPRIETARY CHINESE MEDICINES

15. Particulars to be registered for proprietary
Chinese medicines

For the purposes of section 121{1)}(#) of the Ordinance, the following
particulars are required to be registered for a proprietary Chinese medicine—
(2) its Chinese and English name;
(k) its dose form;
(¢) the name and quantity of each of its active ingredient;
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the name and quantity of each of its excipient (if any);

its specification;

its indication (if any);

its dosage and method of usage;

each of its labels to be attached or printed on its package;

the package insert to be supplied for its sales inside Hong Kong;
each of the package inserts to be supplied for its sales outside
Hong Kong (if any);

the name and address of each of its manufacturer; and

its function or pharmacological action.

PART &

DuTIEs oF HOLDERS OF MANUFACTURER LICENCES

16. General duties of holders of mapufacturer licences

A holder of a manufacturer licence shall ensure that—

(@)
(&)

()
(d)

(e}

the premises to which the licence relates are maintained in
sanitary condition;
where ingredients or packing materials, or both, used for
manufacturing proprietary Chinese medicines are stored in the
premises—

(i) adequate space; and

(ii) adequate and suitable facilities,
for storing the ingredients or packing materials, or both, as the
case may be, are provided in the premises;
the facilities (if any) for storing ingredients or packing materials,
or both, as the case may be, are maintained in good condition;
where any Schedule 1 medicine is stored in the same premises
with any Schedule 2 medicine or material of herbal, animal or
mineral origin customarily used by the Chinese for medicinal
purpose, the Schedule 1 medicine is stored effectively separated
from the Schedule 2 medicine or material;
fittings and equipment suitable for use in the manufacturing
process specified in the licence are provided in the premises;
the fittings and equipment used in the manufacturing process are
maintained in good condition;

Authorized Locse-leaf Edition, Printed and Fublished by the Government Printer,

Hong Kong Special Administsative Region Issue 26



F 30 Es0 R ok Eob

[ AR ]

&) EmRE—
() BfRREEXERSR > EEEARRRETHETEERRE
WHEAZETRAR - &
) BRMANE . EEMARANMET 2P BEERERREAN &
() hEEME(EH I MR FIAE B Ry ETEXKAT - B H M RNE
ANEHAES QRFIMNBEERMES O FREANREENEHE
ﬂ] s
(2) B (o) HEAMBEABEEF —
(@) HeENEMPRENTE
(b) BHEFTFHMNE-BRANEBEAGE
(€) ZAMERHBBE :
(d) FREMBFFPEOES Kiak , &
(&) BHBEATHNEHNESNENRHY -
(3) £ (N HRREHENEANEFHIRERT BN ARNERR LKA
e, REEMYRELGHARIMETFUTAL—
(a) (WERERAMARKAXNRRINER) QGERRELERSREEY
BIRRA 5 B
(b) (ZMEREEMSAN) AhEEREN—ZIEZR—2HKRA -

A3 H
A

38 FRBEEENE

WA 130(]) PN BAE AT WR 3 FTHASEK -

#2278 BEEAN  AFESNTRERTERERRROMNEET

CAP. 549 Chinese Medicines Regulation

[Subsidiary]

() the medicine 15—

(i) for internal application or both internal and external
application, and the medicine is to be administered or
supplied to the patient to whom the prescription is given
and who is under the direct care of the Chinese medicine
practitioner; or

(i) for external application only, and the medicine is to be
administered or supplied to a patient or patients under the
direct care of the Chinese medicine practitioner; and

(¢) the Medicines Board has received from the manufacturer, at
least 1 working day before the day on which the manufacturing
process of the medicine begins, a written notification including
the particulars set out in subsection (2) and being accompanied
by an undertaking referred to in subsection (3).

(2) A notification referred to in subsection (1)(c) shall include—

(@) the quantity of the medicine to be manufactured;

(b) the names and quantities of each ingredient listed in the
prescription;

(¢} its dose form;

(d) the name and address of the registered or listed Chinese
medicines practitioner; and

{e) the date on which the Chinese medicine practitioner entrusts the
manufacturer to manufacture the proprietary Chinese medicine.

(3) A notification referred to in subsection (1)(c) shall be accompanied
by a written undertaking given by the registered or listed Chinese medicine
practitioner to the manufacturer, stating that the medicine will only be
administered or supplied to—

(@) (in the case where the medicine is for internal application or both
internal and external application) the patient to whom the
prescription is given and who is under his direct care; or

(B) (in the case where the medicine is for external application only)
a patient or patients under his direct care.

PART 13

Forms

38. Certificate of sale of proprietary

Chinese medicine

A certificate issued under section 130(1) of the Ordinance shall be in the
form prescribed in Schedule 3.
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[Subsidiary]
SCHEDULE 3 [s. 38]

CERTIFICATE OF SALE OF PROPRIETARY CHINESE MEDICINE

CHINESE MEDICINE ORDINANCE
(Chapter 549)

CERTIFICATE OF SALE OF PROPRIETARY CHINESE MEDICINE

Name of the proprietary Chinese medicine: (Chinese)
(English)

Dose form:

Packing specification:

Names and quantities of its active ingredients (as set out in a package insert of the medicine
required to be supplied for its sales in Hong Kong):

Manufacturer(s) name:
Address:

It is certified that— .
{a) the proprietary Chinese medicine specified in this Certificate is registered under section
121 of the Chinese Medicine Grdinance;

Certificate no.:

Date of registration:
(& the premises in Hong Kong in which the proprietary Chinese medicine is manufactured
are subject to regular inspections;
(c) other statements (if applicable):

The proprietary Chinese medicine is allowed to be sold in Hong Kong.
This Certificate is valid until
Date of issue:

for Chinese Medicines Board
Heong Kong Special Administrative Region
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