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Module 1

Introduction to Drug Administration
Laws and Regulations

HREEENNE

Text A

A Brief Introduction to Drug Administration Law
of the People’s Republic of China

The Drug Administration Law of the People’s Republic of China ( hereinafter
referred to as “The Drug Administration Law” ), adopted at the 7th Meeting of the
Standing Committee of the Sixth National People’s Congress on September 20, 1984,
revised at the 20th Meeting of the Standing Committee of the Ninth National People’s
Congress on February 28, 2001, is promulgated by Jiang Zemin, President of the
People’s Republic of China( Presidential Decree No. 45)on that day, and shall go into
effect as of December 1, 2001.

The Drug Administration Law contains the following 10 chapters:



Chapter 1 General Provisions

Chapter 11 Control over Drug Manufacturers

Chapter III Control over Drug Distributors

Chapter IV Control over Pharmaceuticals in Medical Institutions
Chapter V Control over Drugs

Chapter VI Control over Drug Packaging

Chapter VII Control over Drug Pricing and Advertising
Chapter VIII  Inspection of Drugs

Chapter IX Legal Liabilities

Chapter X Supplementary Provisions

This Law is enacted to strengthen drug administration, to ensure drug quality
and safety for human beings, to protect the health of people and their legitimate rights
and interests in the use of drugs.

All institutions and individuals engaged in research, production, distribution,
use, or drug administration in the People’s Republic of China shall abide by
this Law.

The terms used in this Law are defined as follows:

Drugs refer to articles which are used in the prevention, treatment and diagnosis
of human diseases and intended for the regulation of the physiological functions of
human beings, for which indications, usage and dosage are established, including
Chinese crude drugs, prepared slices of Chinese crude drugs, traditional Chinese
medicine preparations, chemical drugs substances and their preparations, antibiotics,
biochemical drugs, radioactive pharmaceuticals, serum, vaccines, blood products
and diagnostic agents.

Excipients refer to the vehicles and additives used for drug production and
prescription dispensing.

Drug manufacturers refer to enterprises exclusively or partly engaged in drug
production.

Drug distributors refer to enterprises exclusively or partly engaged in drug
distribution.
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New Words
abide V.
additive n.
administration n.
adopt .
agent n.
antibiotics n.
congress n.
contain vt.
decree n.
define A
diagnosis n.
diagnostic adj.
n.
dispense i.
dispensing n.
distributor n.
dosage n.
enact L.
excipient n.
hereinafter adv.
indication n.
institution .
Expressions

abide by
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legitimate adj.
liability n.
manufacture  n.
vt. /vi.
manufacturer n.
pharmaceutical adj.
n.
preparation n.
prescribe ot. /vi.
prescription  n.
promulgate ot
provision n.
radioactive adj.
regulation n.
revise ot.
serum n.
term n.
L.
usage n.
vaccine .
vehicle n.
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biochemical drugs

blood products
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chemical drugs substances go into effect He G SEHE
[1a=3-¥ %23 prepared slices of Chinese crude drugs
Chinese crude drugs HZh bt R A
diagnostic agents W E5 5 prescription dispensing JEBELAL T
drug administration A7, radioactive pharmaceuticals
k2 TBC P24 i
drug distributor HMEEL refer to W/ HE) T 48
drug manufacturer 2y 2
drug substanece JRk 25 referred to as TRIFR W R Ry eees
engage in MNEF),Zm standing committee WEERE
General Provision syl usage and dosage FE M
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Exercises

I. Terms Matching
Directions: Match the Chinese terms with their English equivalents

1. 2558 A. chemical drugs substances
2. LW B. drug manufacturers

3. {2k 2 C. diagnosis of diseases

4. gyl D. drug administration

5. s E S E. drug distributors

6. ikl F. vehicles

7. Zjfh G. Chinese crude drugs

8. bt H. pharmaceutical products
9. FEEAL T I. excipients

10. WRTEF J. prescription dispensing

II. Answer the following questions

1. When did the Drug Administration Law of the People’s Republic of China
come into effect?

2. Who shall abide by this Law?

3. What do drugs refer to according to this Law?

4. What do excipients refer to according to this Law?

5. What do drug manufacturers refer to according to this Law?

6. What do drug distributors refer to according to this Law?



Supplementary Reading

Chapter Il Control over Drug Manufacturers

Article 7 The establishment of a drug manufacturer shall be subject to approval
by the local drug regulatory department of the people’s government of the province,
autonomous region or municipality directly under the Central Government and be
granted the Drug Manufacturing Certificate, and, with the certificate, the
manufacturer shall be registered with the administrative department for industry and
commerce. No one may manufacture drugs without the certificate.

The valid term and the scope of manufacturing shall be indicated in the Drug
Manufacturing Certificate. For renewal of the certificate on expiration, reexamination
is required.

When giving approval to the establishment of a new manufacturer, the drug
regulatory department shall see to it that, apart from the requirements specified by the
provisions in Article 8 of this Law that should be met, the pharmaceutical
development programs and policies formulated by the State for the pharmaceutical
industry are conformed to and prevent duplicate construction.

Article 8 A drug manufacturer to be established shall meet the following
requirements :

(1) having legally qualified pharmaceutical and engineering professionals, and
the necessary technical workers;

(2) having the premises, facilities, and hygienic environment required for drug
manufacturing;

(3) having the institutions and personnel capable of quality control and testing
for drugs to be produced and the necessary instruments and equipment; and

(4) having rules and regulations to ensure the quality of drugs.

Article 9 Drug manufacturers shall conduct production according to the Good
Manufacturing Practice for Pharmaceutical Products ( GMP ) formulated by the drug
regulatory department under the State Council on the basis of this Law. The drug
regulatory department shall inspect a drug manufacturer as to its compliance with the
GMP requirements and issue a certificate to the manufacturer passing the inspection.

The specific measures and schedule for implementing the GMP shall be



