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Uuct 7

Text
Order of the President of the People’s

Republic of China
(No. 45)

The Drug Administration Law of the People’s Republic of China, revised at
the 20th Meeting of the Standing Committee of the Ninth National People’s Con-
gress on February 28, 2001, is hereby promulgated and shall go into effect as of

December 1, 2001.
Jiang Zemin

President of the People’s Republic of China
February 28, 2001

DRUG ADMINISTRATION LAW OF THE
PEOPLE’S REPUBLIC OF CHINA

( 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)

Chapter I  General Provisions

Article 1 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 legit-

imate rights and interests in the use of drugs.
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Article 2 Al institutions and individuals engaged in research, production, distri-
bution, use, or drug administration in the People’s Republic of China shall abide
by this Law.

Article 3 The State develops both modern and traditional medicines to give full
play to their role in prevention and treatment of diseases and in maintenance of
health.

The State protects the resources of natural crude drugs and encourages the cultiva-

tion of Chinese crude drugs.

Article 4 The State encourages research and development of new drugs and pro-
tects the legitimate rights and interests of citizens, legal bodies and other institu-

tions engaged in this field of endeavor.

Article 5 The drug regulatory department under the State Council shall be re-
sponsible for drug administration nationwide. The relevant departments under the
State Council shall be responsible for the related administrative work within the
limits of their duties.

The drug regulatory departments of the people’s governments of provinces, auton-
omous regions, and municipalities directly under the Central Government shall be
responsible for drug regulation in their administrative areas. The relevant depart-
ments of the said people’s governments shall be responsible for the related regula-

tory work within the limits of their duties.

The drug regulatory department under the State Council shall cooperate with the
competent departments for comprehensive economic administration under the State
Council in implementing pharmaceutical development programs and policies for-

mulated by the State for the pharmaceutical industry.

Article 6 The drug testing institutes established or designated by drug regulatory
departments shall undertake the responsibility for drug testing required for conduc-
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ting drug review and approval and controlling drug quality in accordance with law.

New Words and Expressions

1. drug /drag/ n. 3,54, RREE S
2. administration /od,min1'stre1fan/ n. (X IH)FE ITERERE
3. revise /r1'vaiz/ vt. 63T, 3T B RT
4. standing committee /'stendip ko'mitt/  FHER 4
5. congress /'kpngres/ n. AKeE(R#BLEARFLEMKX),
e, Be
6. hereby / hia'bar/ adv. (BAFALFEP) R, %
7. promulgate /'promslgert/ vt. AT, B AR (BB
i 4R ) F
8. adopt /o'dppt/ vt. JE XA, dE, R, R A
9. chapter /'tfepta(r)/ n. ($F8)%F,9,58
10. provision /prau'vizen/ n. FI 5B AE
General Provisions &)
11. article /'a:tikal/ n. (REG FH FAFH)FR, 4%
X,%H
12. enact /1'nekt/ vt. FE(EE), BL(EHEF), M
A B (B AF)
13. strengthen /'strenan/ vt. i LB
14. legitimate /I1'dzitimot/ adj. Sk, RAEINTH, EL 8,4
2
15. institution / msti'tjuzfon/ n. (#F B A& £k
AL
16. distribute /dr'stribjust/ vz. T A

distribution / distr1'bjuzfon/ n.

17. abide /o'bard/ (abode /a'baud/ 2%, Zz
abided ) vr.
abide by HBF(EENELF) , BEF(ET
¥)
18. tradition /tra'difan/ n. 4k 45000 BR(BAZW . T H5F)
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19,

20.

21.

22,

23.

24.

25.

26.
27.

28.
29.

30.

31.

32.

33.

34.

35.

36.
37.

traditional medicines

prevent /pri'vent/ vi.
prevention /pri'venfan/ n.
maintain /mein'tern/ v.
maintenance /'memtanans/ n.
crude /kruid/ adj.

cultivate /'kaltivert/ vt.
cultivation / kaltr'verfon/ n.
legal body /'lizgal 'bodr/
endeavor /n'deva(r)/ vi. & n.
council /'kaunsal/ n.

State Council

relevant /'relovent/ adj.
autonomous /2:'tonomos/ adj.
autonomous region
municipality /mjunist'peloti/ n.
said /sed/ adj.

cooperate /kau'pparert/ vi.
cooperation /kou,opa'reifon/ n.
competent /'kompitant/ adj.

comprehensive / kompri'hensiv/ adj.

implement /'implimont/ vt.

pharmaceutical / faima'sjustikol/ adj.

pharmacy /'fa:masy/ n.
pharmacist /'farmasist/ n.
formulate /'fo:mjulert/ vt.

designate /'dezignert/ vz.
accordance /a'ko:dans/ n.
in accordance with
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Notes to the Text

1. The Drug Administration Law of the People’s Republic of China, revised at
the 20th Meeting of the Standing Committee of the Ninth National People’s
Congress on February 28, 2001, is hereby promulgated and shall go into
effect as of December 1, 2001.

/A]#1 The Drug Administration Law of the People’s Republic of China... is
hereby promulgated and shall go into effect as of December 1, 2001 Z 1>
HFHFEERD, FAAFRAREFB S TR L) FIAH, 5T
2001 12 A1 B &£,

go into effect; & &

PANES Z B B R mEE, NE T — 1 EREEEENG, ST
which was revised at the 20th Meeting of the Standing Committee of the Ninth
National People’s Congress on February 28, 2001 3%} : i% i & 48 2001 4 2
A28 BABARRKRAKRAFHFER 4 LBIHT,

2. DRUG ADMINISTRATION LAW OF THE PEOPLE’S REPUBLIC OF CHI-
NA: (P AR LA E % & E k)

3. 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.
B TR B P R R IER LA, 88— 40 iR) A TE adopted.. 2 EE ALY, AHY
F The law was adopted at..., 1% %k T it 58 T ANHRE LS re-
vised... £ HF) AR E M A], #H 24 T and it was revised at..., ¥ N % FE
Froe Bt , X B E,

4. 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 legiti-
mate rights and interests in the use of drugs.

This Law is enacted J5i%%Ef T to strengthen, to ensure, to protect =/~
ERXEE, RALENER, BN AT Mg HTRIE AT S

5. All institutions and individuals engaged in...
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10.

11.

engaged in... J&— AR, #4 T All institutions and individuals that
are engaged in...,
are engaged in = are involved in (with) : A -+

. The State develops both modern and traditional medicines to give full play to

their role in prevention and treatment of diseases and in maintenance of
health.

The State develops both modern and traditional medicines...: B FB& X &I
RS, WA BAEGRE & :

develop both... and...; BR &K f&----- S ¥ SELEL

to play one’s role in; fE---- & FEER

. citizens, legal bodies and other institutions engaged in this field of endeavor:

T T A B (FERTR BB FEAF R T2 ) 2 R R AFEARALA

field B X “ &R ,endeavor B A7,

The drug regulatory department under the State Council shall be responsible
for drug administration nationwide. £4]A[ %N : 4K T Ao & ¥ %
BHN,EELEANHREEEE I,

The drug regulatory department under the State Council: H 4-Fx T /& #) £ &
BN

ik under IR, BB ZER FHO

be responsible for: xf----+- §i 5, KA eeeer 8 T4

. the related administrative work within the limits of their duties

the related administrative work: H ¥ &) B8 £ # T4

within the limits of their duties: Z£#A1& AMIRFELAA

The relevant departments of the said people’s governments shall be responsible
for the related regulatory work within the limits of their duties. FEH) A4
ER(B B BRR ABT)ARKAGAAFNMEEZANRTLR
ARFT(HHB)AXGETERTHA,

The relevant departments of the said people’s governments: & A KA
FES N

The drug regulatory department under the State Council shall cooperate with
the competent departments for comprehensive economic administration under
the State Council in implementing pharmaceutical development programs and

policies formulated by the State for the pharmaceutical industry.
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12.

13.

cooperate with the competent departments: %5 ¥ & 351144k ; B o £ 531
for comprehensive economic administration 2/ A5 1E , 5 BMEE , 1B
departments for comprehensive economic administration ( i ft 2 #4452
#307)

in implementing pharmaceutical development programs and policies formula-
ted by the State for the pharmaceutical industry 241848 EMRIE , FRAD
BT, R () BITHRHZ 693 B ATk R B AR (R, F
&)

The drug testing institutes established or designated by drug regulatory depart-
ments

established or designated by drug regulatory departments 2 ¥4~ 331 #91 %
AR EIE M A], B the drug testing institutes ( 25 423 AL ) ,
SERE )] FJ2 :the drug testing institutes ( that are) established or designated
by drug regulatory departments W2 S M H T H RN EERIBEZ G H 2
BAuiy

... undertake the responsibility for drug testing required for conducting drug
review and approval and controlling drug quality in accordance with law.
required for conducting drug review and approval 243Ma481E , (LB EIEMNF]
&4 drug testing (25 e Bs) .

... undertake drug testing( which is) required for conducting drug review and
approval and controlling drug quality , %K ; -+« APRHRTFRAPBERRE
BRI FEHH R T,

in accordance with law = according to law; &k 3& ik 4&

Exercises

. Choose the best answer to complete each statement below according to

the text.

1. The Drug Administration Law of the People’s Republic of China came into
effect on .
a. February 28, 2001 b. Decemberl, 2001 c. September 20, 1984

2. are engaged in research, production, distribution, use, or
drug administration in the People’s Republic of China shall abide by this

Unit1 DRUG ADMINISTRATION LAW OF THE PEOPLE’S REPUBLIC OF CHINA
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Law.
a. All those that b. All those c. Everybody who

3. The drug regulatory department under the State Council shall
drug administration nationwide.
a. take responsible for
b. take responsible to
c. take the responsibility for

4. The drug regulatory department under the State Council shall cooperate
with the competent departments for comprehensive economic administra-
tion under the State Council pharmaceutical development pro-
grams and policies formulated by the State for the pharmaceutical indus-
try.
a. in order to carry out b. in order that c. so as to met

5. The drug testing institutes established or designated by drug regulatory de-
partments shall undertake the responsibility for drug testing
for conducting drug review and approval and controlling drug quality in ac-
cordance with law.

a. requiring b. to be require c. that is required

Il . Translate the following into Chinese.

Article 7 The establishment of a drug manufacturer® shall be subject to ap-
proval 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 de-
partment 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
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pharmaceutical development programs and policies formulated by the State for
the pharmaceutical industry are conformed to and duplicate® construction is
prevented.

i : @ manufacturer 4]i& & 1 () reexamination £# F & (3 duplicate
&)

ERRENXERS R

PR RGE S ASIE L R  F Al 7 37k A R AR I B R R A B R Y
BABREL SNBSS B, ERERIET MRS RAERTT]
B CAYREBRIANE , T B TALE AN TAURIFI L e A S BURAF IR
P RA NN LR T8 WA, AR LZRN T EEESRIT A
BB, E MRS RIE T SO T ZHAFH B AR A, XL
AR R EREI R R LA R T ER T EBR MM 8K A A
B G5H = 05 TR B SRR AR I U AL

—. FREREHXEFRZ— ZRIEFRILC

1. AiE: FE. S BEERS

TR E KB M & 5 8 RS R, B S B BORYE DU
Mo T 4EI R AR TR, B L A A SR MERR , AE K B R
T, ANMEICEEGIRRE G AT 1R B B BB R, d S W REGE T B
THKMEBLHER

Article 1 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.

F—% AmBERUAEFEREREZSRAERBARAGL L, 4P
ARG g e 3 e AR AR R R Kk,

A A) By enact, legitimate 257 #8 2 IE & IEM A EE, BRA M EBMHRES
ERA

2. iz A E 0L X 38 »

R FhEERA SR, AT LAF W2 LA T B2 Rl i : rights and interests
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(M %) ,institutions and individuals( Hl 4% 4~A.) ,research and develop( HMRE
7+ %) ,both modern and traditional ( L4X, 55 4% %644 ) ,sign and issue( £ X ) ,iX 2
IR B E M B, AR A REREE R .

3. XREFERGSEAMNEEE

T ERAREEN RN ERS, RIENE EHT AR E R EAT
HFINSHE , R EERAIEFERHH” AL R B AET A
BE” AR AT 4, R E W A TE .

BeE T DAEAIR Bh FE PR A A 4% 23X B B shall EAE T 22 K, may
HE T 4K, should AT 1 Ko

Z.EREENXARAZZ  RAENERER

R L IR AR AL .

1. i3

TR A SO, BRI A (6 PR T, R AT B s AR
A, BEHEERAR A ERA%, TAHRRE it EEREEFRATEER
FiE EIEWIER R, — O H, MR EFHAR, BT #EFANER
W BEE) FEE AnfEE , W 2 RARE Bln, e A A RILFE 25 5B B )
1, the drug regulatory department under the State Council ( B 4% 2 sl REE
1) ELIFEIESRER , AR ESCE R, B — KA AL, #K
H B — M AR

2. B

AR AR E IR R AN 2L, B/ BRI S 1 i 22 17
¥, AEELHXTHMRLIAEL, YL AAEFEREENFORMN, KR
SEIEE , T4 1770 R R IR o T S B A4 451 28 L L Ath 1R 17044 BT i B B9 33
REE L E A &P AASE, RAZIAEIERERHERA XS ER
B, EEUTHIE:

Article 15 A drug distributor to be established shall meet the following re-
quirements ;
(1) having legally qualified pharmaceutical professionals;
(2) having the business operation premises, equipment, warehouses and hy-
gienic environment required for drug distribution;
(3) having the units or personnel for quality control over the drugs to be dis-
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tributed ; and
(4) having rules and regulations to ensure the quality of the drugs to be dis-
tributed.
BEALESER T 4 B A RETE
3. FiF
ERE SRR RE RS RAEANELESENS 5T
SRR BT Ko ¥R SR & P GEAR AT 615 A 7E Bk B AR I8 , shall, may,
must, be to AE SRR S . LRSI RSB SERFEIEDT N
(A, IER B R EEA RS R ITE Y, — B R BT 52 B A1 — MOk Sk i
AR, TR BIFERIPFRR S+, —fad £ AR HES .
4. B RAMEF
B TR SEE VR ZOR HIE 5 £ 0 & WL R 1 5 g Bk, BT AR 2
FoR R B R ZURYTE AR AR , JLHR very, quite, rather /0

=, ERRENXERRZZ ARGHNR

1. BRiR a9 B

ARFT R A MR )66 B R R, 383 ) 0T LSy A BRiR ) BB (A1)
PRI A AR, BT EREXHRARMINERERR RAEEELS.
AL AMTBIRUR A L 55 LA e R IR S8 1 38 SE 9 % RN 3G, BT LA SR I 2 A
R OE H R HRR 45

2. TEANEH

B TR REM N B MR R E 1, R RRER TR,
— BRI EIE BERE SN2 TR, BISR A, E% A AR aRE
TR, LA St AR IR A BRR) TR T HE BB SCHEIR , E E AR/

3. KapfER

HERIGER AR R ETIERGEN UAREEIHEN, EXHER
AN SCA i T3 0 B RR i 2, X 3 — R B A AL i 2R 14 R 2 AR
Z FRUERIGENRAEZ G0, 518D,

4. REDEINER

HEREXHFRTUEHAMHRREZEXRERN, ERFEZNH TR M
&, ERBGEPRT LS HFRR RGN TEM L, A EERRRE
SR B ARTE A, AT AR BSEE R A B M EEH A
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