{89k % wirgat



17

€

€

€

)

GMP

€
P

P

AN
P

) (

13

€ Do

)

)

) .{OTC

AN
10

AN

X
AN

I

).
I



Unct 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  All 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

drug /drag/ n. , ,
administration /od;mint'stre1fon/ n. ( ) ,
revise /r1'vaiz/ vt. , ,

standing committee /'steendin ko'mitr/

congress /'kongres/ n. ( )

o

hereby / hra'bar/ adv. ( ) ,
7. promulgate /'promolgert/ vt. , , , ( N

8. adopt /o'dppt/ vr. , , 5
9. chapter /'tfepta(r)/ n. ( )
10. provision /prav'vizen/ n. , ,
General Provisions
11. article /'a:tikal/ n. ( N N ) ,

12. enact /1'nakt/ vt. ( ), ( ),

13. strengthen /'stren@an/ vt. ,
14. legitimate /l1'dzitimot/ adj.

15. institution / mst1'tju:fon/ n. ( . . )
16. distribute /di'stribjuit/ vt. , ,
distribution /distr1'bjuzfon/ n.
17. abide /a'bard/ (abode /a'boud/
abided ) vr.
abide by ( . ), (

18. tradition /tra'difon/ n. , ( N )
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19.

20.

2].

22.

23.

24.

25.

26.
27.

28.
29.

30.

35.

36.
37.

traditional medicines

prevent /pri'vent/ vr.
prevention /pri'venfon/ n.
maintain /mern'tern/ vr.
maintenance /'merntonans/ n.
crude /kru:d/ adj.

cultivate /'kaltivert/ vi.
cultivation / kalti'verfon/ n.
legal body /'lizgal 'bodi/
endeavor /n'deva(r)/ vi. & n.
council /'kavnsal/ n.

State Council

relevant /'relovant/ adj.
autonomous /2:'tonomas/ adj.

autonomous region

municipality /mjuznist'pelat/ n.

said /sed/ adj.

cooperate /kou'pparert/ vi.

cooperation /kouppa'rerfon/ n.

. competent /'kpmprtont/ adj.

. comprehensive / kompri'hensiv/ adj.
3. implement /'tmplimont/ vi.

. pharmaceutical / farma'sjurtikal/ adj.

pharmacy /'farmasy/ n.
pharmacist /'fa:mosist/ n.

formulate /'formjulert/ vr.
designate /'dezignert/ vr.

accordance /2'koidans/ 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.

The Drug Administration Law of the People’s Republic of China... is
hereby promulgated and shall go into effect as of December 1, 2001
: :{ ) ;
2001 12 1 o
go into effect;

’ 9

which was revised at the 20th Meeting of the Standing Committee of the Ninth

National People’s Congress on February 28, 2001, : 2001 2
28 o
2. DRUG ADMINISTRATION LAW OF THE PEOPLE’S REPUBLIC OF CHI-
NA:( )

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.

, adopted... ,
The law was adopted at..., e ; re-

vised... , and it was revised at...,

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 to strengthen, to ensure, to protect

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

11.

engaged in... , All institutions and individuals that
are engaged in...,

are engaged in =are involved in (with) ; .-

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...

develop both... and.... e eeeenn

to play one’s role in; ~ ------

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

( ) .

113 ”

field “ 7, endeavor o
The drug regulatory department under the State Council shall be responsible
for drug administration nationwide.

b o

The drug regulatory department under the State Council ;

under , o

be responsible for; .- , e

. the related administrative work within the limits of their duties

the related administrative work :
within the limits of their duties:
The relevant departments of the said people’s governments shall be responsible
for the related regulatory work within the limits of their duties.
(GEEFEN \ )
( ) o

The relevant departments of the said people’s governments

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: ;
for comprehensive economic administration , ,
departments for comprehensive economic administration (

) o

in implementing pharmaceutical development programs and policies formula-

ted by the State for the pharmaceutical industry

b

; () ( .
)o
The drug testing institutes established or designated by drug regulatory depart-
ments
established or designated by drug regulatory departments
, the drug testing institutes ( ) o
.the drug testing institutes (that are) established or designated

by drug regulatory departments

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 ,
drug testing ( )o
.. undertake drug testing( which is) required for conducting drug review and
approval and controlling drug quality, PRRTTRLY:

in accordance with law = according to law:

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

Unit 1 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 1is
prevented.

. (D manufacturer (2) reexamination @ duplicate

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.

b b ’

enact, legitimate ,

) .rights and interests
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( ), institutions and individuals( ) ,research and develop (

) , both modern and traditional ( ) ,sign and issue( ),
3.
shall 22, may
4 ,should 1
1.
’ N o lt
: o , « )
,the drug regulatory department under the State Council
) b b b
2.

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, warchouses 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.

o ,shall, may,

must, be to o

’ ’ N

, very, quite, rather o

-
o]
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N e}
6.
b
b
’ N o
7.
b b
’ N Ay
o
8.
’ N N
b o
9.
’ o
b b
o 14

... the wholesaler and the retailer shall be registered with the administrative

department for industry and commerce. No one may distribute drugs without the
certificate.

The valid term and the scope of business shall be indicated in the Drug Sup-

ply Certificate. For renewal of the certificate upon expiration, reexamination is

required.
... the requirement specified by the provisions in Article 15 of this Law that

should be met, ...

10.

“« ”

, shall  be to o
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Supplementary Reading

DRUG ADMINISTRATION LAW OF THE PEOPLE’S
REPUBLIC OF CHINA

Chapter Il Control over Drug Distributors

Article 14 The establishment of a drug wholesaler shall be subject to approval of
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 Supply Certificate; the establishment of a drug retailer shall be
subject to approval and be granted the said certificate by the local drug regulatory
department at or above the county level. With the certificate, the wholesaler and
the retailer shall be registered with the administrative department for industry and

commerce. No one may distribute drugs without the certificate.

The valid term and the scope of business shall be indicated in the Drug Supply
Certificate. For renewal of the certificate upon expiration, reexamination is re-

quired.

When giving approval to the establishment of a new distributor, the drug regulato-
ry department shall see to it that, apart from the requirements specified in Article
15 of this Law that should be met, the principles of appropriate location and con-

venient purchase of drugs by the people are adhered to.

Article 15 A drug distributor to be established shall meet the following require-
ments ;
(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-
tributed ; and

(4) having rules and regulations to ensure the quality of the drugs to be dis-

Unit 1 DRUG ADMINISTRATION LAW OF THE PEOPLE’S REPUBLIC OF CHINA
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tributed.

Article 16 Drug distributors shall conduct business according to the Good Supply
Practice for Pharmaceutical Products ( GSP) formulated by the drug regulatory de-
partment under the State Council on the basis of this Law. The drug regulatory de-
partment shall inspect a drug distributor as to its compliance with the GSP require-

ments, and issue a certificate to the distributor passing the inspection.

The specific measures and schedule for implementing the GSP shall be formulated

by the drug regulatory department under the State Council.

Article 17 For purchasing drugs, drug distributors shall establish and apply an
examination and acceptance system, and check the certificate of drug quality, la-
bels and other marks; no drugs that do not meet the requirements may be pur-

chased.

Article 18 Drug distributors shall keep authentic and complete records when pur-
chasing and selling drugs. In the record shall be indicated the adopted name in
China, dosage form, strength or size, batch number, date of expiry, manufactur-
er, purchase (or sale) unit, amount of the drug purchased (or sold) , purchase or
sale price, date of purchase (or sale), and other items specified by the drug regu-

latory department under the State Council.

Article 19 Drug distributors shall sell drugs properly and make correct descrip-
tion of usage, dosage and cautions; prescription for dispensing shall be checked,
and no drugs listed in the prescription may be changed or substituted without au-
thorization. They shall refuse to dispense incompatible or over-dose prescriptions;
when necessary, they may do the dispensing only after corrections or re-signing is

made by the prescribing physician.

Drug distributors shall indicate the origin of the Chinese crude drugs to be sold.

Article 20 A drug distributor shall establish and apply a system for drug storage,
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and take necessary measures to ensure quality, such as cold storage, protection
against freeze and humidity and avoidance of insects and rodents.
An examination system shall be applied for placing drugs in and releasing them

from storage.

Article 21 Chinese crude drugs may be sold at town and country fairs, except

those otherwise specified by the State Council.

No drugs other than the Chinese crude drugs may be sold at town and country
fairs, but drug retailers holding the Drug Supply Certificate may, within the speci-
fied business scope, sell such drugs at stores they set up at the fairs. Specific

measures shall be formulated by the State Council.

(N

New Words and Expressions

establishment /1'steeblifmant/ n. , ,
wholesaler /'houl;serla(r)/ n. ,
subject /'sabdzikt/ adj. e
approval /a'pruzval/ n. ,

= W=

approve Vvt.
5. grant /gramt/ vi. ( ) ( ),

6. certificate /sa'tifikert/ n. () , ,( )
certify /'sa:tifar/ vr. ,

7. register /'redzisto(r)/ vi. &n. , , ( ) ,

8. commerce /'kpm3:s/ 7. ,

9. valid /'v&lid/ adj. ,

valid term
10. scope /skoup/ n. ( N )
11. indicate /'indikert/ vt. , , ( N )

12. renew /r1'njuz/ vit. , ,
renewal /r1'njurol/ n.

13. expire /1ks'paro(r)/ vi. ( . N
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