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EXPLANATORY NOTES

."THE OFFICIAL LISTING OF IMPORT DRUGS IN THE PEOPLE’S RE-
PUBLIC OF CHINA [VOLUME V ]” ( hereinafter referred to as the "LLIST-
ING”) includes the drug preparations which have obtained the ” Registration
Certificate” listed from X940001-X940445and XT94001-XT94015 ( TAI-
WAN products) during 1994. The drugs with renewed registration are effec-
tive by their new ordinal numbers of certificates.

. The "LISTING” is arranged according to the ordinal numbers of ”Registration
Certificate”.

. The Chinese index of .drug names is arranged in strokes number of the first
Chinese character. The English index of drug names is arranged in English al-
phabetical order.

. All data in the "LISTING” originate from the contents of the application forms
submitted by the applicants and the ” Registration Certificate” issued by the
Ministry of Public Health of the People’s Republic of China.

. Every ” Registration Certificate” is applicable only to the indicated drug, the

country and manufacturer as stated therein.
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ANNOUNCEMENT OF THE
"PROVISIONS FOR MANAGEMENT OF IMPORT DRUGS”
by the Ministry of Public Health of
the People’s Republic of China (Extracts)
November 2,1990

. It has been decided through consultation with the Customs General Administration that the ” Pro-
visions for Management of Import Drugs”shall come into force on Jan. 1 of 1991. Any stipulations
of management concerning import drug promulgated formerly contrary to this ” Provisions” must
be subordinated to the latter.

. The "Import Drug Permit”issued by the Ministry of Public Health of the People’s Republic of Chi-
na shall be renamed as the” Registration Certificate of Import Drug” when the” Provisions” comes
into force. The” Certifcate”is valid for 3 years. The” Permit(s)” with validity period of 4 years held
by foreign manufacturing enterprise (s) shall continue to be effective until its (their)expiry date
(s).

. Import drug must undergo coastal analysis against the copy of the” Registration Certificate for Im-
port Drug”or” Registration Certificate for Import Drug Valid for Only Once” issued by the Ministry
of Public Health of the People’s Republic of China.

—For English version:In case of discrepancy,the original version in Chinese shall prevail.



HE 1725 45 FR A B (R %)
1990 4£ 11 H 2 H

F—= 2N

S gk A X E 024 o WA BRI E 1T 2 A R RE R4S A A R, MR R A N B S R I 2
AR B B AT T R B BLAE R E Ak

% ESBE TAEITEGEN ] B AR50 ERE M LE. S8 EKCEREG DA OR) i
ST DY g RE 1T 25 5 B R AR .

Bk HEITZG SR BIZR T 2 R T AR . 1A AR ALY 1T R 2 S G T (A TRRR 1T 2 A
T AR 2 T R 1125 9 i 9% A

W 25 i A A ) RS T G BE X T 2 R T R A TR B S LA TR R S A i R e

OIS HE T2 25 [ Y BRI Y LA R A

H-E #OBHSEM

S RGO 0T 24 & g T B L PUIE 1 2 80 L 0 28T LA T A AR 0 CHE 1 2 A TE DR ) L (G
1125 5 7 HUE AT ZE R W & 2 A A IR TR AR

BT 4 1 2 1 P AN BE T L DT ol L S A A CHFE 11 24 5 TE UG D0 il o 2 10 9087 5 e 28 T/
VBT A HEME L A AN WERE 25 SR Y . U IE 1125 B ) SR HE PR T 44 B TR RO
SO T R 2 K0 9T 47 %

SN HURTCHE D25 S TE VR UE O (6 A A )R B 2R AROBE e U W R LS Uk L1 2 TR IDHIE
i 47— A 7 [ R B L AR % T T2 R R R B PR RE L1 ey ] R T AR L PR L O
[ii] 23K (9 WERHR 6 T TE 8 . IR KL LR LZETT On) B T, B 41 1074 3 24 BUR b e

BRI 2GS UE )RS LA T B

1. 25 0 A 7 1 T A Y e 2 1 M T 2 R/ 7 VR D T AR 2 A T TR B RS (GMP) ) i
WISCfF  HLB e SR AR

2. ¢ Tl uE A S

3. 24 8 BRI 1S B SCR AR

4. HEAR YR

Q2 ik b 75 o A 1 00 R 44 BR (LA 1E 2 R0 44 i i A FE 22 20 R RS

(AL iR

(3) 24 b IO bk ok M AG58 J7 1 3F BA ol SR S0

C4) 225 i 1) 245 340 2 5409 6 0 o B SOk YE

(5) 25 & (P G R Y ek, (04 26 AT LR L LAY 2 R e 1 LB 2 M I RS LA AT L 6 R B L AR S A AT R
T5 %%

(6) 24 b 1) B P S S Bk

5. 2l 9L HE

6. fu b bR A3 A,



SENGR HVRECHE T2 T DU T B IO It b o A A 245 0 s o R R AR OB 1 £ A TR
I8 A LA s 25 T S0 25 R £ RE ) 10 4 2 T R AT 2 i B B TR AR ME R SR PF S R, Jy R TR
fi.

LA UCHE 1T 24 ol 7 7 I I B 9T I R AR R .

Bk GEOENEME ISR BEAZ 4. FIWIAF, B Er=T fi s 2 H A of i
TE « FLA 250 A6 T HIE 2 Z8CHT /S A H 1o JUR UEAIURR 382 b O B A o el o 90 245 5 A 7= T 85 1 SO LW B A
JBURRE o o S BT L 20 W A 1) B T E o U 2 TR AR A T R AR | 8 T A R A i L
7R R R 1] A S 25 BUR M A OB AR T R

£tE KM W

b Ak WA TR AL K G T 25 55T IURE )5 1T i 2446 T S il A 56 R X A U 12 B A
B Bt .

SR NA BRER LA K R 2 S SO TE 25 (1 S e AR B CORR R 2 A B D) RS R 2y
Y A VRO 24 A R 1 ) B

Wbk BE LTS 1 EL T R 1A R O O LR S 6 U A 06 R R 2R T A T A
Ja . TR .

|G AL PTRS R E R 25 02 O E 2 8 ) TR 25 0 ) (CH A2 JR A VIR M 2 ),

WLk Akt DA R

W& ABEEAE 199141 H 1 HE#IT.

Provisions Governing Import Drugs
Promulgated on Nov. 2,1990
by the Ministry of Public Health
of the People’s Republic of China

CHAPTER 1 GENERAL PROVISIONS

Article 1
With a view to strengthening the control and supervision of import drugs and guaranteeing their
quality, safety and efficacy, these provisions are established according to the” Drug Administration

Law of the People’s Republic of China ” and other acts, regulations.

Article 2

The health administrative agency of the State Council of the People’s Republic of China is the
competent authority for the control and supervision of import drugs. The Public Health Department
(Bureau)of provinces,autonomous regions,and municipalities directly under the central government

are responsible for the control and supervision of drugs imported within their own jurisdiction.

N



Article 3

Import drugs must undergo official analysis conducted by the Coastal Institutes for Drug Control
(hereafter referred as Coastal Institutes). The Coastal Institutes are authorized by the Ministry of
Public Health of the People’s Republic of China to conduct official analysis for imported drugs on be-
half of the government.

The National Institute for the Control of Pharmaceutical and Biological Products is responsible

for the technical guidance for Coastal Institutes and the adjudication of disputed analytical results.

Article 4

Import drugs must be those varieties that are safe,effective,and meet the requirments of domes-

tic clinical practice.
CHAPTER 2 REGISTRATION OF IMPORT DRUG

Article 5

A Registration system for the control of import drugs is enacted by the country. Import drug
must have a “registration certificate for import drug”issued by the Ministry of Public Health of the
People’s Republic of China. The registration certificate is applicable only to the drug,the country,and
the manufacturer as stated therein.

For a variety of drug with no registration certificate which is specially required in clinic practice
or cannot totally be supplied by domestic production,an application must be submitted to the Min-
istry of Public Health of the People’s Republic of China by the importing unit and a“registration cer-
tificate valid for only once”will be granted by the Ministry if it is approved. This certificate is applica-
ble only to the drug,the manufacturer,the quantity,the time limit and the Coastal Institute specified

therein.

Article 6

When a“registration certificate for import drug”is applied for by a foreign manufacturer or its
agent ,an application form shall be completed in duplicate and submitted, with all data and docu-
ments as so required, to the Bureau of Drug Administration and Policy of the Ministry of Public
Health of the People’s Republic of China. A “registration certificate for import drug valid for only
once”of a specially wanted drug should be applied for by the domestic importing unit and all the data
and documents so required shall be submitted to the Public Health Department (Bureau) in the
province , autonomous region, or municipality directly under the central government for preliminary
examination and then transferred to the Bureau of Drug Administration and Policy of the Ministry of

Public Health of the People’s Republic of China,for approval.

Article 7
Following data and documents shall be submitted when applying for the registration certificate.

\



1. Original and Chinese translation copy of the certificate issued by the health authority of the
exporting country ratifying the production, marketing ,and exportation of the drug concerned, as
well as GMP inspection report of the exporting country ;

2. Letter of patent;

3. Data sheet and their Chinese translation;

4. Technical informations;

1) Formula, names (including non — proprietary name, trade name, chemical name) of active-
ingredients,and adjuvants and dosages;

2)Brief description of its production process;

3)Specifications and quality control methods of the drug(s) and their Chinese translations;

4) Abstracts of its pharmacological and toxicological experiments,and literature informations;

5)Clinical data,including indications, dosages, route of administration,compatibility with other
drugs,adverse and side—effects,contraindications,and precautions;

6)Data on its stability studies;

5. Samples of the drug(s);and

6. Samples of packaging,and labelling material.

Article 8

In the application of a “registration certificate for import drug”if the attached specifications is
not included in a Pharmacopoeia or in the “Provisions of Biological Products”i. e. a standard of the
manufacturer’s, then three batches of sample should be submitted to the Coastal Institute assigned by
the Bureau of Drug Administration and Policy of the Ministry of Public Health of the People’s Re-
public of China for inspection. Its examination can be continued only when the standard is proved to

be acceptable.

Article 9
Drug (s) imported for the first time shall be subject to clinical study or validation in the territory
of China.

Article 10

“Registration Certificate for Import drug”is valid for 3 years as of its issuance. Renewal of the
registration certificate may be applied for by foreign manufacturer and their agent six months before
its expiration,and in this case,a certificate issued by the exporting country ratifying the production
and marketing as well as documents such as data sheet and specifications should also be attached ,the
new certificate shall be issued if renewal is approved.

If revisions have been made on specifications,production process,indications,data sheet,etc. the
revised documents should be submitted timely to the Ministry of Public Health of the Peoples’s Re-
public of China for reexamination.

eseeee (Be omitted)



CHAPTER 7 SUPPLEMENTARY ARTICLE

Article 25
Charges for the issuance of “registration certificate for import drug”by the MPH. , PRC. ,and

for the analysis and issuance of certificate to foreign country by Coastal Institute shall be collected in

accordance with relevant provisions.

Article 26

Narcotic drugs,psychotropic drugs,radiopharmaceuticals shall be imported according to“Regula-
tions for the Control of Narcotic Drugs”, “Regulations for the Control of Psychotropic Drugs”,and
“Regulatioms for the Control of Radiopharmaceuticals” promulgated by the State Council of the

People’s Republic of China.

Article 27
Human serum albumin and blood preparations specially permitted by MPH. ,PRC. ,may only be

imported after approval by the MPH. PRC. in accordance with relevant regulations.

Article 28
The phrase “pharmacopoeias generally used in international commerce”used in this document

» %

refers to “United States Pharmacopoeia”, “British Pharmacopoeia”, “ Japanese Pharmacopoeia”and

“European Pharmacopoeia”.

Article 29
The Ministry of Public Health of the People’s Republic of China is responsible for the interpre-

tation of the provisions.

Article 30

These provisions shall come into force on Jan. 1 of 1991.

(Translated by the Bureau of Drug Administration and Policy of the Ministry of Public health .

In case of discrepancy ,the original version in Chinese shall prevail. )
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Regulations on the Renewal of
“Registration Certificate for Import Drug”

Article 1. On the basis of Article 10 of “Provisions Governing Import Drugs”
these regulations are established.

Article 2. The renewal of “Registration Certificate for Import Drug”must be ap-
plied for voluntarily by the manufacturer or its agent,six months before the expira-
tion of the original registration certificate.

Article 3. In the renewal of “Registration Certificate for Import Drug”an appli-
cation form needs to be complete in duplicate and the following documents should be
submitted :

1. Marketing and distribution certificate for the drug issued by the health au-

thority of the drug producing country.

2. Data sheet of the drug.

3. If revision has been made on the specifications or production process of the
drug after obtaining the “Registration Certificate for Import Drug”,then the
new one should be submitted.

All the documents mentioned above should be submitted with their Chinese

translation copies.

Article 4. The following principles are observed by the Bureau of Drug Adminis-
tration and Policy of the Ministry of Public Health of the People’s Republic of China
in dealing with the renewal of registration certificate:

1. Drugs with established efficacy, reliable quality, and be needed in clinic or

pharmaceutical manufacturers of this country,their renewal shall be allowed.

2. Drugs with uncertain or disputed efficacy ,clinical trial and evaluation shall be
rearranged , from which to determine whether the renewal of their registration
certificate be allowed.

3. Drugs can be produced domestically with a quality not inferior than foreign
product and their production capacity can satisfied domestic need ,the renewal
of their registration certificate shall not be allowed.

Article 5. Since the date of expiration,the“Import Drug Permit”or“Registration
Certificate for Import Drug”should not be used to sign contract by domestic drug im-
porting unit. Drug arrived this country after the expiration with contract signed be-
fore the date of expiration, its application for analysis should be accepted by the
Coastal Insitute.

Article 6. An evaluation fee of 1000 shall be collected for each renewal.

Article 7. The Ministry of Public Health of the People’s Republic of China is re-
sponsible for the interpretation of the regulations.

Article 8. These regulations shall come into force on July 1 of 1991.
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THE OFFICIAL LISTING OF IMPORT DRUGS

FHES Number of Certificate X940001
378
5 &R | Name of Drug and f;ﬁ}ié:— BB £) KEFLOR(Celaclor)
R FE Presentation f?# A BULK
A Specification USsP
aip: ) Country of Origin R INDIA
RANBAXY LLAB. LLTD.
4 725]" | Name and Address of INDUSTRIAL AREA - 111
ZFR &M | Manufacturer DEWAS, MOHALL PUNJAB
INDIA
RANBAXY LAB. LLTD.
EBiFZH Name and Address of 10TH FL.. DEVIKA TOWER
s gEy | Nome an 6 NEHRU PLACE
R ik w NEW DELHI - 110 019
INDIA
£7=E Registration Number
HEXS in Country of Origin 28/15/83
EZFS Patent Number
KIEEHH] | Issue Date 01/08/94
B S HARR Expiry Date 01/07/97
EMHES Number of Certificate X940002
52 ZF | Name of Drug and EG_""”;, B3} NOVOLTEN( Diclofenac)
RBFE | Presentation i S.R.GRANULE
WA Specification 100mg
baid: ] Country of Origin * E FRANCE
LES LAB. ETHYPHARM
HF7H]” | Name and Address of |y o 21 RUE SAINT ~ MATHIEU
ZFR Bt | Manufacturer . HOUDAN
FRANCE
=
E?::azﬁ%rﬁ, Name and Address of + @ M
Tttt " | Applicant + 48551 5 &1 2/304
& E Registration Number 2651
HAEXS in Country of Origin
TS Patent Number
&iEH# Issue Date 01/13/94
HHHIPR | Expiry Date 01/12/97
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SEAHES | Number of Certificate | X940003
ESTE d Name of Drug and BEKR(TP38) ?I\};:ll:((l)r :X}:i((;?:‘tRA o)
1| P ats % % OXY gesterone
R FE resentation 1 %1 INJECTION
A Specification 150mg/ 1ml
=i Country of Origin te A B BELGIUM
N.V.UPJOHN S.A.
4 7% | Name and Address of RIJKSWEG 12
Z# Bt | Manufacturer 2670 PUURS
BELGIUM
’ - o UPJOHN CO.(H.K.) LTD.
St 2y 2h
EFI%_EEJ_ Name and Address of %ﬁﬁ . J% ) }‘ RM. 710 DOMINION CTR.
HAE B . Hib 25 K& 37 - 59A -1
Ritht Applicant AL b T10 F 37 -59A QUEEN’S RD. E.
HONG KONG
£ 7E Registration Number e
HEXS in Country of Origin T TBIIETE
ZFS Patent Number
&IEEH] | Issue Date 03/08/94
EHHEAPR | Expiry Date 03/07/97
A MHES Number of Certificate X940004
| . iy
) o ; <
R F By Presentation # #l INJECTION
Mg Specification 150mg/3ml
F= b Country of Origin e A B BELGIUM
N.V.UPJOHN S.A.
4725 | Name and Address of RIJKSWEG 12
ZM A&t | Manufacturer 2670 PUURS
BELGIUM
g EHEBH UPJOHN (‘().(H.K..) ‘I:TD.
= Name and Address of B e RM. 710 DOMINION CTR.
EYNCIE : FE2/BKEAR3T-59A ; e N
Bk Applicant EEB L b TI0E 37-59A QUEEN’S RD.E.
mEE HONG KONG
St Registration Number 5
77S10
HEXS in Country of Origin ZITSIOFL2
TS Patent Number
RIEHH | Issue Date 03/08/94
R HARR Expiry Date 03/07/97
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THE OFFICIAL LISTING OF IMPORT DRUGS

AMES Number of Certificate X940005
Z5am & | Name of Drug and BL A A B EJSS_O}:ALK}I lic acid
R FE Presentation B & (A:;ﬁ;iéyc olic acid)
M Specification 250mg
P Country of Origin & GERMARY
DR. FALK PHARMA GMBH
475" | Name and Address of BEHEL LSS LEINENWEBERSTRASSE 5
EZF Bt | Manufacturer = . D - 7800 FREIBURG
GERMANY
JACOBSON VAN DEN BERG
B | e and Address of | TE & EAMAS (HK) LTD.
BMABER | & £ Hihit Bl 2 & 41 237 LOCKHART ROAD
R ttht PP AR AE 2375 | WANCHAI
HONG KONG
£E Registration Number
#HEXS in Country of Origin P70
ZFS Patent Number
ZIEBH | Issue Date 04/17/94
BHMHPR | Expiry Date 04/16/97
AMES Number of Certificate X940006
Hom B Name of Drug and I & & ()4t 2 3K8E) FALKAMIN
b &1k Presentation # #| ORAL POWDER
A Specification 26.7g
FEHL Country of Origin % E GERMARY
DR.FALK PHARMA GMBH
4£775]" | Name and Address of EEE RS LEINENWEBERSTRASSE 5
Z# Bt | Manufacturer D - 7800 FREIBURG
GERMANY
JACOBSON VAN DEN BERG
BB | e and Address of | TS RERAMAS (HK) LTD.
7R it I E T TS 237 LOCKHART ROAD
Riht L ABIEIFIEAE 237 % WANCHAI
HONG KONG
4 =E Registration Number
#AEXS | in Country of Origin
ZFS Patent Number
&iFH# Issue Date 04/17/94
B AR Expiry Date 04/16/97
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THE OFFICIAL LISTING OF IMPORT DRUGS

F S Number of Certificate X940007
BBl Name of Drug and EI% 4 GILEMAL(Glibenclamide)
p &1k Presentation A A TABLET
M Specification Smg
fad: ) Country of Origin 4 F 4] HUNGARY
CHINOIN PHARMA. & CHEM.
Yt T Name and Address of KS)T(]::S (l*}(l)JI')}\;I"lI-)%I
Z# KMt | Manufacturer TOU.1-5
HUNGARY
o st 4B 137 2k SANOFI CHINA BEIJING OFFICE
y = B 3 9 >
BiEH B~ %w i HEAE RM. 2823 CHINA WORLD CENTER
= Name and Address of P B 5 2 3] & 2530 : e
HAT)ER . = I 1 JIAN WAI STREE
TBihht Applicant PELFTRI KA T BEIJING 100004
g% & /5 5 5 1JING
VxR0 CHINA
£ 73 Registration Number 3490
#it##XS | in Country of Origin
EHS Patent Number
KB # Issue Date 01/11/94
B W AR Expiry Date 01/10/97
FAHES Number of Certificate X940008
St bl
LT it Name of Drug and R T A8 o= A
T FE Presentation P (Drotaverine Hel)
INJECTION
M Specification 40mg/2ml
P Country of Origin &) F £ HUNGARY
CHINOIN PHARMA. & CHEM.
WORKS CO., LTD.
EVat S Name and Address of -
ZRBME | M [_ H - 1045 BUDAPEST
R Manufacturer TOU.1-5
HUNGARY
J . z SANOFI CHINA BEIJING OFFICE
: " =
BiEH oot it b RM. 2823 CHINA WORLD CENTER
i Name and Address of + B 5 28] E 3 sl
HATB) BN ; = A 1 JIAN WAI STREE
B it Applicant PEILTEI XA T BELING 100004
B XA 2823 F -
CHINA
&= Registration Number 3233
EXS in Country of Origin o
TS Patent Number
%iEBHA | Issue Date 01/11/94
HBHR | Expiry Date 01/10/97




