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THE RECORD OF DISCUSSIONS BETWEEN THE JAPANESE
- IMPLEMENTATION SURVEY TEAM AND
THE AUTHORITIES CONCERNED OF THE GOVERNMENT OF
~THE PEOPLE'S REPUBLIC OF GHINA
ON THE JAPANESE TECHNICAL COOPERATION
FOR THE TIANJIN DRUG QUALITY CONTROL PROJECT

‘The Japanese Implementation Survey Team (hereinafter referred to as "the
Team") organized by the Japan International Cooperation Agency (hereinafter
referred to as "JICA") and headed by Dr. Mitsuru Uchiyama, visited the People's
Republlc of China from November 3 to November 9, 1993 for the purpose of
working out the details of the technical cooperation program concerning the
Tianjin Drug Quality Control Project in the People’'s Republic of China.

During its stay in the People's Republic of China, the Team exchanged views
and had a series of discussions with the Chinese authorities concerned in
‘respect of the desirable measures to be taken by both Governments for the
successful implementation of the above-mentioned Project.

As a result of the discussions, the Team and the Chinese authorltles
concerned agreed to recommend to their respective Governments the matiers
referred to in the document attached hereto.

Done in duplicate in the Japanese, Chinese and English language, each text
is considered equally authentic. In case of any divergence of interpretation,
the English text shall prevail.

Tianjin, November 6, 1993

\)L%w ?C o M

1

Dr Mitsuru Uchlyama Mr. Liang Su
Leader, - . - o : Director, :
- Implementation Survey Team, o The Sciehce and Technology Comm1331on,
Japan International = - Tianjin ‘Municipal
Cooperation Agency, - == = - - People's Goverament,
JAPAN L THE PEOPLE'S REPUBLIC OF CHINA
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The Government of the People's Republic of China will ensure that the
technologies and knowledge acquired by the Chinese nationals as a result
of the Japanese Lechnical cooperation will contribute to the economic and
social development of the People's Republic of China.

The Government of the People's Republic of China will grant in the
People's Republic of China privileges, exemptions and benefits as listed
in Annex IV and will grant privileges, exemptions and benefits, no less
favorable than those granted to experts of third countries or
international organizations performing similar missions, to the Japanese
experts referred to in I —1 above and their families.

The Government of the People's Republic of China will ensure that the
Equipment referred to in II —2 above will be utilized effectively for the
implementation of the Project in consultation with the Japanese experts
referred to in Annex 1II.

. . The deernment of the People's Republic of China will take necessary

measures to ensure that the knowledge and experience acquired by the
Chinese personnel from technical training in Japan will be utilized
effectively in the implementation of the Project.

In accordance with the laws and regulations in Torce in the People's
Republic of China, the Government of the People's Republic of China will
take necessary measures to provide at its own expense :

Services of the Chinese counterpart personnel, interpreters,
administrative personnel (including staff for the Japanese project
office) and drivers as listed in Anpex V ;

Land, buildings and facilities as listed in Annex VI ;

Supply or replacement of machinery, equipment, instruments, vehicles,
tools, spare parts and any other materials necessary for the
implementation of the Project other than the Equipment provided
through JICA under I —2 above ;

A means of transport for the Japanese experts for official travel within
the People's Republic of China and fares within Tianjin City;

Suitably furnished accommodation for the Japanese experts and their
families. .

- K ?,
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I.

II.

‘ THF ATTACHED DOCUMENT
COOPERATION BETWEEN BUTH GOVFRNMENTS

. The Government of the People's Republic of China will implement the

Tianjin Drug Quality Control Project (hereinafter referred to as "the
Project”) in cooperation with the Government of Japan.

The PrOJect Wlll be implemented in accordance w1th the Master Plan which
is given in Annex ‘1. -

MEASURES TO BE TAKEN BY THE GOVERNMENT OF JAPAN

In accordance with the laws and regulatlohs in force in Japan, the
Government of Japan will take, at its own expense, the following measures
through’ JICA according to the normal procedures under the Technical

-Cooperatlon Scheme of Japan

DISPATCH OF JAPANESE EXPERTS
The Government of Japan will. provide the services of the’ Japanese
experts as 11sted -in Annex H

. PROVISION OF MACHINFRY AND EQUIPHENT

The Government of Japan will provide such machinery, equlpment and other
materials (hereinafter referred to as "the Equ1pment“) necessary for the
implementation of the Project as listed in Annex TI. The Equipment will
become the property of the Government of the People's Republic of China
‘upon’ being delivered C.1.F. to the Chinese authorltles concerned at the
;ports and/or alrports of dlsembarkatlon

. -TRAINING OF CHINESE PERSONNEL IN' JAPAN

The Government of Japan will recelve the Chinese personnel connected w1th
the Project for technlcal training in Japan.

I0. MEASURES T0 BE TAKEN BY THE GOVERNMENT OF THE PEOPLE'S REPUBLIC OF CHINA

The Government ‘of the People s Repuhllc of China will' take necessary
measures to ensure that the self—rellant operation of the Project will be

sustained during and after the period of Japanese ‘technical cooperation,
through the full and active involvement in the Project by all related
authorities, beneficiary groups and institutions.



7.

(1)

(2)

(3)

In accordance with the laws and regulations in force in The People's
Republic of China, the Government of the People's Republic of China will
take necessary measures to meet :

Expenses necessary for the transportation within the People's Republic
of China of the Equipment referred to in II —2 above as well as for the
installation, operation and maintenance thereof;

Customs duties, internal taxes and any other charges, imposed in the
People's Republic of China on the Equipment referred to in II —2 above;

Running expenses necessary for the implementation of the Project.

IV. ADMINISTRATION OF THE PROJECT

1.

The Science and Technology Commission, Tianjin Municipal People's
Government will bear overall responsibility for the administration and
implementation of the Project.

In cooperation with the provincial governments, the Ministry of Public
Health will disseminate the results of the Project to the related
institutes for drug control in the country.

The Tianjin Bureau of Public Health will be responsible for the
administration and management of the Project, and provide the local
expenses necessary for the implementation of the Project.

The Japanese Chief Advisor will provide necessary recommendations and
advice to the Ministry of Public Health, the Science and Technology
Commission, Tianjin Municipal People's Government, Tianjin Bureau of
Public Health and Tianjin Institute for Drug Control on any matters
pertaining to the implementation of the Project.

The Japanese experts will give necessary technical guidance and advice
to the Chinese counterpart personnel on technical matters pertaining to
the implementation of the Project.

For the effective and successful implementation of technical cooperation

for the Project, a Joint Coordinating Committee will be established
whose functions and composition are described in Annex VI.

@*07%7 , )
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. JOINT EVALUATION

Evaluation of the Project will be conducted jointly by the two Governments
through JICA and the Chinese authorities concerned, (at the middle and)
. during the last six months of the Cooperatlon term in order to examine the
levels of achlevement

. CLAIMS AGAINST JAPANESE EXPERTS

The Government of the People’s Republic of China undertakes to bear claims,

- if any arises, against the Japanese experts engaged in technical cooperation
- for the Project resulting from, occurring in the course of, or otherwise
~connected with the discharge of their official functions in the people's
Republic of China except for those arising from the willful misconduct or
gross negligence of the Japanese experts.

. MUTUAL CONSULTATION

There will be mutual- cohshltatlon between the two Governments on any major
issues arising from, or in connection with this Attached Document.

. TERM OF COOPERATION |

The duratlon of the techn1031 cooperatlon for the Project under thls
Attached Document will be five (5) years from November 6, 1993.

ANNEX 1.

ANNEX VI

MASTER PLAN

~ANNEX I LIST OF JAPANESE EXPERTS

ANNEX Tl LIST OF MACHINERY ARD EQUIPMENI

ANNEX IV PRIVILEGES, EXEMPTIONS AND BENEFITS FOR JAPANESE EXPERTS

ANNEX V LIST OF CHINESE' COUNTERPART AND ADMINISTRATIVE PERSONNEL

ANNEX VI LIST OF LAND, BUILDINGS AND FACILITIES :
JOINT COORDINATING COMMITTEE ' '

R




ANNEX T  MASTER PLAN

1. Objective of the Project

(1)

Overall Goal:

The overall goal of the Project is to ensure the quality, efficacy and
safety of the drugs circulating in the People's Republic of China
through further improvement in the technical capabilities of drug
control institutes.

Project Purpose:

To contribute to the attainment of the above-mentioned overall goal, the
Project is to strengthen experimental analytical technology and
conditions conpected with drug quality control in the Tianjin Institute

for Drug Control.

2. Expected outputs and Activities of the Project

(1)

oo

Activities of the Project
To acquire technology for drug quality controi
To improve the experimental conditions of drug quality control
laboratories
To train personnel engaged in the testlng and analy51s of drugs
To conduct joint research on drug quality
Other activities mutually agreed upon as necessavy

Expected outputs of the Prodect

The technology to be improved Lhrough the implementation of the

Project is as follows:

Drug analysis technology
Efficient utilization of analytical instruments and apparatus
Application of instrumental analysis including new technology for
drug analysis

Antibiotics
Potency test and standardization of antibiotics
Sterility test for pharmaceutical preparations

Chemical drugs :
Standards, specifications and methodologies for chemical drugs
Bioavailability and stability tests and research

Crude drugs
Standards and test methods for crude and traditional drugs
Fundamental procedures for the pharmacological evaluation of crude
and traditional drugs
Isolation of and research on active components of crude and
traditional drugs

O i



e. Biochemical drugs
Analytical and biochemical test methods for biochemical drugs such
as proteins, glycoprotelns and polysaccharides
Standardization of biochemical drugs such as protelns, glycoproteins
~and polysaccharides
f. Pharmacology / Bioassay
‘Bioassay of drugs
Specific toxicity tests on drugs
g. Quality Control / Data management '
Understanding the concept of total quality control and GMP on drugs
Computerized management of dnalyt1cal data

Japanese Techn1ca1 Cooperatlon :

The Government of Japan will assist the Government of the People's
Republic of China in carrying out the activities for obtaining the
outputs, which are described in paragraph:2 above.



1.
2.
3.

4.

ANNEX 1T LIST OF JAPANESE EXPERTS

Chief Advisor

Coordinator ‘

Experts in the following fields:
(1) Drug analysis technology

(2) Antibiotics

(3) Chemical drugs

(4) Crude drugs

(5) Biochemical drugs

(6) Pharmacology / Bioassay
(7)Quality Control / Data management

o £
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Other experts in related fields mutually agreed upon as necessary.



L
2.
3.

ANNEX- T  LIST OF HACHINERY AND EQUIPMENT
Analytical Instruhents

Laboratory Apparatus
Other machinery and equ1pment mutually agreed upon as necessary.

-29-



ANNEX IV PRIVILEGES, EXGMPTIONS AND'BENEFITS'FOR JAPANESE EXPERTS

Exemption from income tax and other charges of any klnd 1mposed on or in
connection with allowances remltted from abroad - :

Exemption from customs_dutles with respect'to the 1mportati0n of personal
effects by the Japanese experts and their families, as well as the
importation of machinery and equipment related to their activities.

Provision of medical services.

R

¢
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1.
2.
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ANNEX V  LIST OF CHINESE COUNTERPART AND ADMINISTRATIVE PERSONNEL

Chief of the Project

Counterpart personnel in the flelds of:
) Drug analysis technology
)Antibiotics =
) Chemical drugs
)Crude drugs - -
)Biochemical drugs -
6) Pharmacology / Bioassay

)Quality Control / Data management

- Administrative personnel o

( including staff for the Japanese Project Office )
1) Secretaries
2) Clerks
3) Interpreters
4) Typists

)Drivers

)Other supporting staff mutually agreed upon as necessary

1
VA
3
4
b

B~ o £ | . %
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ANNEX VI LIST OF LAND, BUILDINGS AND FACILITIES

1. Land
2. Buildings and facilities: : Co ;
(1) Sufficient space for 1mplementat10n of the PrOJecL
(2)0ffices and necessary facilities for the Japanese experts :
(3)Facilities such as the supply of electricity, water, sewerage system,
telephone, and furniture necessary for the PrOJect s activities
(4} Other fa0111t1es mutually agreed upon as necessary

CHIE 0 \f?ﬁy\
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ANNEX VI JOINT COORDINATING COMMITIEE

1. Functlons : :
The Joint Coordlnatlng Committee will meet at least once a year and
whenever the need arises, and work:

_(llto formulate the annual work plan of the Project in 1ine with the
Tentative Schedule of Implementation formulated under the framework of
-this Attached Document. -

{2)to reﬁiéw.the'overail pfogress of the Project as well as the achievements
of the above-mentioned annual work plan; and

(3)to review and exchange views on major issues arising from or connection
with the project.

2. Composition
(1) Chairman: Director, the Science and Technology Comm1831on of Tianjin
Municipal People's Government :

(2) Members:
Chinese side:.

a.
b.
C.

d.

e,
f.
g.

Representative of the State Science and Technology Commission
Representative of the Bureau of Drug Policy and Administration,
Director of the Ministry of Public Health, Tianjin Bureau of Public
Health - _

Representative of the Science ‘and Technelogy Commission of Tianjin
Municipal People's Government

Representative of Tianjin Bureau of Public Health

- Director; Tianjin Instltute for Drug Control

Other personnel ‘concerned w1th the Project

Japanese.sidef

Chief Advisor

Coordinator

Other experts

Member of Mission to be dlSpatChed by JICA HDQ
Representative of the JICA China Office

: * Official (s} of the Fmbassy of Japan may attend the Joint Coord1nat1ng
~ Committee as observers.

o T %
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TENTATIVE SCHEDULE OF IMPLEMENTATION
OF
TUE TIANJIN DRUG QUALITY CONTROL PROJECT

The Japanese Implementatlon Survey Team and The Sc1ence and Technology
Commission, Tianjin Muricipal People's Government, have jointly formulated the
Tentative Schedule of Implementation of the Tianjin Drug Quailty ConL101 Project
as annexed hereto. ThlS has been formulated in connection with T -2 of the
Attached Document of the Record of Discussions 31gned between the Japanese
Implementation Survey Team and The Science and Technology Commission, Tianjin
Municipal People's Government, for the Tianjin Drug Quality Control Project on
the conditions that the necessary budget will be allocated for the
implementation of the Project by:both 31des, and- that the Schedule is subject to
change within the framework of the Record of Discussions when the need arises in
the course of the Project’'s implementation..

Done in duplicate in the Japanese, Chlnese and English language, each text
is considered equally authentic. In case of any dlvergence of lnterpretatlon
the English text shall prevail. R -

Dr. Mitsuru Uchiyama Mr Llang Su

Leader, _ R Director, e

Implementation Survey Team, . . ‘The Science and Technology Comm1331on,
Japan International Tianjin Munlclpal

Cooperation Agency, People's Goveqnment o '

JAPAN : THE PEOPLE'S REPUBLIC OF CHINA
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TENTATI\-’E SCHEDULE OF IMPLEMENTATION OF THE TIANJIN DRUG QUALITY CONTROL PROJECT

Input “Fiscal Year|1993/11 ~1994/03 |1994/04 ~1995/03 1995/04 ~1996/03]1996/04 ~1997/03[1997/04 ~1998/03 1998/04 ~1998/10 Remarks
Y e a r First Year Second Year Third Year Fourth Year Fifth Year
| . Dispatch of Japanese . Experts with the "+"
Experts to China 94-01 95.01 96-01 _ 98:11 |mark will give
1)Long Term Experts 4 G e o et s 5 sl g it e o s ot s e s 5 o 13 P b ) e 5 i S s e e A e wmwmat | lectures in the
Chief Advisor e o i e o e e e s o e e v st e e ke e o = e = | seminars too.
Coordinator Standards of crude dras (2‘3“) Biochemistry l antibictics (ricrobiolody)  mtibiotics (analysis)
2)Short Term Experts e lrunental Temememed]) 10¢memedime=edy 10¢=m==d]1 deme=acdfy
- salysia | lmstrumental anlvsis 3 (3w (o (2M)
lmeememend  ememme () - Bioavailability + Crude drus (Pharmacolony)
(3M) Drug evatuation and review LSS aa sReDEmem  pinthenistry
e (2-3M) (2-34)  demmdemen? Drug analysis
(2w x2 ) Standards of crude druas (2M) (2M) (rew tecmoloay)
- emlecturer for drt analysis Témememessg ememe
Muality contral o (2-3M) = (2-3M)
femeza by g;:g_q:a'ri!gﬁ Lecturer for standards of crude drugs
(24) Hanagement of (2-3M) Pharmacoloav(Bicassav) Drug stability +
analytical data (1M) 10e=e= ==emem
10e=e= (1M) (2-3M)
Mt s : o . - Urug analysis :
| 2. Training of antibiotics - Hiebemistry pntibiotics (rew technolon) Prarmacology (special taxicity) % Number and content
Counterpart Personnel Jemememen=dl | e= S femoacmcac] bememmemema ] e of trainees are
in Japan (6M) {9M) pra staility (OM) (6M) (6-9M) subject to further
' Drug analvsis (GC‘MS) _ eREREmEREAes. _ Brug analysis discussion.
Jememcmencaeh§ fatibiotics (5~12M) erude drugs/thinese (autcmated) *
| {6M) femmmemencacacd | (6M)
Stardards of  phyyrpacol cav(Bicassay) (M)
crude drax 41:::::::::@9 7 .
[eme=s]] (6M) Drug analysis (FT-IR) Crude drugs(isolation
(2M) femememenanes]( and identification
o Crude drugs (active components) (6M) nstrumntal énalysiéap >12
- Bloavailability femmmememaned ] 2 (maintenance) (aM)
femmmamemema] ] (9M) 10¢mememcmad]
(6M) . Biochemistry
: Pharmaceuticai femmmrmmsememes)
Duality control % i requlation (g?ﬁ)
10e=e= Hrme=
(14) - (1M)
3. Provision of Machinery Yo% | o % * Y |Mark "%" stands for the schedu-
and Equipment ' - | ie of the arrival of equipment.
4. Dispatch of Survey E A ; A . A A A Mark "A" stands for the schedu-
Team to China Planning and ConsultatiPn - Advisory . . Advisory - Advisory Eﬂaluation le of the dispatch of the Missiog.
7% : This Schedule is formulated tentatively on the assumption that the‘necessarj budget'ﬁiflzbe éﬁquiréd by both sides.

This Schedul_e 'is subject to change within the scope of the "Record of Discussions”, if the need arises during the course of ‘the ?rojeét's implementation.
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