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MINUTES OF DISCUSSIONS .
ON |
THE PROJECT FOR CONSTRUCTION OF: PRODUCTION FACILITIES
OF LIVE ATTENUATED MEASLES AND POLIOMYELITIS VACCINES
N |
THE REPUBLIC OF INDONESIA

In response to the request made by the Government of the Republic of
Indonesia, the Government of Japan decided to conduct a basi-c design study
on the Project for Construction of'Produbtion Facilities for live attenuated
measles and poliomyelitis vaccines {hereinafter  referred to as
"The 'PAroject") and the Japan lInternational Cooperation Agency (JICA) sent a
basic design study team headed by Dr. Konosuke Fukai, Chairmén.’ Board of
Directors, The Research Foundation for Microbial Diseases. of 0Osaka

University from December 1 to December ‘20, 1988.

The team had a series of discussion with the authorities ‘concerned
of the Government of the Republic of Indonesia, headed by

Dr. M. 8. Nasution, President Director, Perum Bio Farma and conducted a

field survey in Bandung.

As a result of the discussions both parties agreed to recommend to
their respective Governments that the major points of understanding reached

between them, attached herewith, should be examined towards the realization

of the Project
Jakarta, December 9, 1988

Ko Jruos Z)/u@j;f;,,

Dr. Konosuke Fukai Dr. M, S. Nasution
Leader President Director
Basic Design Study Team Perum Bio Farma
JICA

@'qu?m%(\

Br. Slamet Soesilo },,,}.
Director General

of Food and Drug Control
Ministry of Health

_1,__
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1.

ATTACHMENT

OBJECTIVE
The objective of the Project is to construct production facilities of
live attenuated measles and poliomyelitis vaccines in Perum Bio Farma,
the - sta'tef owned . enterprise manufacturing biologicals under the
supervision of the Ministry of Health, so that Bio Firma will manufacture
the above mentioned vaccines for the Expanded Program on lmmunization in

lndoheéia.

SCOPE OF ACTIVITIES
The planned activitié_s in the project facilities are as follows:
2.1 SPF Chiken and Other Animal Breeding
2.2 Bulk Production
2.3 “in process” Quality Contro! and Quality Control of Final
Products |

2.4 Filling, Lyophilization and Packaging

PROJECT SITE

The project site is in the premise of Perum Bio Farma, 28 Jalan Pasteur,

Bandung, West Java, as shown in Annex |.

EXECUTING ORGANIZATIONS
The executing organization of the Project is the Ministry of Health and
Perum Bio Farma. '
(1)Overall fesponsibilities:

Secretary General of the Ministry of Health
('Z)Respoﬁsibilities for management and administration;

Director General of Food and Drug Control, the Ministry of Health
(B)Réspons_ibil{’éies for implementation of the Project, and for operation

and maintenance of the facilities after its completion;

President Director, Perum Bio Farma

K f fito-
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5. MAJOR ITEMS REQUESTED

8.

The team will convey to the Government of Japan the request of the
Government of Indonesia that the former . take necessary measures to
cooperate by providing the facilities and egqgiupment listed in Annex 1§

under the scheme of Japan's Grant Aid.

GRANT.MD PROGRAM o _ . ‘

The Indonesian side has understood Japan's Grant Aid System explai_ped by
the team which includes a principle of use of a Japanese consultant firm
and Japanese contractors for the implementation,

TECHNICAL COCPERATION _
The Indonesian side has requested technical assistance  from the

Government of Japan for the effective and efficient operation of the
facilities under the Grant as below; | -

7.1 Transfer of fundamental technology for production of live.

attenuated measles and poliomyelitis vaccineé |

7.2 Dispatching of Japanese experts

7.3 Training of Indonesian counterparts

7.4 Supply of Equipment _
The Team will recommend to the Japanese Government tﬁat suéh assistance
be extended under the scheme of Japan's technical cooperation.
The details of technical cooperation shall be .dise_:ussed w.ikt.h."the

Implementation Survey Team to be dispatched by _JICA in 1989.

UNDERTAKINGS BY INDONESIAN SIDE

The Indonesian side will take necessary measures listed in Annex 11l on

condition that the Grant Aid would be extended to {Ime Project.

(10)



Annex 1
PROJECT SITE
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Annex 1l
MAJOR ITEMS REQUESTED

i. Measles Vaccine Production Facilities with;

1l
1.2
1.3
14
15
16
1.7
1.8
1.9
1.10

Waghing and Sterilization Room
Media Preparation Roorn.
Vaccine Production Area
incubation Room

Filling Room

Freeze Drying Hoom

Labelling and Packaging Boom
Freézer Room

Store Room

Office for Record Keeping

2. Poliomyelitis Vaccine Production Facilities ~ with;

2.1
2.2
2.3
24
25
2.6
2.7
2.8
2.9

Washing and Sterilization Room
Media Preparation Room

Vaccine Production Area
Incubation Room

Biending Room

Filling Room

Freezer Roorﬁ

Store Room

Office for Record Keeping

3. Quality Control Facilities with;

3.1
3.2
3.3
34
35
3.6
3.9
3.8

Antibody Test Room
Pathological Specimen Preparation Room

Sterility Room -

Microscopy HRoom
Cold Room
Cell Culture Room

Yirus Culture Room
Office for Record Keeping
_ 5 —_—
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4. Animal Facilities with;

4.1
4.2
4.3
4.4
4.5
4.6
4.7
4.8

SPF Chicken Breeding Room
Seed Chicken Breeding Room
Monkey Breeding Room
Quarantiné Room |

Small Animal Testing Room
Neurovirulence -Room
Autopsy Room

Washing and Preparation Room

5. Equipment for ~the above facilities;

1. Prodiiction Facilitiy
A. Bulk Production Area

1.

Laminar Flow Cabinet

Air . Shower

'lncubatio'n Room
-Cold Room

Pass Box

Deep Freezer (-80T)
Freezer {-20T)
Others

B. Washing and Preparation Area

1.

2
3.
4
5

Double: End Autoclave

. Double End Drying Oven

D, W, L Pro_r:!uction Equipment
Bottle Washing Machine
Others

C. Filling, Packingz and Medium Preparation

1.

2
3.
4

Vials Washing Machine
Prying-Sterilizing Cooling Tunnel

Filling Machine

. Full/Half Stoppering Machine

—_ G —
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10.
11.
12.
13.
14.
15.
16.
17.
18.

D. Workshop/General Maintenance Service

t
2
3
4.
5
6
7

2. Animat

e o N o W

Capping Machine

Freeze Dryer for Large Scale Production

Chiller Unit (for Freeze Drver)
Air Curtain

Pooling Tank 1000liter
Laminar Flow Cabinet
Air Shower

Pass Box

printing Machine
Labelling Machine
Packaging Machine
Cold Room (+4U)
Filtration Devices

QOthers

Dil-free Air Compressor

Equipment

Electronics Refrigerant Maintenance Tools

Air Conditioner Maintenance Tools

Glass Pipe Cutting Machine
Electronic Service Tools

Particle Counter

. Others

Facility

A. SPF Chicken Breeding Area

1
2
3.
4
5

6.

Yiny! Isclator

. Cage for Chicken

Pass Box

Incubator

. Egg Storage \Unit

(tthers

B. Washing and Preparation

1.
2.
3.

Mulii purpose Cage Washer
Pouble End Autoclave

Others

(14)
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C. Animal Testing Area

1. Cage for Monkey

2. Cage for Mouse

'3, Cage for Guinea pig
4. Cage for Rabbit

5, Cage Rack

6. Others

3; Quality Control Facility
A..Pathological Testing Area
1. Microscope
2. Others

B. Virus Antibody Testing Area

1. Deep Freezer (-80T)

2. Freezer (-207)

3. Cold Room

4. lncubation Room

5. Centrifuge {Large VYolume Type)
6. Ultra Centrifuge

7. Clean- Bench

‘8. Air Shower

9. Pass Box

10. Others

C. Washing and Preparation Area
1. Double End Autociave
" Double End Drying Oven
nying Oven
Slow Freezing Machine

Others

L2 - S S I N ]

4. Supporting  Facilities
iI. Steam Boiler

2. Electric Generator

(15)
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1. To sec

Annex I

UNDERTAKINGS BY THE GOVERNMERT OF INDONESIA

are the tand for the Project and clear, level and reclaim the site

if necessary.

2. To provide

Project;

2.1
2.2
2.3
2.4
25

2.6

2.7

2.8
2.9

the following facilities /utilities in connection with the

Power Distribution to the site

Water Supply to the site

Main Drainage from the site

Gas Supply to the sité _

Telephone Trunkline to the Main Distribution Frame/Panel {MDF)

of the Building _ _ _
Perimeter Fencing and Installation of Gates in and afound the
site

Access Roads to the site

General Furniture

{Others

3, To ensure necessary budget and personnel for proper and effective

operation and maintenance of facilities and equipment provided under the

grant, which

3.1

3.2

includes the following; _
Recruit and placement of sufficient number of personnel with
adequate qualification and experience in;
1)} vaccine production
2) quality  control
3) animal breeding ‘ o
4) operation and maintenance of facilities and eguipment
Procurement of necessary animals and materials for operation
such as; |
1) Africap green monkey
2} Cynomolgus monkey
3) Animal feedstufis
4} Media and reagents

%) Other consumables

0T Kﬁé’“’/
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4. To use and maintain properly and effectively the facilities to be

constiructed and the equipment. to be DFOVi.ded' under the Grant Aid

5. To ensure _prompt unloading, tax exemption, customs clearance at the port
of disembarkation in Indonesia and to ensure prompt internal

transportaion of materials and equipment provided under the Grant.

6. To exempt or bear Value Added Tax(VAT).. as far as conform with the
existing regulation, which will be imposed with respect to procuring
_pfoduéts.and services necessary for the implementation of the Project in
_the following cases;

1) When Japanese nationals sign contracts with the Government of
lndone51a ,

2)_When Japanese nat;onais purchase products and services necessary for
the construction of the propos,ed facilities or equipment to be
installed in fhe proposed facilities. .

3) When Japanese nationals sagn contracts with Indonesian sub-contractors
with respect to the executlon ‘of duties under the contracts

mentioned above,

7. To accord Jépanese nationals whose services may be required in connection
with the supply of the products and the services under the verified
contracts such facilities as may be necessary for their entry into

Indonesia and stay therein for the execution of the Project

8. To exempt Japanese nationals from customs duties, internal taxes and
other fiscal levie.s which may be imposed in Indonesia with respect to

the supply of the products and services uhder the verified contracts as

far as conform with the existing regulation.
9. To bear all the expenses other than those to be borne by the Grant

10. To bear the commissions, if necessary. to the Japanese foreign exchange

" bank for the banking services based upon the banking arrangement,

— 10— j/imn
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MINUTES OF DISCUSSIONS
ON

THE BASIC DESIGN STUDY ON _
THE PROJECT FOR CONSTRUCGTION OF PRODUCTION FACILITIES
OF LIVE ATTENUATED MEASLES AND POLIOMYELITIS VACCINES
IN :
THE REPUBLIC OF INDONESIA

nse teo the request nade by the Government.pf the
;QDJ§?¥§DE} Indonesia, the Government.of Japan dec1ded.to
conduct a basic design study on'the Project for Construction
of Production Facilities of Live Attenuated Meas]esmand
Poliomyelitis Vaccines {hereinafter referred to as _the
project”) and entrusted the study to the Japan International

Cooperation Agency {(JICA).

JICA sent to the Republic of Indonesia & team headed by
Or. Konosuke Fukai, Chairman, Board of Directorsa the Besearch
Foundation for Microbial Diseases of Osaka University from

bacember 1 to December 20, 1988.

As a result of the study, JICA prepared a drqft final report
and dispatched a team to explain and discuss it from April 16

to April 22, 1888.

Both parties had a series of discussions on the Report and
agreed to recommend to their respective Governments that the
major poeints of understanding reached between them, attached
herewith, should be examined towards the realization of the

Project.
Jakarta, April 20, 1888

I osnasiidee Fudcar

Dr. Konosuke FuKai Ors. Daro tun

Leader President Director

Basic Design Study Team Perum Bio Farma

JICA ] Mo :

TSl K

W f

Dr. Gandung Hartono Drs. Slamet Soesilo

Director General Director General

of Communicable Disease Control of Food and Drug Control

and Enviromental Health Ministry of Health Co

Ministry of Health
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ATTACHMENT

Major Points of Understanding:

i. Both parties, 1in principle, agreed to the basic dasign
proposad in the Oraft Final Report with minor changes.

2. Both parties understood that the calculation of the
' production cost should be based on the economical and
social aspects. The Indonesian side judged that the
daepreciation of building and equipment is not included in

the estimation of the production cost.

3. _The Indongsian side confirmed that necessary staffs and
budget wQuld be arranged for the operation after the
completion of the project.

4, The Indonesian side reconfirmed the measures to be taken
for the realization of the Project as agreed on in the
Minutes of Discussions dated Dscember 3, 1988.

5. The Indonesian side wishes the project to be completed in
line with the schedule.

6. The Final Basic Design Study Report will be submitted |in
early June, 1989, v}\

7
2
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MINUTES OF DISCUSSIONS
o _
FURDAMEXTAL TECHNOLOGY TRANSFER FOR THE PRODUCTION OF
LIVE ATTENUATED MEASLES AND POLIOMYELITIS VACCIRES:
RETREEH
THE JAPANESE PRELIXUKARY SURVEY TEAX
AND _
THE INDORESIAK AUTHORITIES COHCERNED'

The Japanese Preiinminary Survey Tean ( hereinafter referred to és
“the Tean™ ) organized by Japan International Cnoperation'ﬁgéncy (JICA)
and headed by Br. Konosuke FUKAIL, Chairman, Board of Directors, Research
Foundation for Microbial Diseases of Dsaka Universi{y visited the Republic
of Indonesia from February 23 to March 9,1388, for the purpose of making
the studv on the fundamental Techrology Transfer for the Produbtion of
Live Attepuated Keasles and Poliosyelitis Vaccines Project {hereipafter

referred to as "the Project”™) requested by the Governsent of the Republic

of Indonesia.
The Teazn had a series of discussions and exchanged viees wilh the

1ndonesian authorities concerned, and observed the related facitities.
As the result of the discussions and study, both sides agreed to record

the essential maiters referred to in the Annex attached hereto.

Jakarta, March 8, 1858

/t:;;bfﬁ*x;LI ;Zav4£<u»L /%LuhL#{ﬁ./&»uwﬂ

Or. Konosuke FBKAP/ . ¥.5.Hasution
Leader, President Director,
Prelioinary Surﬁﬂx ean,J ICA Perum Bio Faraa

of Food and Drug Control
Wintstry of Hecalth
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[ Annex )

1. The nawa of the Project :

Fundamental Technology Transfer for the Production of Live
Attenuated Measles and Poliomyelitis Vaccines

2. Suamary of Discussion

The signifcan;e of the project proposal in improving general
health status of Indonesian people and the eligibility of the pro-
Ject have been confirsed through the autual discussion and an
observation by the Hission revealing that the Government of Indo-
nesia places great emphasis upon reducing infant rorbidity and
morta}l ity from communicable diseases preventable by vaceination
with the sharp increased coverage rates so far achieved as in cne
of the targets of the 4th Five Year Developoment Plan (REPELITA 1V)
and prorising potentialfty in facilities and staff currently

possessed by Perus Bio Farma.
However both sides acknowledge the necessity of assistance under
the grant aid schewe as for the facilities.

In order to materialize with the subsequent maintenance the
proposed project, Indonesian side has stressed its determination
to make the best efforts in establishing the multi-secloral
sﬁpporting systeas for not only the production itself but also
for the proper function of distribution-vaccination procedure
through the well organised administrative channels irrespective

of lialted cooperation periad.

Under such circusstances, detailed discussion for the dscision
of the tentative ijmplementation plan of the project prior to the
conclusion of the Record of Piscussion wili be highly recoamended.

@/ /-\/]:Z/

I{U\
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(z21)



3.Project Site {Execution Organization)

Perus Bio Farwa, Randung

4. 1ndonesian Organization Responsible for the Project.

(1)0verall responsibilities:
Secretary Generai of Hinistry of Health
(2)Responsibilities for management and administration:

Pirector General of Food and ‘Prug Control,
Hinisiry of Hzalth

(3)Responsibdilities for implenentation of the Project:

President Director,

Peruw Bio Farsa

(22)
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MEMORANDUM OF DISCUSSION
_ ON THE FUNDAMENTAL TECHNOLDBY TRANSFER FROJECT
FOR FRODUCTION OF LIVE ATTENUATED MEASLES AND FOLIOMYELITIS VACCINE

The Japanese Study Tegm (hereinatter referred L0 as “the Team")

organized by Japan International Cooperation Agency {JICA) vigited tha

"Republic of Indonesia from 25th August to 4th Sspitzmber 19898, The Team

had discussions on the implementation plan of the Fundamental Techno~-

logy. Transier Froject for Froduction of Live Attanuated Measles amc

Feliomyelitis Vaccines (berzinatier referred LD as "the Froject”) wish

the Inconesian Authorities concerned. For the Tinal decision which

will be madez &t tha signing of the Record of

implementation 6Ff the Froject, the Tesm and Ferum Eio Farma agrest io

record the resulis of discuzcicons as the document sttached hersio,

[

Jakaria, Ird September, 1928

‘

3

| T 12 o
. . /__.__-——-—-—'—”‘——'—_“_m_«
/\{-L—»Lra—o(/}‘(-«(. ‘j‘bulif‘-’k

Dr. kKonosuke Fukai Dr. .5, Nasution
Leadar Frasident Director
Japanzse Study Team, JICA -Ferum Eio Farmsa

ODr. Slamet Sosz=zilo

]

Direcicr Gaznersal
o7 Food and Drug Control

Ministry of Healih
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L18T OF FARTICIFANTS

Ferum Bico Farma

H.8. Nasution
Fresident Director of Ferum Bio Farma

J. Butaryc
Froduction Director ot Ferum Bic Farma

Mrs. 5. Soeharto _
Director of Finance of Ferum Rio Farma

Mrs. lna Madiadipura
Chief, Bureau of Viral Vaccine Froduction

Benny Haligis
Chie¥, Department of Viral Vaccine Buality Control

Japaness Stoady Team

Fukai, Konosuke
Chairman, BRoard of Diresciors, FReszearch Foundaticn for Microbial
Dizeases o Dzaka University

Yoshioka, Ilsao
Execuiive Director, Japan Foliomyvelitis Research Insiitute

Yamamoion, Hiroshi
Vice~Chief, Sezction of Manufaciure, Laboratory Division, Jdapan
Foliomyelitis Ressarch Instiiute

Mivatake, Hatsumasa
Supervisor, Fesearch and Development D=p
institute, FRessarch Foundation Tor Microbiatl
University

Kamonlji

-:-l
ses o5 Osahea

Taguchi, Tohru, JICA OfTice, Jakarta.
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annax I,

1. Technical Cooperation

1. Rio Farma expressed to prefer the Etart of meazles anc polio

sections ot the project simultaneously. The team Kqresd to the

propesel with reservation that some phase differances may

oCour
between two sectiocns in.project edecuticn.
Z. The iméieh%ﬁtafion of the project will be SLER-wiss 23 shown in
Tine fclléwings :
i) Tr%ns?&r o7 bacie technology for measlzs snd colic waznsines
producstion and control
23 Pilof production of messles vaccins
Ty Faldt productisn of polio vestine
4} Tezir produsiicn of mEstles varsins
B} Brsilec production ot poiio vaccims
£) Consniidated sroduction of both mezssles and polio vacoinss.
Deiziis arz ghown in Anne:n 2.

T A term of 5 vears iz adecuste as the projeci pericd,

. ~ 35 - e e R —tal
4. Te anticipatz the implementation and exscution of-the projsct,

. e Peveeg Ao =rioe
both zide recommended that the Japsnesz Governmesnt inviis sznio

. - - - < - -
£x&¥?T membersz of PBio Farma to wisit the Tfacilities of the
i - - - - g *hz= arsisrt,
participated eorganizsaiions in Jaman before siarting ths projsct
3 ch I counter paris every year fo  recEive

Bip Farma will dispzat
training in Japan.
The candidates for 19RES/89 and 19292/90 Yiscal years are as the

followings

(25)
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1reasee

Mr . Erman

Mr. Sugenyg Raharso, D {mezelwe EFF

hoedisetianto,

gy production)

MD {measles vaccine prcductibn)

Mrs. 1na Madiadipura, MD (polio vaccine production)

M. Agus Wahyu Widayants,Dvn (neurcovirulence test)

AGET GO Mrs. Kartini, MD  (polio vaccine produciion)
w LA ‘s b

M. Benny Kaligis, MD (polio vaccine gualiity control)

Mrs. 3oy Salim (polio vaciine proguccion)

Mr. Castam Fahtadinata (msasles vaccine produciion)

has not vsi bDsen done).

Further, Bio Farmsas £ ths tsam o agoepy Ltwds  mors
traimsse {for measlzs vaccine production every  yszar, uiilizing
“Training, courzz oF biologivals produciion”.  The isam promiEss
Lo oconsidger Dha raguest.
Candideates of this category g o
1Fae Mrs. Lia ©iti Halimah, DVM {(measlzs vaooine prodhooisn)
Mrs. Antik Tianmtika, FEiclogist (m3sslszs VacIiins conirsl
and wEs1)
M. ., Treszze grvying:d
ST varoineg oroducticonl.
{Reter Lrnexn 23,
The list of eguipm#ni to be uzsd for the project  sxecuiicn L5
£ LAINBC AS mAR2N 4.
A% the eeasles vaccines =irawn, CAM-70 sirain which has  bean
sustozaiully wszd in Japan and in South Amsrican Zountriss sincs
1574, wWill bz used. Small =cals :omparative.%ield study beitwssn
WISy

ang CAM-70

<
M
n
i1l
-
o
L]

ingonesisa
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10. To submit apolicazion oF OFY [(Szbhin)

1r,

will be conducted as a part of the project activity, to

valigdate

the adoption of CAM-70 strain,

g, When the pilot produtis of measles and polio vaccime:

1H]
r
m
r3
G
=t
m

available in the projJect,  smal} Bcale Yield study wil)l ke

conducted to contirm their saftety and usefulness.

.o WH0 requirensnt. for measles ang polio vatcines will bo

o
T
he)
P
I
Mt
L

Toer production of the VACCines.

production in Fio Farma for

WHD should be considered prior Yo the baciz producticn o7 ths
vaczine.

Grant Aid

In connection with the arant aid,

1. Bip Farma hes 2upressed as Tollows
&} Froducticn of of mzasles vaccine (19 dosss/

vixl}! and 20 million doses of polio vaccine (10 dos2s/vial)

iz the ultimate go

3
-

13

. . i
B Supply o©Ff SFF ecgs Yrom cutzice do not ful<till the spECivic
reguiramentz. The procucticn oF SEF 206s. Yo mESsies wvacoine

rocuction his to bs managed by Hio Farma itsslf.

] 4 3 L. i = g e w aey 1 = e = e
Moreover, as specisl precauiion is imdizpensable for trast

T ' 3 vy oy e R T}
menis, Rio Farma nas to take care of acnkeys o ARSI INE

raovuction.
13 : 3 - = than $hat shown in
Animal facility of & little larger scale than that ;

igi ;i E= =) L erform ithese
the original proposal will be necessary to p

(27)



c)

d}

Bip Farma pretTers completion of all construction of the

facilities in single phase, except unavoidable circumstances.

The facilities should be cospatible with intesrnational

standards, such as GMF standard.of US FDA, considering the

inspection ol WHA.

Tentative Tlpor plans of the facilities are aitached as  Annsy

a8

qE 4C. 40D: and AD-

(285



Anne: =
TECHNICAL CDDFERATION

MAIN EQUIFMENT FOR MEASLES & OfFV VACCINE FRODUCTIDN

A L 3 L L L i et T B, B/ B e e e L e e B et 05 e e e £ e i

1. Froduction Facility First Floor
A. Bulk Froduction Area
Equipmznt Heme of Eguipment Number of Equipmsn
=0t = ] pasnt
No. Measles Vacc. Ccrw
1 Cerntrifuge =2 =
2 Micrcecops : 2 &
z Frecission MWabter Both o 3
“ beep Fresszsr (-Z0°0)
for Bulk = 5
s ‘ECLLG Fump 1 i
& Comfpresscr 1 1
7 Magnetic Stirror ) 1 )
s Ferdornal Compubtsr {(FD) + 2 z
prifter (complste z=t
-5 Degp Yrecrer {-20°0) - =z
14 Roux bottles 1.5 L - i
B. Waszhing and Freparation Ares
Equipment Name of Equipmsnt Mumber of Eguipment
O
NG, Mzaslezs Vacc. cF ¥
1 Ultra Filtration Unit 1 -
1z oM metsr i i
1T Eisctronic Balance i i
C. Filiing, Fackaning and HMedium Fregarsaticon Arss
3 : a = - © o~ L
Eouipmant Ramez o Equipmsnt Numbzr o7 Ecaiprment
Nz M=zsles Vacro o eV
14 Frrzeze Dryer i -
. -
1 = =+ &
g VERiOonETEr o -
1% &, Glecswars T
{Sp=citication will be
gesrribed later
FM L
b. Rezgents ' o
c. Medium P o
. A (=] byl
c-. Miscellaneous B
i7 Moisture Contant apparatus i N
iB Liguid Nitrogsn tank ~ -

(29)



Equipment Name of Equipment Number of Equipment

No. Measles Vacc. B o I =RV
19 © SBpectrephotometer h . 1
20 Filtration Device - . : o
{cartridoe type)
2 Gas Sterilicer - . 3
Z2 Filtration Device 4
(Disk type)
2% Cell dispencser - &
24 Fooling tank J00 L - 3
25 Fooling tank 10Q L - <]

(305



TECKNICAL COOFERATION

MAIN: EGUIPMENT FOR" MEASLES & OFV VACCINE PRODUCTION

1. Animal Fael llty First Floor
A, SFF Chicken HBreeding Area
_Equipment _ Name of Equipment Number of Equipment
" No. ’
o Vinyl Isolator 1G
2 Cage for SFF Chicken 10
3 Cage for SFF Chick 5
4 Incubator

E. Washing and Freparation Area

Eguipment Name of EQ\lmeht Number of Equipment
No. e o i e e o e s e
Mzaslez wvacc c eV
3 Foly-Sealer (Feeg - 2 -
Facking HMachine)
5 Dezintection tank 2 2

C. Animal Testing Area

Equipment Name oY Equipment Number of Eguipment
Me., e
Messles vacc 0oF VvV
7 Fixing Box for ronkey 2 6_
8 Cages Tor rMonkey S0 S0
? Cage for Mice 130 -
io Cage for Guines Figs 15 15
13 Cage Tor Rabbit is 15
iz Cage Rack 15 15
1= Balance (for Monkey) 4 &
14 Electronic Ralance (for - 7 -
Emxll Animal)
15 Electronic Thermom=ier 2 T
1% Retrigerator zZ <
17 Afutopsy kit (sei) 1 >
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TECHNICAL CODFERATION

MAIN EQUIFMENT FOR MEASLES & OFV VACCINE PRODUCTION

1. Guality Controi Facility

5. Pxthological Testing Area

Equipment
Mo.

BE. Virus,

Equipment

No.

13s
ié
i7
13

frd
z4
Z1

D

C. Washing,

Equipment

Mo,

Name o7 Equipment

Microscope

Frecisiech water bath
Tissue Embedding Console
Microtome

FReirigerato®

Warming Flate

Faraitin oven

Faraf¥in Bleck Humidifisr

Aute Technicon
Fluorescens Microscops

Secbhd Floor

Number of Eguipment

Cryostat (Freczing Microtome)

Deep Freezer
lee maker unit

Antibody Testing Area

Name oT Equipment

Water Rsath

and Freparation Aresa

Name ot Equipment

Mzasles vaco. oFv
Egquipment Tor ELISA, 1 i
‘complets st
Incubator (Z7<C) b =
CO- - lncubator 4 1
Deep Freszer (—-BoO=() 1 &
Freezer (—20=0) h Y o
Cenirifuge (Emall Volume) i 2
Magnetic Stirver ) 1 10
Ultra Filtratieon Unmit 1 1
' i 1
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Annex 5
GRANT AID
MAIN EQUIFMENT FOR MEASLES 2 0OFV VACCINE PRODUCT ION
1. Froduction Facility Firs+: Floor
A. Bulk FProduction Area’
Eguipment Name of Equipnent Number of Eguipment
No., Measles Vace. 0fF vV
1 Laminar Flow Cabinet = =
2 Air Shower 2 2
= Hand Washer: 4 =
4 Incubation Roem (37-3) 1 1
5 Incubation Room 1 {27=C) 2 (3T 00
& Fazs Rox 2 2
7 Deep Freezer (~80el)
Tor BHulk 20 15
e Frezzer (~20=C) = 7
< Roux EBotitle 1.5 L 1500 7L 000
10 Magnetit Stirrer - 15
E. washing and Freparation Area
Equipment Mame of Equipments Number of Equipments
Na. Measlesz Vacc. orv
11 Bouble End Autcclave = &
iz . Double End Dry Oven e 2
1= D.uw.I. Production
Equipment , 1 -
14 Roux Botttle Washing
Machine o -1 -
13 Washing Machine it -
1s - Dryer (atter washing) 2 -
7 Dry Dven. 1 1
18 Cold ~ Room (4=C) i =
ig Vacuum—Drying Oven i =
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C. Filling, Factkaging and Medium Freparation Area

Equipment

b

=9
40
41
47

Name oTf Eguipment

Automatic vials
washing machine
Drying=~Sterilizing
Cooling Tunnel
ficcumulating Table
Filling Machine
Full/Half Stoppering
Machine

Collecting table.
Freeze Dryver Yor
large scale production
Chiller Unit (tTor
Freeze Drvyer)

Air Curtain

Capping Machine
Inspection Machine
Fooling Tank 1000 L
Laminar Flow Cabinet
Air Shower

Hand Washer

Fass Bou

Frinting PMachine
Labeling hMachine
Leaftlet Tolding
Machine

Fackaging Machine
Cold FRoom (4<C)

Farticle Counter

Filtration Device
(Cartridgs type)}
Filtration Levics
{Disk typed

D. Workshop/General service

Equipment
No.

P Ty S P

44
49
44
47
48

a9

Name of Eguipment

A —— e — ——— -

Oil—tree Air

Compresszor

Electric Generator
Steam Foiler

Electronic Refrigerant
leak dectsctor

Air conditioning tool
cabinet

Alr velocity indicating
instrument
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Equipment Name of Eguipmznt Number of Equipment

No.

30 o Dugt caleulator, metric i
system

ol Blaces pipe cutter 1
machine

52 -~ Complete electronic 1
tool set
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GRANT AID -

MAIN EQUIPMENT FOR MEASLES & OPV VACCINE PRDQUCTIDN

PROPEE VR

e ——

1. Animal Facility First Floor

fi. SPF Chicken EBreeding Area

Equipment Name of Equipment Number ot Equipment
No.
3 Vinyl Isplator 25
2 Cage for SFF Chicken 28
3 Fass Box 2
4 Incubater =
) Egg Storercom unit (17<0) 1
E. #Washing and Frepardtion Arsa
Equipmznt Mame of Equipment _ Number of Eguipment
Mo Measles Vato. oFV
& Hu}ti purpcse Caoe Washesr = =
7 Washing Machinke with z 1
dryer (housshold type}
e Double End Autoclave 4 h
4 Electric Autoclave i 1
C. Animal Testing Area
couipment Name of Equipment Number ot Eguipmeant
No., Measles Vacc. o F Vv
10 Cage for Monkey 150 450
11 Cage Yor Mice o0 200
2 Cage for Buinea Figs ) 3]
1z Cage “or Rabbit 5 a5
14 Cage Ract =5 Z3
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GRANT AID

MAIN EQUIFMENT FOR MEASLES & DFV VACCINE PRODUCTION

o e N b ke e i ot e i e b e e 28

“1l. Buality Contrdl Facility Second Floor

An'PathDiogical'TéSting Area

Equipment Name of Equipment Number o Eguipment
No. Measles Vacc. oFr Vv
1 Microgcope - 10
E. Virus, Antibody Testing Area
Equipment Name afT Equipménts Number of Equipmenisz
No Measles Vacc 0oOF WV
2 Deep Freszer (~80=C) - 2
= Freszer (-20°C) - a
4 Cold Reom . 2 1
3 Incubation Room {37<C) 1 2
& Centrifugs (Larpe Volume) 1 i
7 Ultra Centrifuge 1 1
8 Magnetic Stirrer -~ 10
9 Clean Bench 5 =
o0 Air Shower 1 1
11 Hand Bhowar e =2
iz Fass Roux 1 h
C. Washing and Freparation Area
Equipment Mame of Eguipments . Number of Egquipmsnis
No. Mzasles Vacg. 0D RV
13 Double End Autoclave 2 2
14 Double End Dry Oven 1 i
15 Washing Machine 2 =
15 Dryer 2 =
17 Slow Freezing Machine - L
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SOIL INVESTIGATION

FOR THE PROPOSED TWO AND THREE STORY BUILDINGS
AT JALAN PASTEUR. NO. 28

* BANDUNG, INDONESIA

I. INTRODUCTION

This report presents data developed from soil investigation
for the Proposed Buildings at Jalan Pasteur No. 28, Bandung,
'Indonesié.

The location of the projeét site isIShown on plate 1 enclosed

in this report.

This report presents as follows
a. Data from the results of drillings, cone penetration tests

and laboratory tests.

b. Recommendation of foundation of the proposed building

based on the subsurface condition encountered,

II, SCOPE AND PURPOSE

The purpose of this soil investigation is to explore the
subsurface conditions of the site, to evaluate the strength
of the layers . encountered and develope recommendation of

foundation of the proposed building.

The scope of the investigation included

(41)



a. Field exploration program to evaluate the subsurface
conditions of the site and to obtain samples for logging

and laboratory testing.

b. Laboratory testing on undisturbed samples taken from the

horing holes.
c. Recommendation of foundation for the proposed building.

The field exploration was performed during the period of

December 05 to December 16 1988,

Details of the field explorations and laboratory testings are

presented in the Appendicés I and II in this report.

IIY. SUBSURFACE CONDITIONS

The subsurface conditions of the site weré investigafed by
performing 10 points cone penetration tests (CPT) and 4
points drilling.

Drillings were performed to 25 m deep each from the existing

ground surface,.

A brief summary of subsurface conditions are as follows :

POINT RANGE OF DEPTH STRATUM DESCRIPTION
NO. IN METERS '
1 0.00 - 0.50 £fill material
0.50 - 4.45 silty clay, medium stiff

(42>



POINT

RANGE OF DEPTH

STRATUM DESCRIPTION

NG, IN METERS
4.45 9,00 tuffaceous silty clay, silt,
' : _ soft to medium stiff
9.00 11.45 silty sand, medium dense
11.45 16.00 gravelly sand, dense to very’
dense
| 16,00 25.40 gravelly saﬁd, very dense
.3 0.00 0.85 - sandy gravel, fill material
0.85 4,00 silfy clay, medium stiff
4,00 9.00 tuffaceous silt, soft
9.00- - 12,00 silty sand, medium dense to
dense
12.00 25,25 gravelly sand, very.dense
8 0.00 4.00 silty clay, soft
4.00 8.00 tuffaceocus silt, soft
8.00 - 10.00 tuffaceous silt, stiff
10.00 16.00 silty sand, very dense
16.00 - 20,00 gravelly sand, very dense
20.00 25.30 sandy silt, hard
10 0.00 3.50 silty clay, medium stiff
3;50 8.15 tuffaceous silt, stiff
8,15 10.25 tuffaceocus silt, very stiff
10,25 ~. 16,20 silty sand, dense to very
' dense
16.20 23.00 gravelly sand, very dense
23.00 25.30 sandy silt, hard

(43)



The highest ground water level (GWL) measured in the boring

holes during drilling performance are as follows

POINT GWL IN METER FROM THE
NO, EXISTING GROUND SURFACE
1 erenn. s s ce. = 4,10
3 e s - 4.25
B e e e - 4,60
L O .0 - 4.60

From the results of CPT points 1 to 7 the average- coné
resistance from existing ground surface to 7.00 m depth
ranging from 2 to 8 kg/cm2 (soft soil layers), the hard layer
with cone resistance of more than 200 kg/cm2 encduntered at
depths between 8,80 to 10.00 m from the existing ground
surface.

CPT points 8 to 10 from .existing ground surface to 8.00 m
depth the cone resistance ranging from 2 to 6 kg/cm2 (soft
soi) layers), the hard layer with cone resistance of more
than 200 kg/cm2 found at the depth vary from 9.20 to iﬁ.OO m

from the existing ground surface.

The locations of boring holes and cone penetfation tests
coqld be seen in the map plate 1 and the results presented as
bor logs plates A.2.1 to A.2.4 and grAphs-plates A.l.1 to

A.1,10 enclosed in this feport.
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PROJECT . .BlO FARMA .- BANDUNG BORING LOG 1
) PES Q. LLENS
JOB NO, T :
CLIENT APERUHM UG PARMA - DATE STARTED o meamiark, 18
LOCATION N .20, saNOUNG ., | DATE COMPLETED H LT A 1 ]
A0ORE HOLE NO, s | BORING METHOD 1 Coring, Sampling
ELEVATION . SAMPLING METHOQD ¢+ TninWatd (Shainy) T
COORDINATES . - STANDARD PENETRATION
DEPTH T . TEST TYPE : Halited Hammar (CHH)
GROUND WATER LEVEL et TR L
FOREMAN fuikoa LOGOED BY s Fuinen oRAwNEY i Didar s
ORILL MASTEA | K Systtudin [ REVIEWED BY 1 AdHin Joaduria CHECKED oy o Whniusriat APPROVEOSY : Rhminiale
= AYANDARD PENETRATION TESY £
]
¥ il p
T H s ¢
3 g el GRAPH QF N I
i d ROCH / SOIL DESCRIPTION < H N fFooT g d
c H 3 ¢ idx 2 : T
= K ] i = Y, 'E' a |
y z | ¢ $ 3; E gt . :
L I} . 1 a e (V3 & . }
+1 4 r = @ 3 B B o b H
. < T 2 T juxt 1t H 1
< 3 > » w b = % E
ole|l s |51 & |3 Slgsi b1 3 o328
-
wlawl o |oa 5 ¢ o (8] 0 | & S % % g5 HEZTE
T EEST CUATET SICT, DIow Sty T (o S teilid ma [ T
Lao (o 30 F—— SITERT] J1ad and grazdty, 16, maht {fHEmaterfal} |
1 : 4 % roo {150
i P =4y LILYY GLAY, dirk brown calbure s, ltllc'llgl':.ni'c IR IENL] 43 L]
- r-] Y .. .
2 s Tl:lll‘." R I.I-lo m-.mu deptn, 1ot 2.20 |v.50 T30
3 4 r 300 112% P 4
3.48 jnI8 M55
E -+ 4 L] 3
4 60 fi.2 o3
43 445 3123 )
5 .09 L TUFFACEOQUS SILTY CLAY, brawa coléured,
- T Lracs gravels 3t 445 — 5,00 metens dapin, madlum 5,00 15.30 :
i plalls, soft.. .75 {10 z
6 4% 3 30—
i.2% 515 [1.50
7 3 ML TUFFACEAUS SILT, Daat brawalin ooy cotesrss, | F00 1028 | g0 __;___;,.—
tall, Hturstados ’ 745 11,128 [
8 4 4 s.00 [1.00 )
L sas froo | MV
9 .00 2,00 }1.00 ; 1)
. - .13 n——
534 SILTY SAND, Trawn ealaured, traze gravely, medhim : 30
104 L Lo cosrie gradead siad, gravals stisd O & 50—2.00 em, 4K
anyulir, madium Jenie 10 denit 10,158 0
1 + . 21
a4y WAS—5s
12 4 b : §1 TR O R
5 GAAVELLY SAND, drawn cofoured, faw il [TA] —
13 ] i magdivrn Lo coarse 97:lned tand, y2avels lang (0 30 JP
2,00 em, ansulsf 10 ubeagules, Uncaminled, 14
g gan1a 10 dente, 13§y pen
14 4 E 16
15 14 15 30
1 E 13
1518
- 30
164 +ineo "
16.3%
17 4 a? 10
1718 10
18 ] % HMe
k L1 GRAVELLY $AHD, brawn eoloursd, 1rice Hit, 1813 22
19 | [ madkzm to cosna srained wand, gravely sltad ¢ 0, 50— % § - e
3,60 tm, angular to WBIngUlIr, UBCAMARIES, Yary L} | —=
dente, 113 -
20 3]
4 . "’
10.1%
21 4 13 210
2118 3¢
22 ] 29
2218k 11
T as Nate
23 + [ . .
21,13,
24 ] 13 N30
(13
.3
25 | ¥ F 30
(1]
nd 313
25 END OF THIS BORING, w [i>10
CASING DOQWH TD ~23.2% METERS DEFTH
27 1
28 1 3
29 -
30 4
WEATHEAIHA v o “
- HARDONESS OF ROCK HAROHESS OF 011, Preporiien: Wad
- teek I
:n‘e- :ltinﬂltlr:'.lllnlrl::dim. faw |giny may vy saft ~ €xn B2 seratthad ey l4n o, Wi x 32" 420 9o 37 Q.0 Samples
VIw s eock gunerdlly frnn, Folnl italned, 1ome soft Toanfinyer .
- {oinia may wnow cliy 1 0gen. * T SEnDe srxtchad wiih Cahasiontess Oty Canenirs Confviitiney
- T H 1} -
1'51"1;":":."1"' levim, folnt sislned 3nd dhicator | mesdarateiy Nré - €un be sCiatehed axcliy S @ 4 reovisow 6. 10 2 wevwil | ahes L9 18 1%
Aly ¢ox . * " s L] . !
ne R SRR e o sctetian | mua Eneheviigiy e 16 538 Bl | DR § e ] in 10 8 13
=galhesdn RNLY
" Beitypeth u-uPt':wﬁ?&s‘;‘:‘n::o?:r:fnn.q vary hare o miih unlie, 19 0 3D denn [ BT :{m o i3 1= 0%
seme fryaments o7 sliany 1otk uiually Ieit, S bR with | 30, vy #inte § 13 e 3D iy aLlie :
M- e aitactine)y reduess e PEsut it enty it 33e herd
10n
| &= - sosk racucas e Amiiaiag,
FCAM SF, o1 g <
PLATE AL
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- ’ ) 7] Mt e T ] |
PaoJECT : MOFARMA-BANDUNG . | BORING LO G | bl ==m==mms
. BESOLLENS
JOIIS NO,. HEm IR - L ) N
CLIGNT. + FERUMBIO FARMA DATSE STARTED
+ Dstembar 3, 1938 .
- L JALAN PASTEU R £ :
ggCATION : : 5 SURRQ:an dan0UNG . | DATE COMPLETED T TAL LI
8 EE HOLE NO. : soarens | BORING METHOD 1 Gontas,§
CBD%%TI{P@{E : SAMPLING METHOD H
. .
CJoRt INATES Ty «| STANDARD PENETRATION
) . : 3 . TEST TYPE - T Civw Halisad Hamemar [l
GROUND WATER LEVEL : =uiim B
1N OEPTH,
FOREMAN | 1 Furnen LOGGED AY 1 Furken ORAWH BY 1 Drgdy §, y
DRILL MASTEA 1 K Sysafadin AEVIEWED BY 3 A $asdirte CHECKED By | Wittiluplal AFPROVED @y 4 Rlimanto)e
& SYANCAAD PEMETRATION TEST ¥
» i >
z !k M 2
L)
::: 'c-_' i GRAPH OF N FA
£ o4 ROCK / $0IL DESCRIFTION N < H N FDOT g a
e | 3 " g s |8 [ 518 i i
IR SEAHE l
L u $ W uE £ 5 M
20 3 v {igp g | 0 i
4 - 4 2. =] = [
. - L3 x X 5 '3 o H
<lg {3 |E& N H Ex I !
M & Y < i Iy 1
PR ¥ & s 185 %] 3 o 2l aTalg
aiwm | @ | o 2 e . e [&¢v] 0| I AT 2 ¢ Zavarni
T e Lok g
& ap [N 1eRilL panriration : 0 L :
1 {"g° fo.58 B SANDY GRAVELS, Brown eateursd, law sliL with | 4 a0 [4.00 IR
i . bovldyr G 10,00 « Z0.0¢ cm (1 materad} * N M
- . L L LR B I ) .
2 {u.70 SILTY SLAY, dark brown colournd, law s Jaas [T [3® i
2 ;frg%nlxudn;‘nlu 31 3,00 — !J"Tﬁ"" dagih,
o
3 ) 3 g q . mP'IIlk madiym s\ 200 | 1.50 .
28 us0 |30
4 Jao0 L ass 200 (125 *
. ML TUFPACEOUS CLAYEY SILT, Srowe colound, . :
'5 ] _ medlum plasiic, maolum sl 47% |28
£.70 3 38 (i .
6 4 - 500 [1.25 a
1 643 |noe |93 P
74 F1.9¢ 200 |ars 2
. ML | TUPFACEQOUS SSLT, IBnE wrowaish yray tolsured, | 738 [a28 | 713 7
8 4 quu 3raVal3 A% 45 —~ 5.00 metass San b, low Blantie, | g a5 |4 25 2
i L toft a3 (o5 | 219 ferp
g 4000 5.82 {0.75 8
) 213
104 L i . . 11
- L1 i SELTY SAMND, ifsht Brown calouisd, madlum to 18,14
3 SoRrEn grained sand, gravslh Haed 0 9.50—1.00 2m, EL
11 r IARUFLT Ahaged, undamenied, maslum gaaw 12 derw, . %
; ’ 19
124 00 73
N 12,14 s
z
131 £
. s
iR . s» GRAVELLY SAND, beows colouréd, faw sit, coatie Vasre4y
14 1 g to medium aralned sand, yravels s G & 10~ 3,00 '
i £, asputis to warasuiar AN, URACEMANTIY, Jtne 16,15
15 9 vary ginta, kL
- 4 "
. . 15,18 = T1ah
4 L
2t
CELE e perey:}
17 1 1768 54
8 1708 T
8/ : ]
- . 1828
19 5P T ERAVELLY SAND, Brown £dloursd, trace nill, E2) “)'.‘}’
1 mediues to edars yralaad $2a 8, gravade Jind § 0. 40— (1
© 1,80 em, ansalas 12 Woinsulir shaped, 18,13 74
20 ] undateRled, vary CaAss o
H
21 s —
4 + [
. - 21,15
27 :s NP
33 3 L LT Ty
1 L [
3 L o
24 4 38
M 265 T
25 50
1828 - LSt et 5]
25 I EHO OF THIS AOAINA,
CTASING DOWHN TO ~-24 43 METER DEFTH
27 -
28 1
29 1
30 4 9
| WEATHRRFNG - " HARDNESS OF ROCK HARDNTSS OF 1011, ) I Frazentsas Vid
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ECT BORING LOG | [ =
PHO_JECT - H ; Pt S Q1 LENS
é?.?e?ﬁ: : DATE'STARTED = ° s Dueamdaryy ises
LOCATION . : DATE COMPLETED t LB LA LA
BORE HOLE NO : BORING METHOD T L Borlag Simpliay
ELEVATION . : SAMPLING METHOD DL Jnin e tsheiy) Tub
COORDINATES : . STANDARD PENETRATION . : o

. ' nte Holllzd Hammer (GHW) -
BESTH TEST TYPE. 1 Gamte e 450
GROUND WATER LEVEL : JIR——— Y . 2} (TN B -
PP T E—
FOREMAN 1 Furkan LOGGED &Y t Fuikon - ODRAWH BY ' APFROVED BY 1 Rhrnanieke
DRILL MASTER 1 L 3yaefualn REVIEWED BY. 1 A Sowdints CHECKED 8Y 1 Wirrnuinal ’ o
v STANOARD PENETRATION YE5T *
W a >
- ¥ [ 1
z ele . w oz
. ;.i -'3-;-' ARAPH OF N 3 a-
¥ 2 @
H 3 ROCK 7 SOIL DESCRIPTION X £ Nt rooY w. 9
x 3 I 3 ] . «
c 3 J g F B 2. s |
= v [} 3 £ dzn H R .
z £ @ 4 wE | o -
~ u ) 3 bt £ & ¥ (] |
& v £ > 9 S e X N
o = " £ 1 b+ r W 1
+ £ z H [ I % -
<1 x > £ - H = ¥ b e o
. g u |85 w3 Sl o9 o0=3
L < pr] o n o 1 - @ & ° <o ol ot o®aq
wiwl a 3 u L9 0 i N
> it
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Flowchart of Measles Vaccine Production (Summary)

(T)Original seed lot - " (ILI)SPF chicken's eggs
(Iot No.105) :
{Licensed on 27,Dec.,1971)

(IT)Preparation of working sesd lot (IVICER cell cultivation

|

e

(V)Individual virus cultivation

(VI)Prepargtion of virus pools suspension before clarification
(VII)R=moval of cells

{VIII)Preparation of bulk material

{IX)Preparation of £inal bulk

{X)Preparation of final product

A part of production process was changed accordihg to a
part revision of the Minimum requirements for biological products
of Japan at Cct. 1985,

Laboratory Control(LC) is according to the Minimum

requirements for biological products of Japan and/or the
Requirements for measles vaccine (LIVE)} of WHO.
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Flowchart of Measles Vaccine Production

{I)Original seed lot

Paésage history MK HKoClng o HK  Chm 4 CAM - « CEF
Lot NO. 105 IEe-N902 4 35-212
Licensed on 17,Dec.1970

{II)Preparation of seed lot

Working Seed lot is prepared from original seed lot with the
passaging culture with CEF cells and the passage number is
~ within 4.

CEF12th(Lot105} : Original seed lot

‘First propagation
' Inoculation into CEF culture

Incubatoin at 27 C for 10-14 days

¥
CEF13th{Lot105-1)

|

Second propagation
Incculation into CEF culture

Incubation at 27 C for 10-14 days
v
CEF14th(Lot105-2)

Third propagation
Inoculation into (FF culture
Incubation at 27 C for 10-14 days

| CEF15th(Lot105-3)

Fourth Propagation
Tnoculation into CEF culture
Incubation at 27 C for 10-14 days

A 4
CEF16th({Lot105-4) : Working seed lot

Storage below -60 C
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(LII)ser Develooing edqs

Fertilized Bggs from SPF Chicken

Incubation at 37x1 ¢ for 10-11days

Developing eggs

PC:Developing check
Contaminabion check

(TVYIndividual cell enlture (CER)

Developing eags

Qutting out . '
——

Erbrves w/o head and intemnal organ

Digesticn with 0.25% Trypsin sol. twice ‘l'
!
C:i:...ii—-"_:. i
Stop the digestion i\ g
by acditicn of czli serum “Qj' >

v
Contrifucation(1500 rpm for 15 min. at 4-90-Cy — “———"-q“"“lr"————L

Preraration of cell pensicn ————
{1.0-1.5%10°calls/mi)}

with MEM mediun with 5% calf serum |

{To ke continued)
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(V) Individual virus culture

Individual cell culture Preparation of seed virus sol.

Inoculation of seed virus

Absorption at 27 € for 20 min.

Addition of medium 199 with 3% calf serum
' {100ml/Roux bottle)

Incubation at 27 C for 6-10 days)

PC:Ceontamination check l
o 2 o) (B
Medium changing to medium 129 w/o calf serum o) 9
(=] [“1] [¢]

Incubaticon at 27 € for 2-4 days(Totally 10-14davs)

PC:Contamination check

Harvest(cells and culture medium) ﬁ —-
i
Y

{To ke continued) -— _QQ
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{Continued)

Pool in stainless botiles
3-5 liter/bottle

A4

AN

PCiStexility test

Storage belew 60 C

Pool the single harvest

IC:Tests on sinale harvest : :
1.Sterility test(bacteria,fungi,mycoplasmas)
2.Tests for freedom from extranecus viruses .

1}Inoculation of human tissue cultbure cells
2)Inoculation of primary tissue caltures
of enmbryonic chick cells
3)Incculation of primary renal tissue -
cultures of chick cells
4)Inocculation of monkey renal tissue
culture cells .
3.Test for virus content
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(VI)Prevaration of virus suswension before filtration

Individual virus suspension
(1f necessa.ry', poal)

Virus suspension before filtration

1C:Tests on virus suscension before filtration
' 1.Sterility test (bacteria,fungi,mycoplacmas,

tubercle bacilli)

(VII}Removal of cells

Virus suspension before filtvation

Resmoval of cells
. by centrifugation

Pool the supematant.
by aspiration with filtration
(10.6 um)

- v
Ol =
- ’: VN
S_upernz}ztant —-"@—"

<Clavified virus pool>

Storage below -60 C

PC:Sterility test(bacteria,fungi)
Test for virus content

(57)
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(VIII)Prevaration of bulk material - . !,f‘ lf rmm
_ 000

Clarified virus pool

Pool and distribution

. L '
sulk material({storage below -60 C) - - D DOO D ——-

For sample of official approval

LC:Tests on bulk mater*al

1.Sterility test (bacteria, fungl,mycoplasmas,

tubercle bacilli)

2.Tests for freadom from extranecus v1rﬁses

1)Tests in arnimals :
{1)Inoculation of adult mice
{2)Incculation of suckling mice
{3)Intracerebral inoculation of guinea pigs
2)Tests in cell culture
(1)Incculation of human tissue culture cells
(2)Incculation of primary tissue cultures of
enbryonic chick cells :
{3)Inoculation of primary renal tissue
cultures of chick cells
(4)Incculation of monkey renal tlssue
culture cells
3)Inoculation of emnryonated chﬁcken eggs

3.Test for confirmmation of attenuation of virus
4,Identification test
‘E.Test for virus content

NATTIONAL ASSAY
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(TX)Preparation oﬁ final bulk{After Oct.1985)

s OODQ

Use of a part of bulk material

. ‘“tion of solutions for diluting and stabilizing

OO0

Final bulk
IC:Tests on final bulk
1.Staining test.
2.Sterility test(bacteria,fungi)
3.Test for virus content
4.Test for fresdom from abnormal toxicity
(guinea pigs)
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T

{X)Preparation of final product ' e
l v
Final bulk N s
<--§>

B A -
Distribution | | ' ﬁ Ej

Fresze-drying !r' — K : - -hx*iiﬁ=¢l}==1'k
l l “ foad - e ﬁm“""’i’“’fﬁ
o
1C:Tests of final product before labelling -
1.Test for moisture content
2.Sterility test(bacteria;fungi)
3.Potency test o '
4.Test for freedom from abnormal toxicity
(guinea pigs , mice)
5.Test for stability. o
6.Test for protein content
NATTCNAL ASSAY

a
g

Inspection

ILabeling

Packaging

<Finzl procurci>

LC:Tests of final procduct after labelling
1.Icentity test
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