L (2) —2

1
Util

DR B R EBKBEE oM BB E

ization of other Testing and Inspection Facilities
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Testing and Inspection Facilities of the same Manufacturer but located in the

1 FER other campus
Classification . .
O _LERLSOMOREBRRER
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Name
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Location
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Type of Contracted Testing
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1 TRER ) Wi, Y TREIOMCTF=v 72 AN L, TLRUMSDHMOABRBRERY] %

FIRT 5561, £ OF

ABEGE T 2EFm2HERE 4D 2 &,

Tick the applicable open square in the column of “Classification”. In the case of “Other Testing

and Inspection Facilities other than those stated above”, a documented evidence of such use should be

provided.
3 FErs (RE) FB5k
HMROHEEOHLERT D

CHEAR)] i, MEEFTNISEREEEREZREL TV D
NN

Enter the column of “Number and date of the accreditation” only for the facilities obtaining a

accreditation of foreign manufacturer.

4 THABRRERE - S5

D, B BARODVWTEELBERVCHELZRRT O &,

Enter number and kind of major equipment and utensil in the column of “Testing and Inspection

Equipments and Utensils”.
5 TR smmARE - &5
PEREBELTWASZ EHIC
TExAHHEeE. BEREL

I BICo T, YUABRRERMUITABRREEEIZ>WT, &F A
IR AT ARBRACHLELRZBHERROBESHBA TWVWDHZ LB HEE
RETHLELEREWVWI &, /

Entry in the column of “Testing and Inspection Equipments and Utensils” is not necessarily required

if the other testing and inspection facility has been confirmed by a certification, such as

Accreditation, that it has the necessary equipments and utensils for testing and inspection to use.

6 MEE] Micix, ToMsELR2EFHLTH T LI &,




Enter other reference information in the column of “Remarks”.
IOFADORET I, BRITERB A4 ETEH L,
Use paper of Japanese Industrial Standards Size A4.
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Outline of Buildings and Facilities for Sterile Products

1 BERAEETORE
Outline of Working Area for Sterile Products

AFEREO & BY

see attached Plans
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The floor plans to be attached in place of giving a narrative description to the column of “Outline of
Working Area for Sterile Products” need not be attached if such distinction is covered by the floor

plans attached in place of giving 2 narrative description to the column of “Outline of Manufacturing
establishment” in Form (2)-1.

2 TEFOWEH. KThA. BEKHELZTOREZE) M. ThPNXYEHERLTHT S
M, ROLBYVR#ET I &,
Enter the column of “Work Rooms of Mixing, Filling, and Sealing Operations, etc. ” as appropriate, in addition,
enter the following;-
(1) TEEZEL ) M3, REOBREE, FROKBE. LB FRBOLE - HE=E.
ETAE, BT ESFRETRILELEERLA 2 RHTH L,

Name of the working rooms necessary for the manufacturing operation of sterile products,

all)

ARLE

including raw materials weighing rooms, container washing rooms, drying/ sterilization rooms for
washed containers, bulk preparation rooms, filling rooms, sealing rooms, etc. should be described
in the column of “Room Name”.

(2) (EH) ME. (MEREOLE) ] LERL. COoREMSMU T A NEFHFLHRE &
KT 528, B, MEFFTANSE THAESARITCEILVWESE, TBHE) BICEEER
DEHEEZRETDL L,

As to the columns where area of rooms and facilities is to be entered, enter “see attached Plans”
in the column of “Area”, and the drawings or floor‘ plans identifying the area should be attached.
Enter the area of each individual room in the column of ”Area” if the area can not be identified by
the drawings or floor plans.

(3) TRIF.E, KOME] M3, BERFCILIIEEERIMAIZ b THEEL KT
DI L&,

Enter whether the material of ceiling, wall and floor can endure the atomization and
washing by disinfectant in the column of “Material of Ceiling, Wall and Floor”.

(4) BERWEBES) Micix, FERE., ARG, TTARG. Bx<&Hm. >BEE
FROBFHBCHRINDIERDOHBILEE BREXE REARE. ZABASRELBES DL,
AL VCCRBESNTVWIREAXRIER(FERICHELTO LW E2RHT LI B,
FARUBORETAFEXREAN RTARVHEE FESBHERBFEICLI>T—BELTITbA
6%%K%ofﬁ\%ﬂﬁﬁm%ﬁf ERWCTHLIELRRT DL, RUFETAEEX
HHECHEPHASEAXABRBRL LS TTLRAIBERLH > THUEEBREIHHKLBRHETH S
ERE T L, T, %%H’JT‘;&{’E’&H SDRILEBEREBEIOHALEIZIE., TRICLER
EBErREHTDI L,

Name, model and location (may be described in the floor plans) of each equipment for weighing,
bulk preparation, filling, sealing, filtration, cleaning of the gas to be filled in the bulk solution
containers, sterilization, bacteria removal, manufacture of distilled water, etc., should be
described in the column of “Equipments and Utensils used to manufacture the products, etc.”.
Whether bulk preparation and filling or bulk preparati(;n, filling and sealing operations are
sequentially performed in closed facilities should be described in this column. If any equipments
necessary for aseptic manufacturing operations is utilized, necessary equipments for such
operation should be described.

3 HBRERG M EHRERE. RVRE, BL¥FHR., EEFXR, XN EAR.
EHFHERRBRCBILOEBRBRERBICO>VWT, YTREIORCTF=v 72 ANDM,. KDL
BYVEBET DI L,

Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” about the

necessary testing and inspection equipment for hermetic condition test, foreign matter test,



physicochemical tests, sterility test, pyrogen test and biological tests, and enter the following;-

(1) HBERERHEL»YUYHUETFRAECBELZ TSI HEGIE, R BEKODVWTETELEEBEREV
BELZESTLIL, RBRREEEH) M. THENEOLBY ) LREL. TOEED
BHA T2 MENFEFRNELZ2RA T2, b, WENTFTEHRE CTHBEIRIN TE L 0E
B, RBRREZER MCEEOEMEERT S Z &, ‘

If in-house testing and inspection facilities are utilized, enter number and kind of major
equipment and utensil. Enter “see attached Plans™ in the column of “Area of Testing and Inspection
Rooms”, and the drawings or floor plans identifying the area should be attached. Enter the area
of each individual room in the column of "Area of Testing and Inspection Rooms” if the area can
not be identified by the drawings or floor plans.

(2) é?%L%%#@M@%%@E XMoo BRREREL2IB T35 6. X (2)

IV MORBREAEBBESORMELRZE T 52 L,

If the testing and inspection facilities of the same manufacturer but located in the other campus
or other testing and inspection facilities is used, enter the Form (2)-2 for utilization of other
testing and inspection facilities.

(3) %X (2) — 10 THBRBRARMF) MbbETRASATVLIESILI, AWMITEL D

ERETLIILTELIARNI L,

Enter “see the column of Testing and Inspection Facilities, etc. in form (2)-1”7 if such
distinction is covered by the description in the column of “Testing and Inspection
Facilities, ete.” in form (2)-1.

4 MEB ik, ol EBELRA2FERLZLEH T DI &,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 ZOoOBRROKRESIR. BALERBAALT S &
Use paper of Japanese Industrial Standards Size A4.



(BIZ2)

HAREREL SR
AANETEHAS
KEFENE T E ST ARIFERAEEE
TR ATE BOTERLEEER
BAY =R v MERLLE
AAOICEE LR
AAHATEEAAAE
FERXERISHFNE EELEEE
£ RKER LR RE B A AR
RO B Rr 2Bkl aZ e &
HEEA RREED LEBLS
KIREESBEEE
AAERGRETESE

A AR AL E
SEFEEBESS
SEREFEEHESS
EKE%%EM%~%~%%§%

HEE A BAREE S HAEEE



AHNEE O _ . o ’ NS
u |
= #
RO LEAFWO L o . “
: 2eF%E O EIOF . | BOLENEWOY | Y4HE O  WHOF
NUEBHOyE2Y _ _ . : : :
- Yragy | VHEBOY (2Y l#vuny
S EWERON O
CHEeL T3 T BRE |
, @4l ¢ . g €
LR B FiEY | AT O | BoaEd e
3.0 % S 34
‘ grrg
BE | W R %
EWOVE | M0 AN H
ER) _ | |
- EWOTEY B : - G OEREE
- HEE EWOER o - HEHY
| RO TER | _ | C EROWE
CEENOTYRIN ¢ : . _ CEENOTYRIG ¢
6 & 3 BRI FROWDE T | 65 7 QB FHOWINE 1
Hi : ; _ , I

¥ 5 - & B oo ¥ ¥

(BHETI DN B 2N QAT RN ) 220 HIE NG L LA R O lo JE0ANET (2

4
s

T— (1) =H

i
\




4 ifis ﬁ@&ﬁ@ﬁa B4 G B IR DT
4 EERR 4 BB
i BIEEED & 5 i
]
O &% | RBRREEEH BIEEED & B 0 85 B | KBRREEER
iz s P i
Z T | Z T
. HERRERN - B8 HBRERE  BE
% , 5 v
5 MR 5 ®Eiz
R O oK Tkl O fl o &K
%R A . Bk
BB E | HR (1) —20L8Y BB % | K (1) —208BY
eROM| - FEE|
+5 +5
6 &5 6 %
(EE) (EE)
(heg) , (%)
4 TEEF MICE, TRERENSEL RN T oM. (EXEs) M. |4 ﬁﬁﬁg_ﬁ M, TREAEYFHEEERT A0, KO LBV RET
BeOEEES L CRBY B L, (@R ME. (HENEOLB0 ) ¢ | BIE. |
BHL, FEZLARCERIBACE ANBHTERNSE M T 5 2 (1) @R M. EEFORERELERT D &,
b, RSN T EEE CERABITE 2V EAR. (EH) WA ELE (2) TiE¥Em4) Wik, MAOEEELCRBTDHIL,
OEMERBES DL, 70 |ERDONERME) Wik, YHNERTE ) EEEUAOEEMIE. REFIERNSC L) FORBMEBANTED
ET R TOREMESRELELDTHE &, BAKHEELACTLELIX IRV &,
5 ETORH., M, HNAESOREIHBABRN T INERFERE 2K 5 TR M. BE . OGN MNASORBILOVWTERT LI E,
HE558, FHBH M, 5 5% 5 59 ARVRUCAHRE B, B -BIE. E Y. ARVEUVHEITERT X EELONRBA




(%L 74)

5]

A

NN EE YT O

THYUY B AT L NWwDW\%H

MTY XENEL R
,HJ.U /\m.ﬂ@r)Ux\.ﬂ

awuw%ﬁﬁw
M@V LYY MR

+)
Qo
A

/1

i

[HiT=s

#

oy

He

R\as
Ha

XX NEG LU N EENNEZ RO GEVEHETO X 0T 2R E &
5wm,ﬁ@ﬁ£@mwﬁ%m_

wﬁb%%wua@V

HFEHER (1)

SR T QLR G
TR TR

2EENNHORE

—OEHYIg 2N

3 1 5 0 0

ARV E 2 EEY

N
o
e
AU

LR EE O LG

CTAEE TR Cer v °

L)
G
4

i#

“'L]‘
ﬂn';:

EH R Uxf)m\ 2

(JLY7)
UJ@%m%wmﬁemw Eﬁwﬁ
W@ﬁﬁﬁimé&gﬁmvﬁﬁﬁkﬁvwmﬁ  EE g% 2

PN EE T E A WP:MWWMQM@@UN \:Wmaw rostz ol
b 3% 11 ,ﬂww ﬁm%ﬁwmﬁ«mﬁm_ owuwhmmmwmﬁb%mﬂmﬁwmwp

e SR OCNBESECVL Y IMETI R AR 2 YRTEER (1)
"RTQLWE G

@ﬁL LR g R 9

[IT=

20N CHOUY R LATLIAWOCENLE ¥

| 2
TURYENELI OO LA ER WS NEREWIE N HYZEY T Ol
THAGHETNL N H G -0 Y &,Mgwﬁﬁﬁﬁ,uM =

L)

L BHELHEOERISW (HE; "N FON T L GEIEEY £ 8
Wi S "R E U ENEAEREEC R EECHEOY
TREs TosFcQEEHE "HE THE) "2 2 YXNE2
LBUIVCIOFHOSYNE WE HEo¥YEA-LEIRNY

—

M
B

Q
LI

A
M




B (1) —2

. o ® B & & #

BMo% o R OB g E

ODHRBEHE) 2RHT2500, TOMNMARKRLZIET > E@E % 26

THI &,

o I2]
O MEREEEOMORRR AR £4)
1 75
O FRUS O DB 2 AT FITE
N 7]y . ’ ey .m.Nu,} = 3
< &%\H 1 %WNWMWR@“%M\@SAH umml.ﬁ AEE\HV %d%gmﬂ.mm
DHBRAER X
3 FHEH DRBREEE HRRANEEOHE BMERIE D & 330
4 A RE) HHROEA B RRREEEH
5 BBRRER - B MR - BR
6 T ORRONE BT SRBRONE
T B 2 5
(HE) ‘ _ (EE)
1 (3R ) Wiz, Y THYEA08K Ty 2% AND b, [ FRLUADM 1 ﬁﬁ&ﬁ%%ﬂﬁ&@Sw%%M%ﬁwa@sw%%M§E_ﬁa,%

SWH&GWFWH@?&“WO

(5) %ﬂ@@%%@@@%%%ﬁ%ﬁﬁﬁ@@8%%%%%@%@%%m
BEWE, TOMBAEBEETLIEELFERMATT LI &,




e umhwﬁ<$$%H%m,ﬁmeeﬁﬁeu &
ROCLBERIEECUIEZEWOLY UG (£¥, 7
, | N ” "R TARYX
TEL >R 2RO NECHE HYET 22 UBHWI 2T
YU ERHSOWUY RN ETANTEER O LG T NS I 0L H
WEREH DVCHHETYEE AN Y REYE AR B2V W
W YnRTYEe HEESH%Y) EROEHRITRER] (9
CRTCLREREE
NUEHTYHLACES - B8 LAY (¥8 - RTEEYR, 5
CRTVMEEENEI LN EAEUNIEE S

e

2LIEECHEOX 6 T NEHE LSRN M THBEEHEY ) (6
TR AN AEE A OREY

cLxHEO

s

WHASHHRG LY E T ZRO02EREHEY ]  (©)
OMU@%ﬁﬁ%@@%eﬁﬁw;vgwﬁwM%
BEINEVYHX B EFIN R THEBQE SR () =4 D

PR QLR IVHEETIYE N2 OEHOD 9

CRTCLWURZEEONIZSHOY MW (%Y o

‘ . _ ° u;#«%gw
WALOUNRWE UELHIR2WBUI DTV LYY ZEEOABRY
EANERE R LG T IHEI IO VL SR 2 C DB
FHGENN YR EGEEE (N2 C M (Y URTEER, T

o R eMELE

HBOWHBRELT2LVNCUER - U5 "nm T¥8E - 9z we, g

TR EMACOSEOWH Y AL EE 2T

PEF AT AR 2ESN UM (A OYER (T8 ki)

!
ol




el (1) =3 mowm KR OA Ok E R OO HE R M oo B =

# _ IH
1T EENAEE OB E RIERED & 5 | A ol BAEE D & 59
ﬁ%‘ﬁ. K. OB RO , w K. BE. KD
o = A R it S
2 RO, ) pr | CREES D mmoms n : MH
, fese)
T A, BAE < FCA BT
lEE1T o5 | 3% 1T 5 F
BHERE D & 35 | .
REE s
0
0 WM | ‘BREZEH | IEREDLDBY 0 WEFH | ReREEER
AT i AT
HRBRERE - ] | sEmmERE
WA AP
A ‘ . 28
3 RBBRER ‘ » 3 RBBER
i O moxs| W O fhoR%
% 1 B . BE R
%X (1) —2meEY B (1) —20&8D
5 % 51 B | 5 4 5
15 , 15




G ERG

]

NJ@%%Fs@MQ%
2 E Sy e Ep R

WENE CWELNE TUGY FREYE

. T
«MJMQVvﬁgmwﬁu@%@mpiﬁ$WE@w9agwﬂﬂw
ﬁ@ﬁM@wm%%miMJ@%mMMMﬁé%ﬂng@v

SHOMLYH AN MR EZURTLER (1)

THWIUNY 2 A LABOTET
22 - @%EJ%W&*@H TEMHAWNEX ¥

TG T B A M%%ﬁ_ €

(8 )

3 =

SVHEENZEYL >N EE

<a
AU

,:;? ﬁanﬂw@@W 9

EWE L EE® UM (eE) @)
($8b)

| (L7
| AL IRERHEOS T W HEES
A N N o MEVHE SN E L AER ST
Y 2ENEA NI RO R RECRE G T 1 B

N NN
P15 ‘il (HEETEEY) C? CLMEZEREOWEETEE )
MCNEH - ¥UE NS

SEGVULYHAMEINERZYRETHER (1)
CROCLWREOETON HOUYZ L AT LABOY LY
DR CLVCAMBERYG RO LHENGRWEGT SREGRRE %
WHENY BRENE TEGE Mﬁ&£M$ U TEEEEER) €

N

(Rch)
HUEH Y

S IREIRBOE RS E THE]

R HCHE ) BT A WG ¥ N N Ty

ZROLEELCHEEO 2 "1 HE

1 TGS QEREWIE) " THE] (9

(8 )
RTCLBAGEION B LRGSR uw%ﬁmgang,gw%WMWWMmﬁ.
TN THEEYCLTFE > Ul Y2 CNEOWE T VIUT UM TEERYCLIESOIM YOLY CWEOME, 7
| (Sirh) | (Gh)

(% F) (H )

|

24 b ey




