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Outline'of Buildings and Facilities

1 BEPRORE
of

Outline
establishment

Manufacturing

BAEEED & BY

see attached Plans,

2 BRIV SROBEAONE |

Type and Number of Equipments and

Utensils used to- manufacture the

prodﬁc};s )
. feses s, R fEEEDEE.
‘ " Room Name . Area Outline of Work Rooms-
3 {EER : i
Work Area
RISER T D & 5 Y

see attached Plans

No

FEA IR
B4
Equipments
to treat
. » Waste Water
gok R UEETM & |
M&Té%ﬁﬁ . 0 BEAe
Equipments to [ : WA TVS SR
treat Waste WEP“’T ST e Disposal Equipments
_and waSte . quuipments Performed o treat it<
Material o : -
aterials to treat: in-house
Waste '
Materials . .
O taomsgiseflng 2
Utilize other digposal facilities
N A OBER L D0,
HizET 551
T 0 REFE (If “yes” )Tm ¢ of To.xi.c
\ s
HEAAFEOH Yos | (T yes™, yType o
- | Gas  and ~Equipments
.Generation of | used to treat it,
Toxic Gas _
0 FALRW
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_ Room Name . Area | - Outline of Storage Facilitics
4 KRR ‘ - | _
' Stb'r_age
Facilities ‘ S
: SISER D & 359
see attachcd?!dns
HEvsEEER |-
Area of Testing | BIKEmEO L kY. -
In ﬁé;ﬁé_-‘j??ﬂh.ﬁ“ and Inspection | see attached Plans
i‘(’b"é . | Rooms
Tests - and | FREREERRE - 2B .
Inspections ' H _
L i perf’orrﬁed . Testin and
5 RepERE | . 5
: ) T in-house Inspection
" Testing and . .
L Equipments
Inspection o
and Utensils
Facilities, etc. - = -
O fioBKksE
15 08 % % I _ .
g5 - .
. B (2) —20LBY
Utilize .. other
T see Form (2)-2 '
Testing and- :
Insp'cction
Facilities = .
6 &
| Remarks
(&) . -
(Notes) ' ) -

1 HF ?6&%6»WLTM%J‘£%%‘E$?‘5*&
- Fill out applicable columns accordlng to the accreditation category. -
2 TP O E] B8 TSIJ%EIZIE(Dk:FoUJ é:paijtb %"‘ﬁ'ﬁ‘él@]ﬁi‘l&ﬂ)&:kb L
&'o . oo

Enter “see attached Plans” in the column of “Outlme of Manufacturlng establlshmcnt” and followmg -

drawings and plans should be attached,
(1) &EWH@%E(H@@K%#b#é%@ MZEEE T, M§Lmbrﬁm¢5_&
CEHAROBE AR o : -

Simple site map 1nclud1ng the surmundmg arca of the site. (Showmg the location and lmmednate-

environment. Aerial photograph is acceptable Submit them as needed. Can be omiited in the case -

of application for accreditation. renewal.)
(2) @mﬁﬁ%&:ﬂﬂl’?@@%@ﬁﬂﬁl (B 3 B & 7 — B # P9 L—% 6%%@@”\‘(?%?3'5 X
" Simple site plan 1nd1catmg the buildings in the site. (All the buildings focated in the
manufacturlng establishment fo be accredited should be described.)

{3) %’émfﬁ:l:ﬁ@(?ﬁlﬁ]-kﬁﬁ(@ﬁ](u@lb’f{‘f?éukuf’i‘l . !ﬂJ\l:l wHER, ﬂ'gi

DmE (RA. TR, WR, 5EE), BTAE, BECE, ARE. RBRER, 2E (K

‘1‘?-[' B H ﬁcun%) %ﬁémIﬁluz\E&ﬁﬁE BRUBEIAMACED ’B DTHD kL)
Floor plan of the bulldmgs in the site. (Items listed in the following cxamp]e should be presented

in the plan. Example wmdow, door, off:ce welghmg room formulation room (m1x1ng, tabletmg,




_ dlssolutlon filtration, etc ) fllllng room, Scalmg room, packagmg room, test and inspection room,
warehouse(raw materials, packaging materials and finished products. etc.), etc., in addition, the

. name of the rooms necessary for the manufaclure should be identified and the area of each room

.

should be described.) ' ' , ' : .o
(4) FDMBELESHG
* Any other plans facilitating the description of the site. , .
3 [fﬁgiﬁ?&ﬁiﬁﬁi:%ﬁﬂw'ﬁiﬁ&ﬁﬁtﬂj Rl e @iﬁl{:ﬁﬁ WLHBHMBEROITELR L 0 R REE
THI &, '
Major equipments and utensils used to manufacture should be descnbed in the column of“Type and
Number of Eqmpments and Utensils used to manufacture the products

4 f@%ﬁjﬁkﬁ %h%h UERELRRT5M, (FEEL) M, BrofgExrL
%ﬁTbﬁk fE@JﬁH:fM%IEWEEDJEﬁﬁb FREARCEHBERAKR T LS
REFEEREEERTE 20, 2B @ﬁ%?ﬁ@#fﬁfﬁﬁﬂféﬁw%Aﬁ TEFE
MesEEEomMBERHETD 2L, itﬁﬁ%%@ﬁﬂ&ﬁjﬁm HBERTRELETS
érw%%%%ﬂ&&bt%wfﬁﬁh& o
Enter the column of “Work Area” as appropnatc in addition, enter each 1nd1v1dual work room in the
column of “Room Name”. Enter “sec attached_Plans” in the column of “Arca , and the drawings or
floor pians identifying the name of cach individual work room and the area of sach reom should be .

attached. Enter-the area of cach individual room in the.column of “Area”

if the area can not be
- .identified by the 'draw"ings or floor plans.  As to the column of “Equipments to treat Waste Materials”,

all the waste materials. generated in the manufacturing establishment should be-covered, .
.ﬁf@ﬁﬂrﬁﬁ\@m%wﬁﬁﬁ%ﬁﬁﬂﬁ%6&&%$E@%%Wﬁ?é%A&Fﬁﬁ
CRREESWICIE. BB, B AW ERURCAE - BHEET B ORE . B,
BWESOFBILOWTERT 2 2L THELE 2 AW S Lo TEH Mk, THIEEmO LB,
kﬂﬁL\%%&UE%%%%F%&@&T$EI%%%MT&:&w&BJ@%W?E%%‘
TEFﬁ%%T%@%%AHfﬁﬁjﬁh%ﬁ%i@ﬁﬁ%%ﬁf%*kait\ﬁﬁ%ﬁg
LT, AxEMo—Ba2MALTYEEEEH, m®¢¢®%mﬁb w%mmmaﬁﬁ%
@ﬁfa*avﬁbyxaw*ko 4
If the drawings or floor plans ldcntlfymg all the storagc facilities for raw matenal:;, packaging’
materials and finished products, efec. are attached entry of each of the storage facilities for raw
materials, packaging materials and finished products, ete, of toxic drugs/drugs with strong activity,
poison/strong chemicals, inflammable materials, or drugs to be stored refrigerated, frbzén and

protected from light i in thc column. of Storagc Facilities” is accepiable,
in the columnrnf “Area”

[#1}

. Enter “see attached Plans™
, and the drawings or floor plans ldentlfymg the name of each individual room

name and the area of each room should be attached. Enter the area of each individual room in the

column ol’:'“Afea” if the arca can not be idcnfified by the drawings or floor plans. If some parts of a
shelf is used as a storage area, attachment of a three dlmcnsmnal diagram of the shelf and entry of
_ volume of it in the attached Plans is acceptable. . .
6 TRRBRERM WL, éf@iéﬂﬁk?mz&&ﬂné% &@k%bﬁﬁf%:&
. Tiek the applicable open square in the column of “Testmg and [nspection FB.CllltleS etc.” and cnter

the followmg, .

(1) RRBERME EE @L%WLﬁmeb%Aﬁ ”T s B LOWTEEEEﬁ&Uﬁ
BxREILIT L, rﬁﬁﬁfﬁﬁiﬁﬁj.ﬁ-ﬁﬂ (MERED LB & AL %@ﬁﬁiﬂ’fﬂaﬁll ‘
‘E"% PMEHRFHESE RS T8, BB, %:Lﬁ$ﬁl%’ﬁﬁf‘7b=%ﬁll'6% WAL

IRBRERHR) BHCdE0EMEERT S - ek,

If in-house testing and inspection facilitiés are utilized, enter number and kind of major _
equipment and utensil. Enter.“see attached Plans” in the column of “Area of Testing and Inspe'ction
Rooms”, and the drawing or floor plans identifying the area should be attached:
of each- individual room in the bolumn of “Area of Testing and Inspccfion Ro_orhs”

not be identified by ‘the drawings or floor plans.

(2) %&%L%%%w{&mﬁﬁﬁﬁﬁﬁﬁﬁ“’l i!&@ﬁ%‘ﬁiﬁﬁ%ﬁﬂ@%ﬂ}ﬁﬁ“é%l\il i = (2)

Enter tive area -

if the area can-



fzkibﬁwﬁﬁﬁﬁﬁﬁ%wﬂﬁéﬂﬁfé_k .

If the testing and mspectmn faclhtles of the same manufacturer but locatbd in the other campus, -
or other testing and inspection faellltles is used, enter thc Form (2) 2 for utilization of other
testing and 1nspect10n facilities.

7 %) MicH, FOMBE LR IEEE A

., Enter-other items to be refercnccd for the facilities and equtpments of the site-in the column of
“*Remarks”. ' _ o

8 M%Eﬁmmﬁﬁﬁ@é%Am ﬁﬁ%u;aﬁﬁ@ﬂwtﬁﬁ(z)fsmxb%bﬁ%
SR _ ' ,

Submit filled Form (2)-3 in addition to this form in the case of manufacturmg sxte of sterile products
are manvfactured by aseptic process in the site. . ‘

9 %Eéwm%%mﬁkb<ﬂmﬁ&ﬁﬁmwﬂﬁﬁﬁ%6%Aﬁ Kﬁﬁ(ﬁﬁ(E);3
EHE) XD nB%%?.CD{mL\ E'Jﬂ‘&lu%ﬁ%%f&uﬁﬁ‘”ﬁﬂﬂ% 8L LLIE D %tuﬁ.ﬁﬁ'ﬂ" 5EIE
EonTELENE Wi REET 5 &,

In addition to this form (inclading Form (2) -3), detailed dcscrlpttons on the items described in

Artwlcs 8 or 9 of Regulations for Buildings and Facilities of Pharmac:cs should be submitted as an

i

attachment if spcctfled blologlca] products, etc.; or radlopharmaceutlcais are manufacturcd in the
. site. _ !
10 = a)t?é?c@jc% Eik. AARTESE Ad &:'3‘6 ok,
Use papcr of Japanese Industrial Stahdards Size A4,
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‘Utilization of other Testing and Inspection Facilities

1. Rl

O MHSLEREE OMORBRERN

Tcstmg and InSpE:CtlUn Facilities of the same Manufacturer but located in the -

Location : .

other campus
Classification
: O L?&%@@@ﬁ%ﬁﬁ%%
Other Testing and Inspection Facilities other than those stated above
2 A
Name
-3 PiEM .

4 R (R HBRUYER A
Mumber and date of the
accreditation

5 BRI - %ﬂ
Testing and Inspectlon

Equipments and Utensils

6 EETOIHBORNE
Type of Contracted Testlng
and Inspection

7 {EE

‘Remarks

(HEE)
(Notes} -

1 [REM ) %Tmibﬂﬁk?:/ﬁ&lh% &fkﬁuﬂwmwﬁﬁﬁﬁﬁﬁj%
FMATHHEE, TOoF HBEEE &T%%ﬁ%ﬁﬁ%ﬁ?é;k

. Tick the applicable open square in the column of “Class1flcatlon In the case of “Other Testlng

and Inspcctmn Factlltws other than those stated above . a documented evtdence of such use'should be

pr0v1ded

i

3 8w (%m) %%&Uﬁ:ﬁBJﬁ?ﬁﬂt KE%“‘F‘IJU:U’FE&]% sé%‘ ﬁ:’%:H‘R%L'Cb\é
wmﬁmﬁAméﬁﬁfé L,

Enter the column of “Number and ‘date of the accre'ditation” only for the facili_ties obtaining a

accreditation of forelgn manufacturer.
4 TRRBEERG - SR WO RE - %ﬁkowrz%&@ﬁ&ﬁ&%&ﬂﬁf%*t

‘Enter numper and kind of major equipment and utensﬂ in the column of “Testmg and Inspectmn

Equipments and Utensils”.

5 THBRE®RE - ﬁﬁjmkowrm % %ﬁﬁﬁﬁﬁxmﬁﬁﬁﬁ%% O T %T
&W%er _a%hibﬂmféﬁﬁﬁﬁuzﬁmﬁﬁﬁuﬁ %szwékkﬁwﬁ
A, ?ﬁ%bﬁ(f%%bixbm*a . _ .

Entry in the column of ‘f-Tcstl_ng and Inspection Equipments and Utc'nsi]s” is not necessarily requi.red

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

Accredltatmn that it has the necessary equipments and utensils for testmg and mspcct]on to use,

6 4% MiTiE, %wﬂiﬁkt6$@&ﬂﬁfé L,
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"Enter other reference information in t’hc'coluin_n of “Remarks”.
IORKOKE S, RATERE A LTS L,
-Use paper of Japanese Industrial Standards Size A.4'
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Outline of Buildingé and Facilities for Sterile Products -

1 SEERAERROBE
‘Outline of Working Area for Sterile Products

AFEREO L BY -

see attached Plans

Facilities-

| T EERIREES
. . K BE, ROMEH Equipments and
p Eer] £ [t : '

2 FAORK. jﬁ % ) Material of Ceiling, Wall and Utensiis nsed to
‘CA:‘—Eﬁ%(ﬂE% Room Name Area Floor _ manufacture the
BT RRES ‘ Pproducts, cto.

Work . Rooms of .

Mixing, Filling, and

Sealing Operations, | AEEEO &y |

etc, ’ scc.attacped l

Plans |
O MEEac g | PRRESER o
: . Area of Testing | BIEEIE®D &350
TS | and Inspection 'sec'atta.chcd‘Pl_ans-
Tests and Rooms : '
| RERRLN - SR
Inspections Testing © and
. | performed Inspection
i Equipments. and

3 HBRBRAERME |'in-house Utensils

Testing and - T
.t O {aomEpeE ~

' Inspecf[lon _ .
Facilities, etc. HEBe &5 % R A
¥3 | L
_ ' = (2) —2okED
Utilize  other | 10~ (2) —20&d
see Form (2)-2
| Testing and .
Inspeetion

4 @& .

Remarks
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7 %) | - o S
" (Notes) )

1 rﬁ%kﬁ#%%ﬁﬁﬁjﬁ®ﬂﬁhﬂxfﬁﬁ?ﬂ%$ﬁﬂﬁ EK(Z)*lhiérﬁ

R OME ] Mo R R L THRET %—Fﬁ@hi‘ob\‘t &bﬁfﬁbéhfh%%*’*\ﬁ%
HLESTHELIXAIRVI &, '

The floor plans te be attached in placc of glvmg a narrative dcscnptmn to the column of “Outlmc of

. Workmg Area for Sterile Products™ need not be attached if such dlstmctmn is covered by the floor

_plans attached in place of giving a narratlve descrlptlon to the co]umn of “Out]mf: of Manufacturlng

-

cstabllshment” in Form (2)-1.

2 TEMOMAR. BT, %%<¢%aﬁ5¢¥$%1%mm,%n%na§$ﬁaaafa

L &@k%bﬁﬁ?épk

Enter the column of “Work Rooms ofMlxmg, Filling, and. Sea!mg Operations, etc, ” as approprlatc in addition,’

enter the followmg,

) TEEEA) BKE. REOBRE, @%@%%% BEEBOEM W, WRE,

KCAhE, BT EEMNETRICY %ﬁﬁ%i%%ﬂﬁ?é_k
Name of the working rooms necessary for the manufacturing operatlon of stenlc products

mcludlng raw materials weighing ropms, container washing rooms, drymg/ sterilization fooms for

washed contamers bulk preparation rooms, filling rooms, sealing rooms, ctc. shonld be described |

in the column of “Room Name” . . :
mi,rﬁﬁjﬁmrmﬁ@ﬁwa%bjkﬂﬁb FTOMBNEA T E HRERT T WK F &
COEfTaszEk, 2B ﬂﬁﬁ?ﬁl%?ﬁﬁ#%ﬂf%&W%AmfﬁﬁJ%K%W%E

DEBMEEHETDH L, :

As to the columns where area of rooms and famlltles is to be enlered enter “see attachsd Plans

in the column of “Area and the drawings or floor plans identifying the aréa should bc attached

‘Enter the area of cach 1nd1v1dual room in the column pf *Area” if the area can not be 1dcnt1fled by.

" the drawings or f]oor plans. ) o . ’ .
(ﬁ.ff#\£~%®HEJﬁm.ﬁﬂW%L;5 %ﬁ#mmiﬁé%mfbaﬁ%
Bk, ' |

Enter whether the materlal of ce111ng, wall and floor can endure the atomization and

il

washing by disinfectant in the column of “Materlal of Ceiling, Wall and Floox”

D@ TRERERES) Mo, FERE. WRBRE. ETARE. B < R BB EE.

E&®%%hﬁﬁéh5”%®@mﬁﬁiﬁﬁﬁﬁ'%%%ﬁ%ﬁ?*%@ﬁﬁﬁ%@%ﬁ
’iiﬁﬂzt}l*ﬂﬁéi’bfb\é%ﬂ?Xii%Fﬁ(:FE@hﬁ?aE LT LW RRBBTOI LB,

WE CHCAGEXERE, T TARUHEE < Ry BERRET LD T RLTEPR
BBACEo T, HHRHAMBR—EBATHSERRRT O L ROETAEER

ﬁ%%<W%ﬁ%ﬁﬁ&?kiofﬁbné%AL%oTﬁéﬁﬁﬁﬂﬁﬁiﬁﬁf%é
: mdﬂﬁ’i"ﬁ e, B, EHMBREELZTD @#u%%&ié%%#&é%’& ii CENRSER
%%%%ﬂﬁfé_k A
Name, model and ocation (may be dascnbed in the floor. p]ans) of cach equipment for wclghmg,
‘bulk preparation, flllmg, sealing, filtration, cleaning ofthe gas to be filled in the bulk solutlon
containers, stbrllazatnon .bacteria removal, manufacture of distilled walter, etc., should be
described in theé column of “Eqmpments and Utens;[s used to manufacture the products, ete.’
Whether bulk preparatmn and filling or bulk prcparatwn filling and sealing operations dre
- sequentially performed in closed facilities should be descrlbed in this column. If any equlpments
necessary for asc:ptlc manufacturmg opcratlons is utll:zed necessary eqmpments for such '
gperation should be descrlbed
LO%ER AR A RN 1 ek B RERE, RDRE, Em%ﬁﬁ I B ER %ﬁ&%ﬁ
i%%%%ﬁk%?%ﬁﬁ&ﬁﬁﬁkowr %T&iémﬁk?:y&%lhém &m&
BUVEBT AL,
Tick the appllcable open sguare in the column of “Testing and Inspeétion Facllmcs etc ? about the

necessary testlng and inspection cqu:pment for hermetic condition test, formgn matter test,

gy



physicochemical tests, sterility test, pyrogen test and .biological tests, and enter the following;
() REBEHRERH UBREHAKFLTVERAR., B BACOVWTXELABER T
CEEEERT S L, (RBREZEM M, TWEBEO B9 LREL. £ 0@
WA TEOMERTENERRE T L, 2B, iél‘éjfilfﬁlﬂ%?ﬁﬁin%ﬁﬂ"ﬁ & 71& %"
. THEREREM MEASORELRET 5 - |
If in-house testmg and inspection facilities are utilized, enter numbcr and kind of major
equipment and utensil. Enter “sec¢ attached Plans” in the column of“Area of Testing and Inspection
Rooms”, and the drawings or floor plan; 1dcnt|fymg the area should be attached.

' Enter the arsa
of each individual room in the.colump of "Area of Testing and Inspection Rooms” if the ares can

not be identified by the drawings or floor plans.

ﬁhﬁ‘é%‘%@ﬂ@éﬁtﬁ&#ﬁﬁ&ﬁ‘bxii{mmﬁﬁﬁdﬁﬁiﬁéﬁa&ﬂﬂifé%Af‘i ﬁ%"t (2) _"
~2kl0@®%&ﬁﬁ%%%@ﬂ¥%ﬂﬁ?% &

If the testmg and inspection facilities of the same manufacturer but located in the other campus

(2)

or other testing and inspection facilities is used, enter the Form (2)-2 for utilization of other
testing-and inspection facilities.

(3) ﬁﬁ(z)—1®r%&ﬁ§ﬁﬁjmkab%rﬂﬁénrwa AR, Ak Eo
’ EFREITAS_ETELE LAV E, ‘
Enter see the column.of Testing and Inspection Facilities, etc. in form (2) 17 if such

distinction is covered by the description in the column of “Testing and Inspectwn
Facilities, etc.” in form (2)-1.

4 T M. toBBE LR SERERMT 5T L.

Enter othcr items to be referenced for the facllltles and cqulpmcnts for the manufacture of sterile
products in the column of “Remarks™

5 _GD?E‘i“t@ﬁ(%éii HA T % ML A4 Y¥s ke,

Use paper of Japanese Industrial Stanc_lards Size A4.
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