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WERW R E - %
Outline'of_Buildings and Facilities

1 BUEETOEIE

. ' ) MERmoLBY
Outline of Manufacturing 4 :
. o . see attached Plans
establishment . )

2 @!ﬁﬁﬁﬁiﬁ@lu%ﬁﬁ@ﬁﬁ&(fﬁﬁ
Type and Number of Equlpments and
Utensils used to- manufacture the

prodﬁcts
; fER=ES [i12 ;Y I - E=EoBE
- - " Room Name - Area - ’ Outline of Work Rooms
3 R . . T
Work Area
SHERED & 359
see attached Plans
FEA DL
Equipments
to treat
L Waste Water
SREBT 5Bl o 'u WERIC
Equipments to %¥%® ' {iﬁix_‘Cb\é‘ ST
treat Waste Water o Disposal Equipments
-and Waste Equipments | = Performed | to treat it.
Matenals to treat. in-house ‘ :
Waste ‘ -
Materials :
0 thonBRELFIATS
Utilize other disposal faci}ities
. . - HBY AOBER VT DR
' ' BIC B4 B
s p O RETD | (feyes”, yType of Toxic
stx 3
HBHARBEDH [y | (I yes™, JType o
: ‘ . . | Gas and "Equipments
Generation of . used to' trgat it.
Toxic Gas
O VELW
No




=4 mht .- BFERm OB
" Room Name ‘Area ~ Outline of Storage Facilities
4 RrRRaRyE : _ : : :
| Storage |
Facilities Ellﬁﬁﬁ&)&i’s b
see attaclietl Plans
RBREEEN | ‘
| Area of Testing MEREO LB
a ﬂﬁ}ﬁﬁlcﬁ‘ﬁi and Inspection | see attached Plans
ZThB 'Rooms ’
Tests - and | BRIRRFRAMN - 2B
lnspcct.ion.s ’ B
performed - .Testing and
5 REBRERM | : L
Testing “ind |n-.l‘louse Insp'ectlon
R Equipments
Insoe.ct.lon and Utensils
Facilities, etc. O lw.@?ﬁt&lﬁﬁ :
WS EHMA , _
7B gk (2) —20L8Y
Utilize .. other
’ see Form (2)-2 '
Testing and. :
Inspection ‘
Facilities .
6 %5
Remarks
(ER)
(Notes)

1 HHTAIESKISCTLERE %aﬁﬁﬂ‘é &
Fill out appllcable columns according to the accreditation category
2 (WEFOME) Wi MEBEHO LBV ) EREL. il’sf‘fﬁ‘él“ilﬁli&@ PEUIE -

Ea .

Enter “see attached Plans” in the column of “Outline of Manufacluring establishment”, and following '
drawings and plans should be attached. ‘ . '
4)) Méﬁﬁﬁ%@(ﬁﬁ@kmmbmébm ﬁggﬁ?%T ﬁﬁkﬁtfﬁ&#%:&;

E%’rﬁ“ﬁ@%’*lié‘ﬁ%'l ) ‘ a
Snmplc site map including the surrounding area of the site. (Showmg the locatlon and immediate
" environment. Aerial photograph is acceptable. Submit them as needed. Can be omitted in the case
of application for accreditation renewal.) ‘
(2) MEmHEMHNORHOERR (RERTEF— &ﬂﬂl’?lu&’; BEHETRTRBTS L)
" Simple site plan mdlcatmg the buildings in the site. (All the buildings located in the
manufacturmg establishment to be accredited should be described.)
() MEFTFER (FPEBEICEROAICLY BRTBoE, B E, HAD, EHE, ﬁﬁi

CEWE (BA. 8. BR. 2B%), BTAE, BECE, A%E. RRAEE, AW (K

B.OEH. HMAS) SRETBRCLERZARCARIMAITEILOTHD S L),
Floor plan of the buildings in the site. (Items listed in the following example should be presented
in the plan. Example window, door, office, welghmg room, formulation room (mlxmg, tableting,




) dissolution filtration, etc. ), flllmg room, sealing room, packagmg room, test and inspection room,

warehouse(raw materials, packaging materials and finished products. etc. ), etc., in addltlon the

name of the rooms necessary for the manufacture should be identified and the area of each room
should be described.) ’

) EowsErzsAE
~ Any other plans facilitating the descr'tptldn of the srte

3 [&ﬁ&ﬁﬁﬂttﬂk%ﬁ@ﬂﬁﬁt)\ﬁﬁj Mizix, ﬂﬁk}'ﬁ [A-] %mﬂﬁﬁ—ﬂ)Iﬁfx LR R
T5Z ¢, ' .
' Major equipments and utensils used to manufacture should be descrrbed in the column of
Number of Equipments and Utensils used to manufacture the products” .
4 TEEFR) Wiz, %n%nmgmﬁ%%maamrwﬁzzjmm BeofEEETLic
ﬂ&?é bfﬁﬁlmﬁiﬂﬁ@ﬁmtbbje BE®L. ﬁ%iﬁ&Uﬁﬁ#%ﬂ?%é
ﬂﬁﬁ?ﬁl%%ﬁﬁ?é Eo BB Mﬁﬁ$ﬁ@%?ﬁﬁ# %?é&w &, TER
MEBERZEOEMELERRT S = &, ERLTHEESOLBRME] M, gwmeavxeea‘
éTO%%%%ﬁﬁtL#%OTﬁée&
Enter the column of “Work Area” as appropriate, in addmon, enter each individual work room in the
column of “Room Name”. Enter “see attached Plans” in the column of “Area”, and the drawings or v

floor plans identifying the name of each individual work room and the area of each room should be .
"~ attached.

’ .

“Type and

Enter-the area of each individual room m the column of “Area” if the area can not be

' .rdenttfled by the drawings 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.
5 £ToORHE. HH. ﬂm%mrﬁﬂmm%ﬂ?%6&%%?@@%%%HT6% . TRy
,&VJMkﬁ\w BE. 8-89. CRORVAE - %wrﬁT«%Eﬁmwﬁﬂ ﬁﬁ

HHEEoFBICo W IRBT e LIEx RV, Mo Wik, TMEEGEDOEBY 1.

t%ﬁbt35&0@&#&%?%5&&%$EE%%EH?6:&r&3.&%%?@%%

Tﬁﬁﬁm%?%&h%AﬁTﬁﬂl@ﬁ%#%iﬂﬁﬁ%%ﬁ?% o Xl WESE
LT, FlAEHO-BIE2RALTVLEHEITI, mwiﬁﬂ%ﬁﬁb ﬂ&@ﬁkﬁﬁﬂé.
BETDIILTELXARZNCL, .

If the drawings or floor plans ldentrfylng all the storage facilities for raw materials, packaging-
materials and finished products, etc. are attached, entry of each of the storage facilities for raw
materials, packaging materials and finished products, etc. of toxic drugs/drugs with strong activity,
poison/strong chemicals, inflammable materials, or drugs to be stored refrigerated, frozen and
protected from light in the column. of “Storage Facilities” is acceptable. Enter “see attached Plans”
in the column of “Area”, and the drawiltgs or floor plans identifying the name of each individual room
name and the area of each ro'om should be attached. Enter the area of each individual room in the
column of “Area” if the area can not be identified by the drawmgs or floor plans. If some parts of a

shelf is used as a storage area, attachment of a three drmensmnal diagram of the shelf and entry of -
_ volume of it in the attached Plans is acceptable. .

6 (RRBEBRMI M. %Tuiéﬂmkfzxﬁélnéﬂ KotBYRBTEZ L,
Tick the applicable open square in the column of “Testmg and Inspectlon Factlmes etc.” and enter A
the following;-. ‘ ‘
() RRRERGESERETACHLCVHBER, 'm-%emomrzgaﬁﬁaaﬁ
BRERETI L, TRRREZEMN) Wiz, MEEEOLEY ) LRBBL. 20HHMNEE .
TEAUARTFERSER/MATEZ L., XS, HEpivPERS CEARSRICE LV HER,
 IRBRREEEN RCAZOEMIBRT L,
If in-house testing and inspection facilitiés are utllnzed enter number and kind of major
equipment and utensil. Enter “see attached Plans” in the column of “Area of Testing and Inspectxon
Rooms”, and the drawing 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) 5Wﬁﬁ%%%0@@3%&@&@1&&0&%&&&%%ﬂm?%ﬁAﬂ B (2)



—2&4:'9(&@%@1’&&&5@%@1&%%3&@‘9’6&é: . .
If the testing and 1nspect|on facilities of the same manufacturer but located in the other campus,
or other testing and inspection facﬂltles is used enter the Form (2) -2 for utilization of other
testing and inspection facilities.
7 TH#E) ﬁll\_l:t %oiﬂé%&fcéﬂi!ﬁ% ﬁ&ﬂ‘Zu P3N
 Enter other items to be referenced for the facilities and equnpments of the site in the column of

“Remarks

8 ﬁﬁ&%@ﬂﬁﬁ??&;éﬁ‘“m JM%KL Lamiomic, &K (2) - 3 wkvhbhbti
i&'é‘ 5k, ' :
Submit filled Form (2)-3 in addmon to thls form, in the case of manufactunng snte of sterile products
are manufactured by aseptlc process in the site. :

9 HEAHEERSS D LL iiﬁt&#&@%ﬁ:mﬂﬁ?’r‘(‘bai&AGi itﬁi (%K (2) =3
¥El) KEZBEROMIZ, Sllﬁluﬁﬁgmﬁﬁﬁﬁﬁﬂll% 8&bLIEHI %kﬁn&'é’b ¥R
lhob‘f%h%hﬁﬁkﬂlhﬂﬁiﬁ?é & - '

In addition to this form (mcludmg Form (2)-3), detailed descriptions on the items described in °
Articles 8 or 9 of Regulations for Buildings and Facilities of Pharmacies should be submitted as an
attachment if spec1f1ed bnologlcal products, etc., or radtopharmaccutlcals are manufactured in the ’

. site. A

10 ZOHAOKE S, EztIﬁﬁir& A4 &:1‘6 k.

Use paper of Japanese Industrial Sta'ndards_ Size A4. .



X (2) -2
D B R OBOE BB E o M A ﬁgi

Utilization of other Testing and Inspection Facilities

O SEMEREOMORBRIRIERE
Testmg and Inspection Facilities of the same Manufacturer but located in the
1 ﬁ%'l ' : . | other campus o

Classxﬁcatlon
O L%U#oﬂ@ﬁ%ﬁﬁ%% .
Other Testing and Inspection Facilities other than those stated above
2 4%
Name
-3 FEM .

Location . . . ) . ) ' "

4 B (BF) BSRUEHA
Number and date of “the
accreditation

5 BHEBRRILRGE - 88
Testing and  Inspection
Equipments and Utensils

6 #EHTHIRRONE
Type of Contracted Testmg
and Inspection

7 HE

Remarks

(ER)
(Notes) -
1 FRER) Wik, %Tdiéﬂ%k%z/ﬂ%lna &, rx&u%m@oa%mﬁ&mj&

FIRT %46, %DﬂE&%%ETéﬁﬁ%ﬁt#ﬁ?6_&
. Tick the applicable open square in the column of “Classnflcauon” In the case of “Other Testing
and Inspectlon Facilities other than those stated abovc” a documented evndence of such use should be

provxded
3'f47(%ﬁ)%%&0$ﬁﬂjmﬂ &ﬁ%%?xu#l&ﬁ%%%ﬁ%ﬁﬁbfwé
BEBROBEOHZBETE L,

Enter the column of “Number and ‘date of the accredltatlon” only for the facllmes obtaining a
accreditation of foreign manufacturer. )
4 (RBRRERME - %ﬂjﬁhﬁ T %ELO“TEE&E&&U&E&?&T% &,

Enter number and kind of major equipment and utensnl in the column of “Testmg and Inspectlon

Equipments and Utensils”.

5 (RRBRERM - BR) MoV Tk, 4K ﬁ%&ﬁ&mxuﬁ%&ﬁ&%komf,%T
CERHBLTWVWDZ t%kiDﬂ%?éﬁﬁﬁﬁk%%&%ﬁ&vﬁﬁ%ﬁxfwéhkmﬁﬁ
TEHHAR, BRELACTORLE ARV E, .

Entry in the column of “Testmg and Inspection Equipments and Utens:]s” is not necessanly requ1red
. if the other testing and inspection facility has been confirmed by a certlflcatlon such as
Accredltatlon that it has the necessary equipments and utensils for testmg and inspection to use.

6 THEZr @i, %OM$%k&6$ﬁ%ﬁﬁT6 3
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"Enter other reference information in the‘colump of “Remarks”.
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Outline of,Buildingé and Facilities for Sterile Products - -

1 SRR R | sEEED Ly

Outline of Working Area for Sterile Products | see attached Plans
: . . S iR i e
. ‘ 1 v - RKH, B, RKOBPE Equipments and
2 RRORM, .BE ‘ Rﬁﬁfﬁ . f;ﬁ Material of Ceiling, Wall and Utensils used to

e
Th., BT IR m Tame 2 Floor manufacture the
TS ERES ’ o

products, etc,

Work . Rooms - of
Mixing, Filling, and . :
Sealing  Operations, ' : MEREmO LBY

etc. . N . see.attached
Plans .

O MEFHcy | ABRREZE )
. Area of Testing | BIEEIED &L Y

ZTH3 and  Inspection éeg'attached'Plans:'
Tests and Rooms ~ -
RERRED M - BA
Inspections Testing * and
» performed Inspection :
: : Equipments and e
3 BRI |in-house Utensils '
Testin and
& 0 oRRRE
‘| Inspection . oo
Facilities, etc. . WBEEE2A A
+5 .
Ui L, | BN (2) —20kmy
t ' N :
tilize [\] ctf cee l?orm @j-2
-] Testing and
Inspection -

Facilities-

4 %

Remarks




(ER)

(Notes)

1

rﬁ@ﬁmmﬁﬁomalwm%wuﬁxrmﬁfusmmlm BX (2) —1i k5 8/
ﬁﬁoﬁ%]@o%ﬁhﬁxtﬁﬁf~%¥ﬁ.hkwr bbtfﬁbénfw 5EHERE
H‘Lti(’t"b%bix&b‘"&'o W
. The floor plans to be attached in place of glvmg 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 a narratlve description to the column of “Outlme of Man.ufacturmg

establishment” in Form (2)-1.

2 RAOBE. £Th. %%<¢ﬁ%ﬁoﬁﬁ§%]ﬂhﬁ ERENK SRR BT B

. KD LHYE BRTBHZ &,

. Enter the column of “Work Rooms ofMlxmg, Filling, and Seallng Operations, etc. ” as appropnate, in addmon,’

enter the followmg,

(1) MMefEs) Wi, ﬁﬂ@ﬁﬁi ﬁ%o%#i %#ﬁﬁoﬁﬁ  HREE, BRE,
FETAE. %%(i%&ﬁIEL%%&ﬁﬁ%ﬁ%%ﬁ?é o - oo
Name of the working rooms necessary for the manufacturing operatlon of stenle products,
including raw materials weighing rooms, container washing rooms, drying/ stenhzatlon rooms for
washed contamers, bulk preparatlon rooms, filling rooms, sealing rooms, etc. should be described
in the column of “Room Name”. ‘

(20 . (@8 Wi, (BBMEEO LB LEML, %Oﬁﬁ#%%?%éﬁﬁﬁ¥ﬁ@%%
ﬁﬁ?% L. B &ﬁﬁﬁﬁ@%?ﬁﬁ#%ﬂ?%&wﬁAﬁ fﬁﬁJﬂL%#%i
oEMERBTDI>- L.

As to the columns where area of rooms and facmtles 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 mdl\ndual room in the column of "Area”-if the area can not be ldentlfled by
the drawings or floor plans '

(3) TR, B, *oﬁﬁjmm.mﬁmﬁuxaﬁﬁmﬁuﬁxoauovbaa%%ﬁf‘
3z &,

Enter whether the matenal of cexlmg, wall and floor can endure the atomization and
washing by -disinfectant in the column of “Matenal of Ceiling, Wall and Floor .

(4) MM EmEes) Mo, FRRM. BR®ME. ETALRE. %%(ﬂﬁ AR ..

 EROFBCHEEINIZLOSCER BEERE, % 08 35 0 ?Kﬁ*%&ﬁ%ﬁ!ﬁ?@% .
ﬂﬂﬁvkﬂﬁénfw6&ﬁxmﬁﬁlﬁﬁlkﬁ%LT%lw)%?ﬂ?b L. B,

@!&U?ﬁfhf‘?%ﬂlﬂ:%ﬂ ETARUHEL ﬁﬁﬂ‘ﬁﬂﬁﬁ&{ﬁik roT—BLTHbh
BEBAESH>TH. YERFEIBAHRX—ABRBTHIEERBTII L, &U£1h¢$1~
ﬁ%%<ﬁ%ﬁ%ﬁﬁ&ﬁhlorﬁbnéﬁAh&oTﬁ%%%ﬁ#%ﬁﬁ&ﬁ?bé
BRBITBI-E, k. ﬁﬁ%ﬁ#%ﬁoOkﬁgtﬁﬁ%#béﬁAkm %RL%EK
ﬁﬁ%%%&?é &

Name, model and location (may be descrlbed in the floor plans) of each equipment for welghmg,
‘bulk preparation, f:llmg, sealing, filtration, cleaning of the gas to be filled in the bulk solutlon
containers, sterilization, bacteria removal, manufacture of distilled water, etc., should be
described in thé column of “Equipments and Utensnls used to manufacture the products, ete)’
Whether bulk preparauon and flllmg or bulk preparatlon, filling and sealing operations are
sequentially performed in closed facilities should be described in this column. If any equlpments
‘necessary for aseptic manufacturlng operatlons is utlllzed necessary equlpments for such

. operation should be described.

3 TRBRIERM M, %ﬂ%@&ﬁ RYmE. Ek%ﬁﬁlﬁﬁﬁ% %%ﬁ%ﬁﬁ%
&%+%ﬁ§h%?6ﬁﬁ&ﬁﬂﬁkowf %Tﬂiéﬂﬁh?z/&%kném koL
BYBRBTBII L, .

Tick the applicable open square in the column of “Testing and Inspectlon Fac:llties, etc.” about the

necessary testmg and inspection eqmpment for hermetic condmon test, forelgn matter test,



physicochemical tests, sterlllty test pyrogen test and blologlcal tests, and enter the following;-

(1) ﬁﬁ&ﬁaﬂ{ﬁ%%%ﬂﬁ?)fl’ﬂ‘.ﬁzfu\é%Aﬂ B  BRCHOVWTEELABHERT
CHBREERYB L, fﬁ%iﬁﬁiﬁfﬁ] mli MMEEDOLEBY ) LRBL, TOEMM
BMATEIMNERFEREEZRMTT L, b, Q‘élﬁﬁf?ﬁ@%fﬁﬁiﬁ%ﬁﬁﬂ?% &b\%‘u‘
ik, IRBREZEMN) RMCEZOENEL2RRT 5 = &,

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 i'dentifying the area should be attached.  Enter the area

- of each individual room in the column of "Area of Testtng and Inspection Rooms™ if the ares can
not be identified by the drawings or floor plans.

(2) ‘=‘ﬁW@é:ﬁ%%%Oftﬁmﬁ&&ﬁiﬁ‘ﬁﬁllﬂlﬁ@ﬁ%&ﬁﬁﬂﬂ%ﬂlfﬁ’d’éﬁ"*ii &it (2 )
-2 J: VO RBRELBESOBRELRB TS &,

If the testmg 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 ut|llzat|on of other
testing and inspection facilities. - . '

(3) B%it (2) — 10 TRBBAERH mth&b-&—caaﬂ&én-cwz)%Aui *muum
' FRBTIDLTELIZARVIE, .

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

4 T@E I %wf@.%%&f:éllﬂﬁ%“ﬁﬁﬂ‘é & . _

" Enter other items to be referenced for the facrlmes and equlpments for the manufacture of sterile
products in the column of “Remarks™,

5 IORROKEEIT., BERITHMAE A4 }:3‘6 z .,

Use paper of Japanese Industrial Standards Size Ad.
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