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®E R K OB E - BE X
Outline of Buildings and Facilities

1 BUEROYE

FHERRED EB8Y
Outline of Manufacturing :
- B see attached Plans
establishment

2 BIEREILN B EOTEER UK E
Type and Number of Equzpments and

‘Utensils -used, to- manufacture the

prodixc_ts :
- 1EREL . EE 4 C EREOEE
N  Room Name ' Area | Outline of Work Rooms
3 BT ' ' : o :
Work Area
BEEED LY
see attached Plans
BAKRDINIE.
BiE
Equipments |
to" treat
y ‘ Waste Water
BARUEEDE | |
M%ﬂiﬁ”é?&‘fﬁ o D @rl.ﬁl*} _ -
EQlem'en‘ts »t(‘) %ﬁ%@ ‘ {Hix.(‘l\é @E?&ﬁ%’ . .
?regt Waste Wate; QLR . D1sposal | Equipments |
and - Weste E‘quipinents . performed | to treat it:
Materials . treak in-house
Waste '
Materials
| O monEREEHATS
Utilize other disposal facilities
HEH A OBARVE DL
BIBETIRE
IR O ®EF5 |
EETARBEDE | Yes (If yes”, )_Type' of Toxic
g , ‘ . Gas and Eguipments
Generation of I ~ |usedto treat it.
Toxic Gas
O ®ELRN
No




B4 [k L EREOME

B Room Name - Area _ Outline of Storage Facilities
4 FREIE : : —
) Storage
Facilities - .
‘ EEmOLBY

see attached Plans

HEBRAEREH .
Area of Testing | AIKRED LB Y
O §‘é E?V‘J {J’* and _Inspection' see attached Plans

2TW5. | Rooms
Tests . and | ABRRERE - &
Inspections 823 »
- performed Testing and .
5 wBsERE | | :
: ) - in-house Inspection
Testing and o . .
P Equipments
Inspection :

and Utensils ‘

| Facilities, etc.

O BoRRRE
WEE% %R A .
TB st (2) —20emy
Utilize .. other
s ' see:Form (2)-2 v
Testing- and- : , :
Inspection- ,
_ Facilities ., S LA ' .
6 fF%&
- Remarks
(EB)
(Notes)

1 FETIESEELTAESMEERT D2 &
Filf out applicable columns accordmg to the accreditation category
2 f%:k_fﬁ@’%ﬁj Vil e FE’J‘?RFXIEG)J:JE vl k“ﬁﬁzb %H?‘él@%‘i%@ LROETBC
Tk,

Enter “see. attached Plans” in the column of"‘Outline of Manufactur‘ing‘establishment”, an'd followin’g v
drawmgs and plans sholild be attached. - l . '
(1) @L%Hﬁ%l(ﬂ%wﬁﬁ#bmé%w m&EETBT BE mtf%&?%:&o

EFRHOBATEBT,) o
‘Simple site map including the surrounding area of the site. (Showmg the location and immediate
“environment. Aerial photograph is acceptable. Submlt them as needed. Can be omitted in the case
; of applxcatlon for acereditation renewal.) ‘ ’

(2) %m%%ﬁﬁﬁ?ﬂ@ﬁ%@ﬁﬂﬁ@ (BERT & R — %ﬁtﬂﬁl’\?h% 63@%@“9‘”\1“6%%‘5 z k )

" Simple site plan mdlcatmg the buildings in the site. (All the buildings located in the
manufacturmg establishment to be accredxted should be described. )

B HEFFER (FARICEROARCIVRRTII L, #: &, HAD, BEE, ﬁiﬁé
%@%Iﬁé\ﬂﬁ\%%\éﬁ%)ﬁfhﬁ e A= RERREZ. #F (K
B, B#. M%) SEBEIRL ?tﬁiﬁ%&()\ﬁfﬁ# B TEBBODOTHB L,

Floor plan of the buildings in the site: (It;ms listed in the following example should be presented

in the plan. Example: window, door, office, weighing room, formulation room (mixing, tableting,




_]'disso{lution’, filtration, eto.); filling roorn, sealing room,,‘ packaging room, test and inspection room,
wbarehouse(raw materials; packaging mater‘ia‘ls and finished products. etc.), etc., in addition, the
naine of the rooms pecessary for the mdnufacturel sh'o‘uld be identified artd the area of each ‘room

| should be described.) ' \ '
(4) ToMBELEIRE

Any other p]an.s facilitatirxg the descr‘i'ption of the si/te .

3 f@L&WﬁUV“ @ﬁﬁ&oﬁiJm . @L %wa%ﬁ%imz§&£®%%&
T5Z &, '

Ma)or equipments and utenstls used to manufacture should be descrlbed in the column of “Type and :

Number of Equipments and Utensils used to. manufacture the products”

4 TEERT ML %h%hﬁé%@%ﬁﬁ?é@f¢¥§%3m @k®¢¥§“&’

BB AIE, TEM WM. (HEEEOLBY) LE&L, W%i%&oﬁﬁm BATE S
ﬁ%ﬁ?@@%%%ﬁ?ée& R &Lﬁﬁﬁl%?ﬁﬁ#%%?%&W%A\f@ﬁl_
WA EEZSOEREERT A2 &, itﬂ%%%wkﬂﬁﬁjﬁm %*ﬁLﬁT%E?é
éf@%%%%ﬁ%kht%@f&ée& ‘
‘Enter the column of “Work Area™ as approprrate in addttlon enter each individual work room in the
column, of “Room Name”. Enter “see attached,Plans in the-column of “Area”, and the drawings or
floor ptans identifying the name of gach individual work room and the area of each room should be -

_ attached: Enterthe areca of each individual room m the column of “Area”: 1f the area can not be
_tdentlfled by the drawmgs or floor plans. As to the column of “Equipmenits to treat Waste Materials”,
all the waste materials. generated in the manufacturing estab»hshment shiould be ‘covered. ‘ :

5 ETORK. BN BWAZEOFERMIBAI T r8EFTERNE 2 RMAT I EE T, THE

COBRBIMICE, BBE. B -BM. BRUROURE REEET SEERRORE. B,
BRSEOFBIOVTRRT S ZILTELI ARV L, (Bl Wiz, TAEREGO LBV,
LEH L. ELARVERSBIU T IREFTARNEE2RNTH L, b, BEFYEES
fﬁ%ﬂ%%?%&W%A I.IEE M %W%i@ﬁﬁ%?ﬁ?ée&‘it‘%ﬁ%ﬁk
LTy ZEMO—B|HEHMA L TWBHAITIE, W@i%.%%ﬁb %ﬁlﬁ?i&ﬁ%

7ﬂﬁr5eefﬁbfx&w:a ,

If the drawmgs or floor plans 1dent1fymg all the storage facilities for raw materlals packagmg
materials and finished products, etc. are attactred entry of each of the storage facilities for raw
materials, packaging materials and finished products, stc, of toxio drugs/drugs with str'on'g activity,
pmson/strong chemicals, inflammable materials, or drugs to be stored refrigerated, frozen and
protected from 1ght in the column of “Storage Facilities” is acceptable. . Enter “see attached Plans”
in the column of Area » and the drawings or floor plans identifying the name of cach 1ndtv1dual room
name and the area of each room 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 ot floor plans. If some parts of a
shelf is used as a storage area, attachment of a three dxmensaonai diagram of the shelf and entry of

., Volume of it in the attached Plans is acceptable. .

6 (RBRBERE] WM. éfdiéﬁmk%xy9%lném &@ak@ﬁﬁréee
Trck the appllcable open square in the column of “Testmg and Inspection Faexlmes ete.” and ent‘er 4

the following;- ’ . :

() RBRESRBZYBRETAICHLTO5B81E. B - BA howT£§&ﬁﬁ&0#
BErE&TDZ L, r?&@fﬁé%’@ﬁl ﬁt‘i BImEEBOLEBY | & ’Eﬁ L. %@ﬁfﬁ?ﬁﬁ%&?ﬂ 4
?%5@%%¥@ﬂ%%%ﬁf%:& B, QLWQE@%TEﬁ# %T%&M%A&‘
THBREZEN MCEEOEMEERT Sk,

Ifin-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 Inspection
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” 1f the area can
not be identified by the drawings or floor plans.

(2) %ﬁ@ﬁ%%%@%@ﬁﬁ&ﬁ%ﬁxm@wﬁﬁﬁﬁﬁ%%ﬂﬁf%%Am ﬁﬁ(z)



A ) ﬁ@%ﬁ%ﬁiﬁﬁ%ﬁé%@%%%‘ﬁﬁﬁ”é ok,

If the testing and 1nspectlon facilities of the same manufacturer but located in: the other campus,
or other testing and inspection facrlltres is used, enter the Form (2) 2 for utlllzatlon of other
testing and inspection facilities.
7T TEE ’Hﬂ i, %@ﬂﬂ?%r‘:&é§ﬁ%%ﬁﬁ“é Es .

Enter other items to be refcrenced for the facilities and equipments of the site in:the column of
“Remarks | » ' ’ .

8 ﬁ%E%@&LﬁfﬁéﬁAi EX:$9 ;5ﬁﬁ@mm\ﬁﬁ(2>esmibbb@ﬁ
®EYBCIL, , L .
Submit filled Form (2)-3 in addttlon to thrs form in the case of manufacturmg srte of sterile products
are manufactured by aseptrc process in the site. ‘ '

9 %Eéwﬁaﬁéﬁénu%% U< i s f&li?éuu@%éffﬁ?f‘&) 2HEAIE. 21:%%:“& (%3‘. (2 ) =3
’S:ﬁ‘if) CEBRBEOMIC, IRMCERERERMWAUESLL LLEBIRCRAET Zo$1§
Lowf%h%h BHCRERTEIE. ‘ '
In addition to this form (including Form (2) -3), detailed descrtptxons on the items descrlbed in

Artrcles 8 or 9 of Regulations for Burldmgs and Facilities of Pharmac:es should be submitted as an

’ attachment if specxfred brologtcal produets, etc.; or radtopharmaceutrcal,s are manufactured in the
. site. ' - , - ‘
10 ZOBROKE S \Hﬁlﬁﬁ%A4&¢é_&

Use paper of Japanese Industrial Standards Size A4. .
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RN L EE L EEEENE S

Utilization of other Testing and Inspection Facilities

1

O MBBSEEE OMORRRERN

Testing and Inspection Facilities of the same Manufactirer but located in the |

other campus
‘Classification . :
- 0 FREUSAOEORBRERE |
Other Testing and Inspection Facilities other than those stated above
2 &%
| Name
3 M
‘I Location . -

4 ¥ BB BZROFAR
Number and date of the
accreditation

5 RERERMN - BA

‘Equ‘ipments and Utensils

Testing  and - Inspection |

6 (RETAHRONE
Typc of Corntracted Testmg
and Inspec‘clon

7 ﬁ%

» Remarks

(EE)
(Notes) -

1 PR M, %TﬁiéDﬁ ?n/ﬁ%ﬂﬂéhkftﬂ%%®@®%ﬁ@§%%i%
FRY 2BE . %@ﬂ%@ﬁ%ﬁf%%@%ﬁ%%ﬁ?é_&
Tlck the apphcable open square in the column of *Classification™. In, the case of “Other Testing

and Inspectlon Facmtxes other than those stated above 2 documented evidence of such use should be

provxded

3 T (@ E)%ﬁﬁvﬁﬂﬁjﬁi %m%#TRi%E@L%

'll

EAWMBLTHS

w&w%Awﬁﬁﬁ?é_k

‘ Enter the column of “Number and date of the accredxtatlon only for the famlmes obtalmng a

accreditation of foreign manufacturer , N 4 :
4 THBRRERK - HFR] W i\&ﬁ-%ﬁﬁﬁwfiﬁﬁﬁﬁﬁwﬁﬁ%ﬁﬁ?élto

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

Equipments and Utensils”.

5 IHBRERE-BE MCoVTH., SURBRREREXIXRARERE CO VT, B
CEBRBLTVWAZEER iDﬁ%?5%%@@k%¥&$ﬁ&v%ﬁéﬁx1wé_&#ﬁ%
TELRAR ﬁﬁ%bt<f%%biz&m:& ‘ : o
Entry in the column of “Testmg and Inspectlon Equxpments and Utensxls is not necessarily requi.re.d
if the other testmg and inspection facility has been confirmed by a certlflcallon such as v
Accreditation, that it has the necessary equipments and utensﬂs for testmg and inspection to use.
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"Enter other reference information in the column of “Remarks”.
7 IOHRROKRETEE, BATERAB AL LT L,
. Use paper of Japanese Industrial Standards Size A4.
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FlLa<TbELIZRNWI L, T

The floor plans to be attached in place of g1v1ng a'narrative description to the column of “Outlme of

Working Area for Sterile Products” need not be attached if such d1stmctxon is covered by the floor :

] plans attached in place of giving a narratxve descriptmn to the column of “Outlme of Manufacturmg

‘establishment” in Form (2)-1.
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- Enter the column of “Work Rooms ofMlxmg, Filling, and Seaimg Operations, etc. ™ as appropriate, in addltzon v

enter the followmg, ' :

(1 TEREA ’Tﬁki\/ﬁﬂﬂﬁlﬁi a%@%@i f%;’%&a‘%@?ﬁ@ iﬁiﬁi RE=E,
ETAE, BEEERNETRICLAERELEES ERETDZ L,

Name of the working rooms necessary for the manufacturing operatxon of sterlie products
including raw materials weighing rooms, container washing rooms, drying/ sterilization rooms for
Washed"cor{tainers bulk'prcparation rolofns, filling rooms, sealing rooms, etc. should be described

. in the column of “Room Name”. ‘ ] . AR : v

Q)ffﬁﬁimw:f%ﬁlﬁwkkbjkﬁﬁb TOMBBB TEIMEFFARE L
BETBHZ L, BB &m%¥ﬁ@%fﬁﬁ#%%f%&w%Amfﬁﬁfﬁk%%%i
DEMEERT A &, ‘

As to the columns where area of rooms and facxlmcs is to be entered, enter “see attached Plans
in the column of “Area and the drawings or floor plans identifying the area should bc attached
‘Enter the area of each individual room in the column of ”Area” if the area can not be 1dent1fled by
the drawings or ﬂoor plans:: ‘ ) ‘ '

(3) TR, \%@ngﬁmlwﬁwgmisﬁg%#m¢ 6%@1%5 vRET
Bk, ‘ S S '
’.E‘nf;er whether the material of ceiling, wall and floor c¢dan endire the atomization and

v washing by disinfectant in the colﬁmn of “\Iat"eriai of Ceiling, Wall and Floor”.

BRCY rﬁihﬁﬁ*ﬁ%%J Moz, HERE, BUBFA. XTALRB. BT BiE. HBEE.
o Jf?{&‘@&%ﬁ BEENDIEROBILER, BEEE GEEE. REKRSHUERESOLKF,

A VT ﬁ%%éhfb\é%ﬁ?}l HER(PTERCHERELTY )2 REET sz &ofiio_\
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BRAEB o T, YHRBEABSEA—ERBCHIELERT I L ROKTABET

HHEL RN PERBR B L > (TN EACH o T LU RBR WL EERBRE LB

CERBRTSI L. R MEOREETOOLLERRBES HIBBIE. ENCLEL

EREERBT SO L, | . o
Name, model and location (may be dcscribéd 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 rem‘oval' manufacture of distilled water, etc., should be ‘
described in the column of “Equ1pments and Utensils used to manufacture the products etc.”.

Whether bulk preparatlon and filling or bulk preparatlon filling and sealing operations are

“sequentially performed in closed facilities should be described in this column. If any equxpments.

necessary for aseptic manufacturing op_eratlons is utthCd, necessary equ1pments,for suc_h

~_ operation should be described. :

3 Fﬁﬁ’lﬁﬁ%&ﬁ‘ﬂ WML, BHRERE, RVRE. BL¥FRBR. EERR. REMEDEHR.
EEHRB I E@‘é‘b?&ﬁ%ffﬁﬁaﬂ* SVT, M TRELZOMCTF =y s %lhé{ﬂl\ rRo &
BYVERT AL, s
Tick the applicable open square in the column of “Testmg and Inspectlon Facnlmes ete.” about the

necessary. tcstmg and inspection equlpment for hermetic condltxon test, fore1gn matter test



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

KD’ﬁ%&ﬁ%ﬁ%%ﬁﬂﬁﬁwmﬁifwé%éﬁ\%ﬁ-%ﬁmomfiimﬁﬁ&U.
CEBREETAIIL, (RRAEEEM WX, (AMEREOLBY ) LERL. TOEAS
WA TEAMEFFERNELRNT &, 2B, @Lﬁ$ﬁl%?ﬁﬁw%%fékw%
Bk, RBREZER] MCEE0ERLERT S &,

If in-house testmg and inspection facilities are utilized, enter number and kind of major
gqulpm,ent and utensil. Enter “see attached Plans in the column, of * ‘Area of 'Testing and Inspection
Rooms”, and the drawings or floor plans fde'ntifying 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 1dentrfxcd by the drawings or fleor plans.

w_ ﬁm%%%wﬁwﬁ&ﬁéﬁﬁxi@@%ﬁﬁﬁ%@%ﬂ%?é%Ai %K(ﬂ
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If the testmg and inspection facilities of the same manufacturer but located in the other campus
or other testmg and mspectron facrhtrcs is used, enter the Form (2)-2 for utmzatron of other
testing-and inspection facilities. ‘

(3) BRX (2) — 10 RBRBRERH] m &b)@:f“ﬁﬁzénm\a%l* . A IRE D
ERXERTILTELILRND &, .
Enter “see the column.of Testing and Inspectmn Facrhtles ete. in form (2) 1” if sich

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

4 ME=1 M SEN %@ﬁ%%k&é%ﬁ%ﬂﬁ#éua

Enter other items to be referenced for the facxlrtres and equrpments for the manufacture of sterxle
products in the column of “Remarks™

5f*®ﬁﬁ@k%é BKI%ﬁ%A4&Téu&
Use paper of Japanese Industrial Standards Size A4.
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