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" Qutline of Bﬁildings and Facilities

1 BUEFROME
Outl_ine of

establishment

Manufacturing

BIERIED & B Y

see attached Plans

2 BRI ICREDRRR OE |

Tyrpe and Number of Equipménts and

Utensils used to- manufacture the |

see attached Plans _

prodﬁcts
/ CfeRES g | EREOBE
' i Room Name Area Qutline of Work Rooms
3 fEErR ' .
Work Areé.
BRI D &350

No

FEAC O LR
i) _
Egquipments
to . treat
Waste Water -
BEAREUREED Y . _
M?ﬁﬁ'ﬂ"éﬁxﬁ? . ‘ m} BRI
Equipments to w0 N WATVS FEERE
treat Waste Water . . . .
R Disposal Equipments
and Waste ) e -
Equipments performed | to tredt it.
Materials o . .
. to - treat: in-house
Waste
Materials
O hoRmemaRET 5
Utilize other disposal facilities
BB H A OWERUE D
. _ HECETHEE -
o O #8445 e
HENARKEDE v (If “yes™, )Type of Toxic
es 1 :
gﬁ ' - . | Gas and "Equipments
Generation  of | used to treat it.
Toxic Gas
O FEELAW




=4 W . pEEEORE

Room Name "~ .Area ' L Qutline of Storage Facilities
4 RERE ' ' S -
- Stblja ge
Facilities I
oL AHEREO L B Y

see attached Plans

ReREEER |0
Area of Testing | BlfEKED 230
] géﬁﬁ?lfﬂzﬁ% and Inspection | see attached Plans
. AXVB.. . |Rooms '
Tests and | BERER {JL %ﬁ
Inspections H N
) . performed | Testin and
5 wmmR | "
i R in-house Inspection
Testing and : ‘ L
) R . Equipments
[nspection . P
and Utensils

Faciiities, etc.

O foRBRBEE

HEEZFA |
vn ‘ S .
o Bt (2) —20EBY
Utilize .. other :
Lo ‘ see Formn {2)-2
Testing . and-| :
Insp'ection
Facilities
6 EE -
- Remarks
(EE)
(Notes)

1 BEIIEACELCAERBERE TS
Fill out applicabie columns according to the accreditation category. -
2 F%memEJﬁiF%ﬁlﬁwakbjkﬂ@L %Hfalﬁiﬁ®a%@&¢5_

£ .

‘ Enter “see attached ?léns” in the co]umn_ -of‘“Outline of Manufaéturing‘estab[ishmcnt”, aﬂd following ‘
drawings and plans should be attached. - o ' '

(1) iL%Hi%@(ﬂ%mﬁﬁ%bbé%w mwgﬁr%ﬁ zg mﬁfﬁﬁfézkg
EHFRBOBLTEWET,) | L
Slmple site map including the surroundmg area of the site. (Showmg the locatlon and 1mmed1ate'
“environment: Aerial photographis acceptable. Submit them as needed. Can be omitted in the case

. of application for accraditation renewal.) -. . 7

(2) BEFEMAOBHOREBR (REHeF — BH i b 5 S CRET 5T k)
Slmple sité plan 1nd1cat1ng the buildings in the site. (All the buildings located in the

- manufacturing establishment to be accredited should be described.) :

@) REFTEH (FEEIKRKROWICEYRRTHI L, # B, MAD. FEE. BRE,

o mME (BA. THE. PR, AB%), RTAE, BACE, o, NBRkEE, 8K (J%"
B, EH. BES) FTRETIRICLELEA BONEERERNTE D % DTHB L),

Floor plan of tﬁé buildings in the site. (ftems listed in the following example should be presented

in the plan. E,xamplc: window, door, office, weighing rdqm, formulation room (mixiﬂg, tableting,




. dlssolution filtration, etc. ) fllllng room, seahng Toom, packaglng 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 manufacture should be identified and the area of ea;h “roem
should be described.) : '

(4) TDUEBELEHEME _

j Any other plan.s'facili.tatin‘g the descr'iption of the site. : )

3 fﬁ%%ﬁﬁ@ﬁ%ﬁwﬂﬁﬁ@ﬁﬁjﬁmﬁ\ﬂﬁkﬁw5%W%E®$%&%®%%ﬁ
THI L, ' : '

MaJor equipments and utensils used to manufacture should be descrlbed in the column Gf“Type ancl
‘Number of Eqmpments and Utensils used to manufacture the products

4 THEER W i,%n%ﬂ é%ﬁ%ﬁﬁfé@ﬁ%%iﬁjﬁi @b®@%£ g

BETHI L. (EA M. BIMRESLBY ] CREL, LELARCEMARATE D
WEFFHERELRMAT S L, ok MERFERSTERSRI TS 20HaE, [EHE
i %¢%$®Eﬁ%ﬁ%f5p& itﬁ%%%®MEﬁﬁjﬁi e iﬁ%f%éﬁé
érw%%%&ﬂ%&Ln%@f@é_&

Ernter the column of * Work Area” as appropriate, in addlthl’l enter each individual werk room in the
column of “Room-Name”. Enter “sce attached Pians” in the column of “Area”, and the drawings or
floor p.lans. identifying the name of each individual work room and the area of each room should be

- éttached Enter-the arca of each individual room 1n the column of “Area” if the area can not be
_1dent1fled by the drawings or floor plans.  As io the column of “Equipments to treat Waste Materials”,
‘ail the waste materials. generated in the manufacturing establishment should be covered. :
éf@ﬁﬂ\éﬁ\%m#®hﬁ F#%MT%%%&%?E@%%%H?@%A SNVl
CBEESBICE. BoBE. E-ADARMRTAR - BREBTSIESHOBE . BH.
HERoBicowTREETI I TELEXz AV, TEH; BT, THENEO LB,

PEBL. EARCEBRABYN T ANBEFTENELRH T2 L, 28, REFTESE
CTTERABITE2VEAE. AR MCEFEECERERRT O, 2, HESH L
LT AlAElo -BEEFNBLTVIEAIE. W@iﬁ@%%ﬁb %%Eﬁm@@%%
BETACLTELIARVD S, |

If the drawings or floor plans 1dent1fy1ng all the storage facilities for raw materials, packaging

o)

materials and finished products,’etc. are attached, entry of each of the storage facilities for raw
' maierials.‘, packaging materials and finished préducts, ete. of toxic (jrugs/d;ugs with strlo'n"g activity, .
poison/strong chemicals, inflammable materizls, or drugs to be stored refrigerated, fr’ozén and
protéctcd from light in the column. of “Storage Facilities” is acceptable.” Enter “see attzched Plans”
in the colu?nn_of “Ar'éa”, gnd the drawi.ﬁgs or floor plans identifying the name of cach individual room
name and the area of each room should be attached. Enter the arca of each individual room in the
column of“Afea” if the area cen not be identified by the drawingsr or floor plans. If some parts of a
_shélf is used 25 a storage area, attachment of 2 three dimensional diagram of the shelf and éntry of
~ volume of it in the attached P.lan.s is acceptabile. .
6 IHBEERM) MIET. STEEIOMCF 2y s EARDH. KOLBOEET S,
. Tick the applicable open squar’e in't:he column of “Testing and Inspection F-écilities., etc.” and ent‘er' .
the ‘following;-, ' ‘ ‘ ' 7 -
() HRBEERELUBMEFACELTVIEER. B - BELOVWITTERRER UK
BrEETA L, (RERESER ML, (MEATO LB LEML, TOBARSM
TEOMBRFEASLARMT EC L, 25, MEFFERS CEHASBACTERVEEE,
IHBRRESER) WCAEoEMERRT AL,

If in-house testing and inspection facilitiés are utilized, eater number and kind of major
equipment and utensil. Enter.“see attached Plans” in the column of “Area of Testing and Inspéction
Rooms™, and ihe drawing or flo‘or plans identifying the area should be attached. Entcr'_th'e arca
of each individual room in the column of “Area of Testzng and Inspection Rooms™ 1f thé area can
not be identified by’ the drawings or floor plans. '

(2) %ﬁiﬁ%%%®m®ﬁﬁﬁ§ ﬁxi@®%ﬁ@§%%%ﬂﬁ?é%Am %ﬁ(2)



i@@@ﬁﬁﬁﬁ%%#@ﬁ%%ﬂﬁ%é_a , _

If thc testing and 1nspect10n facdltles of the same manufacturer but located in the other campus ‘
or other testing and inspection facﬂmes is used, enter the Form (2) -2 for utilization of other
testing and inspection facilities.

7 TEE B, %@ﬁﬁ%&ﬁé?ﬁ%ﬂ%fé_&

_' Enter-other items to be referenced for the fac111tlcs and equlpmcnts of the s1tc in the column of '
“Remarks”. ' ' ‘ ' _ o
8 ﬁazﬁm%&%f%é%Ai Kﬁthiéﬁﬁ@@t\%ﬁ(2Y53Ei0%b&%

ET B, S

~ Submit filled Form (2)-3 in addltton to th1s form in the case of manufacturmg s1te of sterile products
" arg manufactured by aseptlc process in the site.

9 %ﬁé%m%im%ﬁb<i&%ﬁE%mwﬁﬁ%?%é%Ai $ﬁﬁ(%f(2)—3
U)hiéﬁ%@@u\%ﬁk%%%%L Fﬁ@%S%%L<i%9% R E TS W

Lowf%ﬂ%h EREREET S L,

In addition to this form (mcludmg Form {2}-3}, detailed ‘dcscriptions on the items described in °
Art1cles 8 or 9 of” chulations for Buildings and Fac111t:es of Pharmacies should be submitted as an
attachmcnt it spemfied blologlcal products etc.,or radiopharmaceutlca]s are manufacturf:d in the

] site. ) : .
10 *@%t@k%ém HKI%E%AA&?%:&q
Use paper of Japanese Industrial Standards Size Ad,
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“Utilization of other Testing and Inspection Facilities

@,ﬁ%

O é*“ﬁ%ﬁ@@mﬁﬁﬁﬁﬁﬁ

Testing and Insp.eclm_n Facilities of the same Manufacturer but located in the |

other campus
Classification . -
0 LRSS OMoRBREER
Other Testing and Inspection Facilities other than those stated above
2 &k
Name
.3 FREHN
Location L

4 #Tumﬂﬁ%wﬁﬁﬁ

Number and date of the
accreditation ‘
5 ﬁﬁ%*ﬁﬁ%ﬁ“ﬁ : %E

Testing and Inspeciion

Equ'ipments and Utensils

6 RETERBOAT
Type ‘of Contracted Testmg

‘and Inspection

7 BB

Remarks

(ZEE)
(Notes) -

1 CEERT )M éTiiéDﬁ%ﬁ ?I\y’?%)\ﬁ’bi’a_&:

FL&M%@@@&%@E&%J&
FARTHES . %wﬂﬁﬁﬁéﬁféiﬁ%ﬁﬁﬁﬁ%é¥& '

‘ Tlck the applicable open square in the column of “Classification”,

In the case of “Other Testing

and Inspection‘ Facilities other than those stated abov-e”-,' adocumented e,vi.dence of Such use should be

provuied

3 f#T(%E)$ﬁ&U$ﬁEJﬁi EL%%TXi%I&L%%%E%W%LTb%
EROBEORBWT L L, '

Enter the column of “Number and date of the accredltatlon oniy for the famlltles obtalnmg a

accraditation of forelgn manufacturer.

4 TRBAER

BE) Mk, B - BE

KQWTEE&%%&U&E%E@T%:&

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

Eguipments arid Utensils™,

5 [RBREZR- 24

B R0 Tk, MR

HEREBBX AR BB EREC oD T,

CEBRBLTOAI YRR L OAAT S RBRRECLERT W&U BEEHELTCVD L EHER
TEHEST, BRELACCOELZ AR VWD L,

Entry in the column of “_Testin-g and Ingpection Equipments and Utensils”

is not necessarily required

. 1f the other testing and inspection facility has been confirmed by a certification, such asl

‘Accredltatlon that it has the necessary equipments and uiensils for tes‘[mg and inspection to use.
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"Enter othcr. reference information in the:coluﬁm of “Remarks”™.
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Use paper of Japanese Industrial Standards Size A4.
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The floor plans o be attached in p]ace of glvmg a narrative descnptlon to the column of “Outline of ‘
Workmg Arca fer Sterile Products” need not be attached if such dlstmctlon is covered by the floor
“plans attached in place of giving a narratwe description to the column of ° Outllnc of Manufacturmg

. establishment™ in Form (2)-1. '
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-Enter the column of “Work Rooms ofMlxmg, Fﬂlmg, and Sealmg Opera‘nons etc.” as appropriate, in addition,".
enter the followmg, - : : EREE o
(1) Fﬁ%%%JﬁLi\ﬁﬂ®ﬂ%$ $ﬁ®%@§ %@@%®%@ WEE, WRE.
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Name of the working roems necessary for the manufacturing operatlon of'sterile prodiicts,

ill

iricluding'raw materials weighing roems, container washing rcoms , drying/ steri[izétion fooms for’
‘washed contazners bulk preparatlon rooms, flllmg rooms, sealing rooms, etc. should be des¢ribed

. in the column of “Room Name” '

(2)  TmAEL W F%%Iﬁ®kﬁﬁjaﬁﬁb %@ﬁfﬁ%%f%éiL%$ﬁﬂ%%
ﬁﬁ?é_& =N iLﬁ$ﬁl%Tﬁﬁ#%ﬂf%ﬁW%A CTHER M A EEE
OEBEEERTH L, ‘ .
As to the columns whcre area of rooms and facll]t!es is to be entered enter “see 'attachéd Plans-”
111 the column of“Area . and the drawings or floor plans identifying the area should be attached
Enter the area of-each 1nd1v1duai room in the column of "Area” if the area can not be identified _by :
thc drawings or floor plans ‘ o o . o

(3)  THEHE, B, ROME) WM \%%m%ui%%%%@mmzéénbﬁaaa%éﬁ¢'
Bk, | , . :
Enter whether the materlal of ceiling, wall and ﬂoor can endure the atomization and
Washlng by disinfectant in the column of “Materlal of Ce1lmg, Wall and Floox™.

(4) - TRITEER{E EEE) RICE, FER ﬁ\ﬁ%&ﬁ\ﬁfh CHE LR XE. HBEE.
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%@&UTT&W%Xiﬁi;ﬁTA&U%%<ﬁ¥ﬁ%ﬁﬁ%mﬁioffﬁbfﬁbh
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“Eﬂﬁfévk it\ﬁﬁﬂﬁﬁ%ﬁOD ME&%%%&%&%A B ENICKER
EBEEYRHTH L, . _ '
Name, model and lecation (may be descrlbed in the floor plans) of sach equlpment for weighing,
bulk. preparat]on filling, sea]mg, filtration, cleaning of the gas to be filled in the bulk Solutlon '
containers, sterilization, ‘bacteria removal, manufacture of distilled water, etc., should be

_ descnbed in the cotumn. of © Equlpments and Utensils used to manufacture the products etc.”
Whether bulk prcpara‘amn and filling or bulk preparatlon filling and sealing operatlons are
sequentially performed in closed fac1l:tles should be described in this column. If any equ1pments
"necessary for aseptic manufacturing operatlons is utilized, necessary equipments. for Such

. nperati'on should be described. ' '
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Tick the applicable dpen square in the column of “Tcstmg and Inspectmn Famlltlcs etc.” about the

necessary testing and 1nspectt0n equlpment for hermetic condition test, forelgn matter test,



physicochemical tests, ster:hty iest pyrogen test and blologlcal tests, and enter the following;-

(1) HBEERELZIZHUBFTAL ’{FKTU\ZD%A R - BRCOVWTEELRFEE RV
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If in-house testing and 1nspection facilities are utilized, enter number and kind of major
equipment and utensii. Enter “see attached Plar_ls in the column of * Area of Testing and Iaspeciion
Rooms”, and the drawings ér floor plans idcritifying the area should be attached. Enter the area
of each indiv.idual room in the column 61‘" ”Arearof Testing and Inspection Rooms” if the area can )
noi be :dentifled by the drawings or floor plans.

(2) HAHRWERFFCHORBRBERE :1:@@1‘%%1@%%%@]%%%@"6%4\ = ﬁ‘t (2 }
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If the testmg and inspection facilities of the same manufactarer but iocated in the other campus
or other testmg and inspection facilitiesis used, enter the Form (2)-2 for UE][IZELUDI] of other

_ testing-and inspection facilities. : .

(3) #3 (2) 10 [HRBERERHF B &b%fﬁaénrwa%A oL R o

O EERRBTIILTELERARNI L, ) ‘

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

Fac111tles ete. * in form (2)-1..
’4 r’fﬁ%l LN = NN %@{t@’*‘%‘&ﬁé?ﬁ%‘ﬂfﬁi'ﬁbégk

Enter other items to be referenced for the faClllthS and eqmpments for the manufacture of sterile

~products in the column of ¢ ‘Remarks™
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Use paper of Japanese Industrial Standards Size A4,
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