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Outline of Bﬁildings and Facilities

1 BUEFTOHE
Outljne of

establishment

Manufacturing

RISERED & 350

see aft_ached Plans

2 WERMECICBROEARVORE |

Type and Number of Equipme‘nts and

"Utensils used to- manufacture the

see attached Plans

prodﬁc_ts
; e =23 R  EgEomE
. ' " Room Name Area Outline of Work Rooms
3 BT ' ; -
Work Area
AERENLBY

BE/KDIE
e
Equipments
to  treat
y Waste Water
BAR BN & -
RETSRM o O BEFAC .
Equipments to EEND K HrTVB AR
tredt Waste Water _ ‘ . .
| dnEEERE Disposal Equipments
and Waste ) -
) | Equipments performed - | to treat it.
Materials’ o oh
. to - treat- n-house
Waste v
Materials -
| O tonEREERIETS
Utilize other disposal facilities
BEN R OBERFE DL
: BIZETHH
B mETs et Texi
EEVAREDE | Yes . _(If yes”, )Type of Toxic
F3 . o | Gas "Equipments
‘Generation of | ! used to treat it.
Toxic Gas

O FAELeW
: No




- EA ‘ miE ' o RTmGR T@%E _
B Room Name : -Area - . Outline of Storage Facilities
4 R - - 1 :
: Stbrage
Facilities T :
' FEKEmOERBY
see attached Plans
RepE=EE |
: | Area of Testing | HIERED &Y
[ ﬁ%iﬁ}?ﬁlﬁ&:ﬁ and Inspection | see attached Plans
ZTw5 | Rooms
Tests and | RERBRERME - B
Inspections B '
_ _ erformed - Testin’ and
5 RBIRERE | | 8
. N in-house Inspection
Testing and . L
P Equipments
Inspection - ' :
. and Utensils
Facilities, etc. — -
O MoRBRE |
4 B % % R | ,
T5 oy o
- B (2) —20L8BY
Utilize .. other
T see Form (2)-2
Testing . and: :
Insp'ection
Facilities
| 6 1EE
- I Remarks
(EE)
(Notes)

1 BETBES Lﬁbf%%&ﬁ%ﬁﬁ?é L,
- Fill out appllcable columns accordmg to the accreditation category
2 f%ﬁ%DﬂEJﬁmf%ﬁ@ﬁwtka&?ﬁb %HT%@ﬁmﬁoaknafé_
s
‘Enter “see attached Plans” in the column_ of'“Outl'ine of Manufaéturing'establishment”, and following
drawings and plans should be attached. ‘ o ' ' "
(1) BERTAERE (Hlﬁ@bﬂﬂ#bi»é ‘50) ﬁmf""—iﬁf b, JAELFG L’C%tﬂﬂ‘é &
E%?Eﬁuﬁ@%/—\lié%‘f) o T
Slmplc site ‘map including the surroundlng area of the site. (Showmg the location and 1mmed1atev
"environment. Aerial photograph is acceptable Submlt them as needed. Can be omitted in the case -
_ of application for accreditation. renewal ) ‘
(2) HEFHEHBAOCRYOEER (BERFTE R — %kﬂﬂljﬂkﬁp BEMET~CRETHIL.)
" Simple site plan 1nd1cat1ng the buildings in the site. (All the buildings located in the
i manufacturmg establishment to be accredited should be described. )
- (3) WEFTER (FERCRKOFICLVERTEI L, Bl . HAD, BHE, ﬂ%%
CmmE (RS, . BB, ABE). ATAE. BECE, A% RRAEE. AE (K
EE AN LN im%)%iﬁlﬁkb%&i%&@ﬁﬁ#%%f%6%@?&5_k) o
Floor plan of thé bulldmgs in the site: (Items llsted in the following example should be presented

in the plan Example wmdow door, office, welghmg room formulation room (mixing, tabletmg,




‘ drssolutlon filtration, etc. ) frllrng room, sealrng room, packagmg room, test and inspection room,
warehouse(raw materrals packaging materials and finished products. etc.), etc., in addition, the
name of the rooms necessary for the rnanufacture should be identified and the area of each ._room
should be described.) S S . '

4) TowsEersRE : L
~ Any other plans facmtatrng the descrrptron of the 51te ’ _
3 THER Fﬁou%ﬁwﬁﬁﬁvﬁijﬁkm iLkﬁWé%Wﬁ @E%&%@%ﬁﬁ

T5Z L, . '

MaJor equrpments and utensils used to manufacture should be descrrbed in the column of“Type and
Number of Equipments and Utensils used to. manufacture the products

4 TEEEFT M. %n%n égﬁ%ﬂﬁT5@f¢¥§%Jﬁﬁ Bx DEEET LT

EHT AL, TEHE MIT \F%ﬁﬁﬁotkbjkﬂﬁb EEZLRUVCEREIZINTE D
BMEFFARNELRATE &, B, iﬁﬁiﬁ@%fﬁﬁﬁﬁﬁfétw%ﬁﬁﬁﬁﬁl_
Mg EEEoEREERT DL, itqfﬁﬁwwﬂﬂﬁfjﬁﬂ ﬁﬂ%ﬁf%i#é
ETOREMERELLELDOTHEL L, _ . .

Enter the column of “Work Area” as approprlate in addrtron enter each 1nd1v1dual work. room in the
column of “Room-Name”. - Enter “ see attached_Plans in the column of ‘fArea , and the drawings or
floor ptan.s id'ent'ifyi'ng' the name of each individual work room and the area of each room should be -

" attached: Enter-the area of each individual room 1n the.column of “Area” if the area can not be
_identified by the drawmgs or floor plans.  As to the column of“Equrpments to treat Waste Materials”,
all the waste materials. generated in the manufacturmg establishment should be ‘covered.
5 &TOERS. BH, imgwhﬁﬁﬁmﬁﬁfé5&LW$EI%%%H?5 dﬂ%ﬁ
_uﬁtﬁkm\% BE. Z-8%. BRORVCEHEE - BEREBRT NEEREORR B,

WEEOFBLOVWTERT AL TELIX ARV L, TEH) M., IBIBERKEO LY I,
LEBL, EARVCERSBRI T INETNFERELRAT 2L, 2B, HEFRTEES
TEEIHZNTE R VWIEEI rﬁﬁjﬁk%ﬁ%%@ﬁﬁ%?ﬁf% Lo Eio, MBRERT L
LT, #lzxEMo—885 %ﬂ%bfwé%Akﬁ m®4W®%%HL FIERECITEEZ

wBET S LTELE LRV E, '

If the drawings or floor plans 1dentrfy1ng all the storage facilities for raw materials, packaging:
materials and finished products, etc. are attached entry of each of the storage facilities for raw

k materials, packaging materials and finished products etc. of toxic drugs/drugs with strong activity,
po1son/strong chemicals, inflammable materials, or drugs to be stored refrrgerated frozen and
protected from lrght 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 each 1nd1v1dual 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 or floor plans. If some parts of a

shelf is used as a storage area, attachment of a three dimensilonal diagram of the shelf and entry of

~ volume of it in the attached Plans is acceptable. .

6 IHBRRERE) ME. Y TRESOMCTF =y s 2 ANBHM. k@akneﬁré L,

»

Trck the applicable open square in the column of “Testmg and Inspectron Facﬂrtles etc.” and ent‘er .

the following;- : _

(1) RBBRERBL LT iﬁﬁﬁkﬁzfué%A_ %ﬁ-%ﬂmowri%ﬁﬁﬁ&ﬁﬁ
BrE®TsC L, (RRAESEM M. (BERNEOLBY ) LBERL. TOmBEBEA
?%6@%%$ﬁ@%%%ﬁf5*& B iﬁﬁ?ﬁ@%fﬁ?#%%f%&w%Aﬁ'
 IRBRREZER MCAZSOEMEERT AL,

If in-house testing and inspection facilities are utilized, enter number and kind of major
equipment and utensil. Enter. “see attached Plans” in th-e column of “Area of Testing and _Inspection
Rooms”, and the drawing or flo.or 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) % iﬁ%%%@ﬁ@ﬁﬁﬁﬁ&ﬁXﬂ@@ﬁﬁﬁﬁ%%%ﬂﬁ#é%Aﬁ %K(Z)



ezn;nmoaﬁﬁéﬁﬁ%omgéﬂﬁféc&

If the testing and mspectron facrlltres of thc same manufacturer but Iocatcd in the other campus,
or other testing and mspcctron fac111t1es is used, enter the Form (2) -2 for utilization of other
testing and 1nspcct10n facilities. '

7 Ff%]ﬁkﬂ %Dﬁ%%kt5$ﬁ%£ﬁ?5ck »

Enter other items to be referenced for the facilities and equrpments of the site in thc column of

- “Remarks”. ' ] B

8 WEKH @iﬁ%féé%Ai K%ﬁkiéﬂﬁ@@k\%ﬁ(z)—Swibbbﬁﬁ
®mTBIL, :

" Submit filled Form (2)-3 in addltron to thls form in the case of manufacturmg 51te of sterile products
are manufactured by aseptic process in the site. o A

9 KEEHEXME %L<uﬁ%&%£m®§ﬁﬁr&5 A, AERX (BRX (2) =3

ﬁh)tié?ﬁ@ﬁk\%ﬁkiﬁ%%L FﬁE%S %L<H%9%kﬁm?6$ﬁ

KOV TERERE ﬁﬂﬁ’]k”ﬂﬁﬂ'é\_}: ' '

In addition to this form (1nclud1ng Form (2) -3), detailed descrlptlons on the items described in °
Artlcles 8 or 9 of 'Regulations for Bulldmgs and Facilities of Pharmacies should be submitted as an
attachment if specrfrcd blologlcal products etc., or radropharmaceutlcals are manufacturcd in the

- site. _ ' )
w3:oﬁﬁok%ém\Exz%ﬁ%A4e¢5:ao

Use papc'r of Japanese Indu_strial Standards Size A4, .
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oo R BB E MM E 0 A

I

Utilization of other Testing and Inspc‘-ction Facilities

1

O iﬁ%%@@@ﬁﬁ&ﬁ&ﬁ

Testmg and Inspectlon Facilities of the same Manufacturer but located in the |

7 other campus

Classification o , -
S O kRSSO 0RBRIRERES

Other Testing and Inspection Facilities other.than those stated above

2 &%

Name

.3 P

Location 1

4 BT (RE) EFROEAR
Number and date of the

accreditation

5 RBRERE - BE
Testing and
Equipments and Utensils_

Inspection |

6 HKETIHRRONE
Typc ‘of Contracted . Tcstmg

and Inspection

7 s

‘Remarks

(ER&)
(Notes)

1 AR M, é’CtiiZDDﬁﬂ cFry s EARDI L,
MR 2HE I, ZToORNBBRKE

Tlck the appllcable open square in the column of “Cla551flcatlon

rrﬂu%@m@aﬁmﬁ&%J&
&Téiﬁéﬁﬁ%ﬁféoa :

In the cas€ of “Other Teéting

and Inspectlon Facxlltles other than those stated above”, a documented ev1dence of such use should be

p_rov1ded

3 TFT (R E)%ﬁ&UEEEJﬁH iﬁ%#Txm%@%ﬁ%%wE%m LTW3
Eﬁ@%Amaﬂﬁté_k -

_ Enter the column of “Number and date of the accredltatlon” only for the fa0111t1es obtammg a

accreditation of foreign manufacturer. o ‘ _
4 THRBRRERME - BRI M, BHE-ER Komri?&ﬁﬁ&ﬁ&%%ﬁﬁ#é:&

‘Enter number and kind of maJor equipment and utenstl in the column of “Testmg and Inspectlon

Equlpments and Utensils™.

5 [HEBRRERME - #Ejﬁkowfﬁ W ﬁﬁ@ﬁ&ﬁxmﬁﬁﬁﬁ%%kowf

EER

%mabfwé_t%k;Dﬂﬁfaﬁﬁﬁﬁkﬁgtﬁﬁﬁvﬁ EATVAZ ENER
T HHEIE. 1&%L&<T%%Lix&w:k : o

Entry in the column of“Testmg and Inspectlon Equlpments and Uten51ls” is not necessarlly requlred

- if the other testing and inspection facility has been confirmed by a certlflcatlon such as.

Accredxtatlon that it has the necessary equipments and utensils for testmg and mspectlon to use.

6 THESY ﬁtdﬂ: %@tﬂl%%ktﬁéiﬁ%”ﬂ%ﬁ“é\_k




"Enter other reference information in the'colump of “Remarks”.
7 IOoHBROKRE SR, BATERE AL LTD DL,
Use paper of Japanese Industrial Standards Size A4.



#HRA (2) —3

oMM R R OB S

Outline of_Buildingé and Facilities for Sterile .Produc'ts o

B K oW E

1 EEFIEERTOBRE -
‘Outline of _Workin_g Area for Sterile Products

BHERIED LB

see attached Plans

R WERREES
o . : - K, BE. KOME  Equipments and
g4 0> =R ) E¥=% ki ' '

2 FAOWH. v . Material of Ceiling, Wall and Utensils used to
TA:_ T AR Room Nam§ Area Floor manufacture the
#2175 fERES » products, etc.

Work . Rooms - of :

Mixing, Filling, and

Sealing  Operations, AERmo LB
etc. | see attached
Plans
O Bspm i | PRREEDR R
: . Area of Testing | HEKEO L BY
TS and _ Inspection see'attachedv'Plans-
Tests and Rooms ' '
| REERER - 258
Inspections Testing " and
» performed Inspection .
. : Equipments and
3 HABRMRERM [in-house Utensils -
Testing and . : : . ‘
_ " O fhoRRBE
Inspection _ _ o
Facilities, etc. MR &R A
+73 .
. #HK (2) —20&BY
Utilize other | ' L :
| see Form (2)-2
-| Testing and a
Inspection .-
Facilities-

4 fEE .

Remarks




(EE)

"~ (Notes) . ; o » o .
1 lﬂ%iﬂﬁ%%wﬁﬁlﬁmﬂﬁﬁﬁiT%HTN?Iﬁlﬁ %ﬁ(z)—1t;5fi”
ﬁ%@ﬁ%lﬁ@?ﬁkﬁxf%ﬁTA%?ﬁ@h BT, %bﬁfibéhfwé%ém%
FLRLTHELI X NI L,

- The floor plans to be attached in place of giving a narrative descr1pt1on to the column of “Qutline of '
Workmg Area for Sterile Products” need not be attached if such d1st1nct10n is covered by the floor
“plans attached in place of giving a narratrve description to the column of “Outlrne of Manufacturmg

. establlshment” in Form (2)-1.
2 TEAOHER. RTA. %%<¢¥%ﬁ9¢¥$%lﬁ . %n%n é$ £ﬁ?6
fitn | kwkkb ﬁf%;k

- Enter the column of “Work Rooms of Mlxmg, Filling, and Sealmg Operations, etc.

»

as appropriate, in addition,’
enter the following;- . o ' ’
(D) fﬁ%%%JﬁKm\ﬁﬂmﬂii @%@%ﬁi %#E%@%ﬁ(ﬁ%itﬁﬂit

FETAE, BELESHELRICH BERIELEEL % THT D L,

Name of the working rooms necessary for the manufacturing operatlon of sterrle products
including raw materials weighing rooms container washmg rooms, drying/ sterlllzatron rooms for
washed contamers bulk preparation roo_ms, filling rooms, sealing rooms, etc. should be described
in the column of “Room Name”. 7 o - :

Q)Nlﬁﬁlﬁmlmﬁﬁﬁw&kblkﬁﬁb ETOERESBITE IUEFFARE 2
L ORMT AL, BB iﬁ%lﬁ@%fﬁﬁ#%%f%&w%A CITEE) A EEE

DEEEEHT DI &, ,

As to the columns where area of rooms and facrlrtres is to be entered, enter “see attached Plans
in the column of “Area”, and the drawmgs or floor plans identifying the area should be attached
‘Enter the area of-each 1ndrv1dual room. in the column of "Area”-if the area can not be 1dent1f1ed by.
" the drawings or floor plans _ ‘ Co .

(3 Ff#\*\%@ﬂglﬁm ﬁﬁm%txéﬁ%%#mmx 5%@1@5 ﬁrf'
5z &, ‘ ' - -

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

» washing by- dlslnfectant in the column of “Matenal of Ceiling, Wall and Floor .
(@ lizx_ REEEE) M, FERKE., ARERFE. RTAREKE. BT %ﬁlf‘*\ 51@%1_\,
’ Eﬂﬁwﬁa‘%l_ﬁfénég’i@#m%% WEEE. REEE. K BAREREEE B 0L H.

BAIE T &‘%énfb\é%!ﬁl i’r%jfﬁ(flzﬁlillcﬁlﬁ‘a LTbH th\) FRETDHL BB,

Fﬂiz&()\f’(‘/ul’ﬁ%ﬂliﬁﬁi ETARVEAZL FEFBHEABBCI-T—BELTHTbI
L ABBCHoTH., UERFEIAHAR —ERBCTHLIEZRBT O L. &Oﬁfﬂl’ﬁ%l-
liEF.I’c < l’ﬁ%?ﬁ)ﬁﬁﬁﬁiﬁ;&‘lf*lcio'Cﬁ:an)%—Achbo“Clié’z rREFBAHRRETH S
CBRE&ET S L, ¥ 7= ,ﬂ%ﬁﬁ’ﬁs&l’ﬁ%ﬁ 5 @l_ZEE’%%%Féé%AMﬁ FRELER

REE % uﬂﬁ T5Z Lk,

Name, model and lTocation (may be descrrbed in the floor plans) of each equrpment for werghmg,
bulk preparation, flllmg, sealing, filtration, cleaning ofthc gas to be filled in the bulk solutlon
containérs, sterilization, bacteria removal manufacture of distilled water, etc., should be _
described in the column of “Equ1pments and Uten51ls 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 im this column. If any equrpmentsb
necessary for asept1c manufacturmg operatrons is utilized, necessary equrpments for such

. operation should be descrlbed

3 IRBBRAERMB M. E‘ﬁlkﬁ&lﬁﬁ RpBE. f:ﬂilt—?—ﬁﬁﬁ m%ﬁs& ERMENERR,
E%%E’Jﬁ%ﬁkﬁé?‘éﬁ%&lﬁﬁ REICHOWT, BT E 5leﬁ FxvT ’Ef)\:néﬂl_t RO &
BYVEBT AL, |
Tick the applicable open square in the column of “Testing and Inspectron Fac111t1es etc.” about the v

necessary testmg and inspection equ1pment for hermetic condition test, forergn matter test,



phy_sicochcmical tests, sterility tvest ' pyrogen test and .biological tests, and enter the following;-

() HRBRBRERBLE EZ ifﬁﬁhﬁx(wé%Ad R BECOVWTEZEREBERY
Jﬁs%ﬁﬁ?é_&fﬁﬁﬁﬁiﬁﬁrﬁﬂﬁﬂﬁlﬁwkkbj& WL, zoOEEL
BT AMEFYENELRAT AL, 28, BEFRFERS CEMIRA TERVE
AR, RBRREZER) MCEZ0EMEERTDO L, : I

If in-house testrng and inspection facrlltles 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 1dent1fy1ng the area should be attached. ‘Enter the area

of each 1nd1v1dual room in the. column of ”"Area of Testmg and Inspection Rooms” if the area can
not be 1dent1f1ed by the drawings or floor plans.
(2) YUFUEEXESOWORRRER Tﬂﬁmwﬁﬁﬁﬁﬁﬁ%ﬂ%Té%ém ﬁf(m
—2Li0@®%ﬁﬁ§%%%@ﬂ§%£ﬁ?5*k : .
If the testmg and inspection facrhtres of the same manufacturer but located in the other campus

or other testmg and inspection fac111t1es is used, enter the Form (2)-2 for utlllzatlon of other

testing -and inspection facilities.

(3) 1%%1: (2) —10 TRBEBRERMK) W bbar-aﬁénm\aiBA . zlsaﬁui%@
FERBT AL TELIARNI L, :
Enter “see the column.of Testing and Inspection Fac1l1t1es etc. in form (2) 1” if such
distinction is covered by the description in the. column of “Testing and Inspectlon
Facilities, etc.” in form (2)-1. ’ ' ' '
4 THE] MiC SEa %@@8%&&6$ﬁ%1%?5_&

Enter other items to be referenced for the facrlmes and equlpments for the manufacture of sterrle

, products in the column of “Remarks™.
5 ZoHRADOKE S, HﬁI%ﬁ%A4k#5_t
Use paper of Japanese Industrial Standards Size A4
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