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Outline of Buildings and Facilities

1 BUSETOEE
Outljne of
establishment

Manufacturing

RO & 8

Y

see a‘ttached‘ Plans .

2 BERME U BAOERRONE |

Type and Number of Equipménts and

Utensils used to- manufacture the

prodﬁc_ts
: Rz =3 E L feEomE
" Room Name Area” Qutline of Work' Rooms
3 R#ER o
Work Area
BSERED L350

see attached Plans .

FERDALER
B
Equipments
to treat
. Waste Water
SRS BB o O BRI
Equipments 10 | b L OEATVS | IR
treat Waste Wate? R Disposal Equipments
and Waste Equipments performed to tredt it.
Matcnals to treat in-house .
Waste ' N
Materials i
O oRmEEEHAT
Utilize other disposal facilities
HEHH A DBERCE DR
T BUIcET B8R
e O omErs | TR
HENAREDE | Yes _ _(If yes”, )'Type of Toxic
F3 _ - : | Gas and "Equipments
.Generation of | used to treat it.
Toxic Gas
BE LAY

Ol
: No




=4, S S L EEREOBE
Room Name o Area | " Outline of Storage Facilities
4 RriEEdE : : ‘ : :
’ St(‘)ljage
Facilities . L :
. : AHEEED LY
see attached Plans
REWRESEE |0
| Area of Testing | BIMERE®D &3
. Is iﬂ_iﬁ;ﬁﬁ%c{fﬁ and Inspection | see attached Plans
2Tw3% . |Rooms
Tests and | ABRARERRE - 35 )
, Inspections - B N
N o performed - Testing and
5 HREBRERE | ‘ L
R in-house Inspection
Testing and L.
T Equipments
JInspection .
and Utensils ' .
Facilities, etc. — : - - — —
[0 worema| - : -
8 B % 2 I |
Cw ‘ . .
e L (2) —2mEBY
Utilize .. other
g see Form (2)-2 '
Testing and- : _
Inspection
Facilities
6 H=E
| Remarks
(EE . o
(Notes) : -

1 -EE @‘Z} N e b'C%%&#ﬁﬁ’S:”ﬂ%t‘?‘Zv &
- Fill out appllcable columns accordmg to the accreditation category. -

riﬂ“:rﬁwﬂlﬁ%i i s TEIJ%EEIE{DJ:}BDJ &‘E%ﬁb HHTAEERKRO LB L5

[\

s . ‘
Enter ‘see attached Plans” in the column of“Outllnc of Manufacturmg establlshmcnt”, and fo!lowmg '
drawings and plans shoild be attached. ' ) .
(1) iﬁ%ﬁﬁ%@(ﬁ@@ﬁﬁ#b#é%® %ggﬁf$ﬂ;g§mmur%m¢5:a
CEHEEOBO L BET,) S S !

Simple site map mcludmg the surroundmg area of the. site. (Showmg the location and 1mmed1ate-
"environment. Aerlal photograph is acceptable. Submit them as needed. Can be omitted in the case -
of application for accreditation renewal.) '

(2) REFEHMADORY ORER (BB &/ — S kéb BRMETSTRETI L)

Slmple site plan 1ndlcat1ng thc buildings in the site. (All the buildings located in the

o manufacturmg establishment to be accredited should be described.) _ : -
() REFTER (FARKRAOMCXIERFTSIL, AR, HAR, FHE, BEE,
T EmE (Re. HE. ER. 2H®). BTAE, BMECE, AEE. RBREE. BE (R
B.OBH. OBAS) SHETRCLAEAZARVERARITESEDTHBI &)
Floor plan of the buildings in the site. (Items llsted in the following cxamplc should be presented

in the plan. Examp[e wmdow door, office, welghmg room formulation room {(mixing, tabletmg,




_ dissolution, filtration, oto.); filling room, sealing room,‘ packaging room, test and inspection room,

! wﬁréhouse(raw materials, packaging matertais and finished pr_o_duct_s. etc.), etc., in addition, the _
name of the rooms necessary for the manufactu're_' should be identified and the area of cach iroom .
should be deséribed.) o L Co : .

4) TomsErhsEE . - ' -
~ Any other plans fac111tat|ng the description of the site, o : 7

3 f&,aéﬁ&ﬁ*jtt}k%% B, @@ﬁ&U‘%ﬁﬁJ Wiz ik, §<1_L)ﬁ [ 6%1@3‘5%@":‘%7‘& O EREE
THEI &, T . ) .. -

Major equipments and utensils used to manufacture should be described in the column of“Typc and

Number of Eqmpments and Utensils used to manufacture the products”

4 THEEFTI Wi, %ﬁ%h&é$%%?ﬁ?5mf¢¥$$1ﬁﬁ @ﬂ@ﬁ%i”kh
ﬁﬁ?6|k M 581 i, F%ﬁ@ﬁ@kkbjk?ﬁb EREARTMBESMMTED
WEFFERELRMAT2 L., 2B, REFTENF TERPBEII TELVESKE, TEH
WL%W%%@EF%?&T& &, itJﬁﬁ%@%ﬁﬁﬁjﬁm é&iLﬁf%in
ETOREYERNGLELEVDTHBZ L, :

Ernter the column of“Work Area” as appropriate, in addltlon enter each mdw:dual work room in ther‘
column of “Room Name”. Entér “see attached Plans” in the column of “Arca”, and the drawings or
floor pians identifying the name of each individual work room 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 drav&rings_ or floor plans. As to the’colu'mn of “Equipments to treat Waste Materials”,
ail the waste materials.generated in the manufacturing establishment should be-covered. . :

5 E£TORM, BH, RESoNBERGARA CE o NEFTERS 2 RMAT 3561, THE
B, H-BIE. B BB BRI RVRE - AWEET NEERLOREM. EH.
BREOFRCoWTRETEZ &r%bix&w*hfﬁﬁjmﬁﬂmﬂlﬁwakbL

O LEBL. BSARVEBES BRI TEIRNENTENE RN TAIIL.,. 2B, BEFFEES
’ﬁﬁ%ﬁ%%ﬁ%&b%AﬁFﬁﬁjﬁh%ﬁﬁiwﬁf%?ﬁfé_k TR, TRIEBFE
LT, HzEmo— HWozARALTWSIBAEIE, m®4¢@%%ﬁb %ﬁ@ﬁkﬂ@ﬁ%
ERTBILTELRARNI L, .

If the drawings or floor plans ldentlfymg all the storage facilities for raw materlals packaging’
materials and finished products, ctc. 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, frozon an\d
protected from ligHt in the column. of © Storago Facilities” is acceptable. . Enter “see attached Plans”
in the column of“Aroa and the dra.wmgs 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“Atoa if the area can not be identified by the drangs or floor plans. If some parts of a

. shelf is used as a storage area, attachment of a three dlmensmna! diagram of the shelf and ontr)/ of
~volume of it in the attached Plans is acoeptable .

6 THREBBRZEXMH Wi, U THEZORNEF =y 7 2AND M. m@&xboﬁfo_a
. Tick the' applicable open square in the column of “Tostmg and Inspectlon Fac111t1es etc.” and enter »
the following;-. ’ ‘

(1) RRRERMEUFMETFACHELTOBBAR. ﬁﬁ-%ﬁmow1§%ﬁﬁﬁ&@&~
BrEHTIoL, REAREZEH WX, IIEHEO LB LERL. TOTRAEN
TEARMARTEREELRGTEL, KB, WEF VTR CHRABATEROH A,
TRBREEEH) MR ZOEREERT I &,

If in-house festing and inspection facilitiés are utilized, enter number and kind of major
equipment and utensil. Enter.“see attached Plans” in tho column of “Area of Testing and Inspoction
Rooms”, and the drawing or floor plans identifying the area should be attached. Enter th‘e area
of each-individual room in the column of “Area of Testing and Inspectlon Rooms” 1f the area can
not be identified by the drawings or floor plans.

(2) éﬁ@ﬁ%%%@ﬁ@ﬁﬁﬁﬁaﬁxﬂ@@ﬁﬁ&ﬁﬁ%%ﬁﬁ?é%Aﬁ ﬁﬁ(Z)



—2¢wtDf&@ﬁﬁﬁﬁﬁﬁ&%ﬁ%@%ﬂ%%ﬂﬁﬁ'é_}: .

If the testing and lnspcctlon facilities of the same manufacturer but locatéd in the other campus,"
or other testmg and inspection facmtlos is used, enter thc Form (2) 2 for ut:hzatlon of othcr
testing and inspection facilities.

ST THEE) B, %@@@%ktﬁé%lﬁ%‘ﬂ%ﬁf%;k .

Enter other items to be rofcrenced for the fac111t1es and- eqmpmcnts of the snte in the column of
“Remarks”. ' _ o

8' ﬁﬁi’\wﬁtf}“ﬁ’(‘% 5%‘“‘51 K%KL X Z)?ﬁﬁ@ﬂﬁﬁ\ N (2) —38i1TdY Bb\b-ti‘%ﬂ
Tk, ‘ _

Submit filled Form (2)-3 in addition to thIS form in the case of manufacturmg sne of sterile products
are manufactured by aseptlc process in the site. _ ] ;

9 %mi%m%gm%%L<@ﬁh&@§m@§ﬁﬁraa A, mﬁﬁ<ﬁﬁ(z)—3
%‘%h) Wk BB, ;‘%‘.'H&k%ﬁ%#%:_&{fhﬁ%% 8&BLCIEEI %Liﬁi"s"%’)?ﬁ
oW TERENRE ﬁiﬁﬁih'ﬂﬁﬁ'ﬁ*é_}: :

In addition to this form (mcludmg Form (2) 3, detalled descrlptlons on the items described in *
Artlc[es 8 or 9 of Regulations for Bulldmgs and Facilities of Pharmacies should be submitted as an
attachment if spemﬂed biological products, etc., or radlopharmaceutlcals are manufacturcd in the

K site. o : '
1-”®ﬁﬁ®k%ém axz%ﬂ$A4af5:au

Use paper of Japanese Industrial Standards Size Ad. ‘
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‘Utilization of other Testing and Inspection Facilities

1. A

O 3 %ﬁ%%@%@ﬁﬁﬁﬁﬁf

Testing and Insgecttqn Facilities of the same Manufacturer but located in the |

i

_ other campus
Classification
S O iﬂ%%@ﬂ@ﬁ%&ﬁw%
Other Testing and Inspection Facilities other than those stated above

2 %ﬁ‘ :

Name

.3 FERfEin .

Location . .

4 B (BE) BSRUEAHR
and:- date of "the

accredii_:ation

Number

5 BERRERM - BE
Testing and
Equipments and Utcnsils_

Inspection ‘

B FHETIERBONE

Typc ‘of Contracted Testmg

and Inspection

T EE

‘Remarks

3,

-

(BEE)

(Notes) -

1 TREH ) A, éﬁ‘f#iiél]#fﬁkﬁ‘::/&%‘:?\ﬂ%*&
AT BEE L. %mfﬁﬂﬁﬁﬁﬁ?iﬁi‘éﬁﬁ%f%%%ﬁ?’é Z &,

lck the applicable open square in the ‘column of *Classification™. = In thq case of “Other Teéting

rxﬂuﬂwﬁmaﬁﬁﬁ%ﬁj%

and Inspectton Facllltles other than those stated abovc ,-a documented evidence of such use should be

provnded
3 T#" (B

Hmﬁm%Amaiﬁfé E,

Enter the column of “Number and date of the accrc.ditation” only for the faci[ities obtaining a

accreditation of foreign manufacturer.

4 THBRBEERN- =5

1 #ic i, BiE - &

m)%v&@ﬁﬁﬂjﬁﬂ %m%#TRM%E%L%% EERELTHS

B oWTEERBHEERUCKREZERT 52 L,

Enter number and kind of major equipment and ute'nsil in the.colum‘n of “Testing and Inspection’

Equipments and Utensils”.

5 [TRBBREDRH - ﬁmeLowrm %Mﬁﬁﬁﬁﬁﬁxmﬁﬁmﬁﬁﬁkomr

CEBBLTWAZEER X D?IJ)EETéﬁﬁiﬁﬁtumgfﬁ&W&U%’%ﬁ%ﬂ*z‘tb\Z)_ & BB

TEDHEE,

EMBELELTHELEXA VDL,

Entry in the column of “Testmg and Inspectlon Equipments and Utcns:ls

. if the other testing and inspection facility has been conflrmed by a certlflcatmn such as
Accrcdltatlon that it has the necessary equipments and utensﬂs for testmg and inspection to use.

6 I{H&Hy Wicix. %@@%%&ké%ﬁ%?ﬁ?éht

s

is not necessarily required



'Eptcr other reference information in the column of “Remarks”.
7T IoBRROKET SR, AFLESAEAMETSE L,
Use paper of Japanese Industrial Standards Size Afl.



B (2) —3

W w B A R OB E RN DR E

OQutline of_Buildingé and Facilities for Sterile Products - -

1 EEBAERFTORE
‘Outline of Working Area for Sterile Products

MmO LBy

see attached Plans

BUER RS

N ' - K3, BE, KOME |  Equipments and
- ki r¥= T '

2 FAOWR. K- =4 , Material of Ceiling, Wall and Utensils used to
_C}‘_" RN Room Name Area Floor manufacture the
%ﬁ»? et ' products, ete.

Work . Rooms - of ;

Mixing, Filling, and

Sealing Operations, AREmD &Y

etc, ’ see,attacl}ed

Plans
O SEHA I B REEER C
: _ Area of Testing | BIRIEO LY
ATHND and  Inspection | see attached Plans -
Tests and [ Rooms :
| RPRIR - BE
Inspections Testing * and
_ perfo.rmed Inspection
. : ) Equipments  and -
3 HBRHRERM |in-house Utensils -
Testing - and [ _ : |
O foRBREE
'] Inspection . _
,Facilitics, ete. HWHEHE+FHA
5 o
. R (2) —20EBY
Utilize other | - L :
see Form (2)-2
| Testing and '
Inspection -
Facilities-

4 %5

Remarks




(E’é‘)
" (Notes) ' S C
1 rﬁ%iﬂﬁ%%@%%]ﬁ@ﬂﬁkﬁzf%ﬁ? %$Elm %f{2)—1k Lo s
EHOME MOBHCR L THRFTRE :Fﬁlilt_iau\'c ?)bﬁ"(:ﬁi:bé nT ARAE R ER S
HLE(T%%LEK&M:& T ‘ :
- The floor plans to be attached in place of giving a narrative description to the column of “Qutline of
Working Arca for Sterile Products™ need not be attached if such distinction is covered by the f[oor ‘
. plans- attached in place'of giving a narrath}c de‘scription t-o th‘ercolumn of ;‘Outline of Ménufacturing
establishment” in Form (2)-1. '
c2 TEAOME., KETA. ML < 1’!5%% T oEREES) ﬁﬁkii %:Z’L:’ch é%fﬁ%“ﬁﬁﬁ‘é
AN @(ODJ:}&U“EﬁETZJ &,
-Enter the column of “Work Rooms of Mlxmg, Filling, and Sealmg Operatlons ete.

”

aé appropriate; in additio‘n,',
enter the followmg, _ ‘ o : ' -

() TER=ELAD M ﬁﬂwﬂ%g @%@%%5 %#ﬁ%wﬁﬁiﬁﬁirﬁﬂi\

ETAE., AEL EEMETRICHEREREL ZRETOH L,

Name of the working rooms nccessary for the manufacturing operat:on of stenle products
mcludmg raw materials weighing rooms, container washing rooms, drymg/ sterilization rooms for
washed contamers buik preparatlon rooms, filling rooms, sealing rooms, etc. should be described
.1n the colurn.n of “Room Name ' ’ ' )

Q)Jfﬁﬁjﬁﬁiﬂﬁ@ﬁmakbj&?ﬁb %@ﬁﬁ#%%f%éiLﬁ$ﬁ@%%
NI ARIL. B %ﬁ?fZFEI%‘CEﬁ#D?&EH’C & RWIEE T, MEEJ WCEIEES

PEBERETS L, ;

As to the columns where ‘area of rooms and fac111t1es is to be entered, enter ‘see attachod Plan§
in the co]umn of “Area and the drawings or floor plans ldentlfylng the area should be attached
‘Enter the area of cach 1nd1v1dual room in the column of "Area”-if the area can not be 1dent1fied by.
" the drawings or floor plans ‘ . ' o I .

(3) FE#\z\%wﬁgjﬁm ﬁ%@%mzaﬁg&@mmzé5%@%&55%%%#'

BTk, o S B

Enﬁ:er w'hot]'l_er the-material of ceiling, wall and floor can endure the atomization and

_ washing by disinfectant in the column of "Météria’i of Ceiling, Wall and Floor”. .'
() f@:& YHEES) MICi, FERE. HEKRE. ﬁ'(bu«ff” Mz R 2BEE.
‘ ﬁ%&@@%&#_#ﬁ% ShERDORLER. BEEE. B RS RS E S0 & .

WRAYOERESA TV IS RRERH (FTHECHRLTL I W ERRTH L. 28,
MR VR TAEEXEAE B TARUCHE FREFHERBHBC L >T-ALTHDR
ABAUBo T, ERMAHAR—ERBCLIELRET I L, RUETAMEEX
E:J:EH”C CHEEFHERBRMICL oTﬁbﬂ’bé%’&h%offiﬁgﬁﬁ‘bﬁﬁﬁﬁéﬁ”t YW CTH D

EEBTLI L, T #E%E‘I‘G’J%%{’E%ﬁ 3 DI Efzﬁﬂs%m hogEEciE. FRICHER
EEEERRT L. o

Name, model and location (may b‘-e described in the floor plans) of each equipment for wei.ghing,

'-bulk_preparatio_n, filling, sealing, filtration, cleaning of th,é gas to be filleo in the bulk solution
containers, sterilization, .bacteri-a rcmova]' manufacture of distilled water, etc., should be .
described in thé column of “Eqmpments 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 in this column. If any eqmpmentsl
jnecessary for aseptlc manufacturmg opcratlons is utilized, nccessary equipments. for such

. operation should be described.

3 [HERER %46 . -&ﬁﬁeﬂtﬁa#ﬁﬁ i%iﬁﬁ Eft%?ﬁ"ﬁ ﬂfﬁﬁﬁﬁ FERAE H AR,
E%%E’J%E&k@'ﬁ‘éﬁ%ﬁ*ﬁﬁ RIBIZ2>2WT, BTHESD IZI*E&L?:. v 7 %J\ﬂé{iﬁ\ ok
BOEBRT O L, o R
Tick the appllcable open square in the column of “Testing and Inspcctlon Facnlltles, etc.” about the

necessary tcstmg and inspection cqu1pment for hermetic condltlon test forelgn matter test,



physicochemical tests, sterility t't:st,' pyrogen test and biological tests, and enter the following;-
(1) RERERBLZEUMNETFACELA TV 2R ER. RFE -BREELAo VL TZEREERT
CHEBEERTACL. (RBRREZEMI M. (UEEEOLBY) LREL. TOEEN
BMATEAIHERLERNEFEEZREAT DL 2B, &ﬁﬂ?qzﬁ@%'éﬁfﬁﬁﬂ&wUT% 7‘; Wi
G,  RERAZEHE WEEEZOEHK EREETI L,

I in-house testmg and inspgction 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 tdenttfymg the area should be attached. Enter the area

- of each :ndnrldual room in the column of "Area of Testmg and Inspection Rooms” if the ared can
not be identified by the drawings or floor plans. ‘
(2) ég‘/“%é:t_%%%0)1’&@&5&@%&?’"1@%®ﬁﬁﬁ1ﬁ§1§%ﬁ§%%ﬂFﬁ'é‘zséﬁAii 1%5\.‘* (2 )
—2&’&0%@%"5&&&%@%@%%%1&?‘6_c‘; .

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 utilization of other
testing and inspection facilities, ’ S ‘ .

(3) ﬁﬁ(z)—1®raﬁm§£FJmL&barﬂﬁénrwe m¢~$WKM%®
FERBETI L TELIAENI L,
Enter “see the column.of Testing and Inspection Facilities, 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 % BT %@ftﬂ@%tf;5$rﬁ%ﬂﬁ?‘é"a

Enter other itemms to be referenced for the factlmes and eqmpments for the manufacture of stenle
products in the column of “Remarks™.

5 IORXOKESIH. BATHRERALLT D Ly
Use paper of Japanese Industrial Standards Slze A4._
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