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2 BUERHEL N BEOMER VR
Type and Number of Equipments and

Utensils used to- manufacture the
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fegEs T EgEoEE.
) ‘ " Room Name Area " . Outline of Work Rooms
3 {F¥RR : T
Work Area
BHEEED £ B35

see attached Plans

No

BEAK DAL
i _
Equipments
to treat
L Waste Water
%K&ﬁ%ﬁ%%f .
&&ﬁﬂ‘é%&“ﬁ o O ﬁ&iﬁﬁ?ﬂj et
Equipments to D E _‘ﬁ%x”_fhé IR
treat Waste Water #&Eﬂifﬁ Disposal Equipments
and Waste Equipments perforrned | to treat it.
Material o K L
: ér\a ) to - treat: (in‘house
Waste
‘Materials
O fann@kzRIA+5
Utilize other disposal faciJities
HEYZADEERTE DR
BICET 50
L O #&+5 AR
HEVABEODE| ch' ] (If “yes”, )Type of Toxic
® _ | Gas Equipments
Generation of used ko treat it.
Toxic Gas _ .
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ZTW3 | Rooms
Tests and | REEKERE - 5
Inspections ' =} N
_ | performed - Testin and
5 wmmmas |” _ &
. s in-house Inspection
Testing and . L
e Equipments
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Utilize . other
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Facilities
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Remarks
(EE)
(Notes)

1 HETLIESKE LT E"Mﬁ%"ﬂﬁi‘ﬂ'é;k

Fill out appllcable columns according to the accred:tatlon category. -

2 TREFORE) @R IEREOLEY) &‘Eﬁb m{‘fﬂ'élzlﬁ#iﬁtﬂ)&?o‘ﬂ &'ﬂ‘é;.

. .
Enter “see attached Plans” in the column of"‘Outl'ine of Manufaéturing.egtablishmcnt“, and fdllowing |
drawings and plans shouald be attached.
(1) BIE T e (AE QKA DD 3 ‘5 o, ﬁﬁ%ﬁﬁ'@ b, Jé%iulié’ L‘C%Hﬁ*ﬁ‘é L,
ﬁ%‘?ﬂ”ﬁo)%*ﬂiﬁlﬂ%‘r ) ‘ - _
Simple site map including the surroundmg area of the site. (Showing the location and |mmcd1ate'
"envirenment. Aerial photograph is acceptable Submit them as necded. Can ‘be omitted in the case -
of application for accreditation. renewal.)
(@) iﬁﬁﬁ%ﬁtﬂaﬁ@ﬁ%@ﬁﬂ&@ (HiEmELEFE— %&(ﬂﬂ?ﬁlh&; BRI T TRETS L)
S:mplc site plan 1nd1catmg the buildings in the site. {All the buildings located in the
o manufacturmg establishment to be accredited should be described. }
() MEFFER (FEEKRAOAICIIRRTA oL, Ml &, HAD, BHH, mEE.
O OERE (B, R, BR. A8%). XTAZ, B, A%E, RBEAEE, 8 (K
OB, BH.HES) BNSTRECAEAELARVERABATIELOTHD I L) '
- Floor plan of the buildings in the site. (Itcms listed in the following example should be presented
in the p!an Example wmdow door office, weighing room, formulation reom (mixing, tablctmg,




_ dissollutioh filtration, ete. )' filling room; scaling'mom‘ packaging room, test and inspection fuom,
warehouse(raw materials, packagmg materials and finished products. etc. ), etc., in addition the
name of the rooms ncccssary for the manufacture should be identified and the area of each room
should be deséribed.) R : N

4) TomsErz2s3@Em - - ' SR
~ Any other plans facnlltatmg the description of the site, ' _ _
3‘f§ﬁﬁﬁﬁﬂhﬁ§®Eﬁ&G§iJﬁLm ﬁﬁkﬁwéﬁm% @I%&%ﬂiﬁﬁ
T5z &, ' ‘ ‘ :
Major equipments and utensnls used to manufacture should: be descrlbed m the column of “Type and
Number of Equlpments and Utensils used to manufacture the products
4'rW%mehu\%n%nﬁgéa&ﬁaTamrﬁ%ﬁ@]ﬁ@ BroREET LI
EHETBH- Y, (EH WM., (SIEBEOLHBY) LREL. FEZLARCERSBBITES
NEMFERNEEHEAFI L, B, %ﬁﬁ?ﬁ@%?ﬁﬁ# BB ar, TEBE
MIFEEZEOEBRERET S L, itﬁ%%%mﬂgﬁﬁjﬁm ﬁﬁﬂﬁﬁf%iTé
2TOREMERNRLLAEbOTHEZ L., |
. Enter the column of “Work Arca” as approprlate in addition, enter each individual work. room in thc
column.of “Room Name™. Enter “see attached,Plans in the: column of “Arca”, and the drawings or
flqar plans identifying thé 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 -
' lidentified by the ‘draWings or fldor plans. Asto the'coiumn of “Equipments to treat Waste Materials”, .
all the waste materials. generated in the manufacturmg establishment should be -covered.
5 £TORM., BH. ﬁ&%@hﬁﬁﬁm%ﬂfé6%%%$ﬁ@%%%ﬁf5%AﬁTFE-
f&ﬁjﬁhﬁ‘ﬂ BE, B89, EERHEUVER - %ﬁ?ﬁfﬁ%&%mwﬁﬂ 3 -1
'E&%@ﬁﬁkowrﬂﬁfb_k?%biz&w: , [EE] B, (EEao B0,
LREL, i%&ﬁﬁﬁﬂ*%ﬂﬂ?% ARUEFTFERE S Eﬁﬁ“?"é NP o <IN 'ﬁ%ﬁﬁ??rﬁ%% 7
ST HE A HT%&“%AmFﬁﬁ]ﬁk%ﬁ%i@ﬁﬁ%ﬂﬁf% Lok WEEFRE
LT, WA dWlo—~8a2RALTWEBEICk, mij@%ﬁHL ﬂﬂ@mhﬁﬁﬁé
’fﬁfé_efébﬁxtw:a
If the drawings or floor plans 1dent1fy1ng all the storagc facilities for raw mater:als packagmg
materials and finished products, ets, are attached, entry of each of the storage fac1]1t1es for raw
' materials, packaging materials and finished products etc, of toxic drugs/drugs with strong activity,
pmson/strong chemicals, inflammable materials, or drugs to be stored refrigeratcd frozen and
protcctcd from lxght m the calumn uf“Storage Facilities” is acceptable.  Enter “see attached Ptans™
in the column of “Area” » and the drawings or floor plans 1dcnt1fymg the name of cach md:wdual reom
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 dlmcnsmnal diagram of the shelf and entry of -
_ volume of it in the attached Plans is acceptable. .

6 THERESRH) WL, YTRE30MCTF v 7 2 AN, ROLBIE BT5CL,
Tick the applicable open square in the column of “Tcstmg and Inspection Facllltles ete.” and.cntcr '

the followmg, - ‘

(n aﬁﬁﬁ&ﬁ%%ﬁﬂﬁﬁmhﬁxfh5$Aﬂ ®iE - %Ekowfzgﬁﬁﬁﬁﬁﬁ
Br@E@gvocy, (RBRE=ZEH) M. (JIEEECLBY ) LERL. T OEEHABM
T%%%Eﬁ?ﬁ@%&ﬁﬁf&*k B &ﬁ%$ﬁ@%?ﬁﬁ#%%ﬁ%&w%Aﬁ
fﬁﬁﬁﬁiﬁﬁjﬁk%i@ﬁf%%ﬁ?éht ‘

If in-house testing and inspection facilitiés are utilized, enter number and kind of major
equipment and utensil. Enter see attached Plans” in Ehe column of “Area of Testing and Inspéction
Rooms”, and the drawing or floor plans identifying the area should be attached: Enter the area
of cach individual room in the column of “Area of Testing and 1nspect10n Rooms” |fthe area can
not be identified by the drawings or floor plans. '

(2) é&Eﬁ%%%@@@ﬁﬁﬁﬁ%?lH@@ﬁﬁ&ﬁ%%%ﬂﬁ#é%Ad ﬁK(Z)



thibﬁwﬁﬁﬁﬁﬁﬁ%®ﬁ§%ﬂﬁTéub , .
" If the testing and 1nspectmn facilities of the same manufacturcr but Iocatbd in the other campus,’
or other testing and inspection facilities is uscd enter the Form (2) 2 for ut:llzatlon of other
testing and inspection facilities.

7 THEE) W %@@@%&&55@% ﬁféhk
~ Enter other items to be referenced for the facilities and- equlpmcnts of the site in the column of
“Remarks ) _

8 ﬁﬁﬁﬁ@%ﬁﬁ?b%%Am AR LR ﬁmﬂh\ﬁﬁ(Z)—stiﬁ%bt%
®yszk, ' _ ,

" Submit filled Form (2)-3 in addition to this form in the case of manufacturmg s:te of sten[e products
are manufactured by ascptic process in the site. '

9 %Eé%&%ﬂm%tL(ﬁﬂﬁﬁ%%w@ﬂﬁﬁ?hé%Aﬂ xﬁﬁ(ﬁﬁ(2)—3
% D)hléﬂﬁ@ﬁk,%ﬂk%ﬁ%ﬁﬁ&ﬁﬁﬁ%8%%L<d%9%kﬁﬁ?6$ﬁ

' K2WTENETh EENIKREET S L, _ ‘

In addition to this form (including Form (2)-3), detailed dcscrlptlons on the items described in °
Al’th]CS & or 9 of Regulations for Bu:ldmgs and Facilities of Pharmacms should be submitted as an
attachmcnt if spcclflcd blologlcal products, ete., or radlopharmaceutlcals are manufactured in the

. site. : ' o

10 “OBRoOKE S, BAELERS APt Lo

Use p_ape'r of Japanese Industrial Standards Size Ad, .




CREE (2) -2

ENEEEEE L EEERESS

Utilization of other Testing and [nspection Facilities

O SEgEfsotoRBRaERe

Testing and lnspectlon Fac111t|es of the same Manufacturer but located in the |

1 &l ' | othér campus

Classification
O0 Lﬂuﬂwﬁmﬁﬁﬁﬁiﬁgﬁ
Othcr Testmg and Inspection Facilities other than those stated above

2 &%

| Name

3 ﬁ&ﬂ 

Location . C ’ - ' o .

4 O (BEP ESRUEAR
Number and date of the

accreditation
5 HEEHMERE-HFE
Testing  and  Inspection . o ' .

Equipments and Utensils

8 {EETILIRBEONE
Typc ‘of Contracted Tcstmg

‘and Inspection

7 fHE

‘Remarks

(EE)

(Notes)

1 TRERI L i, ﬁfﬁiéﬂﬁh?zyﬁ%lh% kftﬁuﬂmﬁmﬁﬁaﬁmﬁji
AT, TORAMREET I EEMEHERMATEZ &, '

. Tick the applicable open square in the column of “Classification”. [n the case of “Other Testing
and Inspectmn Facilities other than those stated above” a documented evldence of such use’ should be
provlded

3 TEHFW (R E)%%&@ﬁﬁﬁjﬁd %ﬁ%#TRM%@%m%%%E&W@LTh&

BROBEOHLERT S &,

Enter the column of “Number and date of the accreditatlon” only for the famlltlcs obtammg a
accreditation of foreign manufacturer

4 MRBRERM - B8 Wiz, B - %’%EL_OL\'CEE?‘;?Eﬁ&U&Q% R e
Enter number and kind of major equipment and utensn in the column of “Testing and Inspectlon

Equipments and Utensils™. ’

5 RBRRERH - S8 ﬁ#_ob\‘c#i £ mﬁﬁﬁﬁﬁﬁﬁlﬂ:ﬁﬁﬁﬁ%%ﬁt_owf f’-F“I
L EEB/LTWAIEERLY ﬂﬁiT%‘)ﬁ%#ﬁﬁh%??‘;ﬁﬁ%&tﬁ%&%%ﬁ*sz LI EPEHE

TELHREE, BERELECTHELX AR VI L,

- Entry in the column of“Testlng and Ingpection Equipments and Utcnsnls is not nec'essarily requi-red

. ifthe other testing and inspection facility has been confirmed by a certlflcatlon such as

Accredltahon that it has the necessary equlpmcnts and utensils for testlng and inspection to use.

6'fﬁ%JmL ,%@&%#kté$@%ﬂﬁ?5_k



"Enter other reference information in thecoluinn of “Remarks”.
7 IORAOKE SR, BRAIERAB A4 LTH L,
Use paper of Japanese Industrial Standards Size A4.




e (2) —3

OB AN ER OB ERE OB E

Outline ofLBuildin'g;.s. and Facilities for Sterile Products -

1 EENAIEEROBE
Outline of Working Area for Sterile Products

AHEREO L BY

see attached Plans

BERWEES

_ S o Kk, BE. ROHE Equipments.and
2 EHORE. x frR=s B Material of Ceiling, Wall and Utensils used to
.va, E R RoomNam§ Area Floor - manufacture the
IS RRES products, etc.
Work  Rooms of —
Mixing, Filling, and
Sealing Operations, MHEEED L BY
etc. | see.attached
' Plans -
O BEgnce | PRRESER ) 0
‘ . lArea of Testing | BIIRImOEEY
AT0S | and  Inspection | see attached Plans -
Tests and ‘Rooms_ -
. RBRRERE - $5
Inspections Testing  and
pcrfolrmed Inlsrp'cction_ -
. : Equipments and
3 FEMERE [in-house Utensils
Testin and ’ ‘ :
Sesting 0 rormgs
| Inspection _ _ -
Facilities, etc. HESEF A
% | L
1#R (2) —2obisy
Utilize other | - S :
see Form (2)-2
| Testing and '
Inspection
Facilities-

4 #E.

Remarks




(EE)
" {Notes)
1 rﬂ%%ﬂﬁ%ﬁﬂﬁgjmmﬂﬁkﬁzTﬁH#«%¥ﬁlu ﬁﬁ(z)—1u;5rﬂ“
ﬁﬁwﬁﬁjﬁmﬂﬁhﬁzfﬁﬁfﬂé¥ﬁgk BT, %bﬁribéﬂfw%%Aﬁﬁ
HL&<T%%L§x¢w: T ,

The floor plans o be attached in placc of giving a narrative descnptmn to the column of *Qutline of
Work.mg Area for Sterile Products™ need not be attached if sm:h distinction is covered by the flogr :
plans attached in place of giving a narrative descr’iptidn to th’e.colium'n of ;‘Out]ine of Mﬁnufactﬁring
establishment” in Form (2)-1. '

2 TEAOHM, £TA, %%(ﬁ#%ﬁ?ﬁ%E%JﬁLm %ﬂ%h?é$ﬁ%%ﬁ?é
. &mkkbiﬁfé k.

- Enter the column of “Work Rooms 0fM1x|ng, Filling, and. Sealing Operations, etc. ™ as appropriatc, in addit’ion,?

enter the followmg, ‘ '
(D TE=ER ) MiTi. Eﬂ@ﬁ%i ﬁ%@%#i ﬁ#@%@ﬁﬁ  BEE. A=,
ETAE, BT ESNETRIIABEREZEEA2ERT I L,

Name of the working rooms ﬁeccésary for the manufacturing opératio'n of steril.e prodiicts,
including raw materials weighing rooms, container washing rbo‘ms,'drying/-stm_"ilization fooms for
was\hed"containers bulk preparation rooms, filling rooms, sealing rooms, etc. should be described
in the column of “Room Name”, l

QiffﬁﬁjmmlﬂﬁEEWkkbjﬁ BRL. TOEBSH M?%é%ﬁﬁ$ﬁl%%
BT B, R, @ﬁﬁﬁﬁl%?ﬁﬁﬁﬁ%?%&“%Aﬁ fﬁﬁjﬁk%ﬁ%i

PEBEEZRTOIZL. .

As to the columns where area of rooms and facmnes is to be entered enter “see attached Plans™
in the column of “Area” and the drawings or floor plans identifying the arca should be attached
‘Enter the area of-cach individual room in the column of "Area” if the area can not be identified by

~the drawings or fldor plans_ : ) E o _ e - .
| w) ENE N ROMEL M. m%w%uiagg%ﬁmmza55@?&5§£ﬁﬁf'
| Enter whether the material of ceiling, wall and floor can endure the atomization and
| washing by dlslnfectant in the column of “Material of Ceiling, Wall and Floor”. .
| @ THERGEES; M. TRRG. FNRME. KTARG. MTCRE. sRER.
R . FHROFBCHAINIZAOBLER BEEE BEEE BRASUBRES VLK.

Z—"‘L‘QIEULﬁ‘Eé_ﬂfh\%%ﬁllﬁﬁﬂ?(?ﬁ@#’ (Fid L'C_‘B FwvwErE#8TH - L, fa?_iiu ,
AMEUCECAFENEIAR A TARCHA L REIPHARBLLI-T-EL T bR
CABERSo TR, SERFIAHXN—ERFETHIELERTH L. &Uﬁf&#%ﬂ-
M%%(ﬁ%#%ﬁﬁ%ﬁkiofﬁbnéﬁALEofmﬁ?ﬁﬁﬁ%ﬁﬁ FH T B
ERBRTI L, in‘ﬁgm@maﬁa@tﬁ%&%ﬁ%ﬁ@a%%mu,%nmﬁgﬁ
HBErRETE L, S
Name, model and location (may be descrlbed in the floor plans) of each equipment for weighing,
‘bulk preparation, flllmg, sealing, filtration, cleaning of the gas to be filled in the bulk solution.
contamers sterilization, bacteria remova] manuf‘acture of distilled water, eté. s shou]d be .
~des¢ribed in the column of “Equlpments and Utensxls used to manufacture the products etc.”
Whether bulk preparauon and filling or bulk prcparatlon filling and sealing operations are
sequentially performeéd in closed facilities should be described in this column. If any equ1pments
necessary for ascptlc manufactunng operatlons is utlllzed necessary eqmpments for such
. operation should be described.
3 fﬁﬁ&ﬁﬁﬁjmﬂ %ﬁkﬁﬁﬁ EvBE. BLYRR. FERR. BAMBDERR.
' E%%é@ﬁﬁhﬁgﬂ‘éﬁﬁﬁﬁﬁﬁkﬁwi' HTiE Z)Elh'ﬁiu_ﬂ":n b4 9 %]\h%ﬂﬂ ko k
BYR#MI O L, _
Tick the applicable open square in the column of “Testing and Inspeétion Facllltlcs etc.” about thc

_necessary tcstmg and inspection eqmpmcnt for hermetlc condition test, forclgn matter test




physicochemical tests, sterility t.est-'pyrogen test and bielogical tests, and enter the following;-
(1) RBERAERMrYBAEFNCHEL TV SHEIT. BE - BACZOWTZELARERET
Jﬁﬁ%%ﬁ?éhhrﬁﬁﬁﬁiﬁﬁlﬁmf%ﬁ@ﬁﬂ&kﬂjéiﬁb T OB N
BN CTEIMREFEARFLRGT L, B, @ﬁﬁﬁqzﬁlgg‘(‘ﬁﬁ?l?- ATEHLWE
G, [REREZEH MLEEO0ERETHTI L, ) '

If in-house testing and inspection facilities are utilized, enter numbcr and kind of major
equipment and utensil. Enter “see attached Plans" in the column of “Area of Testing and Inspectlon,
Rooms”, and the drawings or floor plans |dcnt1fymg the arca should be attached. Enter the area
of each mdnndual room in the. column of "Area of Tcstmg and Inspection Rooms if thé area can
not be identified by the drawings or floor plans.

(2) é%“ﬁgha%%%@f&@ﬁﬁﬁﬁﬂﬁ*liiﬂﬂG)%ﬁﬁﬁﬁiﬁﬁﬁ%ﬂﬁﬁ‘é‘%i‘s%""fi ﬁﬁ; (2 )
— 24XV i mﬁﬁHEJ&Eﬁ%GDME FRBEITDHL,

If the tcstmg and inspection fac1l1t1es of the same manufacturer but locatcd in the other campus
or other testing and inspection facilities is used, entcr the Form (2) -2 for utll:zatlon of other
testing and inspection facilities. ’

(3) #BRK (2) — 10 TRBRBREDMK Jmh&b%f ﬁéntw@%Aum Kﬁh@%@
ERREBMI LS LTELIARVIE,
Enter “see the column . of Testing and Inspection Fac111t1e5, etc. in form (2) 1" if such
distinction is covered by the descnptlon in the column of “Testing and Inspectlon
. Tacilities, etc.” in form (2)-1. : ' ‘
4 =] #ICE. %mﬁ@%aaagﬁ%fﬁfa;a ‘ _
" Enter other iteins to be referenced for the facnhtles and equipments for the manufacture of stenlc
products in the column of “Remarks™.
5 COBROKE S, xz%ﬁ%A4af5ha
Use paper of Japanese Industrial Standards Size Ad,
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