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2 BRI NI R OEE R URE
Ty-pe and Number of Equipments and

Utensils used to manufacture the

products
ER=E4 T fE¥EZEDRE
B Room Name Area Outline of Work Rooms
3 AT
Work Area
AHEREDO LBY
see attached Plans
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to treat
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Equipments 10| oo ATVD | IRERE
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Equipments performed to treat it.
Materials . .
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O #oLBEEELRIETS
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Generation of used to treat it.
Toxic Gas
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Tests and | REBRMERM - 2
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5 WBRERE | s
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Facilities, etc. —
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15
. B (2) —20kBY
Utilize other
. see Form (2)-2
Testing and
Inspection
Facilities
6 HB
Remarks
(EE)
(Notes)
1 HETAIARHEEULTLELMPE&HT DL L.

2

Fill out applicable columns according to the accreditation category.

MUEROME ) M MIEREO LB CREL, AT OIRER KO LB ETDHC

&

Enter “see attached Plans” in the column of “Outline of Manufacturing establishment”, and following

drawings and plans should be attached.

(H

(2)

(3)

BEFMAFRE (ABORRE D2 S L O, MEEETH A, ZE&:T‘J CTRHET D Z &,
FHBEOHEITERA.)

Simple site map including the surrounding area of the site. (Showing the location and immediate
environment. Aerial photograph is acceptable. Submit them as needed. Can be omitted in the case
of application for accreditation renewal.) ’

MEFHENORMOEER (REFLA—BHACHIBORITATRBT S &)

Simple site plan indicating the buildings in the site. (All the buildings located in the
manufacturing establishment to be accredited should be described.)

MEFTER (FERICIROFAICIIVERTT DD LBl B HAOD, FEE. BRE,
malE (RE. HiE. AR, »8%). RTAZE, BE I E, QRE, RuEpE=. gE (&
BOEH . BRS) SUETIRCLELAZARVCEERSBENTIZLOTHD &)

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

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




3

4

dissolution, filtration, etc.), filling room, sealing room, packaging 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 arca of each room
should be described.) * ‘
(4 roMmzEL2LIKE

Any other plans facilitating the description of the site.

(MEREETCCREOEERUEE] Mo, BECAVIBEREOEIELLOZER
T5Z &,

Major equipments and utensils used to manufacture should be described in the column of “Type and
Number of Equipments and Utensils used to manufacture the products™.

E%FT ) MICi, TR PR FELSHR T M. (FXE4) M. Ax0EEEI L
SETAI L, TEH ME. TEREOLBY ) LEEL, FEZLRVCERSREMNTED
WEFTHRNEERETA L, v, MEFFTERSE CHRMAIABRAN TG 6, TEH]
MesrEEomEBr R T, FH (REVOLEBRME) 1T, ARRETNTRET D
ETOREDEFRELIELDOTHD I L,

Enter the column of “Work Area” as appropriate, in addition, 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 plans 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 drawings or floor plans. As to thelcolumn of “Equipments to treat Waste Materials”,
all the waste materials generated in the manufacturing establishment should be covered.

ATORE. M. MAESOFERBEIBRN T o UEFRFANSLARM TS5 0. TR
Bl OB, B-RE. E A, ERORVCAE - ARKEERT NEEELOFE. BH.
WESOFBICOVWTHERT I ETELXARV I, TEE M, IBIEKEO EBY ).
FREEL. EARVEBABAN T ANETNTVANS ARG T, B, REFTTHRES
THEAZI T 2VWEHESE., (BE) MEESEEEoEBLER T e, 0. HEEAL
LT, flaEd@o—8s28ALTVEHEAKCE. MovhMEZAEM L, AIMRRKEICIERE
LHEHTH L ELETELIA RN &,

[f the drawings or fioor plans identifying all the storage facilities for raw materials, packaging
materials and finished products, etc. are attached, entry of each of the storage facilities for raw
matcrials, packaging materials and finished products, etc. of toxic drugs/drugs with strong activity,
poison/strong chemicals, inflammable materials, or drugs to be stored refrigerated, frozen and
protected from light 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 individual 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 dimensional diagram of the shelf and entry of

volume of it in the attached Plans is acceptable. .

6 (M BRMEDE M. STREA0O0MCTF v 72 AND, KOLBYEHTDHZ &,

£

Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following;-

(1) RBRERBEUZESETIACHATHDLIHEE. &FE - ObeE&@ﬁ&Uﬁ
BErm#iyaeoi s, ABRREEEHE) WX TE‘J#EEIEOD LBV c‘: mE L. Fo@ENEN
TEAWEHFLENEL RN TH L, b, HEFTERETEMABA TS 2VHEE,
HBRRAEAZRE MCXEoEREzRHT S &,

If in-house testing and inspection 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 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” if the area can

not be identified by the drawings or floor plans.

(2) UFRUEEHFZOMOABRRAR FERRBORBRESEYART A HAR. B (2)

N



—2IE Vi oORBBRERBEFORELZTHT O L,

If the testing 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. ’

7 TEE ORI, FoMBEL R EHERETET O,

Enter other items to be referenced for the facilities and equipments of the site in the column of
“Remarks”.

8 EERSONMERTHIHEAR. AFAC LI2THOMIT, R (2) — 3L Db
#Toz ek,

Submit filled Form (2)-3 in addition to this form, in the case of manufacturing site of sterile products
are manufactured by aseptic process in the site.

9 BEAMBERREEL LLIKNMEEERROBEFRTHIHE T, AHER (KR (2) -3
REh) WLAREOMI, IRCEREHERBHRUESLZL LI EIFIRETHIHFR
WOoWTERERAEKNICERET D Z &,

In addition to this form (inclading Form (2)-3), detailed descriptions on the items described in
Articles 8 or 9 of Regulations for Buildings and Facilities of Pharmacies should be submitted as an
attachment, if specified biological products, etc., or radiopharmaceuticals are manufactured in the
site.

10 ZOBKXOKREST, BALERR A4 LT DI L,

Use paper of Japanese Industrial Standards Size A4.



