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Qutline of Buildings and Facilities

' %ﬁﬁ@ﬁ? ) AIFERED L BH
Outline of Manufacturing
. see attached Plans "

establishment
2 BERELNCBEOEERUKE
Type and Number of Equipments and
Utensils used to manufacture the
produéts

METERE

Total Area

il YEEEDHE

==z Area Outline of Work Rooms

Room Name~

BARUEED %
3 fEXRT S DR
Work Area Equipments to

treat Waste Water

and Waste

Materials

BEETADERRVCTOL
O 445 BICETORE .

FENAREDE Yes (If “yes”, )Type of Toxic

49z Gas and Equipments

Generation of used to treat it.

Toxic Gas

O RELARW
No
=4 L RIREIER O E
Room Name Area Outline of Storage Facilities

4 BTERRRIE
Storage
Facilities




RRREEEHE
Area of Testing
O B®EFTWICHE | and Inspection
ZTW3 Rooms
Tests and | BERRERE - 28
Inspections £
performed Testin and
5 RBRERHE || ' "
) in-house Inspection
Testing and | . .
. Equipments
Inspection )
and Utensils

Facilities, etc.

O o E
. W% 5 A

7 #X (2) —20EBY

Utilize other
. see Form (2)-2
Testing and _
Inspection
Facilities
e =
Remarks
(EE)
(Notes)

1 BHEITIEHEELTLERZMEZREB TSI L.

Fill out applicable columns according to the accreditation category.

2 (MBEFOBE) M MERNEOLBY) LEBL. RETIRNERROLBY ET 5T

L, | .

Enter “see attached Plans” in the column of “Outline of Manufacturing establishment”, and following
drawings and plans should be attached. ‘
(1) HMEFMMGEER (AEOREP LD LD, MESEETHA, HLEXIKE L TRET S Z &,

EHRFEOSAITIERKT,)
Simple site map including the surrounding area of the site. (Showing the iocation and immediate
environment. Aerial photograph is acceptable. Submit them as needed. Can be omitted in the case
\/) ‘ of application for accreditation renewal.)
(2) BEFHEHNORHOEEN (REMLA—HHBANCHIBEMI T ATREHT DI L)
Simple site plan indicating the buildings in the site. (All the buildings located in the
manufacturing establishment to be accredited should be described.)
3) REFITEN (FEREKRKROFAKIVERTIZE, fl:E. . HAD, EHE. FEE,
RElE (BE. K. BB, 28B%). RTAE., MIE<E. BEZ. RBREEZ. £E (K
B, BH. BRE) SHETRULERELRUVERESBEIIN TELZ2HBOTHD 2 L,)
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,
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 area of each room
should be described.) )
(4) EFoOMmMsELLRLIEE
Any other plans facilitating the description of the site.

3 (HEREECCEEOMER CME) M. NE B s BREEOEEL L0 BE

‘?‘55&0




\ /
o

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™.

4 TEEERT M., TAETNWBYERZ2EHTOIM. KOLBYVERT DI L,

Enter the column of “Work Area” as appropriate, in addition, enter the following;-

(1) TZEEHE) MiT, EEFOREEZRERT D L,

Enter the total floor area in the column of “Total Area”.

(2) T{E#EZEL) M. Bx0EEEZLTRERTI L,

Enter each individual work room in the column of “Room Name”.

(3) EmBEUNCOEHHEMITI., REFFERSEC LV ZTOEEMRBMATEIHEGICTRBEL 2L
THELXARWVWI &,

As to the columns where area of rooms and facilities is to be entered, entry of area is not
necessarily required if the area can be identified by the drawings or floor plans, except the column
of “Total Area”. ‘ '

5 TEFRRERME) Mz, BEE. B4, ERE0FRICODVWTRE T I L, BiIL. & - BIE,
E-HY. BRORUVARERIREEEROFBRRBFC OV TIIHARICER T DI Z L, 2B,
(IR M, AEFMTENSICIV ZTOEELSRN TELIBACRREEEZBE L2V L, £
. BERBEFLLT, AAEHO—BARMALTVWSEA I, BoThRERM L, @H
OMITITEEERBIDIILTELI IRV I L,

Enter each of the storage facilities for raw materials, packaging materials and finished products, etc.
in the column of “Storage Facilities”. In particular, the storage facilities for toxic drugs/drugs with
strong activity, poison/strong chemicals, inflammable materials, or drugs to be stored in cool place
and protected from light, should be clearly described. Entry of area is not necessarily required if the
area can 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 column of
‘Area’ is acceptable.

6 [REBRRERFEE, MII. Y TRE2O0MCTF=v 72 AN ROLBVERT D &,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following;-

(1) XBRREBRBLZULUEFACBATVIHEAE., BRE - BRELC OV TEAKEERUTE
BT s., HRREZEH) MR, REFTFERFC IV TOEREAHEINTELE
BIREREH L2 THELIZRV I &,

If in-house testing and inspection facilities are utilized, enter number and kind of each
equipment and utensil. Entry of area in the column of “Area of Testing and Inspection Rooms” is
not necessarily required if the area can be identified by the drawings or floor plans.

(2) YUHMAEEESOMOHBRERGXIMCORRBRERBEZ2FBI2HE . &KX (2)
—2REVHORBRREKBEORELRR T B2 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 TEZE] MCR., TOMSELLR2IEREREB TSI L,

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

“Remarks”.. :

8 ZEFERXHOREFTHIHAR., AEFEXICI2RHoMmic, KX (2) —3ITLY HHER
Wy L,

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 BTELAYHAFEHALED LI IKAHEELROMEFRTCHIHEEG T, A&EKX (&KX (2) -3
FED) KEsRHOMIC, MREERSHEERFRUB XL LIABTIFERETIFER
KOWTENRETNEGBICRERT D Z &,

In addition to this form (including 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 ZoXOKREET X, AEIERAB A4 LT DI L,
Use paper of Japanese Industrial Standards Size A4.
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Form (2)-2
oo B BR B EHEBE ONAE B E

Utilization of other Testing and Inspection Facilities

B

Name

PRTEH

Location

1 SBSERESOND Nan (e FSRUEAA

HEBRRER I OR Number and date of the
BR AR accreditation
Testing and Inspection SER A HERISE
AR #@ﬁ%% R
Facilities of the same Outline of Testing and AEMEDERY
Manufacturer but see attached Plans

Inspection Facilities

located in the other AR EEER

campus or other Testing Area of Testing and

and. o Inspection Inspection Rooms
Facilities SERRATERE - 2
Testing and Inspection
Equipments and Utensils
EET2RBRONE
Type of Contracted
Testing and Inspection
2 BE
Remarks
(EE)
(Notes)

1 TN BEELEOMORRRERB X RIMORBRRERE) M. Kol BVEHKT D Z
Lo,
Fill out “Testing and Inspection Facilities of the same Manufacturer but located in the other campus
or other Testing and Inspection Facilities” column as follows;-
(1) (%% (BE) FESRVFELA) M3, REEF TR EARNEEEREZRELTVD
BROBEDLEHRT DI L,
Enter the column of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THBRAERPZSOME MR T 2RERYEEROEBETOIRROTERZ R
5Bz &,
Attach the floor plans of the facilities in the site involved in the relevant testing and inspection to
the column of “Outline of Testing and Inspection Facilities”.
(B) THERBREZ=EMH) M. REFFERNSC IV EOEEABRACTEIHECTRERLR
CTHELX ARV L,
Entry of area in the column of “Area of Testing and Inspection Rooms” is not necessarily required
if the area can be identified by the drawings or floor plan.
(4) THRARERFE - BEI M. BHE -BECODVWTEACBEERVEEZREM TSI L,
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection
Equipments and Utensils™.




(5) YUHAUBEFOMOHRBRREBRBUAOCHMOEBRRERMBME2AB 72561, TOFAB

FREETHEDEZHERMT DI L,

If other testing and inspection facilities other than the testing and inspection facilities of the same

manufacturer but located in the other campus is used, a documented evidence of such use should be

provided.
(6) RERREKEEOME). HKRREEEHE). HBRREREFE - B MOV TIE, =
URBRRERBEXRIRBRERBIC A VT, FTEBRBLTVWIZILEILIVARATIAR
RECVLERBBEROCREZHBATVWAIZLMBRTEIHAR, NEBORFRUEHKZ L

>~

BLTHELIXRNWI &, ,
As to the columns of “Outline of Testing and Inspection Facilities”, “Area of Testing and Inspection Rooms™ and “Testing
and Inspection Equipments and Utensils”, entry of each column and attachment of floor plans are not necessarily required if

the other testing and inspection facility has been confirmed by a certification, such as Accreditation, that it has the necessary

equipments and utensils for testing and inspebtion to use.
MEE MiCix, TOMBSELRI2FEREZERT D L,
Enter other reference information in the column of “Remarks”.

3 ZoEROKRTEIF, BATERABAMLETDHZ L,

Use paper of Japanese Industrial Standards Size A4.
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BT o #® & B
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Outline of Buildings and Facilities for Sterile Products

1 EEREIERFRTOBME
Outline of Working Area for Sterile Products

REREDO LY
see attached Plans

2 FAIORH., £
Th. BZLEE
T ERES

Work Rooms  of

Mixing, Filling, and

Sealing  Operations,

etc.

3 HEBRRERE
Testing and
Inspection

Facilities, etc.

RISRIFEES
Rk, BE, ROME Equipments and
E¥EEL fff Material of Ceiling, Wall and Utensils used to
Room Name Floor manufacture the
products, etc.
HRBRREEEER

O BERRIHE

Area of Testing

if_“‘é and Inspection
Tests and | Rooms
: HERRERR - B8
Inspections Testing and
performed Inspection
Equipments and
in-house Utensils
O toRBRRE
BWEELF A
35
. B (2) —20&8Y
Utilize other
see Form (2)-2
Testing and
Inspection
Facilities

4 =

Remarks




GEE)
(Notes)

1

2

3

TEERMANEEFROHRE) MORRICRL THRAITNEFERZ. &KX (2) —1ickd THW
EFFOBRE) MOEBRIAXTHEMNTANEFARCBVT, bOETRLINLTVIHERRE
FHLRLTHELIARNWI &, ,

The floor plans to be attached in place of giving 4 narrative description to the column of “Outline of
Working Area for Sterile Products™ need not be attached if such distinction is covered by the floor
plans attached in place of giving a narrative description to the column of “Outline of Manufacturing
establishment” in Form (2)-1.

TEFORH, RTA, AEKEEZITOIOFEZS) MTX., TLENEEETERLZERK TS
fli, kO LBVRBTHZ &,

Enter the column of “Work Rooms of Mixing, Flllmg, and Sealmg Operations, etc. ” as appropriate, in addition,
enter the following;- .

(1) TERXEL M, ERHOFEE, FROKERE, BBEEHFOHRR - BEE. ARE.
FTAE, BELEEHUETBRLERFEEZEL2RETDH L,

Name of the working rooms necessary for the manufacturing operation of sterile products,
including raw materials weighing rooms, container washing rooms, drying/ sterilization rooms for
washed containers, bulk preparation rooms, filling rooms, sealing rooms, etc. should be described
in the column of “Room Name”.

(2) TEFE) M, REFMFERNSCIVETOERHEALSBANTEIIEACEIER LRSS THEL
XAV IE, :

As to the columns where area of rooms and facilities is to be entered, entry of area is not

necessarily required if the area can be identified by the.drawings or floor plans.

(3) [RHF. B, ROME] i, BERECL2EERBFCLMAIZ2bOTHIELXRET
BTk,

Enter whether the material of ceiling, wall and floor can endure the atomization and

washing by disiﬁfectant in the column of “Material of Ceiling, Wall and Floox”.

(4) TRERBEES) Mz, FERKB., AERE. TTAREB. AEIRKE. »BEE.
EROBHBUEHAINDIZROHLEE REEE REELEE RABAEHEEBEOLK.
BAXYCCRESNL T2 HEAXFERM(FERCHELTO I W) ZER T L. 2B,
FEEOCRTCAEEXRFAR . ETARUHAZEL FEPBREXRBICI>T—E LTI TLhA
BHEACHo TR, UEREIPIAHAX - ERBETHIELZRERTH L, RUETAEEX
HBZEEPBERARBELI > THDLNIBEL Lo THEUBRBEIBAERARBETH S
ERWMT 2L, ¥ BEENBELTOQOLLEREBELRHDIHBATIE., ThITHLER
KBEEEREHTDOI L,

Name, model and location (may be described in the floor plans) of each equipment for weighing,
bulk preparation, filling, sealing, filtration, cleaning of the gas to be filled in the bulk solution
containers, sterilization, bactéria removal, manufacture of distilled water, etc., should be
described in the column of “Equipments and Utensils used to manufacture the products, etc.”.
Whether bulk preparation and filling or bulk preparation, filling and sealing operations are
sequentially performed in closed facilities should be described in this column. If any equipments
necessary for aseptic manufacturing operations is utilized, necessary equipments for such
operation should be described. '

TRBRRERMB M. EERERE. ERE. BELFRAR., EERR. EREDEHAR.
EMENRRCBTI3RBRRERBC O VT, ¥ THREIOMECF=v 72 AN DM, KDL
BOYRETHZ L,

Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” about the
necessary testing and inspection equipment for hermetic condition test, foreign matter test,
physicochemical tests, sterility test, pyrogen test and biological tests, and enter the following;-

(1) HRERERREPAZUEFALHATVIHEE., B -  BELELODVWTHA«CEERV

BEFEHTHIIL, HRBEREEEHE) M. BEFFERSECLIV ZoEBER®A TE




5

ZHEWHTH LS THELIARNI L,

If in-house testing and inspection facilities are utilized, enter number and kind of each equipment
and utensil. Entry of area in the column of “Area of Testing and Inspection Rooms”™ is not
necessarily required if the area can be identified by the drawings or floor plan.

(2) YUBHNEEZSEOMOERBRRERGNXNRIMLORRRELBEZABT2HEIT. &KX (2)
—2REVHMORRREBBEEOUEZEH T 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.

(3) #X (2) — 10 HERERFK) MbbE TRBRINTVIHEAICIE., AficizzD
ErRE/|MTILTELXARNVI 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 Inspection
Facilities, etc.” in form (2)-1.

MEZ) MICIZ. TOMBEBLRIFREREZEHT DI L,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
TOBROKRESIE, RAIERAR AL LTI L,
Use paper of Japanese Industrial Standards Size A4.
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