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Outline of Buildings and Facilities

1 BERTOME
Outline of Manufacturing

establishment

AEEmD & B9

see attached Plans

2 BERFELECREOBEROEE
Type and Number of Equipments and

Utensils used to manufacture the

products

JEETE

Total Area

T FE E¥EDOME

R =S Area Outline of Work Rooms

Room Name

BEAKKRUOEED %
3 {EERT ERS 5 R
Work Area Equipments to

treat Waste Water

and Waste

Materials

BETADBBER T OR
HIZE T 5
O 3435 oo 1 .

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

Eid Gas and Equipments

Generation of used to treat it.

Toxic Gas

O ZEAELRW
No
=4 s RFHERGRR O
Room Name Area Outline of Storage Facilities

a4 KRR

Storage

Facilities




AR EEmE
Area of Testing
O ®EFTAIZH | and Inspection
ZTCW3 Rooms
Tests and | FHERREEERGE - 25
Inspections 1=K
. o performed Testing and
5 WERMERE | . .
] in-house Inspection
Testing and | . .
) Equipments
Inspection )
and Utensils

Facilities, etc.

O o5k

HmEE LR A
ERS) .
. B (2) —20&8Y
Utilize other )
. see Form (2)-2
Testing and
Inspection
Facilities
6 {5
Remarks
(EE)
(Notes)

1 BHETIEDICIE L TLELZMERE TS L,
Fill out applicable columns according to the accreditation category.

TREFOME) M TJIKREOLBY )] EERL., BETIHERERKOEBY L35 2
Eo

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

\S]

drawings and plans should be attached.
(1) REMMTERR (BEOKRAP L2 b0, MEBFEETHA, LEICIH U TRKET 52 &,
EHHHEOSGITEAKA,)

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.)

NEFBRBANOBRYOREBR (REFERA—BMBANICHIBHRITXTCEHT S L)

Simple site plan indicating the buildings in the site. (All the buildings located in the

(2)

manufacturing establishment to be accredited should be described.)

HRETTrmR (FERIZBIKOFAICIVRTTD2ZE, #l: B, AR, FHE, FEE,
M= (RE, fTHE., B, 2B%). TTAZE. BZ<E, O, KBREE. £E (&
B B, RS SRETRCLELRELRVEESEN CEI2Lb0THE Z L,)

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

(3)

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.)
ToMmEELLLRE
Any other plans facilitating the description of the site.
3 TRERME CICHEOFMBER K E) Micik, RECAVIBBREOTEZ LD B #R
THI &,

(4)




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

MMEERT) WMICE, ThEZSFEEL2TH T M. Ko BV ERT S

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

(1)

(2)

(3)

5

6

7

8

e

==
HE

MEmfE) ME., FEFORERELZ2ENT S Z

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

TMER=ER) X, BrofFEET it T2z

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

EEEUSOBEMT., REFFERSEC LIV Z0oEEIRIN CEHHACIRTHL 2L
bELIX AR &,

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”.

PRrsx i) Wick, ER, B4, RESEoFBEIC VLW TRER TS 2 &, Bio, & - Bl

%%\ﬁ@%&w@%%@TN%E%mth%MLome%ﬁ_£M? Tl B

MEfE ) M, REFTFHRFCIV ZOEBEAMITEIHACHBREZE LRV &, F

7o

WS ETE LT, #lx i%ﬂﬂ — BB 5 flﬂ%L’Cb‘azﬁaLli\ MosTEREzHEMAL., T

D H I i@fﬁ%uﬂﬁcﬂ‘é_&fﬁbixﬁb\’k

En

ter 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

arca 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

PRt B A R W”Jﬁ@ HTRELIOMCTF =y 72 ANDMh, KOLBYVRMTHZ &,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter
the following;- ‘
(1) HERERBLUANETAKHBATOIHEAE., B - BECO VL THEACEBEROE
%%mﬁféyt RBRREEEDR) M, REFFEARNSECIV TORmMBAHRINTE 35
CHER LA THLELIZ A2V 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) é*“ﬁ%% FOMORBRERMXIIMOXRBERBE 2RI AT 25, X (2)
2L viboRBHRERBESOMELZR T2 &,

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. v
MEs) fMicik, TomzsLr2sFELE/RT S Z

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

BEEESOREFTHLHHEE., AR I rEHobic, X (2) -3k hrbwan
w3 sz 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

{z

BEFEDHRUGEDL LS AAAEEESOR SR THAB AR, AR (B (2) —3
B0 Koo, IRKCEREREZHBAFESE L LLLAEIFEEETAEE
DWTENETNERG ISR

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, 1f specified biological products, etc., or radiopharmaceuticals are manufactured in the
site.
10 ZoHRKXDKREZIT, BATERE Ad LT D&,

Use paper of Japanese Industrial Standards Size A4.
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Utilization of other Testing and Inspection Facilities

220

Name

FFEHY

Location

1 SPRRERESOUD [aor ) #5RUEA B

acs AE
BRI OB Number and date of the

GRS accreditation
Testing and Inspection StERR AR R =
BPIR AR BT 95%‘0)1?&%": I N
Facilities of the same Outline of Testing and BIFEEE D &R Y
Manufacturer but . o see attached Plans
Inspection Facilities
located in the other AR AT

campus or other Testing Area of Testing and

and' o Inspection Inspection Rooms
Facilities SKEMIR IR - SR
Testing and Inspection
Equipments and Utensils
AR HRBRONE
Type of Contracted
Testing and Inspection
2 B
Remarks
(FEE)
(Notes)
1 THZUEEFSOMOXBRERM T ORXBBEEMRME) Wik, KotV RET D

&
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 T#F™ (RE) BEFSROCEAR ] Wi, REEF IR ERSEEEFRELZR/BL NS
BFEOLAEDALERKT S I L,
Enter the column of “Number and date of the accreditation™ only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THBEREBBEAEOME MRS I 2NMEIEZEROEFTZ2TOEROTEE LK
35z
Attach the floor plans of the facilities in the site involved in the relevant testing and inspection to
the column of “Outline of Tcsting and Inspection Facilities”.
(3) HBEpAEmfE M, REFTFmaREL LV FoEBEIABRNCEIHSICERBE LR
CTHELEZRWVWI 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) THBRRERMG - BEIMICI.BH SR DV THE s CEHEIAOCEEZRR T D2 L
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection

Equipments and Utensils”.




2

3

N

(5) HPREEFOMOEBRBRERBUNOMOARBRERBMZ2AA T HA T, Z0F BB
REET2EBEHEEMNTZ 2 &,

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) HBBRAEHKBEEOME) ABRREZRM). HBERERM - BE) Miicov Tz, %
URBRERGEXIABRERBEICO VT, FAEZRBL TV EEICIVFATIHAR
BRECLELDRBERUCBEZHATVWALIILEPHERTEZ2HE AT, NEORMEVORTH %2 L
ML THELIZRN I &,

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 inspection to use. »

(MFE) ik, TomzELrrFEBEER{ T L.

Enter other reference information in the column of “Remarks”.

IOBRKOKRESE, BAITERK A4 LT DI &,

Use paper of Japanese Industrial Standards Size A4.

¢
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Form (2)-3
wOoE R A /E ¥ BT o & R Moo M o=
Outline of Buildings and Facilities for Sterile Products
1 ERRAWERFTOME PMFRHEO LB

Outline of Working Area for Sterile Products see attached Plans

WERIREES

) K, BE, KOME Equipments and

2 RAOMK, K {EEEL ks Material of Ceiling, Wall and Utensils used to

Th, BAZELEE Room Name Area Floor manufacture the
AT HF¥EES

products, etc.

Work  Rooms  of
Mixing, Filling, and
Sealing  Operations,

ete.

Areca of Testing

O Wspm i | WRREEEH
T

W5

Nr

and Inspection

Tests and | Rooms
AR - 288

Inspections Testing and

performed Inspection

Equipments and

3 HERmAERRE in-house

Utensils
Testing and . _
. O fhoxRRE
Inspection
Facilities, etc. HBIE 2 F A
T5
- B (2) —20EBY
Utilize other
see Form (2)-2
Testing and
Inspection
Facilities
4 5

Remarks




(BB

(Notes)

1 TEHRRAFEEFROEEZ MOoRHIIRATHEM T RETERE, X (2) —1icks MW
EFROBME] MORLBICRZ TER T REFERICBN T, bbb TEDLEN TV BH IR
FLa<TbELIXZRNI &,

The floor plans to be attached in place of giving a 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.

2 TEAORB, RTA. MESFEZTOIFEES] MCE, T T ZRLEFHERLEHRTS
i, ROELBOVERT DI &,

Enter the column of “Work Rooms of Mixing, Filling, and Sealing Operations, etc.

>

as appropriate, in addition,
enter the following;-

(1) MEXEL] W, FERHOBREE, FROWEE, BHEBOLBE - REE., All=s.
FETAE, I EFHETRELELEEEL PR T 52 &,

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) TERE) M, REFFERECIVZOEBEIRI TCEIHAGICTRHR LA THEL
Zxlwnwz &,

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) (RF.E.ROME) #MIX. HERSCLI2EERBFUMAI2 b0 ThHsEE2 TR
DTk,

Enter whether the material of ceiling, wall and floor can endure the atomization and
washing by disinfectant in the column of “Material of Ceiling, Wall and Floor”.

(4) TRERMRES) MICE, FFERKB. ARRM. R CARMK. PATBRMH. »B%EE.
BBEOEBIMAINDIE[DHLER BREEE REEE KABAEUEEBSE DL,
BAYPCRESNLTVWIHAXEEM(FARCHBELT I W 2Ry, 28,
FAREURETAFEEXETHAR . R CARUVHAELLFEIPBAHARMICLI > T—ELTITbh
PHBERNH T, SERBIPAHX-ERBCHIELRMT AL RUETAEHEX
AT CEFEPAEARMICEI > TITLNDIBEEHo THYZRMBLEBAHERNEHTH S
ERlTD2I &, §h, EFMNBRELTOIOOELELEBELNHLIHEAITIE., ZRLICHLER
KESrmM+sI 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, bacteria 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.

3 IHRBBEARMB M. EHREHRE. RoE,. BB, EEAR. BALEWERR.
EMFHRBCBET2RBERAERH O VT, A TREAO0MCF v 72 ANDM, KoL
BYOYRBMTDLZ 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) ABERERRALAZNETALBA TV I2HAT. 2 - BECOVTHEAx ICHEERO

FrrrEfiysl e, HARREEEH M, REFMEERSCIVZomB B #HI T2



ZHABICRREH LA TLELIARVI &,

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) UREBEZTFOMOXABRBERGIIMOABRBRERBEAAMNA T 2H 6. &KX (2)
—2IEVMORBREBREBEOMEZZR I D&,

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.

(B) #=KX (2) — 10 REBRERB McdbbETREREIATWIHEATE., AflicEzo
EELMTHIETELX ARV &,

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.

4 THEZB; Mo, tohzEBLR2sFHEEERT DL,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 ZOHKDOKEESIT., AAITERE A4 LT D L,

Use paper of Japanese Industrial Standards Size A4.
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