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Outline of Buildings and Facilities
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1 BEUERTOME
Outline of Manufacturing

establishment

MFREmO L B0

see attached Plans

2 HERFETOCSEEOEER HE
Type and Number of Equipments and
Utensils used to manufacture the

products

METERE
Total Area

TEE=S

Room Name

i

Area

TEEEDOME
Outline of Work Rooms

BEAEOREED &
3 {EEERT EES LR

Work Area Equipments to
treat Waste Water
and Waste

Materials

FEVAFEEDH
e
Generation of

Toxic Gas

0 %445

Gas

and

BHETADEBRROZ OL
BT E A 5% 0R
(If “yes”, )Type of Toxic
Equipments

used to treat it.

O #ELZW
No

4 MR

E4

Room Name

ks

Area

iR OB E

Outline of Storage Facilities

Storage

Facilities




At =EEH
Area of Testing
O ®EMANICH | and Inspection
ZTWn5 Rooms
Tests and | FREBBRERE - 38
Inspections B
R . performed Testing and
5 HEBRAERE | :
) in-house Inspection
Testing and .
. Equipments
Inspection
and Utensils

Facilities, etc.

O moRBEHE

MBS = F A
,?‘6 B (2) —20EEY
Utilize other
. see Form (2)-2
Testing and
Inspection
Facilities
6 &%
Remarks
(EE)
(Notes)
1 HFITOERDEKRCCLELMEREL TS 2 &,
Fill out applicable columns according to the accreditation category.
2 TREROBE) M FIEMEOLBY) EEHL. BN TIRERKDOEBY L35 =

&:O

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

drawings and plans should be attached.

(1)

(2)

(3)

(4)

w

HWERMERE (AEORRP D22 b0, MZEFTETLA, LEWIHE U TRHT A2 2,
EHBRFOBEITAEKT,)

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.)

WEFRBBNORYORBR (REFER -—HBNICHIBEDET XTREHTS &)

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

REFFEK (FERICHEROMICEIDERRTDH L, fl &, AR, $HF. FEE,
= (BE. 1T, B, »B%), R TAE, HEIE, B¥EE KBk ax%. 88 (B
B, BH, RE%) FRETIRCLELREARVEEARITELILDOTHDL 2 &,)

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, scaling room, packaging room, test and inspection room,
warchouse(raw materials, packaging materials and finished products. etc.), ete., in addition, the
name of the rooms necessary for the manufacture should be identified and the area of each room
should be described.)

ToMmEEZ L LKE
Any other plans facilitating the description of the site.

TRERBY CCBEOEERLOHKE) Mo, BECAVIEBRREEOEE 2L 0% 2K

1

TL b,




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 TR MICiZ, ThZThELSFELTHTIM. Kot BET S Z

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

(1) TEZEEHE) Wiz, FEFOREBEEZIRT A2 L,

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

(2) THE(=ZE4) M. B 0FEEZLERE®KT B &,

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

(3) EEBEUAOCEEMNIT. CEFTENESC IV ZOEESHZIN TEL2EAICEEHEL L
ThELIX 2N &,

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 TRTER M) M3, BE., BH . REZE0FRKIC Obf%ﬁfé:k o, - BIE.

HE B ABRBEVOHEERT CSEELHOFERBEC OV THBREICER TS 2 &, 2.
TEAE) Wi, REFTPrmRESIC L0 T omiE s #5 Té’f HHEBICRELFE LD L, F

L MESHELT, AAEMO— RS2 MMABLTVAEAERE. Moz EMNL, B
OMICHEAFEL+RB T DL TCELIZ 2RV 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 = F s o W%Jﬁ%i B THELIOMCTF = 72 ANDM, koL RHET 5
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following;-

(1) HBBEARGFELLATRETAEBL COLIBAHIT. B&FH - BECOVWTHEACEER UK
BErR#lyol s, ABRBEEERl WX, REFPFERE L0 Z0mMBLHENTE 5B
BICEREHR LA THELI AW &,

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) HBFHUEEFSFTOMORBEBRAERMB UM OR BB ERBLMAT2H A, HX (2)

WV fioRBRRERBEOMELT R T L2 &,

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 MES Mok, zothsELlrEmELs»RH T L,

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

“Remarks™..
8 EEARXRLSOBREFTHLIBEAN., AN cErefiomic, X (2) -3k bhbbya
#HTHZ Lk,

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 RBEEVHRRELELLIUAFEEEROREFR CHLIES T, THERX (BRX (2) -3
FEl) LhoRmBoMmIZ, HIMICEREBERBHEAUBE I EFL LB IFIMAET HHE
KWoWwWTEhAFRLEEBICRE TS 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 ZoRADOREE T, BALTEREKE Ad LT 52k,
Use paper of Japanese Industrial Standards Size A4.
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Utilization of other Testing and Inspection Facilities

B2

Name

P FE#H

Location

1 UPMEEEEONMD o @) BSRUEA A
REBRIFERAE I OR Number and date of the
B 2R

accreditation
Testing and Inspection StER KR AR
, AEDOHME ;
Faciliti f the s: . . PIRERE D £ B0
actiities of the same Outline of Testing and
Manufacturer but see attached Plans

Inspectioﬁ Facilities

located in the other B H A SR

campus or other Testing Area of Testing and

and Inspection Inspection Rooms
Facilities RAMRAR - B8
Testing and Inspection
Equipments and Utensils
EHT 5RBONE
Type of Contracted
Testing and Inspection
2 w5
Remarks
(&)
(Notes)

1 (S FZHEELESEOMOABRRAERB MO BRBERE M2, kKolbva&k+ 5
&
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) THT (RBE) EFEROCFAR) Wi, REETTXEISNBERNEEERELRELTWVS
BEOBEOLLET DI L,
Enter the column of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THBEREERBESOME) HURMAT 2 NERSAZEROEB2THOERXOTER & i
452 &,
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”.
(3) HBREEZEMHE, B3, BEFMTFaREC IV FoEE RN TCEs BRI TE# LA
CTHLELEZARWVWI 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) THBBREZRK BEIWMICET. RE-BEZOVWTHEALEEROCEESR#ET5 2 &,
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection

Equipments and Utensils”.




(5) HZBEXFOMOABBRERGUNAOCMORBRERBEANAE T 25461, ZO0RABHE
RErAET S EBEHERMT S I 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) 'HBRABBZOWME,) ARKREZEMR). ABRERG - BE) Mco0 T, 4
ZHBRERGBXEIABREEZREBIZIOVT, FTEZWMEBELTWLIZLECLIVABT IHER
BREUCLELZRHEROCBEZHELA T LD EAERTELISE AR, RAOKMA R OE#HZ L
BLTHELI ARV L,

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.
MEE) WMoz, TomsBLrrEmEeTHT D&,
Enter other reference information in the column of “Remarks”.
IoRAOREEEF. BATERK A4 LT D L,
Use paper of Japanese Industrial Standards Size A4.
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Outline of Buildings and Facilities for Sterile Products

1 BEEEAEER OME
Outline of Working Area for Sterile Products

AEEEO EBY

see attached Plans

BLERRIEES
} e K, BE ROME Equipments and
e l §“ : Sy ot B . .
2 AW, TFEES N Material of Ceiling, Wall and Utensils used to
- E rea
T%i‘} RN Room Name Floor manufacture the
2T OREES
products, etc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations,
etc.
B E W

3 RERMERE
Testing and
Inspection

Facilities, etc.

00 ®WEFRWIZHE

Z TS

Area of Testing

and Inspection
Tests and | Rooms
BRI RN - 2
Inspections Testing and
performed Inspection
Equipments and
in-house Utensils
O fhoxRBEHEE
BEAS A
T5
. B (2) —2028Y
Utilize other
see Form (2)-2
Testing and

Inspection

Facilities

4 EE

Remarks




(EE)

(Notes)

1 TEERAFEFORE MOoRKCRZ THEM T2 FERIZ. X (2) —110k3 (8
EHROBRE] MOLBCRLTENT A FERCBNT, bbe TELEINTWVEIHBEITRE
L2 THLELIXZ VI &,

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 TEAOPRB, RTA. MESFEELZTOMEESE) MicH. TP ZYFE»THT S
fit, ko bLBo@Eg+sz &,

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

(D) MEX=EL ] M, FHONERE, FROKBE, A AROBB - BEE. #AEl=E.

RTAE, BEEEUETRICLERFEELER#ET 5 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) FTEE M. REFTPENEFCLIV Z0oRBIRI CETLH8ACEERLALTLEL
Tl b,

As to the columns where arca 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) TRIF.E, ROME M. HERSXIIEERBLMZ>5 b0 Ths 5ty
L5 &,

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) f%naﬁ%%%J%ki FrEHfH. ARRH. TTARMK. BERMK. »BEE.
BB O FEBICHE S ZROFLEE BERE REHEE ABAKENEEBSOL K,
@K%Uuﬁpénf“é%%Rﬁ%%(i@@uﬁﬁLf%i“)%ﬁﬁ?Q_&o@k\
%@&U%TAW%K THR ETARUCHEL FEPBHHARKICL - T—BLTHIFbh

HBH-oTH, SERBEIHAHKX - BEBRFHE THLIELRET AL RO TAEEX

615575 CHFEPHERRBL LI TITLAL2BEA O TR LA EZBRHEIBHEKABHE L 2
B 7 528, £, BHNBEZT) DL ELEBE R HLEAICE. FHICHLE R
EES2RBETL 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 THBRBRARMK M. BHRERE. RDPRE. AP RB,. BEEAR. XKLV ERE.
EMFHRBICE T 2RABBRAERB IO VT, ¥ TREIOMCTF=v 2 2 ANSMH. Kok
BORET DL,

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 fdllowing;-

(1) REBERERFELFLAZRHETACEL TCVIEE., BF - - BEC- LW THxLESER

LEEZERTLOZL, (ABREEEHE Mix., REFTPEHEC iDzwﬁhm%%T%



DHAECEHEBRLAS TLELIZ ARV &,

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) LFHUEXEEFZOMORBRBEERBYECHhORBRERBEANB 2B 1. #X (2)
—2WlVoORBRERBEOHELIR T L Z 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) #HK (2) — 10 ABRERMK WMebbe TEHIALTVWEIBAIIET., Az ED
Brm#lyrs s TELX ALV 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.

4 MgE) MicE, *oMmEELL2FHESTHT D 2L,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 ToRAORE S BALERE AdELT DL,
Use paper of Japanese Industrial Standards Size A4.
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