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Outline of Buildings and Facilities

1 BOERT OB
Outline of

establishment

Manufacturing

AR D &80

see attached Plans

2 HERFETOCCHGEOEERUVHE
Type and Number of Equipments and

Utensils used to manufacture the
products

HEETE

Total Area

g =

e Area Outline of Work Rooms

Room Name

BAKRVEED%
3 ¥ SLERS LR
Work Area Equipments to

treat Waste Water

and Waste

Materials

BHENTAOBERTEOL
PRIZET DR
O ®BET5H . .

HEF2Rx4ADH Yes (If “yes”, )Type of Toxic

e Gas and Equipments

Generation of used to treat it.

Toxic Gas

O AL
No
EH fiak s AT AR DHEEE
Room Name Area Outline of Storage Facilities

4 Frigasd
Storage

Facilities




AR E R
Area of Testing
0O ®EFRAIZHE | and Inspection
ZT5 Rooms
Tests and | AEBRIRARME - 55
Inspections i=A
. _ performed Testing and
5 HEBRAERE | .
) in-house Inspection
Testing and
) Equipments
Inspection ]
and Utensils

Facilities, etc.

0 tmoRBEH#E

HWHEELFA
15
. B (2) —2mEBD
Utilize other
. see Form (2)-2
Testing and
Inspection
Facilities
6 fH5
Remarks
(FEE)
(Notes)
1 HHEITLIRAUERUCLERMEE#H T Z &,

Fill out applicable columns according to the accreditation category.

Lo

(WEFOWE ) Wit (BIKAEO LB ) LRBRL. BHTARBEIERO LB &4 5 -

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

drawings and plans should be attached.

(1)

(2)

(3)

(4)

BMEMTERE (AFEOKRE L2 L0, MEFTETHA, LEBXK LU TRET HZ L,
EHRFBOBGITEKA,)

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.)

WEFTHRBERNORDORBER (REFELEBE - BHMANICHIEHEITATRETH L)

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

REYEE (FRAMICEEROAIZLVRRTHIZ L, fl: B, HAD, T8E. B8 %
B (IRE. 1T, BM. 28%). FTAE. BFKE., A=, RBRaEE. 8aF (F
By BM. REE) SRETIRBCVELREARVCAESHRINTEEZLOTHSL Z &,)

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,
warchouse(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.)

TOMBEL L DHEE
Any other plans facilitating the description of the site.

TUERHEOCCBEOBEROEE Mo, RECAVIBBREEOTER2 L 04 2R

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™.

4

MERR MICi, ththZSFmEsaH T oM. KotBYVEHRT DL,

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

() TE'mHE W, FEFToREETERT S &,

5

6

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

(2) TfE%¥EL) Wik, oz bica#fdso s,

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

(3) HEMMUAOHBEMIT, HEFRTERSE LIV Z0EEABRYN CEX28 00 EHL 2L

THLELXZRWI &,

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”.

PRTECER M) Miciz. BEE, @M. BRSolBc W IR®& T2 &, Blo. # - B,

HE-FY. RO RUAEITRT N EEEROFBRRXHIC LT j:ﬂﬂﬁé WREETs 2+, b,

fﬁ%Jﬁﬁ\ﬂﬁﬁﬁﬁﬂw’$0%®@%ﬁ%ﬁﬁé7f CHEEAEL VD *
T BB ELT HlAEMo— MO EFALTWAEA I, MoSIER 2 EM L. @%ﬁ
OWMIZEFHEEL-TW T LI TCELIX ARV &

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.

ITHBRERHES MR, A CRE20BCF vy 272 AN, kOB RET D Z &,

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

the following;-
(1) RERARMZUAZHEFACHEA TV I2HEAGR. B - FBEC DV THAACEERUH
E%uﬁﬁﬁ“é e, THABRBREEEHE) WM. BREFEERNBFEC IV FOEBEIRAI TE D5
BIEEHR LR THELIX 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 plans.

(2) é*i&é&;ﬁ’é% O oRBRBREFRWBXRIIMoRBEREHMELSF BRI 2EE . &KX (2)
CrovthoRABRRERBEoOMELRE TSI 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 MEE] Mok, TOMBSBLRLIFHEERHT D &,
Enter other items to be referenced for the facilities and equipments of the site in the column of

“Remarks”..

8 EEFEKSOREFTHIHFANR, AR LsRH oMo, HX
w4 5Lk

Submit filled Form (2)-3 in addition to this form, in the case of manufacturing site of sterile products

(2) =3k dbbyi

are manufactured by aseptic process in the site.

9 #HE4APYEFMESEL L RHAHEELRORMENTHLAEEE. AHEX (X (2) — 3
FED) L snfiomic, IIREERSHERFHAUESEZFLLLTHEIFIUHAFETHER
ConwTER TN EEMICE#HT 52 L,

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 Pharmacics should be submitted as an



attachment, if specified biological products, etc., or radiopharmaceuticals are manufactured in the
site.
10 ZoHREAORE ST, AARATERKE AAdLT D&,
Use paper of Japanese Industrial Standards Size A4.
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Form (2)-2
fit o # B B & # B % o A A # =

Utilization of other Testing and Inspection Facilities

B

Name

PITHE

Location

L SBREREROND | wor Gam) HRROEA A
REBRR AR R LIt O Number and date of the
S AR accreditation

Testing and Inspection SERKR AR RS

R FOBHE s .
Facilities of the same Outline of Testing and SRR D &30
see attached Plans

Manufacturer but Inspection Facilities

located in the other SKEAHR A AR

campus or other Testing Area of Testing and

and Inspection Inspection Rooms

Facilities SRR R - SR E
Testing and Inspection

Equipments and Utensils

TR T DRBRONE
Type of Contracted

Testing and Inspection

2 i %

Remarks

(HEE)
(Notes)
1 TN U EEFSOMORXBRRERB LI ORR B ERE) HiZ. Kol R#H+T 52
L
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) TF#® (RBE) FSKOCFEAR] M, REXFTXRIAEBREEEFRELRBLTVS
DB EOHLTEHT D I &,
Enter the column of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THRBERAEBEEOME] WIERMAT ONERAZHEROEB LTI MO Tk % K
T+52&,
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) THBBRAEZEM M. MEFTFERSC LV 0o EEARI T2 E G L# LAk
CTLELXZARLWVWI &,
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) THBBRERK - BEIMOT.BFE -BRECODVWTEACEEROREL»TIH TSI &,
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection

Equipments and Utensils”.



B) HAHEREEZOMORBRREZHUNAOCMORBRBRERMAF AT 2841, 200 BB

HEATIEEAEFERMNAT L2 &,

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) HRBERBPEOBME). RERESHB). RBERERXH - BL) Mcon i, X
ZABRBRAERBENRIRBRBREBBICI VT, FTZRBLTVE I ESEICLVFIMAT 205
RECLEGRRBROCFEEZMA TV DI ZEAERTEA AN, HEOHRMTRUTE % L
mLTHLELIZ RV &,

As 1o 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.

2 M%) MiZiE, toMBBLL22FETHT LI L,
Enter other reference information in the column of “Remarks”.
3 ZOHRXNORESEF, RALEREE AL LT DHZ &,

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

1 HEERANEERT O E
Outline of Working Area for Sterile Products

PHERIED & B Y

see attached Plans

TSR IREES
S5 o e KIF. BE, ROME Equipments and
2 BERIOBEE, K| o i _ N
* A 7 E¥E=E4 Ar Material of Ceiling, Wall and Utensils used to
ea
Tf‘, LIS Room Name Floor manufacture the
RIFORESES
products, etc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations,
etc.
O sERw e f | PRREEER

3 HAERmARE
Testing and
Inspection

Facilities, etc.

ZTHD
Tests and
Inspections

performed

in-house

Area of Testing

and Inspection
Rooms
R - 5782
Testing and
Inspection
Equipments and

Utensils

O oMk

MR % 2R W
15
Utilize other
Testing and
Inspection
Facilities

B (2) —20bBY

see Form (2)-2

4 f#H=E

Remarks




(7E &)

(Notes)

1 TEHERAGFEFOME MOETHCRATHENT T ZTHERET., #xX (2) — 110 L5 &
EROBME ] MOLHCRIATERTREFAEARICBN T, bbBE TEDLIN TV EHEEILE
LA THLELIARNI &

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 TEAOBE, FTA, BESHEELZTOREES ) Mo, ThEPhZSEELZH TS
., KOLBIERT D &,

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

(1) MEEZEL ) M, REOFER, AROKBEE, kB 5208 E - BExE. FfMs,
KTAhE, AT EFRETIRIILELAEESERALTR T D &,

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 TEHF) M REFFARNECL) ZOEMPIHIN TEL2 B ICRTH LA TLAEL
X RNk
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) TR, BE.ROME] MiZ. HERSFCL>MERBCHAI>I S b0 ThHLEL T
H &,

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) TRERMERES) M, FERMH. ARRE. ETCARMB. B Hm. » BB
FROFHICHEINDER @@M%ﬁimiyﬁﬁﬁéﬁ%ﬁ@méiﬁﬂ B DL,
BHREPCHFESNTOLIBAXEETN(FERCHELTL I ZR®H T 6.8,
FARRE R TAFEENTHR. ﬁ(&&@%%<¢%ﬁ%ﬁﬁ%mﬂiof—gbfﬁbﬂ
5%ﬁm%orﬁ\%ﬁﬁﬁh%ﬁt BERETHL ELRM T DL KU R TAEEX
BHAZ S EEPHEARBICLI > TITLAZI2BEChH s TR YHLBHEILIBAHRBETH S

BT ok, it\ﬂ@%ﬁﬁ%ﬁj® LELEEENHLHIBEEI. FRLCLER

KELZALREHT L 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
scquentially 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 THRBRARMG M. BEHRERE. RORE. BELEAR. EERR. RAEDERR.
EPFORBUIET 2 RBRERMC VT, Y CHESOMC T = v 7 E ARBH, KO &
BEOR#ET 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 following;-

(1) HABBRARGBELAZREFTFNCHBA CODHE . &WH - %%E 'Ob\fﬂﬁﬁ WHEEE UV

BT L, THBRREEDR) M, BETVYERSC IV ZoERMMPERN T



DHAUBRBMLACTOELI IR W &,

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) HFREEFFOMOXBBRAERBXIMORBREMBZAATIH AT, HRX (2)
—2ltk VMo RBRERBEBEOMELIRH TS L,

[f 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) #NX (2) — 10 IHABRERK) WEbbE TCEREALTVEIBETE, AMICEZT O
Eri#i T oL TELIARVI 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 M) Micik, *ohsEL22FHEIHET S L,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 ZoOHXOREESIF, BRALERK AMAET D &,
Use paper of Japanese Industrial Standards Size A4.
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