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Outline of Buildings and Facilities

1 HEROHE

Outline of Manufacturing

RBEED LB

. see¢ attached Plans
establishment

2 BEREBETCICEEOBEERUEE
Ty_pe and Number of Equipments and

Utensiis used to manufacture the

products
=4, mE fEgEROEE
Room Name Area Outline of Work Rooms
3 f{EERr :
Work Area
FEBEO LB
see attached Plans
B DM
B
Eguipments
to treat
Waste Water
Bk R UBE M %
T DR | O EmAic
Equipments to GO fEx g | mma
treat Waste Water - . .
TR Disposal Eguipments
and Waste .
) Equipments performed | to treat it.
Materials o :
to treat in-house
Waste )
Materials
0 foBREE2RATS
Utilize other disposal facilities
AEHNAOBBERUETOL
BICET A%
, O 445 e ,
FEEVAREDE | Yes | (If “yes”, )Type of Toxic
E: Gas and Equipments
Generation of used to treat it.
Toxic Gas
O B&EL2w
No




= ki - EEREOHE
Room Name Area Outline of Storage Facilities
4 BTRERME :
| Storage
Facilities
’ REREmOEBY
see attached Plans
RBREEERE .
Area of Testing | BISEEDO LB Y
1 BEFFA 245 | and Inspection’ | see attached Plans
ZTd Rooms
Tests and | PABRREEARH - 28
Inspections a
. N performed Testin and
5 RRMELE || &
. in-house Inspection
Testing and . .
o Equipments
Inspection .
. and Utensils
Facilities, etc. —~
0O hoHdBREE
BEEEHA
5
. R (2) —2m0LBY
Utilize other
o see Form (2)-2
Testing and: :
Inspection
Facilities
6 HE
Remarks
(EE)
{(Notes)

1 HEITIEARBEUTHLELZWREERTIDZ &,

Fill out applicable columns according to the accreditation category.

2 REFOBE; Wiz BEREOLBY) tRFEL. FATORHEREKDO LEBY L35
t- o : : . .
Enter “see attached P!ahs” in the column of “Outline of Manufacturing establishment”, aﬂd following '

drawings and plans should be attached. '

() WEFAHERD (ABOREEDRZ O, MEFETHT, LECHEUTRET S L,

EHFHRBEOBEIEKBE,) -

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.) ' '

(2) BEMBEHERNOBRHORER (REMLA— %ﬂﬁk&é%%ﬁ?«f EETH 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) MEFEER (FARKIBRKOBILIVETTDO I L, W : CHAD, EEHE. ﬁgi
ANE (BRE. HE., BR. 6@#%%(&5\%%<§\@§§\ﬁﬁ@§§\§§(ﬁ
B.omH, Na%) SHETRCLELRLARVERARITZILOTHS I k)
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.) ‘

(4) ToMBELRIRE
Any other plans facilitating the description of the site.

3 THERBEIVCCERAEOBARCHE) Mok, RELAVIEBREEDIEA LD 2 EH&
+az &, ‘

Méjor equipments and utensils used to manufacture should be described in the column of “Type and

Number of Equipments and Utensiis used to manufacture the products™.

4 THFERT) M, TATNEYEELRR T o0, (ELEL; MiI. Ba0EExR=E 0
E#TsZ L, TEH M. (FIKREOLE) ) LRBL. FESARVERISUTE 3

CRAFVFERSERMATOII L, b, NEFIYEANE CHEBARMTE R VEEIL ESURN: k- U
WMEEESEEZOEBLZERT B Z L, itﬁﬁ%%@ﬁ@uﬁj@@ HHBETCTRETS
ETOEED &&Lt%@f%ég&

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 the'column of “Equipments to treat Waste Materials”,
all the waste materials.generated in the manufacturing establishment should be covered.

5 2=ToRE, ' ﬁm%wfﬁ&ﬁm%ﬂT%6§£W$E@%%%HT5%Amffﬁ

Bl B, B-BIE. B - mym. ERORUVHE - BENBET NZEEXELORN . &,

ROASORBE o OTRERTI L TELT 2RV L, (EH) MIZ, (MEREOLHY )
&ﬁﬁb\i%&ﬁﬁﬁﬁ%%f%6@%%?@@%%%H?5:to&B\ﬁéﬁﬁﬁég
THEIEZMTX 2V Aﬁfﬁﬁjﬁﬁ%¢¥§®ﬁﬁ%?ﬁ?6:k Tk, TESBFL

LT AZEHO-Ba2RBLTH 5B, mwiﬁ@%%ﬁb %&@Ek@@ﬁ%

RETBHILTELEARVIL, ,

If the drawings or floor plans identifying all the storage facilities for raw materials, packaging
materials and finished products, ctc. are attached, entry of each of the storage facilities for raw
materials, packaging materials and finished products, etc. of toxic drugs/d%ugs with strong activity,
poison/strong chemicals, inflammable materials, or drugs to be stored refrigerated, frozen and
protécted frem light in the col'umnrof“Storage Facilities” is acceptable. = Enter “see attached Plans™
in the column of “Aréa”, and the drawiﬁgs or floor plans identifying the name of cach 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 IHBREERK M. STHIs0OME ?:/7%An6@ KoLBYERT DL,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and cnter

the following;- ) .

(1) RRRIRBEAUNETACHACOEBEE. B - BRSOV CEELBRER UK
BeRBI 2L, [ARRESEH) M. IMREEOEBY ) L& L. TOEBBEN
TEIRNEFFERNSEARHT B, &5, REFPERE CTARSEMATE LB EE,
REREZER) MCEE0ERERET A Z &,

If in-house testing and inspection facilitiés are atllrzed, enter number and kind of major
equipment and utensil. Enter.“see attached Plans™ in the column of “Area of’Testiﬁng 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) HBREEFEOMORBAERBXIMORBRESBLMA T 58812, X (2)



;meﬁﬁﬁﬁﬁﬁ%wﬁgéﬁﬁféga

If the testing and EnSpCCtEOD 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 %) MK, TORBELRIERERRET I L,
Enter other items to be referenced for the facilities and equipments of the site in the column of

“Remarks”.

s mEESONEFCHSBAL., AKX EARBoMIc, BR (2) 3R LV HDER
&Téhk

Submit filled Form (2)-3 in addition to this fcrm in the case of manufacturing s;te of sterile products
are mannfactured by aseptic process in the site. '
97%ﬁé%ﬁ%@m%%L<ﬁﬁ%ﬁgﬁmﬁﬂfﬁfbé%Aﬁ Kﬁﬁ(ﬁﬁ(z}—3
E)Lié?ﬁ@%k‘ﬂﬁhﬁﬁ%%ﬁuﬁﬁﬂ%8%%L<ﬁ%9%kﬁ£?6$%
ConTFREFREBEENIZERT D L,
in addition to this form (including Form (2})-3), detai_ied descriptions on the items described in -
Articles 8 or 9 of Regulations for Buildings and Facilities of'Pharmacies sheuld be submitted as an
attachment, if specified biological products, etc., or radiopharmaceuticals are manufactured in the
site. -
10 “OFEROKEEE, BRIERB AGLTDII L,

Use paper of Japanese Industrial Standards Size A4.
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oo X BRHEEHEBESE 0o/ B @ =

Utilization of other Testing and Inspection Facilities

O YEREEEOMORBRESRE

Testing and Inspection Facilities of the same Manufacturer but located in the

1. #Ejl other campus
Classification ~
0 RS O ORBRRERHE
Other Testing and Inspection Facilities other than those stated above
2 £
Name
3 BriEH:
Location

4 B EE) EERUVYEHRA
Number and date of the

accreditation

5 HEBRERE-#BE
Testing and Inspection

Equipments and Utensils

6 {EETLIEBRORNE
Type of Contracted Testing

and Inspection

7 {EE

Remarks

(E8)
{Notes) -

1 M) M, YSTHESOMEF v s 8 ANRB L, FTERUSNAOMORBRBERBE %
MAT 2860, TORRBRELETIETEHERN TS Z &,

- Tick the applicable open square in the column of “Classification”. In the case of “Other Testing

and Inspection Facilities other than those stated above”, a documented evidence of such use should be

provided.

3 3T (RE) ZES5RUFEAR) i, RELXF TN RN ENELEREFTREL TV S
EROBEDHEBET B L, g
Enter the column of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.
4 THBBEERE B8 M. B - BECoVWTIELBEERUVERZE®R T 52 &,

Enter number and kind of rnajor equipment and utensil in the column of “Testing and Inspection’

Equipments and Utensils”.

5 THRBERE - B2 Moo T, HEABRRERBEARABRRERBIC VT, #F4d
ERBLTVWAZEERLIVHATIRBRECLELRBRUBERZ B X TVWA - & KEE
TEBHAE. BERELASTHELE 2RV E, ‘

Entry in the column of “Testing and Inspection Equipments and Utensils” is 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.

6 EE)r Micik, TOoMBBELLI2EEELERHRT D &,




Enter other reference information in the column of “Remarks”.
7 ToOEXOKETEEF., BETEHAK AL LTI L,

Use paper of Japanese Industrial Standards Size A4.
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Qutline of Buildings and Facilities for Sterile Products -

1 ERRAEEROBE
Outline of Working Area for Sterile Products

MEREOLBY

see attached Plans

BEREES
R, B, ROMHE Equipments and
SR R A = i
2 RROBWH. 7 R{?%Nﬁ Arﬁ' Material of Ceiling, Wall and Utensils used to
a
Th. BT IR com Name ¢ Floor manufacture the
2173 fEREF products, etc.
Work  Rooms of
Mixing, Filling, and
Sealing Operations, FEEED B
etc. | see.attached
Plans
O mispAc | ARRERER
Arca of Testing | AEEEOLEYH
ATND and Inspection | see attached Plans
Tests and Rooms
ABRaERm - 5
Inspections Testing and
performed Inspection :
Equipments and
3 HBBRERE [in-house Utensils
Testing and - :
. O fhoRsBRE
Inspection

Facilities, etc.

RS 2 F A
+%

Utilize other
-t Testing and

Inspection

Facilities-

B (2) —20LBY

see Form {2)—2

4 {HE

Remarks




(EE)

(Notes) ]
1 (EEMAEEFRORE) ﬁ@paﬁkﬁ,—cfﬁﬁﬁ“mé TEEE, BX (2) -1k 5 T8
EHROME) HoRRIC ﬁzf%ﬁf«é?ﬁg BT, bb¥TEDLERTWIEERRE

L ChbELI ARV L, '
The floor plans to be attached in pEace 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
) plansr attached in place of giving a narrative description to the column of “Outline of Manufacturing
establishment” in Form (2)-1. - .
2 TEMOME. KTh, MBI HEZETOMFEES) M, TAEABRYSHEELERT 2
fis, RKoLBHREBETDZ &,

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

L1}

as appropriate, in addition,’
enter the following;- .

(1 EEEL ) MIiZ, ERHOBERE, FRBOKBRE, HAHORER  BEXR. ARE,
ETAZ BEESEETBIIVELEEZELFRBTIZ 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) Tmf Wi, (JIEEoLRD ) CRE#HL., FOEESRINTZ2AETTERE %
T 5L, 23, AT TERNE CEMIBRI C2AVEAR. IEH) BIAELE
DERTLET 5 &,

As to the columns where area of rooms and facilities is to be entered, enter “see attached Plans”
in the column of “Ar‘ea’ , and the drawings or floor plans identifying the area should be attached.
‘Enter the area of each individual room in the column of "Area” if the arca can not be identified by
the drawings or floor plans. ) .

(3) (R#. . EOHE M. HERSICLIIEBERANHAISbOTHEELRBT
5k,

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) SR HEES) WICl. FERH. ARG, T TARG. M RHE. »BEE.
RBEOFEBCHAINIZROBFLER REEE. RAKE RBASEREREFOLEHK,
BRI CICER ﬁéhfwé%ﬁ‘f)ﬂi-f’ﬁ(fﬁﬁl FRLTbLIWMEREITD L. 2B,
ARRCRTAREXTHEY ETCARCH L FEPRAEARBILLI-C—AEL T b
BBAHo T, UHUBRGEAAHAR ARG CHOIELRBTOIL RO TAEER
BT FEPHAERBE LI - TITPRLABAC O THLEERBEPHHAXRBETH S
ERBTLoL, I, BEEMBRELAOIOLLELARBEE NI EAINE. TAKLLER
EBEEERT B 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 preparati(;n, 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 (HERERK M. SHRERE, EPRE. BL¥ER. EFHAR. ZREMERAR,
EMFHRBIETIRBRERKFICODOVWC, S CHREIDRCF v 72 ANIM, D2
BOR#EITDLIL,

Tick the applicable open square in the column of “Testing and Inspection Fac:htaes etc.” about the

necessary testing and inspection equapment for hermetic condition test, foreagn maftter test,



physicochemicai tests, sterility test, pyrogen test and biological tests, and enter the following;-

(1) RERBADHLUHEEFALHEL TV IEAE. B - BAL W TEELERARY
HEFERTACL, (RBRREXEM M. MRAEEO LB Y (ERL, TOEHAN
B TEXANBEFTERE ARG TA L, 2B, REFFARS TEEARIN CE RS
S, RBRREEEE MKEEoEBEYREETDI L, 7 ‘

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 “Arca of Testing and Inspection
Rooms™, and the drawings 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) UFHEEXEZOMORBAEAEREXIMORBREREEzMNATISA X, &KX (2)
—2REVIMOBBRBEERETORELRRI DL,

if the festing 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) ﬁﬁ(Z)~1®fﬁﬁ&ﬁuﬁjﬁk%b%f?ﬁéhfwé%Ahd ARz Eo
ErmBEI AL TELI ARV 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 Iﬁspéction
Facilities, ete.” in form (2}-1. »

4 THE) M. TOMBSBELLRHIFHERZRT DI L.
" Enter other items to be referenced for the fac11mes and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 OBRXOKETEE, BATERBAMMLETOZ L,
Use paper of Japanese Industrial Standards Size A4.
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