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Outline of Buildings and Facilities

1 BLERTOREEE
Outline of
establishment

Manufacturing

RGO L350
see attached Plans

2 BERARHIONS

i B O T K& OB

Type and Number of Equipments and

Utensils used to manufacture the

products

3 EErr
Work Area

JAIRTAY
Total Area

TERES

Room Name

g

Area

TEEEE OWE

Outline of Work Rooms

JBE K K UNBE H W %
AP 2 B

Equipments to
treat Waste Water
and Waste

Materials

BB AAREDSR
il

Generation of
Toxic Gas

O 475
Yes

and

A ADFE KR OZE DAL
HUZEES 2 3R i

(If “yes”, )Type of Toxic
Gas
used to treat it.

Equipments

O REAELZRW
No

4 EE
Storage
Facilities

E4

Room Name

A

Area

e i AR O
Outline of Storage Facilities




PR A =8 I FE
Area of Testing
O ®Y¥EATWICHH | and Inspection
ZTW5D Rooms
Tests and | BB R - 2
Inspections =K
. . performed Testin and
5 REREAE | ‘9
) in-house Inspection
Testing and ]
. Equipments
Inspection )
and Utensils

Facilities, etc.

O fhoR A

B BE <5 & R H
_?5 B (2) —20&8Y
Utilize other
. see Form (2)-2
Testing and
Inspection
Facilities
6 {5
Remarks
(HFEE)
(Notes)
1 HWHEHEITARZQER UL ERMERLK TS &,
Fill out applicable columns according to the accreditation category.
2 T EFTOME ) Mix MK EOLBY ) LEBL, RETIMNEERKRDOD LB L5 2
L

3

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

drawings and plans should be attached.

1)

(2)

(3)

(4)

.é—

"EFMAIKEK (AHORAEPDLND2 D, MEFTHEHTHLA, LEICK U TRET DS Z &,
EHHAFOLAITEIEA,)

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.)

"EFBHANOEYORERK (REFELH —-—BHNICHLI2EWIT T XTEHT DS &,)

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

"WEFFER (FERCEIXROFAICIYVRRTTDZZ L, #l B, AR, FHE=E. fFE=E.
= (RE., 8. B, %), TCAE, MZ2<E, GFE, ABERAEE, AE (K
B, B, fan%) FRELBILERELARVOHHELP#HN TEL20THDLZ 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.)

TOMBE LD ME
Any other plans facilitating the description of the site.

MRGE RN ISR B OoBE RO E] Mok, RECHVWIBBEEED EER b 0 2L #H
52 &,




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 TMEZERT) MICE, T YFERL LB T OM, RoLBYVEBT LI L,

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

(1) THEmEA Wi, FEFToRmERzEKT 2L,

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

(2) TE¥=E4) WX, BxofFEETICE#KRT D&,

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

3) MEBUAOHBEMIE, WENMPFEHRFZLIV ZOoEBENFI CE 255K L AL
THELIXZRWNI &,

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 PR R R0 ) M. BB, EM ., W Folrmic oW TRR#l+ 22 &, Fric, & - B,
B, ERDROEHITE T X EEEHOTEBHRICOVTEWARICER T L&, i,
TEAE) M, REMFEKNFZIVZOEBELIRNTELI2HAEICEREHEE LRV &, F
o, FESGFHmE LT, BlxEMo -8 o2RHALTWL2EAICIE., Mo EREZRAMA L.\
OMICTIAEBEZLRTL2ILTELIX 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.

6 TARABRMRARME MIX, S TEELIOMTTFzv 72 ANDfl, KOLBYV T L L,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter
the following;-

(1) HBEBRAERMEZYEHETANCHZ TWDI2HAIF. &M - B EICHO O THE A ICHEEK K
Bzl -y, 'ABRMRE=RmHE MIT, REFTTVFEHNFZILIVZOHEEM#ENTE 25
ARl a< b ELIX A RN 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 plans.

(2) YFZWUEEFZEOMORBRMRERM X ITMoORRRERBEEZRA T 2561, %X (2)
—2ikvboRBRBmEKESOMELLZH T L 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 M= Wik, 2oz BLR2FHELEHT LI &,

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

8 MERNOMETTHLILAE L., ARKRICLs2E#HoOMmIc, X (2) —3ICLVdbbEiE
#HTorz 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 HEAYHERLEL L IMNHEELOMNEFTHLIBESIT. AL (X (2) —3
ZE) Whk2@ofic, MIMICEREEERMHAAE 8F B LLIHEIFIHET >FH
onwTEnZnEKWICRHRMLT 52 &,

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 ZoKADORESIZ, BALERK AdLT 22 L,

Use paper of Japanese Industrial Standards Size A4.
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Form (2)-2

flt o W B R & #H B % o M OH #M =

Utilization of other Testing and Inspection Facilities

1

AR

Name

FTrE
Location

SHBEREROMO [y Gae) HEKOEA B
PP R S AL OR Number and date of the

B accreditation
Testing and Inspection B R e
B A B A DA
Facilities of th o ) BRI E O & 359
aciiities o € same Outline of Testing and ttached Pl
see attached Plans
Manufacturer but Inspection Facilities
located in the other SR 2 R

campus or other Testing

Area of Testing and

and- o Inspection Inspection Rooms
Facilities R R - SRR
Testing and Inspection
Equipments and Utensils
KIET 2 BRONE
Type of Contracted
Testing and Inspection
2 fwE
Remarks
(EE)
(Notes)

1 MY REETSTOMORBRBRERM X ITtMORBRBRAEHE) WX, kol +2 2

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 T#Fa (RE) FELAOEAH ) MiE, REXFTNEIAEREEEREZRH/L WD
Mgk DB EDOHLERT D L,
Enter the column of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THABRHEEREEOME] MICHRMAT 2R E XY FEROER LTI &0 FiERE R
9252 &,
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) THRBRBE=mA MiIZ, REFFERFCIV ZO0REBIHENN TEL2HGICITLE LR
CTHELIXZRWNI &,
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) THBRBERM -HEIMWMCIE, RFE-BERLECOVWTHEACHEEROCEEELZRZLBRT D2 L,
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection
Equipments and Utensils”.




(5) YHE(ZTOMORBBRERMUAOMORBMAERBE LA T 2854613, zoRHM
RErETL2EFE@BEHERMLAT D2 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.
MRABmA=mA] ., RBRRAERM - &F 8] Moo Tix, 4

(6) T BRI A pE B OB |
FHEMEL TV 2 EHEICRVAMAT AR

BB ARM X IIRBRRAEREIC OV T,
MEICLELRRMBLAOGEZMA TSI ZERHERKTELHEGEF., NEORMLOLEEZ L

-

ZRLTHELIZRNWI 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.

ME ] Micik, 2omzZLRr2FHBHELETH &,
Enter other reference information in the column of “Remarks”.
3 ZOKRKXORETESIT, BALEHK A4 LT L L&,

Use paper of Japanese Industrial Standards Size A4.
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Form (2)-3
7o "OA fE ¥ T o M OB R Moo M O
Outline of Buildings and Facilities for Sterile Products
1 R EERT O BIAR I D & 3 0
Outline of Working Area for Sterile Products see attached Plans
BB i AE B
I, . K, BE ROME Equipments and
2 MO, T EH¥EL AE Material of Ceiling, Wall and Utensils used to
3 rea
T/‘j‘)ﬁﬁ%<ﬂg¥ Room Name Floor manufacture the
GRS S products, etc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations,
etc.
O UEET N (s | PR A = A
Area of Testing
2SS and  Inspection
Tests and | Rooms
_ R - B
Inspections Testing and
performed Inspection
Equipments and
3 HBRRARME | in-house Utensils
Testing and o
. O fihoRBRKA
Inspection
Facilities, etc. 1B A5 & R
+5
. R (2) —2pbBY
Utilize other
see Form (2)-2
Testing and
Inspection
Facilities
4 %
Remarks




(EE)
(Notes)
1 MEERAEEFTOME ] MoRLHICRA THRMA TS FmMET, £ (2) —1i1cX 2 T
BEFHOME] MoOoLBICRNATRA T REFEHHIZBWT, bbETEDLDIN TV LIHAITR
L ThELI ARV &,

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 A OB, TTA, MESHEXEZTOMEERE] MICFT, T FIFHEZLRT D
fit, WD LBYVREWMT 52 &,

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

as appropriate, in addition,
enter the following;-

(1) MEEX=ELA ] MICE, KO EE, REBORE=E, BIFRGOLE - WE=E, =,
FETCAE, ML EERETRICLBEREXEEL 2T HT D 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) ME A M, WEMFENFCLIV ZOHEMBMAFEN TCEI2HACEFRBMLARAITLEL
X AWk,

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, RKOME) MIZ, WHERFICLI2BFERICMA>2bD0ThHL2FERET
HZ &,

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) MRS RS E 5 ) MICiT, ERM. MRRM. TTARM. MAEIRM., 2BiEE
JROREBICH L SN D ZEROFALIEE WEEE BREEE KB AFERELET OL K,
A PICRESNTWVWLIHHITEHEFM(FEKICHFR LTS L) 2T L.k,
TAEE A TAFEENETRAE . AR TALRCHELSFEIPHEAARMICLE - T—-HEL TITLN
D% AT H o TIE, Ya%arfi 25 P8 X — H & TT%% ZRETLOZI L KU R TAEEN
HEHAESHEEPHHARMBICEI > TITOh 25 %ofié Z X i S AEAHEM TH D
BERTOZL, T, BENRELT OO _M%&ﬂ ERDHLIHBHICIET, ThilC KL ER
EEEFxREHRT LI 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 THABRARM, WX, B#HRERE, RORA, BB, BERBR, ALY E B,
EMFRRBRICEHTI2RBRERMICONWT, BTEEL2OMCTF v 72 AN, RD L&
Boi#Tsz&,

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) HAEREXMEZYFZHETNICHA TVWDI2HEAET., R - FRICODVWTHAICHEEEY

BEErTEETLI L, TABREE®RA) Wi, REFFEREICIY ZO®ERMBMPHENTE



DZHBICEFRBLAS THELIXZ RV &,

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) YHHEEZFOMORBBRAERM It oRBRBAEEBEELRAA T 2561, KX (2)
— 2V oRBRMEKBESOMELLER T D2 &,

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) -1 NABEBRAERMK MicbbETHBINL TV LIHEAGICTIE, Az
Erm#Wl oL TELIRARNI 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 MEE] Miciz, Z2oMBBZLR2FHELHTLHZ &,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 ZoHRKXORTSIT, BALERK A4 LT L,

Use paper of Japanese Industrial Standards Size A4.



