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Form (2)-1
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" o H B — B &

Outline of Buildings and Facilities

1 BEFOHME
Outline of

establishment

Manufacturing

AFERED LY

see attached Plans

2 EERETCEEOEER VR
Type and Number of Equipments and

Utensils used to manufacture -the

products

3 {E¥RR
Work Area

FETEFH
Total Area

=2

Room Name

s

Area

fE=DEE
Outline of Work Rooms

BXXRUVREED®
S DERE

Equipments to

|- treat Waste Water

and Waste

Materials

BEENAREDH
Generation of

Toxic Gas

O %&£E75
Yes

FEETADBEBRRZE DL

BICETARE

(If “yes™, )Type of Toxic

Gas

used to treat it.

and

Equipments

O ZEAELRW
No

4 REERE
Storage

Facilities

XS

Room Name

[k

Area

RrtsR DHEE -

Outline of Storage Facilities




RRREETE
Area of Testing
O BERMIH | and Inspection
ZTW3 Rooms
Tests and | ERRERYE - 8
Inspections =4
. - performed Testin and
5 WERRERE || ®
. in-house Inspection
Testing and | . .
. Equipments
Inspection
and Utensils

Facilities, etc.

O thoRBRBE

BEEEAA
5
j— %X (2) —20kBY
Utilize other
. _ see Form (2)-2
Testing and |
‘| Inspection
Facilities
6 fHE
Remarks
(EE)
(Notes)
1 BHHFETIEDKEBLTCHLERMEZER T2 L,

Fill out applicable columns according to the accreditation category.

TRHEFROME] Mk HEREO LBV ) LEBKL. RETIHEBRERKOEBY LT Z
to
Enter “

[\

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

drawings and plans should be attached.
() HEFAFAERRN (AEORAEPLPS b0 MESTETHLA, LELHE L TRHETSZ &,
EHFBRHFEOBEITERT,)

Simple site map including the surrounding area of the site. (Showing the location and immediate
environment. A.erial photograph is acceptable. Submit them as needed. Can be omitted in the case »
of application for accreditation renewal.)

BEFRAAOBRDORER (WEHEA—BEAKHIBHIET~TERT 52 2,)

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

(2)

manufacturing establishment to be accredited should be described.)

HERTrER (FERICEROFAIICIIVRTTII L B . AR, BEE, FEZE,
AEE (BE. HiE. BE. 28B%). ETAE, MELE, QE¥E. ABRBREE. AE (B
B, BEH, BE%) SHETRBCALEREARVCEMIBRITEILOTHD 2 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.)
rtomsELLIHE
Any other plans facilitating the description of the site.
3 THERBFLE O CHEOBBERVCEERE Mk, RECAVIBEBRFECOETEL bOEZREHR
TBHIZ L,

(4)




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

Number of Equ'ipments and Utensils used to manufacture the Products™.

4 TEZRT) Micix, T TNELSFTEZ2EH T I, KO:BIVREHFETIZ L,

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

(1) TEEHE) M, FEFRoREEEL2ER T &,

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

(2) THE¥k=E4) Mk, BxofFEETLICRBT I L,

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

(3) LEEM%@E%%@ iLﬁ?ﬁ@%klD%@EF#%%T%%%ALﬁEﬁL&<
THELEZARVI L, x

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 plané, e'xcept the column

" of “Total Area”. A ‘ '

5 THFERR ) M3, B8, B, ERSO0RBRIC PV TRR T L., Fio, F - BIE.,
E Y. ARUEVCEEITBE T X EEESOFERBICODOVWTIIHARBCRER T IZ L, 2B,
TEHE M3, RERMTFARSCLV ZTOEMARI TCEIBACRERHEZELR2VI L, £
e, MRBHELT, AAEMO-BIEZFAL TV EHEEICE. MOSEE & RA L, BK
OMIZXEREERT A L TELI IRV 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 [HRBAERHEIMIE. S CRESOMCTF =y 72 ANBM. KOLBVERT S L,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following;-

(1) RRRERBLZUZBEFTFNCHATVIHAE., R - BEL VW THEL CERR K
BrRfyszs. REREZEH) MR, REFTFERFLC IV ZTOEREBIMATE 25
EEERLASTHELIZRNVI &,

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) URREXFEOCMOHRBRERBIIMORBRRERMBEZANAET 254, &N (2)
— 2RIV ORRREBBEOMELZREB T 52 &,

If the testing and inspection facilities of the same manufécturer 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 TMEE] MiciT, TO/MSELLD2FERZEWT DI L,

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

8 EBHRXLOREFRTHIBESE., AERNCIsTBHOMmIC, #X (2) — 31k HbEa
#HIadz &, '

Submit filled Form (2)-3 in addition to this form, in the case of manufacturing site of sterile products
are manufactured by ascpﬁc process in the site.
9 RKELEDHEREMEL LI BAFAEREEROBMERTHLHEAIT. AHEKX (HERX (2) -3
B) KWL BMOMmIC, IRCEREBERBRAAUESEZLD LLBEIFIHAET I »EER
KoOWTEREREGHICERT S 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 —oHKOKEE X, BATERE A4 ETHI L,
" Use paper of Japanese Industrial Standards Size A4.
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Form (2)-2 .
i o R B B E B B % 0o f B B E

Utilization of other Testing and Inspection Facilities

22

Name

FfEH

Location

1 HHERERESOMD [ eqr @g) BEROEAR
HBRRERME LM OM - Number and date of the
ERPREHERE " accreditation

Testing and Inspection REBAEE OE
Facilities of the same : ’

BRREO LBY

Outline of Testing and
: see attached Plans

Manufacturer but Inspection Facilities-

located in the other RERREEEE -

campus or other Testing Area of Testing and

and Inspection Inspection Rooms

Titi » — — —
Facilities BRI - BE
' ' Testing and Inspection

Equipments and Utensils

EIRT 5RBRONE
Type of Contracted

Testing and Inspection

2 H=

Remar‘ks

(EE)
(Notes) o ]
1 YR ELEESEDHORRRERB N EABCORRRAERBD Wiz, Kot BVE#HKT I Z
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) T#%™7 (BE) ESRCFAR) M2, HEEFIXISNERELEERELZRBLTVS
BROBEDHERT 5T L, |
Enter the column of “Number and date of the accreditation™ only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THBREXBESOHEE) MRS T 2 RERSYEEROEF 2 TORBROTER 2K
t¥az L, ‘ :
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) HABRRE=ZEM M, REFTLTERSCIV ZOEELABA CEIHAICITRB LR
CTHELXARVI L, '
Entry of aréa 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) THBRERB - BEIMCR . RFE - BRELLDVTHEALBEERVEEZRK TS L,
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection

Equipments and Utensils”.




(5) YUHREEZOMOKBRERMBELUIN O oK
BREETOIEBEHERNTTHZ L.

If other testing and inspéction 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

RREKBEEAATISEAIT. TOFABE

provided.
(6) THERABPEOWE). HBRREZETX]. HRRERHF - BL] Mo Tk, 4

ZERBRRERGBEIXEIEBRRERBICO VT, FAZMBLTVWEZLERLIVABTIHR
BRECLERRERVCHRZHMATVWIZLPERTEIOIEGR., HEBORMNERUREMZ L
BRETHELXRZRWVWI &, - _
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. 7
2 THEB] M. TOmBEL R EEEERT B L,
Enter other reference information in the column of “Remarks”.
3 ZoHEXOKRETSIZ. BAIERE AL LT B L,
 Use paper of Japanese Industrial Standards Size A4.
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Form (2)-3 ‘ _ »
EOE O K M EHF o B BEREOEE
Outline of Buildings and Facilities for Sterile Products
1 WESAEETOEE BUIERIED & 33
Outline of Working Area for Sterile Products - | see attached Plans
BLER MBS
A ' - R, BE, KROWME Equipments and
h. BT ;’E% E¥EA Aren Material of Ceiling; Wall and Utensils used to
* Room Name Floor manufacture the
ZITHEEESE | '

products, etc.

Work Rooms of
Mixing, Filling, and
Sealing  Operations,

etc.

O SEFRICE | RRIREEER
Area of Testing

ATHS and  Inspection
Tests * and | Rooms
REBRRERE - BR
I'nspectlons Testing and
performed Inspection

Equipments and

3 PBIRERME | in-house

Utensils
Testing and
. O fhoRBRRE
Inspection
Facilities, etc. HEEEFIA
T5
o X (2) —2mEBY
Utilize other
see Form (2)-2
Testing and
Inspection
Facilities
4 fHB

Remarks




(EE)

(Notes)

1 fﬂ%%ﬁﬁ%%wﬁgjmwﬂﬁ KRATHEM T~ E@ERE. X (2) — 1K &Ls TH
EFOBE MOTHCRITERTREFEAREBNC, bbETEDLENTVEIHLERE
HFLAa<TbELZLARVI L, | '

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 TEFAORK, RTA, MELKFEEZTOFEZES] M, TR EIEUETHEZEH TS
fo, KOLBIVERT B L, |
Enter the column of “Work Rooms of Mixing, Filling, and Sealing Operations, etc.  as appropriate, in addition,
enter the following;- ’ ‘

(1 TMEgxEL) Mk, RROTEE, FROKBE, BRIBOELBR - BEE., FAf=,
ETAE, BELEFRETBRCNLEREEZL2RBTE 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, é‘tc. should be described

v in the column of “Room Name™.

(m FE M. iﬁ%?ﬁl%ki@%wﬁﬁﬂﬁﬁfﬁé%A FEB L2 THEL
EKxhwWIk,

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) TRH, B, KOME] X, HERSK LI EMEEBR WX I35 b0ThHB 8RBT
B, o |
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) THERFBEES) Miciz, FERHBE. FARRE. T TARM. AT HRHE. ABEBE.
FRREROBEBCHESINLIEROBHILERE BHEEE RALE RBAEREEBELE DL,
BEXFPCRESA TVWI2EXIER(FERICHFRELTb LW 2EHKT 28,28,
AREVCERTCAFERZHAR . R TARVHAES FEIAHEARBCLI-T—ELTITHPAL
BRAKHo T, UBR B S AEA—ER B CHEIE*RRT A L. ROKCAEEX
RBT FERBERBBIE L - TIThhEBACh CREERBIPHRBBTH 5
EEMT AL, ¥k, BEEHMBELTI DL EREBERHIBEICIE. TAICSLER
EBErRBTEI 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.”.
Wh‘ether 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 THRBRRERM) M. EHRERE. RURE. BLERER, m%ﬁ% RAEMERR.
EVFEHRBRCBAIIRBRRERBICOVWT, B TREIOMCF v 72 ANBM, KDL
BYORE®TDIZ 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 ent‘cr the following;-

(1) RBRRERBLLUARNEFTACHEL TVIHE ., RE - TONTHEA2CBEERY
ﬁi%ﬁﬁ?éyhfﬁﬁ@ﬁéﬁﬁJWi\imﬁ$ﬁl%;lb%wﬁﬁﬁﬁﬁﬁé



ZHBBIRERHLRASTHELI ARV 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 plan.

(2) é’*‘%f#%#w{m@ﬁ?ﬁﬁﬁﬁﬁﬂtﬂiﬁ@?ﬁi%ﬁ#ﬁﬁ%%%ﬂﬁi?é%A&i wX (2)
LV oRBRBRERBEEORELZER T E &,

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.

@) ‘&K (2) - 10 TRRBREREFE, Mcbrbb¥ TRHIA TV IH AT, AT D
EFmBITOILTELRARVIL, '

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 THEEZ) M, tohEBLR22FHLZER T L,
Enter other items to be referenced for the facilities and equipments for the manufacture of étcrile
products in the column of “Remarks”.
5 IZDOERXDOREIE, AEAILERE A4 ETHZ L,
Use paper of Japanese Industrial Standards Size A4.
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