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Form {2)-1

1

E R OW oo B OE
Outline of Buildings and Facilities

é:j_.%

1 RERroBE
Cutline of
establishment

Manufacturing

BIRIRE D L5

see attached Plans

2 SLEREEUNCRAORER U E
Type and Number of Equipments and

Utensils used

products

to manufacture the

3 fE¥ERR
Work Area

HETETH
Total Area

FHES

Reom Name

feEnigHE
Cutline of Work Rooms

BAERUVREEDE
ARG DR

Equipments te
treat Waste Water
and Waste

Materials

BRI AREEODH
i3
Generation of

Toxic Gas

[ #&E45
Yes

EFEVAOBERTEOL
B DR

(If “yes”, YType of Toxic
Gas
used to freat it.

Equipments

O ®ELZW
No

4 BFBIERE
Storage
Facilities

L

Roem Name

[
Area

LS5 % t Jok 2

Outline of Storage Facilities




RERRERE TN
Area of Testing
1 $ERTMIIC | and Inspection
ZTWH Rooms
Tests and | BUERIREINE - 28
Inspections £
~ erformed Testi and
5 saeEs | e
o in-house Inspection
Festing and | .
. Equipments
Inspection
and Utensils
Facilities, etc.
0 tosEks
A R
FE
e Bt (2) —20rRD
Utilize other
. see Form (2)-2
Testing and
Inspection
Facilities
6 {EE
Remarks
(EE)
{(Notes)
1 HMEBTLIEAURLCLELMERRT S
Fill out applicable columns according to the accreditation category.
2 TSmO BE) @i (JEEEO L) CREEL., BN T EER&OERBY L4582
& «

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

drawings and plans should be attached.

(1)

(2)

(3)

(4)

3
El

HWERATIRE (AEORRANDH L0 MEFETCLE, LEIELCEULT LD &,
FHBEEOSEHEKT,)

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 omitied in the case
of application for accreditation renewal.)

REFBHAOEDORER (BEFRLA-BBANCHL2BHEITTERTI LD

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

HEFTral (YERCRROARIVEF IS &, . B, HAB. TR, FEE.
RalE (RE. fT@. BR. »RB%). TTAE. BT E, M&& REaRhEE, £E (K
B, BH . L% SUSBIRBCLBELREARUVEMIMNTELILOCHE T &)

Floor plan of the buildings in the site. (Fems 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. etcl), etec., in addition, the
name of the rooms necessary for the manufacture should be identified and the area of each room
should be described.)

TOMEBEL SR E
Any other plans. facilitating the description of the site.

(MERBEHCCBECHBERUVEE; B, BELAVCIEEBAOIELLORER
5 &,




Major equipments and utensiis used to manufacture should be described in the column of “Type and
Number of Equipments and Utensils used to manufacture the Products™.

4 FEgm) Micid, ThEPABEYEEERLRWR T2, ROLBPRERTD
Enter the column of “Work Area™ as appropriate, in addition, enter the following;-

(0 THEEH) #, FEFoREMHEzERTS &,

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

(2) TEEL) Bz, B 0FEELCERT S

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

(3) ZEHEHUAOHTHEBIE, REFTFEHHESL IV ZOEHI IR CEIEALEIERL 2L
ThELIZ ARV E,

As to the columns where area of rooms and facilities is to be enfered, entry of area is not
necessarily required if the arca can be identified by the drawings or floor plans, except the column
of “Total Area™.

5 TEFREER M) Mk, BEE, B4, BASoBEC VW TERT L, &Sic. B - B,
Z WY ARBMEVHEEBEFETAEELOFREHC VW ITHAREERT S Z &, £,
TEH) M, REFYESS L L0V P0EE R cCE g CREResELRAVW L &, &
o, WEEBEELT, LiEllo-BaorRHAL T A, HioxEELHMAL., &H
OMICEEMERM T I TELE LRI &,

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 coel place
and protected from light, should be ¢learly described. Entry of area is not necessarily required if the
area can be identified by the drawings er 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 [HBHRETZME I M. Y THRE»30B Tz 72 AR5, O LEBYVRBT S D &,

[

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

the following;-

(1) FERaERMr S EERACHATVIESRE. BFE - BEL W THACEERUHE
BEEERTLIL, 'RBRRESEH M. &L%@ﬁ@%hi@ DEEIBNTE DS
AREERLRACTLELI Z VI &,

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 Rooems” is
not necessarily required if the arca can be identified by the drawings or floor plans.

(2) HEREELZESOHORBRERE XN OORBREERBELABTSHB6 3. &N (2)
-2 EvoRBERESESOMELIRETLI 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=) MRk, tobeELRFRERERT L L,

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

“Remarks”..
8§ EMEERSOBERTHIBAEE., FERNCLIZ3EHOMLK, BN (2) -3 LY HbET
Wi sk,

Submit filled Form (2)-3 in addition to this form, in the case of manufacturing site of sterile products
are manufaciured by aseptic process in'thc gite.
9 HELDHRALKELLBEILERLIOREN CLAIBES T, FHERX (B (2) — 3
FEY) KisERofc, MRCEREBERFRAIEIALDLIBPEIFULEET ISR
20 TEREREEBICERT D
In addition to this form (including Form (2)-3), detailed descriptions or the items described in

Articles 8 or 9 of Regulations for Buildings and Facilities of Pharmacies shouid be submitted as a2n



attachment, if specified biolegical products, etc., or radiopharmaceuticals are manufactured in the
site.
0 tofXokESE., BAIERB AL LT B L,
Use paper of Japanese Industrial Standards Size A4,
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Form {2)-2
#h oo BB B & B B % o N 8 #f =

Utilization of other Testing and Inspection Facilities

AR

Name

FITTE R

Location

L OEBEEREROMD [ uw ) mEROEAR

B ER A X O™ Number and date of the
B accreditation
Testing and Inspection SR R A B8 S oo B B
Facilities of y _ BEEED LB Y
acilities of the same Outline of Testing and tiached Pl
see aftached Plans
Manufacturer but Inspectien Facilities
locaied in the other %E&éﬁﬁ%ﬁ%

campus or other Testing Arca of Testing and
and Inspection Inspection Rooms

Facilities

RERMERE - BR
Testing and Inspection

Equipments and Utensils

T HEROAE
Type of Contracted

Testing and Inspection

2 {2z

Remarks

(EE)
(Notes)
1 M UBEFEORCHRBRERB I RAORBRRERME) 3. RoltBVEMT S D
&
Fill out “Testing and Inspection Faciiities of the same Manufacturer but located in the other campus
or other Testing and Inspection Facilities” column as follows;-
(1) & (BE) FERUEAH) M, NEEFITXIABREEFRELIRBELTVD
WROBEOHLRET DI &,
Enter the columa of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THBRREEBZSOHEE) HURM T INERBERBOEFT 2T ONMROYERE R
T - T
Attach the floor plans of the facilities in the site involved in the relevant testing and inspection to
the cotumna of “Outline of Testing and Inspection Facilities”.
(8) THRHEEFEEHE) M, UEMTERSC IV r0E M BN cCE I BRI RER LA
CTHELIEZRWI &,
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 fioor plan.
(4) HBRRERFE BESBCR.BHE -BAI DV TEACERRVEEBRZRE TS Z &,
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection
Egquipments and Utensils™.




(5) HFBGEEEOMORBREREUNOBORBRBEERBELABIIE4E. COMAMN
HEEHTA>EmEHERG TS L,
iIf 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) HRBRpFEHPEEOWE). 'ReanEzd. HRRERE B McovTi, &

HEARAEBRMHIRRBRERMC > WT, FHERELTVWS I LBV HATHRER

BENHELRBRBROUBEFEATCVWAZLAEBHRTEIHES . BHOBRFREURER Y L

R TbhELIARWVWI &, '

As to the columns of “Outline of Testing and Inspection Facilities™, “Area of Testing and Inspection Reoms™ 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 Accréditation, that it has the necessary
equipments and utensils for testing and inspection to use.

2 TE#E Mok, 2oMhaBLLRIBELER T &,

Enter other reference information in the column of “Remarks”.

3 oA OKREFEIR, BAIEHRB A LTI L,
Use paper of Japanese Industrial Standards Size A4,

4
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Form (2)-3

E

8 B

o K

BB oo | E

Outline of Buildings and Facilities for Sterile Products

1 EERNAERETOME
Outline of Working Area for Sterile Products

IO LB

see attached Plans

BEREERES
" — FH., BB, EDOHE Equipments and
FF 2 i " Lqs .
2 RAOBR. % YRR Ar Material of Ceiling, Wall and Utensiis used to
5 ¢ Mk ea
;C,i;\v%'fjc<{:§¥ Room Name Floor manufacture the
BT (RS products, etc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations,
ete.
O BuEmnicy PRREEDHE
Area of Testing
ATOD and  Inspeciion
Tests and | Rooms
RERR AR - 2R
Inspections Testing and
perf()rméd Inspection
Equipments and
3 BEBRBERME | in-house

Testing and
Inspection

Facilities, etc.

Utensils

0 HoRBiRE

AR
15
Utilize other
Testing and
Inspection
Facilities

#Hh (2) —2m&BY

see Forrn (2)-2

4 wE
Remarks




3

EE)
(Notes)

1 TREQFFEEFORE HoEREARL TR ~s¥EER. BN (2) -~ 1L W

EFROBE; ORBEAZTENT ~EELEREBVT, HLETEDLERNTVWIBESERE
L2l TLELIEARVWI &,

Ihe floor plans to be attached in place of giving & narrative description fo the columa 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 “Qutline of Manufacturing
establishment” in Form (2)-1.

2 TEMORK, ETA. BEJFEELFTOEEESE ) Wiy
fin, e &BVRBTHI &,

Enter the column of “Work Rooms of Mixing, Filling, and Sealing Operations, etc. ”
enter the following;~

T, ENEhEBRFERLRETD

as appropriate, in addition,

(D MMegEd ) #oik, FBoNERE, FBOKBPE. W% %@&%'ﬁﬁﬁ\
ETAVE, Br{EFRNEIRBCLELFESELLTR TS

Name of the working rooms necessary for the manufacturing operation of sterile products,

RE.

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) THR M, BEMVPFERSFCIV ZOoHEBARAINCTE DB

AloRE# L] thEL
FEnI ok,

As to the columns where area of rooms and faciiities is to be entered, enfry of area is not
necessarily required if the area can be identified by the drawings or ficor pians.

(3) (XKH#H. B, EOME M, BERSL L 2HMBERBIBMAI>Z Lo THrEEmBT
HI&,
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”

(42 (HERHERE) M, RERK., FRBRHE. XTARE. B2 CRH. A BEE.
FREOEBCHMAEENDIEZROBLER HEEE RHER SR AKENEETE0LH
BRUECKCRBSAR TV 2B XIER(FERICHFEZL T LW 2RI 228,88,
FRECE TCAFEIRHEE R TARUCBALIFEILAFAHRNRHBEL L > T—-BLTF N

DHENH > TR, BERMIPEN-BRR THhsBE2RERTHZE . RUXRTAFEX
HE T FESBENBRBIL L TITPREBELHE-T iﬁ%ﬁé {f”?bﬁﬁ?ﬁ‘t HWTHD
BEDLEE

ER#TL L, Et\%ﬁ%%ﬁ%ﬁommm%ﬁﬁg~ CERICRER
HEHZRERTD

Name, model and location {may be described in the floor plans) of each equipment for weighing,

bulk preparation, fitling, 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 manufaciure the products, etc.”

Whether bulk preparation and filling or builk preparation, filling ard 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.

TRRBEERE . BEREBRE. RDBRE. BL%PER.
E%%%ﬁ%%%?%%ﬁ@ﬁ
BoEET S

EEMNER. BEEEWHERE.
FEC VT, HTRHESUNCF =z 725 ANSM, kD&

<

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

necessary testing and inspection equipment for hermetic condition test, foreign matter test

physicochemical tests, sterility test, pyrogen lest and biological tests, and enter the following;

(1) RERERBLUABRNEFACHELTCVIEHE

M, B - BRI TR CHEEED
mEEREEIT L&,

TR EREETRE M, NEFMTARECL Y Z0oEMAHI T



HZHEEGLEEB LS THELEZ NI &,

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) UPHEEFFTOHCORBRERBYIIMORBRRESBE2MATIE A X, £ (2)
~2REVHMORBREERBEOEERRR 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.

(3) #X (2) ~ 10 TRBEHERM: Wichbbed TR THEIEA I, Ao
EAREMIsobTvELIELI RV &,

Enter “see the column of Testing and Inspection Facilities, etc. in form (2)-17 if such
distinction is covered by the description in the column of “Testing and Inspection
Facilities, etc.” in form (2)-1.

4 THEZE) Mo, zomesL2sFHEERKI B L,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks™,
5 IoBAOKk&E S, BATEREBE A4 T B &,
Use paper of Japanese Industrial Standards Size A4,
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