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Form (2)-1
% oE R K o # = B Ox
Outline of Buildings and Facilities
1 REFOME
) ) PIAERED LB Y
Outline of Manufacturing

establishment

see attached Plans

2 RERET ICREOTEER UEE
Type and Number of Equipments and

Utensils used

products

to manufacture the

3

1R3ERT

Work Area

JETE
Total Area

=4

Room Name

fiags

Area

VESER O
Outline of Work Rooms

BEK K ORI &
SLES DR

Equipments to
treat Waste Water
and Waste

Materials

BFBIAREDEH
Fid
Generation of

Toxic Gas

O 475
Yes

FENADBBEROE DL
P B D ER

(If “yes”, )Type of Toxic
Gas

used to treat it.

Equipments

O EAELW
No

4

TR A

Storage

Facilities

X4

Room Name

Ay

Area

ARG RR DA B2

Outline of Storage Facilities




HBEREETE
Area of Testing
O BERTWICH | and Inspection
ZTND Rooms
Tests and | RERMRARE - 28
Inspections B
. _ performed Testin and
5 HEBRRAERE | ?
] in-house Inspection
Testing and .
) Equipments
Inspection .
and Utensils

Facilities, etc.

O fhoRBkE

W% = F B
,?5 BN (2) —20EBY
Utilize other
) see Form (2)-2
Testing and
Inspection
Facilities
6 %
Remarks
(EE
(Notes)
1 HHETLIRKDIEBEUTCLEL2ME2RE T 52 &,
Fill out applicable columns according to the accreditation category.
2 TMUEROME) Mk FIMREOLBY ] LEHL, BATIRNBEREAOEBY &35 =
&

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

dra

wings and plans should be attached.

() HEFMIKR (BEORAILL2 b0, MEFTETLA, LECIK U TRHETSZ &,
EHEBEFOBAITERKT,)

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) REFHEBANOZDOREN (REFERA-—SHHMANCHIBEDITATE®RT B 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) WERTHR (FEARICEKOMICLYVERRTEI L, #l &, HAD, BEx. HEx.
ks (BE., TH., WH. 5B%). FTAE. TR, A%, BRExE. 4E (B
B &M, M%) SRETRBCLELEARVEBESBRUTEEZL0THE 2 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 cach room
should be described.)

4) FoMBELLZLIMNE
Any other plans facilitating the description of the site.
3 THRERBYCCHEOBEROEKE) M, BECAVIBBRECET A L0422 H#

./;—-

DI &,




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”.
TMEEF Micid, Th WY EELTH T M. kot EHET L Z L,
Enter the column of “Work Area™ as appropriate, in addition, enter the following;-
() TEEH B, FEFORBRELER TS - L,
Enter the total floor area in the column of “Total Area”.
(2) T{E¥=E4) Wi, M oFEETLCERT S L,
Enter each individual work room in the column of “Room Name”.
(B) HEEBUAOEHEME, MEFTFTEARNSECLIV ZOHRBEIZUWTE 2B AICEIEEL 2L
ThbELXARVI &,
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

4

of “Total Area”.
TR RERE O ) M. BB, &6, BES0oFBRIC>DVWTERT S Z &,
HoEY. ARBEOAHETRE IR EEELOFBERBC OV IRARBIEER TI I &, 8.

FEAE) Wi, REFMTFHRFC LY ZoEBEIBRI CE 2B A CRBHE2ELEV &, F

L BEFELT. AIAEMO— 22 FBLTVWAHEAIE., MoK EERMSL, BHE

Fric, = - BIEE.

-~

OMICAEBEELRM I LI TELIZ LWV &,
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.
TRBRRERME M. S TREL20METF v 72 ANbMm,. KOLBYVERHETHZ L,

6
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following;- ~
(1) RBRRERMEIAMBEETANCHELATCOIHEAT. BF - BECODVTHEx CEEROEK
BT, MRREEEME) M., BEFPFENSC IV Z0RBELABRN X 25
BRERHE LRI THELX 2V &,

a

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) HUFUEEEFSOMOHBRERBNEMLOARRRERBAAMAT SE AT, HRX (2)
—2EvmoRRREREEOMBELER T O 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] Wik, 2otz EL 2rFHEEEHT D Z &,

Enter other items to be referenced for the facilities and equipments of the site in the column of
“Remarks”..
8 HEKLHSOEREFRTHLIBAEIE., FHEARIC LS
WL,

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

R oMmic, X (2) -3 IKLybb¥i

are manufactured by aseptic process in the site.

9 HELYHRELEL LIAAFEEELD
zEb) KWIsrRmEoMIc, MRCERSHE
KOWTER TN ERBITERT 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

Eig

{ERMTHLELE AR AEX (X (2) —3
HHHMESFL LR EIRLHEET AFHE

s



attachment, if specified biological products, etc., or radiopharmaceuticals are manufactured in the
site.
10 ZoRKXORE I, BATERK AdET B L,

Use paper of Japanese Industrial Standards Size A4.
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Form (2)-2
o R OB B oE M B % o R OB M o=

Utilization of other Testing and Inspection Facilities

22

Name

BT

Location

L SRRERESOMO [T o) #5RUEA B

PR B 3O Number and date of the

BRI accreditation
Testing and Inspection SRER R AR 55 0
PRGER AR E= OD&g
Faciliti f th . . PREO LB Y
actlities of the same Outline of Testing and
Manufacturer but . o see attached Plans
Inspection Facilities
located in the other KER IR A BT

campus or other Testing Area of Testing and

io .
and Inspection Inspection Rooms

Facilities

BB ARRE - 278
Testing and Inspection

Equipments and Utensils

EHETORBRONE
Type of Contracted

Testing and Inspection

2 U

Remarks

(EE
(Notes)
1 T M EEATSOMORN BB ERMBU I OXRBREHE) Wiz, ko+LtBVEHT 22
o
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;-
(L THT (BRE) EHERCFEAR] Mk, BEEFTXRAERNEELEERELRBELTCNS
BROBEDOLTEET 5 &,
Enter the column of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.
(2) THRBRESMESOME) MUEMNT s NERYEEROEE 2T OBROTER % K
sz,
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) THBREZEMR M, REFVPANSC IV ZTOEESRIN CE BT EH LA
CThELIZRZVI L,
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) THBBEERE -BRIWCT. BE-BRECOVTEACEEROEELZEET A2 &,
Enter number and kind of each equipment and utensil in the column of “Testing and Inspection

Equipments and Utensils”.




N

(B) HFHREXEFOMORBBRERMBUAOHUORBRBESRBLANATIHAR. OB B

HRETsEHEHERAT 22 &,

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) IRBBRERBEEOME,) RBRREREM). RBRERE - B8 Moo Tz, 4
FHBRERBENEIRBRBEELBICI VT, FTEREBEL VAL LVHATIHR
RECVLELRRBROCBEZFEA TV DA I EPERTEIEAE. NEORHTEREHZ L
ML THOELX ARV &,

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.

2 T@HE M, ZoMmBELR2FERLELH T O L,

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

3 oK OKRE ST, BALERK AL LT DI L,

Use paper of Japanese Industrial Standards Size A4.
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Form (2)-3

EoE K A

B %

BT o oE R

H o B =B

Outline of Buildings and Facilities for Sterile Products

1 EERAEERTOME
Outline of Working Area for Sterile Products

BB D &80

see attached Plans

BhERIBEES
K, BE, ROMHE Equipments and
2 RAOWK, fe=4 EH Material of Ceiling, Wall and Utensils used to
Th. BT IR Room Name Area Floor manufacture the
AT R products, etc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations,
etc.
O EFA Iy | PRREEHH
Area of Testing
ATHD and Inspection
Tests and | Rooms
IR AR - A
Inspections Testing and
performed Inspection
Equipments and
3 HBRRERE in-house

Testing and
Inspection

Facilities, etc.

Utensils

O thoRBmE
MBS % & R A
T5

Utilize other

Testing and

Inspection

Facilities

B (2) —20rBY

see Form (2)-2

4 1B5

Remarks




(EE)

(Notes)

1 TEERAGEFOBE MOTHCR X THEMTRETETER T, X (2) — 1k k5 (&

BEHROBE] MOLEHCRATEMNT RAEFARICBLT, bbETEDLIN TV AHEAITIE

FLaeadTbELI ARV 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 TEAMORB, FTA, BESFEEETOMFEESE ) I, TP ZLNEELRET S

i, KoL BOVREKETEZ &,

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

enter the following;-

(1) TMEEEA ] M, RHOFER, AROKEE, MBAROSER - BExE, #ARE,
HTAE, BEE2SMUETRICLELEERLLZR TS 2 &,

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) TEM) M, REFTFENECLIV ZO0RBEOIBITEI2EA 0 TR LA THLEL
Txhhwo ok, ‘
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) Mz, WERSKCIIEERH LML 200 ThHhAEL BT
5 &,

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) TRUEBRMRES ) Mic:, FFERM. ARRME. RTAHRMB. BBk, »BERE.
FMOBEHZBCMEENDERORLER WEEE REEE KBASUEEBSOLHK,
MR PECRBESN TV I2EFIXBET(FERCHEL T LW 2R2#T 328,428,
HEEOCRETAEENIHR A TARUVBEL FEPBHHERABHCL-T—EBLTIbhA
LHHELH o TR, SHBAMPIAMHL - ERM THLLIEX*REM T 526, RUOKTAERX
HAZEEIAERABRBICL > TITORL 2B A S > THYEBRHEIPHEBMTHL S
ERE T L, 0, BHMBEITIOELELEBERNHI2B AR, FRLICNLER
EBRxREB T &,

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 THBRBRERM M. BHREBRE. RYhRE. B¥RR. BEERR. RAEWERSR.
EMFHNRBICETOABRBRERMBIC D VT, STHEIOMCF = v s 2 AR DM, Kok
BYRBT 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 tesi, foreign matter test,
physicochemical tests, sterility test, pyrogen test and biological tests, and enter the following;-

() HERERBEABMBEFTFACKELZ TV IEAE., BH - BEC- VW (HACEERY

BEZzER IO L, THBRBREETH M. REMTEREC LIV Z20EE MR ©x



DHBEWNRERLRLTLELI ARV I &,

If in-house testing and inspection facilities are utilized, enter number and kind of each equipment

Sk

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) UFEBEEEZOMORBRERBXEMOBRBRRESBE2AAT 2841, B (2)
—2REVMOEBRBERBEORELRHE T AL,

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 [HBERERKE, B dbbE TEHEIATVWAESCE, Aliczo
EARLWMT DI LTELIZRVI 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) Mok, 2o EL2sFHEEPERT DL,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 ZofkAoOKREEF, BALERABE MM LT HZ L,
Use paper of Japanese Industrial Standards Size A4.



Bl R
ﬁﬁﬁﬁ%k@%&%%%%@%%%@%%
FAMEMGES SRR
FEEN R AREEE G WS

AR MR TEESESR

AR AR S ER
AAERBREXRESSSR

FEIEA B AR RGBS SR

MO H R EASE R RITEES SR
N E Y R ARSI ATEEEBE

i

BN E R AR EREREZEERETRR
e x A aREE AT AR
KEM R TR B HITE SRR

EAKEMTREMIERZERZRER



