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B (2) 1
Form (2)-1
om0 B oE - B X

Cutline of Buildings and Facilities

1 REEHOBE

Outline of Manufacturing

HEEHE O LB

. see attached Plans
establishment

2 BERMEICBREOMBROHE
Type and Number of Equipments and
Utensils used to manufacture the

products

JE e

Total Area

i R OH
i Gt Area Qutline of Work Rooms
Room Name

BEsk B O'BE#E %
3 fEER PLPEY D A

Work Area Equipments to
tfreat Waste Water
and Waste

Materials

[wmH ADEERUFE OO0
L MUCTEY O

O ®AET5 = _

HEH ALY DA ) (If *yes”, )Type of Toxic

i Gas and  Equipments

Generation of used to treat it.

Toxic Gas
O #AE LA

No

Eh LI U M a% DL
) Room Name Area Outline of Storage Facilities
4 JrikaiE

Storage

Facilities




A EELHE
Area of Testing

0 WEEFTWIZfE | and Inspection

ZTWDH Rooms
Tests and | AR RE - 55
Inspections H
performed Testin and
5 HBBERG | ®
in-house Inspection
Testing and

. Equipments
Inspection )
and Utensils

Facilities, etc.

O ®moRdBmd
R S|

T5 ,
- B (2) —2m&kh
Utilize other
) sec Form (2)-2
Testing and
Inspection
Facilities
& W5
Remarks
(V£ E)
(Notes)

1 WMBETIHRHUEBRLCLERZMEERTS
Fill out applicable columns according to the accreditation category.
2 (RERF OB E ) B BIBRREO -BY ) st L., Ry sMERko B &4 52
&
Enter “see attached Plans” in the column of “Qutline of Manufacturing establishment™, and following
drawings and plans should be attached.
(1) ®WERMHIBRR (AAORAEXL» LD, METATHA, LB CTEHT D Z &,
EHRFORESITERA)

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) HERBEBNOED OB (MEFELR SN IZh BB < TEHET LI E)

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

(3) WEAMTER CEARICBERoAIZEY ErTD 2L, R, AR, FHEE, FER
AME (RAG. HE. BR. 2R%), TTAE MEE, aRE, BRARE. ,@(ﬂ
B, BEM, S SRETERBILESZELERUVEASBEMNTELLOTHD 2 L)

Floor plan of the buitdings 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 neccessary for the manufacture should be identified and the area of cach room
should be described.)

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

3 TRESRHERTCCEHEOMERCHETE) fld, RECHAVLIHEESRO LE L0 2N

TAHI b,




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 MERR) Bicik, TRNFhESFELREI B, KO LBV REHET L
Enter the column of “Work Area” as appropriate, in addition, enter the following;-

(1) IEmEmH) Mo, FEFORBELZTRT S 2 &,

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

(2) TiE¥=E4L) M, MrxOFEXEET LIRS D

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

(3) EERMUAOCRBEMIET, REFFENFCLIV 2O0EEABI TCEHETCEIRHLARLC
TLELX AR NI &,

As to the columns where area of rooms and facilities is to be entered, entry of area is not
neccssarily required if the area can be identified by the drawings or floor plans, except the column
of “Total Arca”.

5 PP mE s Mk, JEH. M, RESFOWFRIC >V TR#ET S I &, B0, #5 - BIE.
7o B, fLﬂﬁ%&U BB T~ 2FEEHOFESRMICoOVTEHAEICREZ#E S L &, .
TmfE) i, ﬁ%&mfﬂrﬂ;tﬁi[ﬂ IEOEOoEMEPEINTED 2 nﬂﬁﬂzé’fg’(bﬁb\’&u S
- BWEWmET L LT, R iW®~%}%ﬁmL(w O, odaH AR L, iR
oMCEFRACH T TELIT AV D

Enter each of the storage facilities for raw materials, packaging matertals and finished products, etc.

=1
BAK

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 arca is nol 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

“Arca’ is acceptable.

6 P BR M AN %) Wi, TRHEH20ICF 2w 7 A5, RO EEBBYERT D&,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following:-

(1) REBRERHF UYEREFTALHEA T L2B AT, R - ROV TEXACEDEUOR
Ermft oo b, THBEBREERM ML, %&LF)TJZFEMM” DEOEBPENTEDH
HEH L2l TLELZA RV &,

If in-house testing and inspection facilities are utilized, enter number and kind of cach
equipment and utensil. Entry of arca in the column of “Area of Testing and Inspection Rooms™ is
not pecessarily required if the area can be identified by the drawings or floor plans,

(2) USNEEEZFOMOARBARGFXIMOABBERM AP NI 254G, X (2)

CEofioRXBRRERBEEORBELRHTD I &,

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 TWE Mo, TOoMEBEELRLERELEYT DD L,

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

“Remarks”..

8 EBHRXZORSEF THLLHHAIE, AR LI LI ROMIC. &0 (2) -3 kL0 Hbyda
o RN
Submit filled Form (2)-3 in addition te this form, in the case of manufacturing site of sterile products
are manufactured by aseptic process in the site.

9 ®HEADHBEHLFLLIAMHBAREELROREN THLEA L, A (KX (2) -3
FEL) KEAnmofic, MBRCEREHRERMARAVNBESZL LIRABIFCHET 2FH
oW TERLFRLEFEICTH T L I L.

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 biclogicat products, etc., or radiopharmaceuticals are manufactured in the
site.
10 oo RE S, BATERB AL LT L5 L,
Use paper of Japanese Industrial Standards Size A4,



A (2) —2
Form (2)-2

oo W B B OE %

ey

B % o #H

B3 #

Utilization of other Testing and Inspection Facilities

1 HBRLEREREOMO
BB AR (R U0
SRR A ALY

Testing and Inspection

Facilities of the same

Manufacturer but

located in the other

campus or other Testing
and Inspection

Facilities

B

Name

FITE st

Location

R (RRE) ESRUOHEERHA
Number and date of the

accreditation

BRI AR S O
Qutline of Testing and

inspection Facilities

see attached Plans

BHEKE D LB

AER R =W
Area of Testing and

Inspection Rooms

DDE

HE AR -
Testing and Inspection

Equipments and Utenstls

T 2 RABONE
Type of Contracted

Testing and Inspection

2 HES

Remarks

(¥ &)
(Notes)

1 CRIEEFZE oM O AR HEER

&,

PRl X rk

oo XEBRRTHA ) Wi

BY&ER&ETHZ

Yook

Fill out “Testing and Inspection Facilities of the same Manufacturer but located in the other campus

or other Testing and Inspection Facilities™

E) BEERUERNH

=3
B

(1) THFT

L.

MBOBAOHEET DD b,

Enter the column of “Number and date of the accreditation”

accreditation of foreign manufacturer.

(2)
5=

Pod B e A B B 3

O Wz

T oMEES

column as follows;-

@L%D?TX iﬂ‘mﬁj’) t%"g i ;]:

29 e =
2

DB LT

rRBE LTS

only for the facilities obtaining a

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)

(RBBEEEZmA M, B YER s

CTLELZARZWI L,

Entry of area in the column of “Area of Testing and Inspection Rooms”

AR R N

if the area can be identified by the drawings or floor plan.

(4)

TRBmAERMN - &

Enter number and kind of each equipment and utensil in the column of

M

=
ax 1m

Equipments and Utensils™.

2124

[ =Nl

2T A 4

BB TESHA

WL PR E

“Testing and Inspection

TREHL A

is not necessarily required

KRBT DH L,




o % A 8

~

FaaToHEERAEHERMSG ST L L,

If other testing and inspection facilities other than the testing and inspection facilities of the same

(5) UNHUBELEOHORBRERBUACHOABRERME LIRS 5 & 1T,

manufacturer but located in the other campus is used, a documented evidence of such use should be

provided.

(6) ToBmpAgEESoRE) REREZTEH), HABRRERH
HHBBRERGIARBRRERBC O T, FALZ2RBLTVIIEHFICIVAMAT HHR
BECLESRMEVRESHEATVLDI LS HERTELIHAE. HEORMTRUTHE L
L ThHAELI XN D &,

As to the columns of “Outline of Testing and Inspection Facilities”, “Area of Testing and Inspection Rooms™ and “Testing

BB BicoWTIE, B

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 o use.

2 (L) i, ToMBE s EHERRT LI 8,
Enter other reference information in the column of “Remarks™.

3 S ook E & BARLESRBE AL LT HI b,
Use paper of Japanese Industrial Standards Size A4.
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Form (2)-3

o WAl

B % B

o M

@B oo ¥ o

Outline of Buildings and Facilities for Sterile Products

1 EHRAEEROME
Outline of Working Arca for Sterile Products

MR EBY

see attached Plans

RSRHEES
" K. BE ROMH Equipments and
2 FAORR, 7 TR¥ES S Material of Ceiting, Wall and Utensils used to
Th HT IR Room Name Area Floor manufacturc the
BATOfRRES products, ctc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations,
etc.

Testing and
Inspection

Facilities, etc.

Area of Testing

ATND and Inspection
Tests and | Rooms
BRI R - Ar R
Inspections Testing and
performed Inspection
Equipments and
in-house Utensils
0O WHmoRBERA
48 1 % A )
1%
s HA (2) —20L8Y
Utilize other .
see Form (2)-2 -
Testing and

Inspection

Facilities

4 fii%

Remarks




(EE)

{Notes)

1 TEHRAIEEFROBE o D@L THEST~EFFEEE, R (2) — 110l 5 TR
EHOBYE ] MOZHCAZTERF TR EEARCBNT, bbH TEDLERL TV L5 G IR
frLadthBEELIZAL NI 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” neced 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 [EFOMB, KFTA. BHCEEFTHIEEZE B, TLEhZAFHRELHT D
fh, o +LBoERET L Z

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

+s

as appropriate, in addition,
enter the following;-
&)) TEFE R M2, I?*?Jr@ﬂﬁ%i BEROWGRE., BEABOGE BREE. BMRE,

HTAE, NI EFUETRCLELRERELATZHMT S &

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 “Reoom Name”.

(2) TfE ) #12, WEMTERNS L0 ZOoORBEAENTEIHGCALE LRI TLEL

. A A N

As to the columns where area of rooms and facilities is to be entercd, entry of area is not
necessarily required if the area can be 1dentified by the drawings or floor plans.

(3) TR, B, ROME M. HERF HMEFWRAIIWMA I ZLOTCH DL E LR+

DIk,

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 Floer”.

(1) f@%ﬁ BES) Wi, FERME. BREE. Tfhﬂﬁ\%%<%ﬁ\5ﬁ%%\

BHEOERIHLEINDIES @@ﬁﬁ VEHHEER REES ABASERBEEEEDOA .
f**’TTr()_uz{%'éﬂTL\ZaiﬁFﬁ Sy O ) {)FELL,T%)CLL\)*%’E%ﬁﬁ‘é:a‘:oiifj.
FRBEUCETCAEEL AN . R CARURE <ﬁ%m%ﬁt ik T—HLTITLhA
AEAECH>TH., YERHLAHEAR -BRHECHLEFRE T L RUTTANTREN
HEAECHEEPFABEARMBICL 2 TIThbADZHGIC %oriémuﬁmﬁﬁﬂ“Wf%
il Ve SN it\ﬁm%mﬁﬁﬁjwﬁﬁﬁﬁﬁ' ZERHLLBEICE, ThiCHER
E%ﬂ&mﬁf

Name, model and locaticn (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 distilted 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 (A BEEEM M. *ﬁ&hﬁﬁ Byt BAFRAR. EFAR. RRAEDEH AR,
A EM BRI T LR B AR DT, BTHEAOMICT =y 72 AN, RO &
BT 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 enter the following;-

(1) BB ERWLE IR EFRNCEL TV BEGE. @ - SEL S0 TEA~CHEEBELY

BEZEETLIL, ABRBTEEol M, BEMTFaMBIC L EfomESIMENTE



BEAICEFREE L A2CTLELXL 2N &,

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 arca can be identified by the drawings or floor plan.

(2)

HZAEERTOLORBRRERBXROORBRAKRM LM T o5, & (2)
2 k0o BEESETFORELRRT LD &,

If the testing and inspection facilities of the same manufacturcer 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) #HFX (2) — 10 THEBEERM) MbbtET
BEEraeid ol TELIZLRL

BRI THAEEIE., AR ED

Enter “see the column of Testing and Inspection Facilities, etc. in form (2)-1" if such

Facilities, etc.” in form (2)-1.

M) Sz,

distinction is covered by the description in the column of “Testing and Inspection
4

FOMhERFEL LB EHEEER TS 2L

Enter other items to be referenced for the facilities and cquipments for the manufacture of sterile
products in the column of “Remarks™.
o

ToFEANoRE ST, BARLEHBKE AL LTS5 I8

Use paper of Japanese Industrial Standards Size A4,
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