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Outline of Buildings and Facilities

1 HEHROME
Outline of Manufacturing

establishment

BAEmD & B Y

see attached Plans

2 BLGERETONCREOEER ke
Type and Number of Equipments and
Utensils used to manufacture the

products
FEEAR
Total Area
A e DI
{’g%fg‘*;& Area Outline of Work Rooms
Room Name
BEAEUVEEDE
3 {EXH HLERS D B
Work Area I Equipments to
treat Waste Water
and Waste -
Materials
RN ADERARVCE DL
O 3&+5 BT 55 -
EHARkLEDy Yes (If “yes™, )Type of Toxic
e Gas and Equipments
Generation of used to treat it.
Toxic Gas
O sAELA2W
Neo
=4 T RTREAG 0> B
Room Name Area Outline of Storage Facilities

4 [FERRYE

Storage

Facilities




REREETH
Area of Testing
0 EERF A 4R | and Inspection
ZTWS Rooms
Tests and | BREARREER(E - 25
Inspections =1
_ performed Testing and
5 HEMRERRE | .
. in-house Inspection
Testing and | .
. Equipments
Inspection
v and Utensils
Facilities, etc.

O hoRERkrE
BESLAA
.?5 #X (2) —20b8Y
Utilize other
) see Form (2)-2
Testing and
Inspection
Facilities
6 f{fi5
Remarks
(EE)
{Notes)

1 BETAIARSEELCXERZMERE TS L.
Fill out applicable columns according to the accreditation category.

THEFRORE) @12 HEEECEEY ) LREEL, RN TIEER RO LB LT 5 Z
o

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

\~}

drawings and plans should be attached.
(1) HEFFERRK (AHORANR LD L O, %QEET%T LEZIECTRHET D Z &,
FEHEREOBARIERBT,)

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) HEFEtNoRDOEEN (RERLIA-HBRNCHIBHRTRATERT S L)

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

(3) WEFTEER (THiclkoficXoRRTdoE. KB, HAD, BFE, TESE.
HEE (BES. TH. B, 8%). T CALE. HEE,. Q%= REREE. aF (K
ﬂ\%H\Em%)%ﬂﬁlﬁmﬁgﬁiéﬁﬁﬁ%ﬁﬁﬁfé5%@?%5:&J
Floor plan of the buildings in the site. (Items listed in the following examplie 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.), ete., in addition, the
name of the rooms necessary for the manufacture should be identified and the area of each room
should be described.)
(4) EToHMEBEELLROIEE

Any other plans facilitating the description of the site.
3 TREBHLCKBEOEERUVHEE Mo, BBV IBBBE0XELLNE BR
THI kb,




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 TEHEBT M. TAZARLSEELRATAM. kO LBV REETE " L,

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

(1) THEEH) #id, FfEFoREME2E&E T Z &,

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

(2) TiEEEL) Wi, @roffEEstcaERiTsro L,

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

3) EmBLUACHEMN., REMEERESECL Y 2O EAHRUWTEIEACHERL 2L
THLELXARVI L, _

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  TEFERERME) WICiZ, RE., BF., ssoRc v TRET oL, Hic, #F - BIE,
E-HY. ARHRUVGHETET_RSEERONERMIc-~WTHARCERT 2L, 2B,
TmfE) Wik, RERMTEENSCLIV ETOEMERABAN CEIBECREHRZE LR L, &
. FESHELT, fIZAEMo—8BS2FALTWIEARKE., MoxkREPEML., @HF
OMICHREFTERR I L TELEZ RV &,

Enter each of the storage facilities for raw materials, packaging materials and finished products, etc.
in the column of“S‘torage 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 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 (HBERERFBEE WX, S TRESOMNEFzy 72 ANDIM,. RO LBV ERTZZ L,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter
the following;-

(1) REBERERBFLZAZNETNCMA TV IEER. &F - BREZ D W THAsCEBERTHE
Beim#do b, IABMEZDHE) M, REFTERNEZIV TOEMPMB TE 2 E
FitEmBELRELTbELI A NI &,

If in-house testing and inspection facilities dre 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) YHUEELTEOMOXABRRERBEXRIHUOFRBRRERBEZAATIHE ST HFR (2)
2RIV oRBRBERHEORERRE TSI L,

IT the testing and inspection facilities of the same manufacturer but located in the other campus,
or other testing and inspection factlities is used, enter the Form (2)-2 for utilization of other
testing and inspection facilities.

7 Mgz Micik, ToREZLL5FHLTRT L L,

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

8 HARKSOHEFTHLIHER., FRACIIEH M, %X (2) -3 LV dbbER
gTsz 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 HEEHDHAFEHULSL LI IR EEESCHMEF TLAE S X, AER (B (2) —3
ZEal) CLAEMOMIC. BBACERSEBERWRAUBE SEFL LIRE IRLAET IER
KOWTENREFLEFMICRBTE I &,

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 Zo#HADKESE, BATERABRALLTDHI L,
Use paper of Japanese Industrial Standards Size A4,
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Form (2)-2
h o B B % =T # B Z o fl B @ =

Utilization of other Testing and Inspection Facilities

B

Name

FRTEH

Location

1 HRBERESONO Mam ) ERRUEA A

AR X 3O Number and date of the
ERimA iR accreditation
Testing and Inspection SREA MR TSI R S oD B
Faciliti f th ) . BERmOEEY
actlities of the same Outline of Testing and tached Pl
Manufacturer but Inspection Facilities see alached T
located in the other RE AT

campus or other Testing Area of Testing and

and- . Inspection Ingpection Rooms
Facilities R ARE  B2A
Testing and Inspection
Equipments and Utensils
R 5RBRONE
Type of Contracted
Testing and Inspection
2 fEE
Remarks
(E2)
(Notes)

1 TEZHEEAEOMORRBRERBE X ICORNBERESRE) WM, kolbtBvEHTHC
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) (#7T (BE) BERCEAR] M, BEEFTXRIAERERESTRELRBEL VD
BBROBEOZEHT D L.
Enter the column of “Number and date of thé accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer. \
(2) THEREHMSOME) MURGTIRERYEEROEFETOAROCOTFERE 2R
HTasz k.
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) (HBRRhE=E# M, dEFFEREC LV ZTOEEIBANTEIHE TCEERL A
CTHELIZARWI 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) "RBERERFE |EIMCR. RE - BRCHoPVWTEAXCEREAVCEETEH T Z L.
Enter number and kind of cach equipment and utensil in the column of “Testing and Inspection
Equipments and Utensils”.




(5) HHUMEXFOMOAXRBRERGLUNOMOARBRERMELAUATZ2HEGR. ZoFED

CRERTSEEREMERMATLL,

If other testing and inspection facilities other than the testing and inspection facilities of the same
manufacturer but [ocated in the other campus is used, a documented evidence of such use should be

provided.
(6) HEREHRPBEOHE|, ARAEZETM. HRERERE - BE Moo Tk, ¥

VERBRERGXARBRRERBICOVWT, FTIEZRBLTVI I EHICLVAATIER
BRECLERRHERVCERZMATVWALILAERTZ I AR. IEOBRTRUERE L
ZCTHELEARZVWT 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.

T2 Wik, tothsELisFEHE-ERT L &,
Enter other reference information in the column of “Remarks”.
3 ZToRXOKESE, BEALEMHBE AL ET L L,

Use paper of Japanese Industrial Standards Size A4.

[
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Form (2)-3

oW OB ON R o0 S

®E OB OE.

Outline of Buildings and Facilities for Sterile Products

1 ESBANEERTOME
Outline of Working Area for Sterile Products

AEEEO L BH

see attached Plans

BhiEREEES
. T K., BE, ROHE Equipments and
3 =T 4.
2 FAOME, K| ez Arﬂ Material of Ceiling, Wall and Utensils used to
3 ea
Tf‘_ P C Rk Room Name Floor manufaciure the
w75 =S products, etc.
Work Rooms of
Mixing, Filling, and
Sealing  Operations,
etc.
O WG | PRREEEN
Area of Testing
TS and Inspection
Tests and | Rooms
R - B8R
Inspections Testing and
performed Inspection
. Equipments and
3 FRBRRERM | in-house Utensils
Testing and _
. O HhosRKRE
Inspection
Facilities, etc. BEAELF B
75
- B (2) —20EBY
Utilize other
see Form (2)-2
Testing and
Inspection
Facilities

4 fiE

Remarks




(EZ

(Notes)

1 TEEHAFEFONE) BoRRoRa TEMfT~2FEERE. %X (2) -1k X5 MY
BEFOBRE] BORRCRIATERT A EBREIBENT, bhbETELINLTWEHAETR
LR THELXARNI L,

The floor plans to be attached in place of giving a narrative description to the column of “Outline of
Working A'rea 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 TEAOFM, ETA, BELFELTOFEES) M, Th¥hBZYFREZERT S
ft, o LBIRERBETDHIZ L,

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

(1) TEEZEL£ B, RHORERE, FRORERE, REFROERBR - BE=xE, F=x,

FTAE, A ESASETRICKLELEEELAZERTBZI &,

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

.E%

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) TmHE) WiE, NEFrTPER%SCX DEDEMAMICEBBECRBHRLESTLEL
ARk,

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#F, B, ROME| M, HZERELI2EERFILBA> 2D THLERREBT
5T &,

Enter whether the material of ceiling, wall and floor can endure the atemization and
washing by disinfectant in the column of “Material of Ceiling, Wall and Floor”.

(4) TRERERES) WiICX, FERKH. FRRHE. TTARKE., BE<RHE. PHBEE.
FEOCERCHEENIZ[ORILERE HEEE RELEE KB ASHNEEBSE 0L,
AALPRCREZNR T2 8 XTER(FERICHEL LI W 22K T2 L4258,
ARRUVETAHERIIRBE B TARUAEZSAEPIAHARBICL>-T-—ELTITDN
BHENHo T, YEREPHAHAL—BERB CTHIEZRHITIE RUETAREEX
HEL S FEIPHHEARRIE L > CIT PR 2B TH SR EAPHRBE LS
BBl T22&, £, BEOBRERZ2TOORKLIELEBESENHIFEAILE. THLICHER
HEFERBWIDLOL,

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, cte.”.
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 THRBRERM M. EHRERE., RYRE, BFRR, E@AR. BARELERR.
EMFHRBICBT>RBRRERMBIC DV T, BTHREIOMNET =72 AN, ROk
BYRETDBZ L,

Tick the applicable open squérc 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) RBEREERFELZLAZMNEFRACLHELTCDE R BAREROWTHEACEEEWT
BEXER DI &, THRBEEEEHE M. ﬁ:ln_FﬁSFE%‘%C L EomBESHEETE



DHACRERZLELTHELX ALV L,

If in-house testing and inspection facilitics are utilized, enter number and kind of each equipment
and utensil. Entry of area in the column of “Area of Testing and Inspecticlm Rooms™ is not
necessarily required if the area can be identified by the drawings or floor plan.

(2) SRULEERSZEOMORBERERBERIHOXBRRELEE2HATZES T, &L (2)
—2RIVMMOoRBERERBEOMELREBR TS 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) ﬁﬁ(z)~1®rﬁﬁﬁﬁuﬁjﬁk%bﬁrﬂaénrwé%AL@ AL ED
BEiRRE#ETALTELE AL VI 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) Micix, TomesBLrhdFHEEEHETH - L,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks™.
5 ZOHADOKRKETIE, BARLEHK A4 LT5Z &,
Use paper of Japanese Industrial Standards Size A4.
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