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see attached Plans
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L B performed Testin and
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) in-house Inspection
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Facilities, etc.

O fh oA

B B8 % & A
.?5 L (2) —2mEEY
Utilize other
. see Form (2)-2
Testing and
Inspection
Facilities
6 fH5
Remarks
(EE)
(Notes)
1 HHETIHERHICHR L TCLERMZRLRT D2 L,
Fill out applicable columns according to the accreditation category.
2 MG oM ZE ] Wi THEMEO LBy ) ML, R T IMEEIKROLEY LT25C
Lo

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

drawings and plans should be attached.

(1)

(2)

(3)

WEFM T (AHORAEP D260, MiZZFHTHA, LBEIZISCTRET 2 2 L,
HHHFEOSEIXEMA,)

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.)

WEFHRHBNORDOREN (RERLEA —BHNCHLHLIEDITI T ATRBT D L.)

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

KGR FmEX (CFERICEIROFICEYVRRTDZ L, fl: B HAR, FHE, FEE,
FRE RG. fIE. B, PE%), RCAE, 2R, g%, ABRRE=. AE (R
B &6, %) FRELCBICLELEARVCEBEIFZN TEI250THDL I 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 each room
should be described.)

(4) zTomzELRLKmE

Any other plans facilitating the description of the site.

3 T ERM NICHEOBBELONEE] M, HECHVW IBBRBEEO TER L O EZLH
THZ L&,

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 MEXRPT) M, T ThZ Y FHLLH ST oM., TEXREL] WX, MroFEEET LI
sz &, TmA) Wi, MR EOEFBY ) ERB L, FEELARTCEBEIMHNTED
WEFFEHNEF2RBMT 228, ok, WEMFENE CHBELHN TER2WEA T, i)
MCKEXEomRBLZRBR T 228, £, TREDOLBEZRMM) M3, YEREFTRET D
ETCOREEWERNZRLELELOTHDL Z L,

Enter the column of “Work Area” as appropriate, in addition, enter each individual work room in the

column of “Room Name”. Enter “see attached Plans” in the column of “Area”, and the drawings or
floor plans identifying the name of each individual work room and the area of each room should be
attached. Enter the area of each individual room in the column of “Area” if the area can not be

identified by the drawings or floor plans.  As to the column of “Equipments to treat Waste Materials”,
all the waste materials generated in the manufacturing establishment should be covered.

5 2TORE., B, HALEOIBEMELABRN TCELINEFLFRRNELZRAGT 2561, TR
RO M. E B, FE Y., TR EAVCGEER GHRFR T XEERELORE., B,
HEEOIBIZOVWTRBMT 2L TELIAZRNI E, THE] WX, MKMEO EEY )
LR L, BEAKRCHEHBEIAEN CEIHERLEHKNEZRMN T 528, b, "REFTFXHEFS
THEAHN TS 2WEAER, THH WMCKEXREomBesRliTro22L, £, RGBT &
LT, flaEMo &z HALTW22561CE, Mo EMazRMA L, MEKEICETERMZ
EMET L2 TELIARNI L&,

If the drawings or floor plans identifying all the storage facilities for raw materials, packaging
materials and finished products, etc. are attached, entry of each of the storage facilities for raw
materials, packaging materials and finished products, etc. of toxic drugs/drugs with strong activity,
poison/strong chemicals, inflammable materials, or drugs to be stored refrigerated, frozen and
protected from light in the column of “Storage Facilities” is acceptable. Enter “see attached Plans”
in the column of “Area”, and the drawings or floor plans identifying the name of each individual room
name and the area of each room should be attached. Enter the area of each individual room in the
column of “Area” if the area can not 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 attached Plans is acceptable.

6 TR ARM) Wi, Y CEHFELIOMCTF oy 72 ANdM, ROLBYRBETDHZ L,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following;-

(1) RBEMAERMZUERETANCML TV LIE6E, & - FREICOVWTEELZEEK K
BELHK T2, TR AEEmME] MiX., THRMEmo B ) L L. ZomfE» i
TEL2HERFEHREZRMN T 22, b, HETFRHNEFE CHBAEN TERWVWEHE I,

AR A=RmM McSEoBmMERIW T2 L,

If in-house testing and inspection facilities are utilized, enter number and kind of major
equipment and utensil. Enter “see attached Plans” in the column of “Area of Testing and Inspection
Rooms”, and the drawing or floor plans identifying the area should be attached. Enter the area
of each individual room in the column of “Area of Testing and Inspection Rooms” if the area can
not be identified by the drawings or floor plans.

(2) UZWUEEFZEOMORBRMRAERM X IIMoORBRERBELFAT25 615, %X (2)



—2lkvboRBRBRERBESOMELLH T L2 &,

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 B MiIcix, oM BLRL2FEHEZTLEHT DL &,

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

8 MEXNOHEFT THIHAEIE., ANk fomic, X (2) —3IckvdbbEi
#HFoHZ 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 HELAVWHEEKRHMHFDL LI IHFAMEELOREFR THLIHEH T, AKX (KX (2) —3
o) ko2 lofic, BJIMICERERERMRAAE 8K LLETHEIFIHETH>FHE
onwTERZERLEEAMICRRT S 2 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 biological products, etc., or radiopharmaceuticals are manufactured in the
site.

10 ZoRADORETI T, BARALERK AdLT DL,

Use paper of Japanese Industrial Standards Size A4.
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Utilization of other Testing and Inspection Facilities

O YRZERLEREE O ORI AR

Testing and Inspection Facilities of the same Manufacturer but located in the

1 F&hl] other campus

Classification - ey
O  _ERELS oo AR
Other Testing and Inspection Facilities other than those stated above

2 AW

Name

3 T EH

Location

4 NtFT (utuﬁ) %F&Uﬁzﬂ H
Number and date of the

accreditation
5 B ARRE - 3R
Testing and Inspection

Equipments and Utensils

6 HHT DRBRONE
Type of Contracted Testing
and Inspection

7 fEE

Remarks

(EE)

(Notes)

1 TFER ) X, TR E20MIcTF2v 272 ANn2 28, TERUSSOMORBBEHRE ] %
PRI 25613, TofHMERZETL2EmEZHETRHAT D2 L,

Tick the applicable open square in the column of “Classification”. In the case of “Other Testing
and Inspection Facilities other than those stated above”, a documented evidence of such use should be
provided.

3 MFFm (RBE) 5 ACHFEAR ] T, REEFTXINAERSEELEREZRBEL VD
HEROBEOHRLWT DL,

Enter the column of “Number and date of the accreditation” only for the facilities obtaining a
accreditation of foreign manufacturer.

4 FA B A sl - & B i o wmBCOVWTEFERBRHAOKEELRR BT D2 L,
Enter number and kind of major eqmpment and utensil in the column of “Testing and Inspection
Equipments and Utensils”.

5 TR ARM - &2 Mo T, YF%ARBAERMXIIRABRRERBEICOWT, #FH
ERHBL TV EHICLIVFATLIABRRAEICLERRMBEAOREZMA TWVWD I & AHEMR
TEL2HAF., A2 LR THLELIZZWVWI &,

Entry in the column of “Testing and Inspection Equipments and Utensils” is 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.

6 MEE] Miciz, z2oMmzZLrsFzHZzERT LI L,



7

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

CORADORE ST, BARLERK AdLT 52 L,
Use paper of Japanese Industrial Standards Size A4.
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Outline of Buildings and Facilities for Sterile Products

1 BRI EERT O
Outline of Working Area for Sterile Products
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see attached Plans
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Utilize other
Testing and
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see Form (2)-2

4 fH*5

Remarks




(&)

(Notes)

1 MEERAEEFTOME ) MoRBICRAL TRMAT X FEERIE, X (2) —1IcX 2 TR

BEHOME] MOLHICRNATRNIRSFERHMIZEBNT, HDbETEDLDINL TV LIHEAITR

L ThvELI AR &,

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 A OB, A, MELSMEELTOMERES) MICIT, TAETAEAFHRLLBT D

fit, WO LBYVREWMT 52 &,

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

enter the following;-

(1) MEEEL] MICIE, FEBOMESE, F&HOEHE=E, WWHEAHFOGE - WE=S, A=,
ETCAE, ML BERETRICLEREERELZIRT DL,

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) TR M., TR E DO LY ) LML, TOmMPHEN T2 RGN FEENE %
w228, k. WERVFEHKS CEHEAMN TCERVWES T, TEHE WICAER=E
DHEERLET D L,

As to the columns where area of rooms and facilities is to be entered, enter “see attached Plans”
in the column of “Area”, and the drawings or floor plans identifying the area should be attached.
Enter the area of each individual room in the column of ”Area” if the area can not be identified by
the drawings or floor plans.

(3) TR, BE, RKOME] MiIZ, HBERFICLIHIEZFELEBHIMA D520 THLER
52k,

Enter whether the material of ceiling, wall and floor can endure the atomization and

ok

p=(111Y

washing by disinfectant in the column of “Material of Ceiling, Wall and Floor”.

(4) MEOGE R 2 B % ) M, MERM., AR&M., R TAd,. e @M. HEE,
R ORHICH TSN DB OEAEE WEHEE REEE AR AKFRELEFOL K,
B RICRESIATWDLEHIT@EHF(FERKCHFR LTS X)) 2B T D&k,
FARE O TAEENTHY . AR TCAROCAZLMFEEDIHHALRMBIC L~ T—EL TIThR
LHBCH o TE, BERMBIPAHKX -ERM THLI2EZzRBT 22 KOFXETAMFEEX
FEHELSEEDPHHEARMBICEI > TITON 2B A TITEAZRMEPAHKXRME TH D
BER#l 722 ¢, ¥, BENBRELZTOIOOCLEREEELHILHEGICIE., THLITLER
LEFzLERT DL,

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 TRBRMARM WX, BHEHRERAZ, RRA, BAZRBR, BHABR, 2L ERR,
AFERRRICHE T 2RBBRARMBCO VT, U TRELIOMCTF=v 272 A2, KoL
BO@#+oz&,

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) HAEREXMEZYFEHETANCHMA TV DI2HEAIT., R - W"ECOVWTETEREHEW
BErLW T, R EEmME M, NIERNEo LB ) LB L. 2omE»
WA TE A EERTFHKNEFLZRMAGT D22 L, B, WEFFHKETHBENFN TEZ RV
Gl TRABRRAEEEMH McEEomszael+s2 L,

If in-house testing and inspection facilities are utilized, enter number and kind of major
equipment and utensil. Enter “see attached Plans” in the column of “Area of Testing and Inspection
Rooms”, and the drawings or floor plans identifying the area should be attached. Enter the area
of each individual room in the column of ”Area of Testing and Inspection Rooms” if the area can
not be identified by the drawings or floor plans.

(2) UBWUEEFZEOMORXBRMAERM X ITMoORBMRERBELFAT25H 4613, %X (2)
— 2k BB ERMEEFOMBELLB T DL &,

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 #KX (2) -1 INABEBRAERM) MicbbETRHRBLIA TV I HEICIE. Alicizzo
EriifiToszTcELIILNI &,

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 M Z MiIciZ, oM BLRL2FHETLRT DI &,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 IZOKKXORETESEF, AALERK A4 LT L&,
Use paper of Japanese Industrial Standards Size A4.
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