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Type and Number of Equipments and

Utensils used to manufacture the

products
1E3E=A4 i) EE=EOME
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3 E¥RT
Work Area
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see attached Plans
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Utilize other
) see Form (2)-2
Testing and
Inspection
Facilities
6 fHs
Remarks
(EE)
(Notes)
1 HETIKSDEBRLTLERWMAZRLB TS &,

Fill out applicable columns according to the accreditation category.

2

P

Enter

TRERF O ZE ] M T EoLBY ) tEBL. RN TIKEIEFKROLEEBY 452

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

drawings and plans should be attached.

(1)

(2)

(3)

BOEFT AR (HHORR P DN b0, MiEEETH A, LBIZECTRET L2 &,
HHHFEOS A IXEMA,)

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 FEX (CFERICEIROFICEYVRRTD L, fl: B HARD, FHE, FEE,
FRE RAG. IE. BM., PE%), RCAE, 2R, g%, ABRE=. AE (R
B &6, %) FRELBICLELEARVCEBEIFZN TEL250THDL 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) ToMmZzELR5KMm

Any other plans facilitating the description of the site.

3 TERM Cicdm BEOoMBEROEE] Micid, BECHVYLIBBEEEOEE RS 02|
52 ¢,

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 TPEZERT) MICIZ, Th XN FE2LE T oM, TEE=4) WX, e ofEERT LI
sz &, TmA) Wiz, MK EOEFBY ) CRBL, FEELARCEBEIMHNTED
REmEmHNELZRHAT 22, b, REFTFPENEFETCHMBAREN TER2VWEAE, THHE)
MicAFEXEORMEaL® T 22 L, £, TEEVOLERM) M, YR ETTRETD
ECOREFENERFZLLELDTHD 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 BTORE, EH., BEFOITHMBRMABIN CErMERTFEHMEFLRMNS T 256 1F., TITK
BAm L . o BIEE | B, AR EOnE - MR T NS EELORE EHM.
R BFOWBRIZCOWTRB ST 2L TELIXA RV &, THM MIT, THIMKE O & B
CRH L, BEALVCHEBEARN TS I2RENFENEZRMHA TS L, 2k, RiEFTFiEEFE
THEZA#EMN TE2VWEAE, THHE) MCSEEEomBERER T2 L, £, IFEEAT &
LT, Bl EMo —8azMALTWLIEACE, Mo EKzZ R L, BN ICITAEREZ
My TELIAARNI &,

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 MR ARM] Mix, BTRELI2O0RCTF=v 72 AN, ROLBYVRE#HT DL,

i

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

the following;-

(1) RBERAERMEZUEUHETACHA TV I2HEEE. &M - SHICOVWTEELRBEHK O
BErL#@ T2 L, TRBBRASDAE] M, THIMEmo LBy LML, £ 0 mE»EM
TELOo2MEFFHMNFLZ2RMNT D228, b, WEFFXHMNE THMEAHRN TS 20E A1,

MRBRmA=mE Mics=EoEMeiE®RT 22 &,

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) YHREXFFOMORBRRARMIMORXBRREKM 2R NI 25613, KX (2)



—2ikvhoRBRBRERBESOMELLH 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 TEBE] MICE, xoMEE LR ERERLER T DO L,

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

8 EEHX2OMEFTHLIHGAE I, AN L2 fomic, X (2) =31k bbEi
WwI oL,

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 REAVHKRRLFL LIIBMHEEERLORERT THLLIH AT, AR (KX (2) —3
aEl) X2 oOMIC, PIMICEREFHERMHRNE 8K b LITFEIFIHRETST 2 FH
onwTERZERLEEAMICRERT 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 ZoHRAXORESIE, AATEMK AdLT DL,

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

O SRS R O b o B 2

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

1 F&hl] other campus
Classification o o
O  _ERELS oo AR
Other Testing and Inspection Facilities other than those stated above
2 AW
Name
3 PrEH
Location

4 FFAl GBE) BHLOMEAH
Number and date of the

accreditation

5 HBRARE - A E
Testing and Inspection

Equipments and Utensils

6 KT 2HBRONE
Type of Contracted Testing

and Inspection

7 fEE

Remarks

(HEE)
(Notes)

1 THEA L AT, Y TR FE20MCTF=v 72 A0l 8, ERUSOMOABRBAKE %
MAT2E61F, TORMBAEFREZET > EmZ FERMAT DL,

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 FaFa (GBE) BSLCHEAR) T, REEFITXIAEREXZTRELZRELTVD
oSG oHRLET D L,

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

accreditation of foreign manufacturer.
4 AR ARl - & B W23, R - HERCHOVWTEELHEHELCHEZREHRT D22 &,

Enter number and kind of major equipment and utensil in the column of “Testing and Inspection

Equipments and Utensils”.

5 TRBRMARM -2 o0 T, YEABRRERMXEIRBRBREKEBE oW T, A
FREGELTCVWA I EEICLVFAHAT I ABRBECKLELRRMBLE R EEZHL TWVWD 2 L BNHEE
TE52%A8 1., T2 LA THLELIXARWVWI &,

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 1 Micix, ToMmzELRsFHELERT D &,




7

Enter other reference information in the column of “Remarks”.
COHFADORETSIT, HARLERK Ad LT 252 L,
Use paper of Japanese Industrial Standards Size A4.
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Outline of Buildings and Facilities for Sterile Products

1 B RAIESE AT O
Outline of Working Area for Sterile Products

B D &30

see attached Plans

BB i AE B
RIF, BE IROME Equipments and
SEHI o> F TE¥=ES i FE
2 FAOmMR, T Material of Ceiling, Wall and Utensils used to
Thy BIZ IR Room Name Area Floor manufacture the
- A
EAT O M= products, etc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations, BRI D &30
etc. see attached
Plans
O ®EFTNIC G IR AT 3 1
Area of Testing | BEXIED LB
TS and Inspection | see attached Plans
Tests and | Rooms
BRI AR O - d
Inspections Testing and
performed Inspection
Equipments and
3 WBRARME | in-house Utensils

Testing and
Inspection

Facilities, etc.

O fhoRBikmi

B B8 55 & A1
+5
Utilize other
Testing and
Inspection
Facilities

X (2) —20&8Y

see Form (2)-2

4 fH*5

Remarks




(EE)

(Notes)

1 MEERAEEFTOME ) MoRBICRL TRMAT XS FEERIE, XX (2) —1IcX 2 TR

EFTOME] MoRBHICRLTHRMA T XS FrKITEBN T, %bﬁf%béhfwé%é\ [

LA THELIZARWVWI &,

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, TTA, MESEEZITOMERSE] MICFT, T FZIFHEZLHT D

fit, kKo LB RELT DL,

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

(1) ME¥EERL ] MICE, FEBOBRRE, REOWEHERE, WFRGOWE - WEE, HlE,
FCAE, MESEFHUETRICLEREERLEZLWNT D L,

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) M) B, MR E o LBy ) LWL, TOHEBENHIN &2 RETFmMNE %
BTl ok, WERPEKNSE CHMAMIN TER2VEAF, THA) WK EES
DHEME WS 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, ROME ] MIZ, WHEEFCII2IEEZERTFCIMAS>D2bDTHDIE%E
52k,

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

"

paill

ok

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

(4) M 2SS ) M3, MERM., FAR&m., Ao, e <R, 5EEE
R OFEFICHAE SN D ZROEEE REEE FREEE . KBRS RIEEES N,
B RICREISANTWDLEHT@EHF(FERKCHFR LTS X)) 2B T 22L&k,
AL O TAEETHR, R TCARVAZLSFEIHHARMIZIEI--T—-ELTITbA
LHAEITH - TIE, é&&ﬁﬂ%ﬁﬁ H & WT%% AWM THI L, KT TAMFEEN
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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.
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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;-
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BRzEET 22, MABRREEGR) M. TilEMmO LBy ] e L., £oEmkn
AT OMETFEHKNELZRMAT D2, b, REFTFEHNEFE THHEIFHN TE RS
B, TRBEREEEM McSEomMziL®T 52L&,

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.
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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.
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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 Mg &1 Wiz, ZoMBZFZLR2FHEZ2EHT LI &,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”.
5 ZoKRAXORESIE, BATERK A4 L $T52 L,
Use paper of Japanese Industrial Standards Size A4.
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