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establishment
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Utensils used to: manufacture the

products
E¥EEA [iE VEEZEDOHE
) Room Name Area Outline of Work Rooms
3 YEERT ,
Work Area
MEEEmD &L BD
see attached Plans
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Facilities, etc. —
O thoRBRBE
BEELAMA
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6 fEE

Remarks

(EE
(Notes)

HET ORI L TLERMAETEH T D &,

Fill out applicable columns according to the accreditation category.

é:o

TREFOME) M THERKEOEBY ) LR L. %’EH‘?%@G?&@&%U ET 52

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

drawings and plans should be attached.

(n

(2)

3)

WMEFAEKE (AEORRADLE b0, MEFETHLA, BELH L CRET 5L,
EHFHRBOHBGITEET,) . '

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.) '

BEFRBHMANOEYOREBER (REMLA-—HHANIHIEH I T ATEHRTDHZ &)

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

BEFTFEAN (FARKREEROHIZEIVERTDIZ L, Al B . AR, THEE. FEE,
FARE (RE. 6. BR. 28%), RTAE, BT<E. %%, RBRREZ. 2E (R
B, 6., BRE) SEETRCLELRELARVCABLIBIN TELZLDOTHDL Z &)

Floor plan of the buildings in the site. (Itéms 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) TomEELRZLIHE
Any other plans facilitating the description of the site.

THMERBELCCHEOBEBELROKE) M, EBCHVIBRBEDIELA LD Z T H
Tk,

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”.

MMERERT ML, TR TR FEL DR T oM. TFEEL) Mix. BrofFERI L
EET o, TEHE M, MEEEO LY ) LREBEL., FEELRUEESHEI CTE S
HERTERNEZRAF T8, b, HEFNFENE CEESBRN TCELVEAR., THM]
1z %ﬁ%?@@ﬁ%?@#é“k £ REDOLER Fjﬁﬁ BEBRETTHEET D
ETORENEAEL LELDTHE D &,

Enter the column of “Work Area™ as appropriate, in addition, enter each individual work room in the
column of “Room Name”. Enter “sece 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 theJcolumn of “Equipments to treat Waste Materials”,
all the waste materials. generated in the manufacturing establishment should be covered.

5 & ToEE, %H BEEORBRHEI RN CEILNERTARNSE2HRA T84, T1HE
BiE) M. F-oBE OB @%\ﬁ@%&&%@-%ﬁ%ﬁ?ﬁ%iﬁmwﬁﬂ\%M\
@%%@ﬁﬁmowf%ﬁfé:kf%biz@mzkoFﬁﬁjﬁm\Fm%@mwkﬁbL
CRBL, EARVHEHEABI CE 2 UENFENELRN T, kB, RERTHRES
?ﬁﬁﬁﬁ%?%ﬁ%ﬁA"VE%J%’%¢¥¥@@?%Eﬁ?5_kOit\ﬁ@%ﬁ&
LT, FZEMO - ZHMALTVEEECE. MOoLEKERM L, IIBKECITEEE
ﬁﬁ%é:aﬁﬁbﬁxaw:kc '

If the drawings or fioor 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/dfugs 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 eachk 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 THRBBEERG) WX, Y THEIORCF v 22 AN DM, KOLBYVRBET DL,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter

the following;- ) .

(1) HEBRERMBLUZHETNK sz%éFAi‘ﬁﬁ-%ﬁmowf%%&@ﬁﬁﬁﬁ
BrziL# 7oL,  RBEREEZEHE) M. IEKHEO LB ) 8L, £O@EEIHR
TEHOMBFFEARNELRMAGT L, 25, @L%Tﬁu S CEBASHI T E R NB AT,
THABRBREEEHE MCEE0EREE R T2 ~

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 thé area can

not be identified by the drawings or floor plans.

(2) HFUBEESOMOABRBRERBAIMORBRAEHRELZAATIHEA ., HX (2)



—2 LV hoRBREBESOBMELZER 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 4
testing and inspection facilities. J

7 THEEIMCIR. TOMBE LR EEREERT 5 L, ,

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

8 EFEXKSOHERTHIBAR. ABRAICLIRBEoMmIc, X (2) -3 1LV HDER
T A ‘ '

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. - k

9 KEAMERELEL LLRAABEEROBER THIBA R, AHER (X (2) -3
xEl) LIsn@BoMmic, IRCEREHERFHEHAUESEL LI EBEIRICAETIFE

OoWTERENEKRBICERT S &,

In addition to this form (including Form (2)-3), detai}ed 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. v

10 ZoRKXOKRE ST, BATLERKR AL LT DI &,

Use paper of Japanese Industrial Standards Size A4.
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oo X B HmEEK MBS oM AHE

Utilization of other Testing and Inspection Facilities

O UEEEEE OMORBRERE

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

1 fEH other campus

Classificati
assification O kRSB EiEE

Other Testing and Inspection Facilities other than those stated above

2 &K

Name

33%%

Location

4 FHF BE) BERCERA
Number and date of the

accreditation
5 HBRBRERE - BE
Testing and Inspection

Equipments and Utensils

6 KETLIHABRONE
Type of Contracted Testing

and Inspection

7 EE

Remarks

(EE
(Notes) .

1 THES) M., ¥ CHEA0MKCTF=y 2 ARDZE, LR LSO ORBERERE ] &
MATHEEG 2. tofABRELsETIEGEHERAT S Z &,

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 f:’%”—f (BE) FERUFAR] M, BEXFTNEINEREEFTHAELTRBL TS
WEROGEDHLEHTDHZ &, '

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

4 THRBRBEERE  HE] M, BRE - -BRACHOVWIEELBEELRVOEEZ2RR T52 L,
Enter number and kind of major equipment and utensil in the column of “Testing and Inspection
Equipments and Utensils”.

5 THABRRERM - FE) Mo 0Tk, YERARRERBXIABRAEBRBEC VT, Fd
FBREHLTV 2RI VAATIRABRBRECLERRBEROBELHA TV A Z L AR
TEBHAIT, BWMELASTHELZ 2RV I L, '

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 TEZr M, TothsELLrEEBLIE TS5 &,



Enter other reference information in the column of “Remarks”.
7 IOFRKXOREESE, BATERBR A ETDH L,
Use paper of Japanese Industrial Standards Size A4.
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Qutline of Buildingé and Facilities for Sterile Products

1 EERAEEFRTORE
Outline of Working Area for Sterile Products

AIREEED & BY

see attached Plans

BLERMEES
R, BE. ROME Equipments and
AR OFE. K E¥EEL HEH
2 RFORR, 7 ] Material of Ceiling, Wall and Utensils used to
Th BT IR Room Name Area Floor manufacture the
BT fRRES | products, etc.
Work  Rooms  of
Mixing, Filling, and
Sealing  Operations, MEEEDO LY
etc. see attached
Plans
e = z e
D ’ i%ﬁﬂﬁﬁ;]c:ﬁ% Eﬁ%*ﬁﬁ%ﬁ%
, Area of Testing | BIEEIED £ B9
TS and Inspection | see attached Plans -
Tests and | Rooms
RBR A - BE
Inspections Testing and
performed Inspection
Equipments and
3 HEBMMRERME | in-house Utensils
Testing and _ N
. O #MmoRBRHKEE
Inspection
Facilities, etc. HEE AR A
T5 B
. B (2) —20m&8D
Utilize other L
see Form (2)-2
Testing and
Inspection
Facilities"

4 {E%

Remarks




(EE)

1

(Notes) . ‘
(EEHAEEFORE ) MOBRICRATHEMT ¥ FEEE, #xX (2) —1icks (®
EOME] MOLTHICRATES T REZTEARICIBENT, bDETEKDEINTVIHEIETR
L ThELEZRN I 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

2

3

establishment” in Form (2)-1. ’ : .
TRAOHE, FThA. BETIEXETD EEES) MIcE, ThEnZYEELrRHTS

M, kOB EET D -

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

enter the following;- ' ‘ :

(1) ME¥ZEL ) Mici, REOREE, FHBEOKREE, BEBEFBOELR - REE, ARE,
FETAE, A ESRUETRICLEREESELETHE T LI 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) TmfE] Wiz, TBlEREO LB ] LRBL., TOEBEIBIN T IREFFENE 2
RN T 526, b, MEFTERNSE CEARARI T RVES R, THHE) MICEEELEE
PDEBETET LI L, ,
As to the columns where area of rooms and facilities is to be entered, enter “see attached Pléns”
in the column of “Area”, and the drawings or floork 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 bf/
the drawings or floor plans.

(3) TRHA,BE.RKOME] MIZ, BERFCII2EFEHAIMAI IO THLIELZRAET
5z k., | |
Enter whether the material of ceiling, wall and floor can endure the atomization and
washing by disinfectant in the cohimn of “Material of Ceiling, Wall and Floor”

(4) 3 E & WEE%JW X, FERME. AERE. RTARME. BT R W HimEE .
BROEHBICHTESINIEROHEEE BEEXE RALE ZARASHEREFOAR.
@K%U;aﬁénfwaﬁﬁﬂi%ﬁ(¥ﬁluﬁﬁbf%iw)éﬁﬁ?a:koﬁk\
FUEOCRCARENEAN R CARVCB AL FEPBHEABHBIILI-T—BELTITPA
Z%A b TH. ﬁMuWﬁ%ﬁ%~§$ﬁf&7ﬁfﬁﬁ¢7:k RUKTAEER

IHE FEPHBEABBEC L - THPNEIBA L H o THEERESHHABECTH 5

Eﬁﬁ?é;koit\%@%&W%ﬁ?wiﬁﬁﬁéﬁﬁﬁ%é%%CH\C LI BER
RBFzRBETL L,

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 preparati(;n, 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.

(THRBRBRERM) M. ZEERERE. BOBRE. BFERABR, BEERAR, RAEDEAER,
EMFHARCEBTISEBRBERBICO VT, S TRELIOMCF=v 72 ANDMHM,. KDL
BOVRBTHI 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) HRERERBLZAZREFTACHEL TV IBEET. B - BRECODVWTEEREER Y
HEFEHTAIL., (RBREEEME ML, (IEREOL B0 FEHEL. TOEEN
A TSI HEFTFENELRM T2, o, BENTERNE THELAZRN CERVE
A, ARREERER MCSAEoEME TSR TS D 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) HYBUEXEFFOMORBRERKXIMORBRRESRBZABT 2841, £ (2)
-2k oRBREBRBEBSOBRELIRE T L,

If the tes"tying 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. V i

B) HKX (2) — 10 RBEBEERK bbb TERSNATVEIEAICIE. ATz
EREBTAILTELIARVI 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 THEB] MCiE, ToMSELLsEEERBET L L,
Enter other items to be referenced for the facilities and equipments for the manufacture of sterile
products in the column of “Remarks”. k
5 ZOoKRXOKE I, BATERBAA LT B L,
Use paper of Japanese Industrial Standards Size A4.
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