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

TERIEFROBME] Wi THMEREOLEBY )] ¢EBL. RETIRERROEBY L T2 C
&

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

[\ ]

drawings and plans should be attached.
(1) HWEFRMNEBER (ARORRAP»2 b0, MEFTETLH, LEXCIKH L TRETSZ L,
EHBAFBOHEITHEKT,)

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) HEFBEHNOBRHOEEBR (MEMLA-BHMANCIIBEMRE T ATRBETSZL,)

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

) WNEFTFTEN (FAERCBROFACIIVRFTTLZZ L, Al B.HAD, FEE, FE=E,
s (Ba. T, B, AB%). RTAE, A2 E, G, RBRExE, 2K (F
B, &M, BL%) SUETRCVERELARVCEEIBINTCELI LD THE Z &)
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 FomzBELLRLIRM@E

Any other plans facilitating the description of the site.
3 [HERBEYCCBHEOEERCEE] M. BECAVIEBEBEOTELR b D2 LH
TH5IZ 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 TE¥EFT) MCE, TATIABAFEL2LRTOM. ROLBYVRE#T DI L,

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

(1) TxETHE) Wi, FEFORBHELZER TSI Z &,

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

(2) TEEEL WX, BAOEXETLCRBT DL,

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

3) EEEUAOCEHHEMIL., WEFMFTENSF LIV ZOEBERHN TCEIHEAKIERML AL
ThbELIX XNV &,

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 TRFE s Mk, ER, &4, BREoRFEBEIC VW IRRT LI L, Fic, # - BIEK,
Z-EY. ARORCEBHBETARZERROFBERBC OV TRARICERT S L. B,
TEE] Wi, MEFTLTORE LV ZO0EEIRN TELIHACRERZE LRI &, &
. BEESHLLT, AxEMo—HBa2ABLTVI8AIE. MOSARERS L, X
DMIZIIEBERRM I D LTELIXARNI L, _

Enter each of the storage facilities for raw materials, packaging materials and finished products, etc.
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 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 [HRBRRERGEFIMI. AT ELI2OMCTF =y 72 A0S, KOLBVRBT S I L,
Tick the applicable open square in the column of “Testing and Inspection Facilities, etc.” and enter
the following;- .

1) RBEREFFELPUZHUETACHATVIHAE. B - BRIV THEAs CEHARTE
ErxRBHTsL, RBRREXREHE) M. REFFERBCIVTOERIBAITE LS
ARIEEH LA THELI ARV &,

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 area can be identified by the drawings or floor plans.

(2) %#§E¥%%0M0ﬁ&ﬁﬁwﬁﬂﬁ@@ﬁﬁ@ﬁ%%%ﬂm#é%ém\%ﬁ(Z)

CiovthoRBERERESEOMELRE IO 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.

7 MEZ) ik, TosBLRr2EHEREEHRTDIHI L, _
Enter other items to be referenced for the facilities and equipments of the site in the column of

“Remarks”.

8 E%E\®§L%T%5%Ai AERIC LB OMIC, X (2) —3KILYVHbER
BY5 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 KELEMARMAEED LRIBAMERGORMERTHLIHEGEX., A% (&KX (2) —-3
i) WEXraERoMic, IIRMEEREHEERMANE SRZL LI BIEIRCHET 2FEE
Ko2WTEAZTLAEKBICE#RT D Z &,

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 ZOoOHBERXNOKRESEF., BATEHRAKAALTHZ L,

Use paper of Japanese Industrial Standards Size A4.
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1 Y ZHEEESoMmoRBRRE

&0

REX M ORRRERRE) MiZ, KotV R&HTDHZ

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) T#HT(RE) BESRCEAR M, EEEFITXISRREXEETRELRELTVD
BROBAEDALEHT 5 &,

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

accreditation of foreign manufacturer.

(2) "RBARAERESOBE MR T NERYREROEE 2T OMBROTER £

FTB e,

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”.

(B) HEBREEHEHE) M, REFRTERNZFLLIVETOEABMARI TS HHECERERL A
K THELIXZRWVWI 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) THABRBRERM SHE] WM.

B - BRELOVWTEAKBERCEEZERT I &,

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

Equipments and Utensils”.




() UHHMEXZFOMORARBRREBRHUANAOMORRBERBE2ANATSHEAIX. TOFAE

RERTLIEDEHFERAT DL,

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

(6) HBBREXBEOEE) 'ARRE=EHE). RRREREFE - HFEL) McovnTix, 5
URBRREBBXERBRREBRBIIOVT, FAEZMBLTVWSI I LEICLVFAATIHAR
RECKHELRBROBEEZWBATVIZILAERTEZIBEGE, REOKARUE&HEZ L
BLTHELXARVWI 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 festing 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.
2 TEZ] M. tomBBELRsEELERT S L,
Enter other reference information in the column of “Remarks”.
3 IoBROKESIE, BAIEREALLTHI L,
Use paper of Japanese Industrial Standards Size A4.
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(EEMANEEFROBME) HOoOTHCRZATHEA T FERIZ. X (2) — 110k s I#
Lﬁ@%%lﬁwmﬁkﬁxT%H?A%¥ﬁl BT, bLbETRDLINTVEIHESIEE
FLRSTHELXZRVWI &,

The floor plans to be attached in place of giving a narrative description to the column of “Outline of

1

2

3

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.

MEAOHE ., RTA. MEKEEETIEEES) M, ThEhBUYFHELREHT S
., koOLBYEBT S L,

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

39

as appropriate, in addition,
enter the following;-
(1) MEXEA MICE, EBOFREE, FROERE, BRABRORBR -BEE. A=,
FCAE, BELLESHETRBCILEREEELERER T DI 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) TEHE M, REFFERSECIVZOEMSBRI TEIHEACEEHRLEZS THEL
Xahwnwo o,
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) [R¥F. BE. KOME) #Mil. HEBRELCI2BEEBRCHASIZLOTHEE R
DTk,

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

w9y

ol

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

(4) TRERMEES M, TERMK., WRRE. RTARE., ATIRE. »BEE.
RBEOCEABIHESINIZROBLESE BEEE REELEE BB AKEREEBS 0L K.
BRXECCREBESN TV LI2BHXNIER(EERCHRELTOIWM 2EHT I L. B,
AMEORECAEEXEAR A TARVHE EERAHERBBICL-T—HL bR
LH/AEILH T, UERBEIAHXN - BERBCHIFLRERTOIZL. RUETAFEX
HHAZEEPHAHXRBICLI - TTONIBALH o THYERBLAAHARBTH 2
ER#iTo2L, ¥, BEEHNBREETOOUMLEREBE R HLI2BAICN. THLITHKLER
EBEERBTLHIL,

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, manufactuyre 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.

TRBRERM) WX, BHRE ﬁﬁ AmE, BEFAR, BEEAR. BAEWERR.
EHENRRCEBTIRBRBRERBROVWT, ETHEIZIOMRTF =y 72 AN BM, ko &
BYOEBT D&,

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) RRARERWAUZEETACHEATHWILEAR., B - BELZODVWTHACEEET
BEVYEEITLIZL, (RMBRREZEH M, LEFTFEAREC IV ZOoOEmEAFA T




DHEACEIRBLESTHELI ARV &,

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 area can be identified by the drawings or floor plan.

(2) SEHUEETFLFEOMORRBRERBIEIMORBRREBRBLAATIHE AR, &KX (2)
— 2RIV ORBRREBBEESOMEZER 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.

8) #HX (2) — 10 KBRRERFE! MTObYETCEHINLTWIHEITIE, AT ED
BEER#ETAIELETELI ARV 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 MEZ ) Micik, TOoMBFLL2EHZzLHT I &,

Enter other items to be referenced for the facilities and equipments for the manufacture of sterile

products in the column of “Remarks”.
5 IORROKEIIT., BATERBE A4 LTI L,
Use paper of Japanese Industrial Standards Size A4.




