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Outline of Buildings and Facilities

1 HEFTOHE
Outljne of

establishment

Manufactu-ring

BHIAEEED & 359

see attached Plans.

2 WERHECICBAOEERUNE |

Type and Number of Equipmé_nts and

Utensils used to- manufacture the

prodﬁc_ts :
=23 G  femomE
. ' B " Room Name Area Qutline of Work Rooms
3 1EXRR . - S 7
Work Area
BERED L350

see attached Plans

No

BEAK D 4LEE
RiE ,
Equipments
to treat
‘ | Waste Water
BEXK K U‘}?’E EME _
BT DR oo O ssEBIc
Equipments to B O K HxTVB SRS
treat Waste Water B SN . )
| mEmsa s Disposal Equipments
and Waste Equipments - performed | to treat it.
Materials - . . ’
. to - treat- in-house
Waste '
Materials .
DB EFIA T B
Utilize other dis’posal facilities
- HHN A DBERGE OL
: . | BICET DR - '
o O s&ys | oot
HEHTARKEDRH Yes ] _(If yes”, )lType of Toxic
g3 - o Gas and Equipments
-Generation of | used to treat it.
Toxic Gas _
O ZwELRWY




=4 ‘ EH L mERmoME
B Room Name . Area - ) Outline of Storage Facilities
4  RTERRRIE : ‘ R ’ '
’ Stf)ljage
Facilities N o
v ' . AR mD L BY
sce attached Plans
RBEREEER |- .
. | Area of Testing | BHERED & &Y
In| i%i%jf‘)?ﬁkl{;ﬁ and Inspection' see attached Plans
ZTWG "Rooms '
‘Tests and | RERRZERAE - 38
Inspections = N
performed - Testin and
5 REmAERE | | 5
in-house Inspection
Testmg and : L
: Equipments
Inspectxon :
. o and Utensils
Facilities, etc. — —
O thoRBRRE|
19 59 % % A | |
T3 e oy .
L B (2) —2m&BD-
Utilize .. other
T see Form (2)-2
Testing and- :
Insp.ection
Facilities
| 6 -HE
“ | Remarks
(EE) - o ,
(Notes) SR

1 HETOIERSCH L THELZMERRT A &
- Fill out apphcable columns according to the accreditation category. -

fﬁzﬁ‘}ﬂﬁ@iﬂ%J e T%ME[ZI@@}:k'OJ &‘B%ﬁb ?)FHTZ)EIE :]:(k@k:}‘ob kﬂ“é\_

\V]

s A
Enter “see attached Plans” in the column_ of"‘Outl'ine of Manufaétu'ring'establishmcnt”, and following
drawings and plans should be attached. o ‘ o ' "
(1) iL%Hﬁ%I(H@@%ﬁ#b#é%@ MEBECTHLT, BEK mtr%maszao
RSB ERET,) | ’
Simple site map including the surroundmg area of the. site. (Showmg the location and 1mmed1ate'
"environment. Aerial photograph is acceptable Submit them as needed. Can ‘be omitted in the case -
of application for accreditation renewal.) _
@ %Lfﬁ%ﬂﬁl’ﬂwﬁ%wﬁﬂﬁl (REF LR — %Iﬂﬂlj\? % SEEMITTATRET I L)
Slmple site plan 1ndlcat1ng the buildings in the site. (All the buildings located in the
- manufacturmg establishment to be accredited should be described.)
(3) BEFTEE (FTERCRKOFAIEYERTSS L, #l: &, HAD, BHx. RE.
CAME (BA. TR, KR, 2B%), ATAE. BT<E. A%E RBREZ. AE (K
B B ﬁwu%) %@LI&L%%&%% ROEEABAICE S LDTH B ko)
Floor plan of the bul]dmgs in the site. (Items listed in the following example-should be presented

in the plan Example window, door, office, welghmg room formulation room (mixing, tabletmg,




_ dissolution, filtration, etc.); filling room, sealing room,‘ packaging room, test and inspection room,
w'arehouse(raw materials, packaging materlials 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.) - I v o

4) TotwszriszEEm : ' SR

" Any other plans facrlrtatmg the descrlptlon of the site. . B ' )

3 IREBRHLTCCEAR ®Eﬁﬁoﬁilﬁki,%ﬁ@mma%ﬁ%%wi§th®%%ﬁ
T5Z &, o : : : : B

Major equipments and utensils used to manufacture should be descrlbed in the column of “Type and

Number of Equrpments and Utensils used to. manufacture the products
4 TIEEERTI M. %h%h é%ﬁ%ﬁﬁ?éml¢¥§ﬁjﬁ ﬁﬁ®¢¥§3kﬁ

RET I L, (WM M. (AKREOLBY ) LERL, W%ia&o@ﬁm%%faa
WEFFERNELRATE L, BB HEFFERSE CEMSBI TERVWEEE, TEM]
Mg EE=oEMeER T3 2L, itﬂ%%%mﬂﬂﬁﬁlﬁi %&%Lﬁf%éié
éf®%$%%ﬁﬁabth01%6_&

Enter the column of ¢ Work Area” as appropr1ate in addrtlon enter each 1nd1v1dual work room in thev
co"lumn.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 m the column of “Area” if the area can not be
.identified by the drawmgs or floor plans.  As to the column of “Equlpments to treat Waste Materials”,
all the waste materials. generated in the manufacturing, estabhshment should be covered.
5 ZTORE. BHM. %m%@hﬁﬁﬁ#%%f%5§Lﬁ¥ﬁ.%%%ﬁTéﬁA:Jﬁ@
OB M N Z-HE B -AD.BRUKRVCEE - REFBT NEEERKO R B,
im%wkﬁkowrmﬁfacafﬁbix&m:kFﬁﬁlﬁﬂlmmlﬁwkﬁbL
LREE L. %%&Uﬁ%# %T%é@ﬁf$ﬁl%%%ﬁ#5_k-ﬁk'iLﬁﬁﬁ%%'

Tﬁﬁ#&%f%&w%émfﬁﬁlﬁk%ﬁ%i@@ﬁ%ﬂﬁfé_& EL FBRBEF L

LT, flzEMo—HBa2FAL T8I, m®4WI%%HL %ﬁlﬁ ﬁ@ﬁ%
L?ﬁ?éckrﬁbix&w:& '

If the drawings or floor plans 1dent1fy1ng all the storage facilities for raw materials, packaging’
materlals 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 wrth strong activity, .
poison/strong chemicals, inflammable materials, or drugs to be stored réfrigerated, fr"oz_en and
protected from l1ght 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 cach 1ndrv1dual 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 oftit in the attached Plans is acceptable. .

6 IHREBREDMHE M. Y TRE30MIcF=y s 2ANSM, WoLBYEBETS L,

. Tick the ‘applicable open square in the column of “Testmg and Inspection Facrlrtles etc.” and ent_eri '

- the following;- .
(1) RBRERMZUEBEEHRN ﬁszaaeu‘aﬁ-%amowrzaaﬁﬁﬁaa
BrREB oL, (RBRRESEX) M, (IENEOLRY) LRRL. ZoOEBMMSMA
TEAMERFERELRNT S &, 4, WBHPARS CERSBITELVHER,
IHRBRRESER MCAEOEBMERERT S L, S
If in-house testing and: mspectlon fac111t1es are utilized, enter number and kind of major

equipment and utensil. Enter.© see attached Plans” in the column of “Area of Testing and lnspectlon

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 Inspectlon Rooms” if the area can

‘not be identified by the drawings or floor plans.

2) ﬁ?ﬂLﬁﬁ%wﬂ@ﬁﬁﬁﬁ&#lﬁ@@ﬁﬁﬁﬁ%%%ﬂm#% BAE. B (2)




eZkiD@@ﬁﬁﬁﬁ%@%@%%%ﬁﬁ#édk ,
If the testing and mspectlon facilities of the same manufacturer but Iocated in the other campus,
or other testing and inspection fac111t1es is used, enter the Form (2) -2 for utrllzatron of other
testmg and 1nspectlon facilities. '
T THEEL M. %@@8%&&5%%%@&#5;&
V, Enter other items to be referenced for the facilities and equrpments of the 51te in the column of
“Remarks”. ’ ]
8 MHKXSH ®%£%T%6 Aﬂ AR ﬂﬁ@%c\%ﬁ(z)fsuibﬁbﬁ%
WTBZL, 1 V ,
" Submit filled Form (2)-3 in addltlon to thrs form in the case of manufacturmg srte of sterile products
are manufactured by aseptrc process in the site.
%ﬁi%ﬁ%%m%%b(iﬁ%ﬁ@%m@@Lﬁf%é%Ai $ﬁﬁ(%ﬁ(2)—3
Ble) WX omEoMic, FHEIC %H%%f&ﬁﬁﬂ%s BLILE 9% WHETIFH
'Kowr%n%a EMCERTS D, ‘
In addition to this form (mcludmg Form (2) 3), detailed descrlptrons on the items described in °
Artlcles 8 or 9 of Regulations for Burldmgs and Facilities of Pharmacres should be submitted as an
attachment 1f specrfred biological products, etc.; or radropharmaceutrcals are manufactured in the ’
. site!

'w *@%t@k%é \E$1¥ﬁ%A4&?5_&

Use paper of Japanese Industrial Standards Size A4,




RS (2) —2

o B BB E KBS oM MBEE
Utilization of other Testing and Inspection Facilities

0O %8 izﬁ%%‘@ﬁﬂ@%ﬁﬁﬁiﬁﬁ A

Testing and Insp.ecthn Facilities of the same Manufacturer but located in-the |

1 ﬁ/‘:‘:ﬂ : : | other campus
Classification '
 Classtiication |0 ErsvtomosmmEsR

Other Testing and Inspection Facilities other.than those stated above

2 A%

| Name

.3 ﬁ&%.-

Location

4 W (BE) EFRUEAR
Number and date of the

accreditation
5 HABRERRME - %%75 -
Testing and  Inspection

Equipments and Utensilsﬁ
6 KETOIRBRONE
Type ‘of Contracted Testmg

and Inspectlon

7 EE

‘Remarks

(E#®)
(Notes) - . '
1 THR M. YTHEAOMKET =y s EARS DL, ri@»%@@@%ﬁ@ﬁ%%]%
MB35 6. ZoOF A BE& %Efréiﬁ’i’ﬁ?’i%ﬁﬁ*é ks
Tle the appllcablc open square in the column of “Classxflcatlon In the case of “Other Testmg
and Inspection Facilities other than those stated above , a documented ev1dence of such use should be
provxded _
3 [#7 (B m)§ﬁ&o$ﬁajﬁm %L%#TKM%I%L%%WK%W%bTwa
 BROBEORERT L, ' ’
. Enter the column of “Number and date of the accredltatlon only for the fac111tles obtammg a
accreditation of foreign manufacturer. o o
4 fﬁ%ﬁﬁﬂﬁ-%ﬁjﬁmd‘%ﬁ-%ﬁmomfiiﬁﬁﬁﬁwﬁi%%ﬁféi&
‘Enter number and kind of }najor equipment and utehsil in the_colum’n of “Tcsting and Inspébtion‘

" Equipments and Utensils™.

5 THRBRRERMB SR ﬁkob"ﬂi W iﬁ%ﬁiﬁ’ﬁ FX%i%tSﬁTﬁﬁﬁﬁéuob"C iF_I
CEBRABLTWAZ EER J:'O%U)ﬂﬂ‘é%ﬁ%ﬁilﬁﬁ KLBERR {I*“&Ua% %fi’*x“clz\é_&m?ﬁﬁ
TEXDLHBAE. nﬂ%ﬁ’i’b&(’(’%%bi‘ixﬁb‘ &, ) .

© Entry in the column of“Testlng and Inspectlon Equxpments and Uten31ls” is not necessarily requ1red

_if the other testing and inspection facility has been confirmed by a certxflcatlon such ;asA .

"Accreditation, that it has the necessary equip\ments and utensils for testing and inspection to use.

6 B McE, TOMBEL hsFHELERT B L,




"Enter other reference information in the‘colufnp of “Remarks”.
7 OIOBRROKE ST, BATERAK A ETE L,
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Outline of Buildings and Facilities for Sterile Products * -

1 WEMHIIEEFTOME
‘Outline of Working Area for Sterile Products
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see attached Pléns
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(EE)

1

(Notes)

fﬂ%@ﬂﬁ%%®ﬂ%l%®ﬂﬁ ﬁxfﬁﬁfﬂéﬁﬁlm %t(z)—1a;5fﬁ
EFOME] Mo BRI ﬁxT%HTﬁéiﬁl BT, &bﬁf%béﬂfwé =N
HLRESTbELEZAV &, A N
- The floor plans to be attached in place of giving a narrative description to the column of “Qutline of

Working Area for Sterile Products” need not be attached if éuch distinction is covered by the floor .

] plans attached in place of giving a narratlve descrrptron to the column of “Outlme of Manufacturmg

Lo

() fﬁ%iﬁjﬁmm\ﬁﬂ@ﬂgi EBEOUEHE, ﬁ@a%@au-ﬁag

establlshment” in Form (2)-1. ’
TEADOHAB., TTA. %%<¢¥% 9¢¥§%Jﬁhﬁ %ﬂ%h é?ﬁ% ﬁfé
. KOLBVERT5Z &, )
Enter the column of “Work Rooms oerxmg, Filling, and Sealmg Operations, etc. ” as appropriate, in addition,’

enter the following;-

Bx,

%Ilill

KTAE. BEL EEUETRIC m%&l’e%%%%—aﬁzréc& _

Name of the working rooms necessary for the manufacturing operatron of sterile products '
mcludrng raw materials weighing rooms, container washing rooms, drymg/ sterilization rooms for
washed contamers bulk preparatlon rooms, filling rooms, sealing rooms, etc. should be desc¢ribed
in the column of “Room Name” )

@)xrﬁﬁlﬁ \f%ﬁlﬁwbkbjkﬁﬁb %@ﬁﬁ a%raéiaﬁ$nl%a

WS HZE, I, @L%iﬁl%fﬁ?#*&%ﬂ’c x 7 WS, TER) MCEEER
DEBEE®R I L, v .

As to the columns where area of rooms and fac111tles 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 1nd1v1dual foom in the column of "Area”-if the area can not be 1dent1f1ed by.

" the drawings or floor plans

(m,ff#\%\xmﬁgl%a&%%n%mxa%%%&mmzé5a@aaéaéﬁﬁ%'

- |
Enter Whether the matenal of ce111ng, wall and floor can endure the atomization and

washing by -disinfectant in the column of “Materlal of Ceiling, Wall and Floor™.

@ THEREEEG) M. RRRM. WREG, FTARME. B RE SBEE.

3

E&DQ#kﬁﬁénélmwﬁkéﬁﬁﬁ%ﬁﬁﬁﬁﬁﬁﬁlm%%*“ BEO LK.
BRI CICRE éﬂfmé%%xﬁ%%0¥ﬁﬂ ﬁﬂbf%ivﬂ%?ﬁ?éck mE.
MAHEOCECAFEXERAR . RTARVBAZ EERBHERBHICI>T—BLTHAbA

L BBAIH > T, Y &F#%ﬁf B FT&&a%ﬁﬁTéck &Uﬁf&¢¥x~

136 E < l’F%?ﬁFﬁﬁﬁ‘t lf*lcchofﬁibné% THoTHEEBRELEAHERBRETH S
sm#T sz L, it‘ ,ﬂ%ﬁﬁ?@ﬁf%ﬁ‘ 5 @lulé%iﬁ%%#ﬁkﬁéfa'&lcli %%LLJAE&
KEE %f“ﬂ%m‘é &, . .

Name, model and location (may be descr1bed in the floor plans) of each equipment for welghrng, .
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 “Equ1pments and Utensils used to manufacture the products, etc.’

Whether bulk preparatron and filling or bulk preparatron filling and sealing operations are '

sequentlally performed in closed facilities should be described in this column. If any equrpments-

,necessary for aseptrc manufacturmg operatrons is utilized, necessary equlpments for such
. operation should be described.

[REBRBERME M. BERERE, E%@E Ek%ﬁ% WERR., RAENETRR.
i%%%ﬁ%k%Téﬁ%&E&Fkowf %TiiéDﬁL?I/&%Aném wo L
BYE#ETDZ L,

Tick the appllcable open square in the column of “Testing and Inspectlon Facrlrtles etc.” about the

necessary testlng and 1nspectlon equlpment for hermetic condition test, forelgn matter test




phy_sicochernical tests, 's_terility test,' pyrogen test and biological tests, and enter the following;-

(1) MBRREBRBLUREEFNCHEL TV IBAE. BH - BRKOVTEZERZEEARY
CEEFERTOCL. (RBREEEM MIE. IREREOLBY) LREEL, TO@EEN
BmACEIMEREEANEZRMAT TSI L, BB, %:LF)TZFEI%’GE%W%EU’C & fotb\ia
A, RBEREZEM] MCEAE0EMERRT > 2 &,

If in-house testmg 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 lnspectlonv
Rooms”, and the drawings or floor plans 1dent1fy1ng the area should be attached. Enter the area
of each mdlvrdual room in the. column of ”Area of Testlng and Inspection Rooms” if the area can

. not be 1dent1f1ed by the drawings or floor plans.

(2) *%L%%%@@ﬂﬂODESﬁlﬁE.&ﬁ*Xmﬂﬁ@ﬁSﬁ*ﬁEl&&ﬂ%:%UH%?’Z) iﬁ‘r{:\l‘i 1%*‘. (2)
—2ik&y ﬂﬁ@’iﬁﬁlﬁﬁ%&@é%@lﬁ%% BHTBIZ L.

If the testlng and inspection facilities of the same manufacturer but located in the other campus
or other testmg and inspection facilities is used, enter the Form (2) -2 for utilization of other

_ testing-and inspection facilities. ' : ;

(8) #:X (2) —10 [RBRBRERMKI MK bbﬁfﬂﬁénrwéﬁe (=38 Kﬁkd%@

O BERREITOI_LELTELIXARWVWIL, :

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- Inspectlon
Fac111t1es etc.” in form (2)-1.. ) '

4 =l TN %@l&*%&té?fﬁépﬂﬁﬂ‘%’)_k ,
" Enter other items to be referenced for the facrlmes and equrpments for the manufacture of sterrle

products in the column of “Remarks”™

5 IOBROKE S axr%ﬁ%A4ar5_a
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