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1 BEFRORE
Outl_ine of

establishment

Manufacturing

RISERE D & 39

see ﬁtféched Plans.

2 WEBRHLCCEROERKKE |

Type and Number of l;:quipmtl:nts and

Utensils Vuse'd to- manufacturé the

prod‘@lc.ts :
; R =< TR  frEoBE
o B " Room Name ‘ Area Qutline of Work Rooms
3 fREE e utline
Work Area
BEEE D & 33 b

| see attached Plans -

No

FEAK DM
7 N
Equipments
to-  treat
Wést_e Water
Bk B OB T |
KT R o O B .
Equipments. 10| o D EETOS | REEE
treat Waste Water _ - .
- LR Disposal A Equipments
_ and - Waste Equipments  performed | to treat it.
Materials At . ‘
. to - treat: in-house . 7
Waste = .
Materials
O fhonsBssflaETs
© Utilize other disposal facilities
HEH AOTER T DR
S BIET LR '
S . O 3g£+% o ",ﬁ ‘
BEEHAREDH | Ves ¢ glf*ycs , )_l‘ype of Toxic
o . S | Gas and “Equipments
' -Generaiion of | used to treat it. -
Toxic Gas _
O ALz




=4 | i L KRREORE
T ' Room Name . . -Area ' : Outline of Storage Facilities
4 R - : S . -
’ Storage
Facilities B
S BIGHED 2 BY
see'attached Plans -
w@pEEmE |
. Area of Testing | BEEMED &Y
| @é?ﬂflﬂ ‘{# | and’ Inspection | see ottaohed Plans
72’_"('1_1‘5 . [ Rooms "
Tests and | HEHRE R - 27
Inspections - L8 7
. - prerf'ormAed . Testin and -,
5. BEREERR | o £
T in-house Inspection
Testing and oo o
Equipments
Inspectlon L
. ) . : and Utensils
Facilities, ete. — —
: - O foRBEE|
 HEE LA A 7 _
5 . e
L ¥ (2) —2mbBEY
Utilize . other ) :
co see Form (2)-2 BRI
Testing and- : : R
Inspection
Facilities
6 5%
| Remarks
(EE)
(Notes)

1 BHETARAICELTLEAMER afévt
- 'Fill out applicable columns accordmg to the accrcdltatlon category .
2 THRIEFROBE] WM TE'J%EIEIEGD B }:_E?f?hl, %H‘Télﬁ i?J’UD s % DEEAsED
E | |
Enter “se¢ .attached Plaﬁs in'the column of “Outlmc of Manufacturmg establlshment . émd following ‘
drawmgs and plans.shoild be attached, . ' h -
(1) ﬁﬁﬁﬁ%l(ﬁﬁﬁﬁﬁmbméom fi 2= 5Efﬁﬁoﬁ£mmur%m¢5:ao
Eﬁoﬁ@%Am€%T> | R R
Simple site map 1nclud1ng the surroundmg area of the site. (Showmg the locatlon and lmmcdlate'
“environment. Aerial photograph is acceptablc Submit them as needed. Canbe omitted in the case’
: _of application for accrodltatlon.roncwal.) . A , :
) BEFRKEANORHOREN (RERER-—KBAICLIBRET CTERT S L)
Slmple site plan 1nd1catmg the buildings in the site. (All the buildings located in the
o manufacturmg ‘establishment to be accrcdlted should be deseribed.) '
(D,%m%$ﬁl($ﬁ@hm&®m‘iU%T?5:&QW-” HOANE. EHE, ﬂgi
CENE (B4, HE. BB, SBE). ACAZ. BECE. AEE. RBRREZ. £F (8
R EH. RAY) SHNEIBREAEARARCEERLRITESLOTHS D L,) |
Floor plan of the buildings 111 the site. (Items hsted in the followmg example should be presentcd

in the plas. Example wmdow door, offwc welghmg room formulation room (mixing,- tabletlng,




7 dissolution filtration, etc. )' filling room, sealing room ‘ packaging roorn test and inspection room,
warchouse(raw materials, packaging materials and finished - products. ete. ), etc., in additiorx the
name of the rooms necessary for the manufacture shou[d be-identified and the. area of each room '
should be described.) St : '

(4) TomsErrs®E . - 8 S

.

~ Any other p]ans fac111tatmg the descrlptlon of the 51te . : ) : .
3 IREBREITTCSEOEERVER] RiCiT, EL Mos#WBAOFTEL b Z R
T5n k., o S | -
Major o_quipmcnts.and utensils used to manufacture should be describéd 'tn'ithe co-llu'mn of “Type and
Number of Equi-pments and Utensils usod'to_manufacture the produ_cts-”. a
4 TIEZFT) ST, %ﬂ%hmé%@éEﬁTBMﬁﬁﬁiﬁjﬁd e DfeEEZ & IC
RETSIE, TEE WM. HEEEOLSY) LREL. FEEARCEEARNTED
WEREHRMELRAT 520, 28 RERFERNSCEESRBCERVBAR. TEHE)
i %W%i@ﬁf%?ﬁf%*& itﬂ%%%wkﬂﬁfjﬁ@ % @%ﬁf%i?é
éf@%%%%ﬁ%&btﬁ@f%éaa ” , ‘ ‘
Eriter the column of “Work Area” as approprlatc in addlthﬂ enter cach 1nd1v1dual work roem in the
column,of “RoomName”. Enter “see attached Plans” in the.column of “Area”, and the drawings or
floor p'lan,s identifying the name of each individual work roont and the area of each room should be.
" attached. Enter-the area of each individual room in the column of “Area” if the area tan not be
identified by the ‘draWings or floor plans As o the column of “Equipments to treat Waste Matenals %,
all the waste materials.generated in the manufactunng establishment should be covered.
5 @T@ﬁﬂ QM BUR B 0 R R B Wm%%r%éikﬁ$ﬁl%%ﬁﬁféﬁAdﬂﬁa
_ﬁﬁjﬁ CRIE. BB, RBRORCHE - BEEBRT U EERORS. B,
@&%mﬁEhwaﬁﬁTé_kTﬁbixﬁw*k Fﬁ%lﬁﬁ;F%ﬁlﬁ®kaL
CEBL. EARVEMSRI T ANGHTERNS A AN T AL, B, NEFFEES
Tﬁﬁﬁ=%fﬁtw%Amfﬁﬁjﬁ*%ﬁ%i@ﬁ%%%ﬁfa:kﬂiﬁ,ﬁﬁ%ﬁk
LT HAEBO RS ZHALTO BT m,%mﬁ@@%mﬁbxﬁﬁﬁﬁmﬁﬁﬁé
EET B LTELEARVI L, ' - '
. If the. drawings or ﬂoor plans 1dent1fymg all the storagc facilities for raw materlals packaglng
* 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 wnth strong activity,
pmson/strong chemicals, mflarnmablc materials, or drugs to be stored refrlgorated frozen and
protected from hght in the column. of * Storage Facilities” is acceptable . Enter “see attached Plans
in the columnlof Arca and the drawings or flopr plans :dent:fymg the name of each 1ndw1dual roam
name znd the area of each room should be attached. - Enter the area of each individual room Lnrthe
. column of“Area” if the area can not be identified by the drawings- or floor plans. If some paris of a
shelf is used’ as a storagc area, attachment of a three d1men51onal d1agram of the shelf and entry of

‘ ) volume of it in the attached Plans is acceptable .

6 THBRAEHH] WiE. S TREI0METF =y 7 2 AR B, aw&aoaaaa_a

3

. Tick the apphcable open square in the co]umn of “Testlng and Inspcctlon Famhtlcs etc.” and enter )

the following;-. ‘ ;

(1 aaaaaﬁaaaaaaw CHATNEBAKR \%ﬁj%ﬁtowiiitﬁﬁﬁwﬁ

CRERBTAICE. (RBRREETE M., AMERAOLBY ] LEE L, %@Eﬁﬁ%%J
TExAMERTEREERAT 52, BB, aaﬁaal%rﬁﬁmaaraamaa |
IHBRETER WCAZOEMERRT S L,

It in—ﬁouse_"te'sting and-inspectionAfamhties are utlllzed, enter number and kind of major -
equipment and utensil. Enter see attaohed Plans” in the column of © Area of Testing and Inspoction
Rooms?”, and the drawmg or floor plans 1dent1fymg the area should be attached. Enter the area
of each individual room in the column of “Area of Testing and IHSpectlon Rooms™ if the area can

~not be 1dent1flod by the drawmgs or floor plans.

(2) %*%f%%%@ﬁ@ﬁ%ﬁﬁ&ﬁlﬂ%@%ﬁ@ﬁ%%%ﬂﬁ?é%Ai %f(2)



i‘of&w%ﬁﬁﬁﬁ%%%@ﬁ%%i%ﬁ‘é’& :

If the testing and mspectlon fac111t1es of the same manufacturer but located in the other campus ‘
ot othet testing and mspectton fac111t1es is used, enter the Form (2) 2 for Utl]lZﬂthI’L of othcr
~ testing and mspectlon facilities.
T ) M. %®ﬁ£%&ﬁé$ﬁ% ﬁfé_a
-( Enter other items to be referenced for the fac111_tles and cqu1pments of the 51te in the column of
“Remarks”. ’ ) ] :
8 ﬂecﬁwiL%fhb%Am m%tuié ﬁ@ﬁﬁ:ﬁﬁ(ZJf‘ ib%bﬁ'
BT BT, ’ ‘

Submit filled Form (2)-3 in addition to this form in the case of manufacturmg 51te of sterrle products
are manufactured by aseptlc pPrOCESS in the site, ’
9 %Ei%ﬁ%@: & L < iiﬁﬁc%f HEEL 03@475@?(‘&35%"-\&1 ﬂiﬁi’t (ﬁit ( 2) = 3

% Hir) W XkB udﬁﬁ'@ﬁﬁi_‘ %U*ﬁ&buiﬁ%’%ﬁ?’n"ﬁti‘ﬁﬂﬂﬁ 8%&b L < i% 9 5”‘1: %ﬁmﬂ"é%lﬁ
Ko TEAZAERNCRERTS Y,

In addition to this form (mc!udlng Form (2)- 3) detailed descrlptlons on the items descrlbed in °

Art]c[es 8 or 9 of Regulations for Bu1ld1ngs and Faellltles of Pharmacies shouid be submitted as an

' attachment if spec1fled biological products etc., or radlopharmaceutrcals are manufactured in the
K site. 7 . '
1,ewﬁﬁ@k%émgaxlﬁﬁ$A4&ma:ao

. Use paper of. J"apane.se Iﬁduslt'rial-gtandards Size A4, .
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‘Utilization of other Testing and Inspection Facilities

| O St otoRB R

Testing and InsPecnon Facilities of the same Manufacturer but located m the -

1 &Rl - . ‘ .| other campus
Classification ' '

|0 FEssomoRBEERE

‘Other Testing and Inspection Facilities other than those stated-above

2 AT

| Name

.3 ﬁ&ﬂ.

Location. - : S , . ’ ’ L ' ‘ o,

L

" | Number émd' date of the

4 BV RE) HFLUEA R

acereditation
5 REBRERG - BL
Testing and - Inspection

Equipments and Utcnsﬂs

6 EEHTIHBROAE
Type ‘of Contracted . Tcstmg.

and Inspcctlon

7 {E5

'Rgin_arks

(¢:3-9
(Notes) - : i
1 TR M. ¥ THESOMK %;yy%xna:art@u%@m@ %ﬁﬁ%%J%
MRT5HaE, tOoAABERPETSBEXFCRETE 2 L,
. chk the apblica‘ble opeﬁ square in the column of “Classification”. In the case of “Other Té_éting
and Inspectlon Fac:htles other than those stated above ] a"do'cumer‘.lte,d evi.dence of such usé‘should be
prov1ded
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Enter the column of ¢ Number and date of the. accre‘ditation’.’ only for the facilitie's obtaining a
accreditation of foreign mahufac‘f[_urer '
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Enter number and kind of maJor equipment and utensﬂ in the column of “Testing and Inspectlon
Equ1pments and Utensils”. ' L -
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: Entry in the column of“Testlng and Inspectxon Eqmpments and Utensus is net necessarily re'q'ui‘red_
if the other testing and inspection facility has been confirmed by a certification, such as,

Accredltatlon that it has the necessary aqulpments and utensils for tes“tmg and mspectlon to use.
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“Enter other reference information in -ihe‘colui_ng of “Remarks™.
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- - Use paper of Japanese Industrial Standards Size A4 .. '
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LT HELERLRZNI L,
- The. floor plans to be attached in place of glvmg a narrative dcscrlptlon to the column of“Outllne of -
Workmg Area for Sterile Products” need not be attached if such dlstlnctlon is covered by the f]oor .
_'plans attached in place of giving a narratlvc descrlptlon to the column of “O‘ut[tne of Manufactunng
establishment” in Form (2)-1. : ‘ '
2 TEFAOBE KTA BEL XS oe%eejﬁme‘%nenﬁﬁeegﬁﬁfa
B, KDL BIRETSC L, . S
- Enter the column of “Work Rooms of Mlxmg, Fllhng, and Seahng Operations, etc.

"

as aopropriate, in add_it'io‘n,':
enter the followmg, o ‘ :
(D THESEEL) M. RHOBEE, @#@%@5 %ﬁ&%@%@gﬁ%it%ﬁig
¥ T AE, %%<g%iLI&LMEﬁ¢¥§z%ﬁﬁt5ca :
Name of thc working rooms nccessary for the manufacturmg opcratmn of sterlle products
- mcludmg raw materials. welghmg rooms container washing rooms, drymg/ sterlltzatlon rooms for
washed’ contamers bulk prcparatlon rooms, filling rooms, sealmg rooms, ete. should be described
: in the column of “Room Name”. . : ‘
@jffﬁftﬁ Jﬂﬁlﬁ@aeojaeet %@ﬁ#m%ueeaimﬁtﬁ@e%'
: Z*H'ﬂ" Bk B, LLEE?EI%'@E%?&*%EUT% RUBERTER, MCEFXE
@Efﬁ%uﬂ?ﬁi‘s‘"é_& , L _
As to the columns where area of roems and fac111tlcs is to be entered, enter * ‘see attached Plans
in the column of “Area” ‘and the drawings or floor plans 1dcnt1fy1ng the area should be attached
‘Enter the arca of each 1nd1v1dual room. in the column of "Area” if thc area can not be 1dent1fled by,
" the drawings or floor plans: ‘ B S ‘ :
(ﬂ,rﬁ#‘ixxoﬁejﬁu\mﬂ@euiéeg%e Wt 55%@?@55%%&%
B3k, ' R :
Enter whether the materlal of celhng, wall and floor can endure the atomization and
. washing by dls1nfectant in the column of ‘Materlal of Ceiling, Wall and Floor )
(@) THERFEBES) M. FERE. BERE. XRCARE. ATCRE. 2AEE.
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KBREEXEMT D D2, I |

Name, model and location (may bc dcscrlbcd in the flooT. plans) of each cqutpmcnt for welghmg,

‘bulk preparation, f[llmg, seallng, filtration, cleaning of the gas to be filled in the bulk solutlon '
containers, sterilization, bacteria removal manufacture of distilled water, etc., should be |
described in the column.of “Equ1pments and Utensils used to manufacture the products ete.”
Whether bulk prcparatlon and filling or bulk preparatlon filling and sealing operatlons are
sequentially performed in closed facilities should be described in this column. If any equlpmcnts:r
mecessary for ascptlc manufacturmg Operatlons is ut111zed necessary cqutpments for such

- operatlon should be described.
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BREHETAIL, ‘ S - :
Tick the applicable open square in the column of_“Tcsting_and Inépection Facilitics, etc.” dbout the

necessary t'esting and inspection equipment for hcrmetic'conditi'on-test, forei'gh matter test,



physicochcinical tests, sterility trest"pyrogen test and' biological tests, and enter the following;-
(1) RERERMLrUZEEFTALHELTCVEIHAIT, BE - BELSOVWTEELBEELT
wﬁ%%ﬁﬁ?é:h[ﬁﬁﬁﬁ%ﬁfnﬁdlm%@ﬁbkﬁbj&iﬁb 7 o K 2
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If in- -house testmg ‘and inspection facilities are utilized, enter numbcr and kind of major
equ1pment and utensil. Enter see attached Plans in the column of “Area of- Testing and Inspection,
‘Rooms”, and the drawings or floor plans 1dcnt1fy1ng the area should be attached. Enter the area
of each lndlwdual room in the column of "Area of Testlng and Inspection Rooms if the 'area‘ can
not be ldentlfled by the drawings or floor plans

(2) i"'ﬁzizl_%%‘%0){1@0):&%%1%%&?*1@{&@&‘%&1’%%%55 %%' )ﬂﬁ"‘é EAE. EE’C (2)
—2Vi@(ﬂ@?ﬁ?ﬁ#ﬁﬁﬁé@é%@ﬁ%%‘ﬂﬁﬁ‘é:& .

If the testlng and inspection fac111t1es of the same manufacturer but located in the othcr campus
or other testmg and inspection fac111tles is used cnter thc Form (2) -2 for utilization of other
testmg and inspection facilities. -

(8) &ﬁ(z)—1@Fﬁﬁﬁﬁ&ﬁjﬁh%b%rﬂﬁéhfwé%A . A Gz E D
 BERmETAIFTCELIEZAELIE, ,
Enter “see the column.of Testlng and Inspection Fac111t1es etc in form (2) 17 if sdch

distinction is covered by the description in the column of “Testing and- Inspectlon
. Fa(:111tles etc.” in form (2)-1.. ’

:”4 (EE) MITH. FOBBE L2 5ER mET 5L,

Enter nther items to be referenced for the fac111tlcs and eqmpments for the manufacturc of sterile
products in the column of Remarks '
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Use paper of Japanecse Industrlal Standards SlZE A4..
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