- 7 OB E
YRk 2T# 2 R 27 H

SERE T REE B (F)
KBLER EF

A SIS ERA R REE TR

AR 2 (L S - BRI RO BESHIMICERET 22D 0
BEFHEIZOWT

IRAIEMERERIC DWW TIE, TR ML DORLEIRFEARS 58 R UMbt A
EEFICHRA T 5 TS 5 EEITER () Ko T) (PR I8 TA 19
AT EEERREHER) KLY, BELRIRBEELRLTERL IS
<7, ' .

L. OECD F A NHA RS A1 405 @ 2012 SEDOBLET R BEE X, FERk 26 4
EIR LA HERER - SHMIFREE (FHHBYRRAEEORZE. EFRERELER
VER{EEIZET 2838 (FFEARE BEYLEESRMHEENEFR B
[z YT, JaCVAM: Japanese Center for the Validation of Alternative Methods
(A ABVERRBEREME 7 —) OFREZb LT, RO LBY, BHIE
PR LS - EEFAROZ2EFMICERTACHE Y RELREEEH
PRV EEDLNELEOT, BELCBMLEW-LET,



IR LR - EREAR ORI IE AT 5 b DB

1. Frim

BRI, R R IR EEE S5 2 L0k Y A L SRIEORSA - R - S
, ICEOBESABORESEEIEEL T THY . IRABERRII e M RRYE
BRERTER, %éwmﬁofmmlht%%wéuéﬁﬁ\H%&Uﬁﬁwﬁfaéé

CETHT D ERENS,

E%ﬁﬁﬂunoﬁfﬁﬁﬁﬁﬁg$%ﬁ LY Eﬂun%ﬁﬂflEE’%’C =N J@H'?a X U\ﬂﬁﬂ@ﬂﬁfﬂ
Bk 2Bl 272D, R, '?‘?fa\“'%ﬁﬁb\tji% (Draize #: V) B@EEEIh TEE, "
Draize }“i‘:li; EMEIRREE At (At;tfte Eye Irritation/Corrosion) %’:“%?{ﬂﬁ‘?‘ AR
%ﬁ%%%ﬁ(@m)?x%ﬁ#F?#y(nueu@hmfmrmsabrlwp$wﬁ
Rat., %@&&’Tk‘ltﬁﬁﬁéi’bfwé 2, '

" 20124EDOECD TG 405DHETICSEIL B, *@@@%iﬁﬁ%&?ﬁ?/&—(mwm)
@@&%Eﬁf;%_% SFMEES (International Scientific Peer Review Panel) ¥ |23\
T, RFERE L SFHEEEOERIc LY, BBRERICERY 525 L2 {BHORE
HEEFEERTE DD, TLT, TORORIRIE L £ EGREOLT B I T=

RFARA v MEDWTERE L, TORE, ﬁ‘ﬂ'?%ﬂib\tﬂﬁﬁlﬁﬁﬁﬁﬁk VT, BB

&ﬁk%@%ﬁ&é LI BB R L EEPER SN LEX BN, ARETIZV -
ool '
£[e] MOECD TG 405 (2012) @&’T@Eﬁ&&kn"ﬁ'

| DEBRMERS AT, REHREE (Bl ST b4, FRIHAY) bR

BEE B STV INT ) REBEREEITD,
2) HE BRI E IR 514 T, é%ﬁﬁﬁ%(m TTVINT 4V, ﬂn#/ﬁA)hia
HEEIT . :
3) ﬁ%mra&:ﬁﬁo)rﬁ@%@ﬁﬁ = F VTR J:U“aﬁ
4) & TOREED JER. ﬁgkxtﬁﬁﬁﬂtﬁ) %Eﬁﬁ FTF VT E‘Eﬁ&tﬁl
v RiRA / h DERE,
AITFL. TG 405(2012) Z AV, {LHES: - E%*ﬂ%unUDﬁ%ﬁﬁ{ﬂﬁLﬂFﬁTéh_é?t_o
'C@M\Efﬁ’%’aﬁ%?ﬂ NELDEDBOTHS,
2%, RREEICHE> T, kwmw%ﬂﬁ%%é%ﬁ%%mmmvmmsmmma>
FIXPEBRTHZLELEETETHD,

2. 9&#@%&&%&%@
2. 1. X8

- BELEBRBOTAY ) \7%%7&#‘%@1%& LCERT 5, RERBMAI4RFR NI
BB OTIRE RET 5. ROTN, REEIABRENRD bR EMIHER LR



Y, ) .
ﬁ%ﬁﬁ%ﬁ*&b EEOUECHE T,
2. 2. RFTHESER UL HETEROHA

Bﬁﬁﬂﬁ'&%ﬁﬁ@%ﬁk Hich, EM’?J DYE k&@ﬁﬁ%lﬁlﬁff.b YLEUNRICT ABRAE &

2T %, .
WRGEE 50605 7’7’1//;1/74 20.01 mg/kg (@ﬁ?ﬁ@sa LTIRRCEWsh
AR BEETRETS,
&ﬁ%ﬁﬁﬁ&%wu\ﬁwhﬁﬁﬁﬂﬁ(mK& 0.5% HERRTaRFHALrHdWN

10.5 % iﬁ@T A4 Yy) ®L AHRRT S, REURELRIRET OBASRBRERIC -

WA 5 TR R B 0D, W@Hﬂﬁmwﬁﬁﬁ@ﬁﬁﬁo&ﬁ%ﬁﬁféE‘ﬁ
 BRCREROER ST, RIRREORERET S,

BROHBRSSEREIC, 7TV T 42001 mg/kgzuﬁ;t % 50,5 mg/kg %
BETRET S, 2B, An¥YUABLHE LR T 5 CIRICH 3 5 Ay ER 2R &
W5 F—F ERVA, ERYEREOSMEE TIIA B U h ARRETRE TR,
BB SR RIS, BT SHARUSEASEAT 2R T, 77V A7 120,01
ng/ke 1R BIMME, X &% S0 40,5 ne/ke 2 24RO TRET 5, =

2. 3. &&%ﬁmﬁm

Tﬁh%ﬁ%mka% %ﬁ%@ﬁﬁ@#ﬁﬁﬁkmﬁ%ﬁéﬁﬁ?é HRE O
REFBF T, ﬁ‘Jlﬂ?F‘i_t‘F@EEE&%E%M: :biﬂ: Bﬁbtii_ik_bfn‘oﬁ
2. 3. 1. Hi

R N E R OBE 12 5 IR T R - Hﬁﬁﬁ%%rT%A%%WTH B
BROMEREEP IR & O URMISEREMOR BT L2V, 4RI LTH L
by, ‘ ‘ - '

1 OECD TG 405(2012) THIR & TV 5 HEHREBE, PRAERT, ﬁﬁﬁﬂilﬁ%;né LHEiE
LTiew, %n@x PRETAETRZBFRREY AV Th S, %ﬁﬂ%mmbrwtw
RETFEERIRE L I,'C (s TTanf  HRET= Axﬁﬂ&%&‘o 2% Tewdda H‘%Eﬂﬁ%&t
eH) | BB,

2 %ﬁﬂ#ﬂ)ﬁﬁ%hJ:UE?‘?HH?%UJ%?JJ%?JW-I-ﬁf:i%AMi mﬁﬁﬁwﬁ&'@ﬁ{&kﬁﬁ%@ﬂ&%
%ﬁ'ﬁ'bu MBI SIS B R L RIS E BB o SuER (0.03 me/ke TSV IR
T4y, BHFHES) BREL, BERELCEMECRET S, 0.5 ng/ked T TN AHEARED
TAVIANT 4 EHR L, 4FHRRTETRET 5. 28, %@I%#ilzﬂ#l"iﬁﬁﬁﬁ'c%ﬁﬁb'cwaff
VAT 4 BB LR, ‘ : :

BPMICREERRVIRY | B X 3 HEETHET 5 0¥ 7 54 MEORAE
HRTER, L, V774 MERLEREEIMIO VY FEERTS. BEOK




e, Bl ITBEERR. PG OMERR, BERUVER ¥ 2EET 5,
2. 3. 2. A& : '
1) HETORER ,

 ERMEARIEDEA, jﬁégmo Ll 5%,

{2) BETORER

HRHHBE SR, -2 FRUBIFROGE, BERIIARELT0. 1ol HBVMIE
BCL00 ng AT ORET 5, BERWEIZERL THBRLT S, BRMROARIISE
R TR ERET S, BAMENRER 1 BEOBERAT, AEOEEK k- TER

- BBREIRTWRWESITE, EE%&E’&E&X@%%KT%@LT%II:\

(3) =7 V=NV TORR

By TATV—ROTT S — VLR DEEIL, %bﬁ@%%ﬁﬁbﬁhﬁﬁ?é 2
RIEREND, EEL. BRUWHBSEILT 3 0dMEST Y —MERIARL bR T
BREIIFYITH Y, TOHAHEBIRSE, ROERT 10 on OEMES b 1 HFTHEEMEH
LTHEBIEERICERT 5, COEET, AV V—ORHEABIGZORRITELT
TEZTHEV, A7V —OHEEATRERELRVL S IKEET 2, A7 1—hb
DS X B BERIL, UTOY 2 I v—Ya Vit k- CREDRSEERET 5,

R H R RSO ERCEN 2 U F ¥ OROYA AOREFBLTATL—L, #

. BREOEBEMMILBRIERA T L—Eh5BEREET 3, HERIEWA DEEBITDVT

=N %&5&%@%27’1/—'3“6 Al &&@&%ﬁﬁﬁ%ﬁﬁﬂ"é Yok D?ﬁﬁ'ﬁ‘é

2. 4. m@aﬁ (Eﬁ%lﬂ’&’ﬁﬂb‘ém vivo ﬁﬂﬁuﬁﬁ BERHERAER) _ o
B REURERERR (TEIE) IR+ L Y12, in viveRBR Gl ETIFIOEHERANT

BT, RRRRICBS A, IS0 BEE L BEEOR BERET 5, CouE

HROBIZHERICL UR ﬁ%ﬁ%ﬁ#ﬁ%ﬁfﬁlhﬁ‘ﬁﬁ@ﬂﬁﬁﬂﬁlﬁ%ﬁ‘?‘é LH S haEe

(SIS 2N ORERRBRITERE L2V,

2,5.ﬁﬁﬁ&(EMﬁ%%mbamvﬁpmﬂﬁﬁﬁﬁ)

DERBIC B TR ARV LREORABMERSEE SR ARVESE, WL
BB &N L ORISR O S L R T 5, SIERS CFEEORAMIERED bh
BRI, ERRBT AOBMERMICEST S L0 b 1 AP oRMaIc s AR
WHRERAEHT 5 L AREShD, £LT2 AEOBMITENT, BAEXIREDOR
FE VSRS bIEE SR ERLBORBRE 2 L2V, %7226 E OB omRC
AP FSEICHA L S RA T, ThIBORERBIIEE LR,

2 6. BEHM '
CEEEME LT E%@EE&U!E@TE%ﬂ-ﬁV?T—%‘G%%@FEJ&'ﬁ‘é LAaL, B |



%#ﬁﬁ@?ﬁXﬁ@E%rLt%Aﬁ EORRTRRETLY 5, BFEOEELEZH
it BT Iz, BRMRR %, WE ﬂEiTﬁﬁﬁTéoﬁﬁﬁ#mﬁuﬁLﬁ%T
ER A S %@ﬁﬁfﬁﬁ%*i?é

2. 7. ﬁﬁﬁﬁ&ﬁﬁﬂﬁﬁ2=7(ﬁﬁ) '
BERIBMRUEORKANEEEEL, mwggwﬁm%%ﬁkﬁﬁ?é AR

. BoRaT @K 2ERBCRET D, TOMOROTE BIXE VXX, e, #

IREOEL) LEHEOERLHMICERT 5.

B ERERIR R, SRR RS (B ; %&Dﬂb@ﬁﬁ*ﬂﬁﬁixmﬁb :ﬁﬁco '

B 215, BEOKERE) OEREEET, TAAVEA CREATERGICST D~
EThY ., LELELNIESIERIT BRI LER L, ROBERORBEV
EE S ENICHET S (0 ; ARREATED LRI EOREOES ORHE) , Eiihb
FERERRS O DORIESNETY PR Y MNEHFEERT S bEA &h
5. RicB 3EE0RESRENAERE LTRETS BNT, ESHIET Y80
&R SEL AV RIS EER L 25, BECKERTSRT—F REBLNERIL. B
SR RV E I8 5, S
. BRBEERERERLCEERROL D RIBEE R LB R Rge R R
5, AECRARLEY HE (Staphyloma) 2 ETrAKOEEORERRE. RIIREOHIML,
P FOARERE. TSR S DERR 0N (BRI ; 71— F2) | fEo

HE, REXIRECERE, HENZTLNG, 0k REFT-RACEE LY,

sz, 21 BMOBERT 2 CRROBESEABD bUIHAITL, BUREORAND
@I/Ff%/b&LT%&%¢E?5%M%&&T6Q%hawmﬁ%ﬁ BV
0l AMEEBICET S ARG | ARBTOREN0%L L (SEEROE AL

RORHD) . EEORMER (LEEOMUM) THD. ThbORBRL Ao

HTRE CICRSIEET 5 2 EAZDRYV, HBVIERMETRE ORI X5

CEERRTLEXLNEPDTHSE, i AMEE~OLEFE (URXR) | T

vt4/L;5%@ﬁ(ﬁawﬁ%u;orﬁmbtm) 3B VIR E R 55 A
M%LEBhéﬁﬁt&ﬁé@k%&E@ﬁA%TE%it$ﬁﬁﬁ¢¢®%Emmk
LTEZBND,

LisLAaRE, LﬂLTLL%kmﬁWELHTH a%*m%%ﬁﬂkbr+ﬁfu'

2V, BRAMICEEEZHEL. BHICRREPLETRERE S POKEFOLD, BT
NN ﬁ%@%5%&@%&&%%6wmﬁﬁﬁﬁ%mﬁhﬂﬁr%5xomﬁént
%ﬁﬁ%ﬁﬁ%hﬁﬁ@%ﬁhﬁLr%—%ﬁbmmmatm

ARORIBIERRS (R, ARERCICE) 1TERDERER 1, 24, %&ﬂwzﬁﬁhﬁ
BT 5, ROEENEDBNRVEHL, RE5%3 BUNICHRER T S TIZR LAY,
%§m6¢%E®ﬁWﬁﬁﬁ%5#&%&6%6%&&&%&21Eifﬁﬁbq%@%



ATRBERTT5, BEOERBLUREIDRL L bRER | R, 24560, 88
M. T2RERL. 7 H. 14 BRI BIRBEORBYESE LT, EHORELIMET S, &
BUE L RS SNEBRBYREORAN bERRLL SRS, TEORSITTS
PEPOUIIL, FROBEERIC I > THFShEETH S,

 REREEOR ST GEA) . REERRUCRRE MREERY —RSE D, Wi
REEWLR2B I LBH D, BEELENRIRER T ERCHET 5 L BURETHS,

2. 8. BROFHE | :

IRREER 2 7 2R L TOEFORERCEEE, YL OREEDOF OV
RO MER VRT3 HATR /RTA (UN-GHS) DEMETFEVTEMET 5, &
f._, {ERID R = 7 X IRAIB R A2,

3. ERAIBIER O SRR 7 D OBBEATRIIERE (TG 405 (2012) DRBGHE)
FEARUMR UBIIEAEE HA L LT, REEORAMIESHEIET 5 TR BB

R R BRI 5T 5 IR R B ERE S B WIRUNRIC & ¥, RUEREHO
EREETS 2 LREETHS, THERAVEn viveRROEMANC. BFSARRE
O L L OB E OWTERTIRRISIE « BRI B3 2 THRIR Y £ OFBEINE

L. BT ABENDD, UTOWEND, RECRAMECEAESIED b B
tXin vivoRlBR % EMTL& TR,

De b T'Ji@J%CD%TT‘—ﬁ BIUOERBMICER I FEICL 25111 VitromBRT — & -
DFFE

DREETEEAEE (SAR) DO
w%ﬂ%m“%ﬁﬁﬁvm%ﬁmﬁ(ﬂiﬁ\mzm%FRmujmtoﬁ@\ﬁﬁ%%

-

) EELSOBERS (BAIC L 5 EESRATRR T AT OWNE)

5) in vitroftWIEAMRBROTM (NEAMRURECIRFBERE | in vitro K
FEAMERER: : T6430, 431 U'435) '

6) in vitroXiXex vi Vaﬂﬁﬁﬂﬁiﬁﬁﬁﬂ)?{ﬁ (in vitroX¥Xex vivoRiBR : TG437 R TMTG438)

4. Kﬁ&%‘oﬁﬁﬁ%hﬂﬁé%ﬁﬁ
' TG 405(2012) DOFIRICEHE L'c;i;ﬁw,ﬁ%iégﬂ‘m%'c%é
1) v X¥ERVDin vi VBRI % EHE T BAITIE, OBCD TG 405(2012) IR S hTL
B EMARRENE (LEE) Kit-T. BRMEOBENIRIEYE - BatticlEds
FRTOWEE. ERRASRRBE SR ORI 2 vitroX ider vivostBi%#EIN%
FMFTRETHD, ThbOFRRURBRERICL Y BECIRFEECHERIENED L
© hBLHEIRERAHEICIE. VIXERWDIn viveRl BB RET N E TRV,



2) WBROERRBRVRDY, @%ﬁﬁfbﬁ,ﬁw b, VHXEH5in vzvoﬁ%ﬁ@%ﬂﬁh.ii
RHREEROEEE R ERTRETHS,

3) OECD TG 405(2012) FIZFE# D H 2 FErrEsE, SEREIIFRTHY . zl:ﬁs'ﬂilﬁ%m
LLTHBLTWRVWERbH S, RROZEE - %%%ﬁolzﬁm%éwiﬁ%ﬁs EE

mTHD %Tﬁ%mwﬁﬁ%%ﬁﬂﬁmfé & 'CFEJE?D Y
4) EREMOER, B, EREFRASL, BEIMELRETE 55 X5 E]llﬁ "é 3’LL%7§>
ﬁﬁ@%ﬁ&@;/Ff%/F@ﬁ@@%ﬁlﬁ%f“%?%é

5. 'a'lﬁjtﬁ

1) Draize, J. H. (1959) Appraisal of 'the safety of chemlcals in foods drugs and
cosmetics, Association of Food and Drug Offlclals of the United.States

2) 0ECD (201?.). Test Guic_leline 4-05.- OECD Guideline for Testing of Chemicals. Acute

. eye irritation/cerrosion.

http://www. oecd. org/docunent/40/0, 2340, en_2649 34377 37051368 1.1 1 1, 00.h1.:m1- -
3) ICCVAM (2010), ICGVAM Test Method Evaluation Report: Recommendations for Routine

Use of Topical Anesthetics, Systemic Analgesics, and Humane Endpoints to Avold or
Minimize Pain and Distress in Ocular Safety Testmg, NIH Publication No. 10—7514
Research Triangle Park NC, USA '

4) JaCVAM (2014)

.- http://www. jacvam. jp/




