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ERFBMERERIZ, ¥R B REERRINE B A & FEE T 5 Draize AN ET
AL THWETH, ZhiICROA2REETH S (=7 b U HBHBRREZ A7 IRAIERMES
Saik (Isolated Chicken Eye Test : ICE) ] 25, 38 D IERIBLEED & EhHEMEOME % B
THRERIEL LTOECD 7R A FZ 142,438 & LTERRERL TV,

S, ICE BIZ 21T, (bR - EESAROZESETMICHIATEICY =0, NEAR
BEA%EE, BROLBOAIAF VAL LTRVELDE LEOT, BETERES T
LTCRMFBENLET,



BlEs

ARABEAEABR A EL L TO=U NG ER BRE A W o IR R B (ICE) %
bR - EIREMA da O Z M E T2 DHTAF R

IRFBIME L, R BRI EEEMI A LI VA UKD R IR - RIE - 5. i
DEACRARDIBBEELIRIELTE(THY, BAERBRIIE NS R L HEICE AL
B BIELHEE, BB TIRICANTZ S AT A LA, T, ROABICH 56
ExTHITH-DIcEHmIND,

= FKESh i D BLEIRFEAR B B R O A E B T, 165%., %AV -2k
BR A AT 214 (Acute Eye Irritation/Corrosion) % &F4fi 4% Draize {%= ¥ (OECD FAMH A K
71>~ 405(0ECD TG 405)k LT 1981 FIHIRS I, ZOBREER OCFHIN TS D, ) A A
bV TET,

— 75, IRRIERBRICEI TS in vitro RERIETHS =T NHHIRER S BV - IR e 5tE
(Isolated Chicken Eye Test, AT ICE ) |1 KEEM ERABRIERITIE FREKEES
(Interagency Coordinating Committee on the Validation of Alternative Methods: ICCVAM) .
PR B E B R B ik 5 i £ # — (European Centre for the Validation of Alternative
Methods : ECVAM) & " B R EBR R &1L 5 i £ > & — (Japanese Center for the
Validation of Alternative Methods: JaCVAM) iZX) 2006 €E& 2010 £EIZE Sz 299,

7% %5 W 71 B ¥ #4848 (Organization for Economic Cooperation and Development: OECD) ©
X, ICE ##% 2009 #iZ UN GHS (United Nations Globally Harmonized System of
Classification and Labeling of Chemicals) X4y & C& B 0 BRI % & 5L E A\ T
BAMEFHET SNy T H T RO OECD 7 AN ARF 12438 (OECD TG438) :LTHARL.
EHIT 2013 FITIFAPAT Y7 HFHD UN GHS R4 TERIEHEDL LM E HDOILES WY
BFECRHI T 2RBRIEL L CRV AN I D ERIT o7 79,

KHAZ AL, WESI/Z OECD TG438 (ICE ) 122U T, {biER: - EEE S DL 4t
RIS DIC Heo T, RELRBEEASEIRVELDLOTHS,

1. BBREOHME
1-1. JRE

HE RV, BB A R B RS A I L LA UARIE D SR - V2B - 50y HTY
DELRBED BBEEEEL TR THD, AT BRNLERE I LI BESh
SRR AR EHER HD THY, ZOBRBITEHRELE SR TTEERDS, Li-dio
T, PERDIRR BRI IE T %% FAV - IR SR (Draize 1) G, ARE~D
BEBISHEOE A E BTV, ICE b, —UNMASREH U-BRICEBRYESREL . 70
R RRICALSABOEMSL L2 THY, Draize EERBREZ FIZESWTEEHED
IRAEMEZ AL TOBEEZ BNE,

ICE ¥ EICARICERINERO=TNALEHURREEAL, =7 NIREROES



TR AE TR « A 2EROKEAER in vitro CEBIRIMERL CERTARBEREFI L ThD, ABRiE
Tit. IRERICALABEO Y, ABER, ABEER OTAA LAV REEDEELTE
bR %, fARERE RIS B A4 L M RAT B - TR O ES R EL, BEND
240 451% FTOREFR LT LREE BN KD D, AIBIREIIHAT B ORI ZE L
PIREHD 240 5 ECIMELILAICERT S, 744 L A Yl BT HUT BRI TR
M5 30 HEDBIEREDOT AL LA R EL ML AICERT 5, SHEORRELEE
ORREEICLD IRRED LI TR [ HEELHEOITAND 4 BEECAHHEL, ZRb05E
RERPBE L THBRYE DIRRIEE I ETS 90,

1-2. RBRFNEROHIE
1-2-1. HEBRFIE
SN A AR T B AICIE. OECD TG 438 (ICE i5) 928845,

AR ER D ZEfiE

ZRBEIOXRRIEDREREEA T2, LR B TEZRSNWHEHO=UN (78 &
R T1.5~2.5kg) oEEME AF 15, BREBO=VNETIIERRE K TRESEIEE
- BICEE FICATLTEIR (18~25°C) TEMlT 5, BHHEIND LR Z ICEEGEERE
WCERBT A E CORBIIR/ABRICIAZ S GEE2FRELIA)  ABRICEEL S RWIDICHE
ZLCIRBEZ U3, BEREIZ2% (W) 713 LA Y A2 15EE T U TEBZIZAE
BAEATHREL, AEICEEN 2N L2 R BRER T 5, IKIZTZVF LA ABET oI R
BRAMBITIEREICII 7L AL AU REER TCARIBBEIC OV TEREL, Bl T55EIC
TER AL, TNENOSLL T THALLEHERTH (K2R VPRI 1ER), AIREBEIEN
CLARESRL % IRENDIRERAIEH L. AT L AR IRRE RS EET S, BICRREE
BEICEERTEBICREL. ARSEICERREKE 145 HIC3~4E £/2i30.1~0.15mLD
HE TG TS, ICEIRBELEBMNIZ32+1 5°COBEICHE TS, ICEEREEEICRELE
%I UNIRRT TR 8E (BIBRIE130.095mm) THRIENSRWZEETER T 5, SOICHIBRITERINER
EEE U ENEERH AV CABOESZAIE T, RERSUTOWThNORETHS
BAITIE, FRHOEFITEAM L2V IREKE AR D,

(i) INFLBAVERBERITH05EEZRD,

iy ABEEESSEFEZD,

(i) FOMOBEDIKENHD,

(iv) ABEOESNLL EOSEMEHETIREROEHEDL10%E T2,

A TOEMEE LI e AR LI, #145~605 B HE L, AREOESLEEZEE
L. BIt5Rs (BRR0) OfE REL TR T D, 74 LA et B IR B RO A ek
Do




XEPREEE

ERERETER

X1. ICERBRAEELIRKEER

S &R
0 |mamwn
2 2S5 FRE
3 IcEERpEES
4 KFEEE

BREAD

SEIBRIEK

Bk

WEEEREKIAT

BREREEES

=7 NUBBEK
HOREIERISKEERO

mexs

HEL LEEE A
15 | Famer-




BB EDOFEA

o [HLARE (B5R O) DIEZHIER., BoNICIRIREESR% ICE (EREEENOEVEL, AR
A EECRBINCIRERE K FICEEERYE. B BED) dRYER VB RY
HICBRET D,

o HiEDHE
BE., RROTEEATIN, FRPLELESIIERIEKEZRND, MOBEELHVD
ZEHLTEDN, FOHSITITEEL L THETICHAWAZEN TEE IR ETT DN
B, EHERLLT0.03mL ZAELLCAREH—ICBIIOICRE TS,

o [EEDHE
BIREZR DITILSALALIE, HDV VTR TR L CEA 45, EHEEL1T0.03g /3
BLLTABAH—ICBYIOIRETA, ,

o WERWEIZ10MERREEL. EROAEBAEKN 20mL TIRERZSEH L%, IREKEESE
ICE {EREEEBICRE T 5, HROEVABEIIZ > TOAEEITBMDBEETIZEMN
TED, —fRICHEEFICAWAEEREKOBIIEE TR HRYENARICHTEL T
BoTWONFBETLHZLEBEETHD,

xtBRWE

REAT LR B E SRR R E . R OB B E2RRFCRBR T3,

ICE ETHRERGANIEGEHBRMELL TRBRETIES. SEEHAZRERMRBILT
s,

FRUCIBREEZHEBRMELL CTRBEITORA . BOIVIRERPBEEAWDLZETEL LIS
A ELICBETILD TR WI 2R T2 HRICAWAEELER B EEL T
3,

RBTLICEE RDEL RIRHICRBRL . BRI AEESNDE LR TS,

BT BRI E DBIL L R IEORRMBE 2R T DE AT 0%EEEH D\ 5% E L~
VN a=Y LRLY, BREOERWEERRT HHAITKEBIE T MY AHB AT L
B,

Ny F—oYEIL HFEOLFEYE EIITEE S SRR T HRMOGEE ORRRIEME.
7 IR R e T ORI P BER R M B DA R BRI 2 BT A L TER TS
%,

BB B ELOEBICANLNE T — Y EILL T OEHEmICTHDTHD,
(YEEHETRIC— B R MEEERH DL, (M EFEER OBESEBRYEITELEL ThaZ e,
(iR AR THB L, (VEEDIRRIEIERICE A7 — 45557 8, (v)
AR N EELVEENICHB L (BB RIEA TEAIEE) 2R TEEMO T — #5355
Zk, ThHB,
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PR B QA BEEXR CQABIREIC DWW TR E IR E T 281 (R 0). BE
% DYEHFALEN D 30, 75, 120, 180, K UF 240 45344 (£5 43) FNENOR A CRIEEITS, HIE
FHEERQ@7 AL AV RABEIZONTIL, BEROESLENDS 30 SHRICHIEEZTT, U
TR R ORI 5 43 B IO,

@® AEfEX (Corneal swelling)

JeFHIEE E (Optical Pachymeter) 238 L /- MBUITBEMEL AV TABEOEXZHEIEL
(%1) | & DIREROABRE DL REUTOHERIC LV RD S, WHRWE. Bt (B
*f R B CBHEST R E O A RABRBEOEITFIRER (n23) »oBLh-EOFEHEE L
TET,

FREREItC B A ABEOE & —RFR0C 81T 2 AEDE éjxmo
EFEOIC BT 2 ABEOEX

*1 AKE % Haag-Streit BPOOO MIBRAT BEMESIZI Y i) 7= EREEEB 0. 1 2BV TR Y » MERE
9% (0.095mm) TRIEL/L XICBY AEEAR a7 HEATES, R v MNEOBRERELN
IR O AR ER RS RS - L ICEET 5,

FRRTHELNED ) bRmEL & & THAREELE (%) ELTRAL. R 1 10T
ICE /52 1 ~NIZ5 BT 5.

®1. AERCETDICE/T7RA5HE
B Y AR ZE{LER (%) %2 ICEZZ =
0-5
6-12
13-18 (75531 1@1%)
13-18 (7545 LAN)
19-26
27-32(755 RB1%)
27-32 (755y LLA)
3248
X2 BEBATEONEHABEELLEOT TREE

288 |8"-

© A&[FHE (Corneal opacity)

BIEOBHEE LIS 2V CRBTEMSEE iV CEML . ARBBORELR2—11C
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0.5 T T RIRE
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2 AR DRI R ST TEAD, I ORI T AN R
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4 TEIREL, ICEHLFE R TERW

F2—-2. AERBEICETHICEZFRAGHE

BE A IR B A X3 ICEZZ A
1 0.0-05 I
0.6-1.5 J i
1625 i
2.6-4.0 v

X3 LS CEON-THABERBBEDT CORSE

@ 7L AL &A1Y B (Fluorescein retention)

ERUTEEMEL BT LB R EEZTML, R 3—1 IV 0~3DFR(A=7)T
BRATD, WRWE . Btk (B St BME R OB R EORRBRHEOEIL SR (n23)
AHELNIHEOFEHEE LTERT, K, FATAA VB REEICESERREGD
ICE 75 A% % 3—2 129V [ ~NVITHET 5,

#£3—1. TlFL A YRR
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E3-2. INFALEAYEAEICEETS ICE 7524558

YTV A LAY BE ¥4 ICEZZ =

' 0-05 ' I

0.6-1.5 i
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26-3.0 \'2
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1-2-2. HIE:

BIEFGEEOABEER, QAKERE, RUQT7 LA LB REEDEENLELI-F
NEND ICE 77 AGEDRERERE LU TR DL EETTY, LT OSE Il &R ]
THOHLEMTES,

IFEEOBIFEME R IZE T3 ICE 7R TR T I Thot-igd
SEEOHEFMERBIZETAICEZZADY S 2IHB AN 1 THY, 1 HENR L ThHo/-E4

1-3. BB ER LOBE R
1-3-1. RREBICBITIEBREROEEFHR

AR IC OV T, Fif U NREREAF CELIEBMLETHS, 28, Firlci ks
KT ORBIER T, ICE 0 E RERRYES EALBEDOR LIcBSn s,

1-3-2. FEREESI ST DV T

FBRRRAL SRR, Fate (WD) st R E 0SSR E . BRME R BB E DSt L M B S h A i
BRONTGETHD, BB E I BRI HI EOKEEIL TOL B THhD, D3 &
BOFMMEE DHH072<Eb 2B D ICE 7F7ARN, @30 53 % DA BIBBEN 2 BB ET
UL @QWThoRATHAREBEN 2 IRKU LTS . @1 IREKU LT EEDBEEDHEG
1t



2. ARBRIEOEAFEICHETIBRER

1) ARBIETHEREZIML., | HESNSE L, FEHIEREME THOLRR TE
é 11)D

2) NTEEZIMUI-EER, EREEEHEENRNT5E T, LTOFIETRE ST

BRI OFAATIZ LA TES,

D EpESRRSEEN EOBE CHELZER THRREZITV., HIESEREETH-
AT, TORETIHENMMETHEEERTES T,

@ EHORFESEEL LR EICHMLUER CREREZITV. HIEN BRI T4
VEA L, B EIE A AV TEREL  HIE A BRI Tho T B A T, AR R
MTHALRERLTHLW, Fio, BEHIBEEL =R F v — PR EDHEXFEMmEITIZE
L TEB,

3) ARBREDOBBIERIIRH 33%LHESN TS 1Y, ZOTDAHERIEOR R b EHNKE

ThBLHETTEARE SO REE I L T EHE LIRS R 5 0L TES,
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£ DAt BEEE 1

ICEH# D E RE R E
CEDE CASEE | 4488 WEKRE | In vivoTORS? | ICECORS”
EE~S P La=T A (5%) | 8001-54-5 | A= AMLAWE ik X431 K41
Benzalkonium chloride (5%) Onium compound Liquid Category 1 Category 1
TN ~F 55-56-1 TV, TIVVE B K431 K41
Chlorhexidine i Amine, Amidine Solid Category 1 Category 1
RS AN B B 2743-38-6 | ANGRVEEEE, AT B X431 K51
Dibenzoyl-L- tartaric acid Y| Solid Category 1 Category 1
Carboxylic acid, Ester
AIFS = 288-32-4 ~Tat A7)y I8 B X451 X431
Imidazole Heterocyclic Solid Category 1 Category 1
M7 oaEEEE(30%) 76-03-9 AR B s X471 X451
Trichloroacetic acid (30%) Carboxylic acid Liquid Category 1 Category 1
2,6-Uruna~ry A gall | 4659-45-4 | TUANTANER etk K532A° KAt
Dichlorobenzoyl chloride Acyl halide Liquid Category 2A
BB E= A 6484-522 | mikiE Bt X4532B° RoARa
Ammonium nitrate Inorganic salt Solid Category 2B
TF L2 AF VT E NEEBE 609-14-3 | yho g, =T | ik X5y2B° KA
Ethyl-2-methylacetoacetate Ketone, Ester Liquid Category 2B
PAFNANFHX K (DMSO) | 67-68-5 FHELLED L% X534t X 7réh
Dimethyl sulfoxide Organic sulphur Liquid Not Classified Not Classified
compound
7)Ea—n 56-81-5 Tha—L 4R & X435t Koo+
Glycerol Alcohol . Liquid Not Classified Not Classified
AFATasl R 96-37-7 BAbKEE (BRIK) 2273 X4 X534t
Methylcyclopentane ) .| Hydrocarbon (cyclo) Liquid Not Classified Not Classified
n=F Y 110-54-3 BRAbK 3 (B44K) ki X5k K535k
n-Hexane Hydrocarbon (acylic) Liquid Not Classified Not Classified
rNTEF 102-76-1 fEE ik X4 Xarst
Triacetin Lipid Liquid Not Classified Not Classified

M=% : CAS %5 :Chemical Abstracts Service Registry Number (CASRN)

! National Library of Medicine Medical Subject Headings (MeSH) 4%
(http/Awww.nim.nih.gov/mesh) Iz &-3& R LS EAFT — A AV TENENOHERME 2L

FHSEERN U T,

% in vivo rabbit eye test (OECD TG 405)D#5 RI-E 3% UN GHSIZHE>TH T,
} ICEIC LA HEDRE RICE- 3% UN GHSIZfE-TER,
Y ICEEIC LT ADM LA DR TUN GHSIZ AR A TR A TR RS IMCE LS LB S, KR

B &L,

® 2A F71iX 2B DRSS OVTIE, GHS BEDHRRICLS, in vivo REATIE 3 TOBWE A\ 5,
X453 2A D3RI T BB 3EDHE 1 I CORSERDH T 3 EDIH 2 L TCORIGEAR
BD0NCED, 1 EOEMMIZBW T, BERMUAOEE T 7 HEIVANCAZ TR 0 A0 EIEE R
T 7 B BICSERICERLRC 1 EOBMICBIL TL. 7 H BORERMA=TA 1 ThY, 10 B

BETIRZELIZEE TS,
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