EREFEEEI1I6E3IE
TRk 27 % 11 H 16 B

B ENREEEER (B & B

BEAGBEAER - EEEAREFEETERER
(& B & B’

TERFIMERBRAEIE L LTO=1 b fHEEERE B\ 7 IR R S Bk
(ICE) Z{t#td - EXRTAROLEMITMIIETEEDOHA F LR ic
DN

ARRIBERAERIT, U ¥ &2 AV Io QEIRRIEME, BB %2532 Draize R ZhE T
AVONTWETE, ZNIZRLARBETHS (=0 F U BHIREKZ BV 7= IR
Bk (Isolated Chicken Eye Test : ICE) ] #8. 38EEDIRBINEMED & EAIEMEOWME 2 RE
+HRBIEL LTOECD 7R A KA1 438 L LTHERINTOET,

S, ICE #HEIiCoW T, bl - EEFAROZEMTFMICHATHIcY2 0, BER
BEREZ, IROLBOFTAZ AL LTRDELDELEZOT, BETHHREL ICR
LTCRMABEVLET,



VeIRGS

RAIBAERBR AR R L L Co=T Mg HH IR ERE A - AR 3R BR 75 (ICE) %
{EbEdn - ERES GO L2MFEMICE T DO DOHAF R

ARBEME T, SR E 2 RIS E M T 2L IC VAR U DRI D R - V2 HE - 45 . hT 3%
DEALRLANEDIBBEZIIRL TR THY . IRFNEMEREBRITC M ERME 4 HIEICE AL
TG EIWELAEER. HDAVERBoTIRICAN B AICAULRFEE, ITE . ROAEIC KT 51E
ExTRITHDICEESIND,

= FEARS dn DRUERRSEAGR B R QYL S A M E TR i, 163k, Uy % A=At
AR B B &% (Acute Eye Irritation/Corrosion) #5FHi 4% Draize 1& " (OECD TR AR
Z42/ 405(0ECD TG 405): L T 1981 HEIZIRIREN, FORBER OEHINTNB 2 )AL
bR TETR,

— 77 IR MERRBRICRE 5 in vitro RERIETHA =T N HIRBKA AV - IR B
(Isolated Chicken Eye Test, LAF ICE &) 1K ESM ERRBIERITESTFRIERKERS
(Interagency Coordinating Committee on the Validation of Alternative Methods:ICCVAM) .
RR PN Bh 4 FEBR X B LR 22 # — (European Centre for the Validation of Alternative
Methods : ECVAM) Xk U H A B ¥ EER R 2 1L 57 i &> 4 — (Japanese Center for the
Validation of Alternative Methods: JaCVAM) (ZX» 2006 4E& 2010 25Tl X 417 9499,

% 5 15 /7 BH 3514 (Organization for Economic Cooperation and Development: OECD)
X, ICE k% 2009 |- UN GHS (United Nations Globally Harmonized System of
Classification and Labeling of Chemicals) X4y -C#& B D IR 24+ AL 22ME 5 B\ T
BEWMEFTMT 2T H 5D OECD 7 AT AR T A 438 (OECD TG438) EUTEIRL,
E6IT 2013 FITIFIHRPLT YT HRD UN GHS K4 TEREMED L FMEHA ITES YD
B TR ARRIELL CRT AR T D EEFT -7 ),

ATAL AL, HESHL7- OECD TG438 (ICE 1K) 122\ T, AbHER - BRI D 2o Stk
FRCR A T DI eo T MEREERAETRVEED LD THD,

1. ABRIEOHE
1-1. JR#H

ARFNEIE L, R EH RICE S LIV AU AREIEDRIR - T8 - 45 T
DEALRPAEDRBREFELEIEL T IR THD, ARIBROARFSEICLRESICRESH
DIRFEAAMOLHFE D TEY, ZOBRBIIRNEEL S| BT RSN H D, Li-ii-
T, PERDBRAIBMEREREEAM A TH AU 5% A IRBI R 5k (Draize &) Cit, AlE~D
REBICFHADEAZIBUTND, ICE IEL, =TRSO HUIRERICHSRMERREL . 70
fER. IRERICECAABROE M2 LS 2 THY, Draize #EERERE X FICESWNTE2ME D
IRAE AL QO BEEZ N5,

ICE #ETHICEBICEBRSINZEHO=U N LERKEZHEEL, =V NIREKOIE %



PREE BRI A (LRI RE R in vitro THEHIFHERL CHER T8 ERET L Thd, ARBRIA
T, RERICAELAAEDO TS, AEER, AEEER CTVA L REEDEELTE
b5, ABIERIIEOEE L EE L MET M TAEOESZREL, BEID
240 % FETORBEIL (LR ERBENIKD B, A IREEEL MR AT EMEE - TR L
FIRTEHND 240 D FCREMUSERICEBR TS, 7 AL A Bt B TR AT BRIRERIC CIREE
15 30 HEDOABREDOTNAL A rEELZFFMLUTTRICER TS, FHBOREZEE
DOFREIZEY, RO FHLIFNI TR T ORBIEV T TAND 4 B FEICHTEL ., £NbD SR
EREREL THEBRIE OBRAIMMEL K E45 919,

1-2. AERFNE e O E
1-2-1, RERFIE
SN A ARERT AT, OECD TG 438 (ICE i) 9% 543,

AR Bk D ¥E (i

B RBREC S RKIRIMEDOIREREFE A T5, FICEMA B TRERESIIZERO=UN (THEE
FREET1.5~2.5kg) LA A AT T2, BEEO-UNERITERSE K CRBES K
e FICEE BICANTERIR (18~25°C) TERT S, SEEEIN . & iRBk Z ICEIE R 18
[CERET D E TOBMIIR/RICIZ D (BE2RFFLURN) , ARICEGEEZ 5270 IocE
ZLCIRBA U5, AEREIZ2% (W) 7V LA F R L2215 T L TEEICE
BAEKCHEL, ARICEEN W I 2R RHRT D, RICTNVA VA B EITo12R
K& MR TBRREEIC L T VAL B A BB E R OB BIRBEIC OV TREL, B3 571k
VAL, TNEN05L T THALLZHER T2 (R2— 1R VRIS R), AIRBEGIHE
TEERERLIE ., BESSIRREHL, AT L AR IRRE LRI EET 2, BICRREE
BE|ICEMERAELERBICREL, ARSMICAEREIEKE 145 MIZ3~4fE2120.1~0.15mLD
TECHIET D, ICEIERALEBANIL32+1.5°COREICHE TS, ICEEREEBICRELE
T B OB AT BEA%SE (RIBRIE130.095mm) TIREN 2V I LA HERR T3, SOICHIPR TR
ICEEE U RREE R 2BV CABEDBEZERIE T2, IRERALLTOWTINDRETHS
BAITI, TNOOBEHITIEAL 2V IREKE T D,

()  TNFLEBAGREERTTH0.5EEBZD,

(i) AIEREBN0SEEBZD,

(iiy ZFoOtOBEDIKEIHD,

(iv) AIEOESHL EORMEERT-TIREKD EEMED+10%% R T 2,

A TOEMERI LI L2 R L%, $945~600 B Eh b, BBEOESLHEBZAIE
L. BAAAR (FERA0) DfE R EL TR T B, T/ A LA Ye e B (X AR BRI IR O A Rk
Do
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W SR E o

o [HIARE (BRR 0) DIEAHIESR., H-PICIRERE £ 884 ICE IEREIRENOIEL, AlE
A ERERICADICIBEREKCICEESERYE. B (B xRYE R UG R
HIgEET D,

® EEDEGE
BE. RROEEFEA TN, FRPLELEEIERREKRERVD, tMOBEEZRVS
TEHTEAN, FORAIINIBEHEL CEUNCA VWA ZEN TELN S I RET T 5L EN
0D, EHERLLT0.03mL ZABLL TAEEZY—ICBISOITRET D,

o [FERDEAE
AIEE/ R DITRLEAL ke, HAVITEH S TH<IHL CEA T 5, IR%E&L1T0.03g = H
BLLTARES—IZBIOIRET D, '

e WRWMHEIC10DEREL, IROEBEAE AL 20mL TIREKZBLELI-% . IREKE E%
ICE {ERA KRB ICHREBETH, HRMENARITEZ > TODEE ITIT BT ZITI Z LM
TED, —HRICEEFICAVAAEBR AR AKDBEITEETIIRL HRME BN ABIEICfTE LT
BoTWANEBETIZLPEETHD,

xtRHE

RERT LIt B E TSR E | R OB R E 2 REFZEAER 5,

ICE #ETIIREHDOITEBEZHBRYELL CGRREZITOIGE . AEEE KA RERRELT
Ava, ,

FRUZR A2 HERHELL TRBREITHHE . BONRRPBELAVDSZETELD IS
BAZLICERTHL DO TIIRWI LR T 5720 FRICA WD A B EEL T
vz,

SRER T LB MR B E L RIRHCRBRL T, WERUSAFESNOT LR T D,

et R O F L U IR O W E 2 R T 555 6101 10%HEEEH DU TS %I L~
A=Y LRHY, BAEROERDE R T D5 G IIKEE LT MY AHDVEIAIZY —
D,

NUF WL BEDICEME EIRGR T T AR T DRI O E O IR B,
F7- RIS AR E OFEF NI H DIR RN E O FRRIE A G5 ETAA TS
D

B BRI E L OB RV BNAE T — B II LT DEGERIZTHD THD,
(BRI — B R MEEEBHAZL, (i hEEE R CBRES BRI E IRLUL TV IE,
(i) RS LR BRI TH BT L, (V)BERDIRFIBIERICRE 57 — 13552 L, (v)
AR BN B ELWEEENICH DI E (MR R EIER TEDILE) - T T — 25305
&, ThHD,
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I SPATE B (D S K & OOA BIRBIC S\ \ ISR E R E 58 (50 0) . IRE
% DPEEALED D 30, 75, 120, 180, K TN 240 5374 (25 4) T B0 A CHIER1TY, BE
SHAIE B @7 LA LA L BB BT DU THE, IRBS DU LE DD 30 HRICRIERT, U
FICHIE R 0S4 1% S B R,

@ fREAE K (Comneal swelling)

JeFAYE B EF (Optical Pachymeter) %457 U7 B AT B EEZ AW CAIRDOESZRIEL
(%1) ., {8« DRHKOAMEDOENEEZ LT OHERICL VRO B, RWE, it (5
xt FRE R OB IER B E OB RBBEOMEIZAREK (n23) o/ oNEOEHMHEE L
TR,

[H%Erﬂitn:ﬁ VB EEOE X —EEoZB T 2 AEOE S

RO B I & }wo

%1 AIEE % Haag-Streit BPOOO HIBRAT BAMERICER 0 M) 7= RERIEEB o 1 #AWVWTAR Y v MERE
E9% (0.095mm) TRIE L LEIZRYABRBERA = THEATES, 2 v MEORENRAEN
IETHBUTEEMSE O AR ER-R RN RL D Z LICEET B,

ZEERTHELNEED D bEAEE RS FHABEEEILER (%) ELTRAL & 1 12-T
ICE 752 I ~IVIZ4H a5,

1. AERICETDOICE /Z7R5R

EETFHABEEE(LE (%) %2 ICEZF R

0-5

6-12
13-18 (755 #Ri@tk)
13-18 (754 LLPS)

19-26
27-32 (7557 #21814)
27-32 (7555 LARY)

3218
X2 EEATELN-EHABELLROF THBIE

J1288E|= 8|~

@ f IR (Corneal opacity)

AIRDORLIEBLIZE T OV CHIBRIT B EE S AV CRHEL . AERBORELF 21
TV 0~4 OFFER (RaT) THRAT D, HERWE. Bttt (FE) TRYER OB R E o
B RBRBEOMEILAREK (n23) OB/ ONIEOFEHMEE L THRYT, K, EHAEREE
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0.5 T HVRIRE
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2 AFER OIS A A S IZHA TEAHI, ML OMER LT AN R
3 DRDIRBL TILREOMEE KA TE2V A BILOREZZITNAICTHIBITED
4 SRICREL, ILELBER TERW

F2—2. ABRKRBEIZETDICEITA5GH

B ) IR IR EE K3 ICEZ T A
0.0-0.5 I
0.6-1.5 if
16-2.5 i}
26-4.0 v

X3 BREATHELNFHARBREEOT CORRIE

@ 7F LA Bt (Fluorescein retention)

BT ERSEE RV TIAA LAV REELZFHHEL, R 3— 11206V 0~3 DFER (R=7) T
BAT5, HBRME . B (AL < RYE R OB B E O £ B OEIZEIRR (n=3)
DEBLNIEOFEHEE LTET, RIZ, FHTALA VBV REEICESERRIEGD
ICE 77 A% % 3—2 1276 [ ~VIZH T D,

#£3—1. TAFL A RBEE

iy BEFTR
0 TNF VA GBEERDIRN
0.5 T ED SR EBFEDLND
1 ABEOLEBRDO DL AITHET D REEPRDLND
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F®3I3—2. TINFLEAYEEICE TS ICE 772458

W TNA LAY BE X4 ICEZS &
0-0.5 I
0.6-1.5 I
1.6-2.5 i}
2.6-3.0 v
X4 WBRWE. B (B HRDERUBMER RS EORELENS 30 HEOTHT AL EA

VRERE

TEHEZ (oo 22
BREFHEEDBEINTEA/I. TNETE T2, FEFHE(LICAE EEMAD 1F
F), EROTERE (L), AEREOE ), BEREICK TR ED {15 15155,

1-2-2. H|7E:

BIETEEEDEEER. OREES. RUGTAFL EAr R EDRENLEBLN-F
NENRD ICE /T A EDERERA L CIRRIBEME DRI EEITS, LU F OB T EREE: ]
THBEERTED,

3EHEOREFNMER IZ TS ICE V5ANT T I Thol-B4e
SEFEDORNEFMEBICETBICEIZADY L 2IEAN I THY MBEENL Thot-igd

1-3. REREM_EDEE A
1-3-1. RREMICBTOEEEHEROCEEFE

AR IS OV T, FTfFR =T NRREAF CTELIENLETHD, 2B, F-iciBRs
4 HRBRAERR Tid, ICE IR0 B REREMESLTEAUBEDR FItBnsZ L,

1-3-2. REBRARSLEMIZ OV T

FRBRALSL AV, Bt (BE) ot FRA T 03 MERUTBME | (Bt PRI E DS IE L I E S A RS B
BFONTHE THD, BB EICB TR EOEETILU T OLBY THE, D3 &
BEOFHE B DOH7K b 2 THB D ICE 752NN, @30 4% DA EREE 2 BRELL LT
3UE. QWNTHOERATHABIRBREN 2 RERLLET4 @1 REU LT EROEENEE
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2. ARBRIEOERFEICETIHER

1) ARBRIECEEEZTML . EAMMELH ESN-HEE. FRHIEREE ChoLEHR T
5 11)o

2) NTEBZFEL-RER., BB ESNAR T HE Th, U TOFIECRBE L

IR DM EATHZ LI TED,

O FERlzBuAER A ME L EOBE TR UER TRREZITV., HIERERIBME CTho
TR A, TOME TIXEREME ThILRERTESD 1,

@ JEBO BUHIE AR LA Y B IS 7 BRI CRBRE ATV HIE A SRR T
VBT, B RIAE AV TEREL , K E BRI Ch o B A I, B A e
HEThHEERRLTHI, Tz, ERHCBE L~ F v — s B L Ol 1T 2 &
HTEB, ‘

3) ARBREOBEMRITH 33%LMESN TS 19, 207 ARBRIEDRE b bR

ThHHLUIT CERNME A ORBRIEIC L2 M2 E M LIRRIBIE A M 52 L0 TXB,
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=N IRERE A= BR R 4B (ICE 5: Isolated Chicken Eye Test) DEEfis
HEE, JaCVAM &, ¥k 21 (2009 4)12 A 17 B, ERK 23 (2011 )4 B 20
HE

10) IR BB EOEMESEREE 2013 45T OECD TG438 =URJIRERA A - IR#|

114 38% (ICE #%: Isolated Chicken Eye Test) . JaCVAM FEli&#% . YERK 26 4E (2014 &) 10
H 28 H

1) IRFEMESBE, BRI AOBERTEARRFICRTIRLMEICET2EROHY H iR
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ICE£D B RERERME
{bFw'E CASES SHE WHEEPREE | InvivoTDR A | ICETCHOR S
b~ a=r A (5%) 8001-54-5 | A=v AMtEWiR wix X531 X431
Benzalkonium chloride (5%) Onium compound Liquid Category 1 Category 1
A=VIZaS S 55-56-1 TV TIVVE 5% X431 X451
Chiorhexidine Amine, Amidine Solid Category 1 Category 1
PR AN LB R 2743-38-6 | ANARUEEE, =27 | B X431 X431
Dibenzoyl-L- tartaric acid VR Solid Category 1 Category 1
Carboxylic acid, Ester
AIF - 288-32-4 ~TatA7)y 7R & & X451 X431
Imidazole Heterocyclic Solid Category 1 Category 1
M7 aafEEEE(30%) 76-03-9 HNR R R K431 X451
Trichloroacetic acid (30%) Carboxylic acid Liquid Category 1 Category 1
26-Uroa~ VAN ralR | 4659-45-4 | TLLANSAREE R X4y2A° X4y <Ay
Dichlorobenzoy! chloride Acyl halide Liquid Category 2A
7 A =ty 6484-52-2 | EEE & X 452B° X 4y A< wrt
Ammonium nitrate inorganic salt Solid Category 2B
TFN-2-ATF N T NEEEE 609-14-3 AR, TATAER it 3% X 452B° X4y A
Ethyl-2-methylacetoacetate Ketone, Ester Liquid Category 2B
PAFNANFF R (DMSO) | 67-68-5 BRELALE D i X454t X554+
Dimethyl sulfoxide Organic sulphur Liquid Not Classified Not Classified
compound
Zyra—/ 56-81-5 Toa— LR R X454 X 454
Glycerol Alcohol Liquid Not Classified Not Classified
AFN TR T 96-37-7 RALAK SR (BRAK) iz X534t X435t
Methylcyclopentane Hydrocarbon (cyclo) Liquid Not Classified Not Classified
n-~FH 110-54-3 BRAEAK SR (844K) ’ix X534+ X534k
n-Hexane Hydrocarbon (acylic) | Liquid Not Classified Not Classified
NTEF 102-76-1 BE wix X554t X535t
Triacetin Lipid Liquid Not Classified Not Classified

i 5% CAS &% :Chemical Abstracts Service Registry Number (CASRN)

' National Library of Medicine Medical Subject Headings (MeSH) 4331
(http//www.nIm.nih.gov/mesh)iZZS& | BERMRSBEAX — LAV TENEFROHRYE 124l

FRSTREE S T,

2 in vivo rabbit eye test (OECD TG 405)DiE BRIz 3%, UN GHSIZ it~ THE R,
P ICEHEIC LA HEDRERICESX, UN GHSICHE-»TE T,
Y ICEEIC L BEE A DM LA HE TUN GHSIZ LB KA TR AT RE A IMI LY LA EE . KR

ALz,

¥ 2A 721 2B DEAEHOWVTIE, GHS EHEDMEIRICLS, in vivo SRR TIE 3 Lo B % FH L5,
K5 2A DHEITIZ 7 A BIZ3EDIS 1 [ETORIGERDH, £2iL 3 ILDSE 2 [LTHOREER
DMITLED, 1 TEDEPIZHB W T, FEREFMLUSOEE T 7 B BXVENCRAI T 0 LehEELR T
9.7 B EICERICEELRN 1 EOBMICBEL T, 7 HEDORERLAZ72 1 THY. 10 B

HETIZ5E

ICEIE T2,
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