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IX. §0]4 <]

1. B84 (Accuracy) : AAAIe} Faxo] AR A AY 3ol thg 7 HEeln

4B (relevance) 9] 3+ Zwolt} A &) =

“U X4 (concordance)"d} 2 oJu|Z AT}

2. 71 E & (Benchmark substance) : ©] 282 A|FEZH] Hluw 7|FOE AL}
=] [e]

= 7L7‘qo]: g Ao 1—4.331} 2. (i) ¥H39

N
N
E
m&

X,
— F
>
_YE
i‘l
Lo
Zi
Jm
i
fol
L
i
_>|i
fru
=
of
M
=
1:01'
)

ot

] A% 2] (Bottom-up approach) : HAS v A bEAES {FESHA e
o thgk GAZA H. o] FIWHE WA
s

ASAN) S AYFE QoY ALh
5

aia o

(r 29 o

M g
0

i

Ztek(Cornea) : A9} T3S Y U3, WS

Mo &

5. Zr%+ & 8 & (Corneal opacity) : AlFEZo 9t ztute] BEE7Y
z =

ot £44RE e, v EuE

7t
= = H
1}, opcaitometer$} & 7| FE o] &3le] AR ow A
7t

o X X

} %3 % (Corneal permeability) : Z7}¢
2 Au3s FHete 7oA =

s }EIL(Eye irritation) : ¢t W AlPREA FE F Ueue HIlEA 43 &
21 o]l 3Fj&Fo] "G “Foll PAE= 719E I =
oz AEEn

8. $1= 4 & (False negative rate) : 542 AFH= EE FHEZY v &
5]

12

A 3

o o N

9. 9] %4 & (False positive rate) : FH o= A &
10. #3) A (Hazard) : &2 o] A4, "gﬂhﬂ T 5—7‘3 AT =2 o, Al

F= o1 7k Aol e =4 B AR

O
ok
@,
a
=
)
2
o
e
Y,
2
J{m
oX

-~

11. ¢t¥ =& X 4= (In Vitro Irritancy Score, IVIS) : BCOP Al @l Al&5+ ¥4, 7}
HA oA EE H TR} BT ke o] Fd 9sle] 9] in vitro HS
2 2EEY. IVIS= Hd EEHE + (15 x Hi F34E)

12. &9l "X = H7}9 A< 4 (lrreversible effects on the eye) : “A 3t =43}

L
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13. E3E A Mixture) : A= W32 e 2714 o] 242 FAHE EHE4d =
£ 440

14. Sl =T (Negative control) : AlF 9 E& FAHALAE X33t HAHE HIA
2. Sui7h Al mAl= FEFS LotE7] Hs) AHEETh

15. v & F (Not classified) : FA=(UN GHS Category 2, 2A, ¥+ 2B) = A% <t
+%(UN GHS Category 1)°0.2 #7F5A %< 3}st=2. “UN GHS No Category” 9
oo} upAto] ARg- 4= QlTh,

16. Opacitometer : Zt7-S Fyste Wo ARE SHFoZH “ZAute] EEHE"E
S8kt AREske 71T

17. ¥t Z T (Positive control) : A @S E& 3l

E3tal 4R 2242 ARG I At wE v A=E BUEehr] As) ARE-ghh

t

18. &l "X = 793 <93 (Reversible effects on the eye) : “<HA}="3 Far

19. A 24 (Reliability) : L3 A|AWHO g2 WHEsto] A|PetAS of <

e AdddA AlY 23S AAE 5 A= A= ARAge A2 W, 284 T

& 4 (reproducibility) .2 3 7} ¥t}

20. A%t k& (Serious eye damage) : P SHC AFEE HE F 21 oo

EHA Fe d=2F & T AHY A4 Y E&4eg, ol nA= By

2 948”3} “UN GHS Category 17 o] 9} upito] ALg8 4 it}

21. A - &vl o= (Solventpehicle control) : &1 - A T A FAY =
ps

[€)
%qu AuEde zmom WE g RFA =
o

o

22. B Y E 2 (Substance) : HAHHL B AolAAY e AAMHE A& 35 Y
Z2E (elements)} ©]E9] 3}3HE (compound). AFES] AHAHS FAAZI=H Bash
RE H7HASE At AN frHlEte BE BEES X9 2y oH 20 o}
Aoy O 4o WHilel d¥Fs FA ¥
3. AlA A A (Surfactant) : A HAZ G BEAZA AF o TH FHL FFo] A
A e uA7E 53 £ Q== 3.

Fl

o,

N

E{H

24, AAEAPA X3 EFE(Surfactant-containing mixture) : ¥ A oAM=
>5%9] TEE sty o] 4 ARG PAE 2T EFES AT
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25. 334 HIW 4 (Top-down approach) : 4sH Ad&EAAS FHE Aoz FAHHE
stotz 2ol ik 9AZ FaH. o] AIS AT dESS TEdste =2 (Y4
Wg)s Aste Ao=HY AlAdTh
26. A @E A (Test chemical) : A @A Hrle e FFEA(GLELD = E4E
).
27. @A A Al A= (Tiered testing strategy) : AlZ =2 g 7|&Y BE JRE
54 A0 w2t HEs = A AR ds AR Jysr] Ho fd &R
£ 2437 A% TS ARV JeTtE 4 GAEE JHSAE Fol HESH JF
0] A=Y A 7heAdd Hg 2ol 7| ARE ZAR o|Foud F714
A Aol BasA= Foh AFERY A= ZheAd dE BERE 7€ A8E 27
2 24T F gled, dE 4ES ¢S WA L9 sEAIH ol FPHo|oF T

28. UN GHS (United Nations Globally Harmonized System of Classification and
Labelling of Chemicals) : =24, R714, 8744 AFAHY FF L £TsE FFol o
2 SABARVYEL Bt BP9 PRAAL, pictogram, TAH, Aol B A}
, S AR, SHHARA SOl 2% $AS Fol 8849 fa guE Ao,

22, $54, 204, SFAAA 5T BEE Bastug AAE AAe]

Lx s
E
lzl
ow
jN

30. UN GHS Category 2 : “<tA}="3 11

31. UN GHS No Category : UN GHS Category 1 =& 2Q2A X 2B)Z /A
%= 3}stE-Z. “Not Classified” & Bv}4Lo] AFES 4= 3t}

# A3 (Validated test method) : &

Y& BB AR PEATE v A9

33. A9 7} X (Weight-of-evidence) : A8 &

@air] 98l BEEE G Anso :@}@A 7} o}
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E 1 AS eSS fdste dstEE A ulgk BCOP 95 58 [UN GHS/ EU
CLP Cat 1 vs Not Cat 1 (Cat2 + No Cat); US EPA Cat 1 vs Not Cat (Catll +
Catlll + Cat IV)]
24| 4 vl shed Solz Sl
(= % T % T % T % T % T
UN GHS
191 | 7853 | 150/191 | 8615 | 56/65 | 138 | 9/65 | 7460 | H4/126 | 2540 | 32/126
EU CLP
US EPA 190 | 7895 | 150/190 | 8.71 | 54/63 | 1429 | 9/63 | 7559 | %/127 | 2441 | 31/127

E 2 &S

BCOP ¢ =

e Q8 dedor BRYA
[UN GHS/EU CLP No Cat vs Not

EPA Cat IV vs Not Cat IV (Cat I + Cat II + Cat III)]

sl .

L
9

o}y
5 T

stet=2dmA=) R o

3

T

No Cat (Cat 1 + Cat 2); US

2a| A wizke EE Sole A%
BRAA | )

@ % F % | F || F%e | F | % | F
UN GHS

196 | 6888 | 135/1% | 100 |107/107 | O |0/107 | 3146 | 28/89 | 6854 | 61/89
EU CLP
US EPA | 190 | 8211 | 156/10 | B15 | 136/46 | 685 |10/146 | 4545 | 20/44 | 5455 | 24/44
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5 2. BCOP A @Y w4 AT Ald=4

BCOP Al&-& Alatstrlol b 3 19 1370 =& W =9 A =

A Bt sdxE dFslor stk o] EAEL EVE o83 HHTAI(TG
405" Azte} UN GHS #7F A7 (Categories 1, 2A, 2B, & Not C

o2 ol tidk Rl WSS UEh] HAstd AFHAG (TG 4057, 444
o2 FE& F Ave 7F54, in vivo AE FF, BCOP AlFH oA L2 in vitro A& 9]
friol wet dAsAh (e kgew AP} (ICCVAMS] BCOP A9H <A AEE
ct.

RYCIEERET)

ok
>
30, X

¥ 1. BCOP A gH %#HS 93 AgE2

. Chemical Physical In Vivo BCOP
Chemical | CASRN 1 e o .
Class Form | Classification” | Classification
Benzalkonium
i 8001-54-5 | Onium compound Liquid Category 1 Category 1
chloride (5%)
Chlorhexidine 55-56-1 Amine, Amidine Solid Category 1 Category 1
Dibenzoyl-L- Carboxylic acid, .
. ) 2743-38-6 Solid Category 1 Category 1
trtaric acid Ester
Imidazole 288-32-4 Heterocyclic Solid Category 1 Category 1
Trichloroacetic
. 76-03-9 Carboxylic acid Liquid Category 1 Category 1
acid (30%)
2,6-Dichlorobenzoyl ) o No accurate/
4659-45-4 Acyl halide Liquid Category 2A
chloride reliable prediction
Ethyl-2methylace No accurate/
609-14-3 Ketone, Ester Liquid Category 2B ) o
toacetate reliable prediction
Ammonium . . 3 No accurate/

] 6484-52-2 Inorganic salt Solid Category 2 . o
nitrate reliable prediction
EDTA, Amine, Carboxylic ) . .

. . 25102-12-9 ) Solid Not Classified Not Classified
di-potassium salt acid (salt)
Tween 20 9005-64-5 Ester, Polyether Liquid Not Classified Not Classified
2-Mercaptopyrim . . o o
(i 1450-85-7 Acyl halide Solid Not Classified Not Classified
idine
Phenylbutazone | 50-33-9 Heterocyclic Solid Not Classified Not Classified
Polyoxyethylene
23 lauryl o . .
9002-92-0 Alcohol Liquid Not Classified Not Classified
ether(BRIJ-35)
(10%)
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% 9Fo]: CASRN = Chemical Abstracts Service Registry Number

! Chemical classes were assigned to each test substance using a standard classification scheme, based
on the National Library of Medicine Medical Subject Headings (MeSH) classification system
(available at http//www.nlm.nih.gov/mesh)

*Based on results from the in vivo rabbit eye test (OECD TG 405)"” and using the UN GHS.
*Classification as 2A or 2B depends on the interpretation of the UN GHS criterion for distinguishing

between these two categories, i.e. 1 out of 3 vs 2 out of 3 animals with effects at day 7 necessary
to generate a Category 2A classification. The in vivo study included 3 animals. All endpoints apart
from conjunctiva redness in one animal recovered to a score of zero by day 7 or earlier. The one
animal that did not fully recover by day 7 had a conjunctiva redness score of 1 (at day 7) that

fully recovered at day 10.
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fixing screws

9. BCOP z4% &4

3-2. OPACITOMETER

o] s g FAst= AX|olth. Electro DesignAHZ@2, #&)e] OP-KIT 7|77}
2 BCOP AP Aol AMEHUAT HE =27 fFZox I e ¥ AHE T3
FTEAR HAFHH ole 4o 59 Ue AHE T UH vudng ZEAA
4 dEo Zpolrt HlaEe] TEE Fro]l ZAIET BE T/ Y opacitometerE AME-E
T Ao olm HFH 77} HIg 2HAE S F Aves TAE AAEoF g

opacitometer= o5 R o3 AW <= oY ER7VIES Hdl A TIER(FA
A A A=s AAste VIEAE dES)0] EFE E£8E 9ol g A vk
&= AlFslor 3t Y E 75~80 7HA A& olw G g UM F UEE dd
o] WAH7E o] &3] opacitometerES WAHIITE wAHLS 93| ~E BE
B AE)E A AH(RAVIE 7 F AEF A" e Aol AR & S5
| A A zZheto]l Fole fA wAHVIE AFRAL F A=F AAHJIG

2}

(€]
wA7I7F flv wA AWME 0|83t opacitometers 2
g Awd Al e & wAH7IE st 4 FFet EHEE S0 wA7] 1, 2,
3% AAd" EYE 75 150, 2255 747 yElH, I 58 W= 5% o] o]ojof
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