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Bovine corneal opacity ESAC (2007) OECD TG 437 (2009;
permeability (BCOP) test JaCVAM (2009) revised 2013)
Cytosensor . ESAC 40 ICCVAM

Microphysiometer modified In vitro (2009) (2010) DIFEAE (OIEED VS (20712

Eye corrosion Ex vivo ICCVAM (2007)

OECD TG 460 (2012)
Fluorescein Leakage In vitro ESAC (2009)? JaCVAM (2012) OECD Summary
Document No. 180

ESAC (2007) OECD TG 438 (2009;
JaCVAM (2009) revised 2013)

Isolated chicken eye (ICE)
test

Short Time Exposure (STE)
test method

Routine use of topical
anesthetics, systemic
analgesics, and humane

Ex vivo ICCVAM (2007)
In vitro Draft OECD TG (2014)

Updated OECD TG 405
In vivo ICCVAM (2010) (2012)
OECD GD No. 19

endpoints
. . In
Sequential testing strategy .
for eye irritation and VILro/EX 1 cyam Updated OECD TG 405
vivo/In (2012)

corrosion )
vivo
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Cytosensor

Eye irritation  Microphysiometer In vitro ESAC (2009)” ICCVAM (2010) ([Z’Ba;‘czt)OECD e
modified
Short Time Exposure In vitro ICCVAM Draft OECD TG
(STE) test method (2013) (2014)
Reconstructed Human
Cornea-like Epithelium  In vitro EURL ECVAM (%ﬁf:)OECD ue
(RhCE) Test Method
Bovine Corneal Opacity - ICCVAM ESAC (2007) 8583 Trgvffgd
Permeability (BCOP) Test (2007) JaCVAM (2009) 201 3)’
Isolated chicken eye (ICE) . - ICCVAM ESAC (2007) (gggg_ Trgvfsﬁ
test (2007) JaCVAM (2009) 201 3)’
Routine use of topical

. . Updated OECD
e e o oo 16 405 2010
o OECD GD No. 19

endpoints
Sequential testing :
strategy for eye irritation J?v;/;tlfrqo\iit;); ICCVAM #Gpj?)gefzgf ZC)D

and corrosion
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Hen’s egg test- EU Competent

chorioallantoic In vitro Authorities for

membrane (HET-CAM) B?rf;%;rsgs Substances

EU Competent
Authorities for
Dangerous Substances
Directive

Isolated rabbit eye test Ex vivo
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BHE (BHf) $RED

WIN-F 5

----f] Ji : HET-CAM, CAMVA, FL, Cytosensor
----3D# & . EpiOcular, RhCE

---- € B A 52 B A 41 HET-CAM, CAMVA,

--B KA 4. BCOP, ICE
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STE test Evaluation of cell vabidity
Test Somosure (Celt Counting Kit-8 assay)
mn
o = Sample teated (00, ) 00
| Viabity = it
v ;;: Tar 0 5Tulm "™ Venxie control { 0D, )

’

| x 10" SIRC colls were culured for 2 days /

CV > 70%, Non/Minimal lrritant

K CV < 70%, use medium as a vehele nstead of

NOrMal S3ne and expose Dy Same way
CV > 30%, Moderale irritant, CV =< 30%, Severe hritant

Draize test
N\ Test exposwre Evalyation of gye ¥rfation

1 Noo / Momal irtant
2 Moderate irtant
3 Severe wrtant

gl Test dose: 100%



4 8 B3 O\ i i B 4 {2 &)

Shanghai Entry-Exit Inspection and Quarantine Bureau

e ® & (8t ) E’rﬁlﬁ%‘ STETEST

% PIFIRIGN 4 h G I H

EAT e HeE () STE 5 DraizefH kb

—EHEER (A% B D R D

KK 15 10/15 (66.7%) 5 0
RIS 10 5/10 (50.0%) 5 0
IR 24 23/24 (95.8%) 1 0
e 5 3/5 (60.0%) 2 0
HAthy 4 2/4 (50.0%) 0 2

iR 58 43 13 2
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BHW (BN SRABSTETEST

2

1. 5Draizef) 4 £ # 0, — B ¥=74.1%, STERK B i1 X § £ =95.2%,
t 5 =78.4%, f00MEk=21.6%, {11 F=4.8%

2B EFmY, PREFmERNKBINSRN - B ER
B, 395.8%, HUNKBEMKRBE, 75l )366.7%%160.0%,
Itk ¥ i 2 A H i 2% 1 99.50.0%,

3. WA M ER G DI, Wi B Ko
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2007043 / 3min

1-Octanol / 5min
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Y5 (code) 29 (sort) Draize 4t (result) HET-CAMZ; 3 (result)
2007006 HEFE C(eye cream) Jo/%% (non/slight)  J&/% (non/slight)
2007020 WAl (conditioner) Jo/%% (non/slight)  J&/% (non/slight)
2007021 Ve #% (shampoo) W (severe) ¥ (moderate)
2007025 HEFE C(eye cream) Jo/%% (non/slight)  J&/% (non/slight)
2007026 HEFE C(eye cream) Jo/%% (non/slight)  J&/% (non/slight)
2007030 Wi FL (face cleaner) Y (severe)  BH/EMME (severe)
2007036 Bk A Chair dye) HHEE-FERY (moderate- severe)  5/fEHME (severe)
2007042 HJEFE (eye cream) Jo/%% (non/slight)  J&/% (non/slight)
2007043 WEHCFE (concealer) o ¥ (moderate)  58/fE 1HE (severe)
2007045 Ve #% (shampoo) R (severe)  HJ¥(moderate)
2007047 Ve #% (shampoo) Y (severe)  5H/EMME (severe)
2007048 Ve #% (shampoo) Y (severe)  5H/EMME (severe)
2007049 Wi FL (face cleaner) B (severe)  BH/EMME (severe)
2007052 Willk#% (body wash) o1 ¥ (moderate) 53/ 1HE (severe)
2007053 K #% (body wash) Y (severe)  5H/EMME (severe)
2007054 1t#% 7K (toilet water) Jo/#%t (non/slight) 58/ (severe)
2007056 W AR /Ki %5 (spray) Jo/% (nonsslight)  J&/% (non/slight)
2007056 IR /K555 (spray) Jo/% (non/slight)  Jo/% (non/slight)
2007057 VEMEEYE (face wash) Jo/%% (non/slight)  Jo/% (non/slight)




R w5l (Eohf) B/ ik W-HET-CAM

% Fx(name) Draize 4’ A (result) HET-CAM&; ' (result)

Ethanol Y (severe) s/ ek (severe)
Tween80 A/ ## (non/slight ) Jo/% (non/slight)
Isopropyl Myristate Jo/# (non/slight) Jo/% (non/slight)
Tween20 Jo/%% (non/slight) Jo/%% (non/slight)

Polyoxyethylene(10) Hydrogenated Caster Oil

Butanol

Glycerol

Benzalkonium Chloride

SDS

Ca Mercaptoacetate Trihydrate

Na N-Dodecanoylsarcosinate

Sucrose Fatty Acid Ester

Polyethylene Glycol Monolaurate (10E.O.)

4-Dimethylaminobenzoic  Acid 2-Ethylhexyl
Ester

Cyclopentane

Toluene

1-Octanol

n-Hexanol

Acetone

Jo/%% (non/slight)

¥ (severe)
Jo/% (non/slight)
¥ (severe)
¥ (severe)
1 B (moderate)
¥ (severe)
Jo/% (non/slight)
Jo/% (non/slight)

Jo/% (non/slight)

Jo/% (non/slight)

Jo/% (non/slight)

Jo/%% (non/slight)
1 (moderate)
¥ (severe)

Jo/% (non/slight)

o/ JE i (severe)
Jo/% (non/slight)
S/ PE (severe)
S/ RPE (severe)
1 (moderate)
S/ JERPE (severe)
T/ (non/slight)
Jo/%% (non/slight)

Jo/%: (non/slight)

Jo/% (non/slight)
1 ¥ (moderate)
H ¥ (moderate)
1% (moderate)

s/ B (severe)




R w5l (Eohf) B/ ik W-HET-CAM

=
1 XT1OR AL S R A, [RlAE 5 Draize4s B ELER, W& HI—3M A
89.5%, 7 M RIEE S 1 43 ) 9 100% F181.8%.

2. 0 23 AN [R) R 2= S I, BeDraize s 45 BAF b vESE T EL L,
P — 8P IRT73.9%,  RAREFIVRE 5 BE 73 1) 4 85.7%AN77 .8%.

3. HET-CAM AR St B & 0 B aliAb o it SRk AT IR a6
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il Test exposute Evaluation of cell viabity aze e

§ mn (Call Counting KI-8 assay)
2

S 7 Testaose 5,05 005% Sample beated (0D, )
Vehicie: PBS() orMineral O Coll Vebety = L
(%) Vehele control (O, ) Test dose: 100% Nonednmal

] ' p
110" SIRG colls wore cutd for 4 days / l ';:::"

CV<T0%, Moderatel Severe Irrtant CV 2 70%, Non/Minimal

Test exposyre Evaluation of eye rriation

ks

HET-CAM
HET-CAM abbreviated false negatives in evaluating B~ Tost exposute Evatuabon of tan! effects
Tost dose 100% ltator Calegoy
NeSIight lrrtant (M)

Moderate/Severe Itrtant (1)



) EREARGRGERS

Shanghai Entry-Exit Inspection and Quarantine Bureau

Yes

BCOP - Cytosensor [ EpiOcular No

=4 H<70|min

v v » M BCOP. X 4r i |
Catiii Catii Cati e % ST
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