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Tabnuua 1. Moaxoa K U3y4EHUI0 M OLLeHKe Cepbe3HbIX NMOBPEXAEHUI U pa3ApaXKeHUs a3 B COOTBETCTBMM C Pykosoa-
CTBOM MO MHTErpMpPOBaHHLIM NOAXOAAM K MUCCNEA0BAHUSIM U OLLEHKE Cepbe3HOr0 MOBPEXAEHUS U pasfapaxeHus rnas
OpraHu3auum 3KOHOMUYECKOro COTpyAHMYecTBa M passuTusa N2 263 (OECD GD N2 263)

Table 1. Approach to testing and assessment of serious eye damage and irritation in accordance with Guidance docu-
ment No. 263 on integrated approaches to testing and assessment (IATA) for serious eye damage and eye irritation

(OECD GD Guideline No. 263)

Tanbl OLLEHKX ONACHOCTH
Cepbe3HOro noBpexaeHus/
pasapaxeHus rmas
Evaluation stages of serious injury/
eye irritation hazard

Moaynu OECD GD 263
Modules OECD GD 263

J1an 1. C60p M aHanu3 AaHHbIX
NUTEpaTypbl, B TOM Yncie 0
(HU3NKO-XMMMYECKUX CBOMCTBAX
BELLEeCTBa M AaHHbIX, MONyYeHHbIX
HeaKcnepuMeHTaNbHbIMU
MeToaaMM

Part 1: Collecting and analysing
literature data, such as physico-
chemical properties, substances
and data obtained with non-testing
methods

1. CywecTByioLMe AQHHbIE O CEPbE3HOM MOBPEXAEHUM U Pa3ApaKEHUM a3 y yenoseka
1. Existing human data on serious eye damage and eye irritation in patients

2. CywwecTByoLLME AaHHbIE O CEPbE3HOM MOBPEXAEHUU U PA3APAKEHNUM 133, NONYYEHHbIE B
nccnefoBaHuAX in vivo Ha XXMBOTHbIX B COOTBETCTBMM C pykoBoacTtBoM OECD TG 405 no oueHke
pa3apaxeHus/NoBpexXAeHUs a3 XUMUYECKUMMU COeAUHEHUSMU

2. Existing in vivo animal data according to OECD TG 405 on serious eye damage and eye irritation
with chemical compounds

3. CyLiecTByHOLLME AAHHbIE O CEPbE3HOM MOBPEXAEHUN U PA3ApPaXEHUN T1a3, NONYYEHHbIE B
nccneposanuax in vitro npuHateiMm 8 OECD MeTogamMu TeCTMpPOBaHuUS:

a) OECD TG 437 MeTop, nccnenoBaHuin NOMYTHEHWUS U MPOHULLAEMOCTU POrOBULbI KPYMHOMO
poraToro cKoTa;

b) OECD TG 438 MeTopA MCNbITaHWS C MCNOMb30BAaHMEM U3BIEYEHHOIO MNasa KypuLbl;

¢) OECD TG 491 MeTopa, “cnbITaHus in vitro ¢ NPUMEHEHMEM KPaTKOBPEMEHHOW 3KCNO3ULMK;

d) OECD TG 492 MeToga UCMbITaHUS PeKOHCTPYMPOBAHHOTO 3nuTenms porosuubl Yenoseka (RhCE);
e) OECD TG 460 MeTtopn onpenenenuns yteukun dayopecuenHa

3. Existing in vitro data from OECD adopted test methods on serious eye damage and eye irritation:
a) OECD TG 437 Bovine Corneal Opacity and Permeability Test Method;

b) OECD TG 438 Isolated Chicken Eye Test Method;

¢) OECD TG 491 Short Time Exposure In Vitro Test Method;

d) OECD TG 492 Reconstructed Human Cornea-Like Test Method;

e) OECD TG 460 Fluorescein Leakage Test Method

4. ipyrue cywecTBytoLmMe AaHHbIE O XMBOTHbIX, MOMYYEHHbIE B pe3y/ibTaTe UCMbITAHUI METOAAMMU,
He npuHaTeiMm OECD

4. Other existing animal data from non-OECD adopted test methods on serious eye damage and eye
irritation

5.lpyrue naHHble, Nony4YeHHble anbTepHATUBHBIMU METOAAMM UCMbITAHUI, He BKItoYeHHbIx B OECD
5. Other data from non-OECD adopted alternative test methods on serious eye damage and eye
irritation

6. CywwecTByloLLMe AaHHbIE O Pa3ApaXeHUU KOXM (Y YENOBEKa, XKUBOTHbIX U B MCCIEL0BAHMSAX
in vitro)
6. Existing data on skin irritation (human, animal and in vitro)

7. DU3MKO-XMMUYECKME CBOWCTBA (CYLLECTBYHOLLME, U3MEPEHHBIE MU pacyeTHbIE), Takue Kak
pH v gp.

7. Physicochemical properties (existing, measured or estimated) such as pH and acid/alkaline
reserve etc.

8. HenpoBepeHHble aaHHble O CEpbe3HOM MOBPEXAEHUM Na3 U Pa3apaXeHUN Nas:

a) BellecTsa: (METOAbI KQYECTBEHHOM M KONIMYECTBEHHOM OLIEHKM B3aUMOCBSI3U CTPYKTYpbI-
akTnBHOCTH ((Q)SAR), 3KCMEpTHbIE CUCTEMBI, TPYNMMPOBKA U NEpecyeT;

b) cMecu: cBsizytoLmMe NPUHLMMBI U TEOPUS AAAUTUBHOCTH

8. Unverified data on serious eye damage and eye irritation:

a) Substances: quantitative and qualitative structure-activity relationship, expert systems, grouping and
read-across;

b) Mixtures: bridging principles and theory of additivity

J1an 2: AHanu3 BeCOMOCTH
[LaHHBIX, NONYYEHHbIX
BblLLENepeyYnUCeHHbIMM
MeToAaMM

Part 2: Weight of Evidence analysis
for the above results

9. ®asbl M 3NEMEHTbI OLEHKM J,0Ka3aTeNbHOCTU U JOCTOBEPHOCTU Pe3y/bTaToB TECTUPOBaHUS
(nosicHeHWs CMOTpETb B TEKCTE)
9. Phases and elements of Weight of Evidence approaches (see the text for explications)
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Mpoponxexue Tabnuupl 1
Table 1 (continued)

Tanbl OLLEHKM ONACHOCTU
Cepbe3HOro NoBpeXxaAeHna/ Moayn OECD GD 263

PasApaKeHus rmas Modules OECD GD 263
Evaluation stages of serious injury/

eye irritation hazard

J1an 3: HoBoe/noBTOpHOE 10. TectupoBaHue in vitro npuHsTeiMu OECD mMeTomamu
TecTupoBaHue npu HepocTuxenun | 10. Testing on OECD adopted in vitro test methods for serious eye damage and eye irritation
UeNn Ha NpeAbIAymMX 3Tanax 11. TectvpoBaHue No ApyrvM anbTepHATUBHbLIM TECTaM, He NpuHaTbIM OECD

Part 3: New, repeated testing for |11, Testing on other non-OECD adopted alternative test methods for serious eye damage and eye
failed previous stages irritation

12. TectpoBaHME METOLOM MUCMbITAHUI Ha KMBOTHbIX in vivo cornacHo OECD TG 405 no oueHke
pa3apaxeHuns/MOBpPeXAeHNs a3 XMMUYECKMMU COEAUHEHNUSAMU
12. In vivo animal test method according to OECD TG 405 for serious eye damage and eye irritation

with chemical compounds

Tabnuua 3aMMcTBOBaHa U3 HOPMATMBHOTO AOKyMeHTa / The table is reproduced from the regulatory document
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