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PEITTAMEHT (EC) 2023/464 HA KOMUCUATA
ot 3 mMapt 2023 roguHa

32 M3MeHeHMe, ¢ Hell aJanTHpaHe KbM TeXHUUYECKHUs Nporpec, Ha MpuioxeHnero KbM Permament (EO)

Ne 440/2008 3a onpenensiHe Ha METOTM 32 U3NUTBaHe B CboTBeTCTBHE C Permament (EO) Ne 1907/2006 Ha

EBpomeiickuss mapnmamMeHT M Ha CbBeTa OTHOCHO perMCTpalMATa, OLEHKATa, pa3pellaBaHETO U
OrpaHM4aBaHETO Ha XMMMKAJIN

(Texcr or 3Hauenue 3a EUII)

EBPOITEVICKATA KOMUCUS,
Kato B3e Ipensuy [Jorosopa 3a GpyHKUMOHMPaHETo Ha EBpOMeNicKus Cbio3,

xaro B3e npensuy Permament (EO) Ne 1907/2006 na Epomeiickust mapnament u Ha Cobeera or 18 mekemspu 2006 r. OTHOCHO
PerMcTpaLyaTa, OLEHKATa, pa3pellaBaHeTo M orpaHnyasanero Ha xumuxamu (REACH), 3a cp3pasane Ha Eporeficka arenims no
XUMMKay, 3a u3meHenvie Ha [Jupekrysa 1999/45/EO u 3a orMsiva Ha Permament (EMO) Ne 793/93 na Cosera u Permament (EO)
Ne 148894 Ha Komucusra, kakto u Ha [upextusa 76/769/EVO na Coeera u mupextusu 91/155/EUO, 93/67 [EUO, 93/105/EO
1 2000/21/EO Ha Komucusra ('), n mo-crermanto uneH 13, naparpadu 2 u 3 ot Hero,

KaTo MmMa Ipenusum, ve:

(1) Bunen 13, naparpad 3 ot Pernament (EO) Ne 1907/2006 e npensumeHo, ye KOraTo ce M3MCKBAT M3MUTBAHMS HA BELIECTBATA,
3a ma ce cbOepe MHQOPMALS 3a XAPAKTEPHNUTE CBOVICTBA HA BEIIECTBATA, Te Ce MPOBEXIAT B CHOTBETCTBHME C METOIMTE 3a
VM3IUTBAHe, TIOCOYEHM B peraMeHT Ha KomucusaTa Mimm B ChOTBETCTBME C JIPYTYM MEXIYHAPOIHM METOMM 33 M3IMTBAHE,
npusHati ot Komucusita uny AreHImsTa 3a NOIXOMLSIIL.

(2) B mpwoxennero keM Permament (EO) Ne 440/2008 Ha Komucusra (2) ca mMoCOYeHM METOJIMTe 32 M3IMTBAHE, PUBHATH 3a
TMOIXOIAM 3a ChOMpaHe Ha MHPOPMALWS 32 PUBNKOXMMUUHNTE, TOKCUKOIOTMYHNTE 1 €KOTOKCUKOIOTMYHNUTE CBOMCTBA Ha
XUMUKaTUTe 3 uenute Ha Pernament (EO) Ne 1907/2006.

(3)  TloBeueto OT MeTOmMTE 3a M3MMUTBAHE, IOCOUECHU B MpUiIoKeHneTo KoM Permament (EO) Ne 440/2008, ca ekByBasIeHTHM Ha
MEXIyHapOIHO MOTOBOPEHM ¥ TpUETM MeTOmM (KaTo HampyuMep HAcoKuTe 3a u3nuTBaHe Ha OpraHmsaumara 3a
MKOHOMMYECKO CHTPYIHMYECTBO M pasputue). IlocoueHnTe METONM YecTo ce IpepasIexMaT M M3MEHAT, 3a Ja OTpassiBaT
aKTYaJIHOTO ChCTOSIHME Ha HAYYHOTO IIO3HAHME.

(4)  Bb3mpousBexKIaHETO HA IIBIIHOTO OMMCAaHME HA Te3M MEXIYHAPOIHO HOTOBOPEHM M IIPUETV METONM B IPUIIOKEHUETO KbM
Pernament (EO) Ne 440/2008 3a menure Ha BKITIOYBAHETO MM B 3aKOHOHATENICTBOTO Ha Chr03a MOBeme O 3abaBsiHe Ha
aanTMPaHETO HA MOCOUEHMA PEINIaMEHT KbM HayuHMs Hanpembk. Ilopamm ToBa MeTOmMTE 3a MBIUTBAHE, ONPENENEHU B
npwtoxernero kbM Permament (EO) Ne 440/2008, uecto He CHOTBETCTBAT HA Hall-aKTyallHATa BEpCHsl HA ChOTBETHUTE
MEXKIIyHapOIHI METONM. BbB Bpb3Ka ¢ TOBA HOBUTE MeXIYHAPOIHM MeTomy 3a y3mursare B Permament (EO) Ne 440/2008
ce D06aBAT efIBa Cref IPOILIIKUTENICH [IEPUON OT BpeMe.

(5)  Ommcanara cutyamys Ch3mame HECUIYPHOCT 3a perucrpanTute chrmacHo Permament (EO) Ne 1907/2006, kakto u 3a
OTTOBOPHMTE JIMIIA TI0 IPYTY 3aKOHONATeHNM akToBe Ha (bl03a, 10 OTHOLIEHME HA METOIMTE, KOUTO CrIe[Ba 1A Ce M3MON3BaT
3a CHOMpAHETO HA [AHHM 3a LENNMTE HA MOCOYEHMs PEINAMEHT M APYTo 3aKOHOMNATECTBO. B wimen 13, maparpad 2 or
Pernament (EO) Ne 1907/2006 ce mpenpixna, 4e METOIUTE PENOBHO Ce MPEpasrexuar 1 NonoOpsisart, 3a Ia ce HaMalsT
VMBIUTBAHVSITA BBPXY IPBOHAYHM KMBOTHU ¥ OPOST HA 3aCETHATUTE KMBOTHI, KAKTO 1 ve Komucusira, ako e uenecbobpasHo,
IIPENICTaBs Bb3MOXKHO Haii-CKOpo Ipe[uIoxeHue 3a uameHeHne Ha Permament (EO) No 440/2008, Taka ue ma mpemaxe,
HAMA/M WM [peLM3Mpa M3IUTBAHMSTA BbPXy XuBotHM. Ocser ToBa ¢ wieH 13 or [upektusa 2010/63/EC Ha
Esponerickus naprnamedT 1 Ha CbBeTa OTHOCHO 3alMTaTa HAa XXMBOTHMTE, M3MOMN3BaHM 3a HayuHm uemu (), ce BbBEXMA
TIpaBHO 3aIb/KeHne B Chlo3a a ce U3MOII3Ba aTEPHATUBEH METOMI, KOVTO He MpEMIonara U3I0JI3BaHeTO Ha XMBY XVMBOTHY,
BMECTO Ha METOJ C >KMBOTHM, CIIef] KaTo TO3M MeToJl Oblie MPU3HAT ChINIACHO 3aKOHOHATeNncTsoto Ha Chbioza. ITopamu ToBa
BCSIKO 3a0aBsiHe B IIpolieca Ha BhBEXIAHE HA HOBY anTepHAaTMBHYU Meromy B Permament (EO) Ne 440/2008 6u Morno ma
BB3IPEISTCTBA CBOCBPEMEHHOTO MM Bb3IPMEMaHe, CIIell KaTo Te GbIAT IPUeTH Ha MeXIYHapOIHO PaBHMIIE.

() OBL 396,30.12.2006 r., cTp. 1.

(%) Permamenr (EO) Ne 440/2008 Ha Kommcusra ot 30 Mait 2008 1. 3a onpenesisHe Ha METOIM 3a M3NMTBAHE B ChoTBeTcTBUE C Permament (EO)
Ne 1907/2006 Ha EBpomejtckist mapnamenT i Ha ChBeTa OTHOCHO PEIMCTPALIAITA, OLCHKATA, Pa3PELIABAHETO I OrPAHNUABAHETO HA XVUMMUKAIN
(REACH) (OB L 142, 31.5.2008 r., c1p. 1).

(*) Hupextusa 2010/63/EC Ha EBponeitckus napnament 1 Ha CbBera ot 22 cenrrempyu 2010 I. OTHOCHO 3alMTaTa HAa XKUBOTHUTE, U3MONI3BAHY 32
Hayunu nemut (OB L 276, 20.10.2010 1., crp. 33).
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(6) B pewrennero mo meno 23/2018/SRS Espomeiickusar oMOyncman mpemioxyu Ha Kommcusra ga yBemuuy ycunmusta cu 3a
ONPOCTSIBAHE U YCKOPSBAHE HA IIPOLIECA 3a BbBEXKIAHE HA HOBM aITepPHATVBHYM METOIM 3a M3IMTBAHE CBITIACHO PermameHt
(EO) Ne 440/2008. Cbuo Taka EBpomeiickusit mapnament, B cBosita pesomormst 2021/2784 (RSP) or 16 centemspu
2021 r. OTHOCHO IUIAHOBETE ¥ HENCTBIATA 3d YCKOpsIBaHE Ha IPEXONAa KbM MHOBAMM O3 M3MON3BaHE HAa XMUBOTHYU B
HAyYHWUTe M3CTEIBAHMS, PErynaTOpHUTE M3MUTBAHMSL M OOpa3oBAHMETO, MPUIOMHM, ue B wieH 13 ot Permament (EO)
Ne 1907/2006 ce onpeperns, ue M3MCKBAHMATAa OTHOCHO METOIMTE 33 M3MMTBAHE CIeBa Na ObIAT aKTyanM3MpaHy BeHAra
CIIedl KaTo CTaHaT HAJIMYHM MeTOAM Ge3 M3MON3BaHe Ha KUBOTHM.

(7)  Tlopamu ToBa, 3a f1a ce rapantupa, ue Permament (EO) Ne 440/2008 npemBixKia NpaBuiTHY, aKTYaITHU U MOIXOMSLIN METOIN
3a M3NUTBAHE, KOMTO Ca MOOXOMAWM 3a cpOmpane Ha uHpopmaums cbriacHo Permament (EO) Ne 1907/2006, B
TPUITOKEHNETO KbM TIOCOYCHMS PEINaMeHT crienBa 1a Oble BKIIIOYEHA TaOIuua ¢ M34YepraTeNieH CIUChK Ha Te3u METOIM C
I030BaBaHE HA CHOTBETHMSI MEXIyHAPONEH METON 3a U3INMTBaHe. BKMOUBAHETO B Tab/miara Ha [I030BaBaHE Ha
MEXKIIyHapOIeH METOJl 3 M3MMTBAHE CIIeABA 14 Ce CUMTA 3 MPU3HABAHE OT CTpaHa Ha KomucusaTa Ha TaKbB METON 3a LieiuTe
Ha wieH 13, maparpad 3 or Pernament (EO) Ne 1907/2006.

(8)  IIbnHMTE OMMCAHMA HA METOTMTE 3a M3MMTBaHe B uactu A, b u B or npwioxernero kbM Permament (EO) Ne 440/2008,
KOWTO Beue He CHOTBETCTBAT HA Hall-aKTyalHaTa BEpCHMsl HAa MEXKIYHApOIEH METON 3a M3INMTBaHe, CliemBa ga Obaar
3aJIM4aBaHy OT [IOCOUEHOTO HPUIIOKEHME, 33 A Ce IPEeJOTBPATH U3BbPILBAHETO HA M3IIUTBAHMS CHITIACHO IPOTOKOIM, KOUTO
He IPeIOCTABAT Haji-ChbBPeMeHHa HayuHa MHPOPMALIVSL.

(9)  Hsgom Meromu 3a M3IMTBAaHe, MOCOUEHNM B mpuioxeHnero KbM Permament (EO) Ne 440/2008, KakTO M CHOTBETHUTE VM
MEXJIyHapOIHIM METOIM 33 M3IMTBAHE, Beue He Ce CMATAT 3d MONXOMSIIM 33 ChOMpaHe Ha HOBA MH(OPMALMS CHITIACHO
Pernament (EO) Ne 1907/2006. Meromure 3a m3nursaHe b.22. VanuTsaxe 33 OMMHAHTHM JeTanmy mpu rpusaun; B.25.
Hacnencrsenn Tpancnokaumy npy Mymky; B.34. Msnntane 3a TOKCMYHOCT 32 pa3MHOXaBaHETO B €OHO MOKOJeHue B.35.
MznuTBaHe 3a penpomyKTMBHA TOKCMUHOCT B NBe NoKoneHnsa B.39. Msnutsane 3a Hepenapatusen cuntes Ha [THK (HCT) ¢
uepHOOpOOHM KileTKu orT Oosaitmim in vivo; u B.15. Pubu, KpaTKOCpoueH TecT 3a TOKCUYHOCT mpy eMOpuOHMTE 1
VHIMBMINTE B CTAIMit HAa XpaHeHe OT XBNThYHATA TOPOMUKA; CIIeNBA MOPAfy TOBA [a OBIAT 3alMueHM OT MOCOYEHOTO
IPIITOXKEHNE ¥ B TAONMIATA B CHIIOTO MPUIIOXKEHYE HE CIeBa [a MMa BIICBAHE, OTHACSLIIO Ce [I0 TSIX.

(10) Topamu ToBa Pernament (EO) Ne 440/2008 criera f1a 6bie ChOTBETHO M3MEHEH.
(11) Mepkute, mpemBUAEHM B HACTOSIIMS PEITaMEHT, ca B ChOTBETCTBME CBC CTAHOBMIIETO HA KOMMTETA, Ch3NalieH CHINIACHO
et 133 or Permament (EO) Ne 1907/2006,

[TPVIE HACTOSALLMSA PETTIAMEHT:

Unen 1

Ipuroxernero kbM Permament (EO) Ne 440/2008 ce 3MeHs B CbOTBETCTBHME C IIPUIIOKEHNETO KbM HACTOSIIIINS PEITIAMEHT.

Ynen 2

Hacrosiumsr pernmaMenT BiM3a B CMJ1a Ha IBaieCETU NEH CIIEN NEHA Ha Hy6]’II/IKyBaH€TO My B O(})uu,ua/ten B8¢CMHUR HA Eeponeﬁcnug
C8103.

Hacrosumsr PEITIaMEHT € 3adbJIKUTEIIEH B CBOATA LSJIOCT M CE Npuilara MpAaKo BbB BCMYKM ObpKaBy
YJICHKI.

Cpcrapeno B bprokcen Ha 3 mapr 2023 ronmna.

3a Komucuama
[pedcedamen
Ursula VON DER LEYEN
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I1PMTTIOKEHUE

Tpurtoxernero kbM Permament (EO) Ne 440/2008 ce u3MeHs, KakTo criefBa:

1) npemy yact A ce BMbKBa crienHarta dact 0:

LJIACT 0

MEXTYHAPOIHU METOIW 3A BIINTBAHE, IIPM3HATH 3A IOOXONSALIMN 3A CbBMPAHE HA VHQOPMALIUA 3A
XAPAKTEPHUTE CBOMCTBA HA BELLIECTBATA 3A LIEJIUTE HA PEITIAMEHT (EO) Ne 1907/2006

TABJIMLA 1: METOIM 3A U3IIUTBAHE HA QU3MKOXUMUYHUTE CBOVICTBA HA BELLIECTBOTO

Kpaitsa Touka

Merton 3a u3nuTBaHe

CLOTBeTHA IT1aBa,
CbIbpKALlA ITIIHOTO
OIJCaHME HA METONa 3a
U3INUTBAHE, B 4acT A OT
HACTOSLIOTO IPUIOXKEHNE
(uncnara B ckoOu TOKa3Bar,
ye ITHITHOTO OIMCAHME Ha
METOIa 32 M3NUTBAaHE € o
3aJIMYEHO OT YacT A; MpasHa
KJIeTKa: HAMA ChOTBETeH
METO 3a M3IMTBAHE B 4aCT A
OT HACTOSIIOTO

IPUIIOXKEHNE)

Touka Ha Tonere/touka Ha | OECD Test Guideline 102: Melting Point/Melting Range (1995) Al
3aMpb3BaHe
Temnepatypa Ha kunene | OECD Test Guideline 103: Boiling point (1995) A2
ThrbTHOCT OECD Test Guideline 109: Density of Liquids and Solids (2012) (A.3)
Hansrane Ha mapute OECD Test Guideline 104: Vapour Pressure (2006) (A.4)
TTOBBPXHOCTHO OECD Test Guideline 115: Surface Tension of Aqueous Solutions AS.
HaIpexeHue (1995)
Pa3TBOpMMOCT BBB BOIa OECD Test Guideline 105: Water Solubility (1995) A6.
Koe¢mument Ha OECD Test Guideline 107: Partition Coefficient (n-octanol/water): (A.8.)
pasmpeneneHume Shake-Flask Method (1995)
1N-OKTaHOJI[BONA .. — —

OECD Test Guideline 123: Partition Coefficient (1-Octanol/Water): | A.23.

Slow-Stirring Method (2022)

OECD Test Guideline 117: Partition Coefficient (n-octanol/water): A.24.

HPLC Method (2022)
HucounaumonHa OECD Test Guideline 112: Dissociation Constants in Water. (1981) A.25.
KOHCTaHTa
BuckosuTer OECD Test Guideline 114: Viscosity of Liquids (2012)

Touka Ha Bb3I/IaMeHsIBaHe

Test methods according to table 2.6.3 of Annex [, Part 2 of Regulation
(EC) Ne 1272/2008

HonxamropHarpanuuana | EN 1839:2017 — Determination of the explosion limits and the

€KCIIO3MBHOCT limiting oxygen concentration (LOC) for flammable gases and
vapours

3ananumocT Test methods according to section 2.2.4.1. of Annex [, Part 2 of

Regulation (EC) Ne 1272/2008

Test L.2: sustained combustibility test, Part III, section 32 of the UN
RTDG Manual of Tests and Criteria
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Test N.1: test method for readily combustible solids, Part III, sub-
section 33.2.4 of the UN RTDG Manual of Tests and Criteria

Test N.5: test method for substances which in contact with water emit
flammable gases, Part III, sub-section 33.5.4 of the UN RTDG Manual
of Tests and Criteria

Temnepatypa Ha
caMo3arassaHe (TBbpIu
BELECTBA)

Test N.4: test method for self-heating substances, Part III, sub-section
33.4.6 of the UN RTDG Manual of Tests and Criteria

EN 15188:2020 — Determination of the spontanous ignition
behaviour of dust accumulations

Temneparypa Ha
caMo3arassaHe (TeYHOCTH
U Tra3o0Be)

ISO/IEC 80079-20-1:2017 — Explosive atmospheres - Part 20-1:
Material characteristics for gas and vapour classification - Test
methods and data

Temneparypa na
pasnarane

Test Series H, part II, section 28, of the UN RTDG Manual of Tests and
Criteria

EKCIIII03MBHY CBOJICTBA

Test methods according to Test series 1-3, Part [, sections 11-13 of the
UN RTDG Manual of Tests and Criteria

EU Test method A.14 Explosive Properties Al4
OKCyIypary cBoiicTa Test method according to section 2.4.4. of Annex [, Part 2 of

Regulation (EC) Ne 12722008

Test O.2: test for oxidizing liquids, Part III, sub-section 34.4.2 of the

UN RTDG Manual of Tests and Criteria

Test O.1: Test for oxidizing solids, Part III, sub-section 34.4.1 of the

UN RTDG Manual of Tests and Criteria

Test O.3 Gravimetric test for oxidizing solids, Part III, sub-section

34.4 3 of the UN RTDG Manual of Tests and Criteria
IpodopHoCT Test N.3: test method for pyrophoric liquids, Part III, sub-section

33.3.1.5 of the UN RTDG Manual of Tests and Criteria

Test N.2: test method for pyrophoric solids, Part III, sub-section

33.3.1.4 of the UN RTDG Manual of Tests and Criteria
3vpromerpuueH coeras) | EU test method A.22. Length Weighted Geometric Mean Diameter of | A.22.

XapaKTepyUCTUKM Ha
YacTUIIUTE

Fibres

ISO 13318 - Determination of Particle Size Distribution by
Centrifugal Liquid Sedimentation Methods

ISO 21501 - Determination of Particle Size Distribution - Single
Particle Light Interaction Methods

OECD Test Guideline 124: Determination of the Volume Specific
Surface Area of Manufactured Nanomaterials (2022)

OECD Test Guideline 125: Particle Size and Particle Size Distribution
of Nanomaterials (2022)
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pH

OECD Test Guideline 122: Determination of pH, Acidity and
Alkalinity (2013)

CBoJicTBa Ha IIOJIIMEpUTE

OECD Test Guideline 118: Determination of the Number-Average
Molecular Weight and the Molecular Weight Distribution of Polymers
using Gel Permeation Chromatography (1996)

A.18.

OECD Test Guideline 119: Determination of the Low Molecular

Weight Content of a Polymer Using Gel Permeation Chromatography
(1996)

A.19.

OECD Test Guideline 120: Solution/Extraction Behaviour of
Polymers in Water (2000)

(A.20.)

TABJTALIA 2: METOIIM 3A U3TTUTBAHE 3A TOKCUKOJTOTYHM CBOMCTBA

Kpaitna Touka

Merton 3a u3nUTBaHe

CbOTBETHA IJ1aBa,
CBIbPXKAlla ITITHOTO
OIMCaHVe Ha MeToNa 3a
UBMATBAHE, B 4acT b or
HACTOSIIOTO IPUIIOXKEHNE
(uncnara B ckoOM TOKa3Bar,
ye MBITHOTO OMMCAHME Ha
MeTOIa 32 M3NUTBaHE e Ouio
3am4eHo oT Yact b; mpasHa
KITeTKa: HAMA ChOTBETEH
meron Ha EC 3a msnmTBane B
vact b or Hacrosmioro
IPUIIOXKEHNE)

KoposusHo neictsue
BBPXY KOXaTa/[pasHeHe
Ha KOXara

In vitro:

OECD Test Guideline 430: In vitro Skin Corrosion: Transcutaneous
Electrical Resistance Test Method (TER) (2015)

B.40.

OECD Test Guideline 431: In vitro Skin Corrosion: Reconstructed
Human Epidermis (RhE) Test Method (2019)

(B.40a.)

OECD Test Guideline 435: In vitro Membrane Barrier Test Method for
Skin Corrosion (2015)

B.65.

OECD Test Guideline 439: In vitro Skin Irritation: Reconstructed
Human Epidermis Test Method (2021)

(B.46.)

In vivo:

OECD Test Guideline 404: Acute Dermal Irritation/Corrosion (2015)

B.4.

Cepyo3HO yBpeKIaHe
Ha OYNTE[Ipa3HEHe Ha
ouwre

In vitro:

OECD Test Guideline 437: Bovine Corneal Opacity and Permeability
Test Method for Identifying i) Chemicals Inducing Serious Eye
Damage and ii) Chemicals Not Requiring Classification for Eye
Irritation or Serious Eye Damage (2020)

(B.47.)

OECD Test Guideline 438: Isolated Chicken Eye Test Method for
Identifying i) Chemicals Inducing Serious Eye Damage and ii)
Chemicals Not Requiring Classification for Eye Irritation or Serious
Eye Damage (2018)

(B.48.)
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OECD Test Guideline 460: Fluorescein Leakage Test Method for
Identifying Ocular Corrosives and Severe Irritants (2017)

(B.61)

OECD Test Guideline 491: Short Time Exposure In Vitro Test Method
for Identifying i) Chemicals Inducing Serious Eye Damage and ii)
Chemicals Not Requiring Classification for Eye Irritation or Serious
Eye Damage (2020)

(B.68.)

OECD Test Guideline 492: Reconstructed Human Cornea-Like
Epithelium (RhCE) Test Method for Identifying Chemicals Not
Requiring Classification and Labelling for Eye Irritation or Serious
Eye Damage (2019)

(B.69.)

OECD Test Guideline 492B: Reconstructed Human Cornea-like
Epithelium (RHCE) Test Method for Eye Hazard Identification (2022)

OECD Test Guideline 494: Vitrigel-Eye Irritancy Test Method for
Identifying Chemicals Not Requiring Classification and Labelling for
Eye Irritation or Serious Eye Damage (2021)

OECD Test Guideline 496: In vitro Macromolecular Test Method for
Identifying Chemicals Inducing Serious Eye Damage and Chemicals

Not Requiring Classification for Eye Irritation or Serious Eye Damage
(2019)

OECD Test Guideline 467: Defined Approaches for Serious Eye
Damage and Eye Irritation (2022)

In vivo:

OECD Test Guideline 405: Acute Eye Irritation/Corrosion (2021)

(B.5.)

KoxHa cencnOunmsanms

In vitro:

OECD Test Guideline 442C: In Chemico Skin Sensitisation: Direct
Peptide Reactivity Assay (DPRA) (2022)

(B.59.)

OECD Test Guideline 442D: In Vitro Skin Sensitisation Assays
Addressing the AOP Key Event on Keratinocyte Activation (2022)

(B.60.)

OECD Test Guideline 442E: In Vitro Skin Sensitisation: In Vitro Skin
Sensitisation Assays Addressing the Key Event on Activation of
Dendritic Cells on the Adverse Outcome Pathway for Skin
Sensitisation (2022)

(B.71)

OECD Test Guideline 497: Defined Approaches on Skin Sensitisation
(2021)

In vivo:

OECD Test Guideline 429: Skin Sensitisation - Local Lymph Node
Assay (2010)

B.42.

OECD Test Guideline 442A: Skin Sensitisation - Local Lymph Node
Assay: DA (2010)

B.50.

OECD Test Guideline 442B: Skin Sensitisation - Local Lymph Node
Assay: BrdU-ELISA or -FCM (2018)

(B.51.)
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OECD Test Guideline 406: Skin Sensitisation Guinea Pig
Maximisation Test and Buehler Test (2022)

(B.6.)

Myrarennocr

In vitro:

OECD Test Guideline 471: Bacterial Reverse Mutation Test (2020)

(B.13./14)

OECD Test Guideline 476: In Vitro Mammalian Cell Gene Mutation
Test Using the Hprt and xprt Genes (2016)

(B.17.)

OECD Test Guideline 490: In Vitro Mammalian Cell Gene Mutation
Tests Using the Thymidine Kinase Gene (2016)

B.67.

OECD Test Guideline 473: In vitro Mammalian Chromosome
Aberration Test (2016)

B.10.

OECD Test Guideline 487. In vitro Mammalian Cell Micronucleus Test
(2016)

B.49.

In vivo:

OECD Test Guideline 475: Mammalian Bone Marrow Chromosome
Aberration Test (2016)

B.11.

OECD Test Guideline 474: Mammalian Erythrocyte Micronucleus
Test (2016)

B.12.

OECD Test Guideline 483: Mammalian Spermatogonial
Chromosome Aberration Test (2016)

B.23.

OECD Test Guideline 488: Transgenic Rodent Somatic and Germ Cell
Gene Mutation Assays (2022)

(B.58.)

OECD Test Guideline 489: In Vivo Mammalian Alkaline Comet Assay
(2016)

B.62.

OECD Test Guideline 470: Mammalian Erythrocyte Pig-a Gene
mutation Assay (2022)

Ocrpa TOKCMYHOCT

Oral:

OECD Test Guideline 420: Acute Oral Toxicity: Fixed Dose Procedure
(2002)

B.1 bis.

OECD Test Guideline 423: Acute Oral Toxicity: Acute Toxic Class
Method (2002)

B.1 tris.

OECD Test Guideline 425: Acute Oral Toxicity: Up-and-Down
Procedure (2022)

Dermal:

OECD Test Guideline 402: Acute Dermal Toxicity - Fixed Dose
Procedure (2017)

Inhalation:

OECD Test Guideline 403: Acute Inhalation Toxicity (2009)

B.2.

OECD Test Guideline 436: Acute Inhalation Toxicity - Acute Toxic
Class Method (2009)

B.52.

OECD Test Guideline 433: Acute Inhalation Toxicity: Fixed
Concentration Procedure (2018)
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TOKCUYHOCT TpH OECD Test Guideline 407: Repeated Dose 28-Day Oral Toxicity B.7.
TOBTApsILLa Ce 033 Study in Rodents (2008)
OECD Test Guideline 412: Subacute Inhalation Toxicity: 28-Day (B.8.)
Study (2018)
OECD Test Guideline 410: Repeated Dose Dermal Toxicity: B.9.
21/28-Day Study (1981)
OECD Test Guideline 422: Combined Repeated Dose Toxicity Study | B.64.
with the Reproduction/Developmental Toxicity Screening Test
(2016)
OECD Test Guideline 408: Repeated Dose 90-Day Oral Toxicity (B.26.)
Study in Rodents (2018)
OECD Test Guideline 409: Repeated Dose 90-Day Oral Toxicity B.27.
Study in Non-Rodents (1998)
OECD Test Guideline 413: Subchronic Inhalation Toxicity: 90-Day | (B.29.)
Study (2018)
OECD Test Guideline 411: Subchronic Dermal Toxicity: 90-Day B.28.
Study (1981)
OECD Test Guideline 452: Chronic Toxicity Studies (2018) (B.30.)
OECD Test Guideline 453: Combined Chronic Toxicity/ (B.33.)
Carcinogenicity Studies (2018)
TokcHYHOCT 3a OECD Test Guideline 443: Extended One-Generation Reproduction | (B.56.)
PenponyKIMsTa U Toxicity Study (2018)
TOKCHYHOCT 33
PASBUBAMIIA CEOPTAHISEM | 3 D) Test Guideline 421: Reproduction/ Developmental Toxicity B.63.
Screening Test (2016)
OECD Test Guideline 422: Combined Repeated Dose Toxicity Study | B.64.
with the Reproduction/Developmental Toxicity Screening Test
(2016)
OECD Test Guideline 414: Prenatal Developmental Toxicity Study (B.31.)
(2013)
TOKCUKOKMHETHKA OECD Test Guideline 417: Toxicokinetics (2010) B.36.
OECD Test Guideline 428: Skin Absorption: In Vitro Method (2004) | B.45.
OECD Test Guideline 427: Skin Absorption: In Vivo Method (2004) | B.44.
Kanueporennoct OECD Test Guideline 451: Carcinogenicity Studies (2018) (B.32)
OECD Test Guideline 453: Combined Chronic Toxicity/ (B.33.)
Carcinogenicity Studies (2018)
EU test method B.21. In Vitro Mammalian Cell Transformation Test | B.21.
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HespoTokcuuHocT (3a
pasBuBaINs ce
OpIraHNU3bM)

OECD Test Guideline 424: Neurotoxicity Study in Rodents (1997)

B.43.

OECD Test Guideline 426: Developmental Neurotoxicity Study
(2007)

B.53.

OECD Test Guideline 418: Delayed Neurotoxicity of
Organophosphorus Substances Following Acute Exposure (1995)

B.37.

OECD Test Guideline 419: Delayed Neurotoxicity of
Organophosphorus Substances: 28-day Repeated Dose Study (1995)

B.38.

CBoJicTBa, HapyIaBaLIM
PyHKIMMTE HA
€HIOKPVMHHATA CHCTEMA

In vitro

OECD Test Guideline 455: Performance-Based Test Guideline for
Stably Transfected Transactivation In Vitro Assays to Detect Estrogen
Receptor Agonists and Antagonistsals (2021)

(B.66.)

OECD Test Guideline 456: H295R Steroidogenesis Assay (2022)

B.57.

OECD Test Guideline 458: Stably Transfected Human Androgen
Receptor Transcriptional Activation Assay for Detection of
Androgenic Agonist and Antagonist Activity of Chemicals (2020)

OECD Test Guideline 493: Performance-Based Test Guideline for
Human Recombinant Estrogen Receptor (hrER) In Vitro Assays to
Detect Chemicals with ER Binding Affinity (2015)

B.70.

Invivo

OECD Test Guideline 440: Uterotrophic Bioassay in Rodents A short-
term screening test for oestrogenic properties (2007)

B.54.

OECD Test Guideline 441: Hershberger Bioassay in Rats, A Short-
term Screening Assay for (Anti)Androgenic Properties (2009)

B.55.

(ororokcuunocT

OECD Test Guideline 432: In Vitro 3T3 NRU Phototoxicity Test
(2019)

(B.41.)

OECD Test Guideline 495: Ros (Reactive Oxygen Species) Assay for
Photoreactivity (2019)

OECD Test Guideline 498: In Vitro Phototoxicity Test Method Using
the Reconstructed Human Epidermis (RhE) (2021)
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TABJTULIA 3: METOIIM 3A M3MUTBAHE 3A EKOTOKCUKOJTOTMYHM CBOCTBA

CbOTBETHA IT1aBa,
CBIbpXKalla IMBIHOTO
OIMCaHMe Ha MeToma 3a
WM3MUTBaHe, B YacT B or
HACTOSILOTO MPUIIOXEHNE
(uncrara B cKOOM IOKa3Bar,
Kpaiina Touxa Merton 3a u3nuTBaHe Ye IIBJTHOTO ONMCaHMe Ha
METONIa 3a U3IUTBAHE € Ouso
3a7IM4eHo OT yacT B; npasHa
KJTeTKa: HAMa ChOTBETeH
meropt Ha EC 3a u3nuTBaHe B
yacT B ot Hacrosmoro
TNIPUIIOKEHME)

TOKCUYHOCT BB BOIHA OECD Test Guideline 201: Freshwater Alga and Cyanobacteria, C3.
cpema Growth Inhibition Test (2011)

OECD Test Guideline 209: Activated Sludge, Respiration Inhibition | C.11.
Test (Carbon and Ammonium Oxidation) (2010)

OECD Test Guideline 224: Determination of the Inhibition of the C.34.
Activity of Anaerobic Bacteria (2007)

OECD Test Guideline 244: Protozoan Activated Sludge Inhibition
Test (2017)

OECD Test Guideline 221: Lemna sp. Growth Inhibition Test (2006) | C.26.

OECD Test Guideline 202: Daphnia sp. Acute Immobilisation Test C.2.
(2004)

OECD Test Guideline 211: Daphnia magna Reproduction Test (2012) | C.20.

OECD Test Guideline 203: Fish, Acute Toxicity Test (2019) (C1)

OECD Test Guideline 210: Fish, Early-life Stage Toxicity Test (2013) | C.47.

OECD Test Guideline 215: Fish, Juvenile Growth Test (2000) C.14.

OECD Test Guideline 236: Fish Embryo Acute Toxicity (FET) Test C.49.
(2013)

OECD Test Guideline 249: Fish Cell Line Acute Toxicity - the
RTgill-W1 Cell Line Assay (2021)

OECD Test Guideline 242: Potamopyrgus antipodarum
Reproduction Test (2016)

OECD Test Guideline 243: Lymnaea stagnalis Reproduction Test

(2016)

PasrpaxmaHe OECD Test Guideline 111: Hydrolysis as a Function of pH (2004) C.7.
OECD Test Guideline 301: Ready Biodegradability (1992) C.A4.
OECD Test Guideline 302A: Inherent Biodegradability: Modified C.12.

SCAS Test (1981)
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OECD Test Guideline 302B: Inherent Biodegradability: Zahn-
Wellens/ EMPA Test (1992)

OECD Test Guideline 302C: Inherent Biodegradability: Modified MITI
Test (II) (2009)

OECD Test Guideline 303: Simulation Test - Aerobic Sewage
Treatment — A: Activated Sludge Units; B: Biofilms (2001)

C.10.

OECD Test Guideline 304A: Inherent Biodegradability in Soil (1981)

OECD Test Guideline 306: Biodegradability in Seawater (1992)

C.42.

OECD Test Guideline 307: Aerobic and Anaerobic Transformation in
Soil (2002)

C.23.

OECD Test Guideline 308: Aerobic and Anaerobic Transformation in
Aquatic Sediment Systems (2002)

C.24.

OECD Test Guideline 309: Aerobic Mineralisation in Surface Water —
Simulation Biodegradation Test (2004)

C.25.

OECD Test Guideline 310: Ready Biodegradability - CO, in sealed
vessels (Headspace Test) (2014)

C.29.

OECD Test Guideline 311: Anaerobic Biodegradability of Organic
Compounds in Digested Sludge: by Measurement of Gas Production
(2006)

C.43.

OECD Test Guideline 314: Simulation Tests to Assess the
Biodegradability of Chemicals Discharged in Wastewater (2008)

OECD Test Guideline 316: Phototransformation of Chemicals in
Water — Direct Photolysis (2008)

EU test method C.5. Degradation — Biochemical Oxygen Demand

C.5.

EU test method C.6. Degradation — Chemical Oxygen Demand

C.6.

Cpuba 1 oBeneHue B
OKOIHATA Cpera

OECD Test Guideline 305: Bioaccumulation in Fish: Aqueous and
Dietary Exposure (2012)

C.13.

OECD Test Guideline 315: Bioaccumulation in Sediment-Dwelling
Benthic Oligochaetes (2008)

C.46.

OECD Test Guideline 317: Bioaccumulation in Terrestrial
Oligochaetes (2010)

C.30.

OECD Test Guideline 318: Dispersion Stability of Nanomaterials in
Simulated Environmental Media (2017)

OECD Test Guideline 121: Estimation of the Adsorption Coefficient
(Koc) on Soil and on Sewage Sludge using High Performance Liquid
Chromatography (HPLC) (2001)

C.19.

OECD Test Guideline 106: Adsorption - Desorption Using a Batch
Equilibrium Method (2000)

C.18.

OECD Test Guideline 312: Leaching in Soil Columns (2004)

C.44.
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OECD Test Guideline 313: Estimation of Emissions from Preservative
- Treated Wood to the Environment (2007)

C.45.

OECD Test Guideline 319A: Determination of In Vitro Intrinsic
Clearance Using Cryopreserved Rainbow Trout Hepatocytes
(RT-HEP) (2018)

OECD Test Guideline 319B: Determination of In Vitro Intrinsic
Clearance Using Rainbow Trout Liver $9 Sub-Cellular Fraction
(RT-S9) (2018)

OECD Test Guideline 320: Anaerobic Transformation of Chemicals
in Liquid Manure (2022)

BuapeiicTBue BbpXy
CYXO03eMHU OpPraHU3MU

OECD Test Guideline 216: Soil Microorganisms: Nitrogen
Transformation Test (2000)

C.21.

OECD Test Guideline 217: Soil Microorganisms: Carbon
Transformation Test (2000)

C.22.

OECD Test Guideline 207: Earthworm, Acute Toxicity Tests (1984)

C8.

OECD Test Guideline 222: Earthworm Reproduction Test
(Eisenia fetida/Eisenia andrei) (2016)

(C.33)

OECD Test Guideline 220: Enchytraeid Reproduction Test (2016)

(C.32)

OECD Test Guideline 226: Predatory Mite (Hypoaspis (Geolaelaps)
aculeifer) Reproduction Test in Soil (2016)

(C.36)

OECD Test Guideline 232: Collembolan Reproduction Test in Soil
(2016)

(C.39)

OECD Test Guideline 208: Terrestrial Plant Test: Seedling Emergence
and Seedling Growth Test (2006)

C.31.

OECD Test Guideline 227: Terrestrial Plant Test: Vegetative Vigour
Test (2006)

BrapeiicTBue BbPXY
CeMMEHTHM OPIaHU3MU

OECD Test Guideline 218: Sediment-Water Chironomid Toxicity
Using Spiked Sediment (2004)

C.27.

OECD Test Guideline 219: Sediment-Water Chironomid Toxicity
Using Spiked Water (2004)

C.28.

OECD Test Guideline 233: Sediment-Water Chironomid Life-Cycle
Toxicity Test Using Spiked Water or Spiked Sediment (2010)

C.40.

OECD Test Guideline 235: Chironomus sp., Acute Immobilisation
Test (2011)

OECD Test Guideline 225: Sediment-Water Lumbriculus Toxicity Test
Using Spiked Sediment (2007)

C.35.

OECD Test Guideline 238: Sediment-Free Myriophyllum Spicatum
Toxicity Test (2014)

C.50.

OECD Test Guideline 239: Water-Sediment Myriophyllum Spicatum
Toxicity Test (2014)

C51.
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BhanieiicTBye BLPXY UL

OECD Test Guideline 205: Avian Dietary Toxicity Test (1984)

OECD Test Guideline 206: Avian Reproduction Test (1984)

OECD Test Guideline 223: Avian Acute Oral Toxicity Test (2016)

BuanericTBue BbpXy
HaceKoMM

OECD Test Guideline 213: Honeybees, Acute Oral Toxicity Test
(1998)

C.16.

OECD Test Guideline 214: Honeybees, Acute Contact Toxicity Test
(1998)

C.17.

OECD Test Guideline 237: Honey Bee (Apis Mellifera) Larval Toxicity
Test, Single Exposure (2013)

OECD Test Guideline 245: Honey Bee (Apis Mellifera L.), Chronic
Oral Toxicity Test (10-Day Feeding) (2017)

OECD Test Guideline 246: Bumblebee, Acute Contact Toxicity Test
(2017)

OECD Test Guideline 247: Bumblebee, Acute Oral Toxicity Test
(2017)

OECD Test Guideline 228: Determination of Developmental Toxicity
to Dipteran Dung Flies (Scathophaga stercoraria L. (Scathophagidae),
Musca autumnalis De Geer (Muscidae)) (2016)

CBoiicTBa, HapyIIaBauIyM
dyHKIMMTE HA
€HIOKPMHHATA CUCTeMa

OECD Test Guideline 230: 21-Day Fish Assay (2009)

C37.

OECD Test Guideline 229: Fish Short Term Reproduction Assay
(2012)

C.48.

OECD Test Guideline 231: Amphibian Metamorphosis Assay (2009)

C.38.

OECD Test Guideline 234: Fish Sexual Development Test (2011)

C.41.

OECD Test Guideline 240: Medaka Extended OneGeneration
Reproduction Test (MEOGRT) (2015)

C.52.

OECD Test Guideline 241: The Larval Amphibian Growth and
Development Assay (LAGDA) (2015)

C53.°

OECD Test Guideline 248: Xenopus Eleutheroembryonic Thyroid
Assay (XETA) (2019)

OECD Test Guideline 250: EASZY assay - Detection of Endocrine
Active Substances, Acting Through Estrogen Receptors, Using
Transgenic tg(cyp19alb:GFP) Zebrafish embrYos (2021)

OECD Test Guideline 251: Rapid Androgen Disruption Activity
Reporter (RADAR) Assay (2022)

(2) B uyact A TeKCTBT IOM 3ariiaBueTo Ha Bcsika oT rasu A3, A4, A.8. — A.12.,, A.15. — A.17., A.20 u A.21 ce 3ameHs CbC
crenHust TekcT: ,IIBIHOTO omycaHMe Ha TO3M METON 33 M3MMTBAHE € 3a/IMueHO. EXBMBaleHTHMAT MeXIyHapoOHoeH MeTOH 3a
VBNUTBAHE WM APYTH TIPUITOKIMMIM METOIIM 3a M3IMUTBAHE 34 CHOTBETHATA KPaliHA TOUKA ca MOcoUeHN B Tabmiua 1 ot wacr 0.,

(3) Buacr b TekcTbT oM 3armasuero Ha Besika ot masu B.3., B.5., B.6., B.8., b. 13/14.,5.17.,5.26.,5.29. —b.33., .40A., .41,
b.46.—b.48.,b.51.,5.56., 5.58. — b.61., .66., b.68., 5.69 u b.71. ce 3ameHs cbc cregHus TekcT: ,[IbIHOTO omycaHue Ha
TO3M METONI 33 MBIUTBAHE € 3aJIM4eH0. EKBMBATICHTHUAT MeXIyHApOIeH METOM 33 U3IUTBAHe e ocoueH B Tabnuua 2 o vact 0.,
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(4) Buact b TekcTsT 10N 3arnaBKeTo Ha Besika ot rasu b.22., 5.25., b.34., .35., b.39. ce 3aMeHs cbe criemHust TekcT: , To3u MeTon
33 MBIUTBAHE € 3MYCH, THIl KATO Beye He € IPM3HAT 3a MONXOMSLI 33 ChOMpaHe Ha MHQOPMALMS 3a TOKCHKOJIOTMYHNTE
CBOIICTBA Ha XMMMKanuTe 3a uenute Ha Permament (EO) Ne 1907/2006. [TpunoXuMuTe METORM 32 M3MUTBAHE 33 BHIPOCHATA
KpaiiHa TOUKa ca ocodeHy B Tabmmua 2 ot wacr 0.

(5) B uyact B TekcTbT mom 3arnaBuero Ha Bcsika ot masu B.1., B.9., B.32., B.33., B.36. u B.39. ce 3aMeHs ChC CIEIHMS TEKCT:
,IIBITHOTO OIMCaHVe Ha TO3Y METOI 3a M3IUTBAHE € 3a4eHO. EKBUBANIEHTHUST MEXIyHAaPOLEH METON 33 U3IIUTBaHE € II0COUEH
B Tabmuua 3 or vacr 0.,

(6) B yacT B TeKCTBT IO 3aIM1aBMETO Ha INaBa B.15. ce 3aMeHs CbC CIIEOHMS TEKCT: , TO31 MeTON 3a M3NNTBAHE € 3aJIN4eH, Thil KaTo
Beue He e MPM3HAT 3a MOAXOMSIL 33 ChOMpaHe Ha MHGOPMALINs 3a eKOTOKCHKOMOTMYHMTE CBOVCTBA HA XMMUKAINTE 33 LEHTe
Ha Pernament (EO) Ne 1907/2006. [TpumnoxuMuTe METOIM 3a M3IMMTBAHE 3a BBIPOCHATA KPAliHA TOUKA Ca MIOCOYEHN B Ta0miIa
3 or vacr 0.
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