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KOMISIJAS REGULA (ES) 2023/464
(2023. gada 3. marts),

ar kuru, pielagojot tehnikas attistibai, groza pielikumu Regulai (EK) Nr. 440/2008 par testésanas
metoZu noteikSanu saskana ar Eiropas Parlamenta un Padomes Regulu (EK) Nr. 1907/2006, kas
attiecas uz kimikaliju registrésanu, vértesanu, licencésanu un ierobezZosanu

(Dokuments attiecas uz EEZ)

EIROPAS KOMISIJA,
nemot véra Ligumu par Eiropas Savienibas darbibu,

nemot véra Eiropas Parlamenta un Padomes Regulu (EK) Nr. 1907/2006 (2006. gada 18. decembris), kas attiecas uz
kimikaliju registré$anu, vérteanu, licencéSanu un ierobezosanu (REACH) un ar kuru izveido Eiropas Kimikaliju agenttru,
groza Direktivu 1999/45/EK un atce] Padomes Regulu (EEK) Nr. 793/93 un Komisijas Regulu (EK) Nr. 1488/94, ka ari
Padomes Direktivu 76/769/EEK un Komisijas Direktivu 91/155/EEK, Direktivu 93/67/EEK, Direktivu 93/105/EK un
Direktivu 2000/21/EK (!), un jo Ipasi tas 13. panta 2. un 3. punktu,

ta ka:

(1)  Regulas (EK) Nr. 1907/2006 13. panta 3. punkts noteic, ka gadijumos, kad vielas jatesté, lai iegfitu informaciju par
batiskam vielu Ipasibam, to dara péc Komisijas regula noteiktam testéSanas metodém vai saskana ar citam
starptautiskam testéSanas metodém, kuras Komisija vai Eiropas Kimikaliju agentiira atzinusi par piemérotam.

(2)  TestéSanas metodes, kas atzitas par piemérotam, lai Regulas (EK) Nr. 1907/2006 vajadzibam noskaidrotu kimikaliju
fizikali kimiskas, toksikologiskas un ekotoksikologiskas ipasibas, ir noteiktas Komisijas Regulas (EK)
Nr. 440/2008 (%) pielikuma.

(3)  Vairums Regulas (EK) Nr. 440/2008 pielikuma ieklauto testeSanas metoZu ir lidzvértigas starptautiski saskanotam un
atzitam metodém (tadam ka, piemeéram, Ekonomiskas sadarbibas un attistibas organizacijas testeSanas vadlinijas).
Minétas metodes biezi tiek izskatitas un mainitas, lai atspogulotu zinatnes sasniegumus.

(4)  Lai starptautiski saskanotas un atzitas metodes iestradatu Savienibas tiesibu aktos, to apraksts tiek pilniba atkartots
Regulas (EK) Nr. 440/2008 pielikuma, tacu $ada prakse ir aizkavejusi minétas regulas pielagosanu zinatnes attistibai.
Tapéc Regulas (EK) Nr. 440/2008 pielikuma noteiktas testeSanas metodes biezi vien nav saskanotas ar atbilsto3o
starptautisko metoZzu jaunako redakciju. Ar jaunas starptautiskas testésanas metodes Regulai (EK) Nr. 440/2008 var
tikt pievienotas tikai péc ilgaka laika.

(5) S situacija tiem, kuri ir registrétaji saskana ar Regulu (EK) Nr. 1907/2006, un tiem, kuri ir atbildigas personas
saskana ar citiem Savienibas tiesibu aktiem, radijusi neskaidribu par to, kadas metodes biitu jaizmanto, lai iegiitu
datus minétas regulas un citu tiesibu aktu vajadzibam. Regulas (EK) Nr. 1907/2006 13. panta 2. punkts noteic, ka
testeSanas metodes regulari jaizskata un jauzlabo, lai samazinatu izmégindjumus ar mugurkaulniekiem un
izmantoto dzivnieku skaitu, un ka Komisijai attieciga gadijuma péc iespéjas driz jaiesniedz priekslikums par Regulas
(EK) Nr. 440/2008 grozisanu, lai aizstatu, samazinatu vai uzlabotu izméginajumus ar dzivniekiem. Turklat Eiropas
Parlamenta un Padomes Direktivas 2010/63/ES () par zinatniskiem mérkiem izmantojamo dzivnieku aizsardzibu
13. pants Savieniba uzliek juridisku pienakumu dzivniekus izmantojosu metozu vieta izveléties dzivu dzivnieku
izmantosanu neietveroas alternativas, ja tadas ir atzitas saskana ar Savienibas tiesibu aktiem. Tapéc jebkada
kavéSanas ar jaunu alternativu metoZzu ieklausanu Regula (EK) Nr. 440/2008 varétu kavet $adu metoZu savlaicigu
ievieSanu péc to pienemsanas starptautiska limeni.

() OVL396,30.12.2006., 1. Ipp.

() Komisijas Regula (EK) Nr. 440/2008 (2008. gada 30. maijs) par testéSanas metoZzu noteikSanu saskana ar Eiropas Parlamenta un
Padomes Regulu (EK) Nr. 1907/2006, kas attiecas uz kimikaliju registréSanu, vértésanu, licencéSanu un ierobezosanu (REACH)
(OV L 142, 31.5.2008., 1. Ipp)).

() Eiropas Parlamenta un Padomes Direktiva 2010/63/ES (2010. gada 22. septembris) par zinatniskiem mérkiem izmantojamo dzivnieku
aizsardzibu (OV L 276, 20.10.2010., 33. Ipp.).
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(6)  Eiropas Ombuda lemuma, kas piepemts lieta 23/2018/SRS, ieteikts Komisijai vairak piestradat pie ta, lai vienkarSotu
un paatrinatu jaunu alternativu testé$anas metoZu ievieSanu saskana ar Regulu (EK) Nr. 440/2008. Ari Eiropas
Parlaments 2021. gada 16. septembra rezoliicija par planiem un darbibam parejas paatrinasanai uz inovaciju bez
dzivnieku izmantoSanas pétnieciba, obligataja testé$ana un izglitiba (2021/2784(RSP)) atgadina, ka Regulas (EK)
Nr. 1907/2006 13. pants liek prasibas par testé$anas metodém atjauninat, tiklidz kliist pieejamas metodes, kuras
dzivniekus neizmanto.

(7)  Tapéc, lai nodrosinatu, ka Regulas (EK) Nr. 440/2008 noteiktas testéSanas metodes ir pareizas, atjauninatas,
relevantas un piemérotas informacijas ieguvei saskana ar Regulu (EK) Nr. 1907/2006, pirmas minétas regulas
pielikuma batu jaieklauj tabula, kurd sniegts visaptvero$s $adu metozu saraksts un atsauces uz attiecigajam
starptautiskajam testéSanas metodém. Minétaja tabula dota atsauce uz starptautisku testéSanas metodi bitu
jauzskata par pieradjjumu tam, ka Komisija attiecigo metodi ir atzinusi Regulas  (EK)
Nr. 1907/2006 13. panta 3. punkta vajadzibam.

(8)  Regulas (EK) Nr. 440/2008 pielikuma A, B un C dala ieklautais to testéSanas metozu pilnais apraksts, kuras vairs
neatbilst jaunakajai starptautiskas testéSanas metodes redakcijai, no minéta pielikuma baitu jasvitro, lai nepielautu,
ka testé$ana notiek saskana ar protokoliem, kas nesniedz miisdienigu zinatnisko informaciju.

(9)  Dazas testéSanas metodes, kas ieklautas Regulas (EK) Nr. 440/2008 pielikuma, ka arT tam atbilstosas starptautiskas
testéSanas metodes vairs netiek uzskatitas par piemérotam jaunas informacijas iegiiSanai saskana ar Regulu (EK)
Nr. 1907/2006. Tapéc testéSanas metode B.22. (Grauzéju dominanto letalo mutaciju tests), B.25. (Parmantojamo
translokaciju noteik$ana pelém), B.34. (Toksicitates ietekme uz vienas paaudzes reproduktivo funkciju), B.35. (Divu
paaudZu reproduktivas toksicitates pétijums), B.39. (Neprogrammeétas DNS sintézes (UDS) tests ar ziditaju aknu
§tindm in vivo) un C.15. (Istermina toksicitates tests zivim embrija un dzeltenummaisa attistibas posmos) no minéta
pielikuma biitu jasvitro un nebutu jaieklauj atbilstosi ieraksti minéta pielikuma tabula.

(10) Tapéc Regula (EK) Nr. 440/2008 batu attiecigi jagroza.

(11) Saja  regula noteiktie pasakumi ir saskapnd ar atzinumu, ko sniegusi atbilstigi Regulas (EK)
Nr. 1907/2006 133. pantam izveidota komiteja,

IR PIENEMUSI SO REGULU.

1. pants

Regulas (EK) Nr. 440/2008 pielikumu groza saskana ar §is regulas pielikumu.
2. pants
Siregula stajas speka divdesmitaja diena péc tas publicéSanas Eiropas Savienibas Oficialaja Véstnesi.
Si regula uzliek saistibas kopuma un ir tiesi piemérojama visas dalibvalstis.

Briselé, 2023. gada 3. marta

Komisijas varda —
priekssedetaja
Ursula VON DER LEYEN
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PIELIKUMS

Regulas (EK) Nr. 440/2008 pielikumu groza 3adi:

1) pirms A dalas ieklauj $adu 0. dalu:

“0. DALA.

STARPTAUTISKAS TESTESANAS METODES, KAS ATZITAS PAR PIEMEROTAM, LAI REGULAS (EK) Nr. 19072006

VAJADZIBAM IEGUTU INFORMACIJU PAR BUTISKAM VIELU IPASIBAM

1. TABULA. VIELAS FIZIKALI KIMISKO IPASIBU TESTESANAS METODES

Beigupunkts

TestéSanas metode

$a pielikuma A dalas
atbilstosa nodala, kura
atrodams pilns testéSanas
metodes apraksts (iekavas
likts numurs nozimé, ka
pilnais testéSanas metodes
apraksts no A dalas
svitrots; tukSa riitina
nozimé, ka atbilstosas
testéSanas metodes §a
pielikuma A dala nav)

Kusanas temperatira/ OECD Test Guideline 102: Melting Point/Melting Range (1995) Al
sasalSanas temperatiira
VirSanas temperatiira OECD Test Guideline 103: Boiling point (1995) A2.
Relativais blivums OECD Test Guideline 109: Density of Liquids and Solids (2012) (A.3.)
Tvaika spiediens OECD Test Guideline 104: Vapour Pressure (2006) (A.4)
Virsmas spraigums OECD Test Guideline 115: Surface Tension of Aqueous Solutions A5,
(1995)
Skidiba fideni OECD Test Guideline 105: Water Solubility (1995) A.6.
Sadalijuma koeficients: | OECD Test Guideline 107: Partition Coefficient (n-octanol/water): (A.8.)
n-oktanols/tdens Shake-Flask Method (1995)
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)
Disociacijas konstante OECD Test Guideline 112: Dissociation Constants in Water. (1981) | A.25.

Viskozitate OECD Test Guideline 114: Viscosity of Liquids (2012)
Uzliesmosanas Test methods according to table 2.6.3 of Annex [, Part 2 of Regulation
temperatiira (EC) No 1272/2008

Apaksgja un augséja

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

spradzienbistamibas limiting oxygen concentration (LOC) for flammable gases and
robeza vapours
Uzliesmojamiba Test methods according to section 2.2.4.1. of Annex [, Part 2 of

Regulation (EC) No 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

Pauzliesmosanas
temperatiira (cietvielas)

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

Pajuzliesmosanas
temperatiira (Skidrumi,
gazes)

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

Sadali$anas temperatiira

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

Spragstamiba 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.
Oksidgjamiba Test method according to section 2.4.4. of Annex [, Part 2 of

Regulation (EC) No 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
Piroforitate 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
Granulometrija/dalinu | EU test method A.22. Length Weighted Geometric Mean Diameter of | A.22.

raksturlielumi

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)

Poliméru ipasibas

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.)

2. TABULA. TOKSIKOLOGISKO IPASIBU TESTESANAS METODES

Beigupunkts

Testé$anas metode

$a pielikuma B dalas
atbilstosa nodala, kura
atrodams pilns testéSanas
metodes apraksts (iekavas
likts numurs nozimé, ka
nodala, kura ir pilnais
testéSanas metodes
apraksts, no B dalas
svitrota; tuk3a riitina
nozimé, ka atbilstosas ES
testéSanas metodes 33
pielikuma B dala nav)

Kodigums adai/spéja
kairinat adu

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.40.a)

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.

Spéja izraisit nopietnus
acu bojajumus/acu
kairinajumu

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.)

Spéja sensibilizéjosi
iedarboties uz adu

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.)

Mutagéniskums

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)

Akiits toksiskums

Perorals:

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

B.l.a

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

B.1b

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

Dermals:

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

Inhalativs:

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)




L 68/44

Eiropas Savienibas Oficialais Veéstnesis

6.3.2023.

Atkartotas devas OECD Test Guideline 407: Repeated Dose 28-Day Oral Toxicity B.7.
toksiskums 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)
Reproduktivais| OECD Test Guideline 443: Extended One-Generation Reproduction | (B.56.)
ontogenétiskais Toxicity Study (2018)
toksiskums
OECD 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.)
(2018)
Toksikokinétiskums 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.
Kancerogéniskums 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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(Ontogenétiskais)
neirotoksiskums

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.

Endokrini disruptivas
ipasibas

In vitro

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

Fototoksiskums

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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3. TABULA. EKOTOKSIKOLOGISKO TPASIBU TESTESANAS METODES

Beigupunkts

TestéSanas metode

$a pielikuma C dalas
atbilstosa nodala, kura
atrodams pilns testésanas
metodes apraksts (iekavas
likts numurs nozimé, ka
nodala, kura ir pilnais
testéSanas metodes
apraksts, no C dalas
svitrota; tuksa riitina
nozimé, ka atbilstosas ES
testéSanas metodes $a
pielikuma C dala nav)

Toksiskums tidens vidé | OECD Test Guideline 201: Freshwater Alga and Cyanobacteria, C3.
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) (C.1)
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)

Noardisanas spéja OECD Test Guideline 111: Hydrolysis as a Function of pH (2004) C.7.
OECD Test Guideline 301: Ready Biodegradability (1992) C4.
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.

Aprite un uzvediba vide

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.




L 6848

Eiropas Savienibas Oficialais Veéstnesis

6.3.2023.

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)

letekme uz sauszemes
organismiem

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)

letekme uz sedimentos
mitoSiem organismiem

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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letekme uz putniem

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)

letekme uz kukainiem

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)

Endokrini disruptivas
ipasibas

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 One Generation
Reproduction Test (MEOGRT) (2015)

C.52.

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

C.53%

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) A dala tekstu aiz A.3., A4, A.8-A.12,, A.15-A.17., A.20. un A.21. nodalas nosaukuma aizstaj ar sadu: “Pilnais 3is
testéSanas metodes apraksts ir svitrots. Lidzvertiga starptautiska testéSanas metode vai citas attiecigajam beigupunktam
piemeérojamas testé$anas metodes noraditas 0. dalas 1. tabula.”;

3) B dala tekstu aiz B.3., B.5., B.6., B.8., B.l3./14., B.17., B.26., B.29.-B.33,, B.40.a, B.41., B.46.-B.48., B.51., B.56.,
B.58.-B.61., B.66., B.68., B.69. un B.71. nodalas nosaukuma aizstaj ar $adu: “Pilnais §is teste$anas metodes apraksts ir
svitrots. Lidzveértiga starptautiska testéSanas metode noradita 0. dalas 2. tabula.”;
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4) B dala tekstu aiz B.22., B.25., B.34., B.35. un B.39. nodalas nosaukuma aizstaj ar $adu: “§1 testéSanas metode ir svitrota,
jo ta vairs netiek atzita par piemérotu, lai Regulas (EK) Nr. 1907/2006 vajadzibam iegtitu informaciju par kimikaliju
toksikologiskajam ipasibam. Attiecigajam beigupunktam piemeérojamas teste$anas metodes noraditas 0. dalas
2. tabula.”;

5) C dala tekstu aiz C.1., C.9.,, C.32,, C.33., C.36. un C.39. nodalas nosaukuma aizstaj ar $adu: “Pilnais $is testéSanas
metodes apraksts ir svitrots. Lidzvértiga starptautiska testéSanas metode noradita 0. dalas 3. tabula.”;

6) C dala tekstu aiz C.15. nodalas nosaukuma aizstaj ar $adu: “Si testéSanas metode ir svitrota, jo ta vairs netiek atzita par
piemérotu, lai Regulas (EK) Nr. 1907/2006 vajadzibam iegitu informaciju par kimikaliju ekotoksikologiskajam
ipasibam. Attiecigajam beigupunktam piemérojamas testé$anas metodes noraditas 0. dalas 3. tabula.”
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