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EN 

ANNEX  

 

The Annex to Regulation (EC) No 440/2008 is amended as follows: 

(1)  Part 0 is amended as follows: 

(a) Table 2 is amended as follows: 

(i) in the entry ‘Skin corrosion/irritation’ the ‘In vitro’ section is replaced by 

the following: 

 

Skin corrosion/irritation ‘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 (2025) 

(B.40bis.) 

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 (2025) 

(B.46.) ’; 

 

(ii) in the entry ‘Serious eye damage/eye irritation’ the ‘In vitro’ section is 

replaced by the following:  

Serious eye damage/eye 

irritation 

‘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 (2025) 

(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 (2023) 

(B.48.) 

OECD Test Guideline 460: Fluorescein Leakage Test Method 

for Identifying Ocular Corrosives and Severe Irritants (2023) 

(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 (2025) 

(B.68.) 
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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 (2025) 

(B.69.) 

OECD Test Guideline 492B: Reconstructed Human Cornea-like 

Epithelium (RHCE) Test Method for Eye Hazard Identification 

(2024) 

 

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 (2024) 

 

OECD Test Guideline 467: Defined Approaches for Serious Eye 

Damage and Eye Irritation (2025)’; 

 

 

(iii) in the entry ‘Skin sensitisation’ the ‘In vitro’ section is replaced by the 

following:  

 

Skin sensitisation 

 

‘In vitro: 

OECD Test Guideline 442C: In Chemico Skin 

Sensitisation Assays addressing the Adverse Outcome 

Pathway Key Event on covalent binding to proteins 

(2026) 

(B.59.) 

OECD Test Guideline 442D: In Vitro Skin Sensitisation 

Assays Addressing the Adverse Outcome Pathway Key 

Event on Keratinocyte activation (2026) 

(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 (2026) 

(B.71.) 

OECD Test Guideline 497: Defined Approaches on Skin 

Sensitisation (2025)’; 
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(iv) in the entry ‘Skin sensitisation’ in the ‘In vivo’ section the row 

corresponding to the OECD Test Guideline 442B is replaced by the 

following:  

 

 ‘OECD Test Guideline 442B: Skin Sensitisation – 

Local Lymph Node Assay: BrdU-ELISA or –FCM 

(2025) 

(B.51.)’; 

 

(v) in the entry ‘Mutagenicity’ the ‘In vivo’ section is replaced by the 

following:  

 

 ‘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 (2025) 

(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 (2025)’; 

 

 

(vi) the entry ‘Repeated dose toxicity’ is replaced by the following: 

 

‘Repeated dose toxicity OECD Test Guideline 407: Repeated Dose 28-Day Oral 

Toxicity Study in Rodents (2025) 

(B.7.) 

OECD Test Guideline 412: Subacute Inhalation Toxicity: 

28-Day Study (2018) 

(B.8.) 

OECD Test Guideline 410: Repeated Dose Dermal 

Toxicity: 21/28-Day Study (1981) 

B.9. 
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OECD Test Guideline 422: Combined Repeated Dose 

Toxicity Study with the Reproduction/Developmental 

Toxicity Screening Test (2025) 

(B.64.) 

OECD Test Guideline 408: Repeated Dose 90-Day Oral 

Toxicity Study in Rodents (2025) 

(B.26.) 

OECD Test Guideline 409: Repeated Dose 90-Day Oral 

Toxicity Study in Non-Rodents (1998) 
B.27. 

OECD Test Guideline 413: Subchronic Inhalation 

Toxicity: 90-Day Study (2018) 

(B.29.) 

OECD Test Guideline 411: Subchronic Dermal Toxicity: 

90-Day Study (1981) 
B.28. 

OECD Test Guideline 452: Chronic Toxicity Studies 

(2018) 
(B.30.) 

OECD Test Guideline 453: Combined Chronic 

Toxicity/Carcinogenicity Studies (2018) 

(B.33.)’; 

 

(vii) the entry ‘Reproductive/developmental toxicity’ is replaced by the 

following: 

 

‘Reproductive/develo

pmental toxicity 

OECD Test Guideline 443: Extended One-Generation 

Reproduction Toxicity Study (2025) 

(B.56.) 

OECD Test Guideline 421: Reproduction/ Developmental 

Toxicity Screening Test (2025) 

(B.63.) 

OECD Test Guideline 422: Combined Repeated Dose 

Toxicity Study with the Reproduction/Developmental 

Toxicity Screening Test (2025) 

(B.64.) 

OECD Test Guideline 414: Prenatal Developmental 

Toxicity Study (2018) 

(B.31.)’; 

 

in the entry ’Endocrine disrupting properties’ in the ‘In vitro’ section, the 

row corresponding to the OECD Test Guideline 456 is replaced by the 

following:  

 ‘OECD Test Guideline 456: H295R Steroidogenesis 

Assay (2025) 

(B.57.)’; 
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(viii) the entry ‘Immunotoxicity’ is replaced by the following: 

 

 ‘OECD Test Guideline 444A: In vitro 

immunotoxicity IL-2 Luc assay (2025)’; 

 

 

(b) Table 3 is amended as follows: 

 

(i) the entry ‘Aquatic toxicity’ is replaced by the following: 

 

‘Aquatic toxicity OECD Test Guideline 201: Freshwater Alga and 

Cyanobacteria, Growth Inhibition Test (2011) 

C.3. 

OECD Test Guideline 209: Activated Sludge, Respiration 

Inhibition Test (Carbon and Ammonium Oxidation) 

(2010) 

C.11. 

OECD Test Guideline 224: Determination of the 

Inhibition of the Activity of Anaerobic Bacteria (2007) 
C.34. 

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 (2004) 

C.2. 

OECD Test Guideline 211: Daphnia magna Reproduction 

Test (2012) 

C.20. 

OECD Test Guideline 203: Fish, Acute Toxicity Test 

(2025) 
(C.1.) 

OECD Test Guideline 210: Fish, Early-life Stage Toxicity 

Test (2025) 
(C.47.) 

OECD Test Guideline 215: Fish, Juvenile Growth Test 

(2000) 
C.14. 

OECD Test Guideline 236: Fish Embryo Acute Toxicity 

(FET) Test (2025) 

(C.49.) 
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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)’; 

 

 

(ii) the entry ‘Degradation’ is replaced by the following: 

‘Degradation 

 

OECD Test Guideline 111: Hydrolysis as a Function of 

pH (2025) 

(C.7.) 

OECD Test Guideline 301: Ready Biodegradability 

(1992) 

C.4. 

OECD Test Guideline 302A: Inherent Biodegradability: 

Modified SCAS Test (1981) 

C.12. 

OECD Test Guideline 302B: Inherent Biodegradability: 

Zahn-Wellens/ EMPA Test (1992) 

(C.9). 

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 (2025) 

(C.23.) 

OECD Test Guideline 308: Aerobic and Anaerobic 

Transformation in Aquatic Sediment Systems (2025) 

(C.24.) 

OECD Test Guideline 309: Aerobic Mineralisation in 

Surface Water – Simulation Biodegradation Test (2004) 

C.25. 

OECD Test Guideline 310: Ready Biodegradability - CO2 

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. 



 

 7  

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 (2025)  

 

EU test method C.5. Degradation – Biochemical Oxygen 

Demand 

C.5. 

EU test method C.6. Degradation – Chemical Oxygen 

Demand 

C.6.’; 

 

(iii) in the entry ‘Effects on sediment organisms’ the row corresponding to the 

OECD Test Guideline 239 is replaced by the following:  

 

 ‘OECD Test Guideline 239: Water-Sediment 

Myriophyllum Spicatum Toxicity Test (2025) 

(C.51).’; 

 

 

(iv) in the entry ‘Effects on insects’ the following row is inserted: 

 

 ‘OECD Test Guideline 254: Mason bees (Osmia sp.), 

Acute Contact Toxicity Test (2025)’; 

 

 

(2) in part B, the text below the heading of Chapter B.7. is replaced by the following: ‘The 

full description of this test method has been deleted. The equivalent international test 

method appears in Part 0, Table 2’.  

(3) in part B, the text below the heading of Chapter B.63. is replaced by the following: 

‘The full description of this test method has been deleted. The equivalent international 

test method appears in Part 0, Table 2’. 

(4) in part B, the text below the heading of Chapter B.64. is replaced by the following: 

‘The full description of this test method has been deleted. The equivalent international 

test method appears in Part 0, Table 2’. 

(5) in part C, the text below the heading of Chapter C.7. is replaced by the following: ‘The 

full description of this test method has been deleted. The equivalent international test 

method appears in Part 0, Table 3’. 

(6) in part C, the text below the heading of Chapter C.23. is replaced by the following: 

‘The full description of this test method has been deleted. The equivalent international 

test method appears in Part 0, Table 3’. 

(7) in part C, the text below the heading of Chapter C.24., is replaced by the following: 

‘The full description of this test method has been deleted. The equivalent international 

test method appears in Part 0, Table 3’. 
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(8) in part C, the text below the heading of Chapter C.47. is replaced by the following: 

‘The full description of this test method has been deleted. The equivalent international 

test method appears in Part 0, Table 3’. 

(9) in part C, the text below the heading of Chapter C.49 is replaced by the following: 

‘The full description of this test method has been deleted. The equivalent international 

test method appears in Part 0, Table 3’. 

(10) in part C, the text below the heading of Chapter C.51. is replaced by the following: 

‘The full description of this test method has been deleted. The equivalent international 

test method appears in Part 0, Table 3’. 

 


