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NARIZENI KOMISE (EU) 2025/2573
ze dne 18. prosince 2025,

kterym se méni nafizeni (ES) & 440/2008, pokud jde o pfizptisobeni zkuSebnich metod technickému
pokroku

(Text s vyznamem pro EHP)

EVROPSKA KOMISE,

s ohledem na Smlouvu o fungovéni Evropské unie,

s ohledem na nafizeni Evropského parlamentu a Rady (ES) ¢. 1907/2006 ze dne 18. prosince 2006 o registraci, hodnocen,
povolovani a omezovani chemickych latek, o ziizeni Evropské agentury pro chemické latky, o zméné smérnice 1999/45/ES
a o zrudeni nafizeni Rady (EHS) ¢ 79393, nafizen{ Komise (ES) ¢. 1488/94, smérnice Rady 76/769/EHS a smérnic
Komise 91/155/EHS, 93/67/EHS, 93/105/ES a 2000/21/ES ('), a zejména na ¢l. 13 odst. 2 uvedeného nafizent,

vzhledem k témto dtvodam:

(1) V ptiloze natizeni Komise (ES) ¢. 440/2008 (3 jsou uvedeny zkusebni metody, které jsou uznany jako vhodné pro
ziskdvani informaci o fyzikdlné-chemickych, toxikologickych a ekotoxikologickych vlastnostech chemickych latek
pro Géely nafizeni (ES) ¢. 1907/2006.

(2)  Organizace pro hospodéiskou spolupraci a rozvoj (OECD) vypracovavd harmonizované a mezindrodné schvalené
pokyny pro zkouseni chemickych latek pro regulaéni déely. OECD pravidelné vydava nové a revidované pokyny pro
zkouseni zohlednujici védecky pokrok v této oblasti.

(3)  Aby bylo mozné nafizeni (ES) ¢. 440/2008 aktualizovat na zdkladé technického pokroku a sniZit pocet zvifat
pouzivanych pro experimentalni tiely rovnéz v souladu se smérnici Evropského parlamentu a Rady 2010/63/EU (¥),
mély by byt do piilohy nafizeni (ES) ¢. 440/2008 doplnény tfi zkuSebni metody k urceni G¢inkt na lidské zdravi,
které se tykaji zkousek in vitro pro vdzné poskozeni o¢i | podrazdéni o¢i a senzibilizaci kiiZe (), a tii aktualizované
zku$ebni metody pro posouzeni ekotoxicity (°).

() Ut vést. L 396, 30.12.2006, s. 1, ELL https://data.europa.eu/elifreg/2006/1907 [oj.

(%) Natizeni Komise (ES) ¢. 440/2008 ze dne 30. kvétna 2008, kterym se stanovi zkusebni metody podle nafizeni Evropského parlamentu
a Rady (ES) ¢ 1907/2006 o registraci, hodnoceni, povolovani a omezovani chemickych litek (REACH) (UF. vést. L 142, 31.5.2008,
s. 1, ELL https:/|data.europa.eu/elijreg/2008/440/0j).

() Smérnice Evropského parlamentu a Rady 2010/63/EU ze dne 22. zd# 2010 o ochrané zvifat pouzivanych pro védecké acely
(Uf. vést. L 276, 20.10.2010, s. 33, ELL https://eur-lex.europa.eu/eli/dir/2010/6 3/oj).

() Pokyn OECD ke zkousce 442D: senzibilizace kiiZe in vitro: Assays addressing the Adverse Outcome Pathway Key Event on Keratinocyte
activation (2024) https://doi.org/10.1787/9789264229822-en; pokyn OECD ke zkousce 467: Defined Approaches for Serious Eye
Damage and Eye Irritation (2024) https://doi.org[10.1787/28fe2841-en; pokyn OECD ke zkousce 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) https://doi.org/10.1787/970e5cd9-en.

() Pokyn OECD ke zkousce 252: Rapid Estrogen Activity In Vivo (REACTIV) assay (2024) https://doi.org[10.1787/54066090-en; pokyn
OECD ke zkousce 253: Short-term Juvenile Hormone Activity Screening Assay using Daphnia magna (JHASA) (2024) https://doi.org/
10.1787/03cb5c08-en; pokyn OECD ke zkousce 321: Hyallela azteca Bioconcentration Test (HYBIT) (2024) https://doi.org/10.1787/
8ac30c4e-en.
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(4)  OECD navic v roce 2024 opravilo ndsledujici zkusebni metody, které byly zahrnuty do nafizeni (ES) ¢. 440/2008 -
pokyn OECD ke zkousce 403 (°), pokyn OECD ke zkousce 442B (’), pokyn OECD ke zkousce 442C (%), pokyn OECD
ke zkousce 442E (°), pokyn OECD ke zkousce 492 (%), pokyn OECD ke zkousce 492B ('), pokyn OECD ke zkousce
493 (1?). Je proto vhodné tyto metody aktualizovat v pfiloze nafizeni (ES) ¢. 440/2008 a zrusit zastaralé verze
uplnych popisti dvou zkuSebnich metod, které jsou stanoveny v &isti B (zkusebni pokyn OECD 403 a zkuSebni
pokyn OECD 493) prilohy nafizeni (ES) ¢. 440/2008. Kromé toho by mély byt pfiddny dalsi zkusebni metody, které
jsou relevantni pro cilovy ukazatel prasnosti (pro nanoformy latky): EN 17199-2:2019 Workplace exposure —
Measurement of dustiness of bulk materials that contain or release respirable NOAA and other respirable particles —
Part 2: Rotating drum method; EN 17199-3:2019 Workplace exposure — Measurement of dustiness of bulk
materials that contain or release respirable NOAA and other respirable particles — Part 3: Continuous drop method;
EN 17199-4:2019 Workplace exposure — Measurement of dustiness of bulk materials that contain or release
respirable NOAA and other respirable particles — Part 4: Small rotating drum method; EN 17199-5:2019 Workplace
exposure — Measurement of dustiness of bulk materials that contain or release respirable NOAA and other respirable
particles — Part 5: Vortex shaker method. Je rovnéz vhodné zrusit Gplny popis zkusebni metody v ¢asti A (Pyroforické
vlastnosti pevnych latek a kapalin) ptilohy nafizeni (ES) ¢. 440/2008, protoze &ast O jiz obsahuje aktudlni verze
zkusebnich metod relevantnich pro tyto sledované vlastnosti.

(5)  Nafizeni (ES) ¢. 440/2008 by proto mélo byt odpovidajicim zpiisobem zménéno.

(6)  Navrhovand zména byla konzultovéna s piislusnymi zcastnénymi stranami.

(7)  Opatfeni stanovend timto nafizenim jsou v souladu se stanoviskem vyboru zfizeného podle ¢l. 133 odst. 1 nafizeni
(ES) & 1907/2006,

PRIJALA TOTO NARIZENI:

Clének 1

Piiloha natizeni (ES) ¢. 440/2008 se méni v souladu s pfilohou tohoto nafizeni.

(®) Pokyn OECD ke zkousce 403: Acute Inhalation Toxicity (2024) https://doi.org/10.1787/9789264070608-en.

() Pokyn OECD ke zkousce 442B: senzibilizace kiize: Local Lymph Node Assay: BrdU-ELISA or —-FCM (2024) https://doi.org/10.1787
9789264090996-en.

() Pokyn OECD ke zkousce 442C: senzibilizace kiize in Chemico: Assays addressing the Adverse Outcome Pathway key event on covalent
binding to proteins (2024) https:|/doi.org/10.1787/9789264229709-en.

() Pokyn OECD ke zkousce 442E: senzibilizace kiiZe in vitro: In Vitro Skin Sensitisation assays addressing the Key Event on activation of
dendritic cells on the Adverse Outcome Pathway for Skin Sensitisation (2024) https://doi.org/10.1787/9789264264359-en.

(") Pokyn OECD ke zkousce 492: Reconstructed human Cornea-like Epithelium (RhCE) test method for identifying chemicals not
requiring classification and labelling for eye irritation or serious eye damage (2024) https://doi.org/10.1787/9789264242548-en.

(") Pokyn OECD ke zkousce 492B: Reconstructed Human Cornea-like Epithelium (RHCE) Test Method for Eye Hazard Identification
(2024) https://doi.org/10.1787/0d603916-en.

(") Pokyn OECD ke zkousce 493: Performance-Based Test Guideline for Human Recombinant Estrogen Receptor (hrER) In Vitro Assays to
Detect Chemicals with ER Binding Affinity (2024) https://doi.org/10.1787/9789264242623-en.
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Cldnek 2
Toto nafizeni vstupuje v platnost dvacitym dnem po vyhldseni v Uednim véstniku Evropské unie.

Toto nafizeni je zdvazné v celém rozsahu a piimo pouzitelné ve viech ¢lenskych sttech.

V Bruselu dne 18. prosince 2025.

Za Komisi
piedsedkyné
Ursula VON DER LEYEN
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PRILOHA
Priloha natizeni (ES) ¢. 440/2008 se méni takto:

1)  Cést 0 se ménf takto:

a)  Vtabulce 1 se polozka ,Prasnost (pro nanoformy latky)“ nahrazuje timto:

~Prasnost (pro EN 17199-1:2019 — Workplace exposure - Measurement
nanoformy latky) of dustiness of bulk materials that contain or release
respirable NOAA and other respirable particles — Part 1:
Requirements and choice of test methods

EN 17199-2:2019 Workplace exposure — Measurement of
dustiness of bulk materials that contain or release
respirable NOAA and other respirable particles — Part 2:
Rotating drum method

EN 17199-3:2019 Workplace exposure — Measurement of
dustiness of bulk materials that contain or release
respirable NOAA and other respirable particles — Part 3:
Continuous drop method

EN 17199-4:2019 Workplace exposure — Measurement of
dustiness of bulk materials that contain or release
respirable NOAA and other respirable particles — Part 4:
Small rotating drum method

EN 17199-5:2019 Workplace exposure — Measurement of
dustiness of bulk materials that contain or release
respirable NOAA and other respirable particles — Part 5:
Vortex shaker method

EN 15051-1:2013 Workplace exposure - Measurement of
the dustiness of bulk materials - Part 1: Requirements and
choice of test methods

EN 15051-2:2016 Workplace exposure - Measurement of
the dustiness of bulk materials - Part 2: Rotating drum
method

EN 15051-3:2013 Workplace exposure - Measurement of
the dustiness of bulk materials - Part 3: Continuous drop
method”

b)  Tabulka 2 se méni takto:

i)  vpolozce,Vazné poskozeni o¢i [ podrdzdéni o¢i“ se oddil ,In vitro* nahrazuje timto:

Vézné poskozeni o¢i| | ,In vitro:
podrazdéni o¢i

OECD Test Guideline 437: Bovine Corneal Opacity and (B.47.)
Permeability Test Method for Identifying i) Chemicals
Inducing Serious Eye Damage and ii) Chemicals Not
Requiring Classification for Eye Irritation or Serious Eye
Damage (2023)
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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
[rritants (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
(2023)

(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 (2024)

(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 (2024)

ii)  vpolozce ,Senzibilizace kize“ se oddil ,In vitro“ nahrazuje timto:

Senzibilizace kize

LIn vitro:

OECD Test Guideline 442C: In Chemico Skin
Sensitisation: Assays addressing the Adverse Outcome
Pathway key event on covalent binding to proteins
(2024)

(B.59.)

OECD Test Guideline 442D: In Vitro Skin Sensitisation:
Assays addressing the Adverse Outcome Pathway Key
Event on Keratinocyte activation (2024)

(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 (2024)

(B.71.)"

OECD Test Guideline 497: Defined Approaches on Skin
Sensitisation (2023)
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i) v poloZce ,Senzibilizace kize” se v oddile ,In vivo“ fddek odpovidajici pokynu OECD ke zkousce 442B
nahrazuje timto:

,OECD Test Guideline 442B: Skin Sensitisation — Local (B.51)"
Lymph Node Assay: BrdU-ELISA or —FCM (2024)

iv) v polozce ,Akutni toxicita“ se v oddile ,Inhalation“fadek odpovidajici pokynu OECD ke zkousce 403
nahrazuje timto:

,OECD Test Guideline 403: Acute Inhalation Toxicity (B.2)
(2024)

v) v polozce ,Vlastnosti vyvoldvajici naruseni ¢innosti endokrinniho systému“ se v oddile ,In vivo* Fadek
odpovidajici pokynu OECD ke zkousce 493 nahrazuje timto:

,OECD Test Guideline 493: Performance-Based Test (B.70)“
Guideline for Human Recombinant Estrogen Receptor
(hrER) In Vitro Assays to Detect Chemicals with ER
Binding Affinity (2024)

¢)  Tabulka 3 se méni takto:

i)  vpolozce ,Osud a chovéni v Zivotnim prostfedi“ se vkladd novy fadek, ktery zni:

,OECD Test Guideline 321: Hyalella azteca
Bioconcentration Test (HYBIT) (2024)“

ii) v polozce ,Vlastnosti vyvoldvajici naruseni ¢innosti endokrinniho systému* se vklddaji nové fadky, které
Zngjt:

,OECD Test Guideline 252: Rapid Estrogen Activity In
Vivo (REACTIV) assay (2024)

OECD Test Guideline 253: Short-term Juvenile Hormone
Activity Screening Assay using Daphnia magna (JHASA)
(2024)

v &sti A se text pod nadpisem kapitoly A.13 nahrazuje timto: ,Uplny popis této zkusebni metody byl odstranén.
Rovnocenné mezindrodni zkuSebni metody nebo jiné pouzitelné zkusebni metody pro dané sledované vlastnosti
jsou uvedeny v tabulce 1 ¢asti 0.

v Casti B se text pod nadpisem kapitoly B.2 nahrazuje timto: ,Uplny popis této zkusebni metody byl odstranén.
Rovnocennd mezindrodni zkusebni metoda je uvedena v tabulce 2 ¢dsti 0.

v &dsti B se text pod nadpisem kapitoly B.70 nahrazuje timto: ,Uplny popis této zkusebni metody byl odstranén.
Rovnocennd mezindrodni zkusebni metoda je uvedena v tabulce 2 ¢asti 0.
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