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Klasifikacia, oznacovanie a balenie latok a zmesi
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(COM(2022)0748 — C9-0433/2022 — 2022/0432(COD))

Navrh nariadenia
Odovodnenie 4

Text predlozeny Komisiou

4) Na ucely posilnenia pravnej istoty
a implementécie v stvislosti

s vyhodnotenim informacii

o nebezpecnosti zmesi, ak v pripade
samotnych zmesi nie st dostupné Ziadne
udaje z testov alebo len neadekvatne udaje,
by sa mala ozrejmit’ interakcia medzi
uplatiiovanim principov extrapolécie

a stanovenim zavaznosti dokazov
expertnym posudkom. Takymto
objasnenim by sa malo zabezpecit’, aby
stanovenie zavaznosti dokazov doplialo,
ale nenahradzalo uplathovanie principov
extrapolacie. Takisto by sa malo vysvetlit,
ze ak na hodnotenie zmesi nemozno
uplatnit’ principy extrapolacie, vyrobcovia,
dovozcovia a nésledni uzivatelia maju
pouzit’ metodu vypoctu alebo iné metddy
opisané v Castiach 3 a 4 prilohy |

k nariadeniu (ES) €. 1272/2008. Okrem
toho treba vysvetlit’, ktoré kritéria, pokial’
nie su splnené, urcuju, kedy sa ma vykonat’
stanovenie zavaznosti dokazov expertnym
posudkom.
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Pozmenujuci navrh

4) Na ucely posilnenia pravnej istoty
a implementacie v stvislosti

s vyhodnotenim informacii

o nebezpecnosti zmesi, ak v pripade
samotnych zmesi nie st dostupné Ziadne
udaje z testov alebo len neadekvéatne udaje,
by sa mala ozrejmit’ interakcia medzi
uplatiiovanim principov extrapolécie

a stanovenim zavaznosti dokazov
expertnym posudkom. Takymto
objasnenim by sa malo zabezpecit', aby
stanovenie zavaznosti dokazov dopliialo,
ale nenahradzalo uplatinovanie principov
extrapolacie. Takisto by sa malo vysvetlit,
7e ak na hodnotenie zmesi nemoZzno
uplatnit’ principy extrapolacie, vyrobcovia,
dovozcovia a nasledni uzivatelia maja
pouzit’ metddu vypoctu alebo iné metddy
opisané v Castiach 3 a 4 prilohy I

k nariadeniu (ES) €. 1272/2008. Okrem
toho treba vysvetlit', ktoré kritéria, pokial
nie su splnené, urcuja, kedy sa ma vykonat’
stanovenie zavaznosti dokazov expertnym
posudkom. Ked’Ze uplatiiovanie kritérii
tykajucich sa informadcii o jednotlivych
triedach nebezpecnosti nie je vidy jasné a
jednoduché a ked’Ze konkrétnu triedu
nebezpeclnosti mozZno vymedzit’ viacerymi
kritériami, vyrobcovia, dovozcovia a
ndsledni uZivatelia by mali uplatnit’, ako
je uzZ uvedené, stanovenie zavazinosti
dokazov s vyuZitim expertného posudku,
aby dospeli k primeranym vysledkom. Pri
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analyze zavaznosti dokazov by sa mali
ndleZite zohladnit’ vietky dostupné
informadcie bez ohl’adu na moZnost’
priameho porovnania s kritériami;
neznamend to spriemerovanie vysledkov a
nejde ani o pristup zaloZeny na najhorsom
pripade. V pripade tried nebezpecnosti
vymedzenych viacerymi kritériami by sa
pri suhrnnom stanovovani zavaznosti
dokazov mali zohladnit’ jednotlivé
posudenia s ohl’adom na kaZdé 7 kritérii,
ako aj akdakol’vek vzdajomnd previazanost’
medzi vilastnostami vymedzenymi
takymito kritériami. Ak na zistené
informadcie nie je moZné priamo uplatnit’
prislusné kritéria, vyrobcovia, dovozcovia
a nasledni uZivatelia by mali vykonat’
hodnotenie stanovenim zavaZnosti
dokazov expertnym posudkom v sulade s
oddielom 1.1.1 prilohy I k nariadeniu
(ES) ¢ 1272/2008, pricom zvazia vietky
dostupné informdcie, ktoré maju vplyv na
stanovenie nebezpecnosti latky alebo
zmesi, a postupuju v sulade s oddielom 1.2
prilohy XI k nariadeniu (ES) ¢.
1907/2006.

Or. en
Odovodnenie

Building an assessment on all available data is a fundamental scientific practice, for some
hazard classes a classification can only be decided on a Weight of Evidence basis, as clearly
stated in UN GHS section 1.3.2.4.9.

Especially where a hazard classification will be based on the evaluation of several criteria as
in PBT/vPvB (persistent, bioaccumulative and toxic) and PMT/vPvM (persistent, mobile and
toxic) assessment, it is crucial to consider all available information to assess if a
classification is really warranted.

In order to ensure the robustness and alignment of all classifications contained in CLP annex

VI to consider all additional information now available and not previously taken into account
and to allow the possibility of a harmonized categorisation, substances should be reviewed by
ECHA Risk Assessment Committee (RAC) before their inclusion in CLP annex V1.

In particular, for active substances in plant protection products, there is a risk that new data

might be available after the decision made by EFSA, which would need to be taken into
account to ensure the harmonized classification according to CLP principles is granted
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during this transfer of regulatory decisions across regulations.
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Pozmenujuci navrh 105
Pietro Fiocchi
v mene skupiny ECR

Sprava
Maria Spyraki

Klasifikacia, oznacovanie a balenie latok a zmesi

A9-0271/105

A9-0271/2023

(COM(2022)0748 — C9-0433/2022 — 2022/0432(COD))

Navrh nariadenia

Clanok 1 — odsek 1 —bod 6
Nariadenie (ES) ¢. 1272/2008
Clanok 9 — odsek 3

Text predlozeny Komisiou

3. Ak na dostupné zisten¢ informacie
nie je mozné priamo uplatnit’ kritéria, na
ktoré sa odkazuje v odseku 1, vyrobcovia,
dovozcovia a nasledni uzivatelia vykonaju
hodnotenie stanovenim zavaznosti dokazov
expertnym posudkom v stilade

s oddielom 1.1.1 prilohy I k tomuto
nariadeniu, pricom zvézia vSetky dostupné
informacie, ktoré maji vplyv na stanovenie
nebezpecnosti latky alebo zmesi,

a postupuju v sulade s oddielom 1.2
prilohy XI k nariadeniu (ES) €. 1907/2006.

Pozmenujuci navrh

3. Ak na vSetky dostupné zistené
informacie nie je mozné priamo uplatnit’
kritéria, na ktoré sa odkazuje v odseku 1,
alebo ak su nebezpecenstva vymedzené
viacerymi kritériami, vyrobcovia,
dovozcovia a nésledni uzivatelia vykonaju
hodnotenie stanovenim zavaznosti dokazov
expertnym posudkom v stilade

s oddielom 1.1.1 prilohy I k tomuto
nariadeniu, pricom zvézia vSetky dostupné
informacie s ohl’adom na vietky jednotlivé
a relevantné kritérida, ktoré maju vplyv na
stanovenie nebezpecnosti latky alebo
zmesi, a postupuju v sulade s oddielom 1.2
prilohy XI k nariadeniu (ES) ¢. 1907/2006.

Or. en

Odovodnenie

Building an assessment on all available data is a fundamental scientific practice, for some
hazard classes a classification can only be decided on a Weight of Evidence basis, as clearly

stated in UN GHS section 1.3.2.4.9.

Especially where a hazard classification will be based on the evaluation of several criteria as
in PBT/vPvB (persistent, bioaccumulative and toxic) and PMT/vPvM (persistent, mobile and
toxic) assessment, it is crucial to consider all available information to assess if a
classification is really warranted. In order to ensure the robustness and alignment of all
classifications contained in CLP annex VI, to consider all additional information now
available and not previously taken into account and to allow the possibility of a harmonized
categorisation, substances should be reviewed by ECHA Risk Assessment Committee (RAC)
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before their inclusion in CLP annex VI. In particular, for active substances in plant protection
products, there is a risk that new data might be available after the decision made by EFSA,
which would need to be taken into account to ensure the harmonized classification according
to CLP principles is granted during this transfer of regulatory decisions across regulations.
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