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Togra le haghaidh rialachain
Aithris 4

Téacs arna mholadh ag an gCoimisiun

4) Chun deimhneacht dhlithiuil agus
cur chun feidhme a fheabhst maidir leis an
meastoireacht ar fhaisnéis ghuaise le
haghaidh meascan nach bhfuil sonrai
tastala ar bith n6 go bhfuil sonrai tastala
neamhleora ar fail ina leith don mheascan
féin ann, ba cheart an idirghniomhaiocht
idir cur 1 bhfeidhm phrionsabail an
eachtarshuimh agus cinneadh at4 bunaithe
ar thromachar na fianaise agus uséid a
baint as breithiunas saineolaithe a
shoiléiriu. Ba cheart a airithiu le soiléiria
den sért sin go gcomhldnaionn an cinneadh
bunaithe ar thromachar na fianaise cur i
bhfeidhm phrionsabail an eachtarshuimh
ach nach ngabhfaidh sé ionad na
bprionsabal sin. Ba cheart a shoil€iria
freisin, mura féidir prionsabail an
eachtarshuimh a chur 1 bhfeidhm chun
meascan a mheas, gur cheart do
mhonardéiri, d’allmhaireoiri agus
d’tGsaideoiri foghabhéalacha an modh riofa
n6 modhanna eile a bhfuil cur sios orthu 1
gCuid 3 agus i gCuid 4 d’larscribhinn [ a
ghabhann le Rialachan (CE)

Uimh. 1272/2008 a usaid. Ba cheart a
shoiléiria freisin cé na critéir, nuair nach
gcomhliontar iad, a chinneann cathain a
dhéanfar cinneadh bunaithe ar thromachar
na fianaise agus Usdid 4 baint as breithitinas
saineolaithe.
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Leasu

4) Chun deimhneacht dhlithiuil agus
cur chun feidhme a theabhst maidir leis an
meastoireacht ar fthaisnéis ghuaise le
haghaidh meascén nach bhfuil sonrai
tastala ar bith n6 go bhfuil sonrai tastala
neamhleora ar fail ina leith don mheascan
féin ann, ba cheart an idirghniomhaiocht
idir cur i bhfeidhm phrionsabail an
eachtarshuimh agus cinneadh at4 bunaithe
ar thromachar na fianaise agus uséid a4
baint as breithiinas saineolaithe a
shoiléirit. Ba cheart a airithiu le soiléiria
den sort sin go gcomhldnaionn an cinneadh
bunaithe ar thromachar na fianaise cur i
bhfeidhm phrionsabail an eachtarshuimh
ach nach ngabhfaidh sé ionad na
bprionsabal sin. Ba cheart a shoiléirit
freisin, mura féidir prionsabail an
eachtarshuimh a chur 1 bhfeidhm chun
meascan a mheas, gur cheart do
mhonardiri, d’allmhaireoiri agus
d’tsaideoiri foghabhéalacha an modh riofa
n6 modhanna eile a bhfuil cur sios orthu 1
gCuid 3 agus i gCuid 4 d’larscribhinn [ a
ghabhann le Rialachan (CE)

Uimh. 1272/2008 a usaid. Ba cheart a
shoiléiriu freisin cé na critéir, nuair nach
gcomhliontar iad, a chinneann cathain a
dhéanfar cinneadh bunaithe ar thromachar
na fianaise agus 0said 4 baint as breithitinas
saineolaithe. Agus é d aithint nach bhfuil
cur i bhfeidhm critéar maidir le faisnéis
faoi na haicmi guaise éagsula simpli i
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gconai, agus é d chur san direamh go
bhféadfar aicme ghuaise shonrach a
shainiu le nios mo nda critéar amhdin, ba
cheart do mhonardiri, d’allmhaireoiri
agus d’usdideoiri foghabhdlacha, mar ata
thuas, cinnti thromachar na fianaise a
chur i bhfeidhm lena mbaineann
breithiunas saineolaithe chun teacht ar
thorthai leordhoéthanacha. Ba cheart aird
chui a thabhairt le tromachar na fianaise
ar an bhfaisnéis uile ata ar fdil, beag
beann ar na féidearthachtai atd ann chun
compardid dhireach a dhéanamh leis na
critéir; ni chiallaionn sé go bhfuil
medntorthai ann, nda ni bhaineann sé le
cur chuige cas is measa. Maidir le haicmi
guaise arna sainiu ag ilchritéir, ba cheart
go gcuirfi san direamh i gcinneadh
amhdin bunaithe ar thromachar na
fianaise na measunuithe aonair maidir le
gach ceann de na critéir chomh maith le
haon idirspledchas idir na hairionna a
shainitear leis na critéir sin. 1 gcds nach
féidir na critéir a chur i bhfeidhm go
direach maidir le faisnéis shainaitheanta
ata ar fail, ba cheart do mhonardiri,
allmhaireoiri agus usdideoiri
foghabhdlacha meastdireacht a
dhéanamh tri chinneadh thromachar na
fianaise a chur i bhfeidhm ag baint usdide
as breithiunas saineolach i gcomhréir le
roinn 1.1.1 d'Iarscribhinn I a ghabhann
le Rialachan (CE) Uimh. 1272/2008, ,
agus trid an bhfaisnéis go léir a
bhaineann le Cinneadh ghuaiseacha na
substainte no an mheascdin a thomhas,
agus i gcomhréir le roinn 1.2
d'larscribhinn XI a ghabhann le
Rialachan (CE) Uimh. 1907/2006.

Or. en
Réasunu

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
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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 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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Togra le haghaidh rialachain
Airteagal 1 — mir 1 — pointe 6
Rialachan (CE) Uimh. 1272/2008
Airteagal 9 — mir 3

Téacs arna mholadh ag an gCoimisiun

3 I gcas nach féidir na critéir da
dtagraitear i mir 1 a chur 1 bhfeidhm go
direach maidir le faisnéis shainaitheanta ata
ar fail, déanfaidh monaroiri, allmhaireoiri
agus usaideoiri foghabhélacha
meastoireacht tri chinneadh thromachar na
fianaise a chur 1 bhfeidhm ag baint uséide
as breithitinas saineolach i gcomhréir le
roinn 1.1.1 d’Iarscribhinn I a ghabhann leis
an Rialachén seo, agus trid an bhfaisnéis
go léir a bhaineann le Cinneadh
ghuaiseacha na substainte n6 an mheascéin
a thomhas, agus 1 gcomhréir le roinn 1.2
d’larscribhinn XI a ghabhann le Rialachan
(CE) Uimh. 1907/2006.

Leasu

3 I gcés nach féidir na critéir da
dtagraitear i mir 1 a chur 1 bhfeidhm go
direach maidir leis an bhfaisnéis
shainaitheanta go 1¢éir até ar fail, nd i gcds
ina sainitear guaiseacha le critéir
iolracha, déanfaidh monardiri,
allmhaireoiri agus usaideoiri
foghabhalacha meastoireacht tri chinneadh
thromachar na fianaise a chur i bhfeidhm
ag baint usdide as breithiinas saineolaithe 1
gcomhréir le roinn 1.1.1 d’larscribhinn I a
ghabhann leis an Rialachén seo, agus tri
gach faisnéis ata ar fail a thomhas thar
gach critéar aonair agus dbhartha a
bhfuil baint acu le cinneadh ghuaiseacha na
substainte nd an mheascdin, agus 1
gcomhréir le roinn 1.2 d’larscribhinn XI a
ghabhann le Rialachan (CE) Uimh.
1907/2006.

Or. en

Reéasunu

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
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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 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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