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Regulas priekslikums
4. apsvérums

Komisijas ierosinatais teksts

4) Lai uzlabotu juridisko noteiktibu un
istenoSanu attieciba uz bistamibas
informacijas izvertéSanu maisijumiem, ja
pasam maisijumam nav pieejami testéSanas
dati vai tie ir nepietiekami, biitu japrecize,
ka mijiedarbojas salidzinamibas principu
piemé&roSana un pieradijumu sveérsanas
metode ar eksperta slédzienu. Ar $adu
precizé€jumu biitu janodroSina, ka
pieradijumu svara noteikSana papildina,
nevis aizstaj salidzinamibas principu
piemé&roSanu. Biitu ar1 japrecize, ka
gadijuma, ja salidzinamibas principus
nevar piemérot maisijuma noveértésanai,
razotajiem, importetajiem un pakartotajiem
lietotajiem biitu jaizmanto aprékina metode
vai citas metodes, kas aprakstitas Regulas
(EK) Nr. 1272/2008 I pielikuma 3. un

4. dala. Biitu ar japreciz€, kuru krit€riju
del, ja tie netiek izpilditi, ir jaizmanto
pieradijumu svérSanas metode ar eksperta
sleédzienu.
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Grozijums

4) Lai uzlabotu juridisko noteiktibu un
istenoSanu attieciba uz bistamibas
informacijas izvertéSanu maisijumiem, ja
pasam maisijumam nav pieejami testéSanas
dati vai tie ir nepietiekami, biitu japrecize,
ka mijiedarbojas salidzinamibas principu
piemé&roSana un pieradijumu sveérsanas
metode ar eksperta slédzienu. Ar $adu
preciz€jumu biitu janodroSina, ka
pieradijumu svara noteikSana papildina,
nevis aizstaj salidzinamibas principu
piemé&roSanu. Biitu ar1 japrecize, ka
gadijuma, ja salidzinamibas principus
nevar piemérot maisijuma novertésanai,
razotajiem, importetajiem un pakartotajiem
lietotajiem biitu jaizmanto aprékina metode
vai citas metodes, kas aprakstitas Regulas
(EK) Nr. 1272/2008 I pielikuma 3. un

4. dala. Biitu arT japreciz€, kuru krit€riju
del, ja tie netiek izpilditi, ir jaizmanto
pieradijumu sverSanas metode ar eksperta
sleédzienu. Atzistot, ka kriteriju
piemerosana informacijai par dazadam
bistamibas klasem ne vienmer ir
vienkarsa, un paturot prata, ka konkretu
bistamibas klasi var noteikt pec vairakiem
kriterijiem, raZotajiem, importetajiem un
pakartotajiem lietotajiem biitu japiemeéro
pieradijumu sverSanas metode ar eksperta
sledzienu, ka noradits ieprieks teksta, lai
panaktu atbilstoSus rezultatus.
Pieradijumu sverSanas procesd piendcigi
butu janem vera visa pieejama
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informacija neatkarigi no iespejam to
tieSa veida salidzinat ar kriterijiem; tas
nenozime, ka tiks iegiti tikai vidéejie
rezultati, un nav ari saistits ar sliktaka
gadijuma pieeju. Bistamibas klasem, ko
nosaka péc vairakiem kriterijiem, katra
pieradijumu sverSanas procesa biitu
Jjanem verd individualie novertejumi pec
katra kritéerija, ka ari jebkada savstarpéja
atkariba starp ipaSibam, ko nosaka Sie
kriteriji. Ja Sos kriterijus pieejamajai
identificetajai informacijai nevar piemeérot
tiesi, raZotajiem, importetajiem un
pakartotiem lietotajiem biitu javeic
novertéSana, izsverot biitiskakos
pieradijumus ar ekspertu spriedumu
palidzibu saskana ar Regulas (EK)

Nr. 1272/2008 1 pielikuma 1.1.1. iedalu,
izvertejot visu pieejamo informdaciju, kas
var ietekmeét vielas vai maisijuma raditas
bistamibas noteikSanu, un saskana ar
Regulas (EK) Nr. 1907/2006 XI pielikuma
1.2. iedalu.

Or. en
Pamatojums

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 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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Regulas priekslikums

1. pants — 1. dala — 6. punkts
Regula (EK) Nr. 1272/2008
9. pants — 3. punkts

Komisijas ierosinatais teksts

3. Ja 1. punkta minétos krit€rijus
pieejamajai identific€tajai informacijai
nevar piemérot tiesi, razotaji, importetaji
un pakartotie lietotaji veic izvertéSanu,
izmantojot pieradijumu sverSanas metodi
ar eksperta slédzienu saskana ar $is regulas
I pielikuma 1.1.1. iedalu, izsverot visu
pieejamo informaciju, kas var ietekmét
vielas vai maisijuma raditas bistamibas
noteikSanu, un saskana ar

Regulas (EK) Nr. 1907/2006 XI pielikuma
1.2. iedalu.

Grozijums

3. Ja 1. punkta minétos krit€rijus visai
pieejamajai identific€tajai informacijai
nevar piemeérot tiesi vai ja bistamibu
nosaka péc vairakiem kriterijiem, razotaji,
importetaji un pakartotie lietotaji veic
izvertéSanu, izmantojot pieradijumu
sverSanas metodi ar eksperta slédzienu
saskana ar §1s regulas I pielikuma

1.1.1. iedalu, izsverot visu pieejamo
informaciju péc visiem atseviskajiem un
relevantajiem kritérijiem, kas var ietekméet
vielas vai maisijuma raditas bistamibas
noteikSanu, un saskana ar

Regulas (EK) Nr. 1907/2006 XI pielikuma
1.2. iedalu.

Or. en

Pamatojums

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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