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ANNEX 2—-COMMENTSAND RESPONSHO COMMENTSON CLH PROPSALON LEUCOMALACHITE GREEN

COMMENTS AND RESPONSE TO COMMENTS ON CLH: PROPOSAL AND JUSTIFICATION

[ECHA has compiled the comments recaved via interne that refer to several hazard classes and entered them under each of the relevant
categories’headings as comprehensive as possble Please note that some of the comments might occur under several headings when plitting the given
information is not reasonable]

Substance name: leucomalachite green
CAS number: 129-73-7
EC number: 204-961-9

General comments

Date Country/ Comment Response Rapporteur's comment
Person/Organisation/
MSCA
23/06/2010, Sweden / HelenaSweden supports the agreement, on the proposedgifiCiason | Noted Noted
Kramer / MS and Labelling, taken by the Technical CommitteeCtassification
and Labelling (Directive 67/548/EEC) (‘'TC C&L’) beeen 2005
and 2007.
16/07/2010| France / MS The recommendations agreed at the ®C f(egarding the| Noted. During the accordancaVith specific reference tp

classification of leucomalachite green for healtfiecs are
supported in absence of any new study since the CERL

discussions and in agreement with the classifinaitoposed in
the CLH report. A classification N; R50-53 was atstopted for
environment at the TC C&L in September 2005. Harisetion of
the environment classification should also be aersid without
any information on its application by self-classéfiion.

check of this dossier wj
received a comment that the
needs to be a specif
justification for community

action for proposals fo
harmonised environment
hazard assessment;

reference to TC C&L was N
considered to be sufficien
As there was no specifi
scientific justification othe
than the previous TC C&l
decision, we decided not |
include a proposal for N

ecorresponding discussions
ren RAC and to chapter 6.2
oof the Guidance on the
preparation of CLH
r dossiers the response of the
aldossier submitter is
accepted by the Rapportedr.
tThe Guidance requires |a
tjustification for action alf
cCommunity level.
Furthermore, the

| Guidance requires
ccomparison of availabl
; data with the DSD and CL

U D

R50-53.

classification criteria.
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Date Country/ Comment Response Rapporteur’'s comment
Person/Organisation/
MSCA
23/07/2010, Denmark /  Petef ECHA: copied from the attachment “Danish comments |fNoted. For clarification, the Noted.
Hammer Sgrensen  |/Leucomalachite Green. Cas.nr.129-73-7" classification proposed in the
MS dossier is:
Danish comments to Annex XV report — LeucomalacBiteen,
Cas.no. 129-73-7 Xn
R: 40-68
Endpoints to be discussed:
Muta. Cat. 3; R68 (Muta. 2; H342, Carc. 2
Carc. Cat. 3; R40. H351).
As the classifications were agreed September 2087 TC C&L | Classifications of Xn; R22
group, Denmark supports the proposal for the diaation. No and N; R50-53 have not been
further data or information is submitted. proposed.
Overall classification will be:
Xn, N
R: 22-40-41-68-50/53
05/08/2010, Germany /  Bernd Comment of the German CA: Noted. During the accordancaith specific reference tp

Niederstrasser / MS

Leucomalachite green was previously agreed at TC G&ween
2005 and 2007. The TC C&L came to agreement offiollaving
classification based on Directive 67/548/EEC cidter

Carc. Cat. 3; R40  Agreed 1006

Muta. Cat. 3; R68  Agreed 0907

Xn, R22 Agreed 1006

N; R50-53 Agreed 0905.

Page 3 - Classification proposals based on Diredit/548/EEC

Therefore, classification of leucomalachite greenXa, R22 /
Acute Tox. 4; H302 and N; R50-53 / Aquatic Acute H400,

and CLP criteria should be completed for all TC C&dreements,

Aquatic Chronic 1; H410 should be added in the psap

check of this dossier wj
received a comment that the
needs to be a specif
justification for community
action for proposals for non
harmonised end-points;
reference to TC C&L was ng
considered to be sufficien
As there was no specifi
scientific justification othe
than the previous TC C&l
decision, we decided not f

ecorresponding discussions
ren RAC and to chapter 6.
oof the Guidance on the
preparation of CLH
-dossiers the response of the
adossier submitter i
taccepted by the Rapporteur.
t.The Guidance requires
cjustification for action af
Community level.
| Furthermore, the Guidand
aequires a comparison

include proposals for Xn

;available data with the DS
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Date Country/ Comment Response Rapporteur’'s comment
Person/Organisation/
MSCA
Furthermore, the annex VI report should be amemd#ddata for] R22 and N; R50-53. and CLP classificati
classification of the above-named endpoints. criteria.
Carcinogenicity
Date Country/ Comment Response Rapporteur's comment
Person/Organisation/
MSCA
23/07/2010, Denmark /  Petel As the classifications were agreed September 20@7ei TC C&L | Noted. Noted.
Hammer Sgrensen |/group, Denmark supports the proposal for the diaatbn. No
MS further data or information is submitted.
05/08/2010, Germany /  Bernd Comment of the German CA: Noted. Noted.
Niederstrasser / MS | Page 8, 12-14 - The proposal of classificationnidine with a
previous agreement at the TC C&L Meeting (Octob@d&) to
classify leucomalachite green as Carc. Cat. 3;/R2drc. 2; H351
No data on human cancer were available.
The described results from relevant cancer studngth
leucomalachite green in rats and mice provide éthievidence of
carcinogenicity. The data suggest a carcinogeniecteffor
leucomalachite green based on statistically sicguifi dose-related
increase in hepatocellular adenoma or carcinomenljgwed) in
female mice (the only sex investigated) and equilewidence of
induction of liver tumours in female rats. The nydaicity data
indicates that genotoxicity is possibly involvedtire induction of
tumours. Altogether the given justification for tblassification of
leucomalachite green as Carc. 2; H351 / Carc. CRA is
comprehensible.
Mutagenicity
Date Country/ Comment Response Rapporteur’'s comment
Person/Organisation/
MSCA
23/07/2010, Denmark / Peter| As the classifications were agreed September 20@7ei TC C&L | Noted. Noted.
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Date Country/ Comment Response Rapporteur’'s comment
Person/Organisation/
MSCA
Hammer Sgrensen  |/group, Denmark supports the proposal for the diaatbn. No
MS further data or information is submitted.
05/08/2010, Germany /  Bernd Comment of the German CA: Noted. Noted.
Niederstrasser / MS | Page 9-12 - The proposal of classification isrie hvith a previoug
agreement at the TC C&L Meeting (October 2006) lassify
leucomalachite green as Muta. Cat. 3; R68.
Agreement on the proposed classification Muta. 24H/ Muta.
Cat. 3; R68.
Toxicity to reproduction
Date Country/ Comment Response Rapporteur’'s comment
Person/Organisation/
MSCA
05/08/2010, Germany /  Bernd Comment of the German CA: Noted. Noted.
Niederstrasser / MS | no comment
Respiratory sensitisation
Date Country/ Comment Response Rapporteur's comment
Person/Organisation/
MSCA
05/08/2010, Germany /  Bernd Comment of the German CA: Noted. Noted.
Niederstrasser / MS | no comment
Other hazards and endpoints
Date Country/ Comment Response Rapporteur’'s comment
Person/Organisation/
MSCA
05/08/2010, Germany /  Bernd Comment of the German CA: Noted. Noted.

Niederstrasser / MS

no comment




