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1. Welcome and apologies
The Chair of RAC, Roberto Scazzola, welcomed the participants to the 10t meeting of the
RAC Working Group on CLH.

He informed that the meeting would be jointly co-chaired by Ari Karjalainen and Kirsi
My6hanen. Written consultations were organised on all dossiers prior to the working group
meeting for RAC-66.

2. Adoption of the Agenda
The Chair reviewed the agenda for the meeting (RAC WG/CLH/A/10/2023), which was
adopted with no modification (see Annex I).

3. Declarations of conflicts of interests to the Agenda

The Chair and the co-chairs declared no potential conflicts with the adopted agenda and
invited all participants to declare any potential conflicts of interest. Declaration of potential
conflict of interest on cases scheduled for the discussion are provided in Annex III to this
Report.

4. Harmonised classification and labelling (CLH)

4.1 Hazard classes to be proposed by the group for agreement (without
plenary debate) by A-listing at RAC-66
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The Working Group agreed to propose the following hazard classes to RAC-66 for A-listing
(without discussing them in the WG) based on the written comments received from members
during the consultation:
- Clopyralid (ISO): skin corrosion/irritation, reprotoxicity (fertility only), aquatic
toxicity
- 2,3-epoxypropyl o-tolyl ether: skin sensitisation
- 2-methyl-2H-isothiazol-3-one hydrochloride; 2-methyl-2,3-dihydro-1,2-
thiazol-3-one hydrochloride: acute oral toxicity, eye irritation/damage, skin
irritation, skin sensitisation, respiratory sensitisation, STOT SE, STOT RE,
mutagenicity, carcinogenicity, reproductive toxicity
- Methyl oct-2-ynoate: skin sensitisation
- Dinotefuran (ISO): acute dermal toxicity, STOT SE, STOT RE, skin irritation,
eye irritation/damage, respiratory sensitisation, mutagenicity, carcinogenicity,
aspiration toxicity, aquatic toxicity
- Proquinazid (ISO): acute toxicity, skin irritation, eye irritation, skin
sensitisation, mutagenicity, aquatic toxicity
Captan (ISO): acute oral and dermal toxicity, skin irritation

4.2 Hazard classes for discussion

4.2.1 Clopyralid (IS0O); 3,6-dichloropyridine-2-carboxylic acid (EC 216-935-4 / CAS
1702-17-6)

The Chair welcomed the Dossier Submitter representative and an expert accompanying
regular stakeholder organisation representative, and provided some general information on
the uses of clopyralid (ISO), existing harmonized classification, proposed classification by
the Dossier submitter (FI) and legal deadline.

Reproductive toxicity, STOT RE, skin corrosion/irritation and aquatic hazards were the
hazard classes open for comments during the Consultation.

The Working Group discussed the proposed hazard classes and reached the following
conclusions.

The WG recommends to: Rapporteur to revise the opinion
e discuss Reproductive toxicity Development | in accordance with the discussion
at RAC-66 in the Working Group and to

. . provide it to SECR.
The WG recommends A-listing at RAC-66 the following

classification:

e Skin corrosion/irritation - No classification,
addition of classification EUH066.

e Reproductive toxicity Fertility - No
classification

e STOT RE - No classification
Aquatic toxicity - Aquatic Chronic 1; H410 (M
= 10)

SECR to table the updated opinion
for adoption at RAC-66.

The hazard classes going for
plenary discussion:
reproductive toxicity
(development).
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4.2.2. 2-bromo-3,3,3-trifluoroprop-1-ene (EC -; CAS 1514-82-5)

The co-Chair welcomed the Dossier Submitter representative, and provided some general
information on the uses of 2-bromo-3,3,3-trifluoroprop-1-ene (2-BTP), proposed
classification by the Dossier submitter (ES) and legal deadline

Reproductive toxicity and STOT SE were the hazard classes open for comments during the
Consultation.
The Working Group discussed the proposed hazard classes and reached the following
conclusions.

The WG recommends A-listing at RAC-66 the following | Rapporteur to revise the opinion

classification: in accordance with the discussion

in the Working Group and to

e STOT SE - STOT SE 3; H335 (respiratory tract | provide it to SECR.
irritation); STOT SE 3; H336 (may cause
drowsiness or dizziness), based on consistency | SECR to table the updated opinion
of evidence of narcotic effect in repeated-dose | for adoption at RAC-66.
toxicity studies and the acute inhalation toxicity
study. The hazard classes going for

e Reproductive toxicity: plenary discussion: none.

- Fertility - Repr. 1B; H360F, based on effect
on oestrus duration, gestation length, dystocia
and the sperm effects seen in males.

- Development - Repr. 1B; H360D, based on
increase of pup mortality and increase of
incidence in interventricular septal defect.

- Lactation - No classification due to lack of
data.

4.2.3. 2-methyl-2H-isothiazol-3-one hydrochloride; 2-methyl-2,3-dihydro-1,2-
thiazol-3-one hydrochloride (EC 247-499-3; CAS 26172-54-3)

The Chair welcomed the Dossier Submitter representative, and provided some general
information on the uses of 2-methyl-2H-isothiazol-3-one hydrochloride, proposed
classification by the Dossier submitter (SI) and legal deadline.

Physical hazards, carcinogenicity, germ cell mutagenicity, reproductive toxicity, acute
toxicity - inhalation, dermal, oral, specific target organ toxicity — single exposure, repeated
exposure, skin corrosion/irritation, serious eye damage/eye irritation, respiratory
sensitisation, skin sensitisation, hazards to the aquatic environment, hazards to the ozone
layer were the hazard classes open for comments during the Consultation.

The Working Group discussed the proposed hazard classes and reached the following
conclusions.

The WG recommends A-listing at RAC-66 the following | Rapporteur to revise the opinion
classification: in accordance with the discussion

3
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e Physical hazards - No classification for
explosives, flammable solids, self-reactive
substances, pyrophoric solids, self-heating
substances, substances which in contact with
water emit flammable gases, oxidising solids,
organic peroxides and corrosive to metals.

e Serious eye damage/eye irritation - Eye
Dam. 1; H318

e Respiratory sensitisation - No classification

e STOT RE - No classification

e Mutagenicity — No classification

e Carcinogenicity - No classification

e Reproductive toxicity - No classification

e Acute toxicity - Acute Tox. 3; H301 (ATE=180
mg/kg bw) based on available data; Acute Tox.
3; H311 (ATE=320 mg/kg bw) based on read-
across and a molecular weight corrected value
from MIT; Acute Tox. 2; H330 (ATE = 0.15
mg/L) based on read across and a molecular
weight corrected value from MIT, additional
labelling EUHO71.

e Skin corrosion/irritation - Skin Corr. 1;
H314

e Skin sensitisation - Skin Sens. 1A; H317 (C
> 0.0015 %) and EUH208 (1/10 of SCL)

e STOT SE - No classification

e Aquatic toxicity - Aquatic Acute 1; H400
(M=10) and Aquatic Chronic 1; H410 (M=1)

e Hazardous to the ozone Ilayer - No
classification (conclusive but insufficient for
classification)

in the Working Group and to
provide it to SECR.

SECR to table the updated opinion
for adoption at RAC-66.

The hazard classes going for
plenary discussion: none.

4.2.4. Dinotefuran (ISO); (RS)-1-methyl-2-nitro-3-(tetrahydro-3-
furylmethyl)guanidine (EC - ; CAS 165252-70-0)

legal deadline.

conclusions.

The Chair welcomed the Dossier Submitter representative and an expert accompanying
regular stakeholder organisation representative, and provided some general information on
the uses of dinotefuran (IS0), proposed classification by the Dossier submitter (BE) and

All hazard classes (physical hazards as well as hazards to human health and the
environment) were open for comments during the Consultation.
The Working Group discussed the proposed hazard classes and reached the following

The WG recommends A-listing at RAC-66 the following
classification:

Rapporteurs to revise the opinion
in accordance with the discussion

4
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Physical hazards - No classification for
explosives, flammable solids, self-reactive
substances (lack of data for this hazard class),
pyrophoric solids, self-heating substances,
substances which in contact with water emit
flammable gases, oxidising solids, organic
peroxides and corrosive to metals.

Acute oral toxicity - Acute Tox. 4; H302

in the Working Group and to
provide it to SECR.

SECR to table the updated opinion
for adoption at RAC-66.

The hazard classes going for
plenary discussion: none.

(ATE=2000 mg/kg bw)

e Acute dermal and inhalation toxicity - No
classification

e Skin corrosion/irritation - No classification

e Serious eye damage/eye irritation - No
classification

e Mutagenicity - No classification

e Carcinogenicity - No classification

e Aspiration hazard - No classification

e Skin sensitisation - No classification

e Respiratory sensitisation - No classification

e Reproductive toxicity - No classification

e STOT SE - No classification

e STOT RE - No classification

e Aquatic toxicity - Aquatic Acute 1; H400
(M=10) and Aquatic Chronic 1; H410 (M=10)

e Hazardous to the ozone layer - No
classification

4.2.5. Proquinazid (ISO); 6-iodo-2-propoxy-3-propylquinazolin-4(3H)-one (EC -;
CAS 189278-12-4)

The Chair welcomed the Dossier Submitter representative and an expert accompanying
regular stakeholder organisation representative, and provided some general information on
the uses of proquinazid, existing harmonized classification, proposed classification by the
Dossier submitter (SE) and legal deadline.

All relevant hazard classes were open for comments during the Consultation, except for
respiratory sensitisation.

The Working Group discussed the proposed hazard classes and reached the following
conclusions. The expert accompanying the CroplLife Regular Stakeholder Observer
commented on STOT SE, STOT RE and reproductive toxicity.

The WG recommends to: Rapporteurs to revise the opinion

e STOT RE - Eye effects in dogs are not | in accordance with the discussion
sufficient for a STOT RE classification; | in the Working Group and to
however, further discussion is needed on | provide it to SECR.

STOT RE classification for liver and for thyroid

at RAC-66. The Rapporteur was invited to | SECR to table the updated opinion

for adoption at RAC-66.

5
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update the RAC opinion according to the input
provided by some RAC Members. The hazard classes going for
plenary discussion: STOT RE

for liver and thyroid effects.
The WG recommends A-listing at RAC-66 the following

classification:

e Physical hazards - No classification
e Aspiration hazard - No classification

e Acute toxicity - No classification via all routes

e Skin corrosion/irritation - No classification

e Serious eye damage/eye irritation - No
classification

e Skin sensitisation - No classification

e Mutagenicity - No classification

e STOT SE - No classification

e Carcinogenicity - Carc. 2; H351

e Reproductive toxicity - No classification

e Aquatic toxicity - Aquatic Acute 1; H400
(M=1) and Aquatic Chronic 1; H410 (M=10)

e Hazardous to the ozone Ilayer - No
classification

4.2.6. 3-iodo-2-propynyl butylcarbamate; 3-iodoprop-2-yn-1-yl butylcarbamate
(EC 259-627-5; CAS 55406-53-6)

The co-Chair welcomed the Dossier Submitter representative and an expert accompanying
regular stakeholder organisation representative, and provided some general information on
the uses of 3-iodo-2-propynyl butylcarbamate; 3-iodoprop-2-yn-1-yl
butylcarbamate (IPBC), existing harmonized classification, previous RAC opinion (28
November 2012), proposed classification by the Dossier submitter (DK) and legal deadline.
Acute inhalation toxicity and hazardous to the aquatic environment were open for comments
during the Consultation. A targeted consultation was organised on the new data on acute
inhalation toxicity, provided by the dossier submitter during the Consultation.

The expert accompanying the CEFIC Regular Stakeholder Observer commented on acute
inhalation toxicity and on aquatic toxicity. The Working Group discussed the proposed
hazard classes and reached the following conclusions.

The WG recommends A-listing at RAC-66 the following | Rapporteurs to revise the opinion
classification: in accordance with the discussion
in the Working Group and to
e Acute inhalation toxicity - Acute Tox. 2; | provide it to SECR.
H330 (ATE=0.17 mg/L (dusts/mists))
e Aquatic toxicity - Aquatic Acute 1; H400 | SECR to table the updated opinion
(M=10) and Aquatic Chronic 1; H410 (M=10) for adoption at RAC-66.
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The hazard classes going for
plenary discussion: none.

4.2.7. Captan (IS0); 1,2,3,6-tetrahydro-N-(trichloromethylthio)phthalimide

(EC 205-087-0; CAS 133-06-2)

The co-Chair welcomed the Dossier Submitter representative and an expert accompanying
regular stakeholder organisation representative, and provided some general information on
the uses of captan (ISO), 1,2,3,6-tetrahydro-N-(trichloromethylthio)phthalimide,
existing harmonized classification, proposed classification by the Dossier submitter (AT) and
legal deadline.

Acute toxicity via all routes, skin corrosion/irritation, serious eye damage/eye irritation, skin
sensitisation, mutagenicity, carcinogenicity, reproductive toxicity, STOT SE, STOT RE and
hazardous to the aquatic environment were open for comments during the Consultation.

The expert accompanying the CropLife Regular Stakeholder Observer commented on
carcinogenicity. The Working Group discussed the proposed hazard classes and reached the
following conclusions (no discussion took place on Reproductive toxicity and STOT RE).

The WG recommends to: Rapporteurs to revise the opinion

in accordance with the discussion

Carcinogenicity - Classify as Carc. 2; H351
with no specification for the route of exposure.
The Rapporteur is asked to elaborate further on
the dosing issues for the rat studies and
mechanistic aspect in the RAC opinion. The WG
recommends to have a brief final discussion on
this hazard class at RAC-66 when the STOT RE
information will be presented.

The WG recommends A-listing at RAC-66 the following
classification:

Acute dermal and oral toxicity - No
classification

Acute inhalation toxicity - Acute Tox. 2;
H330 (ATE=0.22 mg/L (dusts/mists)) and to
reject the use of the split entry approach
proposed by Industry.

Skin corrosion/irritation - No classification
Serious eye damage/eye irritation - Eye
Dam. 1; H318

Skin sensitisation - Skin Sens.
(SCL=0.001%)

STOT SE - No classification
Mutagenicity - No classification

1A; H317

in the Working Group and to
provide it to SECR.

SECR to organise the RAC
consultation on reproductive
toxicity and STOT RE and to table
the updated opinion for adoption at
RAC-66.

The hazard classes going for
plenary discussion:
Reproductive toxicity, STOT
RE, carcinogenicity.
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e Aquatic hazards - Aquatic Acute 1; H400
(M=10) and Aquatic Chronic 1; H410 (M=10)

5. AOB

No discussion.

6. Adoption of the report from the Working Group

Before the Chair thanked the participants and closed the meeting, the Working Group
adopted the report of its 10th Meeting, requesting the Secretariat to make any necessary
editorial changes.

Annex I Agenda of the 10th Meeting of the Committee for Risk Assessment
Working Group on Harmonised Classification and Labelling

Annex II List of participants

Annex III Declarations of potential conflicts of interest
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ANNEX I: Final agenda

21 June

EUROPEAN CHEMICALS AGENCY RAC WG/A/CLH/10/2023

10th Meeting of the Committee for Risk Assessment Working Group

on Harmonised Classification and Labelling (RAC-66 CLHWG)

Monday 3 July at 14:00 -
Wednesday 5 July ends at 15:15

Times are Helsinki times
Virtual meeting

Provisional draft Agenda

| Item 1 - Welcome and Apologies |

| Item 2 - Adoption of the Agenda |

RAC WG/A/CLH/10/2023
For adoption

| Item 3 - Declarations of conflicts of interest to the Agenda |

| Item 4 - Harmonised classification and labelling (CLH) |

4.1.

Hazard classes to be proposed for agreement without plenary debate
(A-list) in RAC-66:

Clopyralid (ISO): skin corrosion/irritation, reprotoxicity (fertility only), aquatic
toxicity

2,3-epoxypropyl o-tolyl ether: skin sensitisation

2-methyl-2H-isothiazol-3-one hydrochloride; 2-methyl-2,3-dihydro-1,2- thiazol-
3-one hydrochloride: acute oral toxicity, eye irritation/damage, skin irritation,
skin sensitisation, respiratory sensitisation, STOT SE, STOT RE, mutagenicity,
carcinogenicity, reproductive toxicity

Methyl oct-2-ynoate: skin sensitisation

Dinotefuran (ISO): acute dermal toxicity, STOT SE, STOT RE, skin irritation, eye
irritation/damage, respiratory sensitisation, mutagenicity, carcinogenicity,
aspiration toxicity, aquatic toxicity

Proquinazid (ISO): acute toxicity, skin irritation, eye irritation, skin sensitisation,
mutagenicity, aquatic toxicity

Captan (ISO): acute oral and dermal toxicity, skin irritation



4.2. CLH dossiers

4.2.1. Clopyralid (IS0); 3,6-dichloropyridine-2-carboxylic acid (EC:
216-935-4; CAS: 1702-17-6)
4.2.2. 2-bromo-3,3,3-trifluoroprop-1-ene (EC: - ; CAS: 1514-82-5)
4.2.3. 2-methyl-2H-isothiazol-3-one hydrochloride; 2-methyl-2,3-
dihydro-1,2-thiazol-3-one hydrochloride (EC: 247-499-3; CAS:
26172-54-3)
4.2.4. Dinotefuran (ISO); (RS)-1-methyl-2-nitro-3-(tetrahydro-3-
furylmethyl)guanidine (EC: - ; CAS: 165252-70-0)
4.2.5. Proquinazid (ISO); 6-iodo-2-propoxy-3-propylquinazolin-
4(3H)-one (EC: - ; CAS: 189278-12-4)
4.2.6. 3-iodo-2-propynyl butylcarbamate; 3-iodoprop-2-yn-1-yl
butylcarbamate (EC: 259-627-5; CAS: 55406-53-6)
4.2.7. Captan (IS0); 1,2,3,6-tetrahydro-N-
(trichloromethylthio)phthalimide (EC: 205-087-0; CAS: 133-06-2)
For discussion
| Item 5 - AOB |

| Item 6 — Adoption of the Report from the WG |

For discussion and agreement
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ANNEX IIT (RAC-66CLHWG-1)

The following participants, including those for whom the Chairman declared the
interest on their behalf, declared potential conflicts of interest with the Agenda
items (according to Art 9 (2) of RAC RoPs)

AP/Dossier / DS RAC Member Reason for potential CoI /

Working for
NEW DOSSIERS

Harmonised classification & labelling

Working for the CA submitting the
dossier; asked to refrain from voting
in the event of a vote on this
substance - no other mitigation
measures applied. No personal

Clopyralid (ISO) involvement.

Tiina SANTONEN

FI Working for the CA submitting the
dossier; asked to refrain from voting
in the event of a vote on this
substance - no other mitigation
measures applied. No personal
involvement.

Riitta LEINONEN




AP/Dossier / DS

RAC Member

Reason for potential Col /

1) 2,3-epoxypropyl
o-tolyl ether

2) Methyl oct-2-
ynoate

3) 3-iodo-2-
propynyl
butylcarbamate;

Working for

Working for the CA submitting the
dossier; asked to refrain from voting

3-iod > Lea Stine in the event of a vote on this
1_;;: OProP=<7¥YN™ | TOBIASSEN substance - no other mitigation
butylcarbamate measures applied. No personal
involvement.
DK
Working for the CA submitting the
dossiers; asked to refrain from
Annemarie voting in the event of a vote on this
LOSERT substance - no other mitigation

Captan (IS0O)

AT

measures applied. No personal
involvement.

Manuel FACCHIN

Working for the CA submitting the
dossiers; asked to refrain from
voting in the event of a vote on this
substance - no other mitigation
measures applied. No personal
involvement.

Dinotefuran (ISO)

Wendy
RODRIGUEZ

Working for the CA submitting the
dossiers; asked to refrain from
voting in the event of a vote on this
substance - no other mitigation
measures applied. No personal
involvement.




AP/Dossier / DS

RAC Member

Reason for potential Col /

Proquinazid (ISO)

SE

Ifthekhar Ali
MOHAMMED

Working for

Working for the CA submitting the
dossiers; asked to refrain from
voting in the event of a vote on this
substance - no other mitigation
measures applied. No personal
involvement.

2-methyl-2H-isothiazol-
3-one hydrochloride; 2-
methyl-2,3-dihydro-1,2-
thiazol-3-one
hydrochloride

SI

Anja MENARD

Working for the CA submitting the
dossiers; asked to refrain from
voting in the event of a vote on this
substance - no other mitigation
measures applied. No personal
involvement.

2-bromo-3,3,3-
trifluoroprop-1-ene

ES

Benjamin PINA

Working for the CA submitting the
dossiers; asked to refrain from
voting in the event of a vote on this
substance - no other mitigation
measures applied. No personal
involvement.

Marieta
FERNANDEZ

Working for the CA submitting the
dossiers; asked to refrain from
voting in the event of a vote on this
substance - no other mitigation
measures applied. No personal
involvement.




