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Part | Summary Record of the Proceedings

1 Welcome and apologies

Dr Jose Tarazona, Chair of the Committee for RigdseSsment (RAC), ECHA,
welcomed participants to the meeting. RAC was mid on the appointment of one
new RAC member, nominated by Cyprus (not preserth@tmeeting). The Chair
welcomed a RAC member who was appointed in Junejrmeded by Denmark and
invited to briefly introduce himself. Eight advisertwo invited experts, six

stakeholder representatives (from Business EurdpelFIC, ECETOC, ECPA,

EuCheMS, and Eurometaux), six observers accompgngtakeholder observers
(STO), and three representatives from the Comnmissire welcomed.

For this meeting some participants took part inssafice related discussions as
remote participants. This included: one member, angited expert and
representatives of Member State Competent AutlesrtMSCA) from Germany and
Norway.

Apologies were received from four RAC members ahckd regular observers
(CONCAWE,ECEAE and ETUC). One member was absent. The listtehdees is
given in Part lll of these minutes.

Participants were informed that the meeting wowddrorded solely for the purpose
of writing the minutes and that this recording wbbk destroyed after the adoption of
the minutes.

2 Adoption of the Agenda

The draft agenda (RAC/A/18/2011 rev.1l) was adoptétiout modifications. The
agenda and the list of all meeting documents d@aelad to these minutes as Annexes
I and 11, respectively.

3 Declarations of conflicts of interest to the Ageda

The Chair asked the members and their advisersheh#étere were any conflicts of
interest to be declared specific to the agendasit&aven members declared potential
conflicts of interest to the substance-related wdismns due to their participation
and/or the participation of their institutions imet preparation of the dossiers
submitted by the Member States Competent Autheriffavo stakeholder observers
also declared potential conflicts of interest te #ubstance-related discussions. The
declarations are attached to these minutes as Alfinex

4 Adoption of the minutes of RAC-17

RAC adopted the revised draft minutes of the RAGxt&r minor clarifications. The
minutes are available on the ECHA web site.



5 Administrative issues and information items

The Secretariat informed the Committee on admatis& issues (room document
RAC/18/2011/28). In relation to the part of the dment reporting about other ECHA
bodies and activities, the Secretariat pointechéodatisfaction survey that would be
launched soon. The RAC members were invited tooredpo the questions set out in
the pertinent questionnaire comprising a handfujuastions.

In relation to the new policy on the handling ohfiiwts of interest, the Secretariat
reported that this policy would be implementeddtdrECHA bodies equally and also
for the ECHA staff. The Secretariat pointed outt tthee implementation of the new
policy might also entail changes to the Rules a@cBdure of the Committees; RAC
will be informed on further steps in due course.

6 Request under Article 77(3)(c) - gallium arsede

The Chair introduced an observer accompanying tHBMETAUX stakeholder
observer.

The (co-)rapporteurs presented the second drafti@piand in their presentation
responded to the comments that had been made bypensmnd stakeholders on this
draft and other issues that had arisen at the gusvineeting of RAC.

A discussion then followed in which it was highligd that the new information

arsing from the public consultation in relationc@rcinogenicity had required a new
assessment of the overall weight of evidence. Tée data suggested a lower
bioavailability of GaAs when compared to the clasdi Carc. Cat. 1A arsenic

compounds. At the same time, the data providedchgéno evidence regarding the
assessment of the animal studies and the additegortive evidence. The new
weight of evidence confirms the need for classiftwaas carcinogen Cat. 1; and the
discussion focussed on the appropriateness ottheategories 1A or 1B.

The form of gallium arsenide to be classified (tajl;mne or amorphous (dust)) was
also extensively considered. The Chair clarifieat the form that is put on the market
and in which it can be expected to be used shoeldldssified so if both forms are
present the classification should apply to bothwds also considered that insufficient
evidence was available to RAC to consider thatttw forms may require different

harmonised classifications.

Following these discussions, there was provisioagleement that the most
appropriate harmonised classification for carcimicjey should be category 1B. The
(co-) rapporteurs were to prepare a revised versidhe opinion with a view to adopt

it at RAC-19.

The Chair thanked the rapporteur and RAC for thiBdcussion and invited the
rapporteur to modify the draft opinion for furttaiscussion.



7 CLH? dossiers

7.1a N-ethyl-2-pyrrolidone (NEP)

The Chair introduced an observer accompanying tfec Gtakeholder observer and
invited the RAC rapporteurs to present the secoaft dpinion on the CLH proposal
submitted by France. The only remaining issue \masapplication of the letter D to
the hazard code H360. Following comments receiwatihg the written procedure
from RAC members, the rapporteurs concluded that RApports the proposal of the
dossier submitter for H360D. RAC provisionally agpieo the draft opinion; the note
used earlier will be added by the Secretariat.

An industry observer proposed to consider establisBpecific concentration limits
(SCL) for the substance, in alignment to the SCLfee the similar substance N-
methyl-2-pyrrolidone. The Commission observers ifitd that the generic
concentration limits would apply if no SCL are mdéd in the harmonised
classification. It was agreed that industry woutdvide additional data before RAC-
19. The rapporteurs will consider the data andugtelit in the revised draft opinion if
needed.

The Chair thanked the rapporteur and RAC for tdisicussion.

7.1.b Ammoniumpentadecafluorooctanoate (APFO)

The Chair welcomed an observer accompanying th& Geikeholder observer and
representatives of the dossier submitter from tlewsgian Competent Authority
(MSCA) who took part in the discussions as remateigpant.

The Chair introduced an observer accompanying tEelC stakeholder observer.

The Chair informed RAC that based on the discussiah RAC-17, a shorter
consultation period than foreseen in the RAC wagkimocedure (18 instead of 28
days) had been applied for allowing a discussiahiatmeeting. He invited the RAC
rapporteur to present the first draft opinion o @LH proposal.

The rapporteurs summarised the steps of the opiderelopment that had been
completed so far. They proposed to discuss all vagle endpoints except
carcinogenicity and reprotoxicity; the discussidrire latter should be done at RAC-
19. RAC agreed to first discuss the ambiguous ifleasons (“borderline cases”)

with the aim to clarify the assignment to a pafacinazard category.

RAC provisionally agreed with the classification APFO regarding some hazard
classes as indicated in Table 2 of Part Il of tlisument.

In relation to skin irritation the rapporteur indted that a pertinent conclusion cannot
be established due to insufficient information. T®eair informed RAC that skin
irritation had not been proposed by the dossiemsitér, and, therefore, there is no
need for covering this hazard class in the RAC iopin

The Chair thanked the rapporteur and RAC for thiBdcussion and invited the
rapporteurs to modify the draft opinion for furtttBscussion.

! Abbreviations in relation to harmonised classifima and labelling (CLH):
CLP refers to EC Regulation No. 1272/2008; and D&©rs to Directive 67/548/EEC.



7.1.c Perfluorooctanic acid (PFOA) and its ammomim salt

In accordance with the adopted minutes for RACdry classifications / rationale
agreed for APFO is considered applicable to PFCQ#s Will also be reflected in the
relevant draft opinion and classification tables.

7.1.d Sulcotrione

The Chair introduced an observer accompanying tbBA=stakeholder observer, the
dossier submitter representative, and the advisethé rapporteur and invited
rapporteurs to present the revised draft opiniontten CLH dossier submitted by
Germany.

RAC agreed to classify sulcotrione as skin semsit{sategory 1A; H317), and to
include SCL of 0.1% with this classification undiee DSD in order to harmonise the
concentration limits to be used under the DSD abB.GRAC agreed that the criteria
for skin or eye irritation were not supported bg #vidence.

In relation to repeated dose toxicity, RAC discdsgsbe findings relevant for
classification as STOT RE according to the CLP Ra@gn and agreed to classify
sulcotrione as STOT RE 2 (H373) based on evideoickidiney toxicity.

RAC agreed to classify sulcotrione for developmetdaicity (category 2; H361d)
and agreed that classification for adverse effamisor via lactation were not
supported.

The environmental classification had been provigilgn agreed at the previous
meeting (RAC-17).

RAC adopted by consensus the revised draft opimionthe CLH proposal for
sulcotrione. The proposed classification is presgrih Table 1 of Part Il of this
document.

The Chair thanked the rapporteurs and the membethd work.

7.1.e Nitrobenzene

The Chair welcomed an observer accompanying the& Geikeholder observer, the
dossier submitter representative and the advisethé& rapporteur and invited
rapporteurs to introduce the revised draft opirsonthe CLH proposal submitted by
Germany.

Currently there is an entry in Annex VI to the CRBgulation fomitrobenzene.

The rapporteur presented the proposal for classibio for nitrobenzene containing
less than 0.1% of impurities. The Commission regmétive confirmed that RAC is
requested to consider in the opinion the propamathfe harmonised classification of
nitrobenzene in its pure state and do not neednsider the classification related to
the presence of benzene as impurity.

RAC provisionally agreed to classify nitrobenzerse Garcinogen cat 2. and that
classification for lactation effects was not wateah

Regarding reprotoxicity, the rapporteur indicatbédtta classification as Repr. 1B
could be more appropriate than Cat 2. This view wagported by several RAC
members. RAC suggested exploring potential diffeesn with the previous
classification at TC C&L and include them in theiropn before deciding on this
endpoint.

The rapporteur provided the evidence to classiiyphenzene as STOT RE 2 (blood).



A stakeholder observer offered to provide additiasa on methemoglobin-forming

and spermatotoxicity of nitrobenzene. The data bellconsidered by the rapporteur
who would reflect on different sensitivity to metheglobin formation in rats and

humans. Furthermore, also for this endpoint pat¢mifferences with the previous

TC C&L classification will be explored and includedthe opinion.

Acute oral toxicity, acute inhalation toxicity andute dermal toxicity were discussed.
RAC agreed to come back to the acute toxicity wienissue of different sensitivity
of humans and rats to methemoglobin formation wasenlear.

RAC provisionally agreed on the environmental dfasdion of nitrobenzene.
Additionally a RAC member provided to the rapportdurther information on
previous environmental classification which would imcluded in the opinion and
BD.

RAC provisionally agreed with the classification oitrobenzene regarding some
hazard classes as indicated in Table 2 of PafttHis document.

The Chair thanked the rapporteurs and RAC for tléscussion and invited the
rapporteurs to modify the draft opinion for furtléscussion.

7.1.f Penconazole

The Chair welcomed an observer accompanying theAE€G&keholder observer and
the dossier submitter representative to the meedimg) invited the rapporteurs to
present the revised draft opinion.

RAC provisionally agreed not to classify penconazs STOT RE 2.

RAC discussed on how to conclude on classificafmmreproductive toxicity and
whether the information provided by the dossier nsier was sufficient for
concluding on classification for reproductive tagic RAC decided to postpone the
final conclusion on this hazard class until EFS@&sw and justification to propose a
possible classification for reproductive toxicit¥EKSA Conclusion in 2008) are
clarified.

The adoption of the draft opinion, including thenclusion on reproductive toxicity,
was therefore postponed either for the next meetirtgy written procedure.

RAC provisionally agreed on the harmonised clasaiion of penconazole as
indicated in Table 2 of Part Il of this document.

The Chair thanked the rapporteurs and RAC for tiliscussion.

7.1.g Ethylbenzene

The Chair introduced an observer accompanying tfic Gtakeholder observer and
the dossier submitter representative and invitedrépporteur to present the revised
draft opinion on the CLH dossier on ethylbenzermstted by Germany.

The proposed classification for ethylbenzene refero ototoxicity and aspiration
toxicity and is based on inhalation exposure inveis as well as physical properties.
No relevant human data is available concerningatgaedose toxicity or ototoxicity.

Irreversible ototoxicity with loss of outer hairlisein organ of Corti (located in
cochlea) was found in rats after repeated inhalagxposure to ethylbenzene vapour
for 13 weeks. The LOAEC was established to be 200 (0.9 mg/l) (Gagnaire et al.,



2007). Classification as STOT RE 2 (hearing orparas agreed.

Ethylbenzene was identified as an aspiration haaadishould be classified as Asp.
Tox.1l; H304 (May be fatal if swallowed and entelisways) because it is a
hydrocarbon with a kinematic viscosity of 0.63 Asrdetermined at 40°C.

Although not strictly necessary when applying thigeda under DSD, classification
as R48/20 was suggested to be added and supported®, to be in line with the
classification for toluene, also an ototoxic substa

RAC supported the proposed classification as indicén Table 2 of Part Il of this
document.

The Chair thanked the rapporteur and RAC for thecudision and invited the
rapporteurs to provide the revised draft opiniod @s annexes for adoption by RAC
by written procedure.

7.1.h,1, ], k, | Octadecylamine, (Z)-octadec-9-gttamine, amines, hydrogenated
tallow alkyl, coco alkyl, tallow alkyl

The Chair welcomed an observer accompanying thel©CBtakeholder observer and
the dossier submitter representatives to the negeetid invited the rapporteurs to
present the first draft opinion for the CLH proplessubmitted by Germany.

The dossiers are interlinked as they are partilsed on read—across approach due to
similarities in physico-chemical properties, haviogmmon functional groups and
common metabolic breakdown products. Therefore, dpmions were discussed
together.

Currently there are no entries in Annex VI to th& PCRegulation for these
substances. However, the substances were discunstesl TC C&L according to the
DSD without reaching final conclusion on all hazalasses. The Secretariat informed
RAC about relevant information in the existing stgation dossiers.

Discussions concerning the human health part fatume acute toxicity, skin
corrosion and irritation, respiratory irritation daraspiration, and repeated dose
toxicity.

The environmental discussions focused on bioconaton and setting the M-factors.
The only point that remained open for further dsstan was the proposal and
justification for the chronic M-factor.

RAC provisionally agreed to propose the substancdse classified as indicated in
Table 2 of Part Il of this document.

The Chair thanked the rapporteurs and RAC for tthisizussions.

7.2 CLH dossiers for first discussion
7.2.a Aluminium phosphide

The Chair welcomed the dossier submitter repreteataand invited the RAC
rapporteurs to present the main points of the awaiftion for first discussion.

The substance is used as a biocide.
The dossier focuses on the human health hazards Aaxicity 2 (oral; confirmation

of current entry) and Acute Toxicity 3 (dermal; #uuhal classification). The
substance has already harmonised classificatidknirex VI to the CLP Regulation



as acutely toxic (oral), water reactive, hazardouthe environment and as releasing
toxic gas upon contact with water and acid.

During the public consultation, all comments werdavour of the dossier submitter’s
proposal concerning the additional classificatioor fAcute Dermal Toxicity.
According to the rapporteurs, the classificatioagte Dermal Toxicity is justified.

During public consultation, the classification asufe Inhalation Toxicity Cat. 1 was
proposed, given that the substance releases tieegag phosphine. The rapporteurs
would like to discuss with RAC this proposal bueyhwere of the view that
classification as Acute Inhalation Toxicity Catwas better justified by the available
data. They also felt RAC should discuss whethessifigation as EUHO032 is
sufficient for this potential hazard.

A RAC member offered to provide additional informat concerning hydrolysis
kinetics and workplace exposure which can helps&ess real use pattern exposure
conditions to the substance potentially relevanttie hazard identification.

The rapporteurs will continue their work on the fdrapinion. Following the
discussion they will clearly state which endpoimiere not assessed in the draft
opinion.

The Chair thanked the rapporteurs for their pregemts and invited RAC members
to provide comments on the first draft opinion. Théair reminded that the
commenting period was open tif November 2011.

7.2.b Trimagnesium diphosphide

The Chair mentioned the close relationship with @heminium phosphide dossier,
welcomed the dossier submitter representative awided the RAC rapporteurs to
present the main points of the draft opinion fostfdiscussion.

The rapporteur stressed the importance of therimdtion on use of the substance.

The dossier focuses on the human health hazardsAGCuée Toxicity (confirmation
of current entry) and Dermal Acute Toxicity (addital classification). In principle
the rapporteurs agreed with the proposal but vdthescomments.

Although classification for Acute toxicity — inhalan was neither proposed by the
dossier submitter not brought up during public citasion, the rapporteurs felt that it
should be discussed based on the similarities l#twaduminium phosphide and
trimagnesium diphosphide in releasing phosphine.

RAC members underlined the importance of the diaasion related to the inhalation
route if the substance is in powder form. Simitathte aluminium phosphide dossier a
RAC member offered to provide additional informati@oncerning hydrolysis
kinetics and workplace exposure which can be gf fal the hazard assessment.

The Chair offered any support of the Secretariétiefe would be need for additional
cooperation between rapporteurs of aluminium phiogphand trimagnesium
diphosphide.

The Chair thanked the rapporteurs for their predents and invited RAC members
to provide comments on the first draft opinion. Tldair reminded that the
commenting period was open till 18ovember 2011.

7.3  Appointment of RAC (co-) rapporteurs for CLH dossiers



RAC agreed to appoint the volunteers as (co-)rappos for the intended or
submitted CLH proposals as listed in room docunixit/18/2011/29.

7.4 General CLH issues

RAC requested the Secretariat to clarify in thedaoce that information on the
physical form of the substance and the form in Whifee substance is used should be
included in the dossier when relevant for C&L pueg® in relation to Article 5.1 of
the CLP Regulation.

a. State of play of the submitted CLH dossiers

The Chair informed RAC that the document prepaed GARACAL had been
distributed as meeting document RAC/18/2011/26.

b. Review of the process for developing CLH opinioh

The Chair informed RAC that the revision of the gagss was on-going and that a
room document with the Secretariat response tocttimements received from RAC
members had been distributed shortly before thdingee

8 Restrictions
8.1 Restriction Annex XV dossiers

a. Phthalates

RAC was informed by the rapporteur via oral repmvbut the current status. The
rapporteur informed RAC that the scope of restiitiivas the main topic addressed at
the first rapporteurs’ dialog as this was one efigsues during the conformity check.
In relation to the enforceability of the proposedtrictions, the FORUM anticipates
issues with enforceability of the proposed newyetdrAnnex XVII (no reference to
analytical methods, wording too complex and noaicknough).

It was reported that the dossier submitter inteogsovide more clear wording of the

scope of the restriction proposal. The dossiemsitér intends to submit the first

version of the background document in January 2@h#&;h should then be presented
to RAC at the RAC-20 meeting.

8.2 General restriction issues

b. Review of working procedures after experiencesnofirst dossiers

The Chair reminded the RAC members that the deadiox comments in the
CIRCABC Newsgroup on working procedures is 31 Oeta®011 and invited RAC
members to share their experience.

8.3  Appointment of RAC (co-) rapporteurs for restiiction dossiers

RAC appointed two members as (co-)rapporteurs fmoraium VI compounds
dossier as proposed in documBAC/18/2011/30.



9 Authorisation
9.1  Appointment of RAC rapporteurs for substancesisted in Annex XIV

The room document (RAC/18/2011/31) listing volumsedor rapporteurship in
different pools for substances included in Anne¥X Milas presented.

RAC agreed to appoint the new volunteer to the mml(co-)rapporteur for the
substances listed in Annex XIV.

Following the routine from the last meetings, thea(C indicated that the pools would
be updated if new expression of interests are vedeand the appointment is agreed
by RAC. The rapporteurs in the pool will be inforinas soon as an application for
authorisation is submitted to ECHA, and rapporteuitsbe selected according to the
agreed procedure. In principle, members will remaithe pool until the end of their
mandate, but may request the RAC Secretariat teineved from a specific pool if
needed.

9.2 General authorisation issues

The Chair informed RAC that following the last jpRAC-SEAC session at RAC-17
the clarification and planning of further prepavaton the authorisation process is on-
going. More information on the progress will be ypded in the following plenary
meetings.

Concerning the RAC preparation, RAC members exptgsa particular, the need to
establish the most appropriate approach to dismudsagree on any missing reference
values for risk assessment of Annex XIV substarfoeswhich applications are
reasonably expected to be submittedorder to be able to finalise RAC opinions on
authorisation applications within the tight deadnset for the authorisation
application procedure. The Chair clarified that,raguested by RAC, the need for
substance-specific preparatiom#l be reflectedn the on-going plans for the capacity
building.

10 Guidance issues
10.a Feedback from guidance consultations

The Chair informed RAC that the document prepace CIARACAL was available as
room documentRAC/18/2011/27, including relevant information pertaining to
guidance issues.

10.b  Report on other guidance activities

The Chair reminded the RAC members to provide ttegidback on issues for review
of the Guidance on the application of the CLP criteria by end November 2011 by
means of the excel template provided to the RAC bemin September 2011.

11. Update on Stakeholder participation in the workof RAC (closed session)

The Chair informed RAC that ECHA had registeredtie list of stakeholder
organisations fulfilling the eligibility criteriagw sector specific STO with interest in
RAC activities. Given that the document was notlyefor discussion at the meeting,

10



RAC agreed that the Secretariat will distribute ttecument for RAC agreement
either by written procedure or at RAC-19.

RAC agreed to include the minutes of the closed sedgsidhe general minutes of
RAC-18.

11 Any other business
No issues were raised.

12 Main conclusions and Action Points of RAC-18

The Secretariat presented the main conclusions aation points of the plenary
meeting for final comments and agreement by the iGiti@e. All suggestions from
RAC were reflected accordingly and RAC agreed te ttocument. The main
conclusions and action points are attached adIR#rthese meeting minutes.

000
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28 October 2011

Part Il. Conclusions and action points

MAIN CONCLUSIONS & ACTION POINTS
(Adopted at the 18" meeting of RAC)

(26

-28 October 2011)

Agenda point

Conclusions / decisions
minority opinions

Action requested after the meeting
(by whom/by when)

2. Adoption of the Agenda

The revised Agenda
(RAC/A/18/2011_rev.1) was

SECR to upload the adopted Agenda to
RAC CIRCABC and to the ECHA website

adopted

part of the RAC-18 minutes.

he

3. Declarations of conflicts of in

terest to the Ageda

Seven members and two ST
observers have declared
potential conflict of interest t
different substance-relatd
discussions on the Agenda.

&
a

D
d

4. Adoption of the minutes of
the RAC 17

The minutes of RAC 17 w3
adopted after consideration

SSECR to upload the adopted minutes to
ORAC CIRCABC and to the ECHA website.

RAC member’'s comments.

he

6. Requests under Article 77 (3)(c) - gallium arsede

RAC provisionally agreed th
classification of gallium arsenid
for carcinogenicity as Carc. 1B|

eRapporteurs to revise the draft opinion bas
eon the discussion during RAC-18 and provid
to the SECR well in advance of the ne
meeting with a view to adopting the opini

during RAC-19.

7.CLH

7.1 CLH dossiers for opinion adoption

7.1 a. N-ethyl-2-pyrrolidone (N

EP)

RAC provisionally agreed wit

NIND to provide the assessment for SCL.

the classification of N-ethyl-2

12



pyrrolidone (NEP). RAC agree
to propose N-ethyl-2-pyrrolidon|
(NEP) as indicated in the table
below.

The addition of the SCL will b
discussed at RAC-19.

cRapporteurs to consider the IND assessmé
eand to include SCL in a revised draft opinior
zneeded and to provide them to SECR.

2 SECR to distribute the revised draft opinion
documents to RAC when available for furthe
discussion and possible adoption either by
written procedure or at RAC-19.

PNt
if

7.1 b. Ammoniumpentadecaflu

7.1 c. Perfluorooctanoic acid (

orooctanoate (APFO)

PFOA)

RAC provisionally agreed with
the classification of
ammoniumpentadecafluorooctg
oate (APFO) regarding some
hazard classes as indicated in |
table 2. below.

Carcinogenicity and
reprotoxicity will be discussed
on RAC-109.

annexes and to provide them to SECR.
r
SECR to distribute the revised draft opinig
Fdocuments to RAC when available for furth
discussion and possible adoption either
written procedure or at RAC-19.

Rapporteurs to revise the draft opinion and its

DN
er

by

7.1 d. Sulcotrione

RAC adopted_by consenstige
opinion and its annexes on t
CLH proposal for sulcotrion
RAC agreed to propog
sulcotrione to be classified {
indicated in table 1 below.

Rapporteurs to check consistency between
nopinion, BD and RCOM and to provide them
bSECR.

he
to

e
. SECR to make an editorial check and consu

the adopted opinion on sulcotrioneand its

them to COM and publish them on the ECI
web site after the meeting.

if

necessary with the rapporteur before uploading

annexes to the RAC CIRCABC, and to forward

1A

7.1 e. Nitrobenzene

RAC provisionally agreed with

the classification of nitrobenzeneon previous environmental classification to {

regarding some hazard classes
indicated in the table 2. below.

RAC member has provided to
the rapporteur additional
information on previous
environmental classification.

Rapporteur to introduce provided informatio

apinion and BD.

forming and spermatotoxicity.

Rapporteurs to consider
discussion and revise thalraft opinion
documents (revised draft opinion and
annexes (BD and RCOM)).

STO to provide data on methemoglobin-

the TC C&l

0 5

e

its

13



SECR to distribute the revised draft opinion

documents to RAC when available for furth
discussion and possible adoption.

7.1 f. Penconazole

RAC provisionally agreed with
the classification of penconazo
as indicated in table 2 below.

RAC provisionally agreed not tq
propose classification as STOT]
RE 2.

RAC discussed on how to
conclude on classification for
reproductive toxicity and
decided to postpone final
conclusion on this hazard clasg
until EFSA’s view is clarified.

SECRto contact EFSA and request scientific
gustification for their view on reproductive
toxicity classification of penconazole and

provide it to the Rapporteurs.
D
Rapporteurs to evaluatehe information
provided by EFSA on classification for
reproductive toxicity and its possible
consideration by RAC in the opinion.

Rapporteurs to make sure that the opinion ar
the BD are consistent.

SECR to distribute the revised draft opinion
documents to RAC when available for furthe
discussion and possible adoption either by

written procedure or at RAC-19.

er

d

7.1 g. Ethylbenzene

RAC agreed to
ethylbenzene to be classified
indicated in the table 2. below.

propog8ECR to make an editorial check of thédBand

RCOM.

Rapporteurs to revise the draft opiniof
documents (revised draft opinion and its ann
(BD and RCOM)).

SECR to distribute revised draft opini
documents to RAC when available fpossibl
adoption by written procedure.

7.1.h Octadecylamine
7.1.i Z)-octadec-9-enylamine

7.1.j Amines, hydrogenated tallow alkyl

7.1.k Amines, coco alkyl
7.1.1 Amines, Tallow alkyl

RAC provisionally agreed wit
the classification of th
substance’s hazard classes
indicated in the table 2. below.

NSECR to check S-phrases, the use of R37
bto include the SCL where relevant.
as

SECR to make an editorial
consultation with th&apporteurs.

check

SECR to distribute revised draft opinid
documents to RAC for editorial comments &
possible adoption either by written procedurg
at RAC-19.

and

nd
. Or
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7.2 CLH dossiers for first discu

ssion

7.2.a Aluminium phosphide

RAC discussed the first
presentation of the data.

Members to post their comments on thé'
draft opinion and annexes via the R/
CIRCABC Newsgroup by 7 November 2011.

RAC member to provide
hydrolysis kinetics and workplace exposure.

Rapporteurs to revise the draft opinion
documents (revised draft opinion and
annexes (BD and RCOM)).

SECR to distribute the revised draft opinig
documents to RAC when available for furt
discussion and possible adoption at RAC-19

7.2.b Trimagnesium diphosph

ide

RAC discussed the first
presentation of the data.

Members to post their comments on thé'
draft opinion and annexes via the R/

RAC member to provide
hydrolysis kinetics and workplace exposure.

Rapporteurs to revise the draft opinion
documents (revised draft opinion and
annexes (BD and RCOM)).

SECR to distribute the revised draft opini
documents to RAC when available for furth

discussion and possible adoption at RAC-19

1
A\C

information omn

il
\C
CIRCABC Newsgroup by 14 November 2011.

information on

its

DN

er

its

DN

er

7.3 Appointment of RAC (co-) rapporteurs for CLH dossiers

RAC agreed to appoint th
volunteers as (co-)rapporteu
for the intended or submitte
CLH proposals (listed in roon
document

RAC/18/2011/29 revl).

e6SECR to upload in RAC CIRCABC th
repdated document to reflect RAC appointme
dor CLH proposals after the meeting.

n
Members are requested to come forward for
vacant positions.

SECR to identify potential (co-)rapporteurs a
encourage them to fill the vacant positions.

D

nts

the

7.4 General CLH issues

RAC requested SECR to clari
in the Guidance that informatig

NSECR to consider the RAC proposal during
rrevision of the Guidance.

he
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on the physical form of the
substance and the form in which
the substance is used should|be
included in the dossier when
relevant for C&L purpose
(Article 5.1 of the CLP
Regulation).

(%)

8. Restrictions

8.1 Restriction Annex XV dossiers

8.1.a Update on Phthalates dossier

RAC was informed by the
rapporteur via oral report abopt
current progress.

8.3 Appointment of RAC (co-)rapporteurs for restriction dossiers

RAC appointed two members BSECR to inform RAC as soon as the dossief is
(co-)rapporteurs for chromiumsubmitted to ECHA.
VI compounds dossier S

proposed in document

RAC/18/2011/30.

9 Authorisation

9.1 Appointment of RAC rapporteurs for substancesisted in Annex XIV

RAC agreed to appoint tHeSECR to upload in RAC CIRCABC th
volunteer to the pool as (cg-updated document to reflect RAC appointmgnts
rapporteurs for the substangder substances listed in Annex XIV.
listed in Annex XIV (room
document SECRto inform RAC as soon as an applicat{on
RAC/18/2011/31 rev.1). for authorisation is submitted to ECHA.

11%

Members may volunteer to be added to the ppol
of (co-) rapporteurs any time.

11. Update on stakeholder participation in the workof RAC (closed session) |

The Chair informed the STQSRRAC agreed to include the minutes of the
about the discussion of thelosed session in the general minutes of RAC-
closed session. 18.

SECR to distribute the document with the
possible new sector specific STOs for RAC
agreement by written procedure or at RAC-1p.
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Table 1. List of adopted classifications by RAE

Classification & Labelling in accordance with the @_P Regulation

Index | International | EC No | CAS No Classification Labelling Specific | Notes
No ﬁiréiq;;ﬁ:ition Hazard Class and | Hazard Pictogra | Hazard Suppl. Eicr)r?i(t:é
Category Code(s) statement m, Signal | stateme | Hazard M- ’
Code(s) Word nt statement factors
Code(s) Code(s) | Code(s)
Sulcotrione N/A 99105-77-8 | Skin Sens 1A H317 GHSO07 H317 Acute
(1SO); STOT RE 2 (kidney) | H373 GHSO09 H373 M=1
2-(2-chloro-4- Repr. 2 H361d Wng H361d Chronic
mesylbenzoyl Aquatic Acute 1 H400 H410 M=10
)cyclohexane- Aquatic Chronic 1 H410
1,3-dione
Classification & Labelling in accordance with Directive 67/548/EEC:
Index | International | EC No | CAS No Classification Labelling Concentration Limits Notes
No Chemical
Identification
Sulcotrione | N/A 99105-77-8 | R43 Xi; N N; R50/53: C 2 25%
(1SO); Xn: R48/22 R43-48/22-63-50/53 N; R51/53: 2.5% < C < 25%
2-(2-chloro-4- Repr. Cat. 3; R63 S(2-)22-36-37-60-61 R52/53: 0.25%
mesylbenzoyl N; R50/53 R43: C2 0.1%

)cyclohexane-
1,3-dione

! Hazard classes, category and hazard statemers aoelevritten irbold if agreed during the meeting. Those not writtevatd are already harmonised in Annex VI to the

CLP Regulation.
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Table 2. List of preliminary RAC agreement on propaals for classification
(Agreement reached for the following endpoint

Classification and labelling in accordance with theCLP Regulation (Regulation (EC) 1272/2008

Index | Internation | EC CAS No Classification Labelling Specific | Notes
No al No : Conc.
. Hazard Class | Hazard Pictogram, Hazard | Suppl. Hazard | . .
Chemical . Limits,
e and Category | state-ment | Signal Word | state statement
Identificati M-
Code(s) Code(s) Code(s) ment Code(s)
on factors
Code(s)
N-ethyl-2- _ Repr. IB H360D> ]
- pyrrolidone 328 2687-91- GHS08 F360
6 4

Classification and labelling in accordance with Diective 67/548/EEC

Index | Internation | EC No CAS No Classification Labelling Concentr | Notes
No al Chemical ation

Identificati Limits

on

%2 Hazard classes, category and hazard statemers acglevritten irbold if agreed during the meeting. Those not writtebafd are already harmonised in Annex VI to the
CLP Regulation.

3 Itis the view of RAC that hazard statement H368Ehe most appropriate, given the available tdrigical

profile of NEP, but RAC recognised that H360 cooédapplied if the available criteria are appliattty

18



N-ethyl-2-
pyrrolidone

220-250-6

2687-91-4

Repr. Cat. 2; R61

T
R: 61
S: (1/2)-36/37-45-53
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Classification and labelling in accordance with theCLP Regulation (Regulation (EC) 1272/2008

Inde | International EC No CAS No Classification Labelling
x No | Chemical Hazard Class and | Hazard Pictogra | Hazard | Suppl. Specific Notes
Identification Category Code(s) | state- m, Signal | state Hazard Conc.
ment Word ment statement | Limits, M-
Code(s) Code(s) Code(s) | Code(s) factors
Ammoniumpe | 223-320-4| 3825-26-1 | STOT RE 1 (liver) | H372 GHSO07 H372 - -
ntadecafluoroo Acute Tox. 4 H332 GHSO08 H332
ctanoate Acute Tox. 4 H302 Danger H302
(APFO) Eye dam. 1 H318 H318
Classification and labelling in accordance with Diective 67/548/EEC
Index | International | EC No CAS No Classification Labelling Concentr | Notes
No Chemical ation
Identification Limits
Ammoniumpe| 223-320-4| 3825-26-1 | T; R48/23 T, Xn - -

ntadecafluoro
octanoate
(APFO)

Xn; R48/21/22, R20/22,

Xi; 41

R: 40-61-48/23-48/21/22-20/22-4

S:53-45

1
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Classification & labelling in accordance with the C.P Requlation for Nitrobenzene:

Index International | EC No CAS No Classification Labelling
No Chemical . o
Identification Hazard Class and Category, Hazard Pictogra | Hazard Suppl. Specific Note
Code(s) statement | m, statement | Hazard Conc. S
Code(s) Signal Code(s) | statement| Limits, M-
Word Code(s) | factors
Code(s)
609- Nitrobenzene | 202-716-0| 98-95-3 | Carc. 2. H351 GHS06G | H351
003-00- Aquatic Chronic Cat. 3 H412 HSO08 H412
7 Dgr
Classification & labelling in accordance with Diredive 67/548/EEC for Nitrobenzene:
Index | International EC No CAS No | Classification Labelling Concentra| Note
No Chemical tion Limits | s
Identification
609- Nitrobenzene | 202-716-0| 98-95-3 | Carc. Cat. 3; R40 T,
003- R52/53 R: 40--52/53
00-7 S: 2-36/37-45-46-53
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Classification and labelling in accordance with theCLP Regulation (Regulation (EC) 1272/2008

Classification Labelling
Inde [International EC No CAS No Hazard Class | Hazard | Pictogra | Hazard Suppl. | Specific Notes
X No [Chemical and Category | state- m, Signal | state Hazard | Conc.
Identification Code(s) ment Word ment stateme | Limits, M-
Code(s) | Code(s) Code(s) nt factors
Code(s)
(Fj’_eﬂfonazﬁlel-l[)Z-(ZA-” 266-275-| 66246-88-6 | Acute Tox. 4 | H302 GHSO07 H302
ichloro-phenyl)pentyll- | g Aquatic Acute | H400 GHS09 H410 A -
1H-1,2,4-triazol cute M=
flazole) 1 H410 | Wng 1
Agquatic Chronic
Chronic 1 M=1
Classification and labelling in accordance with Diective 67/548/EEC
Classification Labelling Concentration Limits Note
Ind [ International EC No CAS No s
ex Chemical
No [ Identification
Penconazolél-[2- 266-275-6| 66246-88-6] Xn; R22 R: 22-50/53 N; R50/53: C> 25%
(2,4-dichloro- N; R50/53 S: 2-46-60-61 N; R51/53: 2.5%< C < 25%
phenyl)pentyl]-1H- R52/53: 0.25%< C < 2.5%
1,2,4-triazole)

22




Classification & labelling in accordance with the @.P Requlation

Index No International | EC No CAS No Classification Labelling Specific Notes
I%Z(re]?i}ligglti on Hazard Class and| Hazard P?ctogram, Hazard Suppl. E?]:Ifs M-
Category Code(s) statement Signal statemen | Hazard factors
Code(s) Word t Code(s) | statement
Code(s) Code(s)
601-023-00-| Ethylbenzene 202-849-4 100-41-#lam. Lig. 2 H225 GHS02 H225
4 Acute Tox. 4 * H332 GHSO07 H332
Asp.Tox. 1 H304 GHSO08 H304
STOT RE 2| H373 Dgr. H373
(hearing organs)
Classification & labelling in accordance with Diredive 67/548/EEC:
Index No International | EC No CAS No Classification Labelling Concentrat| Notes
Chemical ion Limits
Identification
601-023-00- Ethylbenzene| 202-849-4 100-41-4 F;R11 F; Xn )
4 Xn; R20-R48/20-65 R: 11-20-48/20-65
S: (2-)16-24/25-29-62
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Classification & labelling in accordance with the C.P Requlation

Index International EC No CAS No Classification Labelling Specific Notes
No Itheml_caI_ Hazard Class and| Hazard Pictogram, | Hazard Suppl. C_on_c.
entification . Limits, M-
Category Code(s) | statement Signal statemen | Hazard factors
Code(s) Word t Code(s) | statement
Code(s) Code(s)
Octadecylamine 204-695-3  124-30-1Skin Irrit. 1B, H315; GHSO05 H315; None
Eye Dam. 1, H318; GHSO07 H318;
Asp. Tox. 1 H304, GHSO08 H304,
STOT RE2 H373,; H373,;
(Gl-tract, liver, GHSO09
immune system) | H 400 Dgr H 410
H 410
Aquatic Acute 1
Aquatic Chronic
1
Classification & labelling in accordance with Diredive 67/548/EEC:
Index No | International EC No CAS No Classification Labelling ConcentratiorLimits Notes
Chemical
Identification
Octadecylaming 204-695-3 | 124-30-1 | y; v\ ' N:R 38-41-| Xi,Xn; N ;R 38-41-48/22] C> 2.5%: N, R50-53 None

48/22-65-50-53

S 60-61

65-50/53

53

0.25%=< C < 2.5%:

0.025%< C < 0.25%: R52-53

N, R51
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Classification & labelling in accordance with the C.P Requlation

Inde | International EC No CAS No Classification Labelling Specific Notes
xNo Itheml_caI_ Hazard Class and| Hazard Pictogram, | Hazard Suppl. Conc. Limits,
entification . M-
Category Code(s) statement Signal statemen | Hazard factors
Code(s) Word t Code(s) | statement
Code(s) Code(s)
(Z2)-octadec-94 204-015-5| 112-90-3 | Acute Tox. 4; H302 H302 None
enylamine Skin Corr. 1B; H314 GHSO05 H314
Asp Tox 1; H304 GHSO07 H304
STOT RE 2 H373 GHSO08 H373
(Gl-tract, liver,
immune system);
STOT SE 3 H335 H335
Aquatic Acute 1 H 400 GHSO09 H410
Aquatic Chronic 1 H 410 Dgr
Classification & labelling in accordance with Diredive 67/548/EEC:
Inde | International EC No CAS No Classification Labelling ConcentratiorLimits Notes
X Chemical
No | Identification
(2)-octadec-91 204-015-5| 112-90-3 | Xn, C, N R 22-34-48/22-65-50-53 | Xn, C, N Cn>2.5%: N, R50-53 None
enylamine 0.25%<Cn<2.5%: N,

R 22-34-48/22-64
50/53
S60-61

R51-53

0.025%< Cn < 0.25%:

R52-53
R37 and GCL
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Classification & labelling in accordance with the C.P Requlation

Index No International | EC No CAS No Classification Labelling Specific Note
Ejhen_n_cal_ Hazard Class and| Hazard Pictogram, | Hazard Suppl. Qonc. s
entification . Limits, M-
Category Code(s) | statement Signal statemen | Hazard factors
Code(s) Word t Code(s) | statement
Code(s) Code(s)
Amines, 262-976-6| 61788-45-2 Skin Irrit. 1B; H315; GHSO05 H315; Non
hydrogenated Eye Dam 1; H318; H318; e
tallow alkyl Asp Tox 1; H304; GHSO07 H304;
STOT RE 2 H373,; GHSO08 H373
(Gl-tract, liver,
immune system)
Aquatic Acute 1 | H 400 GHSO09
Aquatic H 410 Dgr
Chronicl H410
Classification & labelling in accordance with Diredive 67/548/EEC:
Index No International | EC No CAS No Classification Labelling ConcentratiorLimits Notes
Chemical
Identification
e red 00| OLBEAS2 i, i N ; R 38-41-48/22-65-501 Xi, Xn; iR 38-| == 2% T ROAOS None
ydrogenate 53 41-48/22-65- 0.25%< C < 2.5%: N, R51-53
tallow alkyl 50/53 _
0.025%< C < 0.25%: R52-53
S 60-61
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Classification & labelling in accordance with the C.P Requlation

Inde | International EC No CAS No Classification Labelling Specific | Notes
x No I%hem'.cal. Hazard Class and Category, Hazard Pictogram, | Hazard Suppl. C_on_c.
entification . Limits,
Code(s) statement Signal statemen | Hazard M-
Code(s) Word t Code(s) | statement factors
Code(s) Code(s)
Amines, cocq 262-977-1| 61788-46-3 Acute Tox. 4; H302 H302 None
alkyl Skin Corr. 1B; H314 GHSO05 H314
Asp. Tox. 1 H304 GHSO07 H304
STOT RE 2 H373 GHS08 H373
(Gl-tract, liver, immune
system);
STOT SE 3 H335 H335
Aquatic Acute 1 H 400 GHS09 H410
Aquatic Chronic 1 H 410 Dgr
Classification & labelling in accordance with Diredive 67/548/EEC:
Inde | International EC No CAS No Classification Labelling ConcentratiornLimits Notes
X Chemical
No Identification
Amines, cocq 262-977-1| 61788-46-3 Xn, N; C, R 22-35-48/221 Xn, C, R 22-35-48/22-65-C > 2.5%: N, R50-53 None

alkyl

65-50-53

50/53
S60-61

0.25%=< C < 2.5%:N, R51-53
0.025%< C < 0.25%: R52-53

R37 and GCL
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Classification & labelling in accordance with the C.P Requlation

Inde | International EC No CAS No Classification Labelling Specific | Notes
xNo chgig}'iizlﬂon Hazard Class and| Hazard Pictogram, | Hazard Suppl. Ecr)r:tcs
Category Code(s) statement | Signal statemen | Hazard M- '
Code(s) Word t Code(s) | statement factors
Code(s) Code(s)
Amines, 263-125-1| 61790-33-8 Acute Tox. 4; H302 H302 None
tallow alkyl Skin Corr. 1B; H314 GHSO05 H314
Asp. Tox. 1; H304 GHSO07 H304
STOT RE 2; H373 GHSO08 H373
(Gl-tract, liver,
immune system);
Aquatic Acute 1 H400 GHSO09
Aquatic Chronic 1 H410 Dgr H410
Classification & labelling in accordance with Diredive 67/548/EEC:
Inde | International EC No CAS No Classification Labelling ConcentratiorLimits Notes
X Chemical
No | Identification
Amines, 263-125-1 | 61790-33-8 Xn, C,N ;R 22-35-48/221 Xn, C, N ;R 22-35-48/22-65- C> 2.5%: N, R50-53 None
tallow alkyl 65-50-53 50/53 0.25%< C < 2.5%: N,
S 60-61 R51-53

0.025%< C <0.25%:
R52-53
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56
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BRECHA

European Chemicals Agency ANNEX |
26 October 2011
RAC/A/18/2011- Final

Final Agenda

18" meeting of the Committee for Risk Assessment

26 — 28 October 2011
Helsinki, Finland

26 October: starts at 9:00
28 October: ends at 14:00

| Item 1 — Welcome & Apologies |

| Item 2 — Adoption of the Agenda |

RAC/A/18/2011_Rev.1
For adoption

| Item 3 — Declarations of conflicts of interest tolie Agenda |

| Item 4 — Adoption of the minutes of the RAC-17 |

RAC/M/17/2011
For adoption

| ltem 5 — Administrative issues and information itens |

5.1  Status report on the RAC-17 action points
5.2  Outcome of written procedures
5.3 Report from other ECHA bodies and activities
- Report on MB policy of handling of conflict ofterest
RAC/18/2011/28
For information

Item 6 — Requests under Article 77 (3)(c)

6.1  Gallium arsenide
For discussion and possible adoption
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ltem 7 — CLH

7.1

7.2

7.3

7.4

CLH dossiers for discussion and possible adtpn

a.

g.

N-ethyl-2-pyrrolidone (NEP)
Ammoniumpentadecafluorooctanoate (APFO)
Perfluorooctanic acid (PFOA) and its salts

Sulcotrione

Nitrobenzene
Penconazole

Ethylbenzene

h. Octadecylamine

i. (Z)-octadec-9-enylamine

j.- Amines, hydrogenated tallow alkyl

k. Amines, coco alkyl

[. Amines, Tallow alkyl

CLH dossiers for first discussion
m. Aluminium phosphide

n. Trimagnesium diphosphide

Appointment of RAC (co-) rapporteurs for CLH dossiers

a.

Appointment of RAC (co-) rapporteurs for CLH sliess

RAC/18/2011/29
room document
For agreement

General CLH issues

a.

b.

State of play of the submitted CLH dossiers

RAC/18/2011/26
For information

Review of the process for developing CLH opinions

RAC/18/2011/33
room document
For information
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Iltem 8 — Restrictions

8.1 Restriction Annex XV dossiers
a. Update on the Phthalates dossier
For information
8.2  General restriction issues (if relevant)
a. Update on intended restriction dossiers
For information
8.3 Appointment of RAC (co-) rapporteurs forrestrictions dossiers

RAC/18/2011/30
room document
For agreement

[tem 9 — Authorisation

9.1  Appointment of RAC rapporteurs for substancedisted in Annex XIV (if
relevant)
RAC/18/2011/31

room document
For agreement

9.2  General authorisation issues (if relevant)

Iltem 10 — Guidance issues

10.1 Feedback from guidance consultations
10.2 Report on other guidance activities

RAC/18/2011/27
For information
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Item 11 — Update on stakeholder participation in tle work of RAC
(Closed Session)

RAC/18/2011/32
room document

For agreement

| Item 12 — Any other business

| Iltem 13 — Main conclusions and Action Points of RA€18

Table with main conclusions and action points filRAC- 18

o000

For adoption
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ANNEX II

Documents submitted to the members of the Committefer Risk Assessment
for the RAC-18 meeting.

RAC/A/18/2011 Final Draft Agenda

Rev.1

RAC/M/17/2011 Adoption of the minutes of the RAC-17

RAC/18/2011/28 Administrative issues and informati@ms

RAC/18/2011/29 Appointment of CLH rapporteurs intentions

room document

RAC/18/2011/26 Gene_ral CLH issues - State of play of the subuchi@eH
dossiers

RAC/18/2011/33 General CLH issues — opinion development

room document

RAC/18/2011/30 : L .
Appointment of rapporteurs for restrictions dossier

room document

RAC/18/2011/31 . L .
Appointment of rapporteurs for authorisation dossie

room document

RAC/18/2011/27 Guidance issues

000
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The following participants declared conflicts of inerest with the agenda items

ANNEX 11l

(according to Art 9 (2) of RAC RoPs) in RAC-18

Name of participant Agenda item
RAC members

Christine BJORGE PFOA/AFPO
Marianne van der HAGEN PFOA/AFPO
Peter Hammer SGRENSEN | Phthalates

Elodie PASQUIER

Gallium Arsenide
N-ethyl-2-pyrrolidone (NEP)

Annick PICHARD

Gallium Arsenide
N-ethyl-2-pyrrolidone (NEP)

Agnes SCHULTE

Nitrobenzene
Ethylbenzene
Amines (Group 5)

Hans-Christian

Penconazole

STOLZENBERG Nitrobenzene
Sulcotrione
Amines (Group 5)
Stakeholders

ECETOC, Marie-Louise
MEISTERS

APFO and PFOA

Businesseurope, Karsten
Muller

N-ethyl-2-pyrrolidone (NEP)
Nitrobenzene
Ethylbenzene
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