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TMHMA 1: AvayvwpioTIKOG KwdIKOG ousiag/HeiyaTog Kal ETaipEiag/emixeipnong

1.1 AvayvwpIoTIKOG KW3IKOG TTPoidvTog

2AUa KOTATEBEV . FULCAT-22B

KwdIkdG TTpoidvTog : 000000000000158439

ApIBUOG KaTaxwpiong : 01-2119485596-21-0002, -0023
REACH

Ovopagoia Tng ouciag . Bentonite, acid-leached
CAS-Api6. :  70131-50-9

1.2 Tuva@eig TpoodiopIfOEVES XPNOEIS TNG OUCIAG | TOU HEIYHOTOG KOl OVTEVOEIKVUOUEVEG
XPNoeIg

XpnAon ¢ Ouaiag/Tou . Catalyst

MeiypaTog

1.3 Zroixeia Tou TrpounBeuTr TOU SeATiou dedopévwv ao@alegiag

Etaipeia BYK Additives Ltd.

Moorfield Road

WAS8 3AA Widnes
TnAépwvo © +44 151 495 2222
TéAepag : +44 151 420 4401
MAnpoopieg . Regulatory Affairs
TnAépwvo . +49 281 670-23532
TéAepag . +49 281 670-23533
HAekTpovikn dlelBuvon . GHS.BYK@altana.com

1.4 Ap1Bu6g TNAEPWVOU eTTEIyOUOASG AVAYKNG
+44 1235 239670

TMHMA 2: NMpood10pIoHOG ETTIKIVOUVOTNTAG

2.1 Ta§ivounon Tng ouciag 1} TOU MEIYMATOG
Taivopnon (KANONIZMOZ (EK) api8. 1272/2008)
Mn emmkivduvn ouaia | yeiyua.

2.2 ZTolx€ia emofuavong

Emonuavon (KANONIZMOZX (EK) api16. 1272/2008)
Mn emmkivduvn ouaia ] yeiyua.
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2.3 AAAol Kivduvol

H ouagia / 10 peiyua dev TTEPIEXEI CUCTATIKA TTOU BewpouvTal OTI €iTE AVOETIKA, BIOCUCCWPEUCINO
Kal To€IKa (ABT) 1] akpwg avBeKTIKA Kal AKpwg Blooucowpeloiya (aAaB) og etritreda Tou 0,1% 1
uwnAoTEpPQ.

OikoAoyikég TTAnpogopieg: H ouaia / To piypa dev TTEPIEXEI CUCTATIKA, T OTToIa Bewpeital OTI
£XOUV 1010TNTEG EVOOKPIVIKAG dlaTapaxns oupewva pe To ApBpo 57(f) Tou Kavoviopod REACH R
Tov Kat' E€ouaioddtnon Kavovioud (EE) 2017/2100 1} Tov Kavoviouoé 1ng EmrpotAg (EE)
2018/605, o¢ etimredo 0,1% A uwnAdTEPO.

TogikoAoyikég TTAnpo@opies: H ouaia / To piyua dev TTEPIEXEI CUOTATIKA, Ta OTTOIO BewpeiTal OTI
£XOUV 1810TNTEG EVOOKPIVIKAG dlaTapaxns aupgwva pe 1o ApBpo 57(f) Tou Kavoviopou REACH R
Tov Kat' E¢ouaioddétnon Kavoviopd (EE) 2017/2100 ry tov Kavovioud 1ng Emitpotig (EE)
2018/605, o¢ emitredo 0,1% 1 upnAdTEPO.

O1 akaBapTeg empdveieg yivovTal TTdpa TToAU oAIoBnpég.

H ouaia £xel aloAoynBei ri/kal eAeyxOei wg TTPOG TOUG PUAIKOUG Kivduvoug, Toug Kivduvoug uyeiag
Kal Toug TrePIBAAAOVTIKOUG Kivouvoug Kal IoxUel N akdAouBbn Tagivounaon.

To mpoidv TTepIExel AiyoTepo atmd 1% k.. AKI (avatrveUoiun KPUGTAAAIKA TTUPITIA) OTTWG
kaBopiletal atod 1n péBodo SWeRF. To Trepiexduevo TNG avatrveUoIung KPUOTAAAIKAG TTUPITIOG
JTTOpPEi Va peTpnOei pe Tn péBodo «Size-Weighted Respirable Fraction — SWeRF». AiatiBevTai
AeTrTOopépElEG yia TN uEBodo SWeRF oTtov 1oTéToTTO www.crystallinesilica.eu.

AvaAoya pe To XEIPIOPO Kal TN XpAon (TpoxIoua, {Apavon, CUCKEUOOIO 0€ OOKOUAEG), EVOEXETAI
va TTapayBei avatrvelaiun agpoueTapepouevn okovn. H okovn TepIExel avaTveUoiho
KPUOTOAAIKO TTUpiTio. H TrTaparetapévn ri/kal yadikn €I0TTVoR avatveUoIung oKOvNG KPUOTAAAIKAG
TTUPITIOG EVOEXETAI VA TIPOKAAECEN ivwon TIVEUPOVWY, N OTTOI KOIVWG KOAEiTal TTupitioon. Ta
KUPIO CUPTITWHPOTA TRG TTUpITIaoNG €ival 0 Brixag kal To Aaxaviacua. H erayyeApariki €kBeon
oTnNV avatrveluoiun okOvn TTPETTEl va TTAPAKOAOUBEITE Kal va eAéyxeTal. O XEIPIOUOS TOU TTPOIGVTOG
TIPETTEI VA YiVETAI JE HEBOBOUG KAl TEXVIKEG TTOU EAQXICTOTTOIOUV i EEAAEIPOUV TNV TTAPAYWYN
oKOVNG.

TMHMA 3: ZuvBeon/TTAnpo@opieg yia To CUCTATIKA

3.1 Ouoigg
Ovouacia Tng ouoiag :  Bentonite, acid-leached
CAS-ApiB. : 70131-50-9
XNUIKOG XapOKTNPITHOG . Acid leached phyllosilicate
ZUuoTATIKA
Mapatnpnoeig . Aev utrdpyouv eTmKivOuva ouoTaTika

TMHMA 4: Métpa TrpwTwV Bondeiwv

4.1 Nepiypa@n Twv PETPWV TTPWTWYV BonBsiwv
evikég uTTOdEIEEIG : Mnv aprjvete To B0pA XWPIGS TTITHPNON.

2/14



AEATIO AEAOMENQN AZ®AAEIAS O BYK

oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

FULCAT-22 B
Huepopnvia Tng TeAeuTaiag ékdoong:
‘Ekdoon 2.0 Huepounvia AvaBswpnong: 14.11.2018
SDB_CY 18.11.2022 Huepounvia ektuttwong 08.01.2025
2€ TTEPITITWON EICTTVOAG . Ze TrepimTwan avaiobnaoiag yupioTte Tov acBevi ag B€on
avatrauong oTo TTAdI Kal GUUPBOUAEUBEiTE TOV YIaTPO.
Edv Ta cuptrtopaTa SiapkoUv, KOAEDTE yIaTPO.
2 TTEPITITWON EICTIVONG PETAPEPETE TO TTABOV ATOUO OTO
Kabapo aépa.
>¢ repimTwon emaQng e to ;. TAOveTe pye oatrouvi Kal vepo.
Oépua ETmioke@pBeite yiatpd o€ eEPITITWON TTOU OEV UTTOXWPEI O
epeBIoOG.
2 TIEPITITWON ETTAQPNG WE TNV evOUPaCia, BYAATE TNV
evdupuaaia.
MAUOveTE T JOAUGHEVA poUxa TTPIV Ta EAVAPOPETETE.
2€ TIEPITITWON ETTOQNAG JETA  ©  Z€ TTEPITITWON ETTAPAG EETTAUVETE AuéTwG Ta PATIa pE AgBovo
pdaTIO VvEPO YIa TOUAGXIOTOV 15 AeTTTA.
ATTOPOKPUVETE TO PAKOUG ETTAPAG.
MpooTaTéWTe TO UYIEG PATI.
Edv 0 epeBioudg Twv patiwv diapkei, cuuBouAeuTeite évav
€101K0 yiaTpo.
2€ TTEPITITWON KATATTOONG . TIAUvete TO OTOUA HE VEPO.

2€ TTEPITITWON KATATTOONG MEYAAWY TTOCOTATWY TOU UAIKOU
auToU, KaAEOTE apéowG Evav 1aTpo.

Alatnpeite eAeUBepn TNV AVATIVEUCTIKI 000.

Mn xopnyeite yaAa r; aAkooAoUxa TToTd.

Na pnv xopnyeital TiTToTa atod 10 GTOUA G€ ATOUO TTOU £XEI
XAOEl TIG aI0O0EIg TOU.

Edav ta cuptrtwpata diapkouv, KaAEaTe yiaTpo.

4.2 INUAVTIKOTEPA CUPTITWHATA KAl ETISPACEIG, AUETEG ] HETAYEVECTEPES
JUpTITwPaTa : Agv UTTGPXOUV YVWOTA | AVOUEVOUEVA CUNTITWUATA.

Kivduvol . Epebicel Ta paTia, To avaTtrveuoTIKO gUCGTNHA Kal TO dEPQ.

4.3 'Evdei§n orolaodATITOTE ATTAITOUMEVNG AMEONG IATPIKAG PPOVTIdAG Kal €18IKAG BepaTreiag
MeTayeipion . Ogpatreia CUPTTTWHATWY.

TMHMA 5: Métpa yia TNV KATATTOAEMNON TNG TTUPKAYIAG

5.1 MNupooBeoTIKA péca
KatdAAnAa TTupooBeoTiKG . Ekvépwpa vepou
péoa XpNOIYOTIOINCTE HEGQ TTUPOGRECNG TTOU €ival KATAAANAQ yia
TIG OUVONKEG Kal TO TTEPIBAAAOV.

Appog
Aioégidio Tou avBpaka (CO2)

=npd XNUIKA péoa TTupodoPeong
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AkaTAAANAQ TTUPOCRECTIKA . Aéoun Tremeopévou vepou OI' eKTOgeUTEWS
péoa

5.2 E181koi Kivduvol TTou TTpOKUTITOUV a1Td TNV ouCid I} TO HEiyHa

ISiaiTepol Kivouvol Katd TV . To mpoidv dev kaieTal atrd pévo Tou.
KATOTTOAEUNON TNG To UAIKG PTTopei va YAIoTpael OTav €xel Bpaxei.
TTUPKAYIAG

Emmkivduva Tpoidvta : Aev gival yvwoTd emikivduva TTpoidvTa Kauong
KaUOEWG

5.3 ZuoTAOoE€Ig VIO TOUG TTUPOOBEOCTEG

E181k6¢ TTpoOTATEUTIKOG : Karta 1n kKatdoBeon mupkayidg @opdre autoduvapn
€EOTTAIOUOG YIa TOUG QVOTTIVEUOTIK OUOKEUHR, OTav €ival aTTapaitnTo.
TTUPOOREDTEG

Mepaitépw TTANPOPOpPIES . ZuviABn PETpa o€ TTEPITITWON AVAPAEENG XNUIKWY OUCIWV.

XpnolyoTroINoTe y€aa TTUPOCRECNG TTOU gival KATAAANAa yia
TIG OUVONKEG Kal TO TTEPIBAAAOV.

TMHMA 6: Métpa yia TRV AVTIMETWTTION TUXAiag EKAuONG

6.1 MpoowWTTIKEG TTPOPUAAEEIG, TTPOCTATEUTIKOG £EOTTAICUOG Kal B1adIKATiEg EKTAKTNG AVAYKNG
MpoowTTIKEG TTPOPUAAEEIS : ATrogelyeTe TOV OXNUATIOPS OKOVNG.

ATTONOKPUVETE T TTPOCWTTA KAl TTAPAMEIVETE ATTO TNV TTAEUPA
TTOU O AVEPOG ATTOPOKPUVEL TN diappor aTTo £04G.
To uAikd pTTopei va dnuioupyroel ouvBrkeg oNloBNPATNTOG.
Movo €18IKEUPEVO TTPOCWTTIKG £QOBIACHEVO PE KATAAANAO
TIPOCTATEUTIKO EEOTTAIOUO ETITPETTETAI VA TTAPEWPEL.
ATTOQEUYETE TNV EICTTVON OKOVNG.
XpnoIYoTIOINOTE TTPOCWTTIKI EVOUACia TTPOCOTACIAG.

6.2 NMepi1BaAAovTikég Trpocpu)\a§£|g

MepiBallovTikEg . EpmrodioTe Tn mepeTaipw diappor] Kal dIaoKOPTTIONO, av auTd
TTPOQUAAEEIG givar duvatod dixwg Kivduvo.
Mnv a@rvete To UAIKG va ¢BACEl 0 UTTOVOUOUG 1] KOITEG VEPOU
600 10 duvard.
> TEPITITWON JOAUVONG TTOTANWY 1 UTTOVOUWV
TTANPOPOPEICTE TIG UTTEUOUVEG UTTNPETIEG.

6.3 MéBodo1 kai UAIKA yia TI'£pI0pI0'|.|0 Kal KaBapiouo

MéBodor kaBapiopou . ZUYKEVTPWOTE Kal OIaBE0ETE XWPIG va dnNUIOUPYrOETE OKOVN.
XpnoiyoTtrolgioTe Blounxavikd amoppo@nTrpa yia TNV
atroppoéPnan.

QiATpo cwuaTidiwy aépa uwnAng amoédoong (HEPA)

MéEBodo1 KaBapiopaTog - HEYAAEG TTOOOTNTEG XUNEVOU UAIKOU
ATTOMOKPUVETE TN OKOVN PE Wekaouod vepou.

TotroBeteiTan ye 10 PTUdPI 0€ KATAAANAO doxeio TTpog didbeon.
MeTd ToV KABAPIOUO ATTOUAKPUVETE TA iXvn ME VEPO.
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Mé£BodoI KaBapiopaTog - MIKPEG TTOTOTNTEG XUMEVOU UAIKOU
ATTOPPOPNOTE TO UNXAVIKA Kal CUAAEETE TO O€ KATAAANAO
TTEPIEKTN TTPOG O1GBED.

E€oudetepwiveral pe Baaikd didAupa, avepakikd acBECTIO N
AuMwvia.

2UYKEVTPWOTE KAl OI0BE0ETE XWPIG va dNUIOUPYNOETE OKOVN.
>KouTTiaTe Kal ToTToBeTEIOTE O€ KATAAANAQ doxeia TTPog
emeepyaaoia.

Mapadiveral Tpog d166eon o€ KatdAANAa KAEIoTd doxeia.

6.4 MapatrouTtrA o€ AAAa TUAMATA

MNa TpoowTTiKA evoupacia TTpooTaciag BAETTe TTapdypago 8., IMNa Tnv d1dBson Twv amoBARTwWY BAETTE
evotnta 13.

TMHMA 7: Xei1piop6g kai atrofikeuon

7.1 NMpo@uAdgeig yia ac@aAn XEIPIOHO

YTmodeitelg yia ac@aln . epyaleoTe 0€ KAAG agpI{OPEVO XWPO Kal av gival duvaTd oTo

XEIPIOUO UTTaBpo0.
Mnv avarrvéeTe aThoUg/akdvn.
ATTOQEeUyYETE €TTOPN ME TO OEPUA KAl PE TA PATIAL
ATTOQEUYETE TNV HOKPAG DIAPKEING A ETTAVEIANUUEVN ETTAPH HE
T0 Oépa.
2 € TTEPITITWON AVETTAPKOUG AEPIGHOU, XPNOIKOTIOIEITE
KOTAAANAN aQvaTTveEUOTIK) GCUOKEUT).
lNa TTpoowTTIKA evduuacia TTpoaTagiag PAETTE TTapdypago 8.
Mn TpWwTE, TTIVETE, KATTVICETE OTO XWPO TNG EPYACIAG.

Ymodeitelg TTpooTaaiag o€ . Nd&Bete pétpa KatdAAnAou e€aepiopoU o€ TTEPITITWON
TTEPITITWON TTUPKAYIAG KOl OXNUATIoPOU oKOvVNG.
€kpngng

ATTOQEUYETE TOV OXNUATIOPSG OKOVNG.

Métpa uyievrig : TeviK@ TTPAKTIKA PETPA UYIEIVAG.
7.2 ZuvOikeg aoc@aloug @UAang, cuptrePpIAAUBavouévVwyY TUXOV aoUuBifacTWV KATAOTACEWV

ATTQITACEIG YIO XWPOUG : AmmogelyeTe TOV OXNUATIOPS OKOVNG.
atroBrikeuong Kai doxeia

O1 NAeKTPIKEG eyKATAOTAOEIG/UETA ASITOUPYIOG TTPETTEI VO
avTIOTOIXOUV OTA TTPOTUTTA TNG TEXVIKNG OOQAAEING.

To doxeio diatnpeital EpUNTIKA KAEIOTO.

Ymodeitelg yia Kovi . Aev utr@pyouv UAIKG TTou XpeidovTal €10IKN JvEia.
aTToOrKkeuon

Mepaitépw TTANPOPOPIES . Alatnpeital ag Enpod xwpo.

OXETIKA YE TN OTABEPOTNTA Kauia atroolvBeon Katd TV Kavovik atmroBrikeuon Kai
oTnV aTToBnKeEUON Xpnon.

7.3 E1d1kA TeAIKA XpAon N XpRoeig
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EidIkA xprion 1 Xpnoeig . Aev uttdpyouv oToIxEia

TMHMA 8: 'EAeyx0¢ TnG €KBEONG/ATOMIKA TTPOCTATI A

8.1 NapdueTpol eAéyxou
Agv TTEPIEXEI KOUia ousia Pe oplakr TIUA €KBEaNG OTO XWPO EPYACTiag.

Etritredo xwpig emmrwoeig (DNEL) ouppwva pe Tov Kavoviopé (EK) apifu. 1907/2006:

Ovouaaia Tng ouaiag | TeAIKA xpron Odoi ékBeang AuvnTikEG BAGReG TG | TiunA
uyeiag
Bentonite, acid- Epyalduevol EioTrvon Makpoxpovia - 10 mg/m3
leached OUOTEMIKA
atmmoreAéouaTa
Mapartnpnoe€ig.eIoTTveloIo KAdoua
Epyalduevol EioTrvon Makpoxpovia - 3 mg/m3
OUOTEMIKA
atroreAéouaTa
MapaTtnpnoeig.avaTTvelaiyo uoéplo
KatavaAwTég EioTrvon Makpoxpovia - 10 mg/m3
OUCTEMIKA
armoteAéouaTa
Mapatnpnoeig:eI0TTVEUTIUO KAGGUO
KatavoAwTég Eiomrvon Makpoypovia - 3 mg/m3
OUCTEMIKA
armmoteAéouaTa
Mapatnproeig:avatvelaiuo uopio

TPORAETTOHEVN CUYKEVTPWON Xwpig emimrTwoelg (PNEC) ocup@wva pe Tov Kavoviouoé (EK)
apifu. 1907/2006:

Ovopaaia Tng ouaiag MepiBaAAovTiko Tunua Tiun

Bentonite, acid-leached Movdada emmeepyaaiog Aupdtwy 100 mg/l

Xpébvog ékBeong: 3 h

8.2 'EAeyxol £€kBeong

TeXVIKG TTPOOTATEUTIKA PETPO

Na&Bete péTpa eTapkous €agpiopou.

AloTnpEiTe TN CUYKEVTPWON OTOV AEPA KATW ATTO TIG OPIAKEG TINEG £KBEANG OTO XWPO EPYATIAg.
H okdvn mpétrel va amoppo@dTtal Aueca GTO TOTTO GXNUATIGHOU.

ATOMIKOG TTPOOTATEUTIKOG £EOTTAICOG

MNpooTacia Twv PaTIV . TpooTateuTik& yuaAid
DopdaTe TTPOCTATEUTIKA YUOAIG PE TTAEUPIKA TTPOCTATEUTIKA A
TTPOCWTTIOEG.
Edav 1o TrepiBaAAov epyaaiag i k&troia dpacTneIdTNTa
TepIANauBavel CUVOAKEG PE OKOVEG, OUIXAEG I agpoAuuaTa,
TIPETTEI VO QOPATE TA KATAAANAQ TTPOCTATEUTIKA YUAAIQ.
MpooTacia Twv XepIwv

Mapatnproeig : [Mpiv TNV xprion Tou TTPOIGVTOG XPNCIKOTTOIEIOTE PIa KPEUQ
TTpooTaCiag Tou SEPUATOG.
Na @opdre kKatdAAnAa yavTia. H kataAANAGTNTa £vog €161KOU
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XWPOU gpyaciag TTPETTEI va DIATTIOTWVETAI JE TOUG
TTAPAYWYOUG TWV TTPOCTATEUTIKWY YAVTIWV.
MpooTacia Tou dépuartog kal  :  TMpooTATEUTIKA evOUMATia
TOU CWUATOG
dopdTe Pépua epyaciag A epyacTnpiakr TodId.

MNpoocTacia Twv © Ze TTEPITITWAON OXNMOTIOPOU OKOVNG 1 agPOOA
QVOTTVEUCTIKWY 00WV XPNONMOTIOIEIOTE AVATIVEUATIKI) CUOKEUN ME QVEYVWPIOUEVO
TUTTO QiATPOU.
®iATpo TUTTOU : KatdAAnAn paoka pe @iAtpo cwpatidiwv P3 (European Norm
143)
‘EAeyxol repIBaAAoOvVTIKAG £kBeoNGg
levikég uTTOdEIEEIG . EpmrodioTe Tn repeTaipw diappon Kai dIaoKOPTTIoNS, av auTo

gival duvaTod dixwg Kivouvo.

Mnv a@rjvete To UAIKG va ¢BACEl 0 UTTOVOUOUG 1] KOITEG VEPOU
600 10 duvard.

> TTEPITITWON POAUVONG TTOTANWY 1 UTTOVOUWV
TTANPOPOPEICTE TIG UTTEUBUVEG UTTNPETIEG.

TMHMA 9: QuoikéG Kal XNMIKES 1IB10TNTEG

9.1 Zroixeia yia TIG BACIKESG PUOIKEG KAl XNMIKES 1I810TNTEG

duoikn KaTdoTaon © OKovn

Xpwua . UTTOAEUKO
Ooun ;. doouo

Opio ooung . Mn epapudoipo

>nueio TACewg/onueio TAgewg @ Mn epapudoiuo

>nueio Céong / elpog onueiwv @ Mn epapudoiuo

¢éong
AvoAegiuétnTa . Aev kaieTal
AvwTepo 6plo €kpneng / : Mn epapudaoiyo
AvwTepo 6plo avapAegng
Katwrtepo 6plo €kpnéng / : Mn epapudaoiyo
Katwtepo 6pio avapAeéng
2nueio avapAegng : Mn epapuodoipo
O¢puokpaacia autavdgAeéng  :  Mn e@apudoiuo
Oepuokpacia aroouvBeong . Agv utrdpyouv aToixEia
pH 03
1EWwdeg
1EWdeg, duvapikd . Agv utrdpyouv aToixeia
[EWdEG, KIVNTIKO : Agv uTTGpXOUV OTOIXEIO

AloAutéTnTa (S1IGAUTOTNTEG)
YdaTodioAuToTNTA :adidAuTo
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AlgAuTéTRTA 08 GAAOUG . Agv uttdpyouv oToIxEia
OIaAUTEG
2UVTEAEOTAG KATAVOUNAG: N- . Agv uttdpyouv oToIxXEia
OKTaVOANn/vepd
Mieon aTuwyv : Mn epapudaoiyo
2XETIKA TTUKVOTNTA : Aev uttdpyouv aToixeia
MukvéTtnTa . Aev utrdpyouv aToixeia
2XETIKA TTUKVOTNG Cwppou . 1.000 kg/m3
UAIKOU
2XETIKA TTUKVOTNG ATHWYV : Mn epapudoiyo
9.2 AAAeg TTAnpo@opieg
AuTtoavagAegn . Mn epapudoipo
Taxutnta €€dTpiong . Mn epapudoipo

TMHMA 10: Z1a8gpdTNTA KAl AVTIOPACTIKOTNTA

10.1 AvTiSpaoTIKOTNTA
Kauia atmoouvBeon Katd TNV KAvVOVIKA atmoBrikeuon Kal XprRon.
10.2 XnuikA oTa0epbTNTA
Kauia atmroouvBeon katd Tnv KAvoviKA atmoBrikeuan Kal Xpron.
10.3 MBavéTnTa EMIKIVOUVWYV aVTIOPAOEWV
Emikivbuveg avtidpdoeig 1 Z1aBgpd UTTO TIG TTPOBIAYPAPOUEVES UTTODEIEEIC aTTOBNKEUONG.
Kavévag 181aitepog Kivduvog.
10.4 ZuvBnKeg TTPOG ATTOPUYRHV
2UVOAKEG TTPOG ATTOPUYRYV . Agv uttdpyouv aToixeia

10.5 Mn cupBard uAikd
YAIKG TTPOG atropuyn . loxupd ogeidwTikd péoa

10.6 Emikivduva mrpoiovTa amroouvleong
Kauia atroouvBeon katd Tnv KavovikA atmmobrikeuan Kal XprRon.

TMHMA 11: To§ikoAoyikég TTAnpogopieg
11.1 NAnpo@opitg yia TIg TAgeIg KIVOUVOU, OTTWG opifovTal oTov Kavoviouoé (EK) api.
1272/2008

O¢eia TogIkOTNTO

Oteia T0¢IKOTNTA ATTO TOU :  LD50 (Apoupaiog): > 2.000 mg/kg
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OTOUATOG MéBodog: OECD KarteuBuvTrpia ypauun dokiung 401
Oteia T0€IKOTNTA BIG TNG . LC50 (Apoupaiog): > 50 mg/l
€I0TTVONG ATUOC@AIPa OOKIUAG: OKOVN/EKVEQWUA
MéBodog: OECD KarteuBuvTrpia ypapur] dokiung 403
Oteia T0¢IKOTNTO BI1G TOU . LD50 (Apoupaiog): > 2.000 mg/kg
0éppaTog MéBodog: OECD KateuBuvTripia ypauun dokiung 402

AidBpwon kal epeBIOCHOG TOU BéPUATOG

Mpoidv:

Eidog . Kouvéhl

MéBodog . OECD KareuBuvtApia ypauun dokiung 404
ATtToTéAEC O . Kavévag epeBiopog Tou dépuaTog

OETI ;oval

ZoBapn BAARN/epeBIOCNOG TWV HATIWV

Eidog : Kouvéh

MéBodog . OECD KareuBuvtApia ypaupur dokiung 405
AtroTéAeopua . Kavévag epeBiopog Twv paTtiwv

OEN Dooval

AvatrveuoTIKi guaioOnToTroinon f EuaiolnToTToincn Tou S£PUATOG

Eidog Aokiung . Mouse Local Lymph Node assay (LLNA)
Obdoi ¢€kBeong . Aépua

Eidog : Movriki

MéBodog . OECD KareuBuvtApia ypaupr dokiung 429
AtroTéAeopua . Aev TpokaAei uaicOnToTToinGN TOU BEPUATOG.

MeraAAalyéveon YEVVNTIKWV KUTTAPWV

ovidloTogIKOTNTA in Vitro . Eidog Aokiung: dokipyacia avaaTpopng PETAAAAENG
uoTtnua dokiung: Salmonella typhimurium
MeTtaBoAikr) evepyoTtroinon: e A Xwpig HETABOAIKN
gvepyoTroinon
MéBodog: OECD KarteuBuvTripia ypauur dokiung 471
ATTOTéEAEGUA: APVNTIKO
OEn: vai

Eidog Aokiung: TeaT Tapapop@waong XPWHATOCWHATWY in
vitro

2UoTnua doKIPAG: AEUQOKUTTAPA avOPWITTOU

MeTaBOAIKN evepyoTroinan: Ye i Xwpig JETABOAIKN
gvepyoTToinan

MéBodog: OECD KarteuBuvTrpia ypapur] dokiung 473
ATTOTEAEGUA: APVNTIKO
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OETI: vai

Eidog Aokiung: In vitro mammalian cell gene mutation test
(mouse lymphoma)

200TnPa SOKIUAG: KUTTAPA AEPPWUATOG TTOVTIKOU
MeTaBoAikr) evepyoTtroinon: Ye A xwpig ETABOAIKN
gvepyoTToinon

MéBodog: OECD KateuBuvTrpia ypapur) dokiuig 476
ATtroTéAecua: apvnTiKO

OE: vai

11.2 NAnpo@opicg yia AAAouUG TUTTOUG ETTIKIVEUVOTNTAG

1316TNTEG EVOOKPIVIKAG BlaTapaxng

Mpoiodv:
Alohéynon

MepaiTépw TANPoOPopicg

Mapatnproeig

H ouaia / 10 piyua dev TTeEPIEXEI CUOTATIKG, TA OTTOIO BewpeiTal
0TI £xouv IB10TNTEG EVOOKPIVIKAG dlaTapaxfs oUNQwva PE TO
ApBpo 57(f) Tou Kavoviopou REACH 1 tov Kart'
E¢ouaioddtnon Kavoviopo (EE) 2017/2100  Tov Kavoviouo
NG EmrpotAg (EE) 2018/605, o€ emitredo 0,1% 1 uwnAdTEPO.

To mpoidv autod TrepiExel <3% OUVOAIKI KPUGTOAAIKN TTUPITIO.
H avatrvedoiun KpuoTaAAIKA TTUpiTia 6TTwg KabopideTal attd Tn
péBodo SWeRF cival <1% k.. BA. EvotnTa 2.3

TMHMA 12: O1koAoyikég TTANPO@OpPiES

12.1 To&ikéTnTA

Mpoidv:
ToIkdTNTA OTIG BAPVIEG KOl
GAAa USPOBIa PHaAGKIa

To&ikéTnTa OoTO
dukn/udpoBia eutd

TogikéTnTa O€
MIKPOOPYQVIOHOUG

EC50 (Daphnia magna (NepowuAAog o péyag)): > 100 mg/l
Xpoévog €kBeong: 48 h

Eidog Aokiung: AkivntoTroinon

MéBodog: OECD KarteuBuvTripia ypauun dokiung 202

EC50 (Desmodesmus subspicatus (Trpdoiva @uUkia)): > 100
mg/I

Xpbvog ékBeong: 72 h

Eidog Aokiung: Mapeptddion TG avamTuéng

MéBodog: OECD KarteuBuvTrpia ypauun dokiung 201

EC50 (evepyotroinuévn 1IAUG): > 1.000 mg/l

Xpoévog ékBeong: 3 h

Eidog Aokiung: MNapeutddion Tng avatrvorg
MéBodog: OECD KarteuBuvTrpia ypauur dokiung 209
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12.2 AvBeKkTIKOTNTA KOl IKAVOTNTA ATTOS0NoNg
Aev uttdpxouv aToixeia

12.3 AuvaréTtnTa BloOUCOWPEUONG
Aev uttdpxouv oToIxeia

12.4 KivnTIKOTNTA OTO £30pOG

KivnTikétnTa : Maparnpnoeig: O ptretovitng gival axedov adiGAUTOG Kal
OUVETTWG TTApoucIdlel xaunAn KivnTIKOTNTA OTA TTEPIOCTOTEPA
€dapn

12.5 AtroteAéopara Tng a§ioAéynong ABT ka1 aAaB

Mpoidv:

AloAdynon . Houcia / 1o peiypa dev mrepiéxel ouaTaTikd@ TTou BewpouvTal
OTI €iTe AvOETIKA, Blooucowpelaiya kal Togika (ABT) R akpwg
avBekTIKA Kal akpwg Bloouoowpeloiya (aAaB) oe emitTreda
Tou 0,1% R uwnAdTEPQ.

12.6 1816TNTEG EVBOKPIVIKAG SlaTapaxng

Mpoidv:

AloAbynon . Houcia / 1o piypa dev TEPIEXEI CUGTATIKA, TO OTTOIO BewpeiTal
OTI £xouv IB10TNTEG EVOOKPIVIKAG dlaTapaxfs oUNQwva PE TO
ApbBpo 57(f) Tou Kavoviopou REACH r tov Kat'
E¢ouoi0606tnon Kavoviopo (EE) 2017/2100 A Tov Kavoviopo
Tng EmTpot¢ (EE) 2018/605, ot etmitredo 0,1% 1 uwnAdtepo.

12.7 AANAEG APVNTIKEG ETTITITWOEIG

AMAeG oikoAoyIkéEG uTTOdEICEIC @ Agv UTTAPXOUV OTOIXEId

TMHMA 13: ZToixeia oxeTikG Je Tn Si1d0son

13.1 MéBodol diaxeipiong ammoBARTwWV
Mn kaBapiopéveg : Ta adcia doxeia TTPETTEI va HETAPEPOVTAI OE EYKEKPIUEVO
OUOKEUQTIEG (TTOKETA) MEPOG dlaxeipiong atToBAATWY yia avakUKAwaonN A atrdéppiyn.

TMHMA 14: TNMAnpo@opicg OXETIKA PE TN HETAPOPA

14.1 Ap1Opu6g OHE 1 apiB@uoég TauTtéTNTAG
Agv eAéyxeTal wg eTIKivouvo ayaBo

14.2 Oikeia ovopacia arrootoAlg OHE
Agv eAéyxeTal wg eTTIKivouvo ayaBo

11/14



AEATIO AEAOMENQN AZ®AAEIAS O BYK

oupewva pe Tov Kavovioué (EK) apiBu. 1907/2006

FULCAT-22 B

Huepopnvia Tng TeAeuTaiag ékdoong:
‘Ekdoon 2.0 Huepounvia AvaBswpnong: 14.11.2018
SDB_CY 18.11.2022 Huepounvia ektuttwong 08.01.2025

14.3 Ta&n/-c1g KivdUvou KaTd Tn METAPOPA
Agv eAéyxeTal wg eTIKivouvo ayabo

14.4 Opdda ocuokeuaoiag
Aev eAéyxeTal WG ETTIKIVOUVO ayaBo

14.5 NepiaAAovTikoi Kivduvol
Aev eAéyxeTal WG ETTIKIVOUVO ayaBo

14.6 E181KéG TTPOQUAGEEIS VIO TOV XPAROTN
Mn epapudoipo

14.7 ©@aAdoolEg HETAPOPEG XUBNV cUPQWVa PE TIG TIPpaselg Tou IMO
Aev 1oxUel yia To TTPOidV OTTwG diaTiBeTal.

TMHMA 15: ZToixeia vOuoBeTIKOU XapaKTAPA

15.1 Kavoviouoi/lvouoBeoia oXeTIKA ME TNV AC@AAEIQ, TNV UyEia Kal TO TTEPIBAAAOV yia TNV
ougia N To peiyua

REACH - KatdAoyog utroyni@iwv Tpog adeioddtnon : Auto 1O TTPOIdV OV TTEPIEXEI OUTIES

OUCIWV TTOU TTPOKAAOUV TTOAU ueyadAn avnouyia ( ApBpo TTOU TTPOKOAOUV TTOAU PeyAAn

59). avnouyia (Kavoviouog (EK) apiB.
1907/2006 (REACH), ApBpo 57).

REACH - KatdAoyog ousiwy TToU UTTOKEIVTAI O€ . Mn e@apudoipo

ade1006Tnon (Mapdptnua XIV)

Seveso Ill: Odnyia 2012/18/EE Tou Mn epapudoiuo
EupwTtraikou KoivoBouAiou kai Tou ZupBouliou

yIO TNV QVTIHETWTTION TWV KIVOUVWYVY JeyAAwyY

ATUXNMATWY OXETICOPEVWV HE ETTIKIVOUVEG

ouoieg .

15.2 A§1o0AGynon XNHIKAG ao@AaAgiag
Mn epapudoipo

TMHMA 16: AAAeg TTANnpoO@OpiEg

Ta avTikeipeva OTTOU £yIvav OXETIKEG AAAAYEG OTNV TTponyoUpevn £€kd00N ETTICNUAIVOVTAI OTO
OWPa auTou Tou eyypd@ou pe dUO KABETEG YPAUMEG.

MARpPEg Keipevo AAAWYV CUVTOUOYPAPIWV

ADN - Eupwtraiki Zupo@wvia yia tn 61eBvA peETa@opd €TIKIVOUVWY EUTTOPEUMATWY PECW
EOWTEPIKWY TTAWTWY 00wv; ADR - Xupowvia yia TiIG O1EOVEIC 0OIKEG PETAPOPES ETTIKIVOUVWV
eutTopeupaTwy; AlIC - Auotpahiavog KatdAoyog Biounxavikwv Xnuikwv; ASTM - Apegpikavikn
eTaipeia dokIpwv UANKWYV; bw - Zwpariké Bdpog; CLP - Kavovioudg mepi Tagivéunong,
Emonuavong kai Zuokeuaoiag, Kavoviopodg (EK) Ap. 1272/2008; CMR - Kapkivoyévog,
peTaAAagloydvog ouaia f oucia Toikn yia Tnv avatrapaywyr]; DIN - IMpéTtutro Tou epuavikou
IvoTitoutou Tumrotroinong; DSL - KatdAoyog oikiokwy ouciwy (Kavaddg); ECHA - Eupwtraikdg
Opyaviopog Xnuikwv [lpoidviwyv; EC-Number - ApiBuog Eupwtaikig Koivotnrag; ECx -
ZUYKEVTPWON TTOU OXETICeTal e avTatrokpion x%; ELx - NocoaTd emBdapuvong TTou OxETICETal JUE
avtamokpion x%; EmS - Xpovodidypauua €ktaktng avaykng;, ENCS - Ymdpxouoeg kai véeg
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XNMIKEG ouaieg (lattwvia); ErCx - Zuykévrpwaon TTou OXeTICETal e avTaTToKpion pubuou augnong
x%; GHS - MNaykdéouio evappoviouévo auotnua; GLP - OpBn epyaotnpiakr mpakTikA; IARC -
AieBvng Opyavioudg Epeuvwv Kapkivou; IATA - AieBvnc ‘Evwaon Agpouetagopwy; IBC - Aigbvnig
KwdIKag yia TNV KATOOKEUN Kal Tov €EOTTAICUO TwV TTAOIWY TTOU PETAPEPOUV ETTIKIVOUVA XNUIKA
X0onv; IC50 - Mionfy péyiotn avaoTaATik guykévipwon; ICAO - AigBvAg Opyaviouog TMoAITIKAG
Aepotropiag; IECSC - Eupetipio ummapxouowv xnuikwv ouciwv otnv Kiva; IMDG - AigBvAg
NautiAiakdg Kwdikag Etmkivéuvwy Eidwv; IMO - Aibvri¢ NauTihiokég Opyaviopdg; ISHL - Nouog
mepi Blounyxavikng acealeiag kar uvyeiag (lamwvia); 1SO - Aigbvrig Opyaviopdg Tutrotroinong;
KECI - EupeTripio utrapXoucwyv XnUIKwy ouciwyv TG Kopéag; LC50 - O@avdaoiun ouykévipwaon oTo
50% 1TAnBucpoU dokipng; LD50 - Oavdoiun 86on oto 50% 1ANBuouol dokiung (u€on Bavdaoiun
d6on); MARPOL - AigBvig didokeyn yia Tnv TTpOAnwn tng pumavong amd TAoig; n.o.s. - Agv
opiCetar diagopeTikd; NO(A)EC - Zuykévipwon otnv otoio dev Trapatnpouvtal (OUCUEVEIG)
emdpaoeig; NO(A)EL - ETriredo oTo o1oio dev TraparnpouvTal (duopueveig) emdpdaoelg; NOELR -
Mooootd emPBdpuvong oTo oTroio Ogv TrapaTnpouvTal emodpdaoclg; NZIoC - Eupetpio XNMIKWY
ouciwv TG Néag ZnAavdiag; OECD - Opyaviopuog OIKOVOUIKAG Zuvepyaoiag kal AVATITUENG;
OPPTS - Yminpeaia Aa@dieiag Xnuikwv Ouaiwv kai MpoAnyng Tng Putravong; PBT - AvOekTIKN,
BioouoowpeuTikn kal TogikA ouaia; PICCS - Eupetrpio xnuikwy ouciwv Twv OIAmmivwy; (Q)SAR
- (Moootikn) oxéon douAg-OpaatnpidétnTag; REACH - Kavovioudg (EK) Ap. 1907/2006 Ttou
EupwTraikou KoivoBouliou kai Tou Zupfouliou oOXeTika pe tnv Katayxwpion, agioAéynon,
ad€1080TNON KAl TOV TTEPIOPIONS Twv XNMIKWY Tpoidviwy; RID - Kavoviopoi yia 1ig digbveig
OI0NPOOPOUIKEG  METAPOPEG  emMKivOuvwy  gummopeupdtwy;  SADT - Oegppokpagia
QUTOETTITOXUVONEVNG attooUvBeong; SDS - AeAtio Acdopévwy Aogaleiag; SVHC - ouaia TTou
TPOKOAEi TTOAU peyaAn avnouyxia; TCSI - Eupetipio xnuikwv ouciwv Tng TaiBav; TECI -
KatdAoyog YTmrapyxouowv Xnuikwyv Ouciwv g Taidavdng, TRGS - Texvikd TTpOTUTIO VIO TIG
emikivduveg ouaieg; TSCA - Nopog Tepi eAéyxou ToSikwv ouciwv (Hvwpéveg MoAiteieg); UN -
Hvwpéva 'EBvn; vPVB - AKpwg avBekTIKA Kal AKpwg Blooucowpelaiun ouaia

MepaiTépw TANPOPOpPiEg

Obnyieg yia Tnv ektmaideuon @ O1 gpyadduevol (Kai o1 TTEAATEG ] 01 XPHOTEG OE TTEPITITWON
METOTTWANGCNG) Ba TTPETTEI VA EVNUEPWVOVTAI VIO TNV TTIBAVA
TTapouadia avatveloiung okévng Kal avatrveUaiou
KpUoTaAAIKoU B10&g1diou Tou TTUpITiou KaBWG Kal TOUG
mBOavoug KIvOUvoug Toug. KatdAAnAn KatapTion yia Tn CWaoTH
XPrion Kai Tov XEIPIOUO auToU TOU UAIKOU TTPETTEI VO TTAPEXETAI
OTTWG aTTAITEITAI OTTO TOUG 1I0XUOVTEG KAVOVIOUOUG.

AMNeG TTANpOPOPIEG : To 1997, 10 IARC (10 AlgBvég Kévtpo Epeuvag yia Tov
Kapkivo) cuptrépave OTI TO KPUGTAAAIKG TTUPITIO OTAV
EIOTIVEETAI ATTO ETTAYYEAUATIKEG TTNYEG UTTOPET VO TTPOKAAETEI
KapPKivo Tou TTvelpova oToug avBpwTrous. QoTooo,
KarapTifovTtag hia ouvoAikr ekTipnon, To IARC onueiwoe oTi
"KOopKIvoyEvean Oev avixveluBnke o€ OAEG TIG BIOUNXAVIKEG
TEPIOTATEIG TTOU PEAETABNKAV. H KapKivoyévean UTTOpEi
€EAPTATAI ATTO EYYEVA XAPAKTNPICTIKA TOU KPUOTAAAIKOU
TTUPITIOU 1 €EWTEPIKOUG TTAPAYOVTEG TTOU £TTNPEACOUV TN
BioAoyikA Tou dpdon A TNV KATavoun TwV TTOAUPOP@PIKWY Tou."
(IARC Monographs on the evaluation of the carcinogenic risks
of chemicals to humans, Silica, silicates dust and organic
fibres, 1997, Vol. 68, IARC, Lyon, France.)

Tov loUvio Tou 2003, n emTpoth SCOEL (ETmoTnuovikA
Emitpotm Tng EE yia 1a Opia EtrayyeApatikig ‘EkBeong)
e€fyaye 1o TTépIopa 6Tl N KUPIA ETTITITWON GTOUG AvBpWTTOUG
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atrd TNV EI0TTVOH avaTveUOIUNG OKOVNG KPUOTAAAIKOU
d10&eIdiou TTUpITiOU €ival n TTveupovokoviaan. "YTTapxouv
ETTAPKEIG TTANPOYOPIES YIa TNV KATAANEN GTO TTOPICUA OTI O
OXETIKOG KivOUvOog KapKivou Tou TTveUpova eival augnuévog o€
AdToua e TIveEUovokoviaan (Kal, TTpo@avwg, OxI o€
epyalouévoug Xwpig TTveEUOvoKoviaon TTou eKTIBevVTal O€
oKovn d10&gIdiou Tou TTUpITioU o€ AaTopgia Kal aTn Blounxavia
QYYEIOTTAAOTIKAG). ZUVETTWG, N ATTOQUYT] TNG EvapEgns Tng
TTVEUOVOKoviaong Ba peiwael €TTiong Kail Tov Kivouvo
kapkivou..." (SCOEL SUM Doc 94-1eAIko, louviog 2003)

2UPQWVa JE Ta TpEXoVTa dedouéva, N TTPOCTACIA TWV
epyalopévwy atrd TNV TTUpITiaon PTTopEi va SIaoPaMIOTE he
OUVETTEIQ OTAV TNPOUVTAI TA UTTAPXOVTA PUBUICTIKG Opia
ETTAYYEAUATIKAG €KBEONG.

O1 mAnpogopieg oe autd 10 AeAtio Aedopévwv ACQaAEiag avTioTolXoUv aTn KaAUTEPn duvarr
yvwan kai 81a0£aiueg TAnpogopieg Katd tnv nuepopnvia ékdoong. O1 dedouéveg TTANPOPOpPIEg
divouv UTTOOEIEEIC yIa TOV ao@aAf XEIPIOPO, XPAON, €TTeEepyaaia, atmobrikeuarn, PETAPOPA Kali
01G8eon 1 eCdAeiyn, ko dev TIPETTEl va  XpnolgotrolouvTal w¢g €yyunon 1 wg TIOIOTIKN
mpodiaypa®r. O1 TANPOPOpPiEG AUTEG €ival OXETIKEG HOVO YIa TO OPICHEVO TTPOIOV Kal Kal TTIBavov
va pnv 1o0x0ouV yIa autd TO TTPOIOV OTav auTd XPNOCIKOTIOLITAl 0 OUVOUAONO pE GAAa UAIKG 1) o€
AAAEG OpacTNPIGTNTEG, EKTOG AV AVAPEPOVTAI OTO KEIPEVO.

CY/EL
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