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

1.1 AvayvwpIoTIKOG KW3IKOG TTPoidvTog

2AUa KOTATEBEV . FULCAT-435

KwdIkdG TTpoidvTog : 000000000000158442

ApIBUO6G 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 ETIKIVOUVOTNTAG

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 TTapareTapévn ri/kal yadikn I0TTVoR avatveUoiung oKOvNG KPUOTAAAIKAG
TTUPITIOG EVOEXETAI VA TIPOKAAEDEN ivwon TIVEUPOVWY, N OTTOIa KOIVWG KOAEiTal TTupitioon. Ta
KUPIO CUPTITWHOTA TRG TTUPITIaoNG €ival 0 Brixag kal To Aaxaviacua. H etrayyeApariki €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 XapaKTNPITHOG . Acid leached phyllosilicate
ZUOoTATIKA
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.
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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@Beite yiaTpo G€ TEPITITWON TTOU dEV 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 auéowg évav 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 . Ogparreia CUNTTTWHATWY.

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

Emikivduva Tpoidvta . Aev gival yvwoTd mikivduva 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 NMpoowTTIKEG TTPOPUAGEEIG, TTIPOCTATEUTIKOG £EOTTAICUOG Kal B108IKACIEG EKTAKTNG AVAYKNG
MpoowTTIKEG TTPOPUAAEEIS : ATrogelyeTe TOV OXNUATIOPS OKOVNG.

ATTOQEUYETE TNV EICTTVON OKOVNG.
XpnOoIYOTTOINGTE TTPOCWTTIKA EvOUpacia TTpooTaciag.
ATTONOKPUVETE T TTIPOCWTTA KAl TTAPAMEIVETE ATTO TNV TTAEUPA
TTOU O AVEPOG ATTOPAKPUVEL TN dIappor aTTo £04G.
To UAIKG pTTopei va dnuioupynoel uvBnkeg oAIoBnPoTNTOG.
Mo&vo €18IKEUUEVO TTPOCWTTIKO EQPOBIOCUEVO PE KATAAANAO
TTPOOTATEUTIKO £COTTAICUO ETTITPETTETAI VA TTAPEUPEL.
ATTOQEUYETE TNV EICTTVON OKOVNG.
XpnoIYoTIOINOTE TTPOCWTTIKY EVOUACia TTPOOTACIAG.

6.2 NMepi1BaAAovTikég Trpocpu)\a§£|g

MepiBalAovTikEG . EpmodioTe Tn repeTaipw diappon Kal SiIagKoPTTIoNS, av auTtod
TTPOQPUAAEEIG givar duvaTtoé dixwg Kivouvo.
Mnv a@rvete To UAIKG va ¢BAcEl 0 UTTOVOUOUG 1] KOITEG VEPOU
600 10 duvaro.
2 TTEPITITWON POAUVONG TTOTANWY 1 UTTOVOUWV
TTANPOPOPEICTE TIG UTTEUOUVEG UTTNPECTIEG.

6.3 M&0odo1 Kal UAIKA yia TI'£pI0pI0‘|JO Kol KaBapiouoé

MéBodo1 kaBapiouou . ZUYKEVTPWOTE Kal OIaBE0ETE XWpPIG va ONUIOUPYNOETE GKOVN.
XpnoiyoTtrolgioTe Blounxavikd amoppo@nTrpa yia TNV
atroppdéPnan.

QiATpo cwpaTIdiwv aépa uwnAng atrédoong (HEPA)
MéEBodol kaBapiopaTog - HEYAAEG TTOOOTNTEG XUNEVOU UAIKOU
ATTONOKPUVETE TN OKOVN PE WeKaouod vepou.
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ToTmroBeteiTal ge To PTUAPI o€ KAatGAAnAo doxeio TTpog d1dbean.
MeTd Tov KaBapIoPd ATTOUOKPUVETE Ta iXvn ME vePO.

Mé£BodoI KaBapiopaToS - MIKPEG TTOGOTNTEG XUMEVOU UAIKOU
ATTOpPPOPNOTE TO PNXAVIKA Kal CUAAEETE TO O€ KATAAANAO
TTEPIEKTN TTPOG O1GBEDN.

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

Mapadiveral Tpog d166eon o€ KatdAANAa KAEIoTA doxeia.

6.4 MapatrouT ] 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 ;. Na TpoowTrikA evoupacia TrpooTagiag BAETTE TTapdypago 8.

XEIPIOPO Mn TpwTE, TTiVETE, KATTVICETE OTO XWPO TNG EPYATIAC.
epyaleoTe 0 KAAG agpI{OPEVO XWPO Kal av gival duvatd oTo
UTTaBpo0.

Mnv avarrvéeTe aThoUg/akdvn.

ATTOQeUyETE €TTOPN ME TO OEPUA KAl PE TA PATIAL

ATToQeUyETE TNV JOKPAG SIOPKEIAG 1 ETTAVEIANUPEVN ETTAQN WE
10 O€pUQ.

> € TTEPITITWON AVETTAPKOUG AEPIGHOU, XPNOIKOTIOIEITE
KOTAAANAN aQvaTTveEUOTIK) CUOKEUT).

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

ATTOQEUYETE TOV OXNUATIOPS OKOVNG.

Métpa uyievrig : TeviK@ TTPAKTIKA PETPA UYIEIVAG.

7.2 ZuvOikeg aoc@aloug @UAang, cuptrePpIAAUBavouévVwyY TUXOV aoUuBifacTWV KATAOTACEWV
ATTQITACEIG YIO XWPOUG : O1 nAekTpIKEG eyKaTOOTAOEIG/UETA AEITOUpYiag TTPETTEN va
atroBrikeuong Kai doxeia avTIOTOIXOUV OTA TTPOTUTTA TNG TEXVIKNG OOQAAEING.

ATTOQEUYETE TOV OXNUATIOPS OKOVNG.

To doxeio diarnpeital EPUNTIKA KAEIOTO.

Ymodeitelg yia Kovi . Aev utr@pyouv UAIKG TTou XpeiddovTal €10IKN JvEia.
aTToBrKeuon
Mepaitépw TTANPOPOPIES . Alatnpeital ag Enpod xwpo.
OXETIKA WE TN oTaBepOTNTA Kauia atmroouvBeon Katd Tnv KAvovikh atmoBrkeuan Kal
oTnV aTTobnKeuon xpnon.

7.3 E1d1kA TeAIKA Xpron N XpRoeig
EidikA xprion 1 Xproeig . Aev uttGp)ouV OTOoIXEIT
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TMHMA 8: 'EAeyx0¢ TnG €KBEONG/ATOMIKA TTPOCTACI X

8.1 NapdueTpol eAéyxou
Aev TTEPIEXEI KAWia ouaia Pe oplakr] TIUA €KBEaNG OTO XWPO EPYATiag.

Etritredo xwpig emmrwoeig (DNEL) oupewva pe Tov Kavovioué (EK) apify. 1907/2006:

Ovouaaia Tng ouaiag | TeAIKA xpron Odoi ékBeang AuvnTikéG BAGReG TG | TiunA
uyeiag
Bentonite, acid- Epyaldpuevol EioTrvon Makpoxpovia - 10 mg/m3
leached OUOTEMIKA
atroreAéouaTa
Mapatnpnoe€ig.eIoTTveUTIWO KAdoua
Epyaldpuevol EioTrvon Makpoxpovia - 3 mg/m3
OUOTEMIKA
atroreAéouaTa
MapaTtnpnoeig.avaTTvelaiyo uoéplo
KatavaAwTég EioTrvon Makpoxpovia - 10 mg/m3
OUOTEMIKA
atmoTeAéouaTa
Mapatnpnoeig:eI0TTVEUTIUO KAGGUO
KatavaAwTég Eiomrvon Makpoypovia - 3 mg/m3
OUCTEMIKA
ammoTeAéouaTa
Mapatnproeig:avatvelaiuo Popio
wPOoBAETOpEVN CUYKEVTPWON XWPig emimTWOoEelg (PNEC) ouppwva pe Tov Kavoviouod (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.

AloTnpEeiTe TN OUYKEVTPWON OTOV AEPA KATW ATTO TIG OPIAKEG TINEG £EKBEONG OTO XWPO EPYATiAg.
H okdvn mpéTrel va amoppo@dTtal Aueca GTO TOTTO GXNUATIGHOU.

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICOG

MNpooTacia Twv PaTiwv . TNpooTateuTik& yuaAid
DopdaTe TTPOCTATEUTIKA YUOAIG PE TTAEUPIKA TTPOOTATEUTIKA A
TTPOCWTTIOEG.
Edav 1o TrepIBdAAov epyaaiag A k&troia dpacTnpidétnta
TepIANauBavel GUVOAKEG e OKOVEG, OUIXAEG I agpoAuuaTa,
TIPETTEI VO POPATE TA KATAAANAG TTPOCTATEUTIKG YUAAIG.
MpooTacia Twv XepIwv

Mapatnproeig . Na gopdre kKatdAAnAa yavTia. H kataAAnASGTNTa VOGS €10IKOU
XWPOU £pyaaiag TTPETTEI va DIATTIOTWVETAI JE TOUG
TTapaywyouUg TwV TTPOCTATEUTIKWYV YAVTIWV.
Mpiv TNV Xprion Tou TTPOIGVTOG XPNOIUOTTOIEIOTE YIa KPEUQ
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TIPOOTACIAG TOU OEPUATOG.
MpooTacia Tou dépuartog kal ;. TMpooTATEUTIKA evOUMATia
TOU CWUATOG
dopdTe PépUa epyaciag A epyacTnpiakr TodId.
MNpooTacia Twv . Z€ TTEPITITWON OXNUATIOPMOU OKOVNG 1 agPOlOA
QVOTTVEUCTIKWY 00WV XPNONUOTIOIEIOTE AVATIVEUCTIKI) GUOKEUN HE AVEYVWPIOHUEVO
TUTTO QIATPOU.
Agv atraiteiTal TTPooTAGia TNG AVATIVORG UTTO KAVOVIKEG
ouvOnkeg €kBeong.

®iATpo TUTTOU : KatdAAnAn paoka pe @iAtpo cwpaTidiwv P3 (European Norm
143)
‘EAeyxol repIBaAAovTIKAG £€kBEONG
levikég uTTOdEIEEIG . EpmrodioTe Tn repeTaipw diappon Kai dIaoKOPTTIONS, av auTo

givar duvaTtoé dixwg Kivouvo.

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

> TTEPITITWON JOAUVONG TTOTANWY 1 UTTOVOUWV
TIANPOPOPEICTE TIG UTTEUBUVEG UTTNPETIEG.

TMHMA 9: Quoikég Kal XNHIKEG 1IB10TNTEG

9.1 Zroixeia yia TiIG BACIKESG PUOIKEG KAl XNMIKEG IBIOTNTEG

duoikn KaTdoTaon : OKovn

Xpwua . UTTOAEUKO
Ooun : doouo

Oplio ooung : Mn epapudoipo

>nueio TACewg/onueio TAgewg @ Mn epapudoiuo

>nueio Céong / elpog onueiwv @ Mn epapudoiuo

¢eong
AvoAegiuétnTa . Aev kaieTal
AvwTepo Oplo €kpnegng / . Mn epapudaoiyo
AvwTepo O6plo avapAegng
Katwtepo 6pio €kpnéng / . Mn epapudoipo
Katwtepo 6plo avapAeéng
Znueio avapAegng : Mn gpapuodoipo
O¢puokpacia autavagAeEns  :  Mn e@apudoiuo
O¢epuokpacia aroouvBeong : Mn epapudaoiyo
pH : 3-45(20°C)
(udaTIKG evalwpnua)

1€Wdeg

[1€EWdeg, duvapuikd : Mn epapudoiuo

AloAutéTnTa (S1IGAUTOTNTEG)
YdaTodioAuToTNTA :adidAuTo
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AlgAuTéTRTA 08 GAAOUG . Agv uttdpyouv oToIxXEia
OIaAUTEG
2UVTEAEOTAG KATAVOUNAG: N- . Agv uttdpyouv oToIxXEia
OKTaVOANn/vepd
Mieon aTuwyv : Mn epapudaoiyo
2XETIKA TTUKVOTNTA : Aev uttdpyouv aToixeia
MukvoTnTa : 2,6 g/cm3 (20 °C)
2XETIKA TTUKVOTNG Cwppou . 600 kg/m3
UAIKOU
2XETIKA TTUKVOTNG ATHWYV : Mn epapudoiyo

9.2 AAAeg TTAnpo@opieg

EU@AekTa OTEPEG
ApIBUO6G Kauoewg 1

Taxutnta €€ATuIoNG . Mn epapudoiyo

TMHMA 10: Z1a@gpdTNTA KAl AVTIOPACTIKOTNTA

10.1 AvTISpacoTIKOTNTA
Kauia atroouvBeon kKatd Tnv KavovikKA atmobrikeuan Kal Xprion.
10.2 XnuikA oTaBepoTnTa

Kauia atroolvBeon Katd TNV KAvovikA atroBAKeuan Kal XpAon.
2100epd KATW ATTO KAVOVIKEG OUVONKEG.

10.3 MBavoTnTa £MIKIiVOUVWY aVTIOpACTEWYV
Emikivbuveg avtidpdoeig 1 Z1aBgpd UTTO TIG TTPOBIAYPOPOUEVES UTTODEIEEIG aTTOBRKEUONG.
Kavévag 181aitepog Kivduvog.
10.4 ZuvBnKeg TTPOG ATTOPUYRHV
2uvOnKeg TTPOG ATTOPUYNV . Agv uTTGp)OUV OTOIXEID

10.5 Mn cuppard uAikd
YAIKG TTPOG atro®uyn . loxupd ogeidwTikd péoa

10.6 Emikivduva mrpoiovTa amrooivleong
Kauia atroolvBeon Katd TNV KavovikA attoBAkeuan Kal XpAon.

TMHMA 11: To§ikoAoyikég TTANpo@opiEg

11.1 NAnpo@opitg yia TIg TAgEIG KIVOUVOU, OTTWG opifovTal oTov Kavoviouo (EK) apif.
1272/2008
O¢eia TogIkOTNTA

Mpoidv:
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FULCAT-435
Huepopnvia Tng TeAeuTaiag ékdoong:
‘Ekdoon 2.0 Huepounvia Avabswpnong: 14.11.2018
SDB_CY 18.11.2022 Huepounvia ektuttwong 20.09.2023
O¢eia T0gIKOTNTO ATTO TOU . LD50 (Apoupaiog): > 2.000 mg/kg
OTOUATOG MéBodog: OECD KarteuBuvTrpia ypauur dokiung 401
Oteia T0€IKOTNTA DI TNG : LC50 (Apoupaiog): > 50 mg/l
€I0TTVONG ATOC@AIPa OOKIUAG: OKOVN/EKVEQWUA
MéBodog: OECD KateuBuvTrpia ypapur) dokiuig 403
Oteia T0¢IKOTNTO BI1G TOU . LD50 (Apoupaiog): > 2.000 mg/kg
0éppartog MéBodog: OECD KarteuBuvTripia ypauun dokiung 402

AidBpwon kal epeBIOCHOG TOU déPUATOG

Mpoidv:

Eidog . Kouvéhl

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

OETI ;oval

ZoBapn BAARN/epeBIOCNOG TWV HATIWYV

Eidog : Kouvéh

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

OEN Dooval

AvaTtrveuoTIKR euaioBnToTroinon f euaioOnToTToiNG TOU SEPUATOG

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

Eidog : Movriki

MéBodog . OECD KareuBuvtApia ypauur dokiung 429
AtroTéAeopua . Aev TpokaAei euaioOnToTToinGN TOU BEPUATOG.

MertaAAalyéveon YEVVNTIKWV KUTTAPWV

Mpoidv:

ovidloTogIKOTNTA in Vitro : Eidog Aokiung: dokiyacia avaaTpopng JETAAAAENG
2uoTtnua dokiung: Salmonella typhimurium
MeTaBoAikr) evepyoTtroinon: Pe A Xwpig HETABOAIKN
gvepyoTroinon
MéBodog: OECD KarteuBuvTripia ypauur dokiung 471
ATTOTéEAEGUA: APVNTIKO
OEn: vai

Eidog Aokiung: TeoT TapANOp@Waong XPWHUATOCWHATWY in
vitro

2UoTnua doKIPAG: AePQOKUTTaPA avOpWITTOU

MeTaBOAIKN evepyoTroinan: Ye A Xwpig JETABOAIKN
gvepyoTToinan

MéBodog: OECD KarteuBuvTrpia ypapur) dokiuig 473
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Huepopnvia Tng TeAeuTaiag ékdoong:
‘Ekdoon 2.0 Huepounvia Avabswpnong: 14.11.2018
SDB_CY 18.11.2022 Huepounvia ektuttwong 20.09.2023

ATTOTEAEGUA: APVNTIKO
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] dokiung 476
AmroTéAeopa: apvnTikd

OEI: vai

To&ikéTnTa eTTaAvaAaupBavopevng d6ong

Maparnpnoeig

Aev uttdpxouv oToIxEia

11.2 NAnpo@opicg yia AAAouUG TUTTOUG ETTIKIVEUVOTNTOG

I1316TNTEG EVOOKPIVIKAG BlaTapaxng

AloAdynon

MepaiTépw TANPOPOpPiEg

Mpoidv:
Mapatnproeig

H ouaia / 1o piyya dev TrEpIEXEI CUOTATIKG, Ta OTTOIO BewpeiTal
OTI £xouV IB1I6TNTEG EVOOKPIVIKAG dlaTapaxfig oUuewva PE TO
ApbBpo 57(f) Tou Kavoviopou REACH 1 Tov Kat'
E¢ouoi0606tnon Kavoviopo (EE) 2017/2100 j Tov Kavoviouo
NG EmrpotAg (EE) 2018/605, o¢ emitredo 0,1% i uwnAdTEPO.

To mpoidv autod TrepiExel <3% OUVOAIKT KPUGTOAAIKN TTUPITIO.
H avatrveuoiun KpuoTaAAIKA TTupiTia éTTwe KabopileTal aTTd Tn
péBodo SWeRF cival <1% k.. BA. Evotnta 2.3

TMHMA 12: OikoAoyikég TTAnpo@popiEg

12.1 To&ikéTNnTA
To&ikéTnTa OTO WApIa

To&ikdTnTa OTIg BAPVIES Kal
AAAa udpoBia paAaKia

TogikéTnTa OTA
dUkn/udpoRIa QuTd

Mapatnproeig: Agv uTTdpyouv aTolxeia

EC50 (Daphnia magna (NepdywuAhog o péyag)): > 100 mg/l
Xpbvog ékBeong: 48 h

Eidog Aokiung: AkivntoTtroinaon

MéBodog: OECD KarteuBuvtripia ypauun dokiung 202

EC50 (Desmodesmus subspicatus (Trpdoiva @uUkia)): > 100
mg/l
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Xpoévog ékBeong: 72 h
Eidog Aokiung: Mapeutddion NG avamTuéng
MéBodog: OECD KarteuBuvTrpia ypauun dokiung 201
TogikdTnTa O€ . ECB50 (evepyotroinuévn 1IAUG): > 1.000 mg/l
MIKpoopyaviopouUg Xpovog ékBeong: 3 h

Eidog Aokipng: Mapeutddion TnG avarvor|g
MéBodog: OECD KateuBuvTrpia ypapur) dokiung 209

12.2 AvBekTIKOTNTA KOI IKAVOTNTA aTTOdouNnoNng

Mpoidv:

BioatmrodounaoipyoTtnta . TMNaparnpnoecig: Agv uTTdpxXouv aToIXEia
12.3 AuvaroTnTa Blooucowpeuong

Bioouocwpeuon . TMNaparnproecig: Agv utTdpxXouv aToIXEia

12.4 KivnTIKOTNTA OTO £50POG

Mpoidv:

KivnrikétnTa . Mapartnpnoeig: O ptetovitng gival axedov adiGAUTOG Kal
OUVETTWG TTAPOoUCIdlel xaunAn KivnTIKOTNTA OTA TTEPICOOTEPA
€dapn

12.5 AtroteAéoparta TnG afioAdynong ABT ka1 aAaB

Aglo\éynon . Houacia / 10 peiypa dev TTEPIEXEI CUCTATIKA TTOU BewpouvTal
OTI €iTe avBeTIKA, Blooucowpeloiya Kal TogIKA (ABT) ) dkpwg
avOekTIKA Kal dkpwg Blooucowpeloipa (aAaB) oe emiTreda
Tou 0,1% 1 uwnAdTEPQ.

12.6 1816TNTEG EVOOKPIVIKAG SlaTapaxig

AloAbynon . Houcia / 1o piypa dev TTEpIEXEI CUCTATIKA, TO OTTOIO BewpeiTal
OTI £x0ouvV I010TNTEG EVOOKPIVIKAG dIaTapaxng oUNQWVA E TO
ApbBpo 57(f) Tou Kavoviopolu REACH r tov Kat'
E€ouoi0d6tnon Kavovioué (EE) 2017/2100 1y Tov Kavovioué
NG EmTpot¢ (EE) 2018/605, ot etitredo 0,1% 1 uwnAdtepo.

12.7 AANAEG APVNTIKEG ETTITITWOEIG

AMAeg oikoMoyikég utTodeitelg @ Aev uTTApXOUV OTOIXEId
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TMHMA 13: ZToixeia oxeTiké Je Tn di1d0son

13.1 Mé0odoi diaxeipiong ammoBARTWV

Mn kaBapliopéveg . Ta adela doxeia TTPETTEI VA HETAPEPOVTAI OE EYKEKPIMEVO
OUOKEUOTiEG (TTOKETA) MEPOG dlaxeipiong atToBAATWY yia avakUKAwaon A atmdéppiyn.

TMHMA 14: TNMAnpo@opicg OXETIKA UE TN HETAPOPA

14.1 Ap1Opu6g OHE 1 apiB@uég TauTéTNTAG
Aev eAEyXeTAI WG ETTIKIVOUVO ayaB6

14.2 Oikeia ovopacia arrooTtoAig OHE
Aev eAéyXeTal WG ETTIKIVOUVO ayaBo

14.3 Ta§n/-€1g KivdUvou KaTd Tn METAPOPA
Aev eAéyxeTal WG ETTIKIVOUVO ayaBo

14.4 Oudda cuoKkeuaoiag
Aev eAEyXeTal WG ETTIKIVOUVO ayaBo

14.5 NepiBaAAovTikoi Kivduvol
Aev eAéyXeTal WG ETTIKIVOUVO ayaBo

14.6 E181kég TTPOQUAGEEIS YIa TOV XPAROTN
Mn epapudoipo

14.7 ©aAdooleg PETAPOPEG XUBNV cUP@WVA PE TIG TTPdelg Tou IMO
Agv 10XUEI yia TO TTpoidv OTTWG diatiBeTal.

TMHMA 15: ZToIXEia VOLUOOETIKOU XOPAKTHP

15.1 KavoviopuoilvopoBecia oXeTIkG pe TNV ao@AAEgla, TRV uyeia Kal TO TTEPIBAAAOV yia TV
ougia 1 To peiyua

REACH - KatdAoyog utroyni@iwv 1Tpog adeioddtnon : Autd 1o TTpOIdV dev TTEPIEXEI OUTIEG

OUCIWV TTOU TTPOKAAOUV TTOAU peydAn avnouyia ( ApBpo TTOU TTPOKOAOUV TTOAU YEYAAN

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

REACH - KatdAoyog ouGIwyV TTOU UTTOKEIVTAI O€ : Mn e@apudaiuo

ade10d61non (Mapdaptnua XI1V)

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

yIO TNV QVTIMETWTTION TWV KIVOUVWYV PEYAAWV

ATUXNMATWY OXETICOPEVWV WE ETTIKIVOUVEG

ouUoieg .

15.2 A§iloAdynon XnNUIKAG ao@daAeiag
Mn epapudoipo
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TMHMA 16: AAAeg TTAnpo@opicg

Ta avTikeipeva 61ToU £yIvav OXETIKEG AAAQYEG OTNV TTponyouuevn £€KS00N ETTICNKAiIVOVTal OTO
OWPA auTOU ToU eyypda@ou pe dUO KABETEG YPAUMEG.

MARpPeg Keipevo AAAWYV CUVTOUOYPAPIWYV

ADN - EupwTraiki Zup@wvia yia tn O1e0vh HETAQOPA ETIKIVOUVWY EUTTOPEUNATWY HECW
eowWTEPIKWY TTAWTWY 0dwv; ADR - Zupguwvia yia Tig d1EOVEIG 0BIKEG METAPOPEG ETTIKIVOUVWY
eumropeupaTwy; AlIC - Auotpaliavog Katdhoyog Biopnyavikwv Xnuikwv; ASTM - Apepikavikh
graipeia dokIpwv UAKWY; bw - Zwpatikd Bdapog; CLP - Kavovioudg mepi Tagivéunong,
Emonuavong kai Zuokeuaoiag, Kavoviopdg (EK) Ap. 1272/2008; CMR - Kapkivoyovog,
peTaAAagloyovog ouaia 1 oucdia Togikn yia Tnv avatrapaywyr; DIN - MpéTtutro Tou epuavikou
IvoTitouTtou Tutrotroinong; DSL - KatdAoyog oikiokwv ouaiwv (Kavaddg); ECHA - Eupwtraikog
Opyaviopog Xnuikwv [Mpoidvtwy; EC-Number - ApiBuég EupwTtraikig Koivotnrag; ECx -
ZUyKEVTPWON TTOU OXETICETaI JE avTaTTOKPIon x%; ELx - NocooTd emBapuvaong TTou OXETICETal PE
avtatokpion x%; EmS - Xpovodidypaupa €ktaktng avaykng; ENCS - Ymdpyxouoeg Kal VEEG
XNMIKEG ouaieg (lattwvia); ErCx - Zuykévipwaon TTou OXETICETal e avTaTtokpion pubuou auénong
x%; GHS - MNaykdéouio evappoviopévo ouotnua; GLP - OpBn epyaotnpiakr mpakTikA; IARC -
AigBviig Opyaviopog Epeuvwv Kapkivou; IATA - AigBviig ‘Evwon Aegpopetagopwy; IBC - AigBvig
Kwdikag yia Tnv KaTtaoKkeur] Kal Tov eEO0TTAICPO Twv TTAOIWV TTOU PETaEPOUV eTTIKIVOUVA XNUIKA
X0dnv; IC50 - Miory péyiotn avaoTaATikh ouykévipwon; ICAO - AigBviig Opyaviopog MoATIkAg
Aepotropiag; IECSC - Eupetipio umrapxouowv xnuikwv ouciwv otnv Kiva; IMDG - AigBvAg
NauTiAlakog Kwdikag Etikivouvwy Eidwyv; IMO - Aiebvri¢ NauTihiokég Opyaviopdg; ISHL - Néuog
epi Blopnyxavikng acealeiag kal vyeiag (lammwvia); 1ISO - Aiebvrg Opyaviopdg Tutrotroinong;
KECI - EupeTripio utrapXoucwyv XnNUIKWY ouciwv TG Kopéag; LC50 - O@avdoiun ouykévipwon 1o
50% 1TANBucpoU dokiung; LD50 - Oavdoiun d6on oto 50% 1TANBucpuou dokiung (Méon Bavdaaoiun
060n); MARPOL - AigBvig didokewn yia tnv TpoAnwn tng putravong amod TAoia; n.o.s. - Aev
opicetal dlagpopeTikd; NO(A)EC - Zuykévipwaon oTnv otroio dev Traparnpouvtal (SUCUEVEIG)
emodpdaoelg; NO(A)EL - ETriredo a1o o1oio dev Traparnpouvral (duopueveig) emdpdoelg; NOELR -
MooooTd emPBdpuvong ato otroio dev Traparnpouvtal emdPAacelg; NZIoC - Eupetripio XNUIKWV
ouciwv TG Néag ZnAavdiag; OECD - Opyaviopog OIKOVOUIKAG Zuvepyaoiag kal AVATITUENG;
OPPTS - Yminpeaia Ac@dieiag Xnuikwv Ouciwv kai MNpoAnyng Tng Putravong; PBT - AvBekTIKh,
BioouoowpeuTikA Kai To¢IKA ouoia; PICCS - Eupetripio xNUIKWV ouciwy Twv PIAmmivwy; (Q)SAR
- (MoooTikn) oxéon douAg-OpaaTtnpidtnTag; REACH - Kavovioudg (EK) Ap. 1907/2006 Ttou
EupwTraikou KoivoBouliou kai Tou Xupfouliou OXeTikKG pe Tnv Kartaxwpion, a&loAdynon,
ade10d0TNON KAl TOV TTEPIOPIOPO TWV XNUIKWV TTpoidviwy; RID - Kavoviopoi yia Tig 1€0veig
OI0NPOdPOUIKEG  METAPOPEG  €MIKiVOUVWY  gumropeupdtwy;  SADT - Ogppokpacia
QUTOETTITaXUVOUEVNG atToolvBeong; SDS - AeAtio Agdopévwv Acgaleiag; SVHC - oucia TToU
TPOKOAEl TTOAU peydAn avnouyxia; TCSI - Eupetipio xnuikwv ouciwv Tng TdiBdav; TECI -
Katdhoyog Ytapyxouowv Xnupikwv Ouciwv Tng Taihdvdng, TRGS - Texvikd mpdTUTIO YIa TIG
emkivouveg ouaieg; TSCA - Nouog tepi eAéyxou Togikwyv ouciwv (Hvwpuéveg MoAireieg); UN -
Hvwpéva 'EBvn; vPVB - Akpwg avOekTIKA Kal GKpwg BIooucowpeloIun ouaia

Mepaitépw TTANPOPOpPitEg

O0nyieg yia Tnv ekmaideuan  :  O1 gpyalduevol (kai o1 TTEAATEG ] 01 XPrOTEG O€ TTEPITITWON
METATTWANONG) Ba TTPETTEI va EvNEPWIVOVTAI YIa TRV TTIBavr)
TTapouagia avatveloiung okévng Kal avatrveUaiou
KpuoTaAAIKoU 810&g1diou Tou TTupITiou KOBWG Kal TOUG
mBOavoUug KIvOUVoUG TouG. KatdAAnAn KatdpTion yia Tn OwaoTH
XPAON Kail Tov XeIpIoud autoU Tou UAIKOU TTRETTEI VA TTOPEXETAI
OTTWG aTTaAITEITAI ATTO TOUG 1I0XUOVTEG KOVOVIOUOUG.
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AAAeG TTANpOPOPIES To 1997, 10 IARC (10 AlgBVEg KéEvTpo 'Epeuvag yia Tov

Kapkivo) cuptrépave OTI TO KPUGTAAAIKO TTUPITIO OTAV
EIOTTVEETAI OTTO ETTAYYEAUATIKEG TTNYEG UTTOPET VO TTPOKAAEDEI
KOpPKivo Tou TTveUova oToug avBpwTroug. QoTdoo,
KatapTifovTtag pia auvoAikr ektipnon, 1o IARC onueiwaoe 6T
"Kapkivoy€vean dev avixvelBnke o€ OAEG TIG BIOUNXAVIKES
TepIoTAoEIG TTou pEAETABNKAV. H KapKivoyévean PTTopeEi
€€APTATAI ATTO EYYEVA XOPOAKTNPIOTIKA TOU KPUGTAAAIKOU
TTUPITIOU 1} EEWTEPIKOUG TTAPAYOVTEG TTOU £TTNPEACOUV TN
BioAoyikA Tou dpdon A TNV KATavour TwV TTOAUPOPQPIKWY 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 lotvio Tou 2003, n emTpoti SCOEL (EmoTtnuoviki
Emtpot Tng EE yia Ta Opia ErayyeApaTikig ‘EkBeong)
e€nyaye 1o TTOpIoUa OTI N KUPIA ETTITITWAN GTOUG avBpwITOUg
atrd TNV €I0TTVOr avaTTveUOIUNG OKOVNG KPUGTAAAIKOU
d10eidiou TTUpITIOU €ival n TTveupovokoviaan. "YTTapxouv
ETTOPKEIG TTANPOPOPIES yia TNV KATAANEn oTo TTOPIoUa OTI O
OXETIKOG KivOuvog KapKivou Tou TTveUpova gival augnuévog o€
dToua Pe TIveupovokoviaan (Kal, TTpo@avwg, Oxl o€
epyalouévoug Xwpig TTVEUPOVOKOoVvIaon TTou eKTIBevTal O€
okovn d10&eIdiou Tou TTUpITiou o€ AaTopEia Kal oTn Blopnxavia
QAYYEIOTTAAOTIKAG). ZUVETTWG, N ATTOQUYK TNG Evapegns Tng
TIVEUPOVOKoviaong Ba PeIwael £TTioNG Kal ToV Kivouvo
kapkivou..." (SCOEL SUM Doc 94-1eAIko, louviog 2003)

ZUppwva Pe Ta TpEXOVTa dedopéva, n TTPOCTACIA TWV
epyalouévwy aTmmod Tnv TrupITiaon YTTopei va d1Iac@aAIoTEi pe
OUVETTEIQ OTAV TNPOUVTAI TA UTTAPXOVTA PUBUICTIKG Opia
ETTAYYEAUATIKAG €KBEONG.

O1 mAnpogopieg oe autd 10 AeAtio Aedopévwv AcQOaAeiag avTioTolXxouv oTn KOAUTEPN duvarh
yvwaon Kal d1a0€aipeg TAnpogopieg Katd tnv nuepopnvia ékdoong. O1 dedopéveg TTANPOPOPIES
divouv UTTOBEIEEIS yIa Tov Ado@aAf XeIpIopd, XpAOoN, €TTEEEpyaTia, atToBrKeuor, PETAQOPA Kal

O01dBeon 1 e€dAeyn,

Kar Oev TIPETTEl va  XPNOIYOTTOIoUVTal WG €yyunon 1 w¢ TIOIOTIKN

mpodiaypa®r. O1 TTAnpo@opieg AUTEG Eival OXETIKEG YOVO YIa TO OPICPEVO TTPOIOV Kal KAl TTIBavov
va PNV 1ox0ouV yia autd TO TTPOIdV OTav auTd XPNOIUOTTOLiTal g€ OUVOUAOUO PE GAAQ UAIKG 1) O€
GAAEG OPAOTNPIOTNTEG, EKTOG AV AVAPEPOVTAI OTO KEIPEVO.

CY/EL
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