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

1.1 AvayvwpIoTIKOG KW3IKOG TTPoidvTog

2AUa KOTATEBEV . FULCAT-22D
KwdIkdG TTpoidvTog : 000000000000136019
ApIBUO6G KaTaxwpiong . Exempt: Annex V.7
REACH

Ovopagoia Tng ouciag . Bentonite

CAS-Api6. : 1302-78-9

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
+30 21 1198 3182 (EAANVIKA Kal AyyAIKA)
+44 1235 239670 (All languages)

TMHMA 2: NMpood10pIoHOG ETIKIVOUVOTNTAG

2.1 Tagivépnon Tng ouciag | Tou peiyparog
Tagivopnon (KANONIZMOZ (EK) api0. 1272/2008)
Mn emmkivduvn oucia ] yeiyua.

2.2 ZTolx€ia emofuavong

Emionuavon (KANONIZMOZ (EK) api8. 1272/2008)
Mn emikivduvn oucia i peiypa.
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2.3 AAAol Kivduvol

H ouagia / 10 peiypa dev TTEPIEXEI TUCTATIKA TTOU BewpouvTal OTI €iTe avOETIKA, BlooUCOWPEUCIUA
Kal To€IKa (ABT) 1] dkpwg avBeKTIKA Kal AKpwg Blooucowpeloiya (aAaB) og etritreda Tou 0,1% 1
uwnAoTEpPQ.

OikoAoyikég TTAnpogopieg: H ouaia / To piypa dev TTEPIEXEI CUCTATIKG, Ta OTTOIO BewpeiTal OTI
£XOUV 1010TNTEG EVOOKPIVIKAG dlaTapaxns oupewva pe To ApBpo 57(f) Tou Kavoviopod REACH R
Tov Kat' E€ouaioddétnon Kavovioué (EE) 2017/2100 ) Tov Kavoviouoé tng Emitrpotig (EE)
2018/605, o¢ etitredo 0,1% A uwnAdTEPO.

To&ikoAoyikég TTANpo@opies: H ouaia / 1o piypa dev TTEPIEXEI CUCTATIKA, TO OTTOI BewpeiTal OTI
£XOUV 1010TNTEG 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¢ emiredo 0,1% 1 uwnAdTEPO.

O1 akaBapTeg emdveieg yivovTal TTdpa TToAU oAIoBnpég.

H ouaia €xel aloAoynBei fi/kal eAeyxBei w¢ TTPOg TOoUuG PUOIKOUG KivOUvoug, TOUG KivOuvoug uyeiag
Kal Toug TrePIBAAAOVTIKOUG Kivouvoug Kal IoxUel N akdAouBbn Tagivounaon.

To mpoidv TTepIEXEl AiyoTEPO atTd 1% K.B. AKIT (avatrveloiun KpuoTaAAIKA TTUpITIa) OTTWG
kaBopileTal atod Tn péBodo SWeRF. To mrepiexduevo TG avatrveloIung KPUOTAAAIKAG TTUPITIOG
JTTOpPEi Va peTpnOei pe Tn néBodo «Size-Weighted Respirable Fraction — SWeRF». AlatiBevTai
AeTrTOpéPEIEG yIa TN uEBoDdo SWeRF aTtov 1oTéTOoTTO Www.Ccrystallinesilica.eu.

AvaAoya pe 1o xeIpiopd Kai Tn xprion (Tpoxioua, Enpavan, CUCKEUAGia g€ GAKOUAEG), evOEXETAI
va TTapayBei avatrvelaiun agpoueTapepouevn okovn. H okovn TTepIExel avaTveUoIho
KPUOTOAAIKO TTUpiTio. H TTapareTapévn ri/kal padikn €1I0TTvor avaTtiveuoiung OKOVNG KPUOTAAAIKAG
TTUPITIOG EVOEXETAI VA TIPOKAAEDEN ivwon TIVEUPOVWY, N OTTOI KOIVWG KOAEiTal TTupitioon. Ta
KUPIO CUPTITWHOTA TRG TTUpITIaoNG €ival 0 Brixag kal To Aaxaviacua. H erayyeApariki €kBeon
oTnNV avatveUuaiun oKOvn TTPETTEl va TTAPAKOAOUBEITE Kal va eAéyxeTal. O XEIPIOUOG TOU TTPOIOVTOG
TIPETTEI VA YiVETAI JE HEBOBOUG KAl TEXVIKEG TTOU EAXICTOTTOIOUV 1 EEAAEIPOUV TNV TTAPAYWYN
oKOVNG.

TMHMA 3: ZuvBeon/TTAnpo@opieg yia T0 CUCTATIKA

3.1 Ouoigg
Ovopagoia Tng ouciag . Bentonite
CAS-Api©. : 1302-78-9
XnNuIKOG XapakTnpIouog . Phyllosilicate
ZUOoTATIKA
Mapartnpnoeig . Agv umapyouv emmikivduva ouoTaTIKA
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TMHMA 4: Métpa TpwTtwyv Bondeiwyv

4.1 Meprypa@n TwWV PHETPWYV TTPWTWYV Bonbsiwv
Ievikég uTTOOEICEIS : Mnv agrjvete To B0pA XWpPIGS eTITAPNON.

2€ TTEPITITWON EI0TTVONG © Ze mepiTTwan avaioBnoiag yupioTte Tov aoBevi og B€on
avatrauong oTo TTAdI Kal GUPPBOUAEUBEiTE TOV yIaTPO.
Edav ta cuptrtwpata diapkouv, KaAéaTe yiaTpo.

2e TrepiTTTwon ema@ng ue 70 1 TMAUveETE pe catouvi Kai vepo.

Oépua ETTioKke@BeiTe yIaTpO G€ TTEPITITWAOT TTOU OEV UTTOXWPEI O
epebIouaG.
2 TIEPITITWON ETTAQNG JE TNV evOUPaCia, BYAATe TNV
evdupuaaia.

MAUOveTE T JOAUGHEVA poUxa TTPIV Ta EAVAPOPETETE.

2 TIEPITITWON ETTOQNG JETA  ©  X€ TTEPITITWON ETTAPNAG EETTAUVETE AUECWG TA PATIO PE APOBovo
pama vePO yIa TOUAGXIOTOV 15 AeTTTd.

ATTOPOKPUVETE TO PAKOUG ETTAPAG.

MpooTaTtéwTe TO UYIEG PATI.

Edv 0 epeBiopdg Twv patiwv diapkei, cupuBouleuTeite évav
€101KO yIaTpO.

2¢ TTEPITITWON KATATTOONG . Alatnpeite eAeUBePN TNV AvaTTVEUOTIKR 000.
Mn xopnyeite yaAa r; aAkooAoUxa TToTd.
Na unv xopnyeitai TiTrota atd 70 OTOUA O€ ATOUO TTOU £XEI
XAo¢€l TIG AloBARTEI Tou.
Edav ta cuptrtwpata diapkouv, KAAEaTE yiaTpo.

MMAGveTe TO OTOHA pE vEPD.

2¢ TEPITTTWON KATATTOONG MEYAAWY TTOGOTATWY TOU UAIKOU
auToU, KOAEOTE QUECWG Evav 1aTPO.

4.2 INUAVTIKOTEPA CUUTITWHATA KAl ETTISPACEIG, AMECES | METAYEVEOTEPES
SUPTITWHATA . Agv UTTGPXOUV YVWOTA | AVOUEVOUEVO CUUTITWHATA.

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

4.3 'Evdei§n oTolaodAITOTE ATTAITOUMEVNG AUMECNG IATPIKAG PPOVTISAG Kal €18IKAG OepaTtreiag
MeTaxeipion ;. OgpaTreia CUPTITWHATWY.

TMHMA 5: Métpa yia TRV KATATTOAEUNON TNG TTUPKAYIAG

5.1 MNupooBeoTIKA péca
KatdAAnAa TTupooBeaTIka : Appdg
péoa Aioégidio Tou avBpaka (CO2)
=npd XNUIKA péoa TTupdoPeong
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Exvépwpua vepou
XpnOoIUoTIoINOTE HETQ TTUPOCRECNG TTOU €ival KATAAANAQ yia
TIG GUVONAKEG Kal TO TTEPIBAAAOV.
AkaTAAANAQ TTUPOCRETTIKA . Aéoun Tremeopévou vepou OI' eKTogeUTEWS
péoa

5.2 E181K0i Kivduvol TTou TTpOoKUTITOUV a1 TNV OUCia | TO MEiypa

ISiaiTepol Kivouvol Katd Tnv . To mpoidv dev kaieTal atrd pévo Tou.
KATATTOAEUNON TNG To UAIKS pTtTopei va YAIoTpdael OTav €xel Bpaxei.
TTUPKAYIAG

Emikivduva trpoidvTa . Aev gival yvwoTd emkivouva TTpoidvTa Kauong
KQUOEWG

5.3 ZuoTdoE€Ig VIO TOUG TTUPOOCBEOCTEG

Ei181k6¢ TTpooTATEUTIKOG : Karta 1n kKatdoBeon mupkayidg @opdre autoduvapn
€€OTTAIONOG yIa TOUG QVATIVEUOTIKA GUOKEUT, OTAV €ival aTTapaiTnTo.
TTUpooBEoTeg

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

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

TMHMA 6: MéTpa yia TNV QVTIMETWTTION TUXaiag EKAuong

6.1 MpoowTTIKEG TIPOPUAGEEIG, TIPOCTATEUTIKOG £§OTTAICHOG Kal B1adIKACIEG EKTAKTNG AVAYKNG
MpoowTTIKES TTPOPUAAEEIS : AtmogelyeTe TOV OXNUATIOPS OKOVNG.
ATTOQEUYETE TNV EICTTVON OKOVNG.
XpnoIYoTIOINOTE TIPOCWTTIKI EVOUACia TTPOOTACIAG.

6.2 NMepi1BaAAovTikég Trpocpu)\a§£|g

MepiBallovTikEg ;. N\d&Barte YéTpa, WOTE TO TTPOIOV va N OloXETEUDE o€
TTPOQUAAEEIQ ATTOXETEUOEIG.
EutrodioTe Tn TrepeTaipw Siappor] Kal dIaoKOPTTIONO, av auTd
gival duvaTo dixwg Kivouvo.
2 TTEPITITWON POAUVONG TTOTANWY 1 UTTOVOUWV
TTANPOPOPEICTE TIG UTTEUOUVEG UTTNPETIEG.

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

MéBodoil kaBapiouoU © ZUYKEVTPWOTE Kal OI0BE0ETE XWPIG va dNUIOUPYNOETE OKOVN.
XpnoiyoTtrolgioTe Blounxavikd ammoppo@nTiPa yia TNV
atroppoéPnan.

QiATpo cwuaTidiwy aépa uwnAng amoédoong (HEPA)

Mé&Bodo1 KaBapiopaTog - HEYAAEG TTOOOTNTEG XUNEVOU UAIKOU
ATTOPOKPUVETE TN OKOVN JE WEKATHUO VEPOU.

TomoBeteital ye 10 PTUAPI G€ KAaTGAANAo doxeio TTpog didbean.
MeTd Tov KABAPIOUO ATTOUAKPUVETE TA iXvn UE VEPO.

MéEBodol kaBapiopaTog - PIKPEG TTOTOTNTEG XUPEVOU UAIKOU
ATTOPPOPNOTE TO PNXAVIKA Kal CUAAEETE TO O KATAAANAO

4/14



AEATIO AEAOMENQN AZ®AAEIAS O BYK

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

FULCAT-22 D

Huepopnvia Tng TeAeuTaiag ékdoong:
‘Ekdoon 2.0 Huepounvia Avabswpnong: 10.03.2022
SDB_GR 24.11.2022 Huepounvia ektuttwong 20.09.2023

TTEPIEKTN TTPOG OIGBEDN.

ZUYKEVTPWOTE KAl OI0BETETE XWPIG va dNUIOUPYRCETE OKOVN.
2KOUTTIOTE KaI TOTTOBETEIOTE O€ KATAAANAQ DOXEia TTPOG
emeepyaaia.

Mapadiveral Tpog d166eon o€ kKatdAANAa KAgIoTd doxeia.

6.4 Mapatrou ) o€ AAAA TUAMATA

MNa TTpoowTTIKA evoupacia TTpoaTaciag BAETTE TTapaypago 8., INa Tnv diaBsan Twv ammoBARTWY BAETTE
evoTnTa 13.

TMHMA 7: Xeipiop6g kal atrofnkeuon

7.1 Npo@uAdseig yia ac@aAn XEIpIouo

Ymodeiteig yia ac@aln . Na TpoowTrikA evdupacia TTpooTagiag BAETTE TTapdypago 8.

XEIPIOPO Mn TpwTe, TTiVETE, KATTVICETE OTO XWPO TNG EPYATIAGC.
epPYaleoTe o€ KAAG agpIOUEVO XWPO Kal av gival duvaTtd OTo
utraiBpo.

Mnv avarrvéeTe aTyoUg/akodvn.

ATTOQEUYETE €TTOPN ME TO OEPUA KAl PE TO PATIAL

ATTOQEUYETE TNV PHOKPAG DIAPKEIG A ETTAVEIANUUEVN ETTAPH HE
T0 Oépa.

2.€ TTEPITITWON AVETTAPKOUG QEPIOHUOU, XPNOIUOTTIOIEITE
KAatAAANAN avaTtTveUOTIKr) CUOKEUN.

Ymodeitelg TTpooTaaiag o€ . Na&Bete pétpa KatdAAnAou e€aepiopol o€ TTEPITITWON
TTEPITTITWAON TTUPKAYIAS Kal OXNUATIoPOU oKOvVNG.
€kpngng

ATTOQEUYETE TOV OXNMATIONO GKOVNG.

Métpa uyieviig : TeviK@ TTPAKTIKA PETPA UYIEIVAG.
7.2 ZuvOnkeg aoc@aloug pUAagng, cuptrepIAauBavouévwy TuX6V aoupuBiBaoTwV KATAOOTACEWV

ATTQITACEIG YIO XWPOUG . O1 NAeKTPIKEG EYKATOOTACEIG/UETA AEITOUPYIaG TTPETTEN va
aTToBrikeuong kal doxeia QVTIOTOIXOUV OTA TTPOTUTTA TNG TEXVIKAG OOQPAAEING.

To doxeio diatnpeital EpUNTIKA KAEIOTO.

YTodeitelg yia Koivr : Aev uttdpyouv UAIKA TToU XpeldlovTal €I0IKN UveEid.
aTToBrKeUON
Mepaitépw TTANPOPOPIEG . Alatnpeital og Enpod Xwpo.
OXETIKA YE TN OTABEPOTNTA Kauia atroolvBeon Katd TV Kavovik atmroBrikeuon Kai
oTnv ammobriKkeuon xpron.

7.3 EIBIKA TEAIKA XpAON 1| XPNOEIG
EidIkr) xprion f xpRoeig . Aev uttdpyouv oTolxEia
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TMHMA 8: 'EAeyx0¢ TnG €KBEONG/ATOMIKA TTPOCTACI A

8.1 NapdueTpol eAéyxou
Opia erayyeAJaTIKAG €KOEONG

2UoTaTIKA CAS-ApiB. Eidog Tipng MapdaueTpol eEAEyxou Bdon
(Eidog Tng
eKOETEWG)

Quartz (Si02) 14808-60-7 | TWA 0,1 mg/m3 GR OEL
(Avatrveuoiuo
KAGOUQ)

8.2 'EAeyxol ékBeong

TeXVIKA TTPOCTATEUTIKA HETPA

Na&BeTe péTpa eTTapkoUs e€agpiouoU.

AloTnpeiTe TN CUYKEVTPWON OTOV Aépa KATW ATTO TIG OPIAKEG TIMEG £€KBEONG OTO XWPO EPYATiag.
H okdévn TTpETTEl va atTroppo@AaTal GUECT OTO TOTTO OXNUATIOUOU.

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICOG

MNpooTacia Twv PaTIV . TpooTateuTik& yuaAid
PopdaTe TTPOCTATEUTIKA YUOAIG PE TTAEUPIKA TTPOCTATEUTIKA A
TIPOCWTTIOEG.
Eav 1o repIBaAAoV epyaaiag R Katroia 0pacTneIéTNTa
TepINapBavel cuvlOrkeg pe okoOveg, odixAeg A agpoAlpuara,
TTPETTEI VO POPATE TA KATAAANAQ TTPOCTATEUTIKA YUAAIQ.
MpooTacia Twv XepIWV

Mapatnproeig . Mpiv TNV xprion Tou TTPOIGVTOG XPNCIKOTIOIEIOTE JIa KPEUQ

TTPOCTACiag Tou OEPUATOG.
Na @opdre kKatdAAnAa yavTia. H kataAANAGTNTa £vog €161KoU
XWPOU £pYOTiag TTPETTEI va DIATTIOTWVETAI PUE TOUG
TTapaywyouUg TwV TTPOCTATEUTIKWYV YAVTIWV.

MpooTtacia Tou dépuatog kal  :  [1pOOTATEUTIKA EvOUUOTia

TOU OWUATOG
dopdTte POpUa epyaciag A epyacTnpIakr ToodId.

MpooTtacia Twv . Zg TIEPITITWAN OXNKATIOPOU OKOVNG 1 agPOOA
QVATIVEUTTIKWY 00wV XPNONUOTIOIEIOTE AVATIVEUOTIKI] CUOKEUN JE QVEYVWPIOUEVO
TUTTO QIATPOU.
@iATpo TUTTOU . Kat@AAnAn pdoka pe @iAtpo owpaTmidiwv P3 (European Norm
143)
‘EAeyxo1 repiaAAovTikAg €kBeong
levikég uTTOOEIEEIG . N\aBate pETpa, WOTE TO TTPOIOV va PN dloxeTEUBE o€

QTTOXETEUOEIG.

EutrodioTe Tn TepeTaipw diappon Kai dIagKOPTTIONO, av auTo
gival duvaTo dixwg Kivouvo.

2 TTEPITITWON POAUVONG TTOTANWY 1 UTTOVOUWV
TTANPOPOPEITTE TIG UTTEUOUVEG UTTNPETIEG.

TMHMA 9: Quoikég Kal XNMIKES 1810TNTES

9.1 Zroixeia yia TIG BACIKEG PUOIKEG KOl XNUIKEG IB10TNTEG
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duoikn KaTdoTaon oKoévn

Xpwua UTTOAEUKO

Ooun doouo

Oplio ooung Mn epapudoipo

2nueio TAewg/onueio TTAgEWS
>nueio Céong / elpog onueiwv
¢éong

Ava@AegIuOTNTO

AvwTepo 6plo €kpnéng /
AvwTEPO 6plo avapAeEng

Katwtepo 6plo €kpnéng /
KatwTepo 6plo avapAegng

2nueio avapAegng
O¢puokpaaia autavagAegng
O¢puokpaacia amoouvBeong
pH
1EWwdeg

[EWdeg, duvapikd

1€EWdEG, KIVNTIKO

AloAutéTtnTa (S1I0AUTOTNTEG)
YoarodioAutéTnTa

> UVTEAEOTAG KATAVOUNAG: N-
OKTAVOAN/vePO
Mieon aTuwyv

MukvéTnTa
2YETIKA TTUKVOTNG OCwppou

UAIKOU
ZXETIKN TTUKVOTNG ATHWV

9.2 AAAeg TTAnpo@opieg

Aev uttdpxouv aTolxeia

Mn epapudoipo
Mn epapudoipo
Aev kaigtal

Mn epapudoipo

Mn epapudoipo

Mn epapudoiuo

Mn epapudoiuo

Agv uttdpxouv aToIxEia
8,5

(udaTiKé evaiwpnua)
Aev uttépXouv aTolxeia

Agv uttdpxouv aToIxEia

adidAuTo

Agv uttdpxouv aToIxEia
Mn epapudoipo

2,60 g/cm3 (20 °C)
850,00 kg/m3

Aev uttdpxouv aToIxEia

TMHMA 10: Z100epOTNTA KOI AVTISPACTIKOTNTA

10.1 AvTiSpaoTIKOTNTO

Kauia atmoouvBeon katd Tnv KavovikA atmmobrkeuan Kal Xprion.
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10.2 XnuIkAR oTaBepoTnTa
Kauia atmroouvBeon Katd Tnv KAvoVIKA atmoBrikeuon Kal Xpron.
10.3 MBavéTnTa £MIKiVOUVWY avTISpAcEWV
Emikivduveg avTidpdoeig ;. ZT1aBepd UTTO TIG TTPOdIAYPAPOUEVES UTTOOEIEEIS aTTOBrRKEUANG.
Kavévag 181aitepog Kivduvog.
10.4 ZuvBnAKeg TTPOG ATTOPUYRV
2 UVOAKEG TTPOG ATTOPUYRY . Agv uttdpyouv oToIxXEia

10.5 Mn cuppard uAIkd
YAIKG TTPOG atropuyn : Kayia yvwoTn.

10.6 Emikivduva mrpoiovTa amroouvleong
Kapia atroouvBeon KaTd TNV KAVOVIKr attoBAKeuon Kal xprion.

TMHMA 11: To§ikoAoyikég TTAnpogopieg

11.1 NAnpowopiteg yia Tig TageIg KIVOUVou, 6TTwG opifovTal oToVv Kavoviouo (EK) apif.
1272/2008

O¢eia ToIkOTNTO

Oteia T0¢IKOTNTA ATTO TOU . LD50 (Apoupaiog): > 2.000 mg/kg

OTOUATOG MéBodog: OECD KarteuBuvTripia ypauun dokiung 420
Oteia TogIKOTNTA BIG TNG : LC50 (Apoupaiog): > 5,27 mg/l

€I0TTVONRG ATUOC@AIPA BOKIUAG: OKOVN/EKVEQWUA

MéBodog: OECD KarteuBuvTrpia ypapur) dokiung 436

AidBpwon kal epeBIOCHOG TOU déPUATOG

Mpoidv:

Eidog : Kouvéh

MéBodog :  OECD KareuBuvtApia ypauur dokiung 404
ATtToTéAEC O : Kavévag epeBiopdg Tou dépuatog

OEN Doval

ZoBapn BAABN/epEBIOCNOG TWV HATIWV

Eidog . Kouvéh

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

OEN ©oval

AvaTrveuoTIKR guaioOnToTroinon f euaioOnTOTTOINCN TOU SEPUATOG

Mpoidv:
Eidog Aokiung :  Mouse Local Lymph Node assay (LLNA)
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Odoi ékBeong . Aépua

Eidog . Tovriki

MéBodog :  OECD KareuBuvtApia ypauun dokiung 429

ATTOTéAEC O . Aev TTpokaAei euaiocOnToTTOINCN TOU BEPUATOG.

MeTaAAagiyéveon YEVVNTIKWY KUTTAPWY

Mpoidv:

ovidloToIkoTNTA in Vitro . Eidog Aokiunig: Teot Ames
MéBodog: OECD KarteuBuvTripia ypauun dokiung 471
ATToTéAeGuQ: apvnTIKO

Eidog Aokiung: TeoT TTAPAUOPPWONS XPWHATOOWHATWY in
vitro

MéBodog: OECD KarteuBuvTrpia ypauur dokiung 473
ATTOTEAEGUA: APVNTIKO

Eidog Aokiung: Aokiun in vitro yovidiakAG HETAAAAENG
KuTT@pou BnAacTikou

MéBodog: OECD KarteuBuvTrpia ypapur] dokiung 476
AmroTéAeopa: apvnTikd

MetaAadlyéveon yevvnmikwy : Teipdpata in-vitro dev £deiEav peTahAagioyeveic dpdaeig
KUTTapwv- AEloAdynan

STOT-g@dmag ékBeon
Aglo\éynon :  Houoia n To peiypa dev Tagivopeital wg To€IKO yia €181k
Opyavo-oToxo, Jovadikr ékBeon.

STOT-emravelAnupévn é€k0gon
AloAbynon . Houaia ) To peiypa dev Tagivopeital wg TogIKO yia 101K
Opyavo-oToXo, eTTaveiAnuuévn £kBean.

11.2 NAnpo@opieg yia dAAoug TUTTOUG ETTIKIVOUVOTNTAG
1516TNTEG EVOOKPIVIKAG BlaTapaxng

AloAéynon : Hougaia / 1o piyya dev TTEPIEXEI CUOTATIKA, Ta OTTOIO BEwpEiTal
OTI £xouv I010TNTEG EVOOKPIVIKAG dIaTapaxns oUNQwVA UE TO
ApbBpo 57(f) Tou Kavoviouolu REACH r tov Kat'
E¢ouaiodotnon Kavoviopo (EE) 2017/2100 i Tov Kavoviouo
NG Emrpotig (EE) 2018/605, o€ emitredo 0,1% i uwnAdTepo.

Mepaitépw TTANPOPOpPitEg

Mapatnproeig : To mpoidv autd TrepIEXEl <1% OUVOAIK) KPUOTAAAIKA TTUPITIAL.
H avatrveuoiun KpuoTaAAIKA TTupiTia 6TTwe KabopileTal attd Tn
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péBodo SWeRF cival <1% k.. BA. Evotnta 2.3

TMHMA 12: Oi1koAoyikéG TTAnpo@oOpiEg

12.1 To&ikéTnTA

To&IkéTnTa OTA WaApla : LC50 (Oncorhynchus mykiss (Ipidi¢ouca éoTpoga)): 16.000
mg/I
Xpoévog ékBeong: 96 h
LC50 (©aAdoaia €idn): 2.800 - 3.200 mg/l
Xpovog ékBeong: 24 h
To&ikéTnTa OTIG dAPVIES KAl . EC50 (Daphnia magna (NepdyuAAog o péyag)): > 100 mg/l
GAAa udPORIa PaAdKIa Xpovog ékBeong: 48 h
MéBodog: OECD KarteuBuvTrpia ypauur dokiung 202
To&ikéTnTa OTA . EC50:>100 mg/l
dukn/udpoBia euta Xpoévog ékBeong: 72 h

12.2 AvBeKkTIKOTNTA KaI IKAVOTNTA ATTOS0NOoNg

Bioatrodopunoipétnta . Mapartnpnoeig: Agv uttdpxouv OToIXEIa
12.3 AuvaroTnTa BIOOCUCOWPEUONG

Mpoidv:

Bioouoowpeuon . Mapartnpnoeig: Agv uttdpxouv OToIXEIa

12.4 KivnTikéTnTa OTO £301pOG

KivnTiIKOThTO : Maparnpnoeig: O ptretovitng gival oxeddv adIdAUTOG Kal
OUVETTWG TTAPOUCIAZel XaunAf KIvNTIKOTNTA OTA TTEPIOCTOTEPA
€0apn

12.5 AtroteAéopara Tng agiloAéynong ABT ka1 aAaB

Mpoidv:

AloAbynon . Houacia / 1o peiypa dev mrepi€xel ouaTaTikd@ TTou BewpouvTal
OTI €ite avBeTIKG, Blooucowpelaiya Kai Togika (ABT) f dkpwg
avOeKkTIKA Kal Akpwg Bloocucowpelaipa (aAaB) og eTiTreda
Tou 0,1% i upnAdTEPQ.

12.6 1816TNTEG EVOOKPIVIKAG SlaTapaxig
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AloAbynon . Houcia / To piypa dev TTepI€xEl CUTATIKA, Ta OTTOIO BewpeiTal

OTI €x0ouV ID10TNTES EVOOKPIVIKAG dlaTapaxnG CUPPWVA UE TO
ApBpo 57(f) Tou Kavoviopou REACH n tov Kat'
E€ouaioddtnon Kavovioud (EE) 2017/2100 ) Tov Kavoviouo
g Emrtpotig (EE) 2018/605, o¢ emitredo 0,1% i uynAdTepo.

12.7 AAAEG APVNTIKEG ETTITITWOEIG

Mpoidv:
AAAEG OIKOAOYIKEG UTTOOEICEIG @ Agv UTTAPXOUV OTOIXEIO

TMHMA 13: ZToixcia oXeTIKA JE TN B1G0s0on

13.1 M£0odoi diaxeipiong amoBARTWY

Mn kaBaplopéveg . Ta adeia doxeia TTPETTEI VA HETAPEPOVTAI OE EYKEKPIPEVO
OUOKEUOOiEG (TTOKETA) MépOg dlaxeipiong atToBAATWY yia avakUKAwaon R atrdéppiyn.

TMHMA 14: NMAnpo@opicg OXETIKA PE TN HETAPOPA

14.1 Ap1Opu6g OHE 1 apiB@uég TauTéTNTAG
Aev eAéyXeTal WG €TTIKIVOUVO ayaBo

14.2 Oikeia ovopacia arrootoAlg OHE
Agv eAéyxeTal wg eTTIKivOUVO ayaBo

14.3 Tagn/-€16 KIvdUVOU KATA TN METAPOPA
Agv eAéyxeTal wg eTTIKivOUvo ayaBo

14.4 Opdda ocuokeuaoiag
Agv eAEyXeTal WG ETTIKIVOUVO ayaBo
14.5 NepiBaAAovTiKoi Kivduvol
Agv eAéyxeTal wg eTTIKivOUVO ayoBo
14.6 E181kéG TTPOQUAGEEIG VIO TOV XPAOTN
Mn epapudoipo
14.7 ©aAdooleg PETAPOPEG XUBNV cUP@WVA PE TIG TTPdelg Tou IMO
Aev 1oxUEl yia To TTPOIdV OTTwG dlaTiBeTal.

TMHMA 15: ZToixeia vOuOBETIKOU XOapAKTAPA

15.1 Kavoviouoi/lvopoBeoia oXeTIKA JE TNV AO@AAEIA, TNV UyEia Kal To TepIBaAAov yia TV
ougia 1 To peiyua

REACH - KatdAoyog utroyni@iwv 1Tpog adeioddtnon : Autd 1o TTpOidV dev TTEPIEXEI OUTIES

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

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

REACH - KatdAoyog ouGIwyV TTOU UTTOKEIVTAI O€ . Mn epapudaiuo

ade10861non (Mapdaptnua XI1V)
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Seveso Ill: Odnyia 2012/18/EE Tou Mn epapudaoiuo

EupwTraikoU KoivoBouAiou kai Tou ZupouAiou
yIO TNV QVTIMETWTTION TWV KIVOUVWYV PEYAAWV
ATUXNMUATWY OXETICOPEVWYV UE ETTIKIVOUVEG
[o]Vle) [ X

15.2 A§loAdynon XnNUIKAG ao@daAeiag

O utreTovitng e€aipeital amd Tnv kataxwpnon REACH cUp@wva pe 1o Mapdptnua V.7. Aie€nxon pia
agloAéynan Kivduvwy utré Tn yevikA odnyia NG Eupwraikng ‘Evwong Mtretovitn (EUBA) kai To
atroTéAEOHA ATAV OTI O PTTETOVITNG BEV gival €TTIKIVOUVN OUCia. ZUVETTWG, ATTOUCIa avayvwpIoHEVOU
KIvOUVOU, n ouadia gival ac@aAn kai dev Tapouaidlel Kivduvo.

TMHMA 16: AAAeg TTAnpO@oOpicg

Ta avTIKEiueva OTTOU €yIvav OXETIKEG AAAQYEG OTNV TTPONYoUlEVn €KOOON ETTICNUAiIVOVTAl OTO
OWHa auToU Tou eyypAa@ou ue BU0 KABETEG YPAUMEG.

MANpPEG Keihevo AAAWYV CUVTOLOYPAPIWY
GR OEL : Opiakn Ty ‘EkBeong
GR OEL/ TWA ;. Opiakn Ty ‘EkBeong

ADN - EupwTraikp Zup@wvia yia tn O1E0vr HETA@OPA ETTIKIVOUVWY EUTTOPEUNATWY HECW
EOWTEPIKWY TTAWTWY 0dwv; ADR - Xupowvia yia TiIg O1EOVEIC 0OIKEG UETOPOPES ETTIKIVOUVWV
eumropeupaTwy; AlIC - Auotpadiavog KatdAoyog Biopnyavikwv Xnuikwv; ASTM - Apepikavikh
graipeia doKIpwvV UAKWY; bw - Zwpartikd Bdpog; CLP - Kavovioudg mepi Tagivounong,
Emonuavong kai Zuokeuaoiag, Kavoviopog (EK) Ap. 1272/2008; CMR - Kapkivoyévog,
peTaAAagloyovog ouaia ) oucia TogIkn yia Tnv avatrapaywyr]; DIN - MpéTtutro Tou Mepuavikou
IvoTitoutou Tumrotroinong; DSL - KatdAoyog oikiokwyv ouciwyv (Kavaddg); ECHA - Eupwtraikdg
Opyaviopdg Xnuikwv [poidviwyv; EC-Number - ApiBuog EupwTtraikig Kowvotnrag; ECx -
2uykévtpwon TTou oxeTieTal ue avtatrokpion x%; ELx - Noocootd empBdpuvong TTou oxeTiCeTal PE
avramokpion x%; EmS - Xpovodidypappa €ktaktng avaykng, ENCS - Ymdpxouoeg kai VEEG
XNUIKEG ouaieg (latTwvia); ErCx - Zuykévipwaon TTou OXETICETaI JE avTaTTtokpion puBuol augnong
X%; GHS - lMaykdéouio evappoviopévo cuotnua; GLP - Opbn epyacTtnpiakr mpakTikh; IARC -
AigBvn¢ Opyaviopdg Epsuvwv Kapkivou; IATA - AigBvric ‘Evwon Agpopetagopwy; IBC - AigBvrig
KWwdIKag yia TNV KATOOKEUH KAl TOV €EOTTAICUO TWV TTAOIWV TTOU PETAPEPOUV ETTIKIVOUVA XNUIKA
X0onv; IC50 - Miory péyiotn avaoTaATikh ouykévipwon; ICAO - Aigbviig Opyaviopog MoATIkAg
Aepotropiag; IECSC - Eupetipio umrapxoucwyv xnuikwv ouciwv otnv Kiva; IMDG - AigBvAg
NauTiAiak6g Kwdikag Emmikivouvwy Eidwyv; IMO - Aiebvrig NauTiAlokég Opyaviopdg; ISHL - Nouog
epi BlopnxavikAg aopdAeiag kal uyeiag (lammwvia); ISO - AigBviig Opyaviopdg Tumrotroinong;
KECI - EupeTriiplio uttapXoucwy XnUIKwy ouciwv TnG Kopéag; LC50 - @avaaoiun ouykévipwaon GTo
50% 1TAnBucpol dokiung; LD50 - Oavdoiun d6on oto 50% TANBuouoU dokiung (uéan Bavdaaiun
060n); MARPOL - AigBvi¢ didokeywn yia tnv TpoAnwn tng putravong amod tAoia; n.o.s. - Aev
opicetal dlapopeTikd; NO(A)EC - Zuykévipwaon oTnv otroio dev Traparnpouvtal (SUOUEVEIG)
emdpdoeig; NO(A)EL - Emitredo oT0 o1roio dev TTaparnpouvtal (duopeveig) emdpdoeig; NOELR -
Mooootd emPBdapuvong oTo otroio dev Trapatnpoulvtal emdpdcelg; NZIoC - Eupetipio XNUIKWV
ouoiwv TG Néag ZnAavdiag; OECD - Opyaviopdg OiKovouiKAG Zuvepyaoiog kal AVATITUENG;
OPPTS - Ymnpeoia Ac@daAgiag Xnuikwv Ouciwv kai MpdAnyng tng Putravong; PBT - AvOekTIKN,
BioouoowpeuTikr kai TogIkA ouaia; PICCS - Eupetripio xnuikwy ouciwv Twv OiAmmivwy; (Q)SAR
- (MoooTtikn) oxéon douAg-OpaaTtnpidtnTag; REACH - Kavovioudg (EK) Ap. 1907/2006 Ttou
EupwTtraikou KoivoBouAiou kai Tou XupBouAiou oxemikd pe Tnv Katayxwpion, agloAdynon,
adeI0d0TNON KAl TOV TTEPIOPIGUO TwV XNMIKWVY TTpoidvTwy; RID - Kavoviouoi yia Tig O1€0veig
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OI0NPOJPOUIKEG  METAPOPEG  €MIKIVOUVWY  gumropeupdtwy;  SADT - Oegpuokpaaia

auToETTITaXUVOUEVNG attoolvBeong; SDS - AeAtio Aedopévwv Ao@alciag; SVHC - ouaia Trou
TPOKOAEi TTOAU peyaAn avnouyxia; TCSI - Eupetipio xnuikwv ouciwv Tng TaiBav; TECI -
KatdAoyog Ymapyxouowv Xnuikwyv Ouoiwv tng TaiAdvong, TRGS - Texvikd TTpOTUTIO VIO TIG
emmKivouves ouaieg; TSCA - Nouog mepi eAéyxou Togikwyv ouoiwv (Hvwpuéveg MoAireieg); UN -
Hvwpéva 'EBvn; vPVB - AKpwg avBeKTIKA Kal GKpwgs BIooucowpeloiun ouaia

MepaiTépw TANPoOPopicg

O0nyieg yia Tnv ekmaideuon @ O1 gpyaldduevol (Kal oI TTEAATEG ) 01 XPHOTEG O€ TTEPITITWON
METATTWANONG) Ba TTPETTEI VA EVvNPEPWIVOVTAI YIa TRV TTIBavr)
TTapouadia avatveloiung okévng Kal avatrveUoIou
KPUGTAAAIKOU 810&€1Biou Tou TTupITiou KaBWG Kal Toug
mMBOavoug KIvOUvoug Toug. KatdAAnAn KatapTion yia TN CwaTH
XPAON Kal Tov XEIPIoPS auToU TOU UAIKOU TTPETTEI VA TTOPEXETAI
OTTWG ATTAITEITAI ATTO TOUG I0XUOVTEG KAVOVIOUOUG.

AAAeG TTANPOPOPIES : To 1997, 10 IARC (10 AleBvég Kévtpo Epeuvag yia Tov
Kapkivo) cuptrépave 0TI TO KPUGTAAAIKO TTUPITIO OTAV
EIOTIVEETAI ATTO ETTAYYEAPATIKEG TINYEG PTTOPET VA TTPOKAAEDEI
KOpPKivo Tou TTveUpova oToug avBpwTroug. QoTo00,
KatapTifovTtag pia auvoAikr ekTiunon, 1o IARC onueiwae 6T
"KapKIvoyévean dev avixveuBnke o€ OAEG TIG BIOUNXAVIKEG
TePIoTAOEIG TTOU PHEAETABNKAV. H KapKivoyévean UTTopEi
e€APTATAI TTO EYYEVA XOPAKTNPICTIKA TOU KPUOTAAAIKOU
TTUPITIOU 1} EEWTEPIKOUG TTAPAYOVTEG TTOU £TTNPEACOUV Th
BioAoyikA Tou dpdAaon ) TNV KATAVOWUN TwV TTOAUUMOP@IKWY 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 emtpoti SCOEL (EmoTtnuoviki
Emtpotm Tng EE yia 1a Opia EtrayyeApaTikig ‘ExkBeong)
e€nyaye 1o TTOpIoUa OTI N KUPIA ETTITITWAON GTOUG avBpwITOUg
atrd TNV EI0TTVOr avaTTveUOIUNG oKOVNG KPUGTAAAIKOU
dio&e1diou TTUpITIOU gival n TTveupovokoviaon. "YTTapxouv
ETTAPKEIG TTANPOPOPIES YIO TNV KATAANEN OTO TTOPICUA OTI O
OXETIKOG KivOUVOG KaPKivou Tou TTvelpova gival augnuévog oe
dropa Pe TIveEUPovokoviaon (kail, TTpo@avwg, 61 o€
epyalouévoug Xwpig TTVEUOVOKOViaon TToU eKTIBeVTAl O€
oKovn d10&eIdiou Tou TTUpITiou o€ AaTopeia kal oTn Blopnxavia
QYYEIOTTAACTIKAG). ZUVETTWG, N ATTOQUYK TNG évapéng TnG
TIVEUPJOVOKOViaong Ba PEIaEl €TTIONG KAl TOV Kivouvo
kapkivou..." (SCOEL SUM Doc 94-1eAIko, louviog 2003)

ZUPQWVa PE Ta TPEXOVTA deDONEVA, N TTPOCTACIA TWV
epyalouévwyv aToé Tnv TTupITiacn YTTopEi va dIacQaAIoTE P
OUVETTEIQ OTAV TNPOUVTAI TA UTTAPXOVTA PUBUICTIKG Opla
ETTAYYEAUATIKAG €KBEONG.

O1 mAnpogopieg oe autd 10 AeAtio Aedopévwv Ao@aAeiag avTioTolxouv oTn KaAUTEPn duvarh
yvwaon kai d1a6€oiyeg TAnpoopieg Katd tnv nuepopnvia ékdoong. O1 dedopéveg TTANPoQopieg
divouv UTTOOEIEEIC yIa Tov do@alf Xelpiopd, Xpron, emeéepyacia, amobrkeuon, YETAQOPd Kal
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0160son | €€AAelyn, kKol Oev TIPETTEl va  XPENOIMOTIOIoUVTal WG €yylnon 1 wg TIOIOTIKA
mpodiaypagn. O1 TTANPOPOopPIEG AUTEG €ival OXETIKEG UOVO YIa TO OPICHEVO TTPOIOV Kal Kal TTIfavov
va PNV 1o0XU0UV YIa auTd TO TTPOIGV OTav auTd XPNOIYOTTOELITaI o€ OUVOUAOUO PE AAAA UAIKA 1 o€
AAAEG OpaoTNPIGTNTEG, EKTOG AV AVAPEPOVTAI OTO KEIPEVO.

GR/EL
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