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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
+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 ouaia / 10 peiyua dev TTEPIEXEI CUCTATIKA TTOU BewpouvTal OTI €iTe avBETIKA, BlooUTOWPEUTIKO
Kal To€IKa (ABT) 1] akpwg avBeKTIKA Kal AKpwg Blooucowpeloiya (aAaB) og etritreda Tou 0,1% 1
uwnAoTEpPQ.

OikoAoyikég TTAnpogopieg: H ouaia / To piyua dev TIEPIEXEI CUATATIKA, T OTToia Bewpeital OTI
£XOUV 1010TNTEG EVOOKPIVIKAG dlaTapaxnis cupewva pe 1o ApBpo 57(f) Tou Kavoviopolu REACH n)
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 CUOTATIKG, TA OTTOI0 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 uwnAdTEPO.

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 atrd 1% K.B. AKIT (avatrveloiun KpuoTaAAIKr TTUPITIO) OTTWG
kaBopiletal atod 1n péBodo SWeRF. To Trepiexduevo TNG avatrveUoIung KPUOTAAAIKAG TTUPITIOG
JTTOpPEi Va peTpnOei pe Tn péBodo «Size-Weighted Respirable Fraction — SWeRF». AiatiBevTai
AeTrTOpéPEIEG YIa TN uEBoDO SWeRF oTtov 1oTéTOoTTO Wwww.Ccrystallinesilica.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 adikr €1I0TTvor avaTiveUoiung okOvnNg 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 avatrvelaoiun oKOvn TTPETTEl va TTAPAKOAOUBEITE Kal va eAéyxeTal. O XeIPIOPOS TOU TTPOIOVTOG
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
CAS-Api6. : 1302-78-9
XnNuIKOG XapakTnpIiouog . 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 TepiTTwan avalobnaoiag yupioTe Tov acBevi ae B€on
avatrauong oTo TTAdI Kal GUMPBOUAEUBEiTE TOV yIaTPO.
Edv Ta cuptrtopaTa SiapkoUv, KOAEDTE yIaTPO.
>¢ repimTwon emaQng pe to ;. TAOveTe pye oatrouvi Kal vepo.
Oépua ETmiokegBeite yiaTpd o€ ePITITWON TTOU OEV UTTOXWPEI O
epebiopde.
> TTEPITITWON ETTOQPNG PE TNV EVOUPACIia, BYAATE TRV
evoupaaia.
MAGveTE T pOAUCEVA poUxa TTPIV Ta EAVAPOPETETE.
2€ TIEPITITWON ETTOQNAG JETA  ©  Z€ TTEPITITWON ETTAPAG EETTAUVETE AUETWG Ta PATIO PE GPBovOo
pdaTIO VvEPO YIa TOUAGXIOTOV 15 AeTTTA.
ATTOUOKPUVETE TO PAKOUG ETTAPNG.
[MNpooTaTEWTE TO UYIEG PATI.
Edv 0 epeBiopdg Twv patiwv diapkei, cupuBouAeuTeite évav
€101K0 yiartpo.
> TTEPITITWON KATATTOONG . AlaTnpeite eAeUBEPN TNV AVATIVEUTTIKH 000.

Mn xopnyeite y&Aa 1 aAkooAoUxa TToTd.

Na pnv xopnyeitai TiTTota a1 T0 OTOUA O€ ATOMO TTOU EXEI
XAae€l TIG AlIoBATEIg Tou.

Edv Ta cuptrtwpaTa diapkoUlv, KOAEDTE yIaTPO.

[MAUveTE TO OTOUA HE VEPO.

>¢ TTePITITWOoN KATATToong JEYAAWY TTOGOTHTWY TOU UAIKOU
auTou, KaAEOTE auéowg évav 1aTPo.

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

Kivduvol . Epebicel Ta paTia, To avaTtrveuoTIKO cUOTNHA Kal TO dEpUA.

4.3 'EvdeIgn o1rolaodNTTOTE ATTAITOUMEVNG AUECNG IATPIKAG PPOVTIdAG Kal £18IKAG BepaTreiag
MeTayeipion . OgpaTreia CUNTTTWHATWY.

TMHMA 5: Métpa yia TNV KATATTOAEMNON TNG TTUPKAYIAG

5.1 NMupooBeoTIKA pECA
KatdAAnAa TTupooBeoTIKG : Appog
péoa Alo&gidio Tou dvBpaka (CO2)
=npda XNUIKA péoa TTupodcBeong

Exkvépwpa vepou
XpNOIYOTIOINCTE HEGQ TTUPOCRECNG TTOU €ival KATAAANAQ yia
TIG CUVOAKEG Kal TO TTEPIBAAAOV.

AkataAAnAa TTUpooBECTIKA : Aéopun remeopévou vepou bI' EKTOEEUOEWS
péoa
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5.2 E181koi Kiviuvol TTou TTPpOKUTITOUV OT1Td TNV OUdid I} TO HEiyUa

ISiaiTepor kivduvol katé Tnv . To mpoidv dev KaieTal ammd poévo Tou.
KaTatmmoAéunon Tng To uAiké utropei va yAioTpdel dtav €xel Bpaxei.
TTUPKAYIAG

Emmkivduva Tpoidvta : Aev gival yvwoTd emikivduva TTpoidvTa Kauong
KaUOEWG

5.3 ZUOTAOEIG YIO TOUG TTUPOCRECTEG

EidIkOG TTpooTaTEUTIKOG . Kartd 1n katdopeon mupkayidg @opdre autoduvapun
€EOTTAIOUOG YIa TOUG QVOTTIVEUOTIK OUOKEUHR, OTav €ival aTTapaitnTo.
TTUPOOREDTEG

Mepaitépw TTANPOPOPIES . ZuvniBn pYéTpa o€ TTEPITITWON AVAPAEENS XNUIKWY OUCIWV.

XpnoiyoTroINoTe Héaa TTUPOCRECNG TTOU €ival KATAAANAQ yia
TIG GUVOAKEG Kal TO TTEPIBAAAOV.

TMHMA 6: Métpa yia TRV AVTIMETWITION TUXaiag EKAuong

6.1 MpoowWTTIKEG TTPOPUAGEEIG, TTIPOCTATEUTIKOG £EOTTAICUOG Kal B1adIKATiIiEg EKTAKTNG AVAYKNG
MpoowTTIKEG TTPOPUAGEEIS . ATToQeUyeTE TOV OXNUATIONO OKOVNG.
ATTOQEUYETE TNV EICTTVON OKOVNG.
XpnOoIYOTTOINGTE TTPOCWTTIKA EvOUpacia TTpooTaciag.

6.2 Mep1BaAAOVTIKEG TTPOPUAGEEIG
MepiBarAovTikEg : N\d&Bate PETpa, WOTE TO TTPOIOV va un Ol1oxXETEUOE O€
TTPOQUAAEEIG QATTOXETEUOEIG.
EutrodioTe Tn TepeTaipw diappon Kai dIaoKOPTTIONS, av auTo
gival duvaTo dixwg Kivouvo.
>¢ TTePITITWOon YJOAUVONG TTOTAPWY 1 UTTOVOUWV
TTANPOPOPEICTE TIG UTTEUBUVEG UTTNPEDTIEG.

6.3 M£00do01 Kal UAIKA yia TTEPIOPIOUO Kol KaBapIoH6

MéBodol kaBapiopou © ZUYKEVTPWOTE Kal OIaBECETE XWPIG va dnUIOUPYrOETE OKOVN.
XpnoIYoTToIEioTE BloUNXavIKO aTTOpPPOPNTAPA YIa TNV
atmmoppdéPnon.

QiATpo cwpaTIdiwv aépa uwnAng amédoong (HEPA)

MéEBodol kaBapiopaTog - HEYAAEG TTOOOTNTEG XUNEVOU UAIKOU
ATTONOKPUVETE TN OKOVN PE WeKaouod vepou.

TotroBeteiTan ye 10 PTUdPI o€ KAaTdAAnAo doxeio TTpog d1dbeon.
MeTd Tov KaBapIoPd ATTOUOKPUVETE TA iXvn ME VEPO.

MéEBodo1 KaBapiouaTog - MIKPEG TTOGOTNTEG XUMEVOU UAIKOU
ATTOPPO@NOTE TO PNXavika@ Kal CUAAEETE TO a€ KATAAANAO
TTEPIEKTN TTPOG dIGBEDN.

ZUYKEVTPWOTE KAl OI0BETETE XWPIG va dNUIOUPYHOETE OKOVN.
>KouTTioTe Kal ToTToBeTEIOTE O€ KATAAANAQ doxeia TTpog
emeepyaaoia.

Mapadiveral Tpog d1éBeon o€ KATGAANAa KAEIoTd doxeia.
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6.4 MapatouTrA o€ AAAQ TUAMATA

MNa TpoowTTiKA evoupaoia TTpooTaciag BAETTe TTapdypago 8., [Na Tnv didBson Twv ammoBARTwWY BAETTE
evotnta 13.

TMHMA 7: Xei1piop6g kai atroffikeuon

7.1 NMpo@uAdseig yia ac@ali XeIpIou6

YTmodeitelg yia acpaln ;. Na TpoowTrikA evoupacia TTpooTagiag BAETTE TTapAypago 8.

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

Mnv avarvéeTe aTuoUg/akovn.

ATTOQEUYETE ETTAPNA PE TO OEPUA KAl JE TA PATIAL.

ATToQeUyeTE TNV JOKPAG SIaPKEIAg ] eTTaveEIANUUEVN ETTAQN PE
10 O€pUQ.

2 € TTEPITITWON AVETTAPKOUG AEPIGHOU, XPNOIKOTIOIEITE
KOTAAANAN aQvaTTveUOTIK) CUOKEUT).

Ymodeitelc TTpooTaciag o€ . N\a&Bete pétpa KAtdAAnAou e€aepIoPoU O€ TTEPITITWAN
TTEPITITWON TTUPKAYIAG Kal OXNMATIOPOU OKOVNG.
€Kpngng

ATTOQEUYETE TOV OXNMATIONO OKOVNG.

Métpa uyieivig . TeviK@ TTPAKTIKA PETPA UYIEIVAG.

7.2 ZuvOikeg aoc@aloug @UAadng, cuptrepIAaBavopévwv TUXOV aoUupBifacTwWVY KATAOTACEWY
ATTQITACEIG YIO XWPOUG : O1 nAekTPIKEG EYKATOOTAOEIG/PECA AEITOUPYiaG TTPETTEI va
atroBikeuong kal doyeia avTIOTOIXOUV OTA TTPOTUTTA TNG TEXVIKNG OOQAAEING.

To doxeio diarnpeital EPUNTIKA KAEIOTO.

Ymodeitelg yia Koivi : Aev utt@pyouv UAIKG TTou XpeiddovTal €10IKN JvEia.
aTT08rKeUoN
Mepaitépw TTANPOPOPIES . Alatnpeital ag Enpod xwpo.
OXETIKA WE TN oTaBepdTNTA Kauia ammroouvBeon katd Tnv Kavovikh atmmobrkeuaon Kal
oTnV aTTobrKeuon xpnon.

7.3 E1d1kA TeAIKA XpAon N XpRoeig
Eidiki xprion 1 Xproeig . Aev uttGp)ouV OTOoIXEIT

TMHMA 8: ‘EAeyxog TnG £€KBeong/aTOMIKN TTpOOTACIO

8.1 MapdpeTpol eEAéyxou
Agv TTEPIEXEI KaYia ousia Pe oplakn TIUA €KBEONG OTO XWPO EPYACTiag.

8.2 'EAeyxol €kBeong

TeXVIKG TTPOOTATEUTIKA PETPO

Na&Bete péTpa eTapkous €agpiapou.
Al0TNPEITE TN CUYKEVTPWON OTOV AEPA KATW ATTO TIG OPIAKEG TINEG £€KBEANG OTO XWPO EPYATIAg.
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H okdévn TTpETTel va atroppo@AaTal AUECT OTO TOTTO OXNUATIONOU.

ATOMIKOG TTPOOTATEUTIKOG £§OTTAICOG

MpooTacia Twv paTiwy . lMpooTtateuTika yuahid
dopdrte TTPOOTATEUTIKA YUAAIG hE TTAEUPIKG TTPOCTATEUTIKA A
TTPOOWTTIOEG.
Edav 1o repIBaAAov epyaaiag R kKatroia 0pacTneIdTNTa
TePINaUBAveEl CUVOAKEG PE OKOVEG, OUIXAEG | agpoAUuaTa,
TIPETTEI VO POPATE TA KATAAANAQ TTPOOTATEUTIKA YUCAIQ.
MNpooTacia Twv XEPIWYV

Mapatnproeig . Mpiv TNV xprion Tou TTPOIOVTOG XPNCIKOTIOIEIOTE PIa KPEUQ

TTpoOoTaCiag Tou SEPUATOG.
Na @opdre katdAAnAa yavTia. H kataAAnASGTNTa €£vOG €181KOU
XWPOU £pyaaiag TTPETTEI va DIATTIOTWVETAI UE TOUG
TTapaywyouUs TwV TTPOCTATEUTIKWYV YAVTIWV.

MpooTtacia Tou dépuatog kal  :  [1pooTaATEUTIKA EvOUUaTia

TOU OWUATOG
dopdrte POpUa epyaciag A epyacTnpIakr TodId.

MNpooTacia Twv . Z€ TTEPITITWON OXNUATIOPWOU OKAVNG 1 agpOolOA
QVOTTVEUCTIKWY 00WV XPNONUOTIOIEIOTE AVATIVEUCTIKI) CUOKEUN E QVEYVWPIOHUEVO
TUTTO QiATPOU.
®iATpo TUTTOU : Kat@AAnAn pdoka pe @iAtpo ocwpaTidiwv P3 (European Norm
143)
‘EAeyxo1 repiBaAAovTiKAG €kBeong
evikEG uTTOBEIEEIG . NaBate yéTpa, WOTE TO TTPOIOGV va PN OloxeTeubEl o€

ATTOXETEUOEIG.

EutrodioTe Tn TrepeTaipw Siappor] Kal dIaoKOPTTIONO, av auTd
gival duvaTo dixwg Kivouvo.

> TEPITITWON POAUVONG TTOTANWY 1 UTTOVOUWV
TTANPOPOPEITTE TIG UTTEUBUVEG UTTNPETIEG.

TMHMA 9: QuoikéG Kal XNMIKEG 1IB10TNTEG

9.1 Zrolxeia yia TIG BACIKEG PUOIKEG KAl XNMIKEG 1810TNTEG

duoikA KaTadaTaon : oKovn

Xpwua . UTTOAEUKO
Oaoun . doouo

Oplio ooung . Mn epapudaoiyo

2nueio TASewg/onpeio TAgewg @ Mn epapudoiyo

2nueio Céong / elpog onueiwv  :  Mn epapudaoiuo

¢éong
Ava@AegIuOTNTO . Aegv kaigTal
AvwTepo OpIo €kpnng / : Mn gpapuodoipo

AvwTEPO OpIo avapAeEng

Katwrtepo 6plo €kpnéng / . Mn e@apudaoiyo
Katwtepo 6plo avapAegng
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Znueio avagAegng Mn epapudoipo

O¢puoKpaaia autavagAegns Mn epapudoipo

O¢puoKkpaacia amroouvBeong
pH
1€wdeg
[1Ewdeg, duvapikd
[EWOES, KIVNTIKO

AlgAuToTnTa (SIOAUTOTNTEG)
YdaTtodlaAutoTnTa

2UVTEAEOTAG KATAVOUAG: N-
oKTavOAn/vepd
Micon atpwv

MukvoTnTa
2XETIKA TTUKVOTNG Cwppou

UAIKOU
2YETIKA TTUKVOTNG ATHWV

Aev uttépxouv aTolIxEia
8,5

(udaTIKG evalwpnua)
Agv uttdpxouv aToIxEia

Aev uttépxouv aTolxeia

adidAuto

Agv uttdpxouv aToIxEia
Mn epapudoiuo

2,60 g/cm3 (20 °C)
850,00 kg/m3

Aev uttéipxouv aTolxeia

9.2 AAAeg TTAnpo@opieg
Agv uTTGpXOUV OTOIXEIa

TMHMA 10: Z1a8gpdTNTA KAl AVTIOPACTIKOTNTA

10.1 AvTISpacoTIKOTNTA
Kauia atmroolvBeon Katd Tnv KavovikA atmoBrikeuon Kai XprRon.

10.2 XnuikA oTalepoTNTA
Kauia atmroouvBeon katd Tnv KAvovIKA atmoBrikeuan Kal Xpron.

10.3 MBavéTnTa EMIKIVOUVWYV AVTIOPAOEWV
Emikivduveg avridpdoeig 21a0ep6 UTTO TIG TTPOBIAYPAPOUEVES UTTODEIEEIG aTTOBrKEUONG.
Kavévag 181aitepog Kivouvog.
10.4 ZuvBNKEg TTPOG ATTOPUYARV
2UVOAKEG TTPOG ATTOPUYRYV Aev uttéipXouv aTolxeia
10.5 Mn cupBard uAika
YAikd TTpog atropuyn Kauia yvwoTn.
10.6 Emikivduva TrpoidévTa atroolvleong
Kauia atroouvBeon katd Tnv KAvovikKA atmobrikeuan Kal XprRon.
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TMHMA 11: To§ikoAoyikég TTAnpo@opieg

11.1 NAnpo@opitg yia Tig TageIg KIvEUVOouU, OTTWG opifovTal oTov Kavoviouoé (EK) apif.
1272/2008

Ofcia TogIKOTNTA

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

OTOUATOG MéBodog: OECD KarteuBuvTripia ypauun dokiung 420
Oteia To¢IKOTNTA BI1G TNG . LC50 (Apoupaiog): > 5,27 mg/l

EI0TTVONG ATUOCQAIPa BOKIUAG: OKOVN/EKVEQWUA

MéBodog: OECD KarteuBuvTrpia ypapur] dokiung 436

AiaBpwon Kal epeBIOCNOG TOU BéPUATOG

Eidog . Kouvéhl

MéBodog :  OECD KareuBuvtApia ypauun dokiung 404
AtroTéAeopua . Kavévag epeBiopog Tou dépuaTog

OEN Dooval

ZoBapn BAABN/epeBIOCNOG TWV HATIWV

Mpoidv:

Eidog : Kouvéh

MéBodog . OECD KareuBuvtApia ypaupr dokiung 405
ATtToTéAEC O : Kavévag epeBIoPOG Twv paTiwv

OEN Doval

AvaTtrveuoTIKR geuaioBnToTroinon f euaioOnToTToiNG TOU SEPUATOG

Eidog Aokiung : Mouse Local Lymph Node assay (LLNA)
Odoi ¢ékBeong . Aéppua

Eidog : MNovriki

MéBodog . OECD KareuBuvtApia ypauur dokiung 429
AmroTéAeopua . Aev TpokaAei euaioOnToTToinON TOU BEPUATOG.

MeraAAaiyéveon YEVVINTIKWYV KUTTAPWYV

[ovidloTogIKOTNTA in Vitro . Eidog Aokiung: Teotr Ames
MéBodog: OECD KarteuBuvTripia ypauur dokiung 471
ATTOTéEAEGUA: APVNTIKO

Eidog Aokiung: TeoT TapANOp@WaOng XPWHATOCWHATWY in
vitro

MéBodog: OECD KarteuBuvTrpia ypapur] dokiung 473
ATToTéAECHA: apVNTIKO
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MeTaAAadlyéveon yevvnTIKWv
KUTTapwv- AEloAdynan

STOT-e@dmag ékBeon

Mpoiodv:
Alohéynon

STOT-emravelAnuuévn €kOeon

AloAdynon

Eidog Aokiung: Aokiun in vitro yovidiakAg HETAAAAENS
KUTTapou BnAacTikoU

MéBodog: OECD KarteuBuvTrpia ypapur] dokiung 476
ATTOTEAEGUA: APVNTIKO

Meipduara in-vitro dev €de1Cav peTaAAagloyeveig dpAoelg

H ouagia f 1o peiypa dev Tagivoueital wg TOEIKO yia 101K
Opyavo-oToXo, HovadikA €kBean.

H ouagia i 1o peiypa dev TagivoueiTal wg ToEIKO yia 101K
Opyavo-oToXo, eTTaveIAnuuévn €KBean.

11.2 NAnpo@opicg yia dAAoug TUTTOUG ETTIKIVOUVOTNTAG

I316TNTEG EVOOKPIVIKAG BlaTapaxng

Aglo\éynon

MepaiTépw TANPOPOpPiEg

Mpoidv:
Mapatnproeig

H ouadia / 10 piypa dev TTEPIEXEI CUCTATIKA, T OTTOia BewpeiTal
OTI £xouV IB1I6TNTEG EVOOKPIVIKAG dlaTapaxfig oUuewva PE To
ApbBpo 57(f) Tou Kavoviopou REACH rj tov Kat'
E¢ouoio0d0tnon Kavoviopo (EE) 2017/2100 j Tov Kavoviouo
NG Emrtpotig (EE) 2018/605, o¢ emitredo 0,1% i uwnAdTepO.

To 1poidv autd Tepiéxel <1% ouVOAIKA KPUOTAAAIKN TTupITiaL.
H avatrveuoiun KpuoTaAAIKA TTupiTia éTTw¢ KabopileTal atTd Tn
péBodo SWeRF cival <1% k.. BA. Evotnta 2.3

TMHMA 12: OikoAoyikég TTAnpo@opieg

12.1 To§ikéTnTA

To&ikéTnTa OTO WApIa

LC50 (Oncorhynchus mykiss (IpidiCouca méoTpoga)): 16.000
mg/I
Xpbvog €kBeong: 96 h

LC50 (©aAdaoaia €idn): 2.800 - 3.200 mg/l
Xpovog ékBeong: 24 h
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To&IkATNTa OTIG OAPVIES Kal . EC50 (Daphnia magna (NepdWwuAAog o péyag)): > 100 mg/l

GAAa UdPOBIa HaAdGKIa Xpobvog ékBeong: 48 h

MéBodog: OECD KarteuBuvTrpia ypauun dokiung 202
TogikéTnTa OTA . EC50:>100 mg/l
DUKN/udpoRIa PuTh Xpoévog €kBeong: 72 h

12.2 AvBekTIKOTNTA KaI IKAVOTNTA a1TTOd6uNnoNnNg

Mpoiodv:

Bioatrodopnoipétnta . Mapartnpnoeig: Agv uttdpyxouv OToIXEIa
12.3 AuvaroTtnTa BIoOOUCOWPEUONG

Bioouocwpeuon . TMNaparnpnoecig: Agv uTTdpxXouv aToIxEia

12.4 KivnTiIkOTNTa OTO £50POG

KivnrikétnTa . Mapatnpnoeig: O ptretovitng gival axedov adIGAUTOG Kal
OUVETTWG TTApouaIdlel xaunAn KivnTIKOTNTA OTA TTEPICOOTEPA
€dapn

12.5 AtroteAéoparta TnG afioAdynong ABT ka1 aAaB

Mpoidv:

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

12.6 18616TNTEG EVOOKPIVIKAG SlaTapaxnig

Alohéynon : Houaia / 1o piyya dev TTEPIEXEI CUOTATIKA, Ta OTTOIO BEWpEiTal
OTI £xouv IB10TNTEG EVOOKPIVIKAG dIaTapaxfs oUNQwVa PE TO
ApbBpo 57(f) Tou Kavoviopolu REACH r tov Kat'
E¢ouciodotnon Kavoviopo (EE) 2017/2100 j Tov Kavoviouo
NG Emrtpotg (EE) 2018/605, o¢ emitredo 0,1% i uwnAdTepo.

12.7 AAAEG APVNTIKEG ETTITITWOEIG

AMAeg oikoMoyikég utTodeitelg @ Aev uTTApXOUV OTOIXEId

TMHMA 13: Z1oixeia oXeTIKA pE TN S1d0gon

13.1 MéBodoi diaxeipiong amroBARTWV
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Mn kaBapiopéveg . Ta adeia doxeia TTPETTEI VA HETAPEPOVTAI OE EYKEKPIMEVO
OUOKEUOTiEG (TTOKETA) MEPOG dlaxeipiong atToBAATWY yia avakUKAwaon A atrdéppiyn.

TMHMA 14: NMAnpo@opicg OXETIKA PE TN HETAPOPA

14.1 Api1Bpu6g OHE R apiBuég TautéTNTAG
Agv eAéyxeTal wg eTKivduvo ayabo

14.2 Oikeia ovopacia arrootoAlg OHE
Aev eAéyxeTal WG ETTIKIVOUVO ayaBo

14.3 Ta€n/-€1g KivdUvou KATd Tn METAPOPA
Aev eAéyXeTal WG €TTIKIVOUVO ayaBo

14.4 Opydda ocuokeuaoiag
Aev eAEyXeTaIl WG ETTIKIVOUVO ayaBo

14.5 NepiBaAAovTikoi Kivduvol
Aev eAéyxeTal WG ETTIKIVOUVO ayaBo

14.6 E181kéG TTPOQUAGEEIG VIO TOV XPAROTN
Mn epapudoipo

14.7 ©aAdoolEg HETAPOPEG XUBNV cUPQWVa PE TIG TTPpaselg Tou IMO
Agv 1o0xU€l yia To TTPOIdV OTTwG diaTiBeTal.

TMHMA 15: ZToIXEia VOLUOOETIKOU XOPAKTHP

15.1 Kavoviouoilvoo0soia oXeTIKA JE TRV ao@AAEIq, TNV UyEia Kal TO TrEPIBAAAOV yia ThV
oucia i To peiypa

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

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

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

REACH - KatdAoyog ouCIwyV TTOU UTTOKEIVTAI O€ . Mn e@apudoipo

ade10661non (Mapdaptnua XI1V)

Seveso Ill: Odnyia 2012/18/EE Tou Mn epapudoipo
EupwTraikoU KoivoBouAiou kai Tou ZupBouAiou

ylO TNV QVTIHETWTTION TwV KIVOUVWYV JeyaAwyv

ATUXNMATWY OXETICOPEVWV HE ETTIKIVOUVEG

ouoieg .

15.2 A§1oAdynon XnNUIKAG ac@daAeiag

O pytreTovitng e€aipeital atd Tnv kataxwpnon REACH cUp@wva pe 1o Mapdptnua V.7. Aiegnxon yia
agloAdynon Kivduvwy utré Tn yevikh odnyia 1ng Eupwraikng ‘Evwong Mtretovitn (EUBA) kai 1o
aTroTEAEC A ATAV OTI O PTTETOVITNG OEV €ival ETTIKIVOUVN OUCIA. ZUVETTWG, ATTOUCIa avayvVwpPIoUEVOU
KivdUvou, n ouaia gival ao@aAr kal dev TTapouaidlel Kivduvo.
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TMHMA 16: AAAeg TTAnpo@opicg

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

MARpPeg Keipevo AAAWYV CUVTOUOYPAPIWYV

ADN - EupwTraiki Zup@wvia yia tn O1e0vh HETAQOPA ETIKIVOUVWY EUTTOPEUNATWY HECW
eoWTEPIKWY TTAWTWY 0dwv; ADR - Zupguwvia yia Tig dIEBVEIG 0BIKEG PETAPOPES ETTIKIVOUVWV
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 | oucia Togikn yia Tnv avatrapaywyr; DIN - MpéTtutro Tou epuavikou
IvoTitouTtou Tutrotroinong; DSL - KatdAoyog oikiokwv ouaiwv (Kavaddg); ECHA - Eupwtraikog
Opyaviouog Xnuikwv [Mpoidvtwy; EC-Number - ApiBuég EupwTtraikis Koivornrag; 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 Je avTaTroKpIion pubuou augnong
x%; GHS - MNaykdéouio evappoviopévo ouotnua; GLP - OpBn epyaotnpiakr mpakTikh; IARC -
AigBviig Opyaviopog Epeuvwv Kapkivou; IATA - AigBviig ‘Evwon Aegpopetagopwy; IBC - AigBvig
Kwdikag yia TNV KaTaoKeur] Kal Tov eEO0TTAICPO TwV TTAOIWV TTOU PETOQEPOUV ETTIKIVOUVA XNHIKG
X0dnv; IC50 - Miory péyiotn avaoTaATikh ouykévipwon; ICAO - AigBviig Opyaviopdg 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 dokipng; LD50 - Oavdoiun d6on oto 50% 1TANBucpou dokiung (Méon Bavaaciun
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 otoio dev Traparnpouvrtal (duopeveig) emdpdaoeig; 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 MpéAnwng 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 oxeTikd pe Tnv Karaxwpion, agloAdynon,
ade10d0TNON KAl TOV TTEPIOPIOPO TWV XNUIKWV TTpoidviwy; RID - Kavoviopoi yia Tig 1€0veig
OI0NPOdPOUIKEG  METAPOPEG  €MIKiVOUVWY  gumropeupdtwy;  SADT - Ogppokpacia
QUTOETTITaXUVOUEVNG atToolvBeong; SDS - AeAtio Agdopévwyv Aogaleiag; SVHC - oucia TToU
TPOKOAEi TTOAU peydAn avnouyxia; TCSI - Eupetipio xnuikwv ouciwv Ttng TdiBdav; TECI -
Katdhoyog Ytapyxouowv Xnupikwv Ouciwv Tng Taihdvdng, TRGS - Texvikd mpdTUTIO YIa TIG
emkivouveg ouaieg; TSCA - Nouog tepi eAéyxou Togikwv oucaiwv (Hvwpuéveg MoArmeieg); UN -
Hvwpéva 'EBvn; vPVB - Akpwg avBekTIKA Kal AKpwg BIooUCOwPeUTIUN ouaia

Mepaitépw TTANPOPOpPitEg

O0nyieg yia Tnv ekmaideuan  :  O1 gpyalduevol (kai o1 TTEAATEG ] 01 XPrOTEG O€ TTEPITITWON
MeTaTTWANONG) Ba TTPETTEN va evnuEPWIVOVTal Yia TNV TTBavn
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 KAVOVIOUOUG.
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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 KPUOTAAAIKOU
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
dio&e1diou TTUpITIOU €ival n TTveupovokoviaon. "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 TTVEUOVOKOVIOon 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 94-1eAIkd, loUviog 2003)

ZUpQwva Pe Ta TpEXOVTa dedOopEVA, 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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