W Aelite LS Posterior
WNudopmannoneH 1ucT 3a 6€30macHOCT
B Isco B cpoTBeTcTBUE ¢ Permament (EO) Ne 1907/2006 (REACH), ¢ u3menenusita Ha Pernament (EC) 2020/878

Jlara Ha penakmusara: 9.1.2023 r.  3amens Bepcusta ot: 16.7.2018 r. Bepcus: 3.0

PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMECTa U HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoayKTa : Cmec
HanmeHoBaHue Ha mpoayKra : Aeclite LS Posterior

1.2. UnenTuduuupanyn BUI0Be YIOTPeda Ha BeIECTBOTO WM CMECTa, KOUTO €A OT 3HA4YeHHue, M BHIOBE YIOTPeda, KOUTO He ce
Npenopb4YBar

1.2.1. UnenTuduuupanu ynorpeon

VYnorpeba Ha BeecTBOTO/cMecTa . Camo 3a Rx

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

Hsima Hanu4HAa JOIBIHUTEIIHA PIH(bOpMaLH/IH

1.3. HOJ]pOﬁHlfl JaHHHU 34 J0CTaBYMKA HA l/lH(l)OpMalll/IOHl-ll/lﬂ JIUCT 32 06e30NMacHOCT

IpousBoauren MpeacraBurea Ha EO:
BISCO, Inc. BISICO France

1100 W. Irving Park Rd. 208, allée de la Coudoulette
Schaumburg, IL 60193 13680 Langon de Provence
USA France

T 1-800-247-3368 or 1-847-534-6000 T 33-4-90-42-92-92

www.bisco.com

1.4. TenedoHeH HOMep NPH CHEIIHH CIyYan

TenedoHeH HOMep NPU CHELIHY CITy4Yau : CHEMTREC - 24-yacoB IIeHTB 3a CHELIHU KOMyHuKanuu Ha Hazmat
CAIIL: 1-800-424-9300 M3ebH CAILLL: 1-703-527-3887, CpoOupaiite npuet obaxaaHus

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupase Ha BeliecCTBOTO HJIH CMeCTa

Kaacugpukanus B cborBercTBHE ¢ Perimament (EO) Ne 1272/2008 [CLP]

Koxna cencubmmmzanus, Kareropus 1 H317
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OHacHOCT: BXK. pa3jen 16

He0naronpusituu GuU3MKOXUMHYHHU eeKTH H He01aronpUATHH e(EeKTH 32 3paBeTO HA YOBeKAa H OKOJIHATA cpela
Moske /1a NPHYMHHU aepriyHa KOXKHA PEaKIys.
2.2. EneMeHTH HAa eTHKETA

Etukerupane B chorBercTBHe ¢ Periament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHocT (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Coappxa : Triethylene Glycol Dimethacrylate , BisGMA
Ipenynpexnenus 3a onacHocT (CLP) : H317 - Moske fa IpHYHMHY aleprUYHA KOXKHA PEaKI[Hs.
Ipenopsku 3a 6e3omacHocT (CLP) 1 P261 - U36arsaiiTe BIUMIBaHE Ha Ipax, MyIIeK, H3IaPSHNU.

P272 - la He ce u3HACS 3aMBPCEHO PaOOTHO OOJIEKIIO U3BHH PaOOTHOTO MOMEIICHHE.

P280 - M3nomn3Baiite npeAna3Hu pbKaBHIM, IPEANa3HO 00IEKIIO0, IPENa3Hy OYmIa.
P302+P352 - TIPU KOHTAKT C KOXATA: 3muiite 0OMIHO C BOJIA U CaIlyH.

P321 - Cnenuanusupano nedeHue (BXK. JOIIBIHUTEIHA HHCTPYKIHS 3a ITbPBa IIOMOII] Ha TO3H
eTHUKET).

P333+P313 - [Ipu nosiBa Ha KOJKHO Apa3HeHe WIN 00pUB Ha Koxarta: [loTbpcere MeUITMHCKU
CHBET/TIOMOIII.
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P362+P364 - CBasere 3aMbpCEHOTO OOJIEKIIO M TO U3IEPETE NPEU MOBTOPHA yroTpeda.

P501 - ChappxkaHUeTo M ChIBT Ja CE U3XBBPIIH B IyHKT 32 ChOMpPaHe Ha ONACHH WJIH CIICIHATIHI
OTHablH, B CbOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHAIHY W/HITH MEK/[yHAPOJHH
pasnopendu, nuieH3upana Gpupma 3a TpeTHpaHe WK 3a ChOUpaHe Ha ONAaCHHU OTHAbIH WK
pa3peLIeH HEeHTHP 3a ChOMpaHe Ha OMACHH OTHAABLM, C H3K/IIOYCHNE Ha IPA3HHU YHCTH CHIOBE,
KOUTO MOrart fa ObJaT YHUIIOXKCHH KaTO HEOMACHU OTIIabIIH.

2.3. JIpyru onacHocTH

He cpappxa PBT/vPVB Bemectsa > 0.1%, onenenn B crotBercTBue ¢ [punoxenne X111 na Permamenr REACH

Komnonenr

Ethoxylated Bis A Dimethacrylate (41637-38-1) Tosa BemecTBo/cMec He otroBapst Ha kpurepuute PBT na Permament REACH, IIpunosxenue XIII
Tosa BemecTBo/cMec He oTroBapsi Ha kpurepuute VPvB Ha Permament REACH, IIpunosxenue XIII

Triethylene Glycol Dimethacrylate (109-16-0) Toga BemecTBo/cMec He otroBapst Ha kputepuute PBT Ha Pernament REACH, IMpunoxenue X111
Toga BewecTBo/cMec He oTroBapst Ha kputepuute VPvB Ha Pernament REACH, Ilpunoxenue XIII

CMmecra He ChIbpiKa BEIeCTBO(a), BKIIOYEHO(H) B CIUCHKA, M3TOTBEH B ChoTBeTCTBHE C wieH 59(1), maparpad 1 or REACH, 3a mpuTexaBaHETO Ha CBOWCTBA,
HapyIIaBaiy (pyHKIUNTE HAa CHAOKPHHHATA CHCTEMA, WIIH 32 KOGTO/KOHTO HE € yCTaHOBEHO, Y€ nMa(T) CBOMCTBA, HapyIuaBamy (GyHKIUNTE Ha eHIOKPUHHATA
cUcTeMa, B ChOTBETCTBUE C KpuTepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra unu Pernament (EC) 2018/605 na Komucusita B
KOHLICHTpAIIXs, paBHa WK n0o-Brucoka oT 0,1 TeraoseH %.

PA3JIEJI 3: CbcraB/mH(popManus 3a CbCTABKHUTE

3.1. BemecTBa

He e npunoxumo

3.2. Cmecn
HaumenoBanue Upentuduxarop na % Knacudukanus B cbOTBeTCTBHE €
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Ethoxylated Bis A Dimethacrylate CAS Ne: 41637-38-1 5-10 Bonna xponnuna 4, H413
Triethylene Glycol Dimethacrylate CAS Ne: 109-16-0 1-5 YyBcTBUTENHOCT Ha Koxata 1B, H317
EO Ne: 203-652-6
BisGMA CAS Ne: 1565-94-2 <1 Jlpa3HeHe Ha koxara 2, H315
EO Ne: 216-367-7 Jpa3Hene Ha ouute 2, H319
UYyBscTBUTENHOCT Ha Koxata 1, H317
STOT SE 3, H335

3a mennus TekeT Ha H- 1 EUH-nipepynpexaeHusTa 3a onacHoOCT: BX. paszjen 16

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanne Ha MepKHUTe 32 MHPBA MOMOI

ITbpBa MOMONI TPH BIMIIIBAHE : U3BezeTe JIHIETO HA YKCT BB3/yX U IO MOCTABETE B TIO3UIIUS, YIIECHSBAIIA THIIIAHETO.

ITbpBa MOMOII PH KOHTAKT C KOXKAaTa : U3mmniite koxkara ¢ MHOro Boja. CBasere 3aMbpceHOTO 06J1ekito. [Ipyu MosiBa Ha KOXXHO JIpasHEeHe
Wi 00puB Ha Koxkarta: [[oTbpceTe MEUITMHCKH CHBET/IIOMOIIL.

ITbpBa MOMOIIL TIPU KOHTAKT C OYHTE : U3miaknere ounTe € BOJA KaTo MpEANa3Ha MspKa.

[TbpBa MOMOLL [IPH MOTITBIIAHE : Ilpu HepasmosoxeHne ce 06aieTe B LCHTHP 110 TOKCHKOJIOTHS WM Ha JIeKap.

4.2. Hali-chIecTBeH! OCTPHU U HACTBHIIBALIU CJIe/I U3BECTECH NEPUO] OT BpeMe CUMIITOMU U e(l)eKTl/l

CI/IMHTOMI/I/C(i)eKTI/I CJIEJT KOHTAKT C KOXKaTa : Moxe Ja NPpUYNHA aJIEpruyHa KOXXHA peaKIus.

4.3. Yka3aHue 32 He00X0JUMOCTTA OT BCAKAKBH HEOTIOKHU MeIUIMHCKH TPUKHA U CICLIMAJTHO JIeYEeHHU e

)Ia C€ JIEKyBa CUMIITOMaTU4IHO.

9.1.2023 r. ([lara Ha peJaKysATa) BG (6barapckn) 2/10



Aelite LS Posterior

HH(bOpMaHI/IOHeH JIUCT 3a 6630HaCHOCT
B chorBercTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita Ha Pernament (EC) 2020/878

JIEJI S: IIpoTHBONOKAPHA MEPKH

TToaxoas1y NoKaporacUTEIHA CPeICTBA : Bopgen cnpeii. Cyx mpax. [Tsna.

OmnacHu MPOAYKTH Ha pasrnialaHe B cnyqaﬁ Ha 1oxap . BB3MOXKHO € OTACISIHETO HAa TOKCHYHH H3NapeHus.

3ammra IIpY raceHe Ha I10Kap : I{a HE c€ npeAnpueMa Hameca 6e3 NOAXO0A1I0 3alIUTHO 060py;[BaHe. ABTOHOMEH U H30JIMpal

arnapar 3a AuxXaTeiiHa 3aluTa. IIbnHa 3ammTa Ha TSUIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

6.1.1. 3a mepcoHas, KOHTO He OTrOBAPS 32 CIIELIHH CJIy4aH

ABapHiiHH IITAaHOBE : Jla ce npoBeTpu 30HaTa Ha pasiauBaHe/pascunBaHe. Jla ce H30irBa KOHTAKT C KOXKaTa U OYHTE.
W36srBaiiTe BAUIIBAHE HA MPaX, MyLIEK, U3APCHHUSL.
6.1.2. 3a iMuaTa, OTTOBOPHM 32 CHEIIHH CIyYan

3aIUTHA CpescTBa : Jla He ce mpexnpueMa Hameca O3 MOAXO/AINO 3aUTHO obopyaBaHe. 3a noBede HHHOpMAIHs,
BIDKTE paszien 8: "KoHTpon Ha ekcro3uuuaTa/ TMYHY TIpea3Hu cpeacTBa”.

Jla ce n30srea U3IycKaHe B OKOJIHATA CPesia.

Meronu 3a moYHCTBaHE : Copbepere MpoayKTa IO MEXaHUYCH HAUHH.
Jlpyra uadopmarus : Marepuanure WM TBBPIUTE OCTATBIM J1a CE M3XBBPIIAT HA Pa3peIIeHo 3a IeNTa MsCTO.

3a noBeue nHMOPMAIMs, BUXKTE paszaen 13.

PA3IEJI 7: O0pa6oTKka H chbXpaHeHHe

Tpenmnasxn Mepku 3a 6e3omacHa paboTa : Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO MscTO. Jla ce M30sArBa KOHTAKT C KOXKAaTa M OYUTE.

W36srBaiiTe BAUIIBAHE HA Mpax, MyIIeK, u3napeHns. Hocete IM4HM NpeAnasHu CpesCcTBa.

XHUrueHHH MEPKU : Jla He ce u3HAcCs 3aMbPCEHO PabOTHO 00JIEKIIO H3BBH paboTHOTO HoMeleHue. Vsnepere
3aMbPCEHOTO OOJICKIIO MPEaN MOBTOPHA yrnoTpeda. [la He ce siie, ne WM Iy Ipy ynorpeda Ha
mpojykTa. Bunaru usmuBaiite phleTe cu cieli paboTa ¢ IpoayKTa.

Vcnosus 3a CbXpaHsABaHE : I[a C€ ChbXpaHsABa HaA ;[06pe TIPOBETPUBO MACTO. I[a C€ OBPKU HaA XJIAAHO.

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

PA3JIEJI 8: Ko 0J1 HA eKCNO3UIUSITA/JIMYHY NPEeANAa3HU CPeCTBA

8.1.1 HanmoHaJHH rPAHUYHU CTOHHOCTH HA NMPOPeCHOHAIHA eKCIO3ULUS ¥ OHMOIOTHYHN IPAHMYHM CTOHHOCTH

Hsma nanwyHa 1onBIHUTENHA HHGOPMAIUST
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8.1.2. IlpenopbLYMTETHH NPOLEIYPH 32 HAGII0JeHHe

Hsima Hanmuna JOITBJIHUTEITHA I/[HqJOpMaI.IHH

8.1.3. O6pa3syBar ce 3aMbpPCHTEJIM HA Bb3/1yXa
Hsima Hanu4Ha JOIBIHUTENIHA HHPOPMALHS
8.1.4. DNEL u PNEC

Hsima Hanu4yHa ZONBIHUTEIIHA I/[H(bOpMaI.IHﬂ

8.1.5. Perymmpane upe3 o6xsatu (control banding)

Hsma HannyHa DombJIHUTENTHA HHPOPMALUS

8.2. KoHTpoa Ha eKCo3uIMsATA

8.2.1. Ioaxoasi TeXHUYECKH KOHTPOJI

Hoxxoas TeXHHYECKH KOHTPOJI:
/Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MSICTO.

8.2.2. JIM4HM npeana3Hu cpeIcTBa

CuMBoJI(M) 32 THYHH OPeANAa3HH CPeCcTBa:

8.2.2.1. 3amuTa HA OYHTE H JUIETO

3amMTa HA OYHTE:
Ipeana3uu ounna

8.2.2.2. [IpeanasBaHe HA KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce HOCH TTOIXOIAIIO TPEIa3HO 00IEKIO

3amuTa Ha pbLeTe:
3ammTHN pHKaBUIHA
8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHINA

3ammTa HA JUXATEJHUTE MHTHIIAL

B CJ'Iy‘IaI‘/'I Ha HEJOCTaThbYHA BEHTHWJIAUA 1a C€ HOCHU NOAXOIALI AUXATEJICH arapaTr

8.2.2.4. TepMHYHH ONIACHOCTH
Hsma HanuuHa DOMBJIHUTETHA MHBOPMALUs
8.2.3. KoHTpo/1 Ha eKCNO3UIMATA B OKOJIHATA cpejia

KOHTpOJI Ha €KCIIO3HIUATA B OKOJIHATA Cpeaa:
I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa.

3JAEJI 9: ®u3uyHu U1 XMUMHYHU CBOMCTBA

9.1. UudopManusi OTHOCHO OCHOBHHTE (PM3UYHM U XMMUYHH CBOHCTBA

ArperaTtHo ChCTOSHHE

IBsT

BbHieH By

Mupuc

I'pannua Ha Mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KHIIEHE/HHTEpBall Ha KHIICHE
3ananuMocT

I'paHuLM Ha €KCIUIO3UBHOCT
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT

TBBPIO BELIECTBO
350.

acra.

AKXpHIIHH.

He e nanuuHo
He e nanuuHo
He e npunoxumo
He e nanuuHo
Hesananum

He e npunoxumo
He e npunoxumo
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T'opHa rpaHuna Ha eKCINIO3UBHOCT : He e npunoxumo
Ilnamua Tremnepatypa : He e npunoxumo
Temneparypa Ha camo3anaiBaHe : He e npunoxumo
Temmnepatypa Ha pasnajaHe : He e Hanuuno
pH : He e mamuuno
pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHuCH : He e npunoxxumo
PastBOopumMocT : He e Hanuuno
Koedunuent na pasnpenencuue: n-okranon/soga (Log @ He e HanmuuHo
Kow)

Hansrane Ha napure : He e Hanuuno
Hansrane na napure npu 50°C : He e Hanuuno
IleTHOCT : He e Hanuuno
OTHOCHUTENIHA ITBTHOCT : He e npunoxumo
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTunyre : He e Hanuuno
Pasnpenenenue Ha yacTHIIUTE IO pa3Mep : He e Hanuuno
®dopma Ha YaCTULIUTE : He e Hanuuno
CBOTHOIIIEHHE HAa YaCTHUIUTE : He e Hanuuno
ChbeTOsIHHE 110 OTHOILIEHHE HA arperanusara Ha : He e Hanuuno
YJacTHIIUTE

ChecTOsIHHE 110 OTHOILIEHHE Ha arjioMepanusra Ha : He e Hanuuno
YaCTHIIUTE

CrienruyHa MOBBPXHOCT HA YaCTHI[UTE : He e Hanuuno
I'enepupane Ha 1mpax oT 4aCTULU : He e Hanuuno

9.2.1. UndopManusi BbB BPb3Ka ¢ KJacoBeTe Ha (U3n4YHA onacHOCT

Hsawma mamuaaa JOMBJIHUTCTHA I/IHq)OpMa.III/IS{

9.2.2. JIpyru XapaKTepHCTHKH 32 0€301aCHOCT

Hsima HanmuuHa JOMBIHUTETHA I/IH(l)OpMaIII/I}I

PA3JEJI 10: CTa0uJIHOCT U PeaKTHBHOCT

TIposyKThT € HepeaKTHBEH MPH HOPMAITHH YCIOBHS Ha yNoTpeda, ChbXpaHeHHE U TPAHCIIOPT.

CrabuiieH mpu HOPMAITHHU YCIIOBHS.

Hsma mo3naTa omacHa peakijust IpH HOPMaJIHH YCIIOBUS Ha yrotpeba.

Hsma ipu npenoppyanuTe yCIoBHs 3a ChXpaHEeHNe W padoTa (BUKTe pasien 7).

Hsima Hanu4Ha qONBIHUTENHA HHGOPMATIHS

IIpu HOpManHM ycI0BHS Ha ChXpaHEHHE U yNoTpeba, He TpsIOBa ja ce OTAENAT OIAaCHH IPOLYKTH Ha pa3jaraHe.

Octpa TOKCHYHOCT (OpanHa) : He ce knacudpummpa
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OcTpa TOKCHUYHOCT (IepMajHa)
OcTpa TOKCHYHOCT (BIHILIBAHE)

. He ce knacudunupa
. He ce knacudunupa

Ethoxylated Bis A Dimethacrylate (41637-38-1)

LD50 opanno rurex

> 2000 mg/kg Uzrounnk: ECHA

LD50 nepmanHo mbx

> 2000 mg/kg tenecHo terio (OECD 402: Octpa nepMaiiHa TOKCUYHOCT, 24 vaca, [1bx, Mbxku /
skeHckH, Yera-nipes, lepmanna, 15 {an)

Triethylene Glycol Dimethacrylate (109-16-0)

LD50 opanzo rurex

‘ 10837 mg/kg V3rounnx: NLM,THOMSON

KoposuBHOCT/Ipa3HeHe Ha KOXKaTa

. He ce knacudunupa

Ethoxylated Bis A Dimethacrylate (41637-38-1)

pH

4,7 (0,0002 %, 20 °C, OUCP 105: Pa3rBOpUMOCT BEB BOJa)

Triethylene Glycol Dimethacrylate (109-16-0)

pH

6,8-7,2

CepHOo3HO yBpEXK/IaHe Ha OYHTE/IPa3HEHE HA OUUTE

. He ce xinacugumupa

Ethoxylated Bis A Dimethacrylate (41637-38-1)

pH

4,7 (0,0002 %, 20 °C, OUCP 105: PaztBOopuMOCT BHB BO/IA)

Triethylene Glycol Dimethacrylate (109-16-0)

pH

6,8-7,2

CeHcnbuUIM3anys Ha JUXaTeIHUTE IBTUILA WK KOXKaTa
MyTareHHOCT Ha 3apOJUIIHUTE KICTKH
Kanueporennoct

TOKCHYHOCT 32 PENPOLYKIHATA

CTOO (cnenuduuHa TOKCHYHOCT 33 ONPEIEIICHN
OpraHM) - ¢[HOKPaTHA CKCITO3UIHS

: Moxe J1a IPUYMHH aneprudHa KOKHA PEaKiys.
. He ce xnacugummpa

. He ce knacuduimpa

He ce kinacudunmpa

. He ce xmacudummpa

BisGMA (1565-94-2)

CTOO (crennduuHa TOKCHIHOCT 32 OIPEACIICHH OPTaHH) -
€/IHOKpAaTHA eKCITO3HIHS

Mosxe Jla IpeAn3BUKaA IPa3HEHE HA NUXATCIITHUTE IMIbTULIA.

CTOO (cnenuduuHa TOKCHYHOCT 33 ONPEIEIICHN
OpraHM) - HOBTAPSIIIA CC CKCIIO3HIIUS

He ce xnacuduupa

Triethylene Glycol Dimethacrylate (109-16-0)

LOAEC (BnumiBane, IibsX, ra3, 90 qam)

350 ppm JKusotHo: mrex, Hacoka: Hacoka 413 na OVICP (Cy6xpoHnYHa HHXAIaTOpHA
TOKCHYHOCT: 90-THEBHO IIPOyYBaHe), 3a0€NICIKKH OTHOCHO PEe3yITaTUTE: APYTH:

NOAEL (opanHo, mreX, 90 xau)

1000 mg/kg TenecHo Terno XKusotHo: mIHX, Hacoka: Hacoka 422 na OUCP (KombuHHpano
M3CIeABaHe 32 TOKCHYHOCT IIPH MHOTOKPATHO IIPIJIaraHe ChC CKPHHHUHIOB TECT 33 PEIPOIYKTHBHA
TOKCHYHOCT/TOKCHYHOCT 32 Pa3BHTHETO)

NOAEC (BaumBane,mbx,ra3,90 axu)

100 ppm XXuBotHo: murbx, Hacoka: Hacoka 413 na OVICP (CyOxpoHHYHa HHXaNAIIMOHHA
TOKCHYHOCT: 90-1HEBHO U3cieBane), 3a0eIeKKH OTHOCHO Pe3yITaTUTe: APYTH:

OnacHOCT MpH BAUIIBaHE

. He ce knacuduuupa

Aelite LS Posterior

BI/ICKO3I/ITCT, KHHEMATHYCH

‘ He e nmpunoxumo

Ethoxylated Bis A Dimethacrylate (41637-38-1)

BI/ICK03I/ITCT, KHHEMATHYCH

‘ Hsima Hanu4YHM 1aHHY B IMTEpaTypara

11.2. Uadopmanus 3a APYrd ONACHOCTH

Hsima Hanmana JOITBJIHUTEITHA I/IHq)OpMaLII/[H
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PA3JIEJI 12: Exosiornyna nH(popmanus

12.1. Tokcu4aHOCT

Exonorus - 061110 : IIponyKThT HE ce cuMTa BPE/IEH 32 BOAHH OPraHU3MH M HE NIPUYUHABA JbJITOTPAHI
HeOnaronpuaTHU e(eKTH BbPXY OKOJIHATA Cpefa.

OnacHo 3a BOJHATa cpeja, KpaTkocpouHa (ocTpa) : He ce knacudpummpa

OnacHo 3a BOAHATa cpela, IbIAroCpoYHa (XpOHUYHA) : He ce knacudummpa

Ethoxylated Bis A Dimethacrylate (41637-38-1)

LC50 - Pubwm [1] > 100 mg/l U3rounnx: ECAH

EC50 72h - Bopopacnu [1] > 100 mg/l U3rounnx: ECAH

Triethylene Glycol Dimethacrylate (109-16-0)

LCS50 - Pubu [1] 16,4 mg/] 3nurBanu opranu3mu (Bugose): Danio rerio (Ilpexummuo ume: Brachydanio rerio)

EC50 72h - Bopopacnu [1] > 100 mg/1 M3nutBanu opranusmu (Bunose): Pseudokirchneriella subcapitata (ITpequmino umes:
Raphidocelis subcapitata, Selenastrum capricornutum)

EC50 72h - Bogopaciu [2] 72,8 mg/l U3nurBanu opranusmu (Bugose): Pseudokirchneriella subcapitata (Ilpeaunmno umes:
Raphidocelis subcapitata, Selenastrum capricornutum)

ErC50 Bomopaciu > 100 mg/l (exBuBanent wiu nogoben na merox C.3 na EC, 72 yaca, Pseudokirchneriella
subcapitata, craTH4Ha cucTeMa, MPsICHA BOJA, EKCIEPUMEHTAIHA CTOMHHOCT)

LOEC (xponun4Ha) 100 mg/l M3nurtBanu opranusmu (Bunose): Daphnia magna Bpemerpaene: 21 raiic'

NOEC (xponnuna) 32 mg/l M3nutBanu opranmsmu (Bunose): Daphnia magna Bpemerpaene: '21 raiic'

12.2. YcTOIYMBOCT M pa3rpajiuMoctT

Ethoxylated Bis A Dimethacrylate (41637-38-1)

YCcTOWYMBOCT M pa3rpaiiMocT He e necHo Guopa3srpaauM BbB BOJA.

Triethylene Glycol Dimethacrylate (109-16-0)

YCTONUMBOCT M pa3rpaguMocT ‘ JlecHo Gropa3srpaauMm BB BOJA.

BisGMA (1565-94-2)

VceroiunBocT u pasrpaiuMocT ‘ BPIOpaSFpaI[I/IMOCT BBB BOJIa: HAMAa HAJIMYHU JaHHU.

12.3. BuoakymyJiMpamia crnocooHoOCT

Ethoxylated Bis A Dimethacrylate (41637-38-1)

Koedunuenr Ha pasnpenenenue: n-okraHon/Boja (Log 5,62 (Ilpaktuuecku onut/Habmonenne, OUCP 117: Koeduuunent na pasnpeznenenue (n-
Pow) okta”oun/Boaa), HPLC meton)
BuoakyMynupaiia ciocoGHOCT Bucok norennuan 3a 6noakymynanus (Log Kow > 5).

Triethylene Glycol Dimethacrylate (109-16-0)

Koedunuenr Ha pasnpenenenue: n-okraHon/Boja (Log 2,3 (Ilpaktruecku onut/Habmopaenne, EC Merox A.8: Koebuiment Ha pasnpeaencHue)
Pow)
BuoakyMynupaiia ciocoGHOCT Hucwk norennman 3a 6uoaxymynauus (Log Kow < 4).

BisGMA (1565-94-2)

Koedunuenr Ha pasnpenenenue: n-okraHon/soja (Log 4,94 (mporuo3Ha CTOHHOCT)
Pow)
broakymynupaiia crocoGHOCT Hsima HanmuHu faHHHM 32 OHOAKYMYyJIaIHs.
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Aelite LS Posterior

HH(bOpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B chorBercTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita Ha Pernament (EC) 2020/878

Ethoxylated Bis A Dimethacrylate (41637-38-1)

T10BBPXHOCTHO HANPEKEHHE HAmMa HanuyHu AaHHW B NuTepaTtypaTta

Koedurent na HopManm3upana ajgcopouus Ha opranuder | 2,56 - 3,88 (log Koc, nsuncnena croitHoct)
seriepon (Log Koc)

Ekonorus - mousa Hucbk moTenmnman 3a MOOMIIHOCT B TOYBATa.

Triethylene Glycol Dimethacrylate (109-16-0)

Koedurent na HopMmanmupana ajgcopouus Ha oprannder | 1,89 (log Koc, m3uncnena croitnocr)
soriepon (Log Koc)

Ekonorus - mousa Cuiao IIOABM)KHA B ITOYBATa.

Hsima Hanu4Ha qONBIHUTENHA UHOOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

PA3JIEJI 13: OGe3Bpeskaane HA OTHAABIUTE

Meroau 3a TPETUPAHE HA OTIIAABLHN : I/I3XB'pr'ICT€ C’LZ['bp)KaHI/ICTO/ KOHTCﬁHCpa B CbOTBETCTBUE C HHCTPYKIMUTE 38 COPTUPAHE HA

JIMIEH3UpaHaTa cny)KGa 3a U3XBBPJIAHC HA OTIIAABIIH.

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCTIOPTUPAHETO

B crotBetctBrie ¢ ADR / IMDG / IATA / ADN / RID

Howmep no cimeska Ha OOH (ADR) : He e npunoxumo
Howmep no ciueska sa OOH (IMDG) : He e npunoxumo
OOH-No. (IATA) : He e npunoxumo
Howmep no ciucska sHa OOH (ADN) : He e npunoxumo
Howmep no cimeska mHa OOH (RID) : He e npunoxumo

Touno npeBo3HO HanMeHOBaHKE (ADR) : He e npunoxumo
Touno npeBo3Ho HanMmeHoBaHue (IMDG) : He e npunoxumo
Touno npeBo3Ho HanmeHoBaHue (IATA) : He e npunoxumo
Touno npeBo3Ho HanMeHoBaHKE (ADN) : He e npunoxumo
Touno npeBo3HO HanMmeHoBaHue (RID) : He e npunoxumo

\
7~

Kiac(oBe) Ha onacHocT npu Tpancrnoptipase (ADR) . He e npunoxumo
IMDG
Kinac(ose) Ha omacHocT npu Tpancnoptupane (IMDG) : He e npunoxumo

9.1.2023 r. ([lara Ha peJaKysATa) BG (6barapckn) 8/10



Aelite LS Posterior

HH(bOpMaHI/IOHeH JIUCT 3a 6630HaCHOCT
B chorBercTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita Ha Pernament (EC) 2020/878

TATA

Kiac(oBe) Ha onacHoct npu Tpancnoptupase (IATA) . He e npuinoxumo
ADN

Knac(ose) Ha onacxoct npu Tpancnoptupane (ADN) : He e npunoxumo
RID

Kinac(ose) na omacuoct npu Tpancnoptupasne (RID) : He e npunoxumo

OmnakoBbuHa rpyna (ADR) : He e npunoxumo
OnakopbyHa rpyna (IMDG) : He e npunoxumo
OmnaxoBbuHa rpyna (IATA) : He e npunoxumo
OnakosbyHa rpyna (ADN) : He e npunoxumo
OmnaxoBpuHa rpyna (RID) : He e npunoxumo

OnacHo 3a OKOJIHaTa cpeja : He
Mopcku 3ambpcuTen : He
Jpyra nadopmarys : Hsima ponenHuTeNHA HATMYHA HHPOPMALHS

CyxonbTeH TPAHCIOPT
Hsma HalMYHKA JaHHA

Tpancnopt no mope
Hsma Hanuyuu maHau

Bu3aymen Tpancnopr
Hsma nanuunn nanan

TpchnopT 10 BbTPCUIHUTE BOAHHU IbTHILA
Hsima HanmuuHM JaHHU

Keae3ombTeH TpaHcnopT
Hsama manuyuu naHau

He e npunoxumo

PA3IEJI 15: Uudopmanusa 0THOCHO HOPMATHBHATA ypeada

15.1.1. Pernamentu Ha EC

REACH, Ipuinoxenue XVII (YciioBusi 32 orpaHu4YaBane)

He cpabpika BemmectBo(a), Bkmoueno(u) B [Ipunoxenne XVII na REACH (YcnoBus 3a orpannyaBate)

REACH, IIpuinoxenue XIV (Cimcbk Ha BeliecTBaTa 3a pa3peniapaHe)

He cpabpika BemectBo(a), BkmoueHo(u) B [Ipunoskenune X1V na REACH (Crucbk Ha BelecTBaTa 3a pa3pellaBaHe)
REACH, Cnucsk ¢ kanguaar-pemectsa (SVHC)

He cpabpika BemectBo(a), Bkmoueno(u) B cucbka Ha REACH ¢ kananmar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIJIacHe)

He cpabpika BemectBo(a), BkiaroueHo(u) B PIC ciucbka (Pernmament EC 649/2012 oTHOCHO M3HOCA M BHOCA HA OTIACHU XHUMHUKAIIH)
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WudopmanroHeH JIucT 3a 6€30MacHOCT
B chotBercTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita Ha Pernament (EC) 2020/878

Peraament otHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

He cpappixka BemecTBo(a), BitodeHo(n) B ciucbka ¢ YO3 (Pernmament EC 2019/1021 0THOCHO ycTOHYNBHTE OPraHUYHH 3aMBPCHTEINN)

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cioii (EC 1005/2009)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C BEMIECTBA, KOUTO HapymaBaT 030HOBUA cioi (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO
HapylIaBaT 030HOBUS CJIOH)

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTsa (Permament EC 2019/1148 3a npennaranero Ha nasapa u ynorpebara Ha
HIPEKYPCOPHU Ha B3PUBHH BEIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [lpexypcopu Ha HapkoTuunuTe Bemectsa (Pernmament EO 273/2004 0THOCHO HPOM3BOJACTBOTO H ITyCKAHETO
Ha rasapa Ha OIpE/IeICHH BEIECTBA, U3M0JI3BAHU 32 HE3aKOHHO IIPOM3BOICTBO HA HAPKOTUYHH HIIM IICUXOTPOITHHU BEIIECTBA)

15.1.2. HanmoHna/inu pasnopendou

Hsima Hanmana JOIIBJIHUTECITHA I/IH(i)OpMaI_IHH

15.2. OneHka Ha 0€30IAaCHOCT HA XHMHUYHOTO BEIIECTBO MJIM CMeC

Hee U3BBPIICHA OLEHKAa Ha XUMHUYIECKaTa 6e3omacHoCT

JIEJI 16: /Ipyra nngopmanus

HNuankanus 3a NMPOMEHHU

Paznen IIpomeHeH eleMeHT Ipomsina Komenrapu
3amMeHs BepcusTa oT JlobaBeHo
Jlata Ha pepakuusara Jlo6aBeno

3 CncraB/uH(pOpMAIHS 32 CHCTaBKUTE TIpomeneHO

[I'baen Texker Ha H- 1 EUH-npenynpeskienusiTa 3a onacHocT:

Bonna xponnuHa 4 OmnacHo 3a BOJIHATa cpejia - XpOHUYHA OIAaCHOCT, KaTeropus 4
Jlpa3zHeHe Ha ounTe 2 CepHo3HO yBpexaaHe/apa3HeHe Ha ounte, Kareropus 2

H315 IIpenn3BukBa apa3HEHe Ha KOXKaTa.

H317 Moxxe 1a IPUUUHY aJepruyHa KOXKHA PeaKIys.

H319 IIpenu3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

H335 Moske na npeu3BUKa Ipa3HEHEe Ha IUXATCIHUTE IbTUINA.

H413 Moske 1a MPUYUHH IBITOTPACH BpeieH eeKT 3a BOAHUTE OpPraHU3MHU.
Jlpa3zHeHe Ha koxara 2 Koposusi/npasnene Ha koxara, Kareropus 2

UYyBcTBUTENHOCT Ha Kokata | KoxkHa cencubmnsanms, Kareropus 1
1

UYyBcTBUTETHOCT Ha Koxkata | KoskHa cencuOmmmsanus, Kareropus 1B
1B

STOT SE 3 Creru$uaHa TOKCHYHOCT 32 OIpeieIeHH OPTaHy - eIHOKpaTHA eKcro3unus, Kareropus 3, apa3HeHe Ha JUXATETHUTE ITHTHINA

Hndopmannonen et 3a 6ezonacuoct (UJIB), EC

Tasu HHq)OpMaLH/Iﬂ C€ OCHOBABa Ha HAIIUTE TEKYIIHU IMO3HAHUA U € TIpE€JHa3Ha4Y€Ha Ja Jai€ ONMMCAaHUE Ha IPOAYKTa CaMO 3a LHEJIUTE Ha 3/IpaBEOIa3BaHETO,
06e30MacHOCTTa M OKOJTHATA cpena. HOpﬂ,ZlI/I TOBa, T HE Tpﬂ6Ba Jla C€ ThJIIKYBa KaToO rapaHius 3a CBOMCTBaTa Ha MIpOaAyKTa.
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