W TheraCal PT Base
Nudopmanronen aucT 3a 6€30macHOCT
B ISCO B cpotBeTCTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ nsmenenusra Ha Permament (EC) 2020/878

Jata Ha pepakuusta: 23.1.2025 r.  3amens Bepcusrta ot: 18.1.2023 r.  Bepcwus: 3.0

PA3IEJI 1: UnenTudukanus HA BeLIECTBOTO/CMECTA U HA IPY:KeCTBOTO/MPeINPUSITHETO

1.1. UnenTndukaTop Ha NPOIyKTa

dopma Ha IPOyKTa : Cmec
HanmeHoBaHMe Ha IPOYKTa : TheraCal PT Base

1.2. UpenTuduuupann BuioBe ynorpeda Ha BeIeCTBOTO WJIH CMECTa, KOMTO A OT 3HAYEeHHE, H BHI0BE YIOTpeda, KOUTO He ce
npenopbrYBaT

Naentudunupanu ynorpedu

Yrnorpeba Ha BemecTBOTO/CMECTa : Camo 3a Rx

1.3. IlogpoOHu JaHHM 32 JOCTABYMKA HA MH)OPMALMOHHHUS JHCT 32 0€301aCHOCT

Mpoussoauren IpeacraBurena Ha EO
BISCO, Inc. BISICO France

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

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

sales@bisco.com - www.bisco.com

1.4. TesiepoHeH HOMED NPH CHELIHH CIIy4aH

Tenedonen HOMep IPH CIEIIHH CITydan : CHEMTREC - 24-uacoB IeHTbD 3a CIeIIHH KoMyHHKanuu Ha Hazmat
CAIIL: 1-800-424-9300 M3epH CAILL: 1-703-527-3887, Cpbupaiite npuetH 00ax1aHu

PA3EJI 2: Onucanue HA ONACHOCTHUTE

2.1. Knacudunupasne Ha BelecTBOTO WJIH CMeCTa

Kaacupuxauus B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

CepHo3HO yBpexaane/apasHene Ha ounte, Kareropust 2 H319
Koxna cencubunmzanms, Kareropus 1 H317
Crerriyna TOKCHYHOCT 32 ONpe/IelIeHH OPTaHy - AHOKpaTHa H335

excrosuuus, Kareropus 3, npasHeHe Ha JUXaTelTHATE TBTHINA
3a meanus Teker Ha H- u EUH-npenynpesxnenusita 3a onacHOCT: BX. paznen 16

Hebnaronpusitau pusnkoxumMuyHu eexTH U HeGIaronpusTHU edeKTH 3a 31PaBeTo HAa YOBEKA U OKOJIHATA cpeja
HﬂMa HaJINYHA OOITBJIHUTCIIHA PIH(iJOpMaLIH}I
2.2. EnemMeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : BHumanue
Coabpxa : BisGMA; SG-Mix Cement
Mpenynpexnenus 3a onacHoct (CLP) : H317 - Mose ja IpUYHHY aIepruvHa KOJKHA PeaKIusl.

H319 - [Ipenu3BrKBa CEpHO3HO Apa3HEHE HAa OUUTE.
H335 - Moxe 1a npeau3BHKa Apa3HeHe HA JUXATEITHUTE MIbTHINA.
Ipenopsku 3a 6e3omacHoct (CLP) : P261 - N306srBaiiTe BAMIIBAHE HA MTpaxX, MyNIEK, U3MAPEHUSL.
P264 - Jla ce n3mue pbLETE CTapaTesHO ciIel yrnoTpeda.
P272 - la He ce u3HACS 3aMBPCEHO PaOOTHO 0OJIEKIO U3BBH PaOOTHOTO IOMEIICHHE.
P280 - M3nomn3BaiiTe NpeAna3HH PHKABHIIH, IPEANA3HO 00IEKIIO, IPEANa3HI OYMIIa.
P302+P352 - TIPU KOHTAKT C KOXATA: 3muiiTe 0OOMIHO C BOJA U CaIlyH.
P304+P340 - TIPU BAWIIBAHE: M3Benere aueTo Ha YUCT BB3AyX U IO OCTABETE B MO3UIIMS,
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Nudopmanronen auct 3a 6€30macHOCT
B chorBetcTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita va Pernament (EC) 2020/878

yJlecHsIBaIla AUIIaHeTO.

P305+P351+P338 - [TPX1 KOHTAKT C OUUTE: npoMuBaiiTe BHUMATEIHO C BOJA B IIPOIBIDKCHUE
Ha HAKOJKO MUHYTH. CBaeTe KOHTaKTHHTE JICIIH, aKO UMa TaKHUBa H JOKOJIKOTO TOBA € Bb3MOXKHO.
IpoxsikeTe ¢ U3IIAKBAHETO.

P312 - I1pu Hepasznonoxenue ce obanere B IEHTHP [10 TOKCUKOJIOT' U, Ha nekap.

P321 - Cnenmanu3upaHo jedeHne (BXK. JOIbIHUTEIHA HHCTPYKIHUS 32 TbPBa IIOMOII HA TO3U
©THKET).

P333+P313 - I[Ipu nosiBa Ha KOJKHO Apa3HEHe WIN 00pUB Ha KoxaTa: [loTbpceTe MeUITMHCKU
CHBET/TIOMOII.

P337+P313 - [Ipu npoab/DKUTENHO Apa3HeHe Ha ounTe: [loThpceTe MeTUIIMHCKN CHBET/IIOMOLIL.
P362+P364 - CBaneTe 3aMbpCEHOTO 0OJIEKIIO M TO H3IepeTe MpeI IOBTOPHA yIoTpeba.
P403+P233 - [la ce chxpaHsBa Ha oOpe MPOBETPHBO MACTO. CBHIBT J1a Ce ChbXpaHsBa ITETHO
3aTBOPEH.

P501 - CpapprkaHUeTo U ChABT Jia Ce H3XBBPIIN B IIYHKT 3a ChOMpaHe Ha OIIACHU WIIH CIICI{HAIHH
OTHAIbIH, B CHOTBETCTBUE C MECTHHTE, PETMOHAIHY, HAIIMOHAIHH H/YMIIH MEKyHAPOJHU
pasnopenou, THIieH3upaHa GpupMa 3a TpeTUpaHe WK 3a ChOMpaHe Ha ONIACHU OTHANBIH HIIH
pa3peleH HeHTHP 3a chOMpaHe Ha ONACHU OTIAABLY, C H3KIIOUCHUE Ha IIPa3HU YUCTH ChJIOBE,
KOHTO MOTar Ja ObJaT yHHIIOKEHH KaTO HEONIaCHH OTHAIbIN.

2.3. /Ipyru onacHoCcTH

He cpappxa PBT w/unu vPvB Bemiectsa > 0,1%, ouenenu B cbotBeTcTBHEe ¢ REACH, IpHnoxenne XIIT

KomnoneHT

BemrectBo(a), HeoTroBapsimo(u) Ha kputepunte 3a PBT na Perimamentr REACH, B crotBetctBue ¢ [Ipunoxenne XIII Silicon Dioxide (7631-86-9)

BemectBo(a), HeoTroBapsimo(u) Ha kputepunte 3a VPvB Ha Permament REACH, B crotBetcTBHE ¢ [Ipnnoxenue XIII | Silicon Dioxide (7631-86-9)

CMmecTa He ChIbpiKa BelecTBO(a), BKIIIOYEHO(1) B CITUCHKA, M3TOTBEH B choTBeTCTBHE ¢ wieH 59(1) or REACH, 3a nputexaBaHe Ha CBOMCTBa, HApYyILABAIIN
(YHKIMHTE Ha CHIOKPUHHATA CHCTEMA WITH € YCTAaHOBCHO, Y€ BEIIECTBOTO(TA) HE € HACHTU(UIIMPAHO KAaTO IPUTEKABAIIO CBONCTBA, HApYIIaBaIlH (yHKIMUTE HA
SHIOKPHHHATA CHCTEMa B CHOTBETCTBHE C KpUTepuuTe, onpezenenu B [lenerupan Permament (EC) 2017/2100 na Komucusra wiu B Pernament (EC) 2018/605 wa
Komucusra B KOHIIEHTpaIys, paBHa Ha Wiy no-rojsiMa ot 0,1 %

KomnoneHT

BermecTBo(a), KOETO HE € BKITIOUEHO B CIIUCHKA, H3rOTBEH B choTBeTCTBHE ¢ WwieH 59(1) or REACH 3a mputexasane Ha | SG-Mix Cement (N/A)
CBOWCTBa, HapyIIaBalM QyHKIMHTE Ha CHIOKPUHHATA CHCTEMA, UM HE € NICHTU(HIMPAHO KaTo IPUTEKABAII0
CBOWCTBa, HapyIIaBalM QyHKIMHTE HA CHIOKPUHHATA CHCTEMa B ChOTBETCTBHE C KPHTEPUUTE, ONPE/ICICHH B
JHenerupan pernament (EC) 2017/2100 na Komucusita unu Pernament (EC) 2018/605 na Komucusita

PA3EJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.2. Cmecn
HaumeHoBaHue Uaentudguxarop Ha % Knacupukanus B CbOTBETCTBHE €
NPOAYKTa Permament (EO) Ne 1272/2008 [CLP]
SG-Mix Cement CAS Ne: N/A 50-75 Eye Irrit. 2, H319
STOT SE 3, H335
BisGMA CAS Ne: 1565-94-2 5-10 Skin Irrit. 2, H315
EO Ne: 216-367-7 Eye Irrit. 2, H319
Skin Sens. 1, H317
STOT SE 3, H335
Silicon Dioxide CAS Ne: 7631-86-9 5-10 He ce xnacudumupa
EO Ne: 231-545-4
Barium Zirconate CAS Ne: 12009-21-1 1-5 Acute Tox. 4 (opanna), H302
EO Ne: 234-546-8 Acute Tox. 4 (uuxanauuonHa), H332
EO unnexc Ne: 056-002-00-7

3a meanus Teker Ha H- u EUH-npenynpesxneHusTa 3a onacHoOCT: BX. pa3zen 16
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KomnonenTtu - Hanogopma

HaumeHnoBaHue Ha (Hadop oT) HaHOdoOpMa(1) Silicon Dioxide

PasnpezeneHne Ha OTHOCHTEIHIS OPOi Ha YaCTHULMTE C OMpeAeieH pasmep | S - 50 nm

®dopma Ha yacTuuTe Kpucranuu

CriennuyHa MOBBPXHOCT 175 -225 m2/g

31EJI 4: Mepku 3a mbpBa MOMOIY

4.1. Onucanne HA MePKHTE 32 MHPBA MOMOI]

[TepBa oMol - 001K MEPKH . Hukora He qaBaiiTe HHILO Hpe3 ycTaTa Ha YOBEK B Ge3ch3HaHHe. AKO Ce [OYyBCTBATE 3J1€, HOThPCETe
MEINIHHCKA IIOMOLII.

[TepBa MOMOLI [IPH BAUIIBAHE : U3Benere nMMUeTo Ha YHCT BB3/AyX M IO OCTABETE B MO3MLIKMS, yJICCHSBAILA JAUIIAHETO.

ITbpBa MOMOLI [IPH KOHTAKT C KOXKaTta : U3muiite koxata ¢ MHOTO Boza. IIpy rmosiBa Ha KOXHO Jpa3HEeHe Wik 0OpHB Ha Koxarta: [loTbpcere

MEINIUHCKH chBeT/moMor. CBanere 3aMbpceHOTO 06eksto. M3nepere 3aMbpceHOTO 00JIEKIIO TIpeTH
MIOBTOpHA yIoTpeoa.

IIbpBa OMOILL IPY KOHTAKT C O4UTE : IlpommuBaiiTe BHUMATEIHO C BOJA B IPOIBIDKEHHE Ha HAKOJIKO MUHYTH. CBajieTe KOHTaKTHHUTE JICIIH,
aKO MMa TaKuBa U JJOKOJKOTO TOBa € Bb3MOXHO. [IpoabinkeTe ¢ u3miaksaHeTo. [Ipu npoabIKUTENHO
npasHeHe Ha ouute: [ToThpcere MeUIIMHCKU CHBET/TIOMOII.

IIbpBa noMo1L U MOTTbIIAHE : M3mnakuere ycrara. HE npexusBukBaiite nospsiuane. IIpn Hepasnonoxenue ce o6aaere B IEHTHP
10 TOKCHKOJIOTHSI MJIU Ha JIeKap.

4.2. Hajli-cbiecTBeHU OCTPH U HACTBIBALIH 1€l M3BECTEH NEPUO/ 0T BpeMe CUMIITOMM U e()eKTH

Cumnromu/epeKTd ciiel KOHTAKT C KOXKaTa : Moske a IPUYMHY AJIEPruvHa KOKHA PEaKLusl.
Cumnromu/e(peKTu cie] KOHTAKT C OYUTE . JlpazHeHe Ha ouuTe.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBHY HEOTIO0KHN MeIUIHHCKH TPUKHA U CICLIUATTHO JIeYEHU e

):[a C€ JICKyBa CUMIITOMAaTHUYHO.

PA3JIEJI 5: [IpoTuBONOXKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha moxap

TNoaxoasum noskaporacuTeHA CpeicTBa : Bogen cnpeii. Cyx npax. [TsnHa.

5.2. Oco0eHn ONACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OnacHu NPOAYKTH Ha pa3NajiaHe B CIydyaid Ha Ioxap : BB3MOXKHO € OTJIeNSIHETO HAa TOKCHYHU M3MIApEHUsI.
5.3. CbBeTH 32 MOKapHHKAPHTE

3amuTa TIpy rac€HE Ha IoXKap : I[a HE C€ nmpeAnpueMa Hameca oe3 NOAXOJAIIO 3alIUTHO 060py/:[BaHe. ABTOHOMEH U H30JaHupall]
arapar 3a 1uxaTejiHa 3aluTa. IIpyna 3ammTa Ha TSIIOTO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1. JIn4HM npeana3sHu MEPKH, MPeINa3Hu CPeICTBA U MPOLeIyPH MPH CHEIIHH CJIy4an

3a nmepconaJi, KOHTO He 0TroBaps 3a CIelIHN CIy4Yan

ABapuiiHu njaaHoBe : Jla ce mpoBeTpH 30HATA Ha pa3nuBaHe/pascumnBane. Jla ce n30sArBa KOHTAKT C KOXKaTa 1 OYUTE.
H36srBaiiTe BOAUIIBAHE HA IIpaxX, MyIIeK, U3MapeHNUs.

3a JIMIATA, OTTOBOPHH 32 CHECIIHHU CIyYau

3anuTHE cpeacTBa : Jla He ce npeanpuema Hameca 6e3 MOAXOAALIO 3aIUTHO 0bopyIBaHe. 3a noBeue HHPoOpMALH,
BrOKTe pazzen 8: "KoHTpon Ha ekcro3uuusaTa/ TMYHU Npena3Hu cpeacTna’.

6.2. Hpeunaalm MEPKH 32 OlIa3BaHE HA OKOJIHATA Cpeaa

I[a ce u3bsrea H3IIyCKaHE B OKOJIHATa cpeaa.
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Nudopmanronen auct 3a 6€30macHOCT
B chorBetcTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita va Pernament (EC) 2020/878

6.3. MeToan 1 MaTepuaJIM 32 OTPAHUYABAHE H MOYHCTBAHE

Mertoau 3a IOYUCTBAHE : Cpbepere IpoIyKTa 10 MEXaHHIEH HAYMH.
Jpyra nadopmarys : MarepuanuTe WM TBEPAUTE OCTATHIMU Ja CE U3XBBPIAT Ha Pa3pelIeHo 3a IeNITa MACTO.

6.4. Ilo3oBaBane HA APYTH pa3aean

3a noeue nHpopmarms, BUxTe paszaen 13.

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. lIpeana3an Mepku 3a 6e30macHa padora

Ipennasan mMepku 3a 6e3omacHa padboTa : Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MACTO. Jla ce M30sTBa KOHTAKT C KOXKAaTa M OYHTE.
Hocete nuunu npeanaszxu cpencrsa. M30sreaiite BauiBaHe Ha Npax, MyIIEK, H3MapEHUsL.

XUTrueHHH MEpPKH . Jla He ce sze, nue WK MyIIU [IpY ynoTrpeda Ha npoayKTa. Bunaru usMuBaiTe pbleTe CH cle]
pabora ¢ npozykTa. [la He ce H3HACS 3aMbPCEHO PAOOTHO 0OJIEKIIO U3BBH PAOOTHOTO TIOMEIICHHUE.
W3nepete 3aMbpCeHOTO 00JIEKIIO Ipe/IH IIOBTOPHA yIoTpeoa.

7.2. YcaoBusi 3a 6e30macHO CbXpaHsiBaHe, BKJIIOYUTEJIHO HECbBMECTUMOCTH

YcnoBust 3a chXpaHsBaHe . Jla ce cpxpaHsiBa Ha 100pe mpoBeTpuBO MsicTo. Jla ce appku Ha XnaaHo. JIphKTe onakoBKaTa
3aTBOPEHA, KOTaTo HE s U3I0JI3BaTe.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeoda(u)

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.1. [TapameTpu Ha KOHTPOJI

Hsma HanmyHa JOmbIHUTENHA UHGOPMAIIUS

8.2. KoHTpoJ Ha eKCIO3HIUATA

Tloaxoasii MHKeHEePeH KOHTPOJI

Hoaxoasiy MHKEHEPEH KOHTPOJI:
Jla ce ocurypu 106po MpoBETpsiBaHe Ha pabOTHOTO MSICTO.

JIM4HM npeanasHu cpeacTBa

JIu4yHHA Npeana3sHu CpeacTBa:
218. ce u30srBa BCIKaKBa W3JIMIITHA CKCITO3HIINA.
CuMBoJI(M) 32 THYHH MPeANAa3HH CPecTBa:

3ammTa HA OYMTE H JIUIETO
3ammTa HA ouMTE:
IIpeanasuu ounna

3amuTa HA KOKATa

3amuTa HAa KOXKATA H TSJIOTO:
Jla ce HOCH TOJXO/IAIIO MPeIa3Ho 00IEKI0

3ammTa Ha pbuere:
3amuTH PBKaBULA
3ammTa HA AUXaTeTHUTE MbTHIIA

3amuTa HA JUXATCJTHHUTE IIbTHILA:
B cnyqaﬁ Ha HEAOCTaThbYHA BCHTWIAIUA Ja CC HOCH MOAXOAIT AUXATCIICH arapaT
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I/IH(l)OpMaHI/IOHeH JINCT 3a 0€301acHOCT
B chorBetcTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita va Pernament (EC) 2020/878

KOHTpOJ’l HA eKCMO3UIUATA HA OKOJIHATA Cpeaa

KoHTpo.1 Ha ekcHO3MIUATA HA OKOJIHATA cpeja:

Jla ce u365rBa M3ITyCKaHe B OKOJIHATA CpPEIa.

Jpyra uagopmauus:

Jla He ce KOHCYMHUPAT XpaHU U HAIIMTKH U Jia He Ce ITyIIHN [0 BpeMe Ha ynorpeoa.

PA3JIEJI 9: ®u3uyHu U XUMHUYHHU CBOMCTBA

ArperaTtHo CbCTOSHUE

st

BroHIeH Buj

Mupuc

I'pannnara Ha Mupuca

Touka Ha TOTIEHE

Touka Ha 3aMpb3BaHe

Touka Ha KUTIEHE

3anaauMoct

JlonHa rpaHuia Ha eKCIUIO3UBHOCT
T'opHa rpan¥ua Ha eKCILIO3UBHOCT
Ilnamua Temmeparypa
Temmeparypa Ha camo3amaiBaHe
Temmeparypa Ha pa3narase

TBBpIO BELIECTBO
3566 / XKbiT.
Teuama macra.
AKpWIHH.

He e nanuyno
He e nanuyno
He e npunoxumo
He e nanuyno
Heszananum

He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e nanuyno

pH : He e HanmuyHo
pH pastBop : He e Hamuyno
Buckosuter, KHHEMATHICH . He e npmioxumo
PasztBopumoct : He e nanmunyno
Koedumuent Ha pasnpeznenenue: n-oktanon/soga (Log @ He e namimyano
Kow)

Hansrane Ha napure : He e nanmnyno
Hanstrane na nmapure npu 50°C : He e namuuno
ITeTHOCT . He e nanmumyno
OTHOCHUTENHA IUTBTHOCT : He e npunoxumo
OTHOCHTeNHA ITBTHOCT Ha Hapute mpu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e nanmumyno

Buxkre pasaen 3 3a moBeue I/IH(l)OpMa].II/Iﬂ OTHOCHO HaHO CBOWCTBATA.

Hsma HanmuvHa JOMBIHUTETHA HHOOPMAIIUS

PA3IEJI 10: CTa0M/IHOCT U PEAKTUBHOCT

TIposyKThT € HepeakTUBEH MPH HOPMAITHH YCIIOBHS Ha YoTpeda, CbXpaHEHHE M TPAHCIIOPT.

CrabuiieH Ipu HOPMAJHH YCIIOBHSL.

Hsima mo3HaTa onacHa peakiys Ipu HOPMaJIHH YCJIOBHS Ha yroTpeoba.

Hsima npu npenopbyaHuTe yCIOBUS 32 ChXpaHEHHE U paboTa (BKTE pa3nen 7).

Hsima HanmyHa TOMbIHUTENHA HHQOpMATHS
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10.6. OmacHu NMPOAYKTH HA pa3nmajgaHe

ITpu HOpMaITHH yCIIOBUS Ha ChXpaHEHHE U yoTpeba He ce 00pa3yBaT OacHH pas3laJHU IPOIyKTH.

PA3IEJI 11: Toxkcuxojioruuia nHgopmanus

11.1. Uadopmanus 3a KJIacoBeTe HA OMACHOCT, onpeneieHu B Permamvent (EO) Ne 1272/2008

Ocrtpa ToKcHYHOCT (OpaiHa)
OcTpa TOKCUYHOCT (JepMaiHa)
OcTpa TOKCHYHOCT (BJHILIBAHE)

He ce knacudummpa
He ce knacudummpa
He ce knacudummpa

Silicon Dioxide (7631-86-9)

LD50 opanHo mrex

3160 mg/kg U3rounuk: TOMES; HAZARDTEXT

LD50 nepmaiHo 3aek

> 5000 mg/kg Nzrounnk: ECHA

LC50 BaumBase - [Trbx

> 5,01 mg/l (OMCP 436: OcTpa HHXaNaIMOHHA TOKCHYHOCT - METOJI C OCTHpP TOKCHYEH Ki1ac, 4
Yaca, IIbX, MBXKH / JKEHCKH, EKCIIEpUMEHTAIIHA CTOMHOCT, HHXaTauus (aepo3o), 15 1Hu)

LC50 Baumsane - [rbx (ITpax/mbriia)

5,01 mg/l U3tounuk: ECHA

Barium Zirconate (12009-21-1)

LD50 opanHO mTeX

1980 mg/kg tenecuo Terno JXKuoTHo: bX, JKuBoTHHCKY NOT: MBXKH, Hacoka: EPA OPP 81-1

(Octpa opaiHa TOKCHYHOCT)

KoposuBHOCT/Apa3HeHe Ha KoxKaTa

He ce xnacudunupa

Silicon Dioxide (7631-86-9)

pH

‘3,5 -44

CepHo3HO yBpeXkaHe Ha OUHTe/Ipa3HeHe Ha OUHTEe

Hpe}:[I/ISBHKBa CEPHUO3HO Apa3HECHE HA OUUTE.

Silicon Dioxide (7631-86-9)

pH

‘3,5 -44

CeHcHOMIM3aIMs Ha AUXaTeITHUTE ITBTHINA MIIH KoXKaTa
MyTareHHOCT Ha 3apOJUIIHUTE KJICTKH

KanueporenHoct

Moske 1a NPUYHHM alepruyHa KOXKHA PeaKIus.
He ce xmacudunupa

He ce xmacudunupa

Silicon Dioxide (7631-86-9)

IARC rpyna

3 - He mopmesn Ha kmacudukanms

TOKCHUYHOCT 3a PENPOAYKIHATA
CTOO (crerubpudHa TOKCHYHOCT 32 ONPEICICHN
OpraHy) - €AHOKPAaTHA eKCIIO3UIINSL

He ce xmacudunupa

Mooxe 1a mpeaAn3BUKa Apa3HEHEe Ha AUXATEIHUTE MIbTUILA.

BisGMA (1565-94-2)

CTOO (cnenu¢udHa TOKCHYHOCT 33 OIPEIEICHH OPraHH) - €AHOKPATHA eKCIIO3UIUS ‘ Mosxe 1a mpean3BUKa Apa3sHEHE Ha AUXATEIHUTE IbTUILA.

SG-Mix Cement (N/A)

CTOO (CHCI.II/I(bI/I‘-IHa TOKCHUYHOCT 3a OIIPEACIICHU OpFaHI/I) - €IHOKpaTHa €KCIIO3ULIUA ‘ Mosxe na TNIpen3BUKa JPpa3HEHE Ha NUXATCIHUTE IIbTHUIA.

CTOO (cnenu¢pudna TOKCHYHOCT 32 OIPEIeIeHU
OpraHH) - MOBTAPSIIIA CE eKCTIO3UIHS

OmnacHOCT NP BAUIIIBAaHE

He ce xnacudunupa

He ce xnacudunupa

TheraCal PT Base

BHCK03I/ITCT, KHHEMATUYICH

‘ He e npunoxumo

Silicon Dioxide (7631-86-9)

BHCK03I/ITCT, KHHEMaTH4YCH

‘ He e npuiioxxumo (TBBPIO)
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TheraCal PT Base

Nudopmanronen auct 3a 6€30macHOCT

B chorBetcTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita va Pernament (EC) 2020/878

11.2. Undopmanus 3a APYrH ONACHOCTH

Hsima manmmana JIOITBJIHUTCIITHA PIH(l]OpMaI_II/I}I

PA3JIEJI 12: Exosiornyna nHpopmanus

12.1. ToxkcuuHoCT

Exostorust - 001110

OnacHo 3a BoJHATa cpejia, KpaTKocpodHa (0cTpa)
OmacHo 3a BogHATa cpefia, JITOCPOUHA (XPOHHYHA)

: HpOI[yKTT)T HE C€ CUMTa BPC/ICH 3a BOJTHHA OPTaHMU3MHU U HE NMPUYNHABA HLHFOTpaﬁHH

HeOIaronpusATHY e()eKTH BEPXY OKOJIHATA Cpefa.

. He ce xiacugumupa
. He ce xacugumupa

Silicon Dioxide (7631-86-9)

LC50 - Pubwm [1]

10000 mg/1 U3rounuk: ECHA

ECS50 - Pakoo6pasun [1]

> 5000 mg/1 3rounnk: ECHA

ECS50 72h - Bogopacmu [1]

> 173,1 mg/l U3rounnk: ECHA

BisGMA (1565-94-2)

LC50 - Pubwm [1]

0,537 mg/l M3rounnk: ECOSAR

Barium Zirconate (12009-21-1)

EC50 - Pakoo6pasuu [1]

> 1000 mg/l 3nutBanu opranu3mu (Bugose): Daphnia magna

EC50 72h - Bogopacnu [1]

Raphidocelis subcapitata, Selenastrum capricornutum)

201,4 mg/l U3nutBanu opranmsmu (Bunose): Pseudokirchneriella subcapitata (mpeauinau nmeHa:

12.2. YcToiiuMBOCT H pa3srpagumMoct

TheraCal PT Base

YCTOWYMBOCT U pa3rpaiuMoCT

He e ycranoBeHo.

Silicon Dioxide (7631-86-9)

YCTOHYMBOCT M pasrpaIiMOCT

BHopa3rpa11HMoc1‘: HE € IIPHUIIOKUMO.

Xumuyna norpedHocT ot kucnopox (XIIK)

He e npuioxxumo (HeOpraHu4HO)

TIIK

He e npuioxxumo (HEOpraHU4HO)

BisGMA (1565-94-2)

YcToiuuBocT 1 pasrpaauMocT

EHOpa3FpaI[HMOCT BBB BOJA: HAMa HAJTMYHU JaHHU.

Barium Zirconate (12009-21-1)

YcToiuuBocT U pasrpaauMocT

‘ Pasrpaxna ce 6pp30

SG-Mix Cement (N/A)

Y cToi4nBOCT U pasrpaiuMoCT

‘ Pasrpaxna ce 65p30

12.3. Buoakymy.JIMpaIna cnocooHoCT

TheraCal PT Base

broakymymnmpaiia crioco6HOCT

‘ He e ycranoBeHo.

Silicon Dioxide (7631-86-9)

buroakymynupaiia criocoGHOCT

‘ He e 6uoaxymymparto.

23.1.2025 r. ([lata Ha pejakuuaTa)
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TheraCal PT Base

Nudopmanronen auct 3a 6€30macHOCT

B chorBetcTBHE ¢ Pernament (EO) Ne 1907/2006 (REACH), ¢ usmenenusita va Pernament (EC) 2020/878

BisGMA (1565-94-2)

Koedumment Ha pa3npeneneHue: n-okranon/soga (Log 4,94 (mporHoO3Ha CTOMHOCT)
Pow)
buoakymynupaiia criocooHOCT Hsima HalMyHYM JaHHU 32 OMOAKyMYyJIalus.

12.4. [IpeHocumocT B MoYBaTa

Silicon Dioxide (7631-86-9)

HOB’prHOCTHO HaIrpexKECHNe Hsima mammaan JIaHHU B JIATEpaTypara

Exkouorus - nousa Hsima HanuuHu (TECTOBM) JaHHU 3a [MOJIBUKHOCTTA Ha BEILIECTBOTO.

12.5. Pesyaratu ot onenkara na PBT u vPvB

Kommnonent

BemecTBo(a), HeoTroBapsmo(n) Ha kpurepunte 3a PBT na Permament REACH, B crotBeTcTBHE ¢ [Tpnoxenue XIII

Silicon Dioxide (7631-86-9)

BemecTBo(a), HeoTroBapsmo(n) Ha kpurepunte 3a VPvB Ha Pernmament REACH, B crotBetcTBHE ¢ [Tpnoxenue XIII

Silicon Dioxide (7631-86-9)

12.6. CpolicTBa, HapymIaBalmu (PyHKIUHTE HA €HAOKPHHHATA CUCTEMA
HsiMa Haim4YHa TOMBIHATENHA HHGOPMALUS
12.7. ipyru HeGJIaronpusTHU edexTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

13.1. MeTtoau 3a TpeTHpPaHe HA OTHAABIN

Mertoau 3a TpeTHpaHe Ha OTHAIBIIN . M3xBBpiere ChIbpKaHUETO/OMAKOBKATA B CHOTBETCTBHE C HHCTPYKIIUHTE 38 COPTUPAHE Ha
JIMIIEH3MpaHaTa ciyx0a 3a 00e3BperkIaHe Ha OTNaIbLIH.

PA3EJI 14: UudopManusi OTHOCHO TPAHCIIOPTHPAHETO

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

14.1. Homep no cnucbka Ha OOH nin naenTuduKanuoHeH HoMep

He e oGexT Ha HapeOuTe 3a TpaHCHOPT

14.2. TouHo HaMMeHOBaHMe HA MPaTKaTa 1o cnucbka Ha OOH

Touno npeBo3HO HanMeHoBaHKe (ADR) : He e npunoxumo
Touno npeBo3Ho HanMeHoBaHKe (IMDG) : He ce perynupa
Touno npeBo3Ho HanMeHoBaHKe (IATA) . He ce perynupa
Touno npeBo3HO HauMeHoBaHKe (ADN) . He e npunoxumo
Touno npeBo3Ho HaumeHoBauue (RID) : He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPAHe

ADR

Kiac(oBe) Ha onacHoCT IpH Tpancrnoptipane (ADR) : He e npunoxumo
IMDG

Kiac(oBe) Ha onacHoCT npH Tparcnoptupade (IMDG) : He ce perymupa
IATA

Kiac(oBe) Ha onacHocT npu Tpancnoptupase (IATA) : He ce perynupa

23.1.2025 r. ([lata Ha pejakuuaTa) BG (6barapckn)
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ADN

Kiac(oBe) Ha onacHOCT npH Tpancnoptupase (ADN) : He e npunoxumo
RID

Kiac(oBe) Ha onacHoCT npu Tpancnoptupase (RID) : He e npunoxumo

OmnakoBbyHa rpyna (ADR) . He e npunoxumo
OmnakoBbuHa rpyna (IMDG) : He ce perymupa
OmnakoBbuHa rpymna (IATA) : He ce perymupa
OmnakoBbyHa rpyna (ADN) : He e npunoxumo
OmnakoBbyHa rpymna (RID) : He e npunoxumo

Jpyra nadopmanus : Hsma nombiHuTeNHA HaMMYHA HHOPMALUS

CyxonbTeH TPAHCIIOPT
Hsma HanuueyM 1aHHU

Tpancnopt no Mope
He ce perynupa

Bb3aymien Tpancnopt
He ce perynupa

TpaHCIOPT M0 BHTPEIIHNTE BOAHN NBTHIIA
Hsma Hannuay 1aHHU

JKesne3onbTeH TpaHCHOPT
Hsma Hannuayu 1aHHU

He e npunoxumo

PA3JIEJI 15: UHdopManyusi 0OTHOCHO HOPMATHBHATA ypenda

Pernamentu na EC

REACH, Ilpuaoxenue XVII (YcinoBus 3a orpanuyaBane)

He cpabpika BemectBo(a), Bkioueno(u) B [lpunoxenne XVII va REACH (YcnoBust 3a orpaHnJaBaHe)

REACH, Ilpnaoxenue XIV (Cnucbk Ha BelecTBaTa 3a pa3peliaBaHe)

He cpasprka BemectBo(a), Bkmoueno(u) B [Ipunoxenune XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH, Cnucbk ¢ kanauaar-semectsa (SVHC)

He cpabprka BemecTo(a), BkioueHo(u) B ciicbka Ha REACH ¢ kanaunaT-Bemmectsa

Peraament PIC (EC 649/2012, IlpenBapuTeIHO 000CHOBAHO ChIIacHe)

He cpabprka BemectBo(a), Bkimoueno(u) B PIC crmeska (Permament EC 649/2012 0THOCHO M3HOCA M BHOCA Ha OMACHH X MHKAITH)

Pernament ornocHo YO3 (EC 2019/1021, ¥YcToiYHBH OPraHUYHH 3aMbPCHTEIN)

He cpapprka BemectBo(a), BkimodeHo(u) B cnucbka ¢ YO3 (Permament EC 2019/1021 0THOCHO yCTOHYHMBHUTE OPraHMYHH 3aMBPCUTEIH )

PeryiaMeHT 0THOCHO BelecTBa, KOUTO HapymaBaT o3oHoBuUs cJioii (EC 1005/2009)

He cpasprka BemecTBo(a), BKIIOYEHO(H) B CIIHCHKA € BEIECTBA, KOUTO Hapymasat 030HoBus cioi (Permament EO 1005/2009 oTHOCHO BemiecTBa, KOUTO
HapylIaBaT 030HOBHS CJIO¥)

23.1.2025 r. ([laTa Ha perakuusra) BG (6barapckn) 9/10
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Pernamenr 3a u3genusTa ¢ ABoiiHa ynorpeda (428/2009)

He cpabpixa BemectBo(a), BrimoueHo(n) B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roausa 3a BeBexaaHe pexum Ha OOIHoCTTa 32
KOHTpOJI Ha U3HOCa, TpaHcdepa, OpokepckaTa ASHHOCT U TPAH3UTA HA U3JICNHS U TEXHOJIOTHH C IBOMHA ynoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHH BemectBa (EC 2019/1148)

He cpabpika BemecTBo(a), BKIIOUSHO(H) B CIIMCHKA C IpeKypcopH Ha B3puBHH BemecTtsa (Permament EC 2019/1148 3a npennaraneTo Ha masapa u ynorpebara Ha
[IPEKYPCOPH Ha B3PUBHH BEIECTBA)

PernamMeHT 0THOCHO MPeKypPCOPHTE HA HAPKOTHYHH BemecTBa (EO 273/2004)

He cpabpika BemectBo(a), BKiIoueHo(1) B crucbka ¢ [Ipexkypcopu Ha HapkoTHuHuTe Betiecta (Permament EO 273/2004 0THOCHO MPOU3BOACTBOTO U IIYCKaHETO
Ha 11a3apa Ha OIpPE/ICJICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOICTBO HAa HAPKOTUYHH HJIU IICHXOTPOITHHU BEIIECTBA)

15.2. OneHka Ha 0€30NMaCHOCT HA XHMHYHOTO BeIlleCTBO HUJIM CMeC

He e u3BbpIeHa OLieHKa Ha XMMUYECKaTa 0€30MacHOCT

PA3EJI 16: Ipyra nungopmanus

HNuankanus 3a npoMeHn

Paznen IIpomenen ejieMeHT KomenTapn

Jlata Ha pefakuusTa IIpomeneno
2.1 Krnacudukauus B crotBerctBre ¢ Permament (EO) Ne 1272/2008 [CLP] | [lpomeHeno
3 CheraB/uH(pOpPMALHUS 32 CHCTABKUTE IpomeHeno

IIbaen Teker Ha H- 1 EUH-npeaynpe:xienusita 3a onacHocT:

Acute Tox. 4 (naxamanuonHa) | Octpa TokcHyHOCT (MHXa.), Kateropus 4

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4

Eye Irrit. 2 CepHo3Ho yBpexaane/apasHene ua ounte, Kareropus 2
H302 Bpenen npu norisliaxe.

H315 Ipeau3BukBa apa3HEHe HA KOXKATa.

H317 Moske 1a NPHYHMHY alepruYHa KOXKHA PEaKIys.

H319 IIpenn3BukBa ceprO3HO Jpa3HEHE HA OUUTE.

H332 Bpenen npu BauiBasxe.

H335 Moxe 1a mpeAn3BUKA Apa3HEHE Ha JUXATEIHUTE IbTUIA.
Skin Irrit. 2 Koposusi/mpasHene Ha koxara, Kateropust 2

Skin Sens. 1 Koxxna cencnbumzanust, Kateropus 1

STOT SE 3 CrerrdryHa TOKCHYHOCT 32 ONpeJieNIieHH OpTaHy - eAHOKpaTHa excrio3unus, Kateropus 3, npa3HeHe Ha TUXaTEIHUTE IBTHIIA

Nnudopmarmonen jymer 3a 6ezonacuoct (UJ1B), EC

Tasn naopmals ce OCHOBaBa Ha HAIIMTE TEKYIIM ITO3HAHNS U € TIPeAHA3HaYCHA Jia 1a/ie ONMCaHKe Ha IPOJIYKTa caMo 3a IEeINTe Ha 3/1paBeola3BaHeTo,
Oe3omacHocTTa U OKoNHATa cpea. [lopaau ToBa, T He TPsIOBA J1a ce THIKYBa KaTO FapaHIHs 32 CBONCTBATA HA MIPOTYKTA.
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