VITA Zahnfabrik H.Rauter GmbH & Co.KG
MUHcdopmaumoHeH Jluct 3a besonacHocTt
cbrnacHo PernameHT (EO) Ne 1907/2006

VITA SUPRINITY PC
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 154 CtpaHuua 1 oT 6

PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITA SUPRINITY PC

CAS Ne: 65997-17-3
1.2. UgeHTUdMUMpPaHu ynoTpebu Ha BELECTBOTO UM CMECTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KOMTo He
ce npenopbL4YBaTt
Ynotpe6a Ha BelwecTBOoTO/CMeEcTa
M3genusa ot KaMbk, runc, LMMEHT, CTbko u kepamuka Auxilary for manufacture of dental products

1.3. MNogpo6HU gaHHM 3a JOCTaBYMKA HA MHOPMAaLMOHHUSA NUCT 32 6e30nacHOCT

dupma/lpounssoguten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Agpec: Spitalgasse 3
Mpaga: D-79713 Bad Sackingen
MoweHcka KkyTus: 1338
D-79704 Bad Sackingen
TenegoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnekTpoHHa nowa: info@yvita-zahnfabrik.com
OTrOBOPEH CbTPYAHUK: regulatory affairs
EnekTpoHHa nowa: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OtroBopeH OTgen: Regulatory Affairs

Opyrv gaHHu
medical device

PA3[OEN 2: OnucaHue Ha onacHOCTUTe

2.1. KnacudmympaHe Ha BeLeCTBOTO UMK cCMecTa

PernamenT (EO) N2 1272/2008
BelecTBOTO He e knacuduumpaHo kaTto onacHo cbernacHo PernameHT (EO) Ne 1272/2008.
2.2. EnemeHTH Ha eTuKeTa

2.3. pyru onacHocTu
Hama HannyHa nHpopmaums.

PA3[0EN 3: CxcTaB/MHopmaLma 3a cbCTaBKUTe

3.1. BeuwecTtBa

Xumunuecka XapakTepucTtuka
M3genusa ot kaMbK, rMnc, LMMEHT, CTHKIIO 1 KepamMmuka

OnacHu cbCTaBKu

HuKosi/HMKoM (cbrnacHo PermameHT (EO) Ne 1907/2006 (REACH))

PA3[EI 4: Mepku 3a nbpBa NOMOLY,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLY

Cnep BaovwiBaHe
[a ce nogcurypu 4icT Bb3gyx.

Cnea KOHTaKT € KoXaTa
[a ce namue obunHo c Boga. Ceanete 3aMbpceHOTO 06MNeKro 1 ro usnepeTte nNpeam NnoBTopHa ynotpeba.
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CneAa KOHTAKT C ouuTe
BegHara n o6unHo aa ce uannakHe ¢ OYeH Ayuw vnn Boaa.

Cnep nornblaHe
BegHara ga ce u3nnakHe yctarta u aa ce gaga noseye Boa 3a nueHe.

4.2. Han-cbulecTBeHM OCTPU U HacTbNBaLWM cnej U3BeCTEH Nepuod OT BpemMe CMMNTOMU U edhekTn
Hama HannyHa nHpopmaums.

4.3. Yka3zaHue 3a He06X0AUMOCTTA OT BCAKAKBU HEOTNOXHU MEAULIMHCKU FTPUXU U cneuunanHo fieyeHue
CuMnNTOMAaTUYHO NeYeHne.

PA3LEN 5: NMpoTuBONoXapHU MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoaswum noxaporacuTenHu cpeacTBa
MepkuTe 3a raceHe Ha noxapa fa ce cbobpasaT ¢ obKkpbXKaBallaTa cpeaa.

5.2. Oco6eHn onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UJIM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a NoXapHUKapure
B cnyvan Ha noxap: [la ce HoCcM NpoTMBOras ¢ aBTOHOMHO MogaBaHe Ha Kucnopog.

PA3LEN 6: Mepku npu aBapMinHO U3nyckKaHe

6.1. JInuHM NnpegnasHu MepKu, NpeanasHu cpeacTsa U npoueaypu Npu crnewHu cny4vyaum
O6wu ykazaHus
[a ce n3bdsresa obpasyBaHeTo Ha npax. [la He ce BouLIBa npaxa.

6.2. MMpegnasHn MepKM 3a onasBaHe Ha OKOJIHaTa cpega
He ca HeobxoavMu cneumanHu Mepku 3a 3alumTa Ha OKorHaTta cpefa. 3aMmbpceHnTe NpeaMeTu 1 NogoBm
HaCTUIKKU Aa Ce NOYUCTAT B CbOTBETCTBME C HapeabuTe 3a ona3BaHe Ha OKornHaTta cpefa.

6.3. MeTogu n matepmanu 3a orpaHM4YaBaHe U NOYUCTBaAHE

Opyra nncpopmauus
[la ce cvbupa mexaHnyHo. B3eTnat matepman ga ce Tpetmpa cbobpasHo pasfena 3a oTnagbum.

6.4. NNo3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BuxTe pasgen 7
WHameuayanHo sawmutHo obopyaBaHe: BUxTe pasgen 8
M3BoaBaHe: BuxTe pasgen 13

PA3[OEN 7: O6paboTka n cbxpaHeHue

7.1. NMpegna3Hu mepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynortpeba
He ca Heobxoavnmu cneuuanHn mepku 3a 6e3onacHocT.

YKa3saHusA 3a 3awWwmTa oT eKCnno3nusi U noxap
He ca Heobxoavmu cneuuanHn Mepkn 3a NpoTMBOMNOXapHa 3aluTa.

CbBeTH OTHOCHO obLaTa XurueHa Ha Tpyaa
CaaneTe 3aMbpceHoTO 065ekno. [la ce M3ammBaT pbLEeTe Npeaun NoyMBka U B kpast Ha paboTHust AeH. Ja He ce
s4e v nve no BpemMe Ha pabora.

7.2. YcnoBusi 3a 6e30NacHO CbXpaHsiBaHe, BKIYUTENHO HECHLBMECTUMOCTH

U3unckeaHusa 3a cknagoBe U pesepeoapu
CbabT Aa ce AbpXu NTbTHO 3aTBOPEH.
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MH(bOpMaLI,VIH 3a CbXpaHeHue B o0LWM CKNaaoBM NOMeLLeHus

He ca Heobxoanmu cneumanym MEepKN 3a GesonacHocT.

7.3. CneundmyHa(u) kpanHa(u) ynotpeba(u)

M3genusa oT KaMbK, r1nc, LMMEHT, CTbKIo 1 kepamuka Auxilary for manufacture of dental products

PA3LEN 8: KoHTpon Ha ekcno3uuuaTa/MMYHn npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpoON

8.2. KoHTpon Ha eKkcno3uumaTa

Moaxoasiy HXXeHepeH KOHTpon

Tosu npoaykT He 6uBa Aa ce o6paboTBa NPy HegoCTaTbYyHa BEHTUNALMS.
MHamMBuayanHyu Mepku 3a 3alyuTa, KaTo Hanpumep NMYHU NpeanasHyu cpeacTea

3awura Ha ounTte/nuueTo

V3nonseante npeanasHun oumna/npegnasHa macka 3a nuue.

3awmTa Ha pbLUeTe

Mpu paboTa ¢ XMMUYECKM BeLLECTBa a Ce HOCAT CaMO PbKaBMLM 3a XMMUYecKa 3alumTa, 0603HaYeHn CbC 3HaK
CE, BKntoYBaLL YeTupuumdpeH KOHTPOeH Homep. BuabT Ha pbkaBuuMTe 3a XMMUYecKa 3almTa Tpsibea
BHMMaTesHo Aa 6bae noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMSATa U KONIMYECTBOTO Ha OMacHW BeLLecTsa,
cbobpasHo crieundmkarta Ha paboTHOTo MsicTo. Mpu crnyyan Ha cneumanHa ynoTpe6a ce npenopbyBa cripaeka ¢
NPOU3BOAUTENS, AN roPenoCoYeHNTE 3aLLMTHN PbKaBULM NpUTexaBaT HeobxoammaTta YyCTOMYMBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTta

[la ce HOCK NoaXxoaALLo 3alMTHO 0BMeKmno.

3auwmTa Ha guxaTesniHUTe NbTULA

MorpuxeTe ce 3a 4OCTaTbYHO BEHTUNALNA Y TOYKOBO N3CMYKBaHE Ha KPUTUYHU TOYKN. Toaun NPOAYKT He 6vBa ga
ce 06p860TBa npuv HegocTaTb4YHa BEHTUNaUuA.

PA3OEN 9: ®u3anyHu n XMMUYHU CBOUCTBA

9.1. UHchopMaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsiHME Ha BELLEeCTBOTO: TBbPA

LiBaT: nposupaty,

Mupuama: 6e3 mupuc

Touyka Ha ToneHe/To4Yka Ha 3aMpb3BaHe: HeonpeaeneH

Touka Ha KMMeHe UNu HavarnHa Tovka Ha ?

KWNEeHe 1 UHTEpBan Ha KUneHe:

3anannmoct: HeonpeaeneH
HEnNpUNoXxum

[OrHa rpaHuLa Ha B3pMBSIEMOCT: HeonpeaeneH

ropHa rpaHuua Ha B3puUBSIEMOCT: HeonpeaeneH

Touyka Ha Bb3nnaMeHsiBaHe: ?

TemnepaTypa Ha pa3nagaHe: HeonpeaeneH

CTorHocT Ha pH: HeonpeaeneH

PasTBOpMMOCT BbB BOAA: He

[pyru pa3tsoputenu

Heonpeaenex

KoedmuneHT Ha pasnpenenexune Heonpeaenex

n-okTaHon/soaa:

[MapHo HansraHe: <=1100 hPa

(npn 50 °C)
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MnbTHOCT: 2,62000 g/cm?
OTHOCUTENHA NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

UHcpopmauma BLB Bpb3ka € kKnacoBeTe Ha (puanyHa onacHocT
TemnepaTypa Ha camo3anansaHe
TBbpOO BELLECTBO: HeonpeaeneH
[as: HEenpuNoXum
Oxkcuavpalym cBorcTBa
He nopabpxa ropeHeTo.

[pyru xapakTepucTuku 3a 6esonacHocT
OTHOCMKTENHa CKOPOCT Ha U3NapeHue: Heonpeaenex
CbAabpxaHue Ha TBbPAO BELLECTBO: 0,0 %

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoOHHa CNOCOOGHOCT

Mpwu npaBunHo 6opaBeHe 1 CbXpaHeHne B CbOTBETCTBUE C pasnopeaduTe He Bb3HMKBAT OMacHW peakumi.

10.2. XuMn4Ha ctabunHocTt

MpoayKTbT e CTabuneH, ako ce CbXpaHsiBa Npyu HopMarnHa TeMnepaTtypa Ha okofniHaTa cpea.

10.3. Bb3MOXHOCT 32 OnacHU peakuumn

He ca n3BecTHu onacHu peakuuu.

10.4. YcnoBus, KouTo TpsiobBa aa ce usbsareat
HUKos

10.5. HecbBMecTUMK MaTepuanu
Hsama HannyHa nHpopmauus.

10.6. OnacHM NpoAYyKTU Ha pasnagaHe
He ca n3BecTHV onacHu NpoAyKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa nHcdopmauus

11.1. UHdbopmauus 3a KnacoseTe Ha onacHocCT, onpegeneHn B PernameHT (EO) Ne 1272/2008

CunHa TOKCUMYHOCT

Bb3 ocHOBa Ha HanMYyHUTE JAHHU HE Ca U3MbITHEHU KpUTEpPUUTE 3a Knacuduumpaxe.
Pasgpa3BaHe 1 KOpo3MBHOCT

Bb3 ocHOBa Ha HanNWYyHUTE JAHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CeHcubunuaunpallo geMcreme

Bb3 ocHOBa Ha HanNWYHUTE JAHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
KaHueporeHHU, NpoMeHsLM reHOTUNa M YBpeXaallM pasMHOXaBaHeTO Bb3AencTBUsA

Bb3 ocHOBa Ha HanNW4yHUTE JAaHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneundryHa TOKCUYHOCT 3a onpeaereHn opraHu) - eAHOKpaTHa eKcno3muums

Bb3 ocHOBa Ha HanNMYyHWTE AAHHWU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.
CTOO (cneuundmnyHa TOKCUYHOCT 3a onpeAerieHn opraHu) - NoBTapsilla ce eKCrno3uuus

Bb3 ocHOBa Ha HanNW4yHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
OnacHocT npu BAULIBaHe

Bb3 ocHOBa Ha HanNWYHUTE JAHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

Opyrv AaHHU 3a NpoBepKU
BeLecTBoTO € KnacnduumpaHo kaTto He onacHo nNo cmuckna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: Exkonorm4yHa nHcgpopmaums
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12.1. TOKCUYHOCT
MpoayKkTLT He e: TOKCUYHM 3a oKornHaTta cpeja.
12.2. YCTONYMBOCT U pa3rpagmumocTt

MpooyKTbT He e TecTBaH.

12.3. Buoakymynupaiia cnocobHocTt
MpoaykTbT He e TeCcTBaH.

12.4. IpeHOCUMOCT B no4yBaTa
MpoaykTLT He e TeCcTBaH.

12.5. PesyntaTtu ot oyeHkaTa Ha PBT u vPvB

ToBa BeLLecTBO He oTroBaps Ha kputepunte PBT/vPvB Ha PernameHT REACH, MNpunoxenne Xl
MpoayKTbT He e TecTBaH.

12.6. CBoMicTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema
BelecTBOTO He npuTexaBa CBOMCTBA, BoAeLUM A0 HapyLlaBaHe Ha PyHKUMUTE Ha eHOOoKpMHHAaTa cuctema no
OTHOLLEHME Ha HeueneBu opraHn3mMu.

12.7. Opyru He6naronpuaTHU echekTn
Hama Hann4yHa nHpopmaums.

ﬂon'anl/lTenHVl AaHHU
[la ce n3bsarea nsnyckaHe B okonHata cpeaa.

PA3[OEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToau 3a TpeTupaHe Ha oTNagbuu

U3xBbpnsiHe Ha oTNagbLM
OTnagbuuTe Oa ce U3Bo3BaT B CbOTBETCTBME C aAMUHUCTPATUBHUTE pasnopenou.

N3xBBLpRNsiHe Ha HEMNOYNCTEHM ONAKOBKU M NpenopbYaHy NOYMCTBALLM NpenapaTu
HanbnHo n3npasHeHunTe onakoBkn mMorat ga 6baoar peunknmpaHu.

PA3[EN 14: UHcbopmaums OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.

unu naeHTUdUKaLMoHeH HoMep:

14.2. TOYHO HaMMeHOBaHWe Ha No dangerous good in sense of this transport regulation.

npatkarta no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.

TpaHcnopTupaHe:

14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.
PeyeH TpaHcnopT (ADN)

14.1. Homep no cnucbka Ha OOH No dangerous good in sense of this transport regulation.

Unu naeHTUUKaLMoOHEeH HoMep:

14.2. TOYHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.

npartkarta no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npwu No dangerous good in sense of this transport regulation.

TpaHcnopTupaHe:

14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopt no mope (IMDG)

14.1. Homep no cnucska Ha OOH No dangerous good in sense of this transport regulation.

Unu naeHTUUKaLMoHeH HoMep:

14.2. TOYHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.

nparkata no cnucbka Ha OOH:

MHBeHTapeH Homep: 5 - 3amecTBa Bepcus: 4 bg [ara Ha nevat: 15.08.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
MUHcdopmaumoHeH Jluct 3a besonacHocTt
cbrnacHo PernameHT (EO) Ne 1907/2006

VITA SUPRINITY PC
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 154 C1paHuua 6 oT 6
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:
14.4. OnakoBb4Ha rpyna: No dangerous good in sense of this transport regulation.
Bb3aywen TpaHcnopt (ICAO-TI/IATA-DGR)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu uaeHTudukKkaLmoHeH Homep:
14.2. ToyHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkaTta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaHe:
14.4. OnakoBb4Ha rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoOCTM 3a OKOJiHaTa cpega

OlMACHO 3A OKONHATA CPE[JA: He

14.6. CneumanHu npeanasHn Mepku 3a noTpedourtenure
Hama HannyHa nHpopmaums.

14.7. MoOpCKMu TpaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta
MOPCKa opraHusauuns
HEenpunoXxmm

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundmyHuM 3a BeLLeCTBOTO UMM CMecTa HOpMaTUBHa ypeab6a/3akoHo4aTeNICTBO OTHOCHO
O6e3onacHocTTa, 34paBeTo U OKONHarta cpega

HaumoHanHu pasnopea6u
BambpcaBaHe Ha BoguTe knac (D): - - He3aMbpcsBall BoauTe

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BeLLeCTBO UIIU CMeC

3a ToBa BELLECTBO He ca M3BBbPLLUBAHN ONUCaHUA 3a 6GesonacHocT.

PA3OEN 16: Opyra nHcdopmauus

MpomeHu
To3u cnuCbK CbabpXKa NPOMEHN B CPaBHEHWE C NpeauvlliHaTa Bepcus B pasgen(m): 1.
CbKpalleH1si 1 aKpOHUMMU
ADR: Accord europiien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonized System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
JonbnHUTENHU AaHHU
HaHHuTe ce 6a3mpaT Ha AHELLIHOTO CbCTOSIHNE Ha HalIMTe MO3HAHWSA, HO Te He AaBaT rapaHums 3a cBoicTeaTa Ha

nNpoayKTUTE N HE Ca OCHOBA 3a 3aKOHHM OOrOBOPHU OTHOLLEHUA. nOJ'Iy‘-IaTenFIT Ha HallnTe NnpoayKTun Tpﬂ6Ba na
cbbniogaBsa Ha cobecTBeHa OTroOBOPHOCT Cna3BaHETO Ha CbLleCTBYyBaLLM 3aKOHN U pa3nope,u,614.
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