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

VITA Artificial teeth
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 210 CtpaHuua 1 oT 6

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

1.1. UpeHTndmkaTop Ha npoayKra
VITA Artificial teeth

TbproBcko HaumeHoBaHue
VITA LINGOFORM®, VITA PHYSIODENS®, VITAPAN EXCELL®, VITAPAN®, EXCELL® DD FRAME,
VITAPAN PLUS®, VITAPAN®, VITAPAN® CUSPIFORM, VITAPAN® LINGOFORM DD FRAME, VITAPAN®
SYNOFORM
1.2. UgeHTndMUnpaHu ynotpebu Ha BEWeCcTBOTO UM CMEeCTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KoMTo He
ce npenopbyBat
Ynotpe6a Ha BelwecTBOTO/CMECTaA
Auxilary for manufacture of dental products

HenpenopbuntenHu ynotpebu
Hama HanuyHu gaHHu

1.3. Noapo6HU AaHHKM 3a JOocTaBYMKa HA MHPOPMaUWUOHHUSA NUCT 3a 6e3onacHoOCT

dupmalllpomssoguTen: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apgpec: Spitalgasse 3
Npaa: D-79713 Bad Sackingen
MoweHcka KyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnekTpoHHa nowia: info@vita-zahnfabrik.com
OTrOBOPEH CbTPYAHMK: regulatory affairs
EnekTpoHHa nowia: info@vita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs

Opyru gaHHu
medical device

PA3OEN 2: OnucaHne Ha onacHOCTUTe

2.1. KnacudcdmumpaHe Ha BeWecTBOTO UMM cMecTa

PernamenT (EO) N2 1272/2008
BelecTBOTO He e knacudpuumpaHo kaTo onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EneMeHTU Ha eTUKeTa

JonbnHuTeneH cbLBeT
medical device

2.3. ipyru onacHocTtu
Hsama Hann4yHa nHpopmaums.

PA3[EN 3: CkhcTaB/MHOpMauusa 3a CbCTaBKUTe

3.1. BeuwecTtBa

XumMmmnyecka xapaktepucTmka
MnacTtmacoBun nsgenus

OnacHu cbCcTaBKu

HUKosi/HMKOM (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))
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PA3[OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKuTe 3a NbpBa NOMoLL

Cnepn BauWwBaHe
HUKOS

Crnep KOHTaKT C KoXaTta
HUKoS

Crnep KOHTaKT C ouuTe
BengHara n o6unHo ga ce nannakHe ¢ OYeH Oyl Unv Boaa.

Cnep nornblyaHe
HUKoS

4.2. Han-cbLecTBEHN OCTPY M HacTbNBalM cnel U3BECTEH NepuoA OT Bpeme CUMNTOMU 1 edrekTu
Hama HannyHa nHopmauums.

4.3. YKka3zaHue 3a He06X0OMMOCTTa OT BCAKAKBU HEOTIOXHU MeAULMHCKN TPUXU U ceLnanHo nevyeHue
CyMnTOMaTUYHO feyeHme.

PA3[EJN 5: MpoTuBonoxapHu MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoaswm noxaporacutenHu cpeacTea
MepkuTe 3a raceHe Ha noxapa ga ce cbobpassT ¢ obkpbKaBalata cpeaa.

5.2. Oco6eHn onNacHOCTU, KOUTO NMPOM3TUYAT OT BELleCTBOTO UM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a NoXapHUKapure
B cnyyai Ha noxap: [la ce Hocu NpPOTMBOras C aBTOHOMHO MoAaBaHe Ha KMCMopoa.

JonbnHUTEeNHU ykasaHus
SaMprGHaTa BOAda OT raceHe fa ce c1=6V|pa otgenHo.[a He ce Aonycka U3Tn4aHeTo 1 B KaHanusauusaTa unm
OTKpUTUTE BOAMWU.

PA3LEN 6: Mepku npu aBapMinHO U3nycKaHe

6.1. JluyHu NnpegnasHu Mepku, NpegnasHu cpeacTBa U npoueaypu Npu cnewHu cnyvyaum

O6wm ykazaHus
He ca HeoGxoamMmm cneumanHn Mepku.

6.2. MMpegnasHn MepKkK 3a onasBaHe Ha OKOJIHaTa cpega
[la He ce gonycka NpoHWKBaHE B KaHanu3auusita unu oTKpUuTuTe BOAHWU GacerHu.

6.3. MeTogu 1 matepmanu 3a orpaHM4YaBaHe U NOYUCTBaAHE

Opyra nncopmauus
[la ce cvbupa mexaHnyHo. B3eTnat matepman ga ce Tpetmpa cbobpasHo pasgena 3a oTnagbLm.

6.4. NMNo3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BuxTe pasgen 7
WHameuayanHo 3awmutHo obopyaBaHe: BuxTe pasgen 8
M3BoaBaHe: BuxTe pasgen 13

PA3[OENN 7: O6paboTka n cbXxpaHeHue

7.1. NMpegna3Hu mepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynortpeba
He ca Heobxoaumu cneuuanHn mepku 3a 6e3onacHocT.
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YkazaHus 3a 3alyuTa OT eKCNno3us 1 noxap
He ca Heobxoammuy cneumanin Mepku 3a NPOTMBOMNOXapHa 3aLuTa.

CbBeTH OTHOCHO oblLaTa XurmeHa Ha Tpyaa
He ca HeobxoavMmu cneumanHu Mepkmn 3a 6e3onacHocT.

JonbnHUTeNnHn YKa3aHus
He ca Heobxoammu cneumantm MepKun 3a GesonacHocT.

7.2. YcnoBusA 3a 6e30nacHoO CbXxpaHsiBaHe, BKNIOYNTENTHO HECHLBMECTUMOCTHU

U3uckBaHuA 3a cknagoBe U pesepBoapu
He ca Heobxoanmu cneumantm MepKn 3a GesonacHocT.

UHdopmauuna 3a cbxpaHeHue B o6LWm cknagoBu NomMelleHUs
He ca Heobxoanmu cneumanym MEepKn 3a GesonacHocT.

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

Auxilary for manufacture of dental products

PA3[LEN 8: KoHTpon Ha eKcno3uuuaTa/NMyYHn npeanasHu cpeacTea

8.1. MapameTpun Ha KOHTpON

rpaHVl'-IHVI CTOWHOCTU Ha XMMUYHUTE areHTU BbB Bb34yXa Ha paGOTHaTa cpena

CAS Ne XvMnYeH areHT ppm mg/m3|  Bn/cm3 Kateropusa

M3TOYHNK

9011-14-7 MonumeTtunmeTtakpunat - 20 8 yaca

8.2. KoHTpon Ha ekcno3uumaTa

Moaxopsy, MHXeHepeH KOHTpon
He ca HeobxoavMmu cneumanHu Mepkmn 3a 6e3onacHocT.
MHauBmnayanHu mepku 3a 3alimMTa, KaTo HanpuMep JSIMYHW NpeanasHu cpeacTBa
3awumTa Ha ouuTe/nuuUeTo
He ca HeobxoamMmu cneumanHu mepkun 3a 6e3onacHocT.

3awmTa Ha pbueTe

Mpn pa60Ta C XMMN4eCKu BellecTtBa a ce HOCAT CaMO pbKaBuUM 3a XMMHUYeCKa 3aLlunTa, 0603Ha4YeHn CbC 3HaK

CE, BKoYBaLL YeTUpUUMdPEH KOHTPONEH HOMep. BUabT Ha pbKkaBULMUTE 3a XMMUYeCKa 3alimTa Tpsbsa
BHMMaTesHo Aa 6bae noabpaH B 3aBUCMMOCT OT KOHLEHTPaLUMsATa U KONIMYECTBOTO Ha OMacHU BeLlecTsa,

cbobpasHo creuundmkarta Ha paGoTHOTo MsicTo. Mpwu cnyyan Ha cneumanHa ynoTpe6a ce NpenopbyYBa crpaeka ¢

npoun3ssoauTenad, ganm ropenocoveHnTe 3allluTHA pbKaBULK NpuUtexaBaT Heobxoammara YCTOI7I‘~IVIBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTta
He ca Heobxoammu cneunanHu mepkmn 3a 6e3onacHocT.
3au.u41'a Ha AnXaTesiIHuTe NnbTUlla

He ca Heobxoammu cneumanHu mepkmn 3a 6e3onacHocT.

PA3OEN 9: ®13n4yHM 1 XMMUYHU CBOUCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsIHME Ha BELLECTBOTO: TBbPA

Ligar:

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe: HeonpeaeneH

3ananumocT: Heonpeaenex
HEMPUOXNM

OOrHa rpaHuua Ha B3puUBSIEMOCT: HeonpeaeneH
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ropHa rpaHvLa Ha B3p1BSIEMOCT:
TemnepaTypa Ha pa3nagaHe:
CTtonHocT Ha pH:
PastBoprMOCT BbB Boaa:
Opyru pastBoputenu
HeonpeaeneH
KoeduuneHT Ha pasnpegeneHune
n-oKTaHon/soaa:
MapHo HansraHe:
(npn 50 °C)
MnbTHOCT:
OTHOCMTENHa NITbTHOCT Ha NapuTe:

9.2. fipyra nidopmaums

UHdopmauus BLB Bpb3ka € KnacoBeTe Ha (puamMyHa onacHoCT
TemnepaTypa Ha camo3anansaHe

TBBbPOO BELLECTBO:

las:
Okcnaunpalum ceomncTea

He nopabpxa ropeHeTo.

[Opyru xapakTepucTuku 3a 6esonacHocTt
OTHOCUTENHA CKOPOCT Ha M3napeHune:
CbabpaHue Ha TBbPAO BELLEeCTBO:

HeonpeneneH
HeonpeaeneH
HeonpeaeneH

He

HeonpeaeneH

<=1100 hPa

HeornpeaeneH
HeornpeaeneH

HeonpeaeneH
HEeNnpUoXunm

HeonpegeneH
0,0 %

PA3LOEN 10: CTabuMnHOCT U peakTUBHOCT

10.1. PeakunoHHa cnocoBGHOCT

[Mpw npaBunHo 6opaBeHe N CbXpaHeHne B CbOTBETCTBUE C pa3nopep,6MTe He Bb3HWKBAT OMacHU peakunun.

10.2. XuMn4Ha cTabunHocT

MpoaykTbT e cTabuneH, ako ce CbXpaHsiBa Npyu HopMasnHa TeMneparypa Ha okonHaTta cpeda.

10.3. Bb3MOXHOCT 32 onacHU peakuumu

He ca nssectHu onacHu peakuun.

10.4. YcnoBus, kouto TpsA6Ba Aa ce u3barear
HUKOS

10.5. HecbBMecTUMU MaTepuanu
Hama Hann4yHa nHpopmaums.

10.6. OnacHu NpPoAYKTX Ha pa3nagaHe
He ca u3aBecTHV onacHu NpPoAYyKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa nHdopmanms

11.1. Uudbopmauusa 3a KnacoBeTe Ha onacHocT, onpegeneHu B PernameHT (EQ) Ne 1272/2008

PA3OEN 12: Exkonorm4yHa nHcgpopmauums

12.1. ToKCUYHOCT

MpoaykTbT He e: ToKCUYHM 3a oKkornHaTta cpeja.
12.2. YCTONYMBOCT M pa3rpagmumocTt

MpoayKTLT He e TecTBaH.

12.3. Buoakymynupaia cnoco6HocT

MpoaykTbT He e TecTBaH.
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12.4. NMpeHocMMOCT B no4yBarta
MpooyKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkara Ha PBT u vPvB

ToBa BeLLEeCTBO He oTroBaps Ha kputepunte PBT/VPvB Ha PernameHT REACH, Mpunoxenne XIll.
MpoaykTbT He e TeCcTBaH.

12.6. CBOoMCTBAa, HapywaBawmn hyHKLUNTE HA eHOOKPUHHAaTa cucTema

BelLecTBOTO He npuTeXaBa CBOWCTBA, BOAELUM A0 HAapyLLuaBaHe Ha PyHKUMUTE HA eHOOKPMHHATa cuctema no
OTHOLUEHWE Ha HeLereBn opraHu3mMu.

12.7. Opyru He6naronpusaTHU echekTn
Hsama HanvyHa nHdopmauums.

JonbnHUTeNHN AaHHN

[a He ce [onycka nNnpoHWKBaHe B KaHanmsauundata unn oTtkputuTe BOAHU baceliHn. [la He ce Aonycka npoHnKBaHe
B noysarta/nog noysara.

PA3LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUu

U3xBbpnsiHe Ha oTNagbUM
OTnagbuuTe Aa ce U3BO3BaT B CbOTBETCTBME C aAMUHUCTPaTUBHUTE pasnopenbu.

U3xBBbpnsiHe Ha HEMOYUCTEHM ONAKOBKMU U NpenopbYyaHM NOYUCTBALLM NpenapaTu
3ambpceHnTe onakoBku TpsibBa fAa ce TpeTupaT kaTo caMmust matepuarn.

PA3OEN 14: UHchbopmaumsa OTHOCHO TPAHCNOPTUPAHETO

CyxonbTteH TpaHcnopT (ADR/RID)

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

14.2. TO4YHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.
nparkara 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.

14.6. CneumanHu npegnasHn Mepku 3a noTpeéurenure
Hsama HanvyHa nHdopmauums.

14.7. Mopcku TpaHCNOPT Ha TOBapy B HACUMHO CbLCTOSIHNE CbINIACHO UHCTPYMEHTU Ha MexayHapoaHaTa
MOPCKa opraHu3auunsa
HEeNnpunoXxmm

PA3OEN 15: UHbopmauusa oTHOCHO HOpMaTUBHaTa ypenba

15.1. CneuymndnyHm 3a BeLLECTBOTO UMM CMecTa HOpMaTUBHa ypenba/3akoHo4aTeNICTBO OTHOCHO
6e30nacHOCTTa, 3paBeTo U OKoJNHaTa cpega

HaumoHanHu pasnopen6u
3ambpcsiBaHe Ha BoauTe knac (D): - - He3aMbpCsBaLL, BOANTE

15.2. OueHKa Ha 6€30NacHOCT Ha XMMUYHOTO BELUEeCTBO UIIU CMeC

3a ToBa BELLECTBO HE Ca U3BBbPLUBaAHN onucaHus 3a 6e3onacHocT.

PA30EN 16: Opyra undopmauyums

MpomeHn
To3u cnucbk Cbabpka NPOMEHU B CpaBHEHME C npeguliHaTa Bepcus B pasgen(u): 1.
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CbKpalleHUs 1 akpoHUMMU
ADR: Accord europmen 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%

JonbrnHUTeNnHU AaHHU

OanHuTe B Ta3n Hapenba 3a 6e30nacHOCT cbOTBETCTBAT HA JOOPOCHBECTHOTO M3naraHe Ha Halusa ONUT KbM
MOMEHTa Ha oTneyaTBaHe. VIHopmaumsaTa Tpsdea ga Bu nage ocHoBHM Hacoku 3a 6e3onacHa paboTta ¢ To3n
NpoayKT, nocoveH B HapenbaTa 3a 6€30nacHOCT, OTHOCHO HErOBOTO CbhXpaHeHue, npepaboTka, TPaHCMopT 1
n3xebpnsHe. [laHHnTe He moraTt fa ce npeHecaT BbpXy APYrv NpoayKTu. AKO MPOdyKTbT Ce CMeCcU Unm

npepaboTun ¢ Apyru Matepuanu, Unm ako ce NoAnoxu Ha obpaboTka, AaHHWTe B Ta3u Hapenba 3a 6e3onacHOCT He
MoraT Aa 6baaTt NnpeHeceHn Bbpxy HOBUS MaTepuari, OCBEH ako U3PUYHO He Ce NOCoYBa ApYro.
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