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

VITA TITANKERAMIK MARGIN
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 099 Ctpanuuya 1 o1 7

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

1.1. UpeHTndmkaTop Ha npoayKra
VITA TITANKERAMIK MARGIN

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
Ynotpe6a Ha BewecTBOoTO/CMeECTa
Ynotpeba Ha nabopaTopHu peareHTn

1.3. Nogpo6GHU AaHHM 3a JocTaBYMKa HA MHOPMAaLUWOHHUSA NUCT 3a 6e3onacHoOCT

dupwma/llponssoguTten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpec: Spitalgasse 3
Mpaa: D-79713 Bad Sackingen
MowieHcka KyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc; +49(0)7761-562-299
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs

Opyrv gaHHu
medical device

PA3[EN 2: OnucaHue Ha onacHoOCTUTe

2.1. KnacudcdmumpaHe Ha BeWeCTBOTO UMM CMecTa

PernameHT (EO) Ne 1272/2008
Tasu cMec He e knacudumumpaHa kaTto onacHa cbriacHo PernameHT (EOQ) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa

2.3. [lpyru onacHocTtu
Hama HanvyHa nHdopmauums.

PA3[OEN 3: ChcTaB/MHpopmaLma 3a cbCTaBKUTe

3.2. Cmecu

XumMunyecka xapaktepucTmka
Kepamuka

OnacHu cbCcTaBKu

HuKosi/HMKon (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKuTe 3a NbpBa NOMoLL

Crnep KOHTaKT C ouuTe
BegHara n o6unHo aa ce usnnakHe ¢ 0YeH ayuw vmnn Boaa.

Cnep nornblyjaHe
BegHara ga ce u3nnakHe ycrarta u ga ce faga noseye Boaa 3a nueHe.
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4.2. Han-cbLlecTBeHN OCTPY M HAcTbNBaAWM cned U3BECTEH Nepuof OT BpeMe CUMNTOMU U edrekTu
Hama HannyHa nHpopmaums.

4.3. YKka3zaHue 3a He06X0OMMOCTTA OT BCAKAKBU HEOTIOXHU MeAULIMHCKU TPUXU U creulunanHo nevyeHne
CuMnNTOMATUYHO NeYeHne.

PA3LEN 5: NMpoTuBOonoxapHU MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxopswm noxaporacutenHu cpeacraea
MepkuTe 3a raceHe Ha noxapa fa ce C'b06p83$|T C 06Kp'b)KaBaLIJ,aTa cpeaa.

5.2. Oco6eHu onNacHOCTWU, KOUTO NPOU3TUYAT OT BELLECTBOTO UMM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a NoXapHUKapure
B cnyyaii Ha noxap: [la ce Hocy NpoTMBOra3 ¢ aBTOHOMHO MoAaBaHe Ha KUCIOPOA.

JonbnHUTenHn ykasaHus
3ambpceHaTa Boga OT raceHe ga ce c1:61/|pa otgenHo.[la He ce [onycka n3tn4aHeTo 1 B KaHanusauuaTa unm
OTKPUTUTE BOAMWU.

PA3[EIN 6: Mepku npy aBapunHO U3nyckaHe

6.1. JInuHM npegnasHM MepkKu, NpegnasHv cpeacTsa U npoueaypuy Npy CrnewHu crny4vyaum
O6wWwm ykazaHus
[la ce n3bsarea obpasyBaHeTo Ha npax. [la He ce BouBa npaxa.

6.2. Mpegna3Hn Mepku 3a onasBaHe Ha OKOJIHaTa cpeda
[a He ce ponycka NpOHUKBAHE B KaHanM3auusita unvM oTKpUTUTE BOAHU HacerHu.

6.3. MeToau n matepmanu 3a orpaHM4aBaHe U NOYUCTBaHe

Opyra nidopmauus
[a ce cbbupa mexaHnyHo. B3eTnat matepman ga ce TpetMpa cbobpasHo pasfena 3a oTnagbLum.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaovBmnayanHo 3awmuTHO obopyaBaHe: BuxkTe pasaen 8
M3Bo3BaHe: BxTe pa3gen 13

PA3LENN 7: O6pa6oTka U cbXpaHeHue

7.1. NMpegna3sHu Mepku 3a 6e3onacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxogumu cneumanHu Mepkun 3a 6e3onacHoCT.

Yka3zaHusA 3a 3alimMTa OT eKCNII03UA U noxap
He ca Heobxognmu cneuuanHn Mepkn 3a NpoTMBOMNOXapHa 3aLuTa.

CbBeTu OTHOCHO obuwaTa xurmeHa Ha Tpyaa
CaarneTte 3amMbpceHOTO 0bnekno. [la ce nammeat pbLeTe Npean noYmeka 1 B Kpas Ha paboTHus aeH. [la He ce
sae v nve no BpemMe Ha pabora.

AdonbnHuUTenHn ykasaHus
TexHnyecka BeHTUNaumsa Ha paboTHoTO MscTo lNMorpumxkeTe ce 3a 4OCTATbYHO BEHTUMNALMSA Y TOUYKOBO M3CMYyKBaHe
Ha KPUTUYHM TOYKU.

7.2. YcnoBusA 3a 6e30nacHoO CbXxpaHsaBaHe, BKNOYUTENTHO HECHLBMECTUMOCTU

N3nckBaHus 3a cknagoee 1 pesepBoapu
CbAabT Aa ce ObpPXKK MITbTHO 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)

YnoTtpe6a Ha nabopaTopHu peareHTu

PA3LEN 8: KoHTpon Ha ekcno3uuuaTa/MMYHn npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpoON

8.2. KoHTpon Ha eKkcno3uumaTa

MHAMBMAyaﬂHM MepKU 3a 3aliuTa, KaTo HanpumMmep NMU4YHN NnpeanasHu cpeacTBa

3awumTta Ha ouuTe/nuueTo
MpoTunBoNpaxoBu ounna

3awmTa Ha pbueTe

Mpu paboTa c xnMnyecku BelecTBa Aa Ce HOCAT CaMo pbKaBULIM 3a XMMUYecka 3alymta, 0603HavYeHn CbC 3HaK
CE, BkntoyBaLl YeTupuundpeH KOHTponeH HoMep. BuabT Ha pbKkaBuuUMTe 3a XMMUYecka 3alumTa Tpsbea
BHMMaTenHo Aa 6bae noadpaH B 3aBMCUMOCT OT KOHLEHTpaumMsATa U KONMMYeCTBOTO Ha OMacHW BeLLecTBa,
cbobpasHo cneumdukaTa Ha paboTHoTO MsAcTo. INpu cnyyam Ha cneuuwanHa ynotpeba ce npenopbysa cnpaska C
NPOM3BOAUTENS, AaN FOPENOCOYEHNTE 3aLUMTHN PbKaBULM NMpUTEXaBaT HeobxoaumaTa yCTONYMBOCT Ha
xumukanu. MNpenopbuntenHun Bugose 3awmnTHu pbkaBuum KCL Dermatril P NBR (Hutpunos kay4yk)

3awumTa Ha KoxaTta
[la ce HocK NnogxoasLwo 3almMTHO 06eKso.
3awuTa Ha AguxaTenHuTe NbTUa

[MorpuxeTe ce 3a 4OCTaTbYHO BEHTUNALUNA Y TOYKOBO U3CMYKBAHE Ha KPUTUYHM TOYKW. TeXHUYEeCKa BEHTUNALNS

Ha pa6OTHOTO MACTO

PA3OEN 9: ®u3anyHu n XMMUYHU CBOMCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsiHME Ha BEeLLEeCTBOTO: Mpax

LiBaT:

Mwupuama: XapaktepeH

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe: 770 °C

3ananumoctT: HeonpeaeneH
HEenpUIoXum

[AOIHa rpaHuLa Ha B3prBSIEMOCT: Heonpeaenex

ropHa rpaHvLa Ha B3p1BSIEMOCT: HeonpeaeneH

Touka Ha Bb3nfaMeHsIBaHe: ?

TemnepaTypa Ha pa3nagaHe: HeonpeaeneH

CTONHOCT Ha pH: HeonpeaeneH

Pa3TtBoprMOCT BbB BoAa: He

Opyru pastBoputenmu

HeonpeaeneH

KoedvmuneHT Ha pasnpepenexune HeonpeaeneH

n-okTaHon/Boaa:

MapHo HangrawHe: <=1100 hPa

(mpun 50 °C)
MnbTHOCT: 2,40000 g/cm?
OTHOCUTENHa NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

UHcpopmauma BLB Bpb3ka € knacoBeTe Ha (puanyHa onacHocT
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TemnepaTypa Ha camo3anansaHe
TBBbPOO BELLECTBO: HeonpeaeneH
[as: HEeNnpUNOXum

Okcnaunpalum ceoncTea
He nogavpxa ropeHeTo.
[Opyrn xapakTepucTuku 3a 6esonacHocT
OTHOCUTENHA CKOPOCT Ha M3napeHune: HeonpeaeneH
CbAabpxaHue Ha TBbPAO BELLECTBO: 99,90 %

PA3LEN 10: CTabunHoCcT U peakTUBHOCT

10.1. PeakunoHHa cnocoGHOCT
Mpwn npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBME C pasnopeaduTe He Bb3HWKBAT ONacHW peakuum.

10.2. XuMn4Ha ctabunHocTt

MpoaykTbT e cTabuneH, ako ce CbXxpaHsiBa Npyu HopManHa TeMneparypa Ha okonHaTa cpeaa.

10.3. BL3MOXXHOCT 3a ONacHU peakuuun

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, KouTo Tpsi6Ba ga ce unsbsarear
HUKOS

10.5. HecbBMecTUMU MaTepuanu
Hsama Hann4yHa nHpopmaums.

10.6. OnacHu NpoAyKTX Ha pa3nagaHe
He ca n3BecTHV onacHu NpPoayKTU Ha pasnaraHeTo.

PA3LOEN 11: Tokcukonorn4yHa nHcgopmauus

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

CunHa TOKCU4HOCT
Bb3 ocHOBa Ha HanNWYyHUTE AAHHWU HE Ca U3NBIIHEHWU KPUTEPUUTE 3a KnacuduumpaHe.
ATEmix npecmeTHaT
ATE (opaneH) > 2000 mg/kg; ATE (aepmaneH) > 2000 mg/kg; ATE (nHxanaTtuseH napa) > 20 mg/l; ATE
(vHxanaTtuseH npax/gum) > 5 mgl/l
Pasgpa3BaHe n KOpo3MBHOCT
Bb3 ocHOBa Ha HanNWYHUTE JAaHHW HE Ca U3NMBbITHEHW KpUTEpUUTE 3a KnacuduumpaHe.
CeHcubunusmnpallo geMcreme
Bb3 ocHOBa Ha HanNWYyHUTE JAHHW HE Ca U3NMBIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

KaHueporeHHU, NPOMEeHSILLM reHoTUNa U YBpeXaaliM pasMHOXaBaHeTO Bb3AeNCcTBUA
Bb3 ocHOBa Ha HanNWYHUTE JAHHWU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuncdunyHa TOKCUYHOCT 3a onpeaeneHn opraHun) - eqHOKpaTHa eKcno3muus
Bb3 ocHOBa Ha HaNUYHWTE JAHHW HE Ca U3MbITHEHM KpUTEepUUTE 3a KnacuduuupaHe.
CTOO (cneuundnyHa TOKCUYHOCT 3a onpeAerneHn opraHu) - NoBTapsilla ce eKCrno3uuus
Bb3 ocHOBa Ha HanWYyHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
OnacHOCT npu BAULWIBaHe
Bb3 ocHOBa Ha HanNWYHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

[Opyrv AaHHW 3a NPOBEPKU
CwmecrTa e knacuduumpaHa kaTo He onacHa no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: Exonorn4Ha nHcgpopmaums

12.1. TOKCUYHOCT
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MpooykTbT He e: TOKCUYHM 3a oKkomnHaTta cpeja.
12.2. YCTONYMBOCT M pa3rpagmumocTt
MpoayKTLT He e TecTBaH.

12.3. Buoakymynupatia cnoco6HoCT

MpoayKkTbT He e TeCTBaH.

12.4. NpeHOCMMOCT B no4yBarta
MpoayKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkara Ha PBT u vPvB

BelecTtBaTta B cMecTa He OTroBapsT Ha kputepunte 3a PBT/vPvB cbrnacHo REACH, Mpunoxexue XIIl.

MpooyKTbT He e TecTBaH.
12.6. CBOMCTBA, HapylwaBawm hyHKLMNTE Ha eHOOKPUHHaTa cucTtema

Toan NpoAYyKT HE CbAbpKa BELLECTBO, KOETO NpuTexasa CBOMCTBA, BOAELLM A0 HapyLlaBaHe Ha pyHKUuUTe Ha
€HAOKPUHHaTa cnuctemMa no OTHOLLEHWE Ha HeLeneBn opraHu3aMm, Tbil KaTo HAMa KOMMOHEHTU, KOUTO Aa OTroBapAaT

Ha KpuTepuuTe.
12.7. Opyru He6naronpuaTHU echekTn
Hama HannyHa nHpopmaums.

JonbnHUTEeNHN AaHHU
[a ce n3bsrea Mn3nyckaHe B OKoJ1HaTa cpena.

PA3[EJ 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToam 3a TpeTMpaHe Ha oTnagbuu

M3XB1:p.l15lHe Ha oTnagbuun

[a He ce gonycka NpOHUKBaHE B kKaHanu3auusita unv oTkputute BogHu 6acerinn. OTnagbumTe Aa ce M3BO3BaT B
CbOTBETCTBME C aAMUHUCTPaTUBHUTE pa3nopeandbun. Koa Ha otnagbka/ob03HayeHMe Ha oTnagbka Cbril.

EBponelickusa katanor 3a oTnagbun/PernameHT 3a cnMcbka Ha oTnagbLm

N3xBBbpnsiHe Ha HEMOYNCTEHM ONAKOBKU U NpenopbYaHu NOYMCTBALLM NpenapaTy

[a ce namue obunHo ¢ Boga. HanwnHo n3npasHeHnTe onakoBkM MoraT ga 6baat peumnknupann. Kog Ha
oTnaabka/o6o3HadeHne Ha oTnagbKka Cbivl. EBponelickusa katanor 3a oTnaabun/PernaMeHT 3a cnncbka Ha

oTnagbLu

PA3OEN 14: NHhopmMauus OTHOCHO TpaHCNOPTUPAHETO

CyxonbTteH TpaHcnopTt (ADR/RID)

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

Wnu uaeHTUdUKaLMoHeH 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 npu No dangerous good in sense of this transport regulation.

TpaHcnopTupaxe:

14.4. OnakoBb4Ha rpyna: No dangerous good in sense of this transport regulation.
PeueH TpaHcnopT (ADN)

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

Unu ngeHTUudKaLumoHeH HOMep:

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

nparkara no cnucbka Ha OOH:

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

TPpaHCcNopTUpaHe:

14.4. OnakoBbY4Ha rpyna: No dangerous good in sense of this transport regulation.

TpaHcnopt no mope (IMDG)
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14.1. Homep no cnucsuka Ha OOH No dangerous good in sense of this transport regulation.
WU naeHTUUKaLMOHeH HOMep:

14.2. ToYHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
nparkata no cnuckbka Ha OOH:

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.
Wnu uaeHTUdUKaLMoHeH 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 OKOJlHaTa 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

HaunoHanHu pasnopen6u
3ambpcsaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcsBaly BogaTa

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BeLLeCTBO UIIU CMeC

He ca npaBeHn TBbpAEHUSA OTHOCHO 6e3onacHOCTTa Ha BelllecTBaTa B Ta3n CMeC.

PA3OEN 16: Opyra nHcdopmauus

MpomeHu
To3u cnuCbK CbabpXKa NPOMEHN B CPaBHEHWE C NpeauvLlHaTa 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%
JonbnHUTEeNHU AaHHU
HaHnuTe B Tasn Hapeaba 3a 6e3onacHOCT CbOTBETCTBAT Ha 4OOPOCHBECTHOTO M3NaraHe Ha Halumns OnuT KbM
MOMeHTa Ha oTnevaTtsaHe. MiHdopmaumsaTa Tpsabsa aa By gage ocHoBHM Hacoku 3a 6esonacHa paboTa ¢ To3u
NpoAyKT, nocoveH B HapeabaTta 3a 6€30MacHOCT, OTHOCHO HEFOBOTO CbXpaHeHue, npepaboTka, TpaHCcnopT K1
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n3xebpnsHe. [laHHUTe He MoraT Aa ce npeHecaT BbpXy APYrn NPoAyKTU. AKO NPOAYKTHLT Ce CMECU uUnu
npepaboTun ¢ Apyr1u Matepuanu, UM ako ce NoAaoxu Ha obpaboTka, AaHHWTe B Ta3u Hapenba 3a 6e3onacHOCT He
morat Aa 6baaT npeHeceHn BbpXy HOBUSI Matepuar, OCBEH ako U3PUYHO He ce NocoYBa Apyro.

(daHHume 3a onacHume gewecmea, 8nusalyu 8 cbcmaesa, ca 83emu auHasu om nocredHama eanudoHa
mabnuyama ¢ napamempu 3a be3onacHocm rpu paboma, ocuaypeHa om noddocmasyuka.)
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