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

VITA MFT Teeth
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 3066 CtpaHuua 1 oT 6

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

1.1. UpeHTndmkaTop Ha npoayKra
VITA MFT Teeth

TbproBcko HaumeHoBaHue
VITA MFT

1.2. UgeHTndMUnpaHu ynotpebu Ha BEWeCcTBOTO UM CMEeCTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KOMTo He
ce npenopb4Bar
Ynotpe6a Ha BelwecTBOTO/CMECTaA
Auxilary for manufacture of dental products

HenpenopbuntenHu ynotpebu
Hama HanuyHu gaHHu

1.3. Noapo6HU AaHHKM 3a JOocTaBYMKa HA MHPOPMaLUWUOHHUSA NUCT 3a 6e3onacHoCT

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

PA3MEJ 2: OnucaHme Ha onacHoOCTUTe

2.1. KnacudmympaHe Ha BeLLECTBOTO UMK cMecTa

PernamenT (EO) Ne 1272/2008
BeLlecTBOTO He e knacuduumpaHo kaTto onacHo cbernacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa

OonbnHuTeneH cbBeT
medical device
2.3. lpyrn onacHocTu
Hama HanvyHa nHdopmauums.

PA3OEN 3: ChcTaB/MHpopmaLma 3a cCbCTaBKUTe

3.1. BeuwectBa

Xumuyecka xapakTepucTuka
MnactmacoBu n3genus

OnacHu cbCTaBKu

HUKosi/HMKoM (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY
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Cnep BaovwuBaHe
HUKoS

Cnep KOHTaKT C KoXaTta
HUKOS

Cnep KOHTaKT C ouuTe
BegHara n o6unHo aa ce nannakHe ¢ OYeH Oyl Unv Boaa.

Cnepn nornbluaHe
HUKoS

4.2. Han-cblecTBEHN OCTPY M HacTbNBalW cnel U3BECTEH NepuoA OT BpemMe CUMNTOMU 1 edrekTu
Hama HannyHa nHopmauums.

4.3. YKka3zaHue 3a He06X0OUMMOCTTa OT BCAKAKBU HEOTIIOXKHU MeAULIMHCKN TPUXU U CeLnanHo nevyeHue
CyMNTOMaTUYHO feyeHme.

PA3LEI 5: MpoTuBOonoxapHu MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

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

5.2. Oco6eHu onacHOCTWU, KOUTO NPOU3TUYAT OT BELLEeCTBOTO UM CMecTa
HeBb3nnameHunm.

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

LonbnHUTenHW yKasaHus
3ambpceHaTta Bofa OT raceHe Aa ce cbbupa otgenHo.[la He ce Jonycka U3TMHAHETO 1 B KaHanuaaumsita unm
OTKPUTUTE BOAM.

PA3LEN 6: Mepku npu aBapMinHO U3nyckKaHe

6.1. JInyHu npegnasHu Mepku, npeanasHu cpeacTBa M npouegypuy Npu cnewwHu cnyyau
O6wm ykazaHusA
He ca HeobGxoamMmu cneumanHn Mepku.

6.2. MpegnasHu Mepku 3a onasBaHe Ha OKOJIHaTa cpega
[la He ce gonycka NpoHWKBaHE B KaHanu3auusita unu oTKpUuTuTe BOoAHNU GacernHu.

6.3. MeTogu 1 maTepmanu 3a orpaHM4YaBaHe U NOYUCTBaAHE

Opyra nndopmauus
[la ce cbbupa mexaHnyHo. B3eTnsaT matepuan ga ce tpetupa cbobpasHo pasgena 3a oTnagbum.

6.4. Mo3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BuxTe pasgen 7
WHameuayanHo sawmutHo obopyaBaHe: BUxTe pasgen 8
M3BoaBaHe: BuxTe pasgen 13

PA3[OENN 7: O6paboTka U cbxpaHeHue

7.1. NMpegna3Hu Mmepku 3a 6esonacHa pabora

YnbTBaHUA 3a 6e3onacHa ynortpeba
He ca Heobxoanmu cneuuanHn Mmepku 3a 6e3onacHocT.

Yka3aHus 3a 3alyMTa oT eKCnno3us 1 noxap
He ca Heobxoavmu cneuuanin Mepkn 3a NpoTMBOMNOXapHa 3aluuTa.

CbBeTU OTHOCHO o6LiaTa XxurmeHa Ha TpyAa

MHBeHTapeH Homep: 2 - 3amecTBa Bepcus: 1 bg [ara Ha nevat: 29.11.2023




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

VITA MFT Teeth
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 3066

Ctpanuua 3 ot 6

He ca Heobxogumu cneumanHu Mepku 3a 6e3onacHoCT.

ﬂon'anVlTenHM yKasaHus
He ca HeobxoavMmu cneumanHu Mepkmn 3a 6e3onacHocT.

7.2. YcnoBusA 3a 6€30MacHO CbXpaHsABaHe, BKNOYUTENHO HECHLBMECTUMOCTU

N3nckBaHuA 3a cKnagose u pesepeoapu
He ca HeoGxoaumu cneumanHn Mepku 3a 6e3onacHoCT.

UHdopmaums 3a cbxpaHeHue B o6LM CKNagoBu NoMeLLeHus
He ca HeoGxoaumu crieumanHn Mepku 3a 6e3onacHoCT.

PA3[OEN 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 XUMUYeH areHT ppm mg/m3|  Bn/cm3

Karteropus

MN3TOYHNK

9011-14-7 MonumeTtunmeTtakpunat - 20

8 yaca

8.2. KoHTpon Ha eKkcno3uumaTa

Moaxopsw, MHXeHepeH KOHTpon
He ca HeobxoamMmu cneumanHu Mepkmn 3a 6e3onacHocT.
MHauBmnayanHu mepku 3a 3alimMTa, KaTo HanpuMep JSIMYHU NpeanasHu cpeacTBa
3awuTa Ha ouuTe/nuuUeTo
He ca HeobxoamMmu cneumanHu mepkun 3a 6e3onacHocT.

3awmTa Ha pbueTe

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

CE, BKntoYBaLL YeTUpuUmMdpeH KOHTPONEH HOMep. BuabT Ha pbKkaBULMUTE 3a XMMUYECKa 3alimTa Tpsibea
BHMMaTesHo Aa 6bae noabpaH B 3aBUCMMOCT OT KOHLEHTPaLUMSATa U KONIMYECTBOTO Ha OMacHW BeLLecTsa,

cbobpasHo crieuundmkarta Ha paboTHOTO MsicTo. Mpu cnyyan Ha cneumanHa ynoTpe6a ce npenopbyYBa cripaeka ¢

npounssoauTend, gann ropenocoyeHnTe 3allluTHA pbKaBULK NputexasaT HeobxoammaTa YCTOIZLWIBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTta
He ca Heobxoavmu cneumanHu mepkmn 3a 6e3onacHocT.
3awmTa Ha guxaTenHuTe NbTULLa

He ca HeobxoamMmu cneumanHu mepkmn 3a 6e3onacHocT.

PA3OEN 9: ®u3anyHu n XMMUYHU CBOUCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsiHME Ha BELLEeCTBOTO: TBbpA

LaT:

Touyka Ha ToneHe/TouYKa Ha 3aMpb3BaHe: HeonpeaeneH

Touka Ha KMMeHe Unn HavarnHa Tovka Ha HeonpeaeneH

KWMNEHE U UHTEPBarn Ha KuneHe:

3ananumoctT: HeonpeeneH
HEenpUINoXxum

[OrHa rpaHuLa Ha B3p1BSIEMOCT: HeonpeaeneH

ropHa rpaHvLa Ha B3p1BSIEMOCT: HeonpeaeneH

Touka Ha Bb3nfaMeHsIBaHe: HeonpeaeneH

TemnepaTypa Ha pa3nagaHe: HeonpeaeneH

CTOMHOCT Ha pH: HeonpeaeneH
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PasTBoprMocCT BbB BoAa:
Opyru pa3tBoputenu
nicht bestimmt
KoeduuneHT Ha pa3snpegeneHune
n-okTaHon/Bopaa:
MapHo HansraHe:
(npun 50 °C)
MnbTHOCT:
OTHOCUTENHA NITLTHOCT Ha NapuTe:
9.2. ipyra nidopmauus
UHcpopmauma BLB Bpb3ka € kKnacoBeTe Ha (puanyHa onacHocT
TemnepaTypa Ha camo3anansaHe
TBbPAO BELLECTBO:
[as:
Oxkcuampalum cBorcTea
Nicht brandfurdernd

Opyrv xapakTepucTuku 3a 6esonacHocT

OTHOCUTENHA CKOPOCT Ha M3napeHue:
CbAbpxaHue Ha TBbPOO BELLECTBO:

HeornpeaeneH

HeonpeaeneH

<=1100 hPa

HeonpeaeneH
HeonpeaeneH

HeonpeaeneH
HeonpeaeneH

HeornpeaeneH
0.0%

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoHHa CNOCOGHOCT

Mpwv npaBunHo GopaBeHe 1 CbxpaHeHWe B CbOTBETCTBUE C pasnopeabuTe He Bb3HUKBAT ONacHU peakLuu.

10.2. XuMn4Ha cTabunHocT

npOﬂyKT'bT e ctabuneH, ako ce CbXpaHdaBa Npu HopMarnHa TeMnepaTtypa Ha OKOfnHaTa cpeaa.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHu onacHu peakuuu.

10.4. YcnoBus, kouTo Tpsa6Ba Aa ce nsdarsar
HUKOSA

10.5. HecbBMecTUMKM MaTepuanu
Hama HannyHa nHpopmaums.

10.6. OnacHu NpoAYKTX Ha pa3nagaHe
He ca n3BecTHV onacHu NpoAyKTU Ha pasnaraHeTo.

PA3OEN 11: Tokcukonorn4yHa nHcopmauus

11.1. UHdbopmauums 3a knacoBeTe Ha onacHocCT, onpegenenn B PernameHT (EO) Ne 1272/2008

PA3OEN 12: Exonorm4Ha nHcgpopmauums

12.1. TOKCUYHOCT
MpoaykTsT He e: TOKCUYHM 3a OKonHaTta cpefa
12.2. YCTOMYUBOCT U pa3rpagumocT

MpoaykTbT He e TecTBaH.

12.3. Bunoakymynupaiwa cnoco6HocT

MpooyKThT He e TeCcTBaH.

12.4. NMpeHOCMMOCT B no4yBarta
MpoaykTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkatra Ha PBT u vPvB
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ToBa BelLeCTBO He oTroBapsi Ha kputepunte PBT/vPvB Ha PernameHT REACH, Mpunoxenne XIll.
12.6. CBOMCTBA, HapylwaBawmn hyHKLUNTE Ha eHOOKPUHHaTa cucTtema
BelLecTBOTO He npuTeXaBa CBOWCTBA, BOAELLM A0 HAapyLlaBaHe Ha PYHKUMUTE HA eHOOKPMHHATa cuctema no
OTHOLUEHWE Ha HeuereBn opraHu3mMu.
12.7. Opyru He6naronpuaTHu echekTn
Hsama HannyHa nHdpopmauus.

OonbnHUTeNHN AaHHN

[a He ce Oonycka npoHWKBaHe B KaHanmsauundata unn oTtkputuTe BOAHU GacelHn. [la He ce Aonycka npoHnKBaHe
B moyBarta/nog no4yeara.

PA3OEN 13: O6e3BpexaaHe Ha oTnaagbUUTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUM

U3xBbpnsHe Ha oTNagbUM
OTnagbuuTe Oa ce U3Bo3BaT B CbOTBETCTBME C aAMUHUCTPaATUBHUTE pasnopenou.

N3xBBbpnsiHe Ha HEMOYNCTEHM ONAKOBKU U NpenopbYaHu NOYMCTBALLM NpenapaTy
3ambpceHuTe onakoBku TpsiGBa Aa ce TpeTupaTt KaTo caMmusi matepuan.

PA3OEN 14: UHdopMauusa OTHOCHO TpaHCNOPTUPAHETO

14.6. CneumanHu npegnasHn Mepku 3a notpedourenure
Hama HannyHa nHpopmaums.

14.7. MopCcKu TPaHCNOPT Ha TOBapy B HACUNMHO CbCTOAHUE ChINACHO MHCTPYMeHTU Ha MexxayHapoaHarta
MOPCKa opraHusauusa
HENPUNOXuUm

PA3OEN 15: NHhopmMauusa oTHOCHO HoOpMaTUBHaTa ypeaba

15.1. CneuundcdnyHM 3a BELLECTBOTO UM CMecTa HOpMaTUBHa ypenﬁalsakouoquenCTBo OTHOCHO
6e3onacHOCTTa, 34paBeTo U OKonHaTa cpega

HaumoHanHu paznopea6u

PA3LOEN 16: Opyra nHcdopmauus

MpomeHun
To3u cnuCbK CbabpXKa NPOMEHN B CPaBHEHWE C NpeauvluiHaTa Bepcus B pasgen(m): 1.

C'prameHMﬂ N aKpOHUMU
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%
ﬂon'anVITenHVI AaHHU
HaHHuTe B Tasn Hapenba 3a 6e30nacHOCT CbOTBETCTBAT Ha 4OBGPOCHBECTHOTO M3NaraHe Ha HalUMs OMNUT KbM
MOMeHTa Ha oTnevaTtBaHe. MiHdopmMaumsita Tpsabea aa By gage ocHOBHM Hacoku 3a GesonacHa paboTa ¢ To3u
npoAykT, nocoveH B HapenbaTta 3a 6e30nacHOCT, OTHOCHO HEFOBOTO CbXpaHeHWe, NpepaboTka, TPaHCMopT U
n3xsbpnsiHe. [laHHUTE He MoraT Aa ce npeHecaT BbpXy APYrv NPOAYKTU. AKO NPOAYKTBHT CE CMECU UK
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npepaboTun ¢ Apyru 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.
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