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

VITA VIONIC VIGO
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PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITA VIONIC VIGO

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
Ynotpe6a Ha BewecTBOoTO/CMeECTa
Auxilary for manufacture of dental products

HenpenopbuuTenHu ynotpeém
Hama HanuyHu gaHHu

1.3. Nogpo6HU gaHHM 3a JOCTaBYMKA HA MHOPMAaLMOHHUSA NUCT 3a 6e30nacHOCT

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

PA3[EN 2: OnucaHue Ha onacHoCcTUTe

2.1. KnacucdmumpaHe Ha BeWeCcTBOTO UMM CMecTa

PernameHT (EO) Ne 1272/2008
BelLecTBOTO He e KnacudpuumpaHo kaTo onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

BeLlecTBOTO € KnacuduumMpaHo kaTto He onacHo nNo cmuckna Ha PernameHT (EO) Ne 1272/2008 [CLP].

2.2. EnemeHTM Ha eTuKeTa

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

PA3OEN 3: ChcTaB/MHbopmaLma 3a cbCTaBKUTe

3.1. BeuwectBa

XumMunyecka xapaktepucTmka
MnactmacoBu n3genus

OnacHu cbCcTaBKu

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

PA3LEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHme Ha MepKUTe 3a NbpBa NOMOLY

Cnepn BAUWBaHe
Hama Hanu4Hm gaHHu
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Cniep KOHTAaKT C KOXaTa
Hama HanuyHn gaHHu

Cnep KOHTaKT C ouuTe
BeaHara n o6unHo ga ce nannakHe ¢ OYeH Ayl Unv Boaa.

Cnep nornblyaHe
Hama HanuyHu gaHHu

4.2. Han-cbLiecTBeHU OCTPU M HacTbNBaLWM cried U3BECTEH Nepuon OT BpemMme cCUuMnTomu u ecdektun
Hsama HannyHa nHdpopmauus.

4.3. YKka3zaHue 3a He06X0OMMOCTTA OT BCAKAKBU HEOTIOXXHU MeAULMHCKU TPUXU U creulunanHo nevyeHne
CuMNTOMATUYHO feYeHne.

PA3LEN 5: NMpoTuBOonoxapHu MepkKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxopsawm noxaporacutenHu cpeacraea
MepKVITe 3a raceHe Ha noXxapa ga ce Cb06p23ﬂT C 06Kp'b)KaBaLIJ,aTa cpeaa.

5.2. Oco6eHu onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a noxapHuKapure
B cnyyaii Ha noxap: [la ce HocK NPOTMBOra3 C aBTOHOMHO MoJaBaHe Ha KMCMopoa.

JonbnHUTenHn ykasaHus
SaM'prGHaTa BOAda OT raceHe ga ce c1=6mpa otaenHo.[a He ce gonycka U3TM4aHeTo 1 B KaHanuaaumaTa unm
OTKpUTUTE BOAMWU.

PA3[EIN 6: Mepku npy1 aBapunHO n3nyckaHe

6.1. JInuHu npegnasHyM Mepku, NpegnasHyu cpegcTea U Npoueaypy NpuU CnewwHu crnyyau
O6wm ykazaHus
He ca Heobxogumm cneumanHm Mepku.

6.2. MpegnasHn Mepku 3a onasBaHe Ha OKOJIHaTa cpeda
[a He ce ponycka NpOHUKBaHE B KaHanu3auusita unv oTKpuTUTEe BOAHU HacerHu.

6.3. MeToan 1 maTepuanu 3a orpaHu4YaBaHe U MNOYUCTBaAHEe

Opyra nncpopmauus
[a ce cbbupa mexaHu4yHo. BaeTuar matepuan ga ce TpeTnpa cbobpasHo pasgena 3a oTnagbLu.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaomBmnayanHo 3awmuTtHO obopyaBaHe: BuxXTe pasagen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA3[OENN 7: O6paboTka n cbXxpaHeHue

7.1. NMpegna3Hu Mmepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxogumu cneumanHn mepku 3a 6e3onacHocCT.

YKa3saHus 3a 3awmTa oT eKCnsio3nsa U noxap
He ca Heobxoammu cneumanHm MEpPKn 3a 6e3onacHocT.

CbBeTH OTHOCHO obLjaTa XxurueHa Ha Tpyaa
He ca Heobxoammu cneumanHu mepkmn 3a 6e3onacHocT.

[onbnHuTenHn YKa3aHus
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He ca Heobxogumu cneumanHu Mepku 3a 6e3onacHoCT.

7.2. YcnoBusA 3a 6e30nacHO CbXxpaHsaBaHe, BKNOYNTENTHO HECHLBMECTUMOCTU

U3unckBaHusa 3a cknagoBe U pesepeoapu
He ca Heobxoammu cneunanHu mepkmn 3a 6e3onacHocT.

UHdopmMauusa 3a cbxpaHeHUe B 06K CKNaaoBU NOMeLLeHUs
He ca Heobxoammu cneumanHu mepkmn 3a 6e3onacHocT.

7.3. CneundmyHa(u) kpanHa(u) ynotpe6ba(u)

Auxilary for manufacture of dental products

PA3LEN 8: KoHTpon Ha eKcno3uuuaTa/MMYHU npeanasHu cpeacTea

8.1. MapameTpu HA KOHTPO

8.2. KoHTpon Ha ekcno3uumusTa

Moaxopasw, MHXXeHepeH KOHTpon
He ca Heobxoammu cneumanHu Mepku 3a 6e3onacHocT.
MuauBmnayanHu mMepku 3a 3alimTa, KaTo HanpuUMep SIMYHU NpeanasHu cpeacTBa

3awuTta Ha ouuTe/nuuUeTo
He ca Heobxoavmu cneunanHu mepkmn 3a 6e3onacHocT.

3awmTta Ha pbuUeTe
Mpn paboTa ¢ xMmuyeckn BeLLecTBa Aa ce HOCAT CaMO PbKaBMLUM 3a XMMUYECKa 3awmnTa, 0603Ha4YeHn CbC 3HaK
CE, BkntoyBaLy, 4eTMpuumMdpeH KOHTponeH Homep. BuabsT Ha pbkaBuuMTE 3a XMMM4ecka 3awmra Tpsbsa
BHMMaTenHo Aa 6bae noabpaH B 3aBMCUMOCT OT KOHLIEHTpaLMaTa 1 KONMYECTBOTO Ha ONacHu BeLLecTsa,
cbobpasHo crneuudmkara Ha paboTHOTO MACTO. IMpu crnyyam Ha cneumanHa ynotpeba ce npenopbYBa cnpaBka C
NPOVN3BOAUTENS, AaNV rOPenocoYeHNTe 3alUTHN PbKaBULM NpuTexasaTt HeobxoammaTta yCTOMYMBOCT Ha
XMMUKanu.

3awumTa Ha KoxaTta
He ca Heobxoaumu cneuuanHn mepku 3a 6esonacHocT.

3awmTa Ha guxaTenHUTe NbTULLA

He ca Heobxoammu cneumanym MEepKn 3a GesonacHocT.

PA3OEJ 9: ®n3anyHu n XMMMYHU CBOMCTBA

9.1. UHchopmaLmsi OTHOCHO OCHOBHUTE (hU3UYHU U XMMUYHU CBOMUCTBA

CbCTOsiHME Ha BELLECTBOTO: TBbPA

Ligar:

PasTBOpMMOCT BbB BOAA: He

[MapHo HansaraHe: <=1100 hPa
(npn 50 °C)

9.2. ipyra nudopmaums
UHdopmauma BLB Bpb3Ka ¢ KnacoBeTe Ha pM3nYHa onacHoOCT
Okcumaunpalym ceomcTea
He nogabvpxa ropeHeTo.

Opyru xapakTepucTuku 3a 6esonacHocT
CbAabpxaHue Ha TBbPAO BELLECTBO: 0,0%

PA3OEN 10: CTabunHOCT U peakTUBHOCT

10.1. PeakunoHHa cnoco6HOCT

I'IpM npaBuIHo 6opaBeHe N CbXpaHeHne B CbOTBETCTBUE C paanope,q6MTe HEe Bb3HUKBAT ONacHU peakuunun.

10.2. XuMn4Ha ctabunHocTt
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MpoayKTbT e cTabuneH, ako ce CbXxpaHsaBa Npyu HopMarnHa TeMneparypa Ha oKonHara cpeaa.

10.3. BL3MOXXHOCT 3a ONAaCHU peakuumn

He ca nasectHM onacHu peakumu.

10.4. YcnoBus, KOUTo TpsiGBa ga ce usbsarear
HUKoS

10.5. HecbBMecTUMU MaTepuanu
Hama HannyHa nHopmauums.

10.6. OnacHM NpoAyKTWU Ha pasnagaHe
He ca u3BecTHV onacHu NpoayKTU Ha pasnaraHeTo.

PA3LOEN 11: TokcukonornyHa nHcopmauus

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

PA3[OEN 12: Exkonorm4Ha nHcgpopmaums

12.1. TOKCUYHOCT
MpoayKkTLT He e: TOKCUYHM 3a oKonHaTta cpefa
12.2. YCTONYMBOCT M pa3rpagmumocTt

MpooyKTbT He e TecTBaH.

12.3. Buoakymynupaiia cnocobHocTt
MpoaykTbT He e TeCcTBaH.

12.4. MIpeHOCUMOCT B no4yBaTa
MpoaykTbT He e TeCcTBaH.

12.5. PesyntaTtu ot oyeHkaTa Ha PBT u vPvB

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

12.6. CBoMicTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

BelecTBOTO He npuTexXaBa CBOMCTBA, BoAeLUM A0 HapyLlaBaHe Ha PyHKUMUTE Ha eHAOKPUHHAaTa cuctema no
OTHOLLUEHME Ha HeLeneBn opraHu3mMu.

12.7. Opyru He6naronpuaTHU echekTn
Hama Hann4yHa nHdpopmaums.

JonbnHuTenHn gaHHu
[a He ce gonycka NnpoHMKBaHe B KaHann3aunsta unm oTKpUTUTE BOOHM bacenHn. [la He ce Oonycka npoHuWkBaHe
B noyBarta/nog noysara.

PA3[OEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToau 3a TpeTupaHe Ha oTNnagbuu

U3xBbpnsiHe Ha oTNagbLM
OTnagbuuTe Oa ce U3B03BaT B CbOTBETCTBME C aAMUHUCTPATUBHUTE pasnopenou.

N3xBBLpRNsiHe Ha HEMNOYNCTEHM ONAKOBKU M NpenopbYyaHy NOYMCTBALLM NpenapaTtu
SaMbpceHMTe OonakoBKu Tpﬂ6Ba Aa ce TpeTupart KaTto caMua matepuarn.

PA3[OEN 14: UHcbopmaums OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)
14.1. Homep no cnucsuka Ha OOH He npeacraBnsisa onacHo BeLLECTBO N0 CMUCHIIA Ha HapeabuTte 3a
WNu MaeHTUdUKaLMoHeH HoMep: TOBapeH TpaHcnopT.
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14.2. TouHO HaMMeHOBaHUe Ha He npeacraBnsBa onacHo BeLLECTBO NO CMUCHIA Ha HapeabuTe 3a
nparkara no cnucbka Ha OOH: TOBapeH TPaHCMopT.
14.3. Knac(oBe) Ha onacHoOCT npu He npeacraBnsBa onacHo BeLLECTBO NO CMUCHIA Ha HapeabuTe 3a
TpaHcnopTupaHe: TOBapeH TpaHCnopT.
14.4. OnakoBbY4Ha rpyna: He npeacraBnsBa onacHo BeLLECTBO NO CMUCHIA Ha HapeabuTe 3a

TOBapeH TPaHCropT.

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

14.7. MopCKUu TPaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta
MOPCKa opraHusauuns
HEeNnpunoXxmm

PA3OEN 15: NHdhopmMauua oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundmyHuM 3a BeLLeCTBOTO UMM CMecTa HOpMaTUBHAa ypeab6a/3akoHo4aTeICTBO OTHOCHO
6e3onacHocTTa, 3ApaBeTo U OKONHarta cpega

HaumoHanHu pasnopea6u
B3ambpcaBaHe Ha BoauTe knac (D): - - He3aMbpcsBall BoauTe

15.2. OueHka Ha 6e30NacHOCT Ha XMMUYHOTO BeLLecTBO UIU CMeC

3a ToBa BELLECTBO He ca M3BBbPLLBAHN ONUCaHUA 3a Ge3onacHocT.

PA3OEN 16: Opyra nHcdopmauus

MpomeHun
To3u cNUCBK CbAbpXKa MPOMEHM B CpaBHEHME C NpeauwiHaTa Bepcus B pasgen(u): 1.

OCHOBHM N030BaBaHUsA U U3TOYHULIM HAa AAHHU B nutepatyparta

[HaHHuTe B Tasn Hapen6a 3a 6e30nacHOCT CbOTBETCTBAT Ha 4O6POCHBECTHOTO U3NaraHe Ha Hallusa onuT KbM
MOMeHTa Ha oTnevartsaHe. MiHdopMauusaTa Tpsabea aa By gage ocHOBHU Hacoku 3a GesonacHa paboTa ¢ To3u
npoaykT, nocoyeH B HapenbaTa 3a 6e3onacHOCT, OTHOCHO HErOBOTO CbXpaHeHue, npepaboTka, TPaHCMopT U1
n3xBbprisiHe. [JaHHUTe He MoraT [a ce npeHecaT BbpXy APYrv NpoaykTu. AKO NPOAYKTLT Ce CMECU Uu
npepaboTu ¢ ApyrM MaTepuanu, unm ako ce Nnoasoxu Ha obpaboTka, AaHHUTE B Tasn HapeaGa 3a 6esonacHOCT He
moraT Aa 6bJaTt npeHeceHn BbpXy HOBUS MaTepuar, OCBEH ako U3PUYHO He ce MocoYBa Apyro. [JaHHUTe B Tasu
Hapen6a 3a 6e3onacHOCT CbOTBETCTBAT Ha AOBPOCHBECTHOTO M3naraHe Ha HallWsA ONUT KbM MOMEHTa Ha
oTnevartsaHe. MiHdpopmaumsiTa Tpsbea ga Bu gage ocHOBHM Hacoku 3a 6e3onacHa paboTa ¢ To3U NpoAaykKT,
nocoyeH B HapenbaTa 3a 6€30MacHOCT, OTHOCHO HErOBOTO CbXpaHeHue, npepaboTka, TPaHCMOPT U USXBBbPISHE.
[aHH1Te He mMoraT Aa ce npeHecaT BbpXy APYr NPOAYKTU. AKO MPOAYKTBLT Ce CMecu unu npepaboTu ¢ Apyru
maTtepuanu, Unm ako ce noarnoxu Ha obpaboTka, gaHHWUTe B Tasu Hapenba 3a 6e3onacHocT He moraT aa 6baat
npeHeceHn BbPXY HOBUSA MaTepmar, OCBEH ako U3PUYHO He ce MocoYBa Apyro.
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