VITA Zahnfabrik H.Rauter GmbH & Co.KG
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PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITABLOCS

TbproBcko HaumeHoBaHue
VITABLOCS Mark II, VITABLOCS TriLuxe forte, VITABLOCS Real Life

pyna BellecTBa: Zwischenprodukt

1.2. UgeHTUdMuMpaHm ynoTpebu Ha BeLeCTBOTO UIIM CMECTa, KOUTO ca OT 3HaYeHUe, U ynoTpeou, KOUTo He
ce npenopbLYBaT
Ynotpe6a Ha BewecTBoTO/CMeEcTa
Auxilary for manufacture of dental products Magenus oT kKambk, rMNC, LMMEHT, CTBKII0 U Kepamuka

1.3. Noapo6HU AaHHKM 3a JocTaBYMKa HA MHPOPMaLUUOHHUSA NUCT 3a 6e3onacHoOCT

®upmal/llpomssoguTen: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apgpec: Spitalgasse 3
paa: 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@yvita-zahnfabrik.com
OTrOBOPEH CbTPYAHMK: regulatory affairs
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OtroBopeH OTgen: Regulatory Affairs

Opyru gaHHu
medical device

PA3OEN 2: OnucaHne Ha onacHoOCTUTe

2.1. KnacudcdmumpaHe Ha BeWecTBOTO UM CMecTa

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

2.2. EneMeHTU Ha eTUKeTa

2.3. [ipyru onacHocTtu
Hama HannyHa nHpopmauus.

PA3OEN 3: ChcTaB/MHopmaLma 3a cbCTaBKUTe

3.1. BeuwecTtBa

Xumunyecka XapakTepuctuka
M3pgenna ot Kambk, M1Mnc, LMMEHT, CTbKINO U KepamMmuka

OnacHu cbCcTaBKK

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

PA3LEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BavwuBaHe
[a ce nogcurypu 4nct Bb3ayx.
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CneAa KOHTAKT C KoXaTa
[a ce namue obunHo c Boga. Ceanete 3aMbpPCEHOTO o6nekno n ro n3nepete npegn NnoBTopHa yn0Tpe6a.

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

Cnep nornblyaHe
BepnHara fa ce nsnnakHe ycrtaTta v Aa ce Aafa noBeye Boaa 3a NUeHe.

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.

PA3LEN 6: Mepku npu aBapMinHO M3nyckaHe

6.1. JiInyHu npegnasHu Mepku, npeanasHu cpeacTBa M npoueaypuy Npy cnewwHu cnyvyau

O6LwWu ykasaHusa
[a ce n3bsarea obpasyBaHeTo Ha npax. [la He ce BAMLIBA Npaxa.

6.2. NMpegnasHu Mepku 3a onasBaHe Ha OKOJIHaTa cpega
He ca Heobxoavmu cneumanHu Mepku 3a 3allmTa Ha okonHaTa cpeaa. 3aMmbpceHnTe NpeaMeT U NogoBsm
HaCTUIMKKN Aa ce NOYUCTAT B CbOTBETCTBME C HapeaOuTe 3a onasBaHe Ha oKkornHaTta cpefa.

6.3. MeToau n matepmanu 3a orpaHM4YaBaHe U NOYUCTBaHE

Apyra nicpopmaums
[a ce cvbupa mexaHnyHo. B3eTnat matepuan aa ce Tpetvpa cbobpasHo pasgena 3a oTnagbLum.

6.4. Mo3oBaBaHe Ha Apyru pasgenv
CurypHa ynotpeba: BuxTte pasgen 7

MHaomBmnayanHo 3awmuTHO obopyaBaHe: BUXTe pasaen 8
M3Bo3BaHe: BuxTe pasgen 13

PA3LEN 7: O6paboTka U CbXpaHeHue

7.1. Npegna3Hun Mmepku 3a 6e3onacHa paborta

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

YKa3aHus 3a 3alymMTa OT eKCNnsio3us U noxap
He ca HeobxoamMMu cneumanHn Mepku 3a NPoTUBOMNOXKapHa 3aluTa.

CbBeTu OTHOCHO obLiaTa XurueHa Ha Tpyaa
CaneTte 3ambpceHOTO 06nekno. [la ce nammBar pbLeTe npeau NodMBka 1 B kpasi Ha paboTHus aeH. [la He ce
age, nve, Nywy u gonycka xpema Ha paboTHOTO MSCTO.

7.2. YcnoBusA 3a 6e30nacHoO CbXxpaHsaBaHe, BKNIOYNTENIHO HECHLBMECTUMOCTU
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M3ncksaHus 3a cknagose U pesepBoapu
CbAabT Aa ce ObpPXKK MITbTHO 3aTBOPEH.

UHdopmauun 3a cbxpaHeHue B o6LlWuM cknagoBU NoMeLleHUs
He ca Heobxoammu cneumantm MepKn 3a GesonacHocT.

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

Auxilary for manufacture of dental products Magenusa oT kKambk, rMNC, LMMEHT, CTBKII0 U Kepamuka

PA3[OEN 8: KoHTpon Ha ekcno3uumuaTa/NMyYHn npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpPON

8.2. KoHTpon Ha ekcno3nuusiTa

MHAMBMAyanHM MEepPKHU 3a 3aljuTa, KaTo HanpumMmep NMMYHN npeanasHu cpeacrtea

3awumTa Ha ouuTe/nuueTo

V3nonseante npeanasHu oqmna/npe,qnasHa Macka 3a nuue. [poTneonpaxosu oyuna

3aumTa Ha pbueTe

Mpu paboTa C XMMUYECKM BeLLECTBA 4a Ce HOCAT CaMO pbKaBULIM 3a XMMUYecKa 3alumuTa, 0603Ha4YeHN CbC 3HaK
CE, BKMHOYBALL, YETUPULMGPEH KOHTPOMEH HOMEP. BUABT Ha pbKaBULMTE 3a XMMUYECKa 3allmTa TpsibBa
BHMMaTesHO Aa 6bAe noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMSTa U KOJNIMYECTBOTO Ha OMacHM BELLEeCTBa,
cbobpasHo creuudmkata Ha paboTHOTO MsCTo. Mpwu crnyyan Ha cneumanHa ynoTpe6a ce npenopbyBa crpaeka ¢
NPOU3BOAUTENS, Aasiv FOPENOCONEHUTE 3aLLUTHU PbKaBULM NpUTeXaBaT HeobxoammaTta YyCTOMYMBOCT Ha

XUMUKanu.
3awumTa Ha Koxara

V3nonssaHe Ha 3allUTHO 0BMeKno.
3awmTa Ha guXxaTenHUTe NbTULLA

I'IpM HegocCTaTb4YHa BeHTUNauna HoceTe CpeacTBa 3a 3alluTa Ha gmxatenHuTte nbTuula. [a He ce BouwBa npaxa.
nOFpI/I)KeTe Ce 3a JOoCTaTb4yHO BEHTUNAUNUA U TOYKOBO U3CMYKBAHE HA KPUTUYHU TOYKWN.

PA3OEN 9: ®U3n4yHM 1 XMMUYHUN CBOUCTBA

9.1. UHchopmaLMa OTHOCHO OCHOBHUTE (PU3UYHU U XUMUYHU CBOUCTBA

CbCTOsIHME Ha BELLECTBOTO: TBbPA

LiBaT:

Mupusma:

Touyka Ha ToneHe/ToYka Ha 3aMpb3BaHe:
Touyka Ha KMMeHe Unu HavanHa To4vka Ha
KWMNEeHe 1 UHTepBarn Ha KuneHe:
3ananumocrT:

OOrHa rpaHuua Ha B3puUBSIEMOCT:

ropHa rpaHvLa Ha B3p1BSiEMOCT:

Touka Ha Bb3nnaMeHsIBaHe:

TemnepaTypa Ha pa3nagaHe:

CTolHoCT Ha pH:

PasTBOpMMOCT BbB BOAa:

Opyru pastBoputenmu
HeonpeaeneH

KoeduumeHT Ha pasnpegeneHve

n-okTaHon/Boaa:

MapHo HansraHe:

(npu 50 °C)

6e3 mupuc

HeonpeneneH
n

HeonpeaeneH
HEMPUIOXNUM
HeorpeaeneH

HeonpeaeneH
?
HeonpeneneH
HeonpeaeneH
He

HeonpeaeneH

<=1100 hPa
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MnbTHOCT: 2,44000 g/cm?
OTHOCUTENHA NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

UHcpopmauma BLB Bpb3ka € kKnacoBeTe Ha (puanyHa onacHocT
BapusoonacHocTu
MpoaykTbT He e: EkcnnosueeH.
TemnepaTypa Ha camo3anansaHe
TBbpPOO BELLECTBO: Heonpeaenex
[as: HEenpuNoXxnm
Okcuampalym cBorcTBa
He noaabpxa ropeHeTo.

[pyru xapakTepucTuku 3a 6esonacHocT
OTHOCUTENHa CKOPOCT Ha M3napeHue: HeonpeaeneH
CbAabpxaHMe Ha TBbPAO BELLECTBO: 100,0 %

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoOHHA CNOCOGHOCT

Mpwv npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBUE C pasnopeaduTe He Bb3HMKBAT OMacHW peakumi.

10.2. XuMn4Ha cTabunHocT

MpoayKTbT e CTabuneH, ako ce CbxpaHsiBa Npyu HopMarnHa TeMnepaTtypa Ha okonHaTa cpea.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHu onacHu peakuuu.

10.4. YcnoBus, KOUTo TpsibBa aa ce usbsareat
HUKOS

10.5. HecbBMecTUMK MaTepuanu
Hsama HannyHa nHdpopmauus.

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

PA3OEN 11: TokcukonornyHa nHcdopmauus

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

CunHa ToKCU4HoCT

Bb3 ocHOBa Ha HanWYHWUTE AAaHHWU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
Pasgpa3BaHe n KOpo3MBHOCT

Bb3 ocHOBa Ha HanWYyHUTE JaHHW He ca U3MbIIHEHU KpUTepuuTe 3a knacuduumypaxe.
CeHcubunusunpallo gemcraeune

Bb3 ocHOBa Ha HanWyHUTE JaHHW He ca U3MbIIHEHU KpUTepUUTe 3a knacuduumypaxe.
KaHueporeHHU, NpoMeHsILM reHOTUNa M YBpeXaalluyu pasMHOXaBaHeTO Bb3AeNCcTBUA

Bb3 ocHOBa Ha HanWyHUTE JaHHW He ca U3MbIIHEHU KpUTepUuTe 3a knacuduumypaxe.
CTOO (cneundryHa TOKCUYHOCT 3a onpeaerneHn opraHu) - eAHOKpaTHa eKcno3muums

Bb3 ocHOBa Ha HanMYHUTE AaHHWU HE Ca U3MbITHEHW KpUTEpUUTE 3a Knacuduumpaxe.
CTOO (cneundmyHa TOKCMYHOCT 3a onpeperieHn opraHu) - NoBTapsila ce eKCno3uumns

Bb3 ocHOBa Ha HanWYHUTE J4aHHW He ca U3MbIIHEHU KpUTepuuTe 3a knacuduumupaxe.
OnacHocCT Npu BAULLBaHe

Bb3 ocHOBa Ha HanWyHUTE JaHHW He ca U3MbIIHEHU KpUTepuuTe 3a knacuduuupaxe.

Opyrv AaHHU 3a NpoBepPKU
BeLlecTBOTO € knacuduumpaHo kaTto He ornacHo no cmuckna Ha PernameHT (EO) Ne 1272/2008 [CLP].
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PA3OEN 12: Exkonorm4Ha nHcgpopmaums

12.1. ToKCUYHOCT

MpoaykTbT He e: TOKCUYHM 3a oKkonHaTta cpeja.
12.2. YCTONYMBOCT M pa3rpagmmocTt

MpoayKTLT He e TecTBaH.

12.3. Buoakymynupaia cnoco6HocT

MpoayKkTbT HE e TecTBaH.

12.4. NpeHoCMMOCT B no4yBarta
[MpoayKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkatra Ha PBT u vPvB

Toea BeLlecTBO He oTroBapsi Ha kputepunte PBT/vPvB Ha PernameHt REACH, Mpunoxenue Xl
MpooyKTbT He e TecTBaH.

12.6. CBOMCTBA, HapywaBawmn hyHKLUNTE Ha eHOOKPUHHaTa cucTtema

BeLlecTBOTO He npuTexasa CBOMCTBA, BOAELLM 0O HapyLlaBaHe Ha (PyHKUMUTE Ha eHOOoKpMHHAaTa cuctema no

OTHOLLEHME Ha HeLueneBn opraHM3Mu.
12.7. Opyru He6naronpuaTHu echekTn
Hama HannyHa nHpopmaums.

JonbnHUTeNnHN gaHHU
[a ce n3bsrea Mn3nyckaHe B OKOJ1HaTa cpena.

PA3[LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUu

U3xBBbpnsaHe Ha oTNnagbLuu
OTnagbuuTe Aa ce U3B03BaT B CbOTBETCTBUE C aMUHUCTPaATUBHUTE pasnopeuGM.

U3xBbpnsiHe Ha HEMOYUCTEHN ONAKOBKM U NMpenopbYaHM NOYUCTBALLM NpenapaTm
[a ce nammue obunHo ¢ Boga. HanbnHo nsnpasHeHnTe onakoBkyM MoraTt Aa 6baaTt peunknimpaHu.

PA3OEN 14: NHdhopmMauus OTHOCHO TpaHCNOPTUPAHETO

CyxonbTeH 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.

TpaHcnopTupaHe:

14.4. OnakoBbL4Ha 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 naeHTuduKaLumoHeH 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. OnakoBbLY4Ha rpyna: No dangerous good in sense of this transport regulation.

TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu naeHTUUKALMOHEH HOMED:
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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.
Unu 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 OKOJiHaTa cpega

OMNACHO 3A OKOJTHATA CPELA: He
14.6. CneuuvanHu npegnasHuU MepKu 3a noTpebutenure
Hama HannyHa nHpopmaums.
14.7. MoOpCKMu TpaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta
MoOpcCKa opraHv3auus
HEeNpUNoXnum

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

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

EC PerynatopHa uHdopmauus
OaHHu 3a gupektusa 2012/18/EC He nognexwu Ha Oupektnea 2012/18/EC (SEVESO III)
(SEVESO lll):

HauunoHanHu pasnopegbu
3ambpcaBaHe Ha BoguTe knac (D): - - He3aMbpcsBall BoguTe

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

3a ToBa BeLLECTBO He Ca U3BBLPLUBaAHU OonncaHns 3a 6e30nacHoCT.

PA30EN 16: Opyra nndopmauums

MpomeHn
To3u cnuCcbK CbabpKa NPOMEHU B CpaBHeHME C npeguliHaTa Bepcus B pasgen(u): 1.
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Cprau.leva U 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%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europnen relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
3a cbKpalleHns 1 akpoHumK BX. Tabnuuara Ha http://abbrev.esdscom.eu
ﬂOI‘I'anVITenHVI AaHHU
[aHHuTe ce 6asupaT Ha AHELIHOTO CbCTOSIHME Ha HaLLUTE NO3HaHWS, HO Te He AaBaT rapaHuusi 3a CBOMCTBaTa Ha
NpoAyKTUTE N HE Ca OCHOBA 3a 3aKOHHW JOrOBOPHM OTHOLUEHMS. MonyyaTensaT Ha HalwmTe NpoaykTu Tpsibea aa
cbbnogaBa Ha co6CcTBEHaA OTTOBOPHOCT CMa3BaHETO Ha ChLUECTBYBALLM 3aKOHM U pasnopenbu.
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