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

VITA LOW FUSING MODELLING LIQUID
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PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITA LOW FUSING MODELLING LIQUID

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
Cwmecu MpoaykTbT/cybecTaHumaTa e HeopraHmyeH. CybcTaHums, opraHmyeH

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

Cnepn BAUWwBaHe
[a ce nogcurypu 4nct Bb3ayx.

Crnep KOHTaKT C KoXaTta
[a ce namue obunHo ¢ Boga. CeaneTte 3aMbpceHOTO 0BNEKIo 1 o u3nepeTe Npeamn NoBTopHa ynotpeba.
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CneAa KOHTAKT C ouuTe
BegHara n o6unHo aa ce uannakHe ¢ OYeH Ayuw vnn Boaa.

Cnep nornblaHe
BegHara ga ce u3nnakHe yctarta u aa ce gaga noseye Boa 3a nueHe.

4.2. Han-cbulecTBeHM OCTPU U HacTbNBaLWM cnej U3BeCTEH Nepuod OT BpemMe CMMNTOMU U edhekTn
Hama HannyHa nHpopmaums.

4.3. Yka3zaHue 3a He06X0AUMOCTTA OT BCAKAKBU HEOTNOXHU MEAULIMHCKU FTPUXU U cneuunanHo fieyeHue
CuMnNTOMAaTUYHO NeYeHne.

PA3LEN 5: NMpoTuBONoXapHU MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoaswum noxaporacuTenHu cpeacTBa
MepkuTe 3a raceHe Ha noxapa fa ce cbobpasaT ¢ obKkpbXKaBallaTa cpeaa.

5.2. Oco6eHn onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UJIM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a NoXapHUKapure
B cnyvan Ha noxap: [la ce HoCcM NpoTMBOras ¢ aBTOHOMHO MogaBaHe Ha Kucnopog.

PA3LEN 6: Mepku npu aBapMinHO U3nyckKaHe

6.1. JInuHM NnpegnasHu MepKu, NpeanasHu cpeacTsa U npoueaypu Npu crnewHu cny4vyaum
O6wu ykazaHus
V3nonsgaiTe NMYHa 3aWwmnTHa EKUNNPOBKA.

6.2. MMpegnasHn MepKM 3a onasBaHe Ha OKOJIHaTa cpega
He ca HeobxoavMu cneumanHu Mepku 3a 3alumTa Ha OKorHaTta cpefa. 3aMmbpceHnTe NpeaMeTu 1 NogoBm
HaCTUIKKU Aa Ce NOYUCTAT B CbOTBETCTBME C HapeabuTe 3a ona3BaHe Ha OKornHaTta cpefa.

6.3. MeTogu n matepmanu 3a orpaHM4YaBaHe U NOYUCTBaAHE

Opyra nidopmauus
[a ce nonve MexaHW4YHO CbC CBbP3BaLL MaTepuan (NScbk, AMaTOMUT, CBbP3BALLIO BELLECTBO 3a KUCESTUHU UMK
yHMBepcarHo). BaeTnar matepvan ga ce Tpetupa cbobpasHo pasgena 3a oTnagbLuy.

6.4. NNo3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BuxTe pasgen 7
WHameuayanHo sawmutHo obopyaBaHe: BUxTe pasgen 8
M3BoaBaHe: BuxTe pasgen 13

PA3[OEN 7: O6paboTka n cbxpaHeHue

7.1. NMpegna3Hu mepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynortpeba
He ca Heobxoavnmu cneuuanHn mepku 3a 6e3onacHocT.

Yka3zaHuA 3a 3almMTa OT eKCNJI03UA U noxap
He ca Heobxoavmu cneuuanHn Mepkn 3a NpoTMBOMNOXapHa 3aluTa.

CbBeTM OTHOCHO obLiaTa XxurueHa Ha Tpyaa
CarneTe 3aMbpceHOTO 06rekno. [la ce nusmmBar pbLeTe Npeaun NodMBka 1 B kpast Ha paboTHus aeH. [la He ce
sane, nve, Nywu n gonycka xpema Ha paboTHOTO MSACTO.

7.2. YcnoBusi 3a 6e30NacHO CbXpaHsiBaHe, BKIYUTENHO HECHLBMECTUMMOCTH

W3aunckeaHus 3a cknagoBe U pesepBoapu
CbabT Aa ce AbpXu NTbTHO 3aTBOPEH.
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MH(bOpMaLWIH 3a CbXpaHeHue B obLWu cknagoBu 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

M3anonseante npegnasHu oqmna/npep,nasHa Macka 3a nude.

3awmTa Ha pbueTe

Mpu paboTa ¢ XMMUYECKM BelLecTBa a Ce HOCAT CaMO PbKaBMLIM 3a XMMUYecKa 3alumuTa, 0603HaYeHn CbC 3HaK
CE, BKoYBaLL, YeTUpuUMdpeH KOHTPONEH HOMep. BUabT Ha pbKkaBULMUTE 3a XMMUYECKa 3alimTa Tpsbsa
BHMMaTesHo Aa 6bAe noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMsATa U KONIMYECTBOTO Ha OMacHU BeLLecTsa,
cbobpasHo creuundmkarta Ha paGoTHOTO MsicTo. Mpu cnyyan Ha cneumanHa ynoTpe6a ce NpenopbyYBa crpaeka ¢
NPOU3BOAUTENS, Aanv ropenocodeHnTe 3aLLMTHN PbKaBULM NpUTexaBaT HeobxoammaTta YCTOMUYMBOCT Ha

xumukanu. MNpenopbuntenHun Bugose 3awmnTHu pbkaBuum KCL Dermatril P NBR (Hutpunos kay4yk)

3awumTa Ha KoxaTta
M3nonaeaHe Ha 3awWmTHO obnekno.
3awmTa Ha guXxaTenHUTe NbTULLa

Mpn HegocTaTbYHa BEHTUNAUUA HOCETE CpeacTBa 3a 3aluTa Ha gnxaTenHute nbTuwa. MNorpuxeTe ce 3a
[OCTaTbyYyHO BEHTMMAUMS M TOYKOBO M3CMYKBAHE Ha KPUTUYHU TOYKU. TEXHMYECKa BEHTUNALMSA Ha paGOTHOTO

MACTO

PA3OEN 9: ®u3anyHu n XMMUYHU CBOMCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsIHME Ha BELLECTBOTO:
LiBaT: 6e3uBeTeH

Mupusma: 6e3 mupuc
Touka Ha ToneHe/Touka Ha 3aMpb3BaHe:

Touyka Ha KUMeHe UNK HavanHa Toyka Ha

KMMNEHe 1 UHTepBarn Ha KUMeHe:

3ananumocrT:

OOrHa rpaHuua Ha B3puUBSIEMOCT:

ropHa rpaHvLa Ha B3p1BSIEMOCT:

Touka Ha Bb3nnaMeHsIBaHe:

TemnepaTypa Ha pa3nagaHe:

CTolHoCT Ha pH:

Pa3TtBoprMoOCT BbB Boaa:

Opyru pastBoputenmu
HeonpeaeneH

KoeduumeHT Ha pasnpegeneHve

n-okTaHon/Boaa:

MapHo HansraHe:

(npu 50 °C)
MnbTHOCT:

HeornpeaeneH
100 °C

HEeNnpUuioXum
HEeNnpUuioXum
HeonpeaeneH

HeonpeaeneH
?
HeonpeneneH
5,5

He

HeonpeaeneH
<=1100 hPa

1,05 g/cm?
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OTHOCUTENHa NBLTHOCT Ha NapuTe: HeonpeaeneH
9.2. ipyra nudopmauus

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

[pyru xapakTepucTuku 3a 6e3onacHocT
OTHOCUTENHa CKOPOCT Ha U3napeHue: HeonpeneneH
CbabpxaHue Ha TBbPAO BELLECTBO: 0

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakuMoOHHA CNOCOGHOCT

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

10.2. XuMn4Ha cTabunHocTt

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 onacHoCT, onpegeneHn B PernameHT (EO) Ne 1272/2008

CunHa ToKCU4HoCT
Bb3 ocHOBa Ha HanWYHWUTE AAaHHWU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
ATEmix npecmeTHaTt
ATE (opaneH) > 2000 mg/kg; ATE (aepmaneH) > 2000 mg/kg; ATE (nHxanaTueeH napa) > 20 mg/l; ATE
(nHxanaTtueeH npax/gum) > 5 mg/l
Pasgpa3ssaHe 1 KOpoO3nMBHOCT
Bb3 ocHOBa Ha HanMYyHWTE AAaHHWU HE Ca U3MbIIHEHU KpUTEpUUTE 3a Knacuduumpaxe.
CeHcubunusmnpallo geMcreme
Bb3 ocHOBa Ha HanMYyHUTE AAHHU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.
KaHueporeHHW, NpOMeHSALLM reHOTUNA M YBpEXAallM pasMHOXaBaHETO Bb3AeNCTBUA
Bb3 ocHOBa Ha HanMYyHUTE AAHHWU HE Ca U3MbITHEHU KpUTEpUUTE 3a Knacuduumpaxe.
CTOO (cneuncunyHa TOKCUYHOCT 3a onpeAerieHn opraHun) - eqHOKpaTHa eKcno3muus
Bb3 ocHOBa Ha HanNWYHUTE JAaHHW HE Ca U3MbITHEHU KpUTEepUUTE 3a knacuduumpaHe.
CTOO (cneundryHa TOKCUYHOCT 3a onpeaerieHn opraHu) - NoBTapsilla ce eKCno3uumnsa
Bb3 ocHOBa Ha HanWYHMTE AAaHHWU HE Ca U3MbIIHEHU KpUTEpUUTE 3a knacuduumpaxe.

OnacHoCT Npu BAULLBaHe
Bb3 ocHOBa Ha HanWyHUTE JaHHW He ca U3MbIIHEHU KpUTEpUUTE 3a knacuduuupaHe.
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Opyrv AaHHW 3a NpoBepKn
CwmecTa e knacuduupmpaHa kaTto He ornacHa no cmucena Ha PernamenT (EO) Ne 1272/2008 [CLP].

PA3[OEN 12: Exonorm4Ha uHcpopmauums

12.1. TOKCUYHOCT
MpoaykTbT He e: TOKCUYHM 3a OKONnHaTta cpefaa.
12.2. YCTONYMBOCT M pa3rpagumocTt

MpoaykTLT He e TecTBaH.

12.3. Buoakymynupaiwa cnocobHocTt
MpoaykTLT He e TeCcTBaH.

12.4. NpeHOCUMOCT B no4yBaTa
MpoayKkTLT He e TeCcTBaH.

12.5. PesyntaTtu ot ouyeHkaTa Ha PBT u vPvB

BelectBaTta B cMecTa He OTroBapsiT Ha kputepunte 3a PBT/vVPvB cbrnacHo REACH, Mpunoxexue XIII.

MpoayKTbT He e TecTBaH.
12.6. CBoMcTBa, HapywaBawm PyHKLUMUTE HA eHOOKPUHHATa cuctema

To3u NPOAYKT He CbAbpXKa BELLECTBO, KOETO NpUTEXaBa CBONCTBA, BOAELLM 40 HapyLlaBaHe Ha YHKLMUTE Ha
€HOKpMHHAaTa cMCTeMa MO OTHOLLUEHWNE Ha HeLeNeBn OpraHn3mMu, Tbid KaTO HAMa KOMMOHEHTM, KOUTO Aa OTroBapsT

Ha KpuTepuuTe.
12.7. Opyrn HeGnaronpuaTHU eheKTn
Hama HannyHa nHdopmauums.

LonbNHUTENHN AaHHN
[la ce n3bsarea nsnyckaHe B okonHaTa cpeaa.

PA3[LEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeTtogm 3a TpeTUpaHe Ha oTNagbuu

U3xBbpnsiHe Ha oTNagbLM
OTnagbuuTe oa ce U3Bo3BaT B CbOTBETCTBME C afMUHUCTPaTUBHUTE pasnopenbu.

U3xBBbpnsiHe Ha HENOYUCTEHN ONaKOBKU M NpenopbyYaHu NOYUCTBALLMN NpenapaTn
[a ce nammne obunHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkW MoraT ga 6baat peunknmpaHu.

PA3OEN 14: UHcbopmaumsa OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopTt (ADR/RID)

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

Unu naeHTUdUKaLMoHeH Homep:

14.2. TOYHO HaMMeHOBaHWe 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.

TpaHcnopTUupaHe:

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

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

WIu MaeHTUdmnKaLMoHeH HoMep:

14.2. TOYHO HaMMeHOBaHWe Ha No dangerous good in sense of this transport regulation.

npartkarta no cnmcbka Ha OOH:

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

TpaHCcNopTUpaHe:

14.4. OnakoBbLY4Ha rpyna: No dangerous good in sense of this transport regulation.
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TpaHcnopT no mope (IMDG)

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

MU naeHTUUKaLMOHEeH HOMep:

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

npartkata no cnucbka Ha OOH:

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

TpaHcnopTupaxe:

14.4. OnakoBbL4YHa rpyna: No dangerous good in sense of this transport regulation.
Bb3ayuweH TpaHcnopTt (ICAO-TI/IATA-DGR)

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

Unu uaeHTudUKaLmMoHeH HoMmep:

14.2. ToyHO HAaUMeHOBaHWeE 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.

TpaHcnopTupaHe:

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

14.5. OnacHoOCTM 3a OKOJiHaTa cpega

OMNACHO 3A OKOJTHATA CPELA: He
14.6. CneuuvanHu npegnasHu MepKu 3a noTpeburenure
Hama HannyHa nHpopmaums.
14.7. MopcKu TpaHCNOPT Ha TOBapy B HACUMNHO CHLCTOSIHWE CLIMAacHO MHCTPYMEHTU Ha MexayHapoaHaTta
MOpCKa opraHusaums
HENpPUNoXnm

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneuncdnyHM 3a BELLECTBOTO UM CMecTa HOpMaTUBHa ypenﬁalsaKOHo.quenCTBo OTHOCHO
6e3onacHOCTTa, 34paBeTo U OKoNHaTa cpega

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

HauunoHanHm pasnopenbu
BambpcaBaHe Ha BoguTe knac (D): - - He3aMbpcsaBall BoguTe

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

He ca npaBeHn TBbpOAEHUSA OTHOCHO 6e3onacHoCTTa Ha BelllecTBaTa B Ta3n CMecC.

PA3LOEN 16: Opyra nHcdopmauus

MpomeHn
To3u cnucbKk cbabpXKa NPOMEHU B CpaBHeHWeE 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.

(danHume 3a onacHume gewiecmea, enusauu 8 cbcmasa, ca 83emu suHaz2u om rnocredHama eanuoHa
mabnuyama c napamempu 3a 6ezonacHocm ripu paboma, ocugypeHa om rnoddocmasyuka.)
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