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

1.1. UpeHTndmkaTop Ha npoayKra
VITA GLAZE LT

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
Cwmecn 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

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.

JonbnHUTenHn ykasaHus
3ambpceHaTa Boga OT raceHe ga ce 0b6mpa otgenHo.[la He ce [onycka n3tn4aHeTo 1 B KaHanusauuaTa nnm
OTKPUTUTE BOAMW.

PA3LEJ 6: Mepku npu aBapuMnHO U3nyckKaHe

6.1. JInyHn npeanasHn Mepku, npeana3Hdu cpeactBa U npoueaypu npuy cnewHu cnyyaum
O6LwWwu ykasaHusa
[a ce n3bsarea obpasdyBaHeTo Ha npax. [la He ce BAMLIBA Npaxa.

6.2. MMpegna3Hn Mepku 3a onasBaHe Ha OKOJIHAaTa cpeda
[a He ce ponycka NPOHUKBAHE B KaHanM3auusita UM oTKpUTUTE BOAHU BaceriHu.

6.3. MeToou n maTepmanu 3a orpaHM4YaBaHe U NOYUCTBaHe

Opyra nicpopmauus
[a ce cbbupa mexaHnyHo. B3eTnat matepman aa ce TpeTvpa cbobpasHo pasfena 3a oTnagbLu.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynotpeba: BuxTte pasgen 7
MHaomBmayanHo 3awmuTHO obopyaBaHe: BUXTe pasaen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA30EN 7: O6paboTka u cCbxpaHeHue

7.1. NMpegnasHun mepku 3a 6esonacHa pa6ora

YnbTBaHMA 3a 6e3onacHa ynoTpeba
He ca Heobxoavmu cneumanHu mepkmn 3a 6e3onacHocT.

YKka3aHuA 3a 3amTa oT eKCnno3usa u noxap
He ca HeobxoaMMu cneumanHn Mepku 3a NPOTUBOMNOXKapHa 3alumTa.

CbBeTu OTHOCHO o6waTa XxurmeHa Ha Tpyaa
CaneTe 3ambpceHoTo 06nekno. [la ce uaMmBat pbLeTe npeaun NodMBka 1 B kpast Ha paboTHus aeH. [la He ce
saae, nve, NyLwy 1 gonycka xpeMa Ha paboTHOTO MSICTO.

7.2. YcnoBusi 3a 6e30nacHO CbXpaHsiBaHe, BKITIOYUTENTHO HECbBMECTUMMOCTH
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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)

Ynotpeba Ha nabopaTopHu peareHTn

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 nude.

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

xummkanu. NBR (Hutpunos kayuyk) MpenopbynTtenHy BUAoBe 3awmTHU pbkaBuum KCL Dermatril P

3awumTa Ha Koxara

M3non3eaHe Ha 3alMTHO 0brekno.

3awmTa Ha AuxaTenHuTe NbTUa

I'Iorp|/|>KeTe Ce 3a JOoCTaTb4yHO BeHTUNauna U TO4KOBO M3CMYKBAHE HA KPDUTUYHU TOYKU. TexHuyecka BeHTUNauus

Ha paboTHOTO MACTO

PA3OEN 9: ®U3n4yHM 1 XMMUYHUN CBOUCTBA

9.1. UHchopmaLMa OTHOCHO OCHOBHUTE (PU3UYHU U XUMUYHU CBOUCTBA

CbCTOSIHME Ha BELLECTBOTO: Mpax

LiBaT:

Mwupuama: XapakTepeH

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe: HeonpeaeneH

Touka Ha KMNEeHe Unu HayarnHa To4ka Ha X

KMMEHe M UHTEPBAan Ha KUMNeHe:

3ananumocT: Heonpeaenex
HEMPUIOXNM

OOrHa rpaHuua Ha B3puUBSIEMOCT: HeonpeaeneH

ropHa rpaHuua Ha B3puUBSIEMOCT: Heonpeaenex

Touka Ha Bb3nnaMeHsIBaHe: ?

TemnepaTypa Ha pa3nagaHe: HeonpeaeneH

CTolHoCT Ha pH: HeonpeaeneH

PasTBOpuMOCT BbB BOAA: He

Opyru pastBoputenmu

HeonpeaeneH

KoedumuneHT Ha pasnpepeneHne HeonpeaeneH

n-okTaHon/Boaa:

MapHo HansraHe: HeonpeaeneH

(npu 50 °C)
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MnbTHOCT: 2,40000 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.
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 KOpo3nMBHOCT
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 AAHHU 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.
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OnacHoOCT npu BAULWIBaHe
B1b3 0CHOBa Ha HanNU4HUTE JaHHWU He ca U3MbITHEHU KpUTEpPUUTE 3a KnacuduumpaHe.

Opyrv1 AaHHKU 3a NPOBepPKU
CwmecTa e knacuduumpaHa kaTo He onacHa no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3[OEN 12: Exonorm4Ha nHcgpopmauums

12.1. TOKCUYHOCT
MpoaykTbT He e: TOKCUYHM 3a OKONHaTa cpeaa.
12.2. YCTOMYUBOCT U pa3rpagumMmocTt

MpooyKThT He e TeCcTBaH.

12.3. Bnoakymynupauwa cnoco6HocT

MpooyKTbT He e TecTBaH.

12.4. NpeHOCMMOCT B no4yBarta
MpooyKTbT He e TecTBaH.

12.5. Pesynrtatu ot oueHkatra Ha PBT u vPvB

BelyectBaTta B cMecTa He OTroBapsiT Ha kputepunte 3a PBT/vVPVB cbrnacHo REACH, Mpunoxexue XIIl.
MpoayKTLT He e TecTBaH.
12.6. CBOMCTBa, HapywaBawmn hyHKLUNTE Ha eHOOKPUHHaTa cucTtema

To3u NpoayKT He CbAbpXKa BELLECTBO, KOETO NpPUTEXaBa CBOWCTBA, BOAELLM A0 HapyLlaBaHe Ha PyHKUMMTE Ha
€HOOKPMHHAaTa cucTema no OTHOLLEHWE Ha HeLeneBu OpraHn3Mu, Tbi KaTto HAMa KOMMOHEHTU, KOUTO Aa OTroBapaT
Ha KpuTepunTe.

12.7. Opyru He6naronpusaTHU echekTn
Hsama HanvyHa nHdopmauums.

JonbnHuTenHun gaHHu
Oa ce n3bsrea n3nyckaHe B OkonHaTta cpena.

PA3LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUM

U3xBbpnsiHe Ha oTNagbLUM
[a He ce gonycka NpOHUKBaHE B kKaHanu3auusita unmM oTKpuTUTe BogHU 6aceriHn. OTnagbumTe Aa ce M3BO3BaT B
CbOTBETCTBUE C aAMUHUCTPATMBHUTE pasnopenodu.

U3xBbpnsiHe Ha HEMOYUCTEHU ONAKOBKMX U NpenopbyYaHu NOYUCTBALLM NpenapaTm
[a ce namme obunHo ¢ Boga. HanbnHo n3npasHeHUTe ONakoBkM MoraT fa 6baaT peunknmpaHu.

PA3OEN 14: UHcbopmaumsa OTHOCHO TPAHCNOPTUPAHETO

CyxonbTteH TpaHcnopT (ADR/RID)

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

Unu naeHTUrKaLMoHeH HoMep:

14.2. TO4YHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.

nparkara no cnucbka Ha OOH:

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

TpaHcnopTupaHe:

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

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

Uy naeHTUUKaLMOHEeH HoMep:

14.2. TouHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.

npaTkata no cnucbka Ha OOH:
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14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:
14.4. OnakoBbY4Ha 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.
MU naeHTUUKaLMOHEeH HOMep:
14.2. TOYHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkata no cnuckka 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.
TpaHCcNopTupaHe:
14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoOCTM 3a OKOJiHaTa cpega

OlACHO 3A OKOINHATA CPEJA: He

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

14.7. MopCcKu TpaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta
MOPCKa opraHun3auusa
HENPUNoXum

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundcdnyHM 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 pasnopen6bu
BambpcaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcsiBaly, BogaTa

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 cnucbK cbabpKa NPOMEHU B CpaBHeHWe 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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