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

1.1. UpeHTndmkaTop Ha npoayKra
VITA VIONIC® DENT DISC

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
HenpenopbuuTenHu ynotpebu
Hama Hanu4Hu gaHHu

1.3. Nogpo6GHU AaHHM 3a JocTaBYMKa HA MHOPMAaLUWOHHUSA NUCT 3a 6e3onacHoCT

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

PA3[EN 2: OnucaHue Ha onacHoOCTUTe

2.1. KnacudcdmumpaHe Ha BelWeCcTBOTO UMM CMecTa

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

2.2. EnemMeHTU Ha eTUKeTa

DonbnHuTeneH cbLBeT
medical device

2.3. lpyru onacHocTtuH
Hsama Hann4yHa nHpopmaums.

PA3[EN 3: CbcTaB/MHDOpMauusa 3a CbCTaBKUTE

3.1. BewecTtBa

Xumunuecka xapaktepmucTuka
MnacTmacosu usgenus

OnacHM cbCTaBKM

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

PA3[OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLY

Cnep BOovwiBaHe
HUKoS

Cnep KOHTaKT C KoXaTta
HUKOS
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CneAa KOHTAKT C ouuTe
BegHara n o6unHo aa ce uannakHe ¢ OYeH Ayuw vnn Boaa.

Cnep nornblaHe
HUKOS

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. JInyum npeanasdu MepKu, npeana3du cpeactBa U npoueaypuv npu cnewHu cnyydyaum
O6LwWwu ykasaHusa
He ca HeobxoommMu cneumanHu Mepku.

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.

Yka3aHuA 3a 3awimMTa OT eKCNnno3na u noxap
He ca Heobxoammu cneumanym MEePKKM 3a NpOTMBONOXapHa 3alinTa.

CbBeTu OTHOCHO o6waTa XxurmeHa Ha Tpyaa
He ca HeobxoamMmu cneumanHu Mepku 3a 6e3onacHocT.

AonbnHuTenHu yKa3aHusA
He ca Heobxoanmu cneumanHm MepKn 3a GesonacHocT.

7.2. YcnoBusA 3a 6e30nacHoO cCbXxpaHsBaHe, BKNIOYNTENTHO HECHLBMECTUMOCTU
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M3ncksaHus 3a cknagose U pesepBoapu
He ca HeoGxogumu crnieumasnHn Mepku 3a 6e3onacHocCT.

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

PA3LEN 8: KoHTpon Ha eKcno3uuuaTa/NMMYHn npeanasHu cpeacTea

8.1. MapameTpun Ha KOHTpON

8.2. KoHTpon Ha ekcno3uumsaTa

MoaxoAaswy HXXeHepeH KOHTpon
He ca Heobxoaumu cneumanin Mepku 3a 6e3onacHocT.
MHauBuayanHu Mepku 3a 3awuTa, KaTo Hanpumep NUYHU NpeanasHu cpeacTBa

3awuTta Ha ouuTe/nNuuUeTo
He ca Heobxogumu cneumanH Mepku 3a 6e3onacHoCT.

3awmTa Ha pbLUeTe
Mpu paboTa ¢ xMMUYeCKM BeLLlecTBa [ia Ce HOCSAT CaMO pbKaBULM 3a XMMUYECKa 3alunTa, 0603Ha4YEHN CbC 3HaK
CE, BkntoyBaLy 4eTMpnundpeH KOHTponeH HoMep. BMabT Ha pbkaBUUUTE 3@ XMMUYECKa 3alumTa Tpsibea
BHUMAaTENHO Aa 6bae noabpaH B 3aBMCUMOCT OT KOHLIEHTpaLUMATa U KONMYECTBOTO Ha OMaCHW BELLECTBA,
cbobpasHo cneuudmkara Ha paboTHoTo MACTO. [Mpu cnyyam Ha cneumanHa ynotpeba ce npenopbYBa cnpaBka C
NpPOV3BOAUTENS, Aanu ropenocoYeHnTe 3alUTHN pbKaBULIM NpUTexasaT HeobxoamMmaTta yCTOMYMBOCT Ha
XUMUKanu.

3awumTa Ha KoxaTta
He ca HeobxoamMmu cneumanHu Mepkmn 3a 6e3onacHocCT.
3awmTa Ha guxaTenHuTe NbTULLa

He ca Heobxoammu cneumanym MEpKn 3a 6Ge3onacHocT.

PA30OEN 9: ®1314HN U XUMUYHN CBONCTBA

9.1. UHchopmaL s OTHOCHO OCHOBHUTE (DU3UYHU U XMMUYHU CBOUCTBA

CbCTOsIHME Ha BELLEeCTBOTO: TBbPA
LiBar:
3ananumoctT: HEMPUIOXNM
PasTtBOpMMOCT BbB BOAA: He.
Opyru pastBoputenu
HeonpeaeneH
MapHo HansaraHe: <=1100 hPa
(npn 50 °C)
9.2. fipyra uidopmaums

UHdopmauma BLB Bpb3Ka ¢ KnacoBeTe Ha pM3n4Ha onacHOCT
TemnepaTypa Ha camosanansaHe

[a3: HEenpunoXxum
Okcngunpalum ceoncTea

He nogavpxa ropeHeTo.

[Opyrn xapakTepucTuku 3a 6esonacHocT
CbabpKaHne Ha TBbPAO BELLECTBO: 0,0%

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakunmoHHa cnocobHOCT
Mpwn npaBunnHO 6GopaBeHE U CbXpaHeHNEe B CbOTBETCTBME C pasnopenduTe He Bb3HMKBAT OMACHU peakunm.
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10.2. XuMn4Ha ctabunHocTt

MpoayKTbT € cTabuneH, ako ce CbxpaHsiBa Npy HopMarnHa TemMrnepaTypa Ha okonHaTta cpeaa.

10.3. BL3MOXXHOCT 3a ONAaCHU peakuumn

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, KOUTo TpsibBa ga ce usbsareatr
HUKOS

10.5. HecbBMecTUMU MaTepuanu
Hama HanvyHa nHdopmauums.

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

PA3MEN 11: Tokcukonorn4Ha nHcgpopmauyms

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

PA3LOEN 12: Exkonorn4Ha nHcgpopmauyms

12.1. TOKCUYHOCT
MpoaykTbT He e: TOKCMYHM 3a OKoNHaTa cpeja
12.2. YCTONYMBOCT M pa3rpagmumocTt

MpoaykTLT He e TecTBaH.

12.3. Buoakymynupaiia cnocobHocTt
MpoaykTbT He e TeCcTBaH.

12.4. NpeHOCUMOCT B no4yBaTa
MpoaykTbT He e TeCTBaH.

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. CBoMcTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

BellecTBOTO He npuTexXaBa CBOMCTBA, BoAeLUM A0 HapyLlaBaHe Ha PyHKUMUTE Ha eHAOoKpMHHAaTa cuctema no
OTHOLLUEHME Ha HeLeneBn opraHu3mMu.

12.7. Opyru He6naronpuaTHU echekTn
Hama HannyHa nHdopmauums.

[JonbnHUTenHun faHHu
[la He ce gonycka NpoHVKBaHe B KaHanu3auusita unu oTKpuTuTe BoagHu GacerHu. [la He ce gonycka NpoHWKBaHe
B noysara/noa no4ysara.

PA3[OEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToau 3a TpeTupaHe Ha oTNnagbuu

M3XB'bp.l1$lHe Ha oTnagbuu
OTtnagbuuTe Aa ce u3BO3BaT B CbOTBETCTBUE C aAMUHNCTPaATUBHUTE paanopep,6m.

N3xBBbpnsiHe Ha HENOYUCTEHN ONAKOBKU M NpenopbYyaHu NOYUCTBALLMN NpenapaTn
SaMbpceHMTe OonakoBKu TpF|6Ba Aa ce TpeTupaTt KaTto caMua matepuarn.

PA3OEN 14: UHchbopmaumsa OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopTt (ADR/RID)
14.1. Homep no cnucsuka Ha OOH He npeacraBnsiBa 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.

JOoNbLAHUTENHN AaHHK
JanHute B Tasn Hapenba 3a 6e30MacHOCT CbOTBETCTBAT Ha 406POCHBECTHOTO M3naraHe Ha Hallvs ONUT KbM
MOMeHTa Ha oTnedartsare. HdopmauusaTta Tpsbsa oa Bu gage ocHoBHY Hacokm 3a 6esonacHa paboTta ¢ T03u
npoaykKT, nocoyeH B HapenbaTa 3a 6e30nacHOCT, OTHOCHO HErOBOTO CbXpaHeHue, npepaboTka, TPaHCMopT U1
U3XBbprisHe. [JaHHUTe He MoraT fa ce npeHecaT BbPXy APYrv NPoayKTU. AKO MPOOYKTLT C& CMECU UMu
npepaboTu ¢ ApyrM MaTepuany, unm ako ce rnoasioxm Ha obpaboTtka, gaHHUTE B Tasn Hapenba 3a 6esonacHOCT He
moraT fa 6baaTt NpeHeceHn BbpXy HOBUSI MaTepuar, OCBEH ako U3PUYHO He ce NocoYBa Opyro.
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