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PA3OEN 1: UaeHTUdMKaLmMAa XxMMmM4eckon NpoayKLMnU U CBeAeHUs o npousBoguTene u/unu
nocrasLiMKe

UpeHTUdMKaTOp NpoayKTa
VITA VIONIC® DENT DISC

Co0oTBETCTBYOLINE YCTAaHOBMEHHbIE 06/1aCTU NPUMEHEHUsA BellecTBa UM CMECU U MPUMEHEHHUe,
PeKOMeHOOBAaHHOE NPOTUB

HexenaTtenbHble BUAbI npumMmeHeHus
CeepeHunsi He OOCTYNHbI

gaHHble O NnocTaBLiMKe B nacnopre 6e3onacHocTu

KomnaHus: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
lopoa: D-79713 Bad Sackingen
ABOHEHTCKUI ALLUK: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
KoHTakTHOE nNunuo: regulatory affairs
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBETCTBEHHbIV [lenapTaMeHT: Regulatory Affairs

PA3LEIN 2: UpeHTudMKaumna onacHoCcTU (onacHocTen)

Knaccudmkaums sewecTsa unm cmecum

PernamenTom (EC) Ne 1272/2008
OT0 BeLecTBO He knaccuduumpyeTcs kak onacHoe B cooteTcTBum ¢ PernamenTtom (EC) Ne 1272/2008.

AneMeHTbl MapKMpPOBKU

[JononHutenbHasa pekomeHaauus
medical device

Opyrve onacHoctu
OTcyTcTByeT Kakas-nnbo nHpopmaums.

PA3OEN 3: CoctaB (uH(hopmaumua o KOMNOHEHTax)

BelwecTtBa

Xnumuyeckasi xapakTepucTmka
MonumepHble n3genus

OnacHble KOMMOHEHTbI

He (B cooTtBeTcTBUM ¢ PernameHT (EC) Ne 1907/2006 (REACH))

PA3LEN 4: Mepbl nepBo# NOMOLLU

OnucaHve Mep NnepBO NOMOLLM

Mpwu BaobIxaHun
HeT

Mpu nonagaHum Ha KOXy
HeT
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Mpwu KOHTaKTe ¢ rnasamu
Cpa3y e OCTOPOXHO U OCHOBATEsIbHO NPOMbITh AyLleM Ond rnas unnu BOJOW.

Mpu nonagaHuu B Xenypok
HeT

Haubonee cyuiectBeHHble cUMNTOMbI/3d)heKT oCcTpOoro Bo3gencremvs
OTcyTcTBYeET Kakas-nubo nHdopmaums.

Yka3aHue Ha He06X04MMOCTb HeMeANEHHOW MeAULIMHCKON NOMOLUU U cneunanbHoe fie4eHus
CvmMnTomMaTnyeckoe neyeHve.

PA3LENN 5: Mepbl 1 cpeacTBa ob6ecneyeHNs NOXapoB3pbIBO6e30NacHOCTH

CpegcTBa NoXapoTyLueHust

Moaxoaswme cpeacTBa NoXapoTyLeHUs
CornacoBaTb Mepbl MO TyLIEHWIO NOXapa C YCINOBUAMU OKpYXKatoLLei cpeapbl.

Ocob6ble hakTopbl PUCKA, MICTOYHMKOM KOTOPbIX ABNSeTCA BELeCcTBO UMU cMeCb
HeBocnnameHseMbIn.

Mepbl NpeaoCTOPOXHOCTU ANl NOXaPHbIX
B cnyyae noxapa: Vicnonb3oBaTb aBTOHOMHbIN AbixaTeNbHbIA annapar.

[JononHuTenbHasa pekoMmeHaauus
MCﬂOﬂbSOBaBLIJy}OCFl Ona TylweHna 3arpasHeHHyo Boay CO6VIpaTb oTaensHo. He OonyckaTtb nonagaHua B
KaHannsauuto nnn BoAoEMbI.

PA3LEN 6: Mepbl no npeaoTBpaLleHUIo U NMIMKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyauUun u
MX NocneacTBUm

Mepbl NnpeaoCTOPOXKHOCTH ANSA nepcoHana, 3almTHoe CHapsiXxxeHue u Yype3BblYanlHbie Mepbl

O6Lwwue ykasaHus
HeT He0B6X0AMMOCTU B KaKUX-TO OCODOLIX MEPOMNPUATHUSAX.

MpenynpegutenbHblie MePbl NO OXpaHe oKpyXakLwen cpeabl
He ponyckaTb nonagaHvs B kKaHanusauuio Unv BOOOEMbI.

MeToabl U MaTepuanbl ANA NoKanMsauum U OMUCTKU

HDononHutenbHasa nHdopmaums
Cobpatb MexaHu4yeckn. C cobpaHHbIM MaTepmanom obpaLlaTbCs cornacHo pasgeny no ytunusaumu.

Cchbifika Ha gpyrue pasgenbl
BesonacHas paboTa: cmoTpu pasgen 7
MHaomBmayanbHble cpeacTBa 3awWwuThbl: CMOTpY pasaen 8
YTunusaumsa: cmotpum pasgen 13

PA3OEN 7: NMpaBnna xpaHeHUst XMMU4Ye€CKOM NPOAYKLUUM U OOpaLLeHUs C Hen npu
Norpy3o4HO-pasrpy3o4HbIx paboTax

Mepbl NpeaoCTOPOXXHOCTU NPU paboTe C NPOAYKTOM

UHdopmauusa o 6ezonacHomM obpalleHnum
Ocobble Mepbl NPeJOCTOPOXKHOCTY HE 06A3aTENbHbI.

PekomeHAauuMu no 3awute oT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLUThI OT NoXapa He 06A3aTenbHbI.

PekomeHAauum no obLen NnpoMbILLNIEHHON rurueHe
Ocobble Mepbl NIPegoCTOPOXKHOCTM He 0ba3aTernbHbI.

HanbHelwune ykasaHus
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Ocobble Mepbl NPESOCTOPOXKHOCTU HE 065A3aTEeNbHbI.

YcnoBusa ansa 6e30nacHOro XpaHeHusi ¢ y4eToM N6bIX HECOBMECTUMOCTEN

Tpe6oBaHUA B OTHOLLIEHWUWN CKNMAaACKUX 30H U Tapbl
Ocobble Mepbl MPeJOCTOPOXKHOCTU He 0ba3aTernbHbI.

YKa3aHuA N0 COBMECTHOMY XpaHeHUIo
Ocobble Mepbl IPegOCTOPOXKHOCTM He 00a3aTernbHbI.

PA3[LEN 8: CpepcTtBa KOHTPOSsl 3a ONacHbIM BO3AEeACTBMEM U CpeAcTBa MHAUBUAYaNbHOM 3aliUThbI

I'IagameTgbl KOHTponA

PerynupoBaHus Bo3gencrBus

Mopxopsiwme TexHMYECKUEe yCTpOMCTBA ynpaBreHus
Ocobble Mepbl IPegOCTOPOXKHOCTM He 0bs3aTernbHbI.
3aLI.|,VITHbIe U rurneHn4Yeckue mepbl

3awumTa rnas/nuua
Ocobble Mepbl IPEJOCTOPOXKHOCTU HE 0bs3aTeNbHbI.

3awumTa pyk

Mpu o6palLeHnn ¢ XUMUYECKUMM BELLECTBAMU Pa3PELLIEHO HOCUTb TONBKO XMMUYECKM CTOMKINE 3aLUMTHbIE
nepyaTtku ¢ mapkupoBkoii CE, BKkntouas YeTbipex3HaYHbI KOHTPOMbHbIA HOMEp. BbiGupaTts XMMU4ecku CToikme
3aLUMTHbIE NepyYaTku B 3aBUCMMOCTU OT KOHLIEHTPaLUM 1 KONMYECTBa ONacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero Mecta. PEKOMEHAYEMYH0 BbISICHUTE XMMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILLE 3aLLUTHBIX

nep4yaTok Ana cneuuanbHOro npuMmeHeHnda y npom3sogntena.

3awmTta Koxmn
Ocobble Mepbl NPeJOCTOPOXHOCTM He 06513aTenbHbI.
3awmTa AgbixaTenbHbIX NyTen

Ocobble Mepbl NPEgOCTOPOXKHOCTU HE 06A3aTeNbHbI.

PA3[OEN 9: ®nsnyeckme n xuMmu4eckue CBOMCcTBa

UHdopmaumnsa 06 0OCHOBHbIX (P U3NKO-XMMUYECKUMX CBOUCTBAX

duranyeckoe COCTosIHME BELLECTBA: TBEpAbIN
LiBeT:
optovecTb:
PacTtBopumocTb B Boae:
PacTBopnMOCTb B ApYrUX pacTBopuUTensx
He onpeaeneHo
Jaenenwne napa:
(npu 50 °C)
Opyrve gaHHble
UHdopmMauusa B OTHOWEHUUN KnaccoB PM3NYECKOM ONacHOCTHU
TemnepaTypa camoBO3ropaHusi
rasa:
OkucrisitoLme cBoncTBa
He okucnutenbHbIn.

[pyrue xapakrepucTuMku 6e3onacHocTun
CopaepxaHune TBepAbIX BELLECTB:

HENPUMEHNMO
Her.

<= 1100 hPa

HenpmMMeHnmo

0,0%

PA30EN 10: CTabunbHOCTb U peakUMOHHasi CMOCOGHOCTb
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PeakuunoHHasa cnocoGHoCcTb
Mpy Hagnexaluem obpalleHUn U XpaHEHUM ONACHbIX peakUmnii He BO3HUKAET.

Xummnyeckas ycToM4MBOCTb
MpoaykT siBNseTca cTabunbHbIM, €CNU OH XPaHWUTCS NPV HOpMaribHOW TemnepaType OKpyKatoLLen cpeap.

B03MOXHOCTb ONacHbLIX peakuumn

OnacHble peakuuy He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

HecoBMecTuMble MaTepuansbl, KOTOPLIX crieayeT usberarb
OTcyTCTBYET Kakas-nnGo UHpopMaums.

OnacHble NPOAYKTbI Pa3noXeHus
OnacHble NpPOAYKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYEeCKOM BO3eMCTBUMU

PA3OEN 12: UHchbopmauusa o Bo3oeMCTBMU Ha OKpYKatoLyko cpeny

TOKCUYHOCTb
MpoaykT He siBNsieTCA: OKOTOKCUYECKUIA
CTOMKOCTb U pasnaraemMocTb

MpoaykT He 6bIN NpoBepeH.
MoTeHunan 6uoakKkymynauum
MpoaykT He 6bin NpoBepeH.

Mo6unbHOCTb B no4Be
MpoaykT He 6bin NpoBepeH.

Pe3ynbTaTtbl oueHku PBT n vPvB

OT0 BeLecTBO He cOOTBETCTBYET kpuTepusam PBT/vPvB PernameHta REACH, npunoxenue XIII.
MpoaykT He ObiN NpoBeEpEH.

OHOOKPUHHBLIE pa3pyluarolimne CBONCTBA

[aHHoe BelecTBO He 0b6nagaeT CBOMCTBaMM, HapyLUALWUMK paboTy 3HAOKPUHHOW CUCTEMBI Y HELIeNeBbIX

OopraH13MoB.
Opyruve BpeaHble Bo3aenicTBUA
OTcyTcTBYET Kakan-nnbo MHpopmauums.

OononHuTenbHasa pekomeHgaums
He pgonyckaTb nonagaHusa B KaHanusauuio unv Bogoemsl. He gonyckaTb nonagaHus B rpyHTOBOe
OCHOBaHuWe/noyBy.

PA30EN 13: PekomeHaauuu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTUnmMsaumm oTxogoB

PekomeHaauuns
YTunusaumsa B COOTBETCTBUN C AENCTBYOLWUMU NpeanucaHnusamu.

YTUNusauus HeoUMLLEHHOW YNAKOBKU U peKOMeHAyeMble CpeAcTBa OUUCTKU
O6paLLaTbes ¢ 3arpsa3eHHbIMY YakoBKaMm Kak C BELLECTBOM.

PA3OEN 14: NHdopmauusa npu nepeBo3kax (TpPaHCNOPTUPOBaHUN)

CyxonyTHbi# TpaHcnopT (ADR/RID)
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Hata peusuu: 15.08.2023 Ko npopykra: 3072 cTpaHuua 5 ns 5
Homep OOH unu He knaccudumumposaHo B ka4ecTBe ONacHOro nNpoaykTa B CMbICne
MaeHTUUKaLMOHHbLIN HOMep: TPaHCMOPTHBIX NPEeAnUCcaHni.

Hapnexallee oTrpy3o4yHoe He knaccuduumpoBaHO B Ka4ecTBe ONacHOro NpoAdyKTa B CMbICrie
HauMeHoBaHue: TPaHCMNOPTHLIX NPEeANUCaHni.
KaTeropus onacHoctu npu He knaccuduumpoBaHo B Ka4ecTBe ONacHOro NpoAdyKTa B CMbICrie
TpaHCNopTUpPOBKe: TPaHCMNOPTHbIX NPEeANUCaHni.
YnakoBo4Has rpynna: He knaccuduumpoBaHo B Ka4ecTBe ONacHOro NpoAdyKra B CMbiCrie

TPaHCMOPTHbIX NPeAnUCcaHnii.

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsl Nofib3oBaTens
OTcyTcTBYeET Kakas-nubo nHdopmaums.
MepeBo3ka MaccoBbLIX rPy30B B cooTBeTcTBUMU C Mpunoxernuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpMMeHnmo

PA3OEN 15: NHopMauusa o HaLMOHaNbLHOM U MeXAYHapO4HOM 3aKOHoAaTeNnbCTBe

HOEMaTI/IBbI Nno oXpaHe U TMrMeHe Tpyaa U NPUPOAo0OXpPaHUTENbLHOE 3aKOHO4aTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cmecu.

HaLlMOHaanble npeanucaHus
Knacc 3arpssHeHus sogbl (D): - - He onaceH ans Boabl

OueHka xummyeckomn 6esonacHocT

[lns aTon BellecTBa He NPOBOAMMACH OLEeHKa ©e3onacHocTw.

PA3OEN 16: JononHuTenbHas nHdopmauusa

PepakuuoHHbIe npumMeYvaHus
[aHHble npaBuna no TexHuke 6e30NacHOCTM coaepXaT N3MEHEHMS MO OTHOLLEHWIO K NpeablayLLen Bepcum B
pasgene(ax): 1.

[OononHutenbHaa uHdgopmaums
[aHHble B 3TOM nacnopTte 6e30nacHOCTM COOTBETCTBYHOT TOMY YPOBHIO CBEAEHMIA, KOTOPbIMM Mbl pacnonaranum Ha
OeHb coaym ero B nevatb. VIHopmaumsa JormkHa CNyXUTb Bam OTNPaBHOW TOYKOW Anst 6e3onacHoro obpatleHus
C Ha3BaHHbLIM B JAaHHOM MacnopTe 6e30nacHOCTM NPOAYKTOM Mpu XpaHeHun, o06paboTke, TPAHCMOPTUPOBKE U
yTunm3aumn. [JaHHble He OTHOCATCSH K ApyrM npogykTtaMm. [NockonbKy NpoAyKT CMeLuvMBaeTes unm
nepepabatbiBaeTcs ¢ ApyrMMu matepuanamm, AaHHble U3 3Toro nacnopta 6e30nacHOCTM HEMEPEHOCUMbI NS
roTOBbIX HOBbLIX MaTepuarsos.
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