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

UpeHTUdMKaTOp NpoayKTa
VITA CAD WAXX Blocs, Discs

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

Ucnonb3oBaHue BelyecTBa/cMecu
MonumepHble nsgenusa Auxilary for manufacture of dental products

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

HononHutenbHasa nHgopmauums
medical device

PA3LOEN 2: UpeHTUdMKaLmMa onacHOCTU (OnacHOCTeMN)

Knaccudumkaums seliectsa unm cMmecu
PernamenTtom (EC) Ne 1272/2008
OT0 BeLecTBO He knaccuduumpyeTcs kak onacHoe B cootBeTcTBumM ¢ PernamenTtom (EC) Ne 1272/2008.
OneMeHTbl MapKMPOBKU

Opyrve onacHoctu
OTcyTcTBYET Kakas-nMbo nHdopmaums.

PA3LOEN 3: CoctaB (uH(hopmaLuma o KOMNOHEHTax)

BewectBa

XuMunyeckan xapakTepucTuka
MonumepHbie n3genus

OnacHble KOMMOHEHTbI
He (B cooTtBeTCcTBUM C PernamenT (EC) Ne 1907/2006 (REACH))

PA3OEN 4: Mepbl nepsoy nomoLuu

OnucaHve Mep NnepBo NOMOLLM

Mpu BAbIXaHUK
Ob6ecneunTb Nogady CBeEXero Bo3ayxa.
Mpu nonagaHuu Ha KOXy
CMbITb AO0CTaTO4YHbIM KONMN4ECTBOM BOAbI. CHaTtb 3arpda3HeHHylo oaexay U noctupatb nepen NOBTOPHbIM
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ncnonb3oBaHUEM.

Mpwu KOHTaKTe ¢ rnasamu
Cpa3y e OCTOPOXHO U OCHOBATEsIbHO NPOMbITh AyLleM Ond rnas unnu BOJOW.

MNpu nonagaHum B Xenyaok
Cpo4Ho npornonockaTb poT U 3anuTb 60NbLIMM KONTIMYECTBOM BOAbI.

Haubonee cyulectBeHHble cUMNTOMbI/3d)heKT oCcTpOoro Bo3gencrems
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 TIMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyauUun u
MX NocneacTBum

Mepbl NnpeaoCTOPOXKHOCTH ANSA nepcoHana, 3almTHoe CHapsiXxxeHue u Yype3BblYanlHbie Mepbl

O6Lwwue ykasaHus
M3beratb NbineobpasoBanus. He BabIxaTb Nbifb.

MpenynpegutenbHblie MePbl NO OXpaHe oKpyXakLwen cpeabl
He ponyckaTb nonagaHvs B kaHanusauuio 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 6ezonacHoM obpalleHnm
Ocobble Mepbl NPegoOCTOPOXKHOCTM He 0bs3aTernbHbI.
PekoMeHAaauum no sawmte oT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLUThI OT NoXapa He 06A3aTenbHbI.
PekomeHAauum no obLen NnpoMbILLNIEHHON rurueHe
CHsTb 3arpsis3HeHHy0 ogexay. lNepen nepepbiBamMu 1 NO OKOHYaHMO paboTbl BbIMbITE pyku. Bo BpeMs paboTbl He
€eCTb U He NUTb.
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YcnoBusa ansa 6e30nacHOro XpaHeHusi ¢ y4eToM N6bIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLIEHMM CKITAACKMX 30H U Tapbl
XpaHUTb eMKOCTb NIIOTHO 3aKPbITON.

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

3alWuTHbIe U TUrMeHnYeckKue MepbI

3awwmTa rnas/nuua
HeT

3awuTa pyk

I'IpM 06anJ,eHVII/I C XMMU4eCKnmun BellectsamMmm pa3pelleHo HOCUTb TOJIbKO XMMNYEeCKN CTOWNKME 3aLUUTHbIE
nep4yaTtkuy € MapKI/IpOBKOI;I CE, BKno4aa qublpestaquM KOHTpOJ'IbeII?I HOMeD. Bbl6|/|paTb XMMWYECKN CTOMKME
3allnTHbIE Nep4YaTkn B 3aBUCUMOCTU OT KOHUEHTpaunn n Konn4yectea OnacHbIX BEWECTB, a Takke OT OT
CI'IeU,I/Iq.)VIKVI pa6oqero MecTa. PeKomeH,qyemyro BbIACHUTb XUMUNYECKYIO CTONKOCTb YKa3aHHbIX Bbllle 3allUTHbIX

nep4yaTok Ana cneuuarnbHOro npuMmeHeHnd y npom3sogntena.

3awmTa Koxu
Mpu paboTe HOCUTb COOTBETCTBYHOLLYHO 3aLLMTHYHO OaeXay.
3awuTa gbixaTenbHbIX NyTen

HeT

PA3OEN 9: ®nsnyeckme n xuMmu4eckue CBoMcTea

UHdopmaumnsa 06 0OCHOBHbIX (PU3NKO-XMMUYECKUMX CBOUCTBAX

dusmyeckoe cocTosiHME BeLLeCTBa: TBEPAbIN
LiBeT: OecuBeTHbIN
3anax: XapakTepHbIr

Touka nnaBneHus/Touka 3aMep3aHus:
TemnepaTypa KUneHus nnv Temneparypa
Hayarna KuneHus 1 auanasoH KUNeHus:
"optoyecTb:

HwXHWIA npegen akcnosnumm:
BepxHuii npegen akcnosnuuu:
Touka BCMbILWKM:
TemnepaTypa pasnoxeHus:
pH:
PacTtBopumocTb B Boae:
PacTBopnMOCTbL B ApYrUX pacTBopUTensx
He onpeaeneHo

KoadbdpmuneHT pacnpegenerus
n-okTaHon/Boaa:
[HaBneHwve napa:

(mpun 50 °C)
MnoTHOCTbL:
OTHOCUTENbHas NNOTHOCTL Napa:

ggyrue AaHHble

He onpepeneHo
?

He onpeaeneHo
HenpmMMeHnmo
He onpeperneHo

He onpegeneHo
>250°C

He onpeneneHo
He onpeaeneHo
Het

He onpeaerneHo

<=1100 hPa

1,18000 g/cm?
He onpefeneHo
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UHdopMauusa B OTHOWEHUUN KnaccoB (PM3NYEeCKOM OnacHOCTHU
TemnepaTypa camoBO3ropaHus
TBepAoro Tena: He onpeaeneHo
rasa: HenpuMeHnmo
Okucnsiowue cBoncTBa
He okucnutenbHbIn.

[pyrue xapakTepucTuku 6e3onacHocT
CKOpOCTb UCMapeHus: He onpegeneHo
CoaepxaHune TBepAbIX BELLECTB: 100,0 %

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakumoHHas cnoco6HOCTb
Mpu Hagnexalyem obpalleHun N XxpaHeHUn OnacHbIX peakumin He BO3HUKaeT.

XumMmmnyeckas ycTon4MBOCTb
MpoaykT siBNsieTca CTabunbHbLIM, ECIIN OH XPaHUTCA NPU HOPMarbHOM TEMMepaType OKpYKatoLLeln cpeabl.

B0O3MOXHOCTb OnacHbIX DeaKHVIIZ

OnacHble peakuun He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

HecoBmecTuMbIe MaTepuansl, KOTOpPbIX cnegyeT usberatb
OTcyTCcTBYET Kakan-nnbo MHpopmauums.

OnacHble NPoAYKTbI pasnoxeHus
OnacHble NPOAYKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJIOrMYECKOM BO3OeUCTBUMU

OcTpas TOKCUYHOCTb
Vcxoas M3 Merowmnxcsa AaHHbIX KPUTEPUN KrnaccudUKauum He BbINOMHEHBI.
PasgpaxeHue n kopposus
Vcxoos M3 nMeroLwmnxcst faHHbIX KpUTeEpUn Knaccudmkauum He BbINOSHEHBI.
CeHcnbunusupyowee aencTeue
Mcxons M3 nMetoLwmnxcst AaHHbIX KpUTEpUX Knaccudumkauum He BbINOHEHSI.
KaHueporeHHble, MyTaLUUOHHbIE NOCNEeACTBUS, a TaKXKe CKOPOCTb UX pacnpocTpaHeHUs
Mcxons M3 nMetoLwmnxcst faHHbIX KpUTeEpUn Knaccudmkauum He BbINOHEHSI.
Cneuundmyeckasi TOKCMYHOCTb A4S OTAENbHOro opraHa-MuLLIEHU NPU O[HOKPATHOM BO3A4eMCTBUU
Vcxoas M3 Merowmnxcsa AaHHbIX KPUTEPUN KIacCcudUKauum He BbIMOMHEHBI.
Cneuundmyeckass TOKCMYHOCTb A4S OTAENbHOro opraHa-MyULLIEHU NPU MHOFOKPaTHOM BO3AEeACTBUM
Vcxons M3 nMeroLwmnxcst faHHbIX KpUTeEpUn Knaccudukauum He BbINOSHEHBI.
OnacHo npu BabIxaHUU
Vcxoos M3 nMetoLwmnxcst faHHbIX KpUTeEpun Knaccudmkauum He BbINOSHEHBI.

Mocneayowasn nHdopmauus
BellecTBo He kBanuduumpyeTcs B kadyecTBe onacHoro cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHhbopmauusa o Bo3geMCTBMU Ha OKpY»KatoLLyko cpeny

TOKCUYHOCTb
MpoaykT He ABnseTCs: OKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraeMmocTtb
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MpoaykT He GbIN NpoBEpEH.

MNoTeHuyman 6uMoakkymynsumm
MpoaykT He BbiN NpoBEpEH.

Mob6unbLHOCTbL B No4YBe
MpoaykT He Obin NpoBEpPEH.

PesynbTaThbl oueHkn PBT u vPvB

OT0 BeLecTBO He cooTBeTCTBYET kpuTepuam PBT/vPvB PernameHta REACH, npunoxenue XIII.
MpoaykT He 6bIN NpoBepeH.
OHAOKPUHHbIE pa3pylualolMe CBOUCTBA
[HaHHoe BellecTBO He obnagaeT CBOWCTBAMM, HapyLLALWMMK paboTy 3HAOKPUHHON CUCTEMBI Y HELleneBbIX
OpraHn3MoB.
Opyrve BpeaHble BO3gencTBus
OTtcyTcTBYyeT Kakas-nmbo nHdopmaums.

HdononHuTenbHasa peKkoMeHpauus
He gonyckaTb nonagaHusi B OKpy»KatoLLyto cpeay.

PA3OEN 13: PekomeHAaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxonos

PekomeHpaums
YTunusaums B COOTBETCTBUM C AEACTBYHOLWMMU npeanucaHnsamu. Kogbl oTxogos/o603HavyeHnst 0TX040B B
cooTBeTcTBMM ¢ EWC/AVV

YTunusauus HeoumLEeHHON YNaKoOBKU U peKOMeHAyeMble CpeaCcTBa OYUCTKU

[MonHOCTBIO ONOPOXHEHHbBIE YNAKOBKU MOTYT ObITh YTUNN3MpoBaHbl. Kogbl 0Txo0oB/0603Ha4YeHns 0TX040B B
cooTtBeTcTBUM ¢ EWC/AVV

PA3OEN 14: UHcdbopmauusa npu nepeBo3kax (TpPaHCNOPTUPOBaHUN)

CyxonyTHbI1 TpaHcnopT (ADR/RID)

Homep OOH nnu He knaccudumumpoBaH B Ka4eCcTBE ONacHOro NpoAaykTa CornacHo
naeHTMUKALUNOHHbIW HOMED: TPaHCNOPTHLIM NPEANNCAHNAM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoayKTa corfacHo
TpaHcnopTUpoOBKe: TPaHCNOPTHLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoAyKTa CorfacHo

TPaHCNOPTHLIM NPEANUCaHNAM.
[octaBka no BHyTpeHHUM BoaHbIM nyTsaM (ADN/ADNR)

Homep OOH unu He knaccuuumpoBaH B Ka4ecTBe ONacHOro nNpoaykra cornacHo
naeHTMdUKaLUMOHHbIA HOMED: TPaHCNOPTHbLIM NPEANUCaHNAM.
Hapgnexaulee oTrpy3o4Hoe He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoAyKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHbLIM NPEANUCaHNAM.
KaTeropus onacHoctu npu He knaccudumumposaH B kKa4ecTBe onacHoOro NpoaykKTa corrnacHo
TpaHCcnopTUpoBKe: TPaHCNOPTHbLIM NPEANUCaHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCcTBe OnacHOro NpoayKTa CorfacHo

TPaHCMNOPTHLIM MPEANUCaHNAM.
Mopckas noctaBka (IMDG)

Homep OOH nnu He knaccuduumpoBaH B kKayecTBe ONacHOro NpoAykra cornacHo
maeHTUUKaUNOHHbLIN HOMep: TPaHCMOPTHLIM NPEeANUCaHUSM.
Hapnexaulee oTrpy3o4Hoe He knaccudumumposaH B Ka4ecTBe onacHoOro NpoAyKTa corrnacHo
HavMeHoBaHue: TPaHCMOPTHLIM NPEeANUCaHUSM.
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KaTteropus onacHocTu npu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
TpaHCNOPTUPOBKE: TPaAHCMOPTHLIM NPEANUCAHNSIM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo

TPaAHCMOPTHLIM NPEANUCAHNSIM.
Bo3pywHbii TpaHcnopt (ICAO-TI/IATA-DGR)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
MAeHTUUKALMOHHBIN HOMep: TPaHCMOPTHbLIM NpeanUcaHnAM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHue: TPaAHCNOPTHbLIM NpeannucaHnam.
KaTeropus onacHocTtu npu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
TPAHCNOPTUPOBKE: TPaAHCNOPTHbLIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo

TPaAHCMNOPTHLIM NPEANUCAHNUSIM.
OnacHoCTb BpeQHOro BO34eNCTBUS HA OKPYXXaKoLYI0 cpeay
OMACHO 511 OKPYXAIOLLIEA Het
CPEQObI:

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsl Nofib3oBaTens
OtcyTcTBYET Kakas-nubo nHdopmaums.
MepeBo3ka MaccoBbLIX rpy30B B cooTBeTcTBUMU ¢ Mpunoxenuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpuMMeHnmMmo

PA3OEN 15: NHhopmauus o HaLMOHaNbLHOM U MeXAYHapOAHOM 3aKOHoAaTeNnbCTBe

HOEMaTI/IBbI Nno oxpaHe U FTMrMeHe Tpyaa U NPUPoAoOoXpaHUTEeNbLHOE 3aKOHO4aTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cMmecu.

HaLlMOHaanble npeanucaHus
Knacc 3arpssHeHus sogbl (D): 1 - cnabo onaceH Ans BoAbl

OueHka xummyeckomn 6esonacHocT

[lns aTon BellecTBa He NPOBOAMMACH OLEHKa ©e3onacHocTu.

PA3OEN 16: JononHuTenbHaa uHdopmauusa

PepakunoHHbIe npuMeyvaHus
[aHHble npaBuna no TexHuke 6e30NacHOCTM coaepXaT N3MEHEHMS MO OTHOLLEHWIO K NpeablayLLen Bepcum B
pasgene(ax): 1.
CoKpalleHUst 1 aKpOHUMbI
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%
HDononHutenbHasa nHdopmaums
[aHHble 6a3MpyloTCa Ha CErogHsLLHEM YPOBHE HALLUMX 3HAHWI, OQHAKO OHW He NpeacTaBnsoT cobol rapaHTuio
CBOWCTB NPOAYKTa U HE SABNSAOTCA OCHOBOW ANs JOTOBOPHbIX MPaBOBbIX CBA3el. [1eNCTByoLLNE 3aKOHbI 1
NOCTaHOBIEHMS [OIMKHbLI cObnoaaTbCa nonyyaTenem Hallmx NPOAYKTOB Mo COOCTBEHHYIO OTBETCTBEHHOCTb.
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