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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

KomnaHnus: 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
ABapuiHbI HoMep TenedoHa: +49-(0)761-19240

DononHutenbHaa uHdopmaums
medical device

PA3OEN 2: UpeHTUdMKaLmMa onacHoCcTU (onacHoCTewn)

Knaccudmkaumsa BewecrTea unm cmecu

OOH-CI'C (ST/SG/AC.10/11/Rev.8)
OTO BeLEeCTBO He knaccuduumpyeTcs kak onacHoe B cootBeTcTBMM ¢ ST/SG/AC.10/30/Rev.8 (CIC).

ANeMeHTbI MapKUpoBKU

Opyrve onacHoctu
OTcyTcTByeT Kakas-nnbo nHpopmaums.

PA3OEN 3: CoctaB (uH(hopmaumusa 0 KOMNOHEHTax)

BewectBa

XumMunyeckas xapakTepucTmka
MonumepHble n3genus

PA3[OEN 4: Mepbl nepBo# NoMOLLM

OnucaHve Mep nepBoO NOMOLLM

Mpwu BAbIXaHun
O6ecneunTb Nogady CBEXero Bo3ayxa.
Mpu nonagaHnm Ha KOXy

CMbITb 4OCTATOYHBIM KONMYECTBOM BOAbl. CHATL 3arpa3HeHHy0 oaexay u noctupatb nepen NoOBTOPHbIM
MCnoJsib3oBaHNeEM.
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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 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
M3beratb NbineobpasoBanus. He BabIxaTb Nbifb.

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

CHATb 3arpA3HeHHY oaexay. I'Iepe,q nepepbiBaMmun U No OKOH4YaHUIO paGOTbI BbIMbITb PYKWU. Bo BpemMA paGOTbI HE

€CTb U HE MUTb.
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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
Mpu 06palleHnn ¢ XMMMYECKMMY BELLLECTBaMW paspeLleH0 HOCUTL TONbKO XMMUYECKWN CTOVKNE 3aLUUTHbIE
nepyaTtku ¢ MapkupoBkor CE, BKNoyas YeTbIpex3HaYHbI KOHTPOIbHbIM HOMepP. BeibupaTe Xummnyeckn ctovikne
3aLUMTHbIE MepYyaTky B 3aBMCUMOCTU OT KOHLIEHTPaLMK 1 KONUYeCTBa OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMylto BbISCHUTb XUMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILUE 3aLUUTHbBIX
nepyaTok A4S cneumanbHOro NPUMEHEHUs y Npon3BOAUTENS.

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

N3meHeHUa cocTosAHUA

Touka nnaBreHusi/Touka 3aMmep3aHus: He onpeaeneHo
TemnepaTypa KMNeHUs Unu Temneparypa ?
Hayana KUneHus 1 amanasoH KUNeHus:
Touka BCMbILLKN: > 250 °C
FoproyecTb
TBEPAbLIN KUAKWNIA: He onpeaeneHo
rasa: HEeNpUMEHNMO
HwxHUA npegen akcno3uumu: He onpeaeneHo
BepxHuii npegen akcnosvuum: He onpegeneHo

TemnepaTypa camoBO3ropaHus

TBEpZOro Tena: He onpefeneHo
rasa: HEeNnpUMeHNMo
TemnepaTypa pas3noxeHus: He onpegeneHo
pH: He onpegeneHo
PacTtBopumocTb B Boae: Het

PaCTBOpMMOCTb B ApPYyrux pacrtBoputensx
He onpeaeneHo
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KoadhdurumeHT pacnpenenexus He onpegeneHo
n-okTaHon/Boaa:

[aBneHve napa: <=1100 hPa
(npu 50 °C)

[MnoTHOCTB: 1,18000 g/cm?

OTHOCUTENbHAas NNOTHOCTL Napa: He onpefeneHo

QQ!FMG AaHHble

UHdopMauusa B OTHOWEHUN KnaccoB PM3NYeCKOM OnacHOCTHU

Okucnstouime ceoncTea
He okucnutenbHbIN.

[pyrue xapakTepucTuku 6e3onacHocT1
CoaepxaHune TBepAbIX BELLECTB: 100,0 %
CKOpOCTb UCMapeHus: He onpefeneHo

PA30EN 10: CTabunbHOCTb U peakUuMOHHasi CMOCOGHOCTb

PeakuMoHHasA cCnocCoOGHOCTb
FIpM Haanexatwiem O6paLL|,eHI/II/1 N XpaHeHUn onacHbIX peaKLl,I/IIZ He BO3HUKaeT.

XnmMmnyeckasi yCTONYNBOCTb

MpoaykT siBnsieTcs cTabunbHbIM, ECMM OH XPaHUTCS NPU HOPMarnbHON TeMNepaType OKpyKatoLwel cpeabl.

B0O3MOXHOCTb ONacHbIX peakuuin

OnacHble peakumn He U3BECTHbI.

YcnoBus, KOTOpbIX cneayeT nsberatb
HeT

HecoBmecTumMble MaTepuansl, KOTOpbIX cnegyeT usberatb
OTcyTcTByeT Kakas-nnbo nHpopmaums.

OnacHble NPOoAYKTbLI pa3noXXeHus
OnacHble NpoayKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmaumsa o TOKCUYHOCTHU

gaHHble O TOKCUKOJIOrMYE€CKOM BO3eNCTBUM

OcTpas TOKCUYHOCTb
Vcxoas M3 nMmerowmnxcsa AaHHbIX KpUTEPUN Krnaccudukauum He BbINMOMHEHbI.
PaspgpaxeHue n kopposus
Vcxoas M3 MMeoLwmnxcsa AaHHbIX KPUTEPUN KnaccuduUKauum He BbINOMHEHbI.
CeHcnbunusupyowee aencTeue
Vcxoas M3 Metowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbINOMHEHbI.
KaHueporeHHble, MyTaLUUOHHbIE NOCNeACTBMUSA, a TaKXKe CKOPOCTb MX pacnpocTpaHeHUs
Vcxoas M3 Metowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbINOMHEHbI.
Cneuundmyeckasl TOKCMMHOCTb ANS OTAeNbHOro opraHa-MULLIEHU NMPU OQHOKPAaTHOM BO3OeMUCTBUU
Vcxoas M3 Metowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbINOSHEHbI.
Cneuundmyeckasi TOKCMMHOCTb AN OTAENbHOro opraHa-MULLIEHW MPU MHOTOKPaTHOM BO34eACTBUM
Vcxoas M3 MMeoLwmnxcsa AaHHbIX KPUTEPUN KnaccudUKauum He BbINOMHEHBI.

OnacHo npu BAbIXaHUKU
Vcxoas M3 MMeowmnxcsa AaHHbIX KPUTEPUN KnaccuduUKkauum He BbINOMHEHbI.

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU
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Mocneayowasn nHopmauus
BelecTtBo He kBanudpuumpyeTcsa B kadyecTBe onacHoro cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHcbopmauus o BO3oeMCTBMU Ha OKpYKaroLlylo cpeny

TOKCUYHOCTb

MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pa3naraemMocTb

MpoaykT He 6bin NpoBepeH.

NoTeHumMan GuoakkymMmynsauum
MpoaykT He BbiN NpoBEpEH.

Mob6unbLHOCTL B No4YBe
MpoaykT He BbiN NpoBEpPEH.

OHOOKPUHHbIE pa3pyLuarlimne CBONCTBA
[aHHoe BeLlecTBO He 06nagaeT CBOMCTBaMM, HApyLUALWUMK paboTy 3HAOKPUHHOW CUCTEMbI Y HELIENEBbIX
OpraHu3mMoB.

Opyrve BpeaHble BO3OAEUCTBUA
OTcyTcTBYET Kakas-nmbo nHpopmaums.

HdononHuTenbHasa peKkoMeHpauus
He gonyckaTb nonagaHusi B OKpy»KatoLLyto cpeay.

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxonos

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

YTunusauus HeoumLEeHHON YNaKoOBKU U peKOMeHAyeMble CpeaCcTBa OYUCTKU

[MonHOCTBIO ONOPOXHEHHbBIE YNAKOBKU MOTYT ObITh YTUNM3MpoBaHbl. Kogbl 0Txo0oB/0603Ha4YeHns 0TX040B B
cooTBeTcTBUM ¢ EWC/AVV

PA3OEN 14: UHcdopmauusa npu nepeBo3kax (TpPaHCNOPTUPOBaHUN)

Mopckas goctaBka (IMDG)

Homep OOH nnu He knaccudumumpoBaH B kayecTBe onacHOro NpoaykTa corrnacHo
naeHTUUKaLMOHHLIN HOMep: TPaHCNOPTHLIM NPEANNCAHNAM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
Kateropus onacHoctu npum He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo
TPaHCNOpPTUPOBKE: TPaHCNOPTHLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo

TPaHCNOPTHLIM NPEANUCaHNAM.
Bo3pywHbii Tpancnopt (ICAO-TI/IATA-DGR)

Homep OOH nnu He knaccuduumpoBaH B kKa4ecTBe ONacHOro NpoAaykra CornacHo
MaeHTUUKALMOHHbLIN HOMEp: TpaHCMOPTHLIM NPEeANUCaHNSM.
Hapnexaulee oTrpy3o4Hoe He knaccudumumposaH B kKayecTBe onacHOro NpoAykKTa corrnacHo
HauMeHoBaHue: TPaHCNOPTHbLIM NPEANNCaHNAM.
Kateropus onacHoctu npu He knaccudumumposaH B kKayecTBe onacHOro NpoAykKTa corrnacHo
TpaHCnopTUpPOBKe: TPaHCNOPTHLIM NPEANUCaHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoAyKTa CorfacHo

TPaHCNOPTHbLIM NpeanncaHnaM.
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OnacHocTb BpeQHOro Bo34eNCcTBUS Ha OKPYXXaloLLYIo cpeay

OMACHO 119 OKPY>XAIOLEN Het
CPEQObI:
CneumanbHble Mepbl NPeAOCTOPOXHOCTU ANS NoNb3oBaTens
OTcyTcTByeT Kakas-nnbo nHpopmaums.
MNepeBo3ka MaccoBbIX rPy30B B cooTBeTCcTBUM C Mpunoxenunem Il MAPMOJ 73/789 n Kogekcom MKX
HenpUMeHnMo

PA3OEN 15: UHdbopmauus o HaLuMOHaNbLHOM U MeXAyHapo4HOM 3aKoOHoAaTeNnbCTBe

HaumoHanbHbIe npeanucaHuvsa

PA3OEN 16: JononHuTenbHas nHdopmauusa

COKpaLI.I,eHVISl U aKPOHUMBbI

ADR: Accord europmen 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%

[OononHutenbHasa uHdopmauus
[aHHble 6a3npyloTCa Ha CerogHsLWHEM YPOBHE HalUMX 3HaHWIN, OQHAKO OHW He NpeACcTaBnsalT cobov rapaHTuio
CBOWICTB NPOAYKTa U HE SIBNATCA OCHOBOW ANsi JOTOBOPHbIX NPAaBOBbIX CBA3eN. [JenCTByOLLNE 3aKOHbI 1
NMOCTaHOBMEHNSI AOIMKHbI COOMoaaThCA NonyyYaTenemM Halux NPOAYKTOB NoA COOCTBEHHYH OTBETCTBEHHOCTb.
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