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

UpeHTUdMKaTOp NpoayKTa
VITA VIONIC WAX

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

Wcnonb3oBaHue BelyecTBa/cMecH
Auxilary for manufacture of dental products,Bock

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

PernameHTom (EC) Ne 1272/2008
OTa cMechb He knaccudmumpyeTcs kak onacHas B cootBeTcTBum ¢ Pernamentom (EC) Ne 1272/2008.

AnemMeHTblI MapKUPOBKHU
PernamenTom (EC) Ne 1272/2008

MpenynpexaeHusn
P210 Bepeyb OT UCTOYHUKOB BOCNIaMEHEHUsI/HAarpeBaHNsi/MCKP/OTKPLITOrO OorHs. He Kyputb.
Opyrue onacHoctTu
OTtcyTcTBYET Kakas-nMbo nHdopmaums.

PA3LEN 3: CoctaB (uH(hopmaumua o KOMNOHEHTax)

Cwmecu
XumMunyeckas XxapakTepucTmka
BOCK
MapadcoumH
OnacHble KOMMOHEHTbI

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

PA3OEN 4: Mepbl nepsoy nomoLuu
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OnucaHve Mep nepBon NOMOLLM

O6Lwue pekomeHgauum
HeT Heob6xoaMMOCTH B KaKMX-TO 0CODBbLIX MEPONPUATUSIX.

Mpwu BAbIXaHun
O6ecneunTb Nogady CBeXero Bo3ayxa.

anI nonagaHMU Ha KOXy
CMbITb AOCTATOYHBIM KONMYECTBOM BOAbl. CHATb 3arpAa3HeHHy0 oaexay u noctupatb nepen NoOBTOPHbIM
MCnoJsib3oBaHNeM.

Mpu KOHTaKTe ¢ rmasamu
Cpasy e OCTOPOXHO M OCHOBATENbHO NPOMbITL AyLLEM AN a3 Unm Bogow.

anI nonagaHun B XXenyaok
Cpquo npononocKkaTb POT U 3annUTb OONbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3d)heKT OCTPOro Bo3gencrBus
OtcyTcTByeT Kakas-nubo nHpopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUU U cneumanbHoe NieYeHus
CumnTomMaTU4ECKOE feYeHne.

PA3[ENN 5: Mepbl n cpeacTBa obecnevyeHUs NoXxXapoB3pbiBo6e30nacHOCTH

CpeacrTBa NoXxapoTylweHus

MNoaxopsiwme cpeacTBa NOXapoTyLIEeHUs
CornacoBaTb Mepbl MO TYLLEHWIO NOXapa C YCNOBUAMU OKpYXKatoLLei cpeab!.

Mepbl NpelOCTOPOXKHOCTH AN NOXaPHbIX
B cnyyae noxapa: Micnonb3oBaTb aBTOHOMHBIN AbIxaTeNbHbIA annapar.

JononHuTenbHaA pekomeHaaUUs
Wcnonb3oBaBLuytocs Ans TYLUEHWUS 3arpsisHEHHYI0 Body cobupaTb oTAenbHO. He gonyckaTb nonagaHus B
KaHanusaumio U BogoeMb.

PA3LEI 6: Mepbl no npeaoTBpaLleH o U TIMKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyaUun u
MX nocneacTBumn

Mepbl NnpeaoCTOPOXHOCTU ANA nepcoHana, 3almTHoe CHapsiXxeHue u Yype3BblYalHbIe Mepbl

O6wue ykasaHus
Bepeyb oT Tenna/ CKp/ OTKPLITOrO OrHsA/ ropsYnx noBepxHocTen. — He Kyputb.

MpenynpegutenbHbie MEPbl NO OXpaHe OKpyXakLwen cpeabl
He [onyckaTtb nonagaHua B KaHanMsauuo Ui sogoembl.

MeToabl M MaTepuanbl AN NokanuM3aumm U O4UCTKU

OononHutenbHaa nHdopmaums
CobpaTb MexaHunyeckn. C cobpaHHbIM MaTepuranom obpalyaTbCs CornacHo pasgerny no ytunmsauun.

Ccblika Ha gpyrue pasgenbl
BesonacHas paboTa: cmoTpu pasgen 7
MHavBuayanbHble cpefcTea 3allmThl: CMOTpU pasaen 8
YTunusaumsa: cmotpm pasgen 13

PA3OEN 7: NMpaBnna xpaHeHUss XMMMU4e€CKOM NPOAYKLUM U OOpaLLeHUs C Hen npu
Norpy304HO-pasrpy3o4HbIX paboTax

Mepbl NpeaoCTOPOXXHOCTU NPU paboTe ¢ NPOAYKTOM
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UHdopmauusa o 6ezonacHoM obpalleHum
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 00s3aTeNbHbI.

PekoMeHAaauum no 3awmte OoT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLUTbI OT NoXapa He 06A3aTenbHbI.
PekomeHAaauum no obuen NnpoMbILLINIEHHOW rurmeHe

CHATb 3arpasHeHHyto ogexay. lepen nepepbiBamMy U MO OKOHYaHWIO paboThbl BbIMbITL Pykn. Bo Bpemsi paboTbl He
€CTb U HE MUTb.

YcnoBusa ansa 6e30nacHOro XpaHeHusi C y4eToM NbbiX HECOBMECTUMOCTEN

Tpe6oBaHUA B OTHOLIEHMUWN CKNaACKUX 30H U Tapbl
XpaHUTb EMKOCTb MITIOTHO 3aKPbLITOWN.

Yka3aHUsA N0 COBMeCTHOMY XpPaHEeHUIo
Ocobble Mepbl NPESOCTOPOXKHOCTU HE 06A3aTeNbHbI.

Oco6ble KOHeYHble 061acTU NPUMEHeHUs

Auxilary for manufacture of dental products MonvmepHbie nsgenus

PA3[LEN 8: CpeacTtBa KOHTPOJIS 3a ONacHbIM BO34eACTBMEM U CpeacTBa MHAUBUAYaNlbHOM 3alUThbI

MNapameTpbl KOHTpPONsA

PerynupoBaHus Bo3gencTBus

3awmTHbIe U rTMrMeHnyYeckne MepbI

3awumTa rnas/nuua
HocuTb 3almTHbIE OYKn/MacKy.
3awmTa pyk
HocuTb coOTBETCTBYOLME 3aLUNTHBIE NEPYATKU.
3awumTa Koxu
Mpun paboTe HOCUTb COOTBETCTBYIOLLYHO 3aLLUTHYO 04exay.
3awmTa gbixaTenbHbIX NyTen
HeT Heob6x0QMMOCTH B KaKMX-TO 0CODbIX MEPONPUATUSIX.

PA3OEN 9: ®dusnyeckne n xXummyeckme cBOMCcTBa

MHdopmauma 06 0OCHOBHbIX (hU3NKO-XMMUYECKMX CBOUCTBAX

dusmyeckoe COCTOSHUE BELLECTBA: TBEpAbIN
LiBeT: pPO30BbIN

MN3meHeHUua cocToiHUA

Touyka nnaBneHns/Touka 3aMep3aHns: 70-110°C
TemnepaTypa KuneHus unu Temneparypa nicht anwendbar
Ha4vana KUneHus 1 amanasoH KUNeHUs:
Touka BCrbILKN: >140 °C
FoproyecTb
TBEPAbIN XKNOKNIA: He orpeferneHo
rasa: HENPUMEHNMO
HwxXHWIA npegen aKkcnosnumm: He onpegeneHo
BepxHuii npegen akcnosuuum: He onpeaeneHo

TemnepaTypa caMOBO3ropaHus
TBEpZoro Tena: He onpepgeneHo
rasa: HeNpUMeHUMO

Howmep pepakuum: 4 - 3ameHsieT Bepcumio: 3 RU Oara nevatun: 30.03.2023
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TemnepaTypa pas3noxeHus: He onpeaeneHo
pH: He onpeaeneHo
PacTtBopumocTb B Boae: Het

PaCTBOpMMOCTb B ApPYrux pacrtBoputensx
He onpeaeneHo

KoadhdpuumneHT pacnpegeneHus He onpegeneHo
n-okTaHon/Boaa:
[aeneHne napa: He onpeaeneHo
(npun 50 °C)
MnoTHOCTbL: 0,9 g/cm?
OTHOCUTENbHas NNOTHOCTL Napa: He onpefeneHo
Opyrve gaHHble

MH(bOpMaLWIﬂ B OTHOLUEHUU KnaccosB (*)M3I/I‘IeCKOl7I onacHoOCTHU

Okucnisirolne cBoicTBa
He okncnutenbHbIN.

Opyrue xapakTepucTuku 6e3onacHocT

CopaepxaHue TBepAbIX BELLECTB: 100,0 %
CKOpOCTb UCNapeHus: He onpeaeneHo
[JononHutenbHasa nHdopmaums

PA3LOEN 10: CTabunbHOCTb U peakUuMOHHas CNOCOGHOCTb

PeaKkuMoHHas cnocobHOCTb
Mpu Hagnexalem obpalleHnn 1 XpaHEHMN OMACHbIX PeaKUMiA HE BO3HMKAET.

Xummnyeckas ycCToM4MBOCTb

I'Ipo,uyKT ABNsieTCA CTabuIbHbLIM, €CNN OH XPaHUTCHA NpU HOPManbHOWN TemMnepartype Opr)KaPOLLI,eIZ cpenbl.

B0o3MOXHOCTbL ONacHbIX peakguﬁ

OnacHble peakunn He N3BECTHbI.

YcnoBus, KoTopbix cneayeT nsberarb
HeT

HecoBmecTuMbIe MaTepuanbl, KOTOpPbIX cnegyeT usberartb
OTcyTcTBYeET Kakas-nubo nHdopmaums.

OnacHble NPOAYKTbI pasnoXXeHus
OnacHeble nNpoayKTbl pacnaga He N3BECTHbI.

PA3OEN 11: NHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYECKOM BO3OeMCTBUMU

OcTpas TOKCUYHOCTb

Mcxons 13 nMeroLwmnxcst JaHHbIX KpUTepun Knaccudukauum He BbINOSTHEHBI.
PasapaxeHue n koppo3us

Vcxoas M3 nMmerowmnxcsa AaHHbIX KpUTEpPUN Krnaccudukauum He BbINMOMHEHbI.
CeHcubunusmnpylowiee gencTeme

Vcxoas M3 MeroLwmnxcsa AaHHbIX KPUTEPUN KInacCcudUKauum He BbINMOMHEHbI.
KaHueporeHHble, MyTaLMOHHbIe NOCNEACTBUS, a TaKkKe CKOPOCTb UX pacnpoCcTpaHeHus

Vcxoas M3 nMeroLwmnxcsa AaHHbIX KPUTEPUN KInacCcudUKauum He BbINMOMHEHBI.

Howmep pepakumm: 4 - 3ameHsieT Bepcuio: 3 RU Oara neuyatun: 30.03.2023
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Cneuunduyeckass TOKCUMHOCTb Afsl OTAENbLHOro opraHa-MuLIeHW NPy O4HOKPaTHOM BO34eNCTBUM
Mcxoas M3 MeLWwmnXcs AaHHbIX KpUTEpUn Knaccudmkauum He BbiNOSHEHDI.

Cneuunduyeckasi TOKCUMHOCTb OISl OTAENIbHOro opraHa-MuLLIeHU NPU MHOTOKpaTHOM BO34elUCTBUM
Mcxops M3 nMetoLwmnxcst AaHHbIX KpUTepun Knaccudmkauum He BbINOSHEHSI.

OnacHo npu BabIXaHUU
Mcxops M3 nMetoLwmnxcs AaHHbIX KpUTepun Knaccmudmkauum He BbINOSHEHSI.

Mocneayowasn nHopmauus
Cwmechb kBannduumpyeTcs kak HeonacHas cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA30EN 12: UHdopmaLmsa o BO3AEUCTBUM Ha OKpPYXaloLlylo cpeay

TOKCUYHOCTb
MpoaykT He ABnAeTCs: QKOTOKCUYECKUIA.

CTOMKOCTb ¥ pa3naraemMocTb
MpoaykT He 6bin NpoBepeH.

NoTeHuyman 6umoakkymynsumm
MpoaykT He ObiN NpPoBEpPEH.

Mob6unbLHOCTbL B No4YBe
MpoaykT He ObiN NPoBEpPEH.

PesynbTartbl oueHku PBT n vPvB

BelyectBa B cMecu He COOTBETCTBYHOT kKpuTepuam PBT/vPvB cornacHo REACH, npunoxenue XIII.
MpoaykT He GbiN NPOBEPEH.
OHOOKPUHHbIE pa3pylualline CBOUCTBa
[aHHbIN NPOaYKT HE COOEPXUT BELLECTBO, 0bOnaatoLLiee CBOMCTBaMU, HapyLLaoLWmMmMmn paboTy SHOOKPUHHON
CUCTeMbI Y HeLeneBbIX OPraHNM3MOoB, MOCKOSbKY HU OOUH U3 KOMMOHEHTOB HE OTBEYaeT 3TUM KpUTEPUAM.

Opyrve BpeaHbIe BO3AeNCTBUSA
OTcyTCTBYET Kakas-nnbo UHpopMaLums.

JononHuTtensHasi pekomeHgaums
He ponyckaTb nonagaHvsi B OKPYKaroLLyto Cpeay.

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxogoB

PekomeHpauus
He gonyckaTtb nonagaHus B KaHanM3auuio Uiy BOAOEMbI. YTUNN3aLMs B COOTBETCTBUN C AEACTBYHOLLUMMU
npeanucanamu. Kogbl oTxoaos/o603Ha4eHns oTXo4oB B cooTBeTCTBUM ¢ EWC/AVV

YTunusauma HeounLeHHOMN ynakoBKU U peKoMeHayeMble cpeacTtBa OYUCTKU

[MONMHOCTBIO ONOPOXHEHHBIE YNAKOBKU MOTYT ObITh YTUNN3MpOBaHbl. Kogpl 0Tx000B/0603Ha4YeHNsA 0TXOO0B B
cooteeTcTBUN ¢ EWC/AVV

PA3OEN 14: UHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbI TpaHcnopT (ADR/RID)

Homep OOH unun He knaccudumumpoBaH B kayecTBe onacHOro NpoaykTa cornacHo
MaeHTUUKALNOHHbIW HOMEp: TPaHCNOPTHLIM NPEANNCAHNAM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NpoaykTa corfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo
TpaHcnopTUpPOBKe: TPaHCNOPTHLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo

TPaHCNOPTHbLIM NpeanncaHnam.

Homep pepakumu: 4 - 3ameHseT Bepcuto: 3 RU Oara nevatun: 30.03.2023




VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

MacnopT 6e3onacHocTH

[ata pesunaun: 30.03.2023

VITA VIONIC WAX
Kop npoaykta: 316

CcTpaHuua 6 n3 7

HocTtaBka no BHYTpeHHMM BogHbIM nyTAm (ADN/ADNR)

Homep OOH unu
MAEHTUUKALMOHHLIN HOMEp:

Hagnexaliee oTrpy3o4yHoe
HauMeHoBaHue:
KaTeropus onacHocTtu npu
TPAHCNOPTUPOBKeE:

YnakoBoyYHas rpynna:

Mopckas aoctaBka (IMDG)

Homep OOH unu

MAEeHTUUKALUNOHHbIN HOMep:

Hapnexallee oTrpy3oyHoe
HauMeHoBaHue:
Kateropus onacHoctu npu
TPaHCNOPTUPOBKE:
YnakoBoYHas rpynna:

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbIM NpeanucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaHCMOPTHbLIM NpeanUcaHnAM.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaHCMOPTHbLIM NpeanUcaHnAM.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaHCMOPTHbLIM NpeanUcaHnsAM.
He knaccuduumpoBaH B Ka4eCTBE OMacHOro NPoAyKTa CorfacHo

TPaHCNOPTHBLIM NPEeANUCaHNSM.
Bo3pywHbii TpaHcnopT (ICAO-TI/IATA-DGR)

Homep OOH unu
NOeHTUMKaLUNOHHbLIA HOMep:

Hapgnexalwiee oTrpy3oyHoe

He knaccudmumpoBaH B kKayecTBe onacHOro Nnpoaykra cornacHo
TPaHCNOPTHbLIM NPEANUCaHNAM.
He knaccudumumpoBaH B kayecTBe onacHOro NnpoaykTa cornacHo

HaunMeHoBaHue: TPaHCNOPTHbLIM NpeanncaHnam.
KaTteropusa onacHocTu npum He Knaccmbmu,mposaH B Ka4eCTBe OnacHOro npoAdykra cormnacHo
TPAHCNOPTUPOBKE: TPaHCNOPTHbLIM NpeanncaHnam.

YnakoBo4YHas rpynna: He Knaccmbmu,mposaH B Ka4eCTBe OnacHOro npoAdykra cormnacHo

TPaHCMNOPTHLIM NPEeANUCaHUAM.

OnacHoCTb BpeQHOro Bo34eNCTBUS HA OKPYXKaKLLYIO cpeay

OMACHO 519 OKPYXXAIOLLEN Het
CPE[ObI:
CneumnanbHble Mepbl NPeaoCcCTOPOXHOCTU ANA Nofib3oBaTens
OTcyTcTBYET Kakas-nubo nHdopmaums.
MepeBo3ka MaccoBbIX rPy30B B cooTBeTcTBUM C MpunoxerHuem Il MAPIOJ1 73/789 n Kogekcom MKX
HenpuMeHNMo

PA3OEN 15: NHhopmMauus o HaLMOHaNbLHOM U MeXAYHapO4HOM 3aKoHoAaTeNnbCTBe

HOEMaTI/IBbI Mo OXpaHe U rMrmeHe Tpyaa u NnpMpoaooxpaHUTeNnbLHOe 3aKOHOAaTeNIbCTBO/HOPMAaTUBGI,
XapakTepHble AnAa AaHHOro BewecTtBa Uiu cMecu.

HauunoHanbHbIe npeanucaHus
Knacc 3arpsisHeHus Bogebl (D): 1 - cnabo onaceH Ans soAbl

OueHKa XMMMU4YeCcKon 6e3onacHoCT

OueHka 6e3onacHOCTM BELLECTB B 3TOM CMecu He npoBoaunachb.

PA3OEN 16: JononHuTenbHas nHdopmauusa

CoKpalleHUsi 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

Homep pepakumu: 4 - 3ameHseT Bepcuto: 3 RU
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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%

[OononHutenbHaa uHcgopmaums
[aHHble 6a3npyTCs Ha CEroaHSILLHEM YPOBHE HALLMX 3HAHWUIA, OQHAKO OHW HE MPeACTaBMAoT COOON rapaHTuIo
CBOWICTB NPOAYKTA U He SIBNSATCA OCHOBOW A4S JOTOBOPHbIX MPaBOBbLIX CBA3€EN. [JeNCTBYHOLINE 3aKOHbI U
NMOCTaHOBMEHNSI AOIMKHbI COBMI0AaTLCA NonyYaTeneM HalnxX NPOAYKTOB NOA COOCTBEHHYH OTBETCTBEHHOCTD.

(daHHble o onacHbiM uHepedueHmam bbinu 83simbl U3 UHGhOPMAaUUOHHLIX JIUCMO8 Mo mexHuke 6e3onacHocmu
cybrnodpsi04uKoe 8 ux rnocsiedHel akmyasibHoU pedakyuu.)

Howmep pepakuum: 4 - 3ameHsieT Bepcuio: 3 RU Oara nevatun: 30.03.2023



