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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

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
OTa cMechb He knaccuduumpyeTca kak onacHas B cooTBeTcTBumn ¢ Pernamentom (EC) Ne 1272/2008.
OneMeHTbl MapKMPOBKU
PernameHTom (EC) Ne 1272/2008

MpepynpexaeHus
P210 Bepeyb OT UICTOYHUKOB BOCNNIaMEHEHNsI/HarpeBaHNs/MCKP/OTKPLITOrO OrHA. He Kyputb.
Opyrve onacHoctu
OTtcyTcTBYyeT Kakas-nmbo nHdopmaums.

PA3OEN 3: CoctaB (uH¢phopmaumusa 0 KOMNOHEHTaXx)

Cmecu

Xummnyeckasa xapakTepucTuka
BOCK
MapaduH
OnacHble KOMMNOHEHTbI

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

PA3[OEN 4: Mepbl nepBo# nomMoLum

OnucaHve Mep NnepBo NOMOLLMU
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O6Lwwue pekoMmeHaaLUmn
HeT He06X0AMMOCTU B KaKUX-TO 0COBbLIX MEPONPUATHUSAX.

Mpu BabIxaHun
ObGecneunTb Nogady CBEXero Bo3ayxa.

anI nonagaHuUn Ha KOXy
CMbITb A0CTAaTOYHbIM KONTM4ECTBOM BOAbI. CHaATb 3arpAa3HeHHyY oaexay n nocTtupaTtb nepes NoBTOPHbIM
ncnonb3oBaHNEM.

Mpu KoHTaKTe ¢ rmasamu
Cpa3y Xe OCTOPOXHO U OCHOBATEsIbHO NPOMbITh AyLleM Oond rnas nnu BOJOW.

MNpu nonagaHuu B Xenyaok
Cpo4Ho npornonockaTb poT U 3anuTb 60MbLIMM KONTIMYECTBOM BOAbI.

Haunbonee cyuiecTBeHHble cMMNTOMBI/3ddheKT OCTPOro Bo3aencTeuUs
OTcyTcTBYET Kakas-nnGo nHgopmauus.

YkaszaHue Ha He06X0AMMOCTb HeMeaNIeHHOW MeAULIMHCKOM MOMOLUM U cneuuanbHoe neyYyeHust
CumMnTomMaTnyeckoe nevyexHue.

PA3[ENN 5: Mepbl 1 cpeacTBa obecneyeHusi NoXxapoB3pbiIBO6e30nNacHOCTH

CpegcTBa NoXapoTyLieHust

MNopxoasiwme cpeacTBa NOXapoTyLLUEHUs!
CornacoBaTb Mepbl MO TyLIEHWIO NOXapa C YCINOBUAMM OKpYXXatoLLein cpeapbl.

Mepbl NpegoCTOPOXHOCTH ANns NoXapHbIX
B cny4ae noxapa: Mcnonb3oBaTb aBTOHOMHbIV AblXaTENbHbIN annapar.

HdononHuTenbHasa peKkoMeHpauus
Vcnonb3oBaBLuyocs Ans TyLeHUs 3arps3HeHHyYo Boay cobupaTtb oTaenbHo. He gonyckatb nonagaHus B
KaHanusaumio Unn BoJoeMbi.

PA3LEJ 6: Mepbl no npeaoTBpaLleHUIo U NMUKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyaLun u
X nocrneacTBumn

Mepbl NpeAoCTOPOXXHOCTU ANA NepcoHana, 3alMTHOe CHapsiXXeHue U Ype3BblyaliHble Mepbl

O6Lwwue ykasaHus
Bepeyb oT Tenna/ ckp/ OTKPLITOrO OrHSA/ ropsAYnx noBepxHocTen. — He Kyputb.

MpenynpeautenbHble Mepbl N0 OXpaHe OKpyXakuwen cpeabl
He ponyckaTb nonagaHuda B KaHanmsauuo Ui soaoembl.

MeToabl u MaTepuanbl ANA NoKanMsauum U OMUCTKU

JononHuTenbHasa uHdopmaums
CobpaTb MexaHnyeckun. C cobpaHHbIM MaTepranom obpallaTbCsl COrnacHo pasaeny no ytunusauum.

Cchbinka Ha Apyrue pasfaenbl
BesonacHas pabota: cMoTpu pasgen 7
WHavBuayanbHble cpeacTsa 3awnTbl: CMOTPUY pasaen 8
YTunusauus: cmotpu pasgen 13

PA30EN 7: NpaBuna xpaHeHUss XMMU4YECKOW NPOAYKLMU U O6paLleHusi C Hel npu
NOrpy304HO-pasrpy3o4Hbix paboTax

Mepbl NpeaoCTOPOXKHOCTU NPU paboTe C NPOAYKTOM

WHdopmaums o 6esonacHom obpalyeHumn
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 00s3aTerNbHbI.
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PekomeHAauuMmM No 3awmuTe oT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLUTBI OT NoXkapa He 06A3aTeNbHbI.

PekomeHaauum no ob6wen NnpoMbILLINIEHHOW rurueHe

CHATb 3arpssHeHHyto ofexay. MNepea nepepbiBamu 1 MO OKOHYAHWIO PaboTbl BbIMbITL PyKU. Bo Bpemsi paboTbl He

€CTb U He NUTb.

YcnoBusa ansi 6e3onacHOro XpaHeHUs ¢ Y4eTOM No6biX HECOBMECTUMOCTEN

TpeboBaHMA B OTHOLWEHUN CKNAACKNUX 30H M Tapbl
XpaHnTb eMKOCTb NIIOTHO 3aKPbITON.

YkasaHusa no COBMEeCTHOMY XpaHeHuo
Ocobble Mepbl NPpegoCTOPOXKHOCTU He obsa3aTenbHbI.

Ocobble KOHeYHbIe 061acTN NPUMEHEHUsI

Auxilary for manufacture of dental products NonvmepHble nsgenus

PA3[LEN 8: CpeacTtBa KOHTPOSsSi 32 ONacHbLIM BO34EeACTBMEM U CpeAcTBa MHAUBUAYaNbHOM 3aliUThbI

I'IagameTle KOHTponsA

PerynupoBaHus Bo3gencrBus

3awWuTHbIe U TUrMeHnYeckKue Mepbl

3awwmTa rnas/nuua
HocuTb 3alWmTHBIE OYKM/MACKY.
3awuTa pyk
Hocutb cooTBETCTBYHOLME 3aLLMTHBIE NEPYATKU.
3awmTa KoXxu
Mpu paboTe HOCUTb COOTBETCTBYHOLLYHO 3aLLMTHYIO OAeXaYy.
3awuTa gbixaTenbHbIX NyTen

HeT Heo6Xx0AMMOCTU B KaKMX-TO 0COBbIX MeponpuAaTuax.

PA3OEN 9: ®nsnyeckme n xuMu4eckune CBOMCcTBa

UHdopmaumnsa 06 OCHOBHbIX (P U3NKO-XMMUYECKMX CBOUCTBAX

Pusnyeckoe COCTOAHUE BeLLECTBa: TBEpabI
LiBeT: pO30BbI
Touka nnaBneHus/Touka 3aMep3aHus:
TemnepaTypa KUNEHUs unu Temneparypa

Hayana KuneHus U AManasoH KUMNeHus:

"oproyecTb:

HwxXHWIA npegen akcnosnumm:
BepxHuii npegen akcnosnuuu:
To4ka BCMbILLKWN:
TemnepaTypa pa3noxeHus:
pH:
PacTtBopumocTb B Boae:
PacTBopnMOCTb B ApYrUX pacTBopuUTensx
He onpeaeneHo

KoadbdpmuneHT pacnpegenerus
n-okTaHon/Boaa:
JaeneHwne napa:

(npu 50 °C)

70-110°C
nicht anwendbar

He onpeaernieHo
HenpuMmeHnmo
He onpepnerneHo

He onpegeneHo
>140 °C

He onpegeneHo
He onpeaeneHo
Het

He onpeaeneHo

He onpeaeneHo
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MnoTHOCTbL: 0,9 g/cm?®
OTHOCUTENbHAs NNOTHOCTL Napa: He onpeneneHo

Opyrve gaHHble

UHdopMauusa B OTHOWEHUUN KnaccoB PM3NYEeCKOM ONnacHOCTHU
TemnepaTypa camoBO3ropaHus
TBepaoro Tena: He onpefeneHo
rasa: HenpuMeH1Mo
Okucnsiowue cBoMCTBa
He okucnutenbHbIN.

Lpyrue xapakTepucTukKu 6e3onacHocT1
CKOpOCTb UCnapeHus: He onpegeneHo
CogaepxaHune TBepAbIX BELLECTB: 100,0 %

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHas cnoco6HOCTb
Mpu Hagnexaiyem obpalleHun N XxpaHeHUn ONacHbIX peakumin He BO3HUKaeT.

Xummnyeckas ycTon4MBOCTb
MpoaykT siBNsieTca CTabunbHbIM, ECIIN OH XPaHWUTCA NPU HOPMarbHOW TeMMepaType OKpY)KatoLLeln cpeabl.

B03MOXHOCTb OnacHbIX DeaKHVIIZ

OnacHble peakuuy He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

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

OnacHble NPoAYKTbI pasnoxeHus
OnacHeble NpPOAYKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJIOrMYECKOM BO3eMCTBUMU

OcTpas TOKCUYHOCTb
Vcxoas M3 MMeoWwmnxcsa AaHHbIX KPUTEPUN KnacCcudUKauum He BbINOMHEHBI.

ATEmix paccunTaHHbIn

ATE (opanbHbii) > 2000 mg/kg; ATE (koxHbin) > 2000 mg/kg; ATE (uHransiumoHHbin ucnapenune) > 20 mg/l; ATE

(MHranAUMOHHbBIN NbINb/TyMaH) > 5 mg/l
PasgpaxeHue n koppos3us
Mcxops 13 MMerLwmnxes AaHHbIX KpUTepun knaccmdmkauum He BbINOSTHEHBI.
CeHcubunusunpyowee gencTeme
Mcxoas v3 MMerLwmnxcs aHHbIX KpuTepuy Knaccmdgmkauum He BbINOSTHEHBI.
KaHueporeHHble, MyTaLMOHHbIe NOCNEACTBUSA, a TaKKe CKOPOCTb MX pacnpocTpaHeHus
Mcxops v3 MMeroLwmnxcs aHHbIX KpUTepuy Knaccmudmkauum He BbINOSTHEHBI.
Cneundmyeckas TOKCMMHOCTb ANS OTAENBHOrO opraHa-Mu1LLEeHU NPY OAHOKPaTHOM BO34eNCTBUM
Mcxoas M3 umetowmnxcs AaHHbIX KpUTepumn knaccmukaumm He BbINOSHEHbI.
Cneumdmyeckas TOKCMYHOCTb ANSl OTAENBHOro OpraHa-Mu1LLIEHW NPU MHOTOKPaTHOM BO34eACTBUM
Mcxoaa n3 nmerowmnxcs AaHHbIX KpuTepun knaccmgmkauum He BbINOSTHEHBI.

OnacHo npu BAobiXaHUn
Mcxoasa M3 nmerwmxcsa gaHHbIX Kputepum KJ'IaCCI/Iq.)VIKaU,I/II/I He BbIMOJIHEHbI.
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Mocneayowasn nHopmauus
Cwmechb kBannduumpyeTcs kak HeonacHas cornacHo PernamenTty (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.

PesynbTartbl oueHku PBT n vPvB

BelectBa B cMecu He COOTBETCTBYHOT kKpuTepuam PBT/vPvB cornacHo REACH, npunoxenue XIII.
MpoaykT He GbIN NPOBEPEH.
OHOOKPUHHbIE pa3pylualline CBOUCTBa
[aHHbI NPOAYKT He CoAepXUT BelecTBo, obnagatoLlee CBOMCTBaMM, HapyLlaowummn paboTy SHOOKPUHHON
CUCTEMbI Yy HeLeneBbIX OPraHNM3MOoB, MOCKOSbKY HA OOUH U3 KOMMOHEHTOB HE OTBEYaeT 3TUM KpUTEPUAM.

Opyrve BpeaHble BO3aeACTBUSA
OTcyTcTByeT Kakas-nnbo nHpopmaums.

JononHutensHasi pekomeHgaums
He ponyckaTb nonagaHusi B OKPYaloLLyto Cpeay.

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTUnmMsaumm oTxonoB

PekomeHpauus
He ponyckaTb nonagaHus B KaHanusauui unv Bogoemsbl. YTunmnsaums B COOTBETCTBUU C AEACTBYOLLMMN
npeanucanuamu. Koabl oTxoaos/o603Ha4eHns oTXoaoB B cooTBeTcTBUM ¢ EWC/AVV

YTunusauus HeoumLEeHHON YNaKOBKU U peKOMeHAyeMble CPeACcTBa OYUCTKU
[MoNHOCTBIO ONOPOXHEHHBIE YNAKOBKU MOTYT ObITh YTUNM3MpoBaHbl. Kogbl 0Txo00B/0603Ha4YeHNsa 0TX040B B
cooteeTcTBUN ¢ EWC/AVV

PA3OEN 14: UHdopmauusa npu nepeBo3Kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbI TpaHcnopT (ADR/RID)

Homep OOH unn He knaccudumumpoBaH B kayecTBe onacHoOro Nnpoaykra cornacHo
MaeHTUUKALUNOHHbIW HOMED: TPaHCNOPTHbLIM NPEANNCAHNAM.
Hagnexauiee oTrpy3oyHoe He knaccuduumpoBaH B Ka4ecTBe OMacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHbLIM NPEANUCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4ecTBe OMacHOro NpoayKTa CorfacHo
TpaHCcnopTUPOBKe: TPaHCNOPTHbLIM NPEANUCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4ecTBe OMacHOro NpoayKTa CorfacHo

TPaHCNOPTHbLIM NPEANUCAHNAM.
[docTtaBka no BHyTpeHHUM BogHbiM nyTaAM (ADN/ADNR)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe onacHOro NpoaykKTa corrnacHo
naeHTUUKaLMOHHbIW HOMED: TPaHCNOPTHLIM NPEANNCAHNAM.
Hapgnexauiee oTrpy3o4Hoe He knaccuduumpoBaH B Ka4eCcTBe OnacHOro NpoayKTa corfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
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KaTeropusi onacHoCTu npu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
TPaHCNOPTUPOBKE: TPaAHCMOPTHLIM NPEANUCAHNSIM.
YnakoBo4Hasa rpynna: He knaccudmumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo

TPaAHCNOPTHbLIM NpeannucaHnaMm.

Mopckas goctaBka (IMDG)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
MOEHTU(PUKALMNOHHbLIA HOMEp: TPaAHCNOPTHbLIM NpeannucaHnam.
Haanexaulee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHUue: TPaAHCNOPTHbLIM NpeannucaHnam.
KaTeropus onacHoctu npu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
TPaHCNOPTUPOBKE: TPaAHCNOPTHbLIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B KayecTBe OnacHOro NpoAykKTa CornacHo

TPaHCNOPTHLIM NPEANNCaHNAM.
Bo3pywHbii TpaHcnopT (ICAO-TI/IATA-DGR)

Homep OOH unu He knaccudmumpoBaH B kayecTBe onacHoOro NpoaykTa cornacHo
MaeHTUUKALUNOHHbIW HOMEP: TPaHCMOPTHbLIM NpeanUcaHnsAM.
Hapgnexallee oTrpy3o4Hoe He knaccudumumpoBaH B kayecTBe onacHoOro NpoAykTa cornacHo
HanMeHoBaHUe: TPaHCNOPTHbIM NpeannucaHnam.
KaTeropus onacHocTtu npu He knaccudumumpoBaH B kayecTBe onacHoOro NnpoaykTa cornacHo
TPaHCNOPTUPOBKE: TPaHCNOPTHbIM NpeanucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kayecTBe onacHoOro NnpoaykTa cornacHo

TPaHCNOPTHLIM NPEeANUCAHNUSIM.
OnacHoOCTb BpegHOro Bo34eNCTBUSl HA OKPYXXaKOLLYIO cpeay
OMACHO 119 OKPYXAIOLEN Het
CPE[ObI:

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsi Nofib3oBaTens
OTtcyTcTBYET Kakas-nMbo nHdopmaums.
MepeBo3ka MaccoBbLIX rPy30B B cooTBeTcTBUMU C Mpunoxernuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpmMmMmeHnmo

PA3OEN 15: UHdhopmMauusa o HaLMOHaNbLHOM U MeXAYyHapoOAHOM 3aKoOHoAaTeNnbCTBe

HOQMaTI/IBbI Mo oXpaHe U FTMrMeHe Tpyaa U NPUMpPoaooXpaHUTeNbLHOE 3aKOHO4aTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cmecu.

HaumoHanbHble npeanucaHus
Knacc 3arpsisHeHusi sogpl (D): 1 - cnabo onaceH Ans BoAbl

OueHKa XMMHUYyeckon 6esonacHocT

OueHka 6e3onacHOCTM BELLECTB B 3TOM CMeCU He npoBoaunachb.

PA3OEN 16: JononHuTtenbHaa uHdopmauusa

PepakuMoHHbIe NpuMeYaHusi
[JaHHble npaBuna no TexHuke 6e30MacHOCTH CoAaepXKaT U3MEHEHNS MO OTHOLLEHWIO K NpeablayLLei Bepcum B
pasgene(ax): 1.
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Coxpau.l.euvm U aKPOHUMBbI
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%

OononHutenbHaa nHdopmauus

[aHHble 6a3mpy}0TC$1 Ha cerogHsALwHeM ypoBHe Hallnx 3HaHWIN, OQHAKO OHW He NpPeacTaBnsalT cobon rapaHTuo
CBOMCTB npoAyKTa U He ABNAKTCA OCHOBOW 4151 4OrOBOPHbIX MPaBOBLIX CBA3EN. ﬂeVICTByIOLLI,MG 3aKOHbI U
NoCcTaHOBMEHWUs1 OMKHbI cobntoaaThbes nony4yartenem Halnx NpoayKTOB noa COGCTBEHHyIO OTBETCTBEHHOCTb.

(daHHble o onacHbiM uHepedueHmam bbinnu 83mbl U3 UHGhOPMaUUOHHLIX JIUCMO8 Mo mexHuke 6e3onacHocmu
cybrnodpsdyukos 8 ux nocnedHel akmyanbHoU pedakyuu.)
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