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PA3OEN 1: UaeHTUdMKaumMa xMmMm4eckon NpoayKLMnU U CBeAeHUs o npousBogutene u/unu
nocrasLiuKe

UpeHTUdMKaTOp NpoayKTa
VITA LUMEX AC

HasBaHwne BellecTBa: Staub A

Co0oTBETCTBYOLINE YCTAaHOBMEHHbIE 06/1aCTU NPUMEHEHUSA BellecTBa UM CMECU U MPUMEHEHHUe,
pPeKOMeHOAOBaHHOE NPOTUB

Ucnonb3oBaHue BewecTBa/cMecu
Vicnonb3oBaHue B KayecTBe na6opaTopHoro peakTtuBa

gaHHble O NnocTaBLiMKe B nacnopre 6e3onacHocTu

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

[ononHutenbHasa nHgopmauums
medical device

PA3LOEN 2: UpeHTUdMKaLmMa onacHOCTU (ONacHOCTEN)

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

Opyrve onacHoctu
OTtcyTcTBYET Kakas-nMbo nHdopmaums.

PA3LEN 3: CoctaB (uH(hopmaLuma o KOMNOHEHTax)

BewectBa

XuMunyeckan xapakTepucTuka
Kepamuka

OnacHble KOMMOHEHTbI

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

PA3OEN 4: Mepbl nepsoy nomoLuu

OnucaHve Mep nepBo NOMOLLMU

Mpu BAbIXaHUM
ObGecneunTb Nogady CBEXero Bo3gyxa.
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anI nonagaHUN Ha KOXyYy
CMbITb AOCTaTO4YHbIM KONMM4eCTBOM BOAbI. CHaTb 3arpA3HeHHylo oaexay u noctupatb nepen NOBTOPHbIM
Mcnosib3oBaHNeM.

lMpwu KOHTaKTe ¢ rnasamu
Cpaasy e OCTOPOXXHO U OCHOBATENbHO NPOMbITL AyLUEM Afs a3 v BO4oN.

anI nonagaHun B XXenyaok
Cpquo npononockKaTb POT U 3anNUTb BGONbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3d)heKT OCTPOro Bo3gencrBus
OTcyTcTBYET Kakas-nMbo nHpopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe fievyeHus
CumnTomMaTU4ECKOE feyeHne.

PA3LEN 5: Mepbl 1 cpeacTBa ob6ecneyeHUs NOXapoB3pbIBO6e30NacHOCTH

CpeacTBa noXxapoTylweHus

Moaxopswme cpeacTaa noxapoTtylweHus
Cornacosartb Mepbl NO TYLWEeHUIO NoXapa C yCloBUaAMU Opr)KaIOLLI,eVI cpenbl.

Ocob6ble hakTopbl pUCKa, MCTOYHUKOM KOTOPbIX IBNAETCA BELWECTBO UN CMeCb
HeBocnnameHsiembli.

Mepb! NpeOCTOPOXHOCTU AN NOXKaPHbLIX
B cnyyae noxapa: Ncnonb3oBaTb aBTOHOMHbIN AblXaTerbHbI annapar.

[JononHutenbHaa pekomeHaauus
|/|CI'IOJ'Ib3OBaBLLIyFOC9| OnAa TyweHua 3arpa3HeHHyr soay CO6VIpaTb oTAaensHo. He gonyckaTtb nonagaHua B
KaHann3auuto nnun BoaoeMbl.

PA3IEJ 6: Mepbl no npeaoTBpaLleHUIo U NMMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyaLun u
UX NnocneacTBUmn

Mepbl Npe0CTOPOXHOCTHY ANsi NepcoHana, 3almnTHOe CHapsiXXeHUe U Ype3BblYallHble Mepbl

O6Lwwue ykasaHus
M3beratb nbineobpasoBaHus. He BAbIxaTb Nbifb.

MpeaynpegutenbHble MEPLI MO OXpPaHe OKpPYXKakLwen cpeabl
He Aonyckatb nonagaHua B KaHanm3auuo ninn Boaoembl.

MeToabl U MaTepuanbl ANA NoKanMsauum U OMUCTKMU

[dononHutenbHasa nHdopmauus
CobpaTb MexaHuyeckn. C cobpaHHbIM MaTepranom obpallaTtbCcs COrfacHo pasgeny no yTunmsauum.

Cchbinka Ha gpyrue pasfenbl
BesonacHas pabota: cmoTpu pasgen 7
WHavBuayanbHble cpeacTBa 3aluTbl: CMOTPUY pasgen 8
YTunusauus: cmotpu pasgen 13

PA3[OEN 7: NpaBuna xpaHeHUss XMMUYECKOW NPOAYKLMU U OGpaLleHusi C Hen npu
NOrpy304HO-pasrpy3o4HbIx paboTax

Mepb! NpeIOCTOPOXKHOCTH NPU paboTe C NPOAYKTOM

UHdopmauusa o 6e3onacHoM obpalleHum
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 00s3aTerbHbI.

PekomeHaauuu no 3awure ot BO3ropaHuns u B3pbiBa
Ocobble Mepbl 3alUTbl OT NoXapa He obsizaTenbHbl.
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PekomeHAaauum no obLen NpoMbILLINIEHHOW rMrmeHe
CHATb 3arpasHeHHyto ogexay. lNepen nepepbiBamMy U MO OKOHYaHWIO paboTbl BeIMbITL pykn. Ha paboyem mecte
He eCTb, He NMUTb, He KypUTb, HE CMOPKaTbCS.

YcnoBusa ansa 6e30nacHOro XpaHeHusi ¢ y4eToM NbbIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLIEHMM CKITaACKMX 30H U Tapbl
XpaHUTb eMKOCTb NOTHO 3aKPbITON.

Yka3aHUsA N0 COBMeCTHOMY XPaHEHUIo
Ocobble Mepbl IPeJOCTOPOXKHOCTM He 0ba3aTernbHbI.

Oco6ble KOHeYHble 061acTU NPUMEHeHUs!

Vicnonb3oBaHue B KayecTBe na6opaTopHoro peakTnBa

PA3[OEN 8: CpeacTtBa KOHTpPONSA 3a onacHbIM BO3AENCTBMEM U CpeAcTBa UHAUBUAYaNbHOW 3alUThbl

MNapameTpbl KOHTpPONSA

PerynupoBaHusi Bo3genucTBusi

3awmTHbIe U rMrMeHnyeckne MepbI

3awumTa rnas/nuua
Monb3oBaTbcs cpeacTBamMu 3aLLMThbl rnas/nuua.

3awmTa pyk
Mpu 06palleHnn ¢ XMMUYECKUMY BELLLECTBAMW pa3peLLEHO HOCUTb TOMNBbKO XUMUYECKU CTOVMKUE 3aLLUTHbIE
nepyatku ¢ mapkuposkon CE, Bkntovas YeTblpex3HayHbI KOHTPOrbHbIN HoMep. @ONBR (HUTpunoBbIn kay4yk)
02.B008235 PekomeHOyeMYy0 BbIICHUTb XMMUYECKYI0 CTOMKOCTb YKa3aHHbIX BbllLe 3alUTHbIX NepYyaTok Ans
cneumnanbHOro NnpMMeHeHus y npoussogutens. PekomeHayemble nponssoauteny nepyatok KCL Dermatril P

3awumTa KoXxu
Vicnonb3oBaHume 3almMTHOM oaexabl.
3awmTa gbixaTenbHbIX NyTen

Mo3aboTNUTbCS 0 4OCTATOYHON BEHTUNALUN 1 TOYEYHOWN BbITSDKKE B KPUTUYECKNX TOUKaX. TexHndeckas
BEHTUNAUNA pa60qero MecTa

PA3OEN 9: ®u3unyeckne n xumnyeckme CBOMCcTBa

MHdopmaumsa 06 0CHOBHbIX (hU3NKO-XMMUYECKUX CBOUCTBAX

dusmyeckoe COCTOSHUE BeLLECTBA: TBepabli

LiBeT:

3anax: 6e3 3anaxa

Touka nnaBneHus/Touka 3aMep3aHmns: He onpeaeneHo

TemnepaTypa KUneHus unm Temneparypa X

Hayana KuneHus 1 auanasoH KUNeHus:

loptoyecTsb: He onpeeneHo
HeNnpMMEeHUMO

HwxHWI npegen akcnosnumm: He onpefeneHo

BepxHuii npegen akcnosvuun: He onpegeneHo

Touyka BCMbILLKK: X

TemnepaTypa pa3noxXeHus: He onpeeneHo

pH: He onpefeneHo

PacTtBopumoOCTb B BoAE: Het

PacTBOpUMOCTb B AApyrMx pacTBOpUTENsIX
He onpegeneHo
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KoadhdpuumneHT pacnpegeneHus He onpeaeneHo

n-okTaHon/Boaa:

[asneHve napa: <=1100 hPa
(npun 50 °C)

MnoTHOCTbL: 2,40000 g/cm?

OTHOCUTENbHas NNOTHOCTL Napa: He onpeaeneHo

Opyrve gaHHble
UHdopmauusa B OTHOWEHUUN KnaccoB PM3NYEeCKOM ONacHOCTHU
B3apbiBOONacHble cBoncTea
MpoaykT He sBnsaeTca: BapbiBoONaCHbIN.
TemnepaTypa camoBO3ropaHus

TBepaoro tena. He onpeaeneHo
rasa: HenpmMMeHnmo

OkucnsoLime ceoncTea
He okncnutenbHbIN.
Opyrve xapakrepucTuku 6esonacHocTu
CKOpOCTb UCNapeHus: He onpegeneHo
CoaepxaHune TBepAbIX BELLECTB: 100,0 %

PA3LOEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

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

Xummnyeckas ycTom4MBOCTb
MpoaykT siBNsieTca CTabunbHbLIM, ECIIN OH XPaHWUTCA NPU HOPMarbHOM TEMMepaType OKpYKatoLLeln cpeabl.

B0O3MOXHOCTb OnacHbIX DeaKHVIIZ

OnacHble peakuuny He N3BECTHbI.

Ycnosus, KoTopbix cneayeTt usberatb
HeT

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

OnacHble NPoAYKTbI pasnoxeHus
OnacHble NPOAYKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYECKOM BO3eMCTBUM

OcTpas TOKCUYHOCTb
Vcxoas M3 MMeoLWnXca AaHHbIX KPUTEPUN KINacCUdUKaLUmM He BbIMOMHEHBI.
PasapaxeHue n kopposus
Vcxons M3 nMetoLwmnxcst faHHbIX KpUTeEpUn Knaccudmkauum He BbINOSHEHBI.
CeHcnbunusupyouwee aencTeue
Mcxoos M3 nMetoLwmnxcst faHHbIX KpUTepUn Knaccudmkauum He BbINOSHEHSI.
KaHueporeHHble, MyTaLUUOHHbIE NOCNEACTBUS, a TaKXKe CKOPOCTb UX pacnpocTpaHeHUs
Vcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudumkauum He BbINOSHEHSI.
Cneuundmyeckasi TOKCMYHOCTb ANIA OTAENbHOro opraHa-MuLLIEHU NPU O[HOKPATHOM BO34eMCTBUU
Vcxoas M3 MeroLwmnxcsa AaHHbIX KPUTEPUN KIaccudUKauum He BbINOMHEHBI.
Cneuundmyeckasi TOKCMYHOCTb ANA OTAENbHOro opraHa-MyULLIEHU NPU MHOFOKPaTHOM BO3AEACTBUM
Vcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudukauum He BbINOSHEHBI.
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OnacHo npu BAabIXxaHU1
Mcxons M3 MerLwmnxcs gaHHbIX KpUTepun Knaccmudukauum He BbINOSTHEHBI.
Mocnenytowan nHgpopmaums
BelecTtBo He kBanudpuumpyeTcs B kadyecTBe onacHoro cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHchbopmauus o BO3JeMCTBMU Ha OKpYKaloLLylo cpeny

TOKCUYHOCTb
MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraemMocTb

MpoaykT He 6bin NpoBepeH.

MNoTeHuman 6MoakKyMynsaLmm

MpoaykT He GbIN NpoBepeH.

Mo6unbHoCTbL B No4Be
MpoaykT He GbIN NpoBEpEH.

Pe3ynbTaTtbl oueHku PBT n vPvB

OT0 BeLecTBO He coOTBETCTBYET KpuTepmusam PBT/VPvB PernameHta REACH, npunoxenue Xl
MpoaykT He ObiN NpoBEpPEH.
OHOOKPUHHbIE pa3pyluakline CBOUCTBa

[aHHoe BelecTBO He 0b6nagaeT CBOMCTBaMMW, HapyLUaLWUMK paboTy 3HAOKPUHHOW CUCTEMBI Y HELIeNeBbIX
OpraHn3mMoB.

Opyrve BpegHble BO3OeNCTBUS
OtcyTcTByeT Kakas-nubo nHdopmaums.

JononHuTenbHaA pekomeHOaUUst
He gonyckaTb nonagaHusi B OKpY>KatoLLyto cpeay.

PA3LOEN 13: PekomeHaaumu no yaaneH1o oTXo4oB (OCTaTKOB)

MeToabl yTUnmsaumm oTxonoB

PekomeHaauus
He ponyckaTb nonagaHust B KaHanusawumio unm Bogoemsbl. YTunnsaumsi B COOTBETCTBUMU C AEACTBYIOLLMMN
npeanMcaHnsiMun.

YTunusaumsa HeoumnLeHHON YNakoBKN U peKOMeHAyeMble CpeacTBa OYUCTKU
CMbITb AOCTATOYHBIM KONMYECTBOM BOAbI. [ONTHOCTHIO ONOPOXKHEHHbIE YNAKOBKN MOTYT ObITb YTUNM3UPOBAHbI.

PA3OEN 14: NHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbi TpaHcnopT (ADR/RID)

Homep OOH unu He knaccudumumpoBaH B kayecTBe onacHOro NpoAykra cornacHo
MAeHTUUKALNOHHbIW HOMED: TPaHCNOPTHbLIM NPEANUCAHNAM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B Ka4eCTBE OMacHOro NpPoAyKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANUCAHNAM.
KaTeropus onacHocTv npu He knaccuduumpoBaH B Ka4eCTBE OMacHOro NpoAyKTa CorfacHo
TpaHCNoOpPTUPOBKE: TPaHCNOPTHLIM NPEANUCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCTBE OMacHOro NpoAyKTa CorfacHo

TPaHCMOPTHLIM NPEeANUCaHUAM.

HdocTtaBka no BHyTpeHHUM BogHbIiM nyTAM (ADN/ADNR)

Homep OOH unum He knaccugmumpoBaH B kayecTBe OnacHOro NpoAyKTa cornacHo
MOEHTUMDUKALMOHHbIN HOMEP: TPaHCMOPTHLIM NPEANUCaHUSIM.
Hagnexawee oTrpysoyHoe He knaccugmumpoBaH B kayecTBe OnacHOro NpoAyKTa cornacHo
HaMMEeHOBaHMe: TPaHCMOPTHLIM NPEANUCaHUSIM.
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KaTeropusi onacHoCcTu npu He knaccuduumpoBaH B kayecTBe ONacHOro Npoaykra CornacHo
TPaHCNOPTUPOBKE: TPaAHCMOPTHLIM NPEANUCAHNSIM.
YnakoBo4Hasa rpynna: He knaccudumumposaH B Ka4ecTBe onacHoOro NpoAykKTa corrnacHo

TPaHCNOPTHbLIM NpeanncaHnaMm.

Mopckas goctaBka (IMDG)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
MOEHTU(PUKALMNOHHbLIA HOMEP: TPaHCNOPTHbLIM NpeannucaHnam.
Hapnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMmeHoBaHue: TPaAHCNOPTHbLIM NpeannucaHnam.
KaTeropus onacHocTu npu He knaccudumumpoBaH B KayecTBe OnacHOro NpoAykKTa CornacHo
TPaHCNOPTUPOBKE: TPaAHCNOPTHbLIM NpeanucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo

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

Homep OOH unu He knaccudmumpoBaH B kayecTBe onacHoOro NpoAykTa cornacHo
MAeHTUUKALUNOHHbIW HOMEP: TpaHCMOPTHbLIM NpeanUcaHnAM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHue: TPAHCNOPTHbIM NpeanucaHnam.
KaTeropus onacHocTtu npu He knaccudumumpoBaH B kKayecTBe onacHoOro NpoaykTa cornacHo
TPAHCNOPTUPOBKE: TPAHCNOPTHbIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kayecTBe onacHoOro NnpoaykTa cornacHo

TPaHCMNOPTHLIM NPEeANUCAHNUSIM.
OnacHoOCTb BpeQHOro BO34eNCTBUS HA OKPYXXaKOLLYIO cpeay
OMACHO 119 OKPY>XAIOLEN Het
CPEObI:

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsl Nofib3oBaTens
OTcyTcTBYET Kakas-nMbo nHdopmaums.
MepeBo3ka MaccoBLIX rPy30B B cooTBeTcTBUMU C Mpunoxenuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpmMmMmeHnmo

PA3OEN 15: UHhopmauus o HaLMOHaNbLHOM U MeXAYHapOAHOM 3aKOHoAAaTeNnbCTBe

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

MexayHapoaHoe U HauMoHanbHOe 3aKoOHOAAaTeNbCTBO

HanHble no gupektnee 2012/18/EC Not subject to 2012/18/EU (SEVESO III)
(SEVESO III):

HauuoHanbHble npegnncaHus

Knacc 3arpsasHenusi sogpl (D): 1 - cnabo onaceH Ans BoAel

OueHKa XMMUYecKkon 6e3onacHoOCT
[lnsa aTol BewecTBa He npoBoaunachk oleHka 6e3onacHocTU.

PA3LOEN 16: JononHuTenbHasa nHdopmauusa

PeAaKLIVIOHHbIe npumMmeYvyaHus
ﬂ,aHHbIe npasuna no TexHuke ©es3onacHocTn coaepxat nsmMmeHeHusa nNo OTHOLLEHUIO K npenbl,uyu.l,eﬁ Bepcun 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%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europnen relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
CokpalleHus 1 akpoHUMbI codepaTtcsa B Tabnuue Ha cawte http://abk.esdscom.eu
OononHutenbHaa uHdopmaums
[aHHble 6a3vpyloTca Ha CErogHsILLIHEM YPOBHE HALLUMX 3HAHWI, OHAKO OHW He NpeacTaBnsoT cobol rapaHTuo
CBOWCTB NpoAyKTa 1 He SIBNSATCS OCHOBOWN Arsi 4OrOBOPHbIX NPaBOBLIX CBA3EN. [JeNCTBYOLLNE 3aKOHbI 1
NMOCTaHOBIEHMS AOIMKHbI cCObnoAaThCa NonyyYaTenem Halmx NPOAYKTOB Mo COOCTBEHHYIO OTBETCTBEHHOCTb.
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PA3OEN 1: UaeHTUdMKaumMa xMmMm4eckon NpoayKLMnU U CBeAeHUs o npousBogutene u/unu
nocrasLiuKe

UpeHTUdMKaTOp NpoayKTa
VITA LUMEX AC MODELLING LIQUID

CoOoTBETCTBYOLINE YCTAaHOBMEHHbIE 06/1aCTU NPUMEHEHUSA BellecTBa UM CMECU U MPUMEHeHue,
PeKOMeHOOBAaHHOE NPOTUB

Ucnonb3oBaHue BelecTBa/cMecH
Wcnonb3oBaHune B kKayecTBe NabopaTopHOro peakTusa

gaHHble O NnocTaBLiMKe B nacnopte 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
OnekTpoHHas noyra: info@vita-zahnfabrik.com
KoHTakTHOE nunuo: regulatory affairs
OnekTpoHHas noyra: info@vita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBETCTBEHHbIV [lenapTaMeHT: Regulatory Affairs

[ononHutenbHasa nHgopmauma
medical device

PA3LOEN 2: UpeHTUdMKaLMAa onacHOCTU (OnacHOCTeN)

Knaccudmkaums Bewectea unm cmecu

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

AneMeHTbl MapKUPOBKHU

Opyrve onacHoctu
OTcyTcTBYET Kakas-nMbo nHdopmaums.

PA3LEN 3: CoctaB (uH(hopmaLumua o KOMNOHEHTax)

Cwmecu

XuMunyeckan xapakTepucTuka
Cwmecwm MpoaykT/cybecTaHumsa aBnseTca HeopraHudeckuin. CybcTtaHums, opraHnyeckni

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

PA3OEN 4: Mepbl nepsoy nomoLuu

OnucaHve Mmep nepBo NOMOLLM

Mpu BAbIXaHUK
Ob6ecneunTb Nogady CBEXero Bo3ayxa.
anI nonagaHUN Ha KOXyYy
CMbITb AO0CTaTO4YHbIM KONMN4ECTBOM BOAbI. CHaTtb 3arpda3HeHHy0 oaexay U noctupatb nepen NOBTOPHbIM
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ncnonb3oBaHUEM.

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

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

Haunbonee cyuiecTBeHHble cMMNTOMbI/3ddheKT OCTPOro Bo3aencTeus
OTcyTcTBYET Kakas-nnGo nHgopMauus.

YkazaHue Ha He06X04MMOCTb HeMeANEHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe fie4eHus
CvmMnTomMaTnyeckoe neyeHve.

PA3LEN 5: Mepbl 1 cpeacTBa ob6ecneyeHNs NOXapoB3pbIBO6e30NacHOCTH

CpegcTBa NoXapoTyLleHust

Moaxoaswme cpeacTBa NoXxapoTyLeHUs
CornacoBaTb Mepbl MO TyLIEHWIO NoXapa C YCINOBUAMU OKpYXatoLLeid cpeapbl.

Ocob6ble hakTopbl PUCKa, MICTOYHMKOM KOTOPbIX ABNSIeTCA BELeCcTBO UMU cMecCb
HeBocnnameHsieMbIn.

Mepbl NpeaoCTOPOXHOCTU ANsl NOXaPHbIX
B cnyyae noxapa: Vicnonb3oBaTb aBTOHOMHbIN AbixaTeNbHbIVA annapar.

PA3[EI 6: Mepbl no npegoTBpalleHUio U NMMKBUAALUM aBapUNHbIX U Ype3BbIYalHbIX CUTYaLun U
UX nocneacTBumn

Mepbl NpejOCTOPOXHOCTU ANA NepcoHana, 3alUTHoe CHapshXXeHUe U Ype3BblYaHble Mepbl
O6wMme ykasaHusa
Wcnonb3oBaTb cpeacTsa UHAMBMAYANbHON 3aLLMTbI.

MNpeaynpeauTenbHbie Mepbl MO OXpaHe OKpyXaklien cpenbl
Ocobble Mepbl 3alLUTbl OKpY>KatoLLen cpeapbl He obsazaTernbHbI. 38I’p$|3HeHHbIe npeamMeTbl U NoJibl OCHOBATETbHO
OYUCTUTb COrMacHO MHCTPYKUNAM NO 3KOJT0rnun.

MeToabl U MaTepuanb! ANA NoKanMsauum U OMUCTKU

JononHuTenbHasa uHdopmaums

CobpaTb BraroBNuTLIBAKOLWMMK MaTepuanami (Necok, KU3enbryp, BewecTBo, CBs3biBaloLLee KUCOTY,
YHUBepcanbHbIi CBA3yLmMii MaTepuan). C coGpaHHbIM MaTepuanomM obpaluaTbcs CornacHo pasaeny rno
yTUnNU3aumm.

CcblKa Ha gpyrue pasfenbl
BesonacHasa pabota: cMoTpu pasgen 7
WHamBuayanbHble cpeacTBa 3awuTbl: CMOTPU pasaen 8
YTunusauus: cmotpu pasgen 13

PA3OEN 7: NpaBuna xpaHeHUss XMMU4YECKOW NPOAYKLMU U O6paLleHusi C Hel npu
Norpy304HO-pa3rpy304HbIX paboTax

Mepbl NpegoCTOPOKHOCTU NPU paboTe C NPOAYKTOM

UHdopmauus o 6ezonacHoM obpalleHum
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 0bs3aTernbHbI.
PekomeHAauuMm no 3awute OT BO3ropaHusi U B3pbiBa
Ocobble Mepbl 3aLUThI OT NoXapa He 06s3aTenNbHbI.
PekomeHAaauum no obuen NnpoMbILLNIEHHOW rurueHe

CHATb 3arpA3HeHHyo oaexay. Mepea nepepbiBaMu 1 MO OKOHYAHWIO paGOTbI BbIMbITb PYKW. Ha pa6oqu MecTe
He eCTb, He NNTb, HE KYPpUTb, HE CMOPKaTbCA.
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YcnoBusa ansa 6e30nacHOro XpaHeHusi C y4eToM N6bIX HECOBMECTUMOCTEN

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

YKa3aHuA N0 COBMEeCTHOMY XpaHeHUo
Ocobble Mepbl MPegOCTOPOXKHOCTM He 00a3aTernbHbI.

Oco6ble KOHeYHble 06/1acTU NPUMEHeHUst

Vicnonb3oBaHue B KayecTBe na6opaTopHoro peakTuBa

PA3[EN 8: CpeacTBa KOHTPONSA 3a onacHbIM BO3AENCTBMEM U CpeAcTBa MHAUBUAYaNbLHOW 3alUThbI

MapameTpbl KOHTPONA

MNpepenbHo gonyctumble koHueHTpauuu (MOK) BpeaHbIX BewecTB B Bo3ayxe paboyein 30HbI

Ne CAS HaumeHoBaHue BellecTBa ppm Mr/m3 Benunuuna MAK
532-32-1 BeH3oat HaTpus 5 (makcmanbHas)
7647-01-0 'vapoxnopwug 5 (mMakcumanbHas)

PerynupoBaHusa Bo3gencTBus

3alWuTHbIe U TUrMeHnYeckue Mepbl

3awwmTa rnas/nuua
Monb3oBaTbCcsA CpeacTBaMm 3alMThI rnas/nuua.

3awumTa pyk
Mpun obpalleHnn ¢ XMMUYECKUMI BELLLECTBAMM Pa3pELLEHO HOCUTb TONbKO XMMUYECKU CTOMKMNE 3aLLMTHbIE
nepyatkm ¢ MmapkupoBkoi CE, BKtovas YeTblpeX3HaYHbIN KOHTPOSbHLIA HOMep. BbibupaTtb XMMmnyeckn ctonkme
3alUNTHbIE NEpPYATKN B 3aBUCMMOCTU OT KOHLIEHTPALUUM 1 KOSIMYECTBA OMACHbIX BELLECTB, a Takke OT OT
cneundurkn paboyero mecta. PekomeHayemyio BbISCHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX Bbille 3aLMTHbIX
nepyaTok Ansi cneumanbHOro NpUMeHeHus y nponssoanTens. PekomeHayemble nponssoautenu nepyatok KCL
Dermatril P NBR (HUTpunoBbI kay4yk)

3awmTa KoXxu
Mcnonb3oBaHWe 3aluUTHOW oaexabl.

3awuTa gbixaTenbHbIX NyTen

TexHnyeckas BeHTUNAUNA paboyero mecrta

PA3OEN 9: ®nsnyeckme n xuMmu4eckue CBOMCcTBa

UHdopmaumnsa 06 0OCHOBHbIX (hU3NKO-XMMUYECKUX CBOUCTBAX

duranyeckoe COCTosIHME BELLECTBA:

LiseT: 6ecuBeTHbIN

3anax: Oe3 3anaxa

Touka nnaBneHus/Touka 3aMmep3aHus: He ornpegerneHo

TemnepaTypa KuneHus nnm Temneparypa 100 °C

Hayana KuneHus 1 AManasoH KUMNeHus:

oproyecTsb: HernpumMeHumo
HEeNnpUMeHNMo

HwxHU npegen akcnosunumu: He onpegeneHo

BepxHuii npegen akcnosuuum: He onpeaeneHo

Touka BCMbILWKK: ?

TemnepaTypa pa3noxeHus: He onpefeneHo

pH: 5,5

PactBopumocTh B Boge: Het
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PacTBopuMOCTb B AApYrx pacTBOPUTENSIX
He onpeaeneHo
KoadhunumeHT pacnpenenerus
n-okTaHon/Boaa:
[asneHue napa:
(npun 50 °C)
MnoTHOCTL:
OTHOCUTENbHAs NNIOTHOCTL Napa:

ggyme AaHHble

UHdopMauusa B OTHOWEHUUN KnaccoB PM3NYEeCKOM OnacHOCTHU
BapbiBOONacHbIe cBoncTBa
MpoaykT He sBnsaeTca: BapbiBoONaCHbIN.
TemnepaTypa camoBO3ropaHus
TBepAoro Tena:
rasa:
Okucnsiowme cBorcTBa
He okucnutenbHbIn.

Opyrue xapakTepucTuku 6e3onacHoCcTH
CKOpOCTb UcnapeHus:
CogaepxaHve TBepAblX BELLECTB:

He onpepeneHo
<=1100 hPa

1 g/cm?
He onpepgerneHo

HenpmMMeHnmo
HenpmMMeHnmo

He onpefeneHo
0,6 %

PA3LOEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHasi CMOCOGHOCTb

Mpu Hagnexallem obpalleHnn U XpaHEHUM ONacHbIX peakUmii He BO3HUKaET.

XumMunueckas yCTONYMBOCTb
MpoaykT siBNseTca cTabunbHbIM, €CNU OH XPaHWUTCS NPY HOpMaribHOW TemnepaType OKpyKatoLLen cpeap.

B03MOXHOCTb ONacHbLIX peakuumn

OnacHble peakuuy He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb

HeT

HecoBmecTuMbIe MaTepuarbl, KOTOPbLIX cnegyeT usberartb

OTcyTcTBYET Kakas-nnbo UHpopMaLums.

OnacHble NPOAYKTbI Pa3noXeHus

OnacHble NPOAYKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYECKOM BO3eMCTBUMU

OcTpas TOKCUYHOCTb

Vcxoas M3 MeroLmnXcs AaHHbIX KpUTepumn Krnaccudgurkawmm He BbiNOSTHEHBI.

ATEmix paccunTaHHbIN

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

(MHranAUMOHHBIN NbINb/TyMaH) > 5 mg/l
PasgpaxeHune n kopposus

Mcxoasa M3 nmerwmxcsa gaHHbIX Kputepum KJ'IaCCI/ICbVIKaU,I/II/I He BbIMOJIHEHbI.

CeHcubunusmnpyowee gencTeme

Mcxogsa M3 nmerwmxca gaHHbIX Kputepun KJ'IaCCI/I(pVIKaU.I/II/I He BbINOJTHEHbI.

KaHueporeHHble, MyTauMOHHbIe NOCNeACTBUA, a TaKXKe CKOPOCTb UX pacnpocTpaHeHus
Mcxogsa M3 nmerwmxcsa gaHHbIX Kputepun KJ'IaCCI/I(*)VIKaU,I/II/I He BbINOJTHEHbI.
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Cneuunduyeckas TOKCUMHOCTb Afsl OTAENbHOro opraHa-MuLIeHW NPy O4HOKPaTHOM BO34enNCTBUMN
Mcxoas 13 MMerLmnXcs AaHHbIX KpUTEpUX Knaccudmkauum He BbiNOHEHDI.

Cneuunduyeckass TOKCUHHOCTb AJfIsl OTAENIbHOro OpraHa-MuLLIeHU NPU MHOFOKpaTHOM BO34elUCTBUM
Mcxops M3 nMetoLwmnxcst faHHbIX KpUTepun Knaccudmkauum He BbINOSHEHSI.

OnacHo npu BabIXaHUU
Mcxops U3 nMetowmnxcst AaHHbIX KpUTepun Knaccudmkauum He BbINOSTHEH®I.

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

PA30EN 12: UHdopmaLmsa 0 BO3AEUCTBUM Ha OKpPYXKaloLLyHo cpeay

TOKCUYHOCTb

MpoaykT He ABnAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraemMocTb

MpoaykT He 6bin NpoBepeH.

NoTeHumMan GuoakkymMynsauum
MpoaykT He ObiN NpPoBEpPEH.

Mo6unbLHOCTL B No4YBe
MpoaykT He ObiN NPoBEpPEH.

PesynbTartbl oueHku PBT n vPvB

BelectBa B cMecu He COOTBETCTBYHOT kKpuTepuam PBT/vPvB cornacHo REACH, npunoxenue XIII.
MpoaykT He GbIN NPOBEPEH.
OHOOKPUHHbIE pa3pyLuarline CBOUCTBa
[aHHbI NPOAYKT He COAepPXUT BellecTBO, obragatoLlee CBOMCTBaMMU, HapyLlaowumMmn paboTy SHOOKPUHHON
CUCTEeMbI y HeLleneBbIX OPraHNM3MOoB, MOCKOSbKY HU OOUH U3 KOMMOHEHTOB HE OTBEYaeT 3TUM KpUTEPUSM.
Opyrve BpeaHble BO34eACTBUSA
OTcyTcTByeT Kakas-nnbo nHpopmaums.

JononHutensHasi pekomeHaaums
He ponyckaTb nonagaHusi B OKPYXatoLLyto Cpeay.

PA3OEN 13: PekomeHAaaumu no yaaneHuo oTXoQoB (OCTaTKOB)

MeToabl yTUnmsaumm oTxonoB

PekomeHpauus
YTununsaums B COOTBETCTBUN C AEACTBYHOLLMMU NPEeANUCaHNSMM.

YTunusauma HeouunLeHHOMN ynakoBKU U peKkoMeHayeMble cpeacTtea OYUCTKU

CMbITb 4OCTATOYHbIM KONMYECTBOM BOAbI. [1OSTHOCTLIO ONOPOXHEHHbIE YyNakoBKM MOTyT ObITb YTUNNU3NPOBaHbI.

PA3OEN 14: UHdopmauusa npu nepeBo3kax (TpPaHCNOPTUPOBaHUN)

CyxonyTHbI1 TpaHcnopT (ADR/RID)

Homep OOH nnu He knaccudumumpoBaH B kayecTBe onacHoOro NpoAykra cornacHo
MaeHTMUKALUNOHHbIW HOMED: TPaHCNOPTHbLIM NPEANNCAHNAM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHbLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoayKTa CorfacHo
TpaHcnopTUpoBKe: TPaHCNOPTHbLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4ecTBe OMacHOro NpoayKTa corfacHo

TPaHCNOPTHbLIM NPEANUCAHNAM.
[docTtaBka no BHyTpeHHUM BogHbIiM nyTaAM (ADN/ADNR)
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Homep OOH unu
MAEHTUUKALMOHHLIN HOMEp:

Hagnexaliee oTrpy3o4yHoe
HauMeHoBaHue:
KaTteropus onacHocTu npu
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:

Mopckas gocTtaBka (IMDG)

Homep OOH nnu
MOEHTU(PUKALMNOHHbLIA HOMEp:

Hagnexauiee oTrpy3o4yHoe
HaumMeHoBaHue:
Kateropus onacHoctu npu
TPAHCMNOPTUPOBKEe:
YnakoBoYHas rpynna:

He knaccudumumposaH B Ka4ecTBe onacHoOro nNpoAykKTa corracHo
TpaHCMOPTHLIM NPEeAnUCaHNSM.
He knaccudumumposaH B Ka4ecTBe onacHoOro NpoAykKTa corrnacHo
TPaHCMOPTHLIM NPEeANUCaHNSM.
He knaccudumumposaH B Ka4ecTBe onacHoOro NpoAykKTa corrnacHo
TpaHCMOPTHLIM NPEeAnUCaHNSM.
He knaccudmumposaH B kKa4ecTBe onacHoOro nNpoAyKTa corrnacHo
TpaHCMOPTHLIM NPEeAnUCaHNSM.

He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NPoAyKTa CornacHo
TPaAHCNOPTHbLIM NpeanucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo

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

Homep OOH unu
MAEHTUUKALMOHHBLIN HOMEP:

Haanexaliee oTrpy3o4yHoe

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPAHCNOPTHbIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo

HauMeHoBaHue: TPaHCNOPTHbLIM NPEANUCaHNSM.
KaTeropusi onacHocTv npu He knaccudmumpoBaH B ka4ecTBe ONacHOro NPoAyKTa CornacHo
TpaHCNOpPTUPOBKE: TPaHCNOPTHbLIM NPEANUCaHNSM.

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaHCNOPTHbIM NpeannucaHnam.

YnakoBo4YHas rpynna:

OnacHoOCTb BpeQHOro BO34eNCTBUS HA OKPYXXAKOLLYIO cpeay

OMACHO 119 OKPY>XAIOLEN Het
CPEObI:
CneumnanbHble Mepbl NPeaoCcCTOPOXHOCTU ANA Nofb3oBaTens
OTcyTcTBYET Kakas-nMbo nHdopmaums.
MNepeBo3ka MaccoBbIX rPy30B B cooTBeTcTBUM C MpunoxeHuem Il MAPMOJ 73/789 u Kogekcom MKX

HenpMmMmeHnmo

PA3OEN 15: UHdopmMauusa o HaLMOHaNbLHOM U MeXAYHapoOAHOM 3aKOHoAaTeNbCTBe

HOQMaTI/IBbI Nno oxpaHe u FTMrMeHe Tpyaa U NPUMPOAoOoXpPaHUTENbLHOE 3aKOHO4AaTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cmecu.

MexpayHapoaHoe U HaLuMOHaNnbHOE 3aKOHOAATeNbCTBO
HanHble no gupektuee 2012/18/EC Not subject to 2012/18/EU (SEVESO llII)
(SEVESO lll):

HauuoHanbHble npegnncaHus

Knacc 3arpssHeHust Bogbl (D): - - He onaceH ans BoAabl
OueHKa XMMUYeCcKon 6e3onacHoOCT

OueHka Ge3onacHOCTM BELLECTB B 3TOW CMecu He npoBoaunachb.

PA3LEN 16: JononHuTenbHas nHdopmauusa

PeAaKLIVIOHHbIe npumMmeYvyaHus
D,aHHbIe npasuna no TexHuke ©es3onacHocTn coaepxat nameHeHusa nNo OTHOLLEHUIO K npenbl,uyu.l,eﬁ Bepcun B
pasgene(ax): 1.
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CoKpalieHUs U aKpOHUMbI
ADR: Accord europien 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%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europiien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAO: International Civil Aviation Organization
MARPOL.: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
CokpalleHnst 1 akpoHMMbI coaepkaTcsa B Tabnuue Ha cavite http://abk.esdscom.eu
Skin Corr: PasbepaHne (HEKPO3) KOXN
STOT SE: Cneundmyeckast nsbupartenbHas TOKCUYHOCTb, NopaxatLasi OTAeNbHble OpraHbl-MULLEHU NpK
O[JHOKpPaTHOM BO3JENCTBUN
HdononHuTtensHasa nHdopmaums
[aHHble 6a3MpyloTCa Ha CEerogHsLHEM YPOBHE HalUMX 3HAHWIN, OQHAKO OHW He NpeACcTaBnsalT cobo rapaHTuio
CBOWCTB NpoAdyKTa 1 He ABNATCH OCHOBOWN Arsi JOrOBOPHbIX NPaBOBbIX CBA3eN. [JeNCTByoLWMNE 3aKOHbI 1
MOCTaHOBIEHMS! AOIMKHbI COBNoAaTLCA NofyvyaTenemM Halmx NPOAYKTOB NOA COOCTBEHHYIO OTBETCTBEHHOCTb.

(daHHble o onacHbiM uHepedueHmam bbinu 835Mbl U3 UHGhOPMaUUOHHbIX JTUCMO8 Mo mexHuke 6e3onacHocmu
cybrnodpsi04uKkos 8 ux rnocsiedHel akmyasibHoU pedakyuu.)
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PA3OEN 1: UaeHTUdMKaumMa xMmmMm4eckon NpoayKLun U CBeAeHUs o npousBogutene u/unu
nocrasBLiuKe

UpeHTUdhMKaTOp NpoayKTa
VITA AKZENT Plus POWDER FLUID

Howmep CAS: 111-29-5

CoOoTBETCTBYOLINE YCTAHOBMEHHbIE 061aCcTU NPUMEHEHUsA BellecTBa U CMECU U MPUMEHeHune,
peKkomeHOgoBaHHOE NpPOTUB

WAcnonb3oBaHue BelecTBa/cmecu
Vicnonb3oBaHme B kavyecTBe NlabopaToOpHOro peakTnea

gaHHble 0 nocTaBLMKe B Nacnopte 6e30nacHoCcTu

KomnaHus: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
lopoa: D-79713 Bad Sackingen
ABOHEHTCKUI ALLNK: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
OneKkTpoHHas noyra: info@yvita-zahnfabrik.com
KoHTakTHOE nnuo: regulatory affairs
OnekTpoHHas novra: info@yvita-zahnfabrik.com
WHTepHeT: www.vita-zahnfabrik.com
OTBeTCTBEHHbIV [lenapTaMeHT: Regulatory Affairs
ABapuiiHbI Homep TenedoHa: +49-(0)761-19240

[JononHutenbHasa nHdopmauus
medical device

PA3[LEI 2: UpeHTudMKaumna onacHoCcTn (onacHocTen)

Knaccudmkaums sewecTsa unm cmecum

OOH-CI'C (ST/SG/AC.10/11/Rev.8)
OTa cMechb He knaccudumumpyeTca kak onacHasa B cooteeTcTBumn ¢ ST/SG/AC.10/30/Rev.8 (CI'C).

OneMeHTbI MapKUPOBKU

Opyrve onacHocTu
OtcyTcTBYeET Kakas-nubo nHdopmaums.

PA30EN 3: CocTaB (uHdopmMaLMsi O KOMMOHEHTaXx)

Cmecu

Xumuuyeckasi xapakTepucTmka
Cyb6cTaHums, opraHnyeckmin

PA3[OEI 4: Mepbl nepBo# noMoLuu

OnucaHve Mep NnepBo NOMOLLU

Mpu BabIxaHun
OGecneunTb Nogady CBeEXero Bosayxa.
Mpu nonagaHuu Ha KOXy

CMbITb AOCTATOYHbIM KONMYECTBOM BOAbl. CHATb 3arpA3HeHHy oaexay n nocTtupaTtb nepes NoOBTOPHbIM
ncnosib3oBaHneMm.

Howmep pepakumm: 2 - 3ameHsieT Bepcuio: 1 RU Oara nevatun: 20.06.2022
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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 60MNbLIMM KONTIMYECTBOM BOAbI.

Haunbonee cyuiecTBeHHble cMMNTOMBI/3dhdheKT OCTPOro Bo3aencTeus
OTcyTcTBYET Kakas-nn6o nHgopMaums.

YkazaHue Ha He06X04MMOCTb HeMeANEHHOW MeAULIMHCKON NOMOLUU U cneumasnbHoe fie4eHus
CvmMmnTomMaTnyeckoe neyveHve.

PA3LEN 5: Mepbl 1 cpeacTBa o6ecneyeHUsA NOXXapoB3pbIBO6Ee30NacHOCTH

CpegcTBa NoXapoTyLleHust

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

Ocob6ble hakTopbl PUCKA, MICTOYHMKOM KOTOPbIX ABNSIeTCA BELeCcTBO UMU cMecCb
HeBocnnameHsieMbIn.

Mepbl NpeaoCTOPOXHOCTU ANsl NOXaPHbIX
B cnyyae noxapa: Micnonb3oBaTb aBTOHOMHbIN AbIxaTeNbHbIA annapar.

[JononHuTenbHasa pekoMmeHaauus
MCﬂOﬂbSOBaBLIJy}OCFl Ona TylweHna 3arpasHeHHy Boay cobupatb oTaensHo. He OonyckaTtb nonagaHua B
KaHannsauuto nnn BoaoEMbI.

PA3LEJ 6: Mepbl no npeaoTBpaLleHUIo U MMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyauun u
MX NocneacTBUm

Mepbl NnpeaoCTOPOXKHOCTM ANSA nepcoHana, 3aumTHoe CHapsiXxxeHue u Yype3BblYalHbie Mepbl

O6Lwwue ykasaHus
VMcnonb3oBaTtb CpeAcTBa MHAMBMAYANbHOM 3aLLMThl.

MpenynpegutenbHblie MePbl N0 OXpaHe oKpyXakLwen cpeabl
He ponyckaTb nonagaHvs B KaHanusauuio UnvM BOOOEMbI.

MeToabl U MaTepuanbi ANA NoKanMsauum U OMUCTKU

HDononHutenbHasa uHdopmaums

Co6paT|= BnaroennuTbiBarWMMN MaTepmnanamm (I'IeCOK, Knsernbryp, BewecTBo, CBA3biBatoLLlee KNCIIOTY,
yHMBepCcanbHbI cBA3yLWwmnin maTepuan). C cobpaHHbIM MaTepumanomM obpalyaTbCa CornacHo pasaerny no
yTunusauuu.

Cchbifika Ha gpyrue pasgenbl
BesonacHas paboTa: cmoTpu pasgen 7
MHaomBmnayanbHble cpeacTBa 3awnuTbl: CMOTpUY pasaen 8
YTunusaumsa: cmotpum pasgen 13

PA3LEN 7: NMpaBuna xpaHeHUss XMMU4eCKOM NPOAYKLUM U OOpaLLeHUs C Hen npu
Norpy3o4Ho-pasrpy3o4HbIx paboTax

Mepbl NpeaoCTOPOXXHOCTU NPU paboTe C NPOAYKTOM

UHdopmauusa o 6ezonacHoM obpaLleHum
Ocobble Mepbl NPeJOCTOPOXKHOCTY HE 06A3aTENbHbI.

PekoMeHAaauuu no 3awmte OoT BO3ropaHus 1 B3pbiBa
Ocobble Mepbl 3aLKThI OT NoXapa He 06A3aTeNbHbI.
PekomeHAauum no obLen NpoMbILLNIEHHON rurueHe
CHsTb 3arpsisHeHHy0 ogexay. lNepen nepepbiBamMu 1 NO OKOHYaHWIO paboTbl BbIMbITE pykn. Ha paboyem mecte

Homep pepakumu: 2 - 3ameHseT Bepcuto: 1 RU Oara nevatun: 20.06.2022
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He eCTb, He NMNTb, He KYpUTb, HE CMOpPKaTbCA.

YcnoBusa ansa 6e30nacHOro XpaHeHusi C y4eToM Nb6bIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLIEHMMN CKITAACKMX 30H U Tapbl
XpaHUTb eMKOCTb NIOTHO 3aKPbITON.

YKa3aHuA N0 COBMECTHOMY XpaHeHUIo
Ocobble Mepbl IPegOCTOPOXKHOCTM He 00a3aTenbHbI.

PA3[LEI 8: CpeacTtBa KOHTPOSsSi 3a ONacHbIM BO3AEeACTBMEM U CpeAcTBa MHAUBUAYarbHOM 3aliUThbI

I'IagameTgbl KOHTponsA

PerynupoBaHus Bo3gencrBus

3alWuTHbIe U TUrMeHnYeckKue Mepbl

3awwmTa rnas/nuua
Monb3oBaTbCcsA cpeacTBaMm 3alMThI rnas/nuua.

3awmTa pyk
Mpu 06paLLeHny ¢ XMMMYECKMMY BELLLECTBaMWN paspeLleHo HOCUTL TONbKO XMMUYECKU CTOVKNE 3aLUUTHbIE
nepyaTtku ¢ MapkupoBkor CE, BKNoyas YeTbIpex3HaYHbI KOHTPOIbHLIM HOMepP. BeibupaTe Xummnyeckn ctovikne
3alUMTHbIE NepYaTkn B 3aBMCUMOCTU OT KOHLIEHTPaLMU 1 KONUYEeCTBa OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMylo BbISCHUTb XUMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILUE 3aLUUTHbBIX
nepyaTok A4S cneumanbHOro NPUMEHEHUs Y NPoOn3BOAUTENS.

3awmTa Koxu
Vicnonb3oBaHue 3alUTHOWM oaexapl.

PA3[OEN 9: ®nsnyeckme n xuMu4eckune CBOMCcTBa

UHdopmaumnsa 06 0OCHOBHbIX (hU3NKO-XMMUYECKMX CBOUCTBAX

dusnyeckoe cocTosiHME BeLLECTBa: Kuokuin
LigeT: becLBeTHbIN

MN3meHeHUa cocTosAHuA

Touyka nnaBneHus/Touka 3aMep3aHmns: He onpeeneHo
TemnepaTypa KUneHns unu Temneparypa 239 °C
Hayarna KUneHus 1 auanasoH KUNeHUs:
Touka BCNbILWKM: 135°C
FoproyecTb
TBEPAbIN KUOKWUIA: HEenpuUMeHnUMo
rasa: HenpuMeH1mo

B3pbiBoOnacHble CBOUCTBA
MpoaykT He ABnsieTcs: B3pbiBOONACHbIN.

HvxHuWiA npegen akcnosvumm: He onpepeneHo
BepxHuit Nnpegen akcnosuuum: He onpeaeneHo

TemnepaTypa caMOBO3ropaHus

TBEpZoro Tena: HEMpPUMEHNMO
rasa: HEMpPUMEHNMO
TemnepaTypa pasnoXeHus: He onpeaeneHo
pH: He onpegeneHo

PacTBOpPMMOCTb B ApYrMx pacTBOpUTENAX
He onpeaeneHo

Howmep pepakumm: 2 - 3ameHsieT Bepcuio: 1 RU Oara nevatun: 20.06.2022
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KoadhdpuumneHT pacnpegeneHus He onpegeneHo
n-okTaHon/Boaa:

[aeneHve napa: <=1100 hPa
(npu 50 °C)
MnoTHOCTbL: 0,99000 g/cm?
OTHOCUTENbHAsA NIOTHOCTbL Napa: He onpefeneHo
Opyruve gaHHble
WHdopmaumsa B OTHOLIEHUMN KNaccoB (PM3NYECKOM ONacHOCTH

Okucnisiome cBoicTBa
He okucnutenbHbIN.

Opyrue xapakrepucTuku 6esonacHocTu
CopepxaHue TBEpAbIX BELLECTB: 0,0 %
CKOpOCTb UCNapeHus: He onpeaeneHo

PA3OEN 10: CTabunbHOCTb U peakUMOHHas CNOCOGHOCTb

PeakunoHHasa cnocobHocTb
[MNpn Hagnexaluem obpalleHMm N XpaHEHUN ONacCHbIX peakLmii He BO3HMKAET.

XnmMmmnyeckasi yCTONYNBOCTb

I'IponyKT SABNSIeTCA CTabUIbHBIM, €CNN OH XPaHUTCA nNpu Hopmaanoﬁ TeMnepartype 0prmarome|7| cpenbl.

B0O3MOXHOCTb ONacCHbIX peakuuin

OnacHble peakumm He U3BECTHbI.

YcnoBus, KOTOpbIX cneayeT nsberatb
HeT

HecoBmecTuMble MaTepuarnbl, KOTOPbIX cnefyeT usberatb
OtcyTcTByeT Kakas-nubo nHpopmaums.

OnacHble NPoAYKTbLI Pa3noXXeHUs
OnacHble NpoayKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmMaLmsi 0 TOKCUYHOCTH

OaHHble O TOKCUKONOrM4eCckom BO34ENCTBUU

Mocneayowasn nHdopmauus
Cwmecb kBanudumumpyeTca kak HeonacHas cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHhopmauusa o Bo3JeMCTBMU Ha OKpY»KatoLLylo cpeny

TOKCUYHOCTb

MpoaykT He ABnsAeTCs: OKOTOKCUYECKUIA.
CTOMKOCTb U pa3naraemMocTb

MpoaykT He Gbin NPOBEPEH.

MoTeHUMan 6MoakKymMynsiumm

MpoaykT He 6bIn NpoBepeH.

Mo6unbLHOCTbL B No4Be
MpoaykT He 6bIn NpoBepeH.

OHOOKPUHHBbIE pa3pyluarolmne CBONCTBa

[aHHbI NPOAYKT HE COAEePXUT BeLLecTBO, obnagatoLlee CBONCTBaMM, HapyLlaLwumMmn paboTy SHOOKPUHHON
CUCTEMbI Y HELeNneBbIX OPraHN3MOB, MOCKOSbKY HA OOUH U3 KOMMOHEHTOB HE OTBEYAET 3TUM KPUTEPUAM.

Howmep pepakumm: 2 - 3ameHsieT Bepcuio: 1 RU Oara nevatun: 20.06.2022
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Opyrve BpeaHble BO3AeNcTBUA
OTtcyTcTBYyeT Kakas-nmbo nHdopmaums.

HdononHuTenbHasa peKkoMeHpaums
He gonyckaTb nonagaHusi B OKpy»KatoLLyto cpeay.

PA3[MEI 13: PekomeHaauuun no yaaneHuto oTXxoaoB (0OCTaTKOB)

MeToAabl yTUnNmM3aumm oTxogoB

PekomMmeHaauus
He gonyckaTb nonagaHusa B kaHanMsauuio v BOAOEMbI. YTUNN3aLms B COOTBETCTBUN C AEACTBYHOLLUMMU
npeanMcaHnsiMun.

YTuUnusauusa HeoUMLLEHHOM YNaKOBKU U peKoOMeHAyeMble CpeaACcTBa OUMCTKU

CMbITb [OCTaTOYHbIM KONIMY4ECTBOM BOAbl. [1OMHOCTBLIO OMOpPOXHEHHbIE YNaKOBKN MOTYT ObITb YTUNN3NPOBaAHbI.

PA3OEN 14: NHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

Mopckas aoctaBka (IMDG)

Homep OOH nnu He knaccuduumpoBaH B kayecTBe OnacHOro Npoaykra corfnacHo
naeHTUUKaUMOHHbLIN HOMED: TPaHCMOPTHLIM NPeAnUCaHUSM.
Haanexaulee oTrpy3oyHoe He knaccudumumposaH B KayecTBe onacHoOro NpoAyKTa corracHo
HavMeHoBaHue: TPaHCMOPTHLIM NPeAnUCaHUSM.
KaTeropus onacHocTu npu He knaccuduumpoBaH B kayecTBe OnacHOro nNpoaykra cornacHo
TpaHCNOPTUPOBKE: TPaHCMNOPTHLIM NPEeAnUCaHUSM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B kayecTBe ONacHOro nNpoAaykra cornacHo

TPaAHCMOPTHLIM NPEANUCAHNUSIM.
Bo3pywHbii TpaHcnopT (ICAO-TI/IATA-DGR)

Homep OOH nnu He knaccudmumpoBaH B kKayecTBe onacHoOro NpoAykKTa cornacHo
naeHTUUKALUNOHHbIA HOMEP: TpaHCMOPTHbLIM NpeannUcaHnsaM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NPoAyKTa CorfacHo
HanMeHoBaHue: TPaHCNOPTHbLIM NpeannucaHnam.
KaTeropus onacHocTtu npu He knaccudmumpoBaH B kKayecTBe onacHOro NpoAykTa cornacHo
TPAHCNOPTUPOBKE: TPaHCNOPTHbLIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo

TPaHCMNOPTHLIM NPEeANUCAHNUSIM.
OnacHOCTbL BpeQHOro BO34eMCTBUS Ha OKPYXKaloLyk cpeay
OMACHO 51 OKPYXXAIOLLIEA Het
CPEQObI:
CneumnanbHble Mepbl NPeaoCTOPOXHOCTU ANA Nofb3oBaTens
OTtcyTcTBYyeT kakas-nmbo nHdopmaums.
MepeBo3ka MaccoBbIX rPy30B B cooTBeTcTBUM C MpunoxerHuem Il MAPIMOJ1 73/789 n Kogekcom MKX
HenpuMeHNMo

PA30EN 15: UHdopmaLma 0 HaLMOHaNLHOM M MeXAYyHapoAHOM 3aKoHoAaTenbLCcTBe

HaumoHanbHbIe npeanucaHuvsa

PA3[EN 16: JononHuTtenbHaa uHdopmauusa

CoKpallieHUA U 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

Homep pepakumu: 2 - 3ameHseT Bepcuto: 1 RU Oara nevatun: 20.06.2022
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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%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europiien relatif au transport international des marchandises dangereuses par voies de navigation
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAO: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
CokpallieHns 1 akpoHUMbI cogepaTtcs B Tabnuue Ha cawTe http://abk.esdscom.eu
[dononHutenbHasa nHdopmauus
[aHHble 6a3npyoTca Ha CerogHSALWHEM YPOBHE HALLMX 3HAHWUA, OOHAKO OHW He NpeACTaBnstoT COOON rapaHTuio
CBOWCTB NPOAYKTa U HEe SIBNATCA OCHOBOW ANl JOTOBOPHbIX NPaBOBbIX CBA3el. [JencTByoLLNE 3aKOHbI 1
NOCTaHOBIIEHUA OOJTKHbI CO6ﬂ}0,D,aTbCﬂ nony4yartenemM Halnx NpoAyKToOB noa CO6CTBeHHyIO OTBETCTBEHHOCTb.

(daHHbie no onacHbIM uHepedueHmam bbiriu 83Mmbl U3 UHGOPMaUUOHHBIX 1UCMOo8 1o mexHuke 6esonacHocmu
cybrnodpsidyukos 8 ux rnocnedHel akmyarnbHoU pedakyuu.)

Homep pepakumu: 2 - 3ameHseT Bepcuto: 1 RU Oara nevatun: 20.06.2022



