VITA Zahnfabrik H.Rauter GmbH & Co.KG
MacnopTt 6e3onacHocTH
B cootBeTcTBMM ¢ OOH-CI'C (ST/SG/AC.10/11/Rev.8)

VITA ADIVA OXY-PREVENT
[ata pesunsun: 02.06.2022 Kog npogykta: 308 cTpaHuua 1 ns 7

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

UpeHTUdMKaTOp NpoayKTa
VITA ADIVA OXY-PREVENT

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

Wcnonb3oBaHue BelyecTBa/cMecH
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)
KaTeropun onacHocTu:
BocnnameHsiowmecs xugkoctb: Flam. Lig. 4
YKa3aHusi Ha OnNacHoCTb:
[optoyas XnakocTb.

AnemMeHTbI MapKUPOBKU
OOH-CI'C (ST/SG/AC.10/11/Rev.8)
CurHanbHoe CroBo: OcTOopOoXHO

YKka3zaHue Ha onacHoOCTb

H227 ["optoyas KnokocTb.
MpenynpexaeHus
P210 Bepeyb OT MCTOYHUKOB BOCNNaMeHeHNsi/HarpeBaHUsA/MCKP/OTKPbITOro orHs. He KypuTb.
P280 Vcnonb3yiiTe 3aWwuTHbIe NepyaTku, creumanbHyo ogexay, cpeacTsa 3awuTbl rnas, nuua,
yLien.
P403 XpaHuTb B XOPOLLO BEHTUMPYEMOM MECTE.

Opyrve onacHoctu
OTcyTcTBYET Kakas-nMbo nHdopmaums.

PA30EN 3: CocTaB (uHdopMaLMsi O KOMMOHEHTaXx)

Cwmecu
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Xumuyeckasi xapakTepucTmka
CybcTaHums, opraHMyeckmn

PA3OEN 4: Mepbl nepsoy nomoLuu

OnucaHve mep nepBo NOMOLLM

Mpu BAbIXaHUK
ObecneunTb Nogady CBeEXero Bo3ayxa.

Mpy nonagaHumn Ha KOXy
CMbITb 4OCTATOYHBIM KONUMYECTBOM BOAbl. CHATb 3arpsi3HEHHYI0 0AeXaAYy M nocTupaTh nepes NOBTOPHLIM
NCMONb30BaHUEM.

lMpwu KOHTaKTe ¢ rnasamu
Cpasy e OCTOPOXXHO U OCHOBATENbHO NPOMbIThL AyLUEM Afs a3 v Bogon.

Mpu nonagaHumn B Xxenyaok
CpoyHo npornonockaTb poT U 3annTb OOMbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3d)heKT OCTPOro Bo3gencreus
OTcyTcTBYET Kakas-nMbo nHdopmaums.

YkasaHue Ha He06X0AUMOCTb HEMEANIEHHOW MeOWULIMHCKOW MOMOLLM U cneuunanbHoe NnevyeHus
CumnTomMaTU4ECKOE NeYeHne.

PA3LENN 5: Mepbl 1 cpeacTBa ob6ecneyeHNs NOXapoB3pbIBO6Ee30NacHOCTH

CpegcTBa NoXapoTyLueHuUst

Moaxopswme cpeacTesa noxapoTtyLweHus
CornacoBaTtb Mepbl NO TYLLEeHUIO NoXapa C yCrloBnUaMu Opr)KaFOLLI,el‘/'I cpenbl.

Ocob6ble dhakTopbl PUCKA, MICTOYHUKOM KOTOPbLIX ABNAAETCS BELEeCTBO UMK CMeCb
HesocnnameHsiembin. MNapbl MmoryT o6pasoBbiBaTh C BO3AYXOM B3PbIBOOMACHbLIE CMECU.

Mepbl NpeoCTOPOXHOCTU ANsl NOXapPHbIX
B cnyyae noxapa: Vicnonb3oBaTb aBTOHOMHbIN AblxaTeNbHbIA annapar.

[dononHutenbHasa pekomeHgaums
Onsa 3awuThl Nogen 1 oxnaxaeHs EMKOCTEN B OMacHOM 30He UCMOofb30BaTh pa3bpbi3rnBaemyto CTPYH BoAb.
Mcrnonb3oBaBLUYOCS ANs TYLIEHUA 3arpsisHeHHyo Body cobupaTb oTaensHo. He gonyckaTtb nonagaHus B
KaHanu3auuio Unu Bo4oeMbI.

PA3IEJ 6: Mepbl no npeaoTBpaLleHUIo U NMMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyaUun u
UX NnocrneacTBvUmn

Mepbl NpegOCTOPOXKHOCTU ANA NepcoHana, 3alUTHOEe CHapsiXXeHUe U Ype3BblyarHble Mepbl

O6Lwwue ykasaHus
VMcnonb3oBaTtbh CpeacTBa MHAMBMAYANbHOM 3aLlLMThI.

I'Ipegyngegwrenbuble Mepbl MO oXpaHe OKpy>KarlLen cpeabl
He AonyckaTb nonagaHua B KaHanm3auuo nnn Bo4oeMbl.

MeToabl U MaTepuanbl ANA NoKanMsauum U OMUCTKU

HdononHutenbHasa nHdopmauus
CobGpatb BnaroBnMTbIBaKOLWLMMIN MaTepuanamm (Necok, KU3enbryp, BELLECTBO, CBS3bIBAIOLLEE KMCOTY,
YHMBepcanbHbIN cea3yLmii matepumarn). C cobpaHHbIM MaTeprnanomM obpalyaTtbCs CornacHo pasaeny no
yTunusaumm.
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Cchbinka Ha Apyrue pasfenbl
BesonacHasa paboTa: cMoTpu pasgen 7
WHavBuayanbHble cpeacTsa 3awuTbl: CMOTPU pasaen 8
YTunusauus: cmotpu pasgen 13

PA30EN 7: NpaBuna xpaHeHUss XMMUYECKOW NPOAYKLMU U OGpaLleHusi C Hel npu
NOrpy304HO-pa3rpy3o4HbIx paboTax

Mepbl NpeaOCTOPOKHOCTU NPU paboTe C NPOAYKTOM

WHdopmauusa o 6esonacHom obpalyeHumn
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 00s3aTeNbHbI.

PekoMeHAaauum no 3awmte OoT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLUTbI OT NoXapa He 06s3aTenbHbI.
PekomeHAaauum no obuen NnpoMbILLINIEHHOW rurueHe

CHsTb 3arps3HeHHyto ogexay. [Nepen nepepbiBamMun 1 N0 OKOHYaHWIO paboTbl BbIMbITh pyku. Ha paboyem mecte
He ecTb, HE NMUTb, HE KypUTb, HE CMOPKAaTLCS.

YcnoBusa ans 6e3onacHOro XxpaHeHUs ¢ y4eTOM Jlo6biX HECOBMECTUMOCTEN

Tpeb6oBaHUA B OTHOLIEHMWN CKNaACKMX 30H U Tapbl
XpaHWUTb EMKOCTb MITIOTHO 3aKPbLITOWN.

YKa3aHuA No COBMECTHOMY XpaHeHUo
Ocobble Mepbl NPeOCTOPOXHOCTU HE 0BsI3aTerbHbI.

PA3[LEI 8: CpeacTtBa KOHTPOSSi 3a onacHbLIM BO34EACTBMEM M CpeAcTBa MHAUBUAYaNbHOM 3aliUThbI

MapameTpbl KOHTPONA

MNpepenbHo gonyctumble KoHueHTpauuu (MOK) BpeaHbIX BewecTs B BO3ayxe paboyemn 30HbI

Ne CAS HanmeHoBaHue BellecTBa ppm Mr/m3 Benunuuna NMAK

532-32-1 BeHsoaTt HaTpus 5 (makcumanbHas)

PerynupoBaHusi Bo3gencrBus

3awuTHbIe U TUrMeHnYeckKne Mepbl

3awwmTa rnas/nuua
Monb3oBaTbcs cpeacTBamMm 3almThI rnas/nuua.

3awumTa pyk
Mpun obpalleHnn ¢ XMMUYEeCKUMU BeLLLeCTBaMM pa3peLleHO HOCUTb TONMbKO XUMUYECKU CTOMKMNE 3aLLMTHbIe
nepyaTtku ¢ Mapkuposkor CE, BKMnoyas YeTbipex3HayHbI KOHTPOMbHbLIM HOMepP. BeibupaTe Xummnyeckn ctovikne
3aLUNTHbIE NEpYATKU B 3aBUCMMOCTU OT KOHLEHTPaLUM 1 KONMMYECTBA OMacHbIX BELLIECTB, a Takke OT OT
cneundukn paboyero mecta. PekomeHayemyio BbISCHUTb XMMUYECKYH0 CTOMKOCTb YKa3aHHbIX Bbille 3aLLUMTHbIX
nepyaTok Ansi cneumanbHoOro npumeHeHus y npounssoautens. NBR (HuTpunosbi kay4yk)

3awumTa KoXxu
Mcnonb3oBaHWe 3allUTHOW odexabl.

3awmTa gbixaTenbHbIX NyTen

Monb3oBaTbCs cpeacTBaMm OpraHoB AbIXaHUS. OTKprTb OKHa, YTOoObI 06ecneunTb €CTeCTBEHHYI0 BEHTUINALNIO.

PA3[OEI 9: ®dusnyeckne n xummyeckme cBomcTBa

UHdopmaumsi 06 0CHOBHbIX hU3UKO-XMMUYECKUX CBOMCTBAX

dursmyeckoe CoCTosIHNE BeELLECTBA: HKuokmin
LiseT:
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3anax: XapakTepHbIr
N3meHeHUs cocTosiHUS
Touyka nnaBneHns/Touka samMmep3aHus:

TemnepaTypa KUMNeHns Unu Temneparypa
Hayana KUMeHUs U AuanasoH KUNeHus:

Touka BCMbILLKN:

FoproyecTb
TBEPAbLIN KUAKWNIA:
rasa:

B3pbiBoOnacHble CBOUCTBA
MpoaykT He ABnsieTcsi: B3pbiBOONACHbIN.

Temnepatypa camoBO3ropaHusi
TBepAoro tena:
rasa:

TemnepaTypa pasnoxeHus:

pH:

PacTBOpuMOCTbL B Apyrux pacTBOpUTensix
He onpeaeneHo

KoadhdunumneHT pacnpeaeneHus
n-oKkTaHon/sopaa:

[asneHne napa:

MnoTHOCTbL:

OTHOocuTenbHas NNOTHOCTL Napa:
Opyrve gaHHble

UHdopmaums B OTHOLLIEHMUM KITacCOB (PU3NYECKOU ONaCHOCTHU

Okucrnisirolne cBoicTBa
He okncnutenbHbIN.

Opyrue xapakTepucTukn 6e3onacHoOCTH
CogaepxaHve TBepAblX BELLECTB:
CKOpOCTb UcnapeHus:

He onpefeneHo
192 °C

180 °C

HenpumMmeHnmo
HenpmMMeHnmo

HenpMMeHnmo
HenpMMeHnmo

He onpeperneHo

He onpepneneHo

He onpeaerneHo

He onpeaeneHo

He onpeaeneHo
He onpeaeneHo

He onpeaeneHo
He onpeaernieHo

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHas cnocobHOCTb

Mpu Hagnexatyem obpalleHnn N XxpaHeHUn onacHbIX peakumin He BO3HUKaeT.

XnmMmmnyeckasi yCTONYNBOCTb

MpoayKT SBNSeTC CTabUNbHLIM, ECINIM OH XPaHUTCS NpY HOpMarbHOW TeMnepaType OKpyXXatowwen cpeabl.

B0O3MOXHOCTb ONacHbIX peakuui

OnacHble peakunn He N3BECTHbI.

YcnoBus, KOTOpbIX cneayeT usberatb
HeT

HecoBmecTuMble MaTepuansl, KOTOpbIX cnegyeT usberatb
OTcyTCcTBYET Kakas-nnbo MHpopmauums.

OnacHble NPOoAYKTbI pa3noxeHusa
OnacHble npoayKTbl pacnaga He N3BECTHbI.

Howmep pepakumm: 3 - 3ameHsieT Bepcuio: 2 RU
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PA3OEN 11: UHdopmaL s O TOKCUYHOCTU

gaHHble O TOKCUKOJIOrM4YeckoM BO34eNCTBUU

OcTpas TOKCUYHOCTb
Vcxoas M3 Metowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbIMOMHEHbI.
PaspgpaxeHue n koppo3us
Vcxoas M3 MMeoLmnxcsa AaHHbIX KPUTEPUN KnaccudUKauum He BbINOMHEHBI.
CeHcnbunusupyowee aencTeue
Vcxoas M3 MMEoLWNXCa AaHHbIX KPUTEPUN KnacCcudUKauum He BbINOMHEHbI.
KaHueporeHHble, MyTaLMOHHbIe NOCINEACTBUS, a TaKKe CKOPOCTb UX pacnpoCTpaHeHus
Vcxoas M3 MMeoLWnXcsa AaHHbIX KPUTEPUN KnaccudUKauum He BbINOMHEHbI.
Cneuundmyeckasl TOKCMMHOCTb ANS OTAEeNbHOro opraHa-MULLIEHU NPU OQHOKPAaTHOM BO3OeMCTBUU
Vcxoas M3 nMetowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbINOMHEHbI.
Cneuundmyeckasi TOKCMMHOCTb AN OTAENbHOro opraHa-MULLIEHU MPU MHOFOKPaTHOM BO34eACTBUU
Vcxoas M3 MeroLwmnxcsa AaHHbIX KPUTEPUN KIacCcUUKaLuum He BbINOMHEHBI.
OnacHo npu BAbIXaHUU
Vcxoas M3 MMeoLWnxcsa AaHHbIX KPUTEPUN KnacCcudUKauum He BbINOMHEHbI.

Mocneaytowan nHgopmaums
Cwmecb kBanuduumpyeTcs kak HeonacHasi cornacHo PernameHty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHchbopmauusa o BO3oeMCTBMU Ha OKpYKatoLlylo cpeny

TOKCUYHOCTb
MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraeMocTtb

MpoaykT He 6bin NpoBepeH.

NoTeHuunan 6uoakkymMynaumnm
MpoaykT He GbIN NpoBeEpeH.

Mo6unbHoCTbL B No4Be
MpoaykT He GbIN NpoBeEpeH.

OHOOKPUHHbIE pa3pyLuarline CBOUCTBA

[aHHbIN NPOAYKT HE COAEPXKMT BELLEeCTBO, obnaaatoLlee CBOWCTBaMM, HapyLIaoLWMMK paBoTy SHAOKPUHHOM
CUCTEMBI Y HeLleneBbIX OPraHn3mMoB, NOCKOSbKY HY OAMH U3 KOMMNOHEHTOB He OTBeYaeT 3TUM KpUTEpUsIM.

Opyrve BpeaHble BO3AeNCTBUSA
OTcyTcTBYET Kakas-nnbo UHpopMaLums.

JononHutensHasi pekomeHgaums
He gonyckaTb nonagaHvsi B OKPYaloLLyto cpeay.

PA3OEN 13: PekomeHaauuu no yaaneH1o oTXo4oB (OCTaTKOB)

MeToabl yTunmsaumm oTxonoB

PekomeHpauus
He gonyckaTtb nonagaHus B KaHanM3auuio Uiy BOAOEMbI. YTUNN3aLMs B COOTBETCTBUN C AEACTBYHOLLUMMU
npeanucaHnamu.

YTunusauus HeouMLEeHHON YNaKOBKU U peKOMeHAYyeMble CPeACTBAa OYUCTKU
CMbITb 4OCTATOYHBIM KONUYECTBOM BOAbI. [TOMTHOCTLIO OMNOPOXKHEHHbIE YNAKOBKM MOTYT ObITh YTUNU3MPOBaHSI.

PA3OEN 14: NHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

Mopckas goctaBka (IMDG)
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Homep OOH nnu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
maeHTUUKaUNOHHbLIN HOMEDP: TPaHCMNOPTHLIM NPeAnUCaHUSM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
HavMeHoBaHue: TPaHCMNOPTHLIM NPEeAnUCaHUSM.
KaTteropus onacHocTu npu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
TpaHCNOPTUPOBKE: TPaHCMNOPTHLIM NPEeAnUCaHUSM.
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 BO34eMCTBUS Ha OKPYXXaloLyk cpeay
OMACHO 511 OKPYXAIOLLIEN Het
CPEQObI:
CneumnanbHble Mepbl NPeaoCcCTOPOXHOCTU ANA Nofib3oBaTens
OTcyTcTByeT Kakas-nmbo nHdopmaums.
MepeBo3ka MaccoBbIX rPy30B B cooTBeTcTBUM C MpunoxerHuem Il MAPIMOJ 73/789 n Kogekcom MKX
HenpMMeHNMo

PA3LOEN 15: UHdbopmauus 0 HaLMOHaNbLHOM U MeXAyHapo4HOM 3aKoHoAaTeNnbCTBe

HaumoHanbHbIe npeanucaHuvsa

PA3EN 16: JononHuTtenbHaa uHdopmauusa

PeAaKLIMOHHbIe npumMmeydyaHus
[aHHble npaBuna no TexHuke 6e30NacHOCTM coaepXaT N3MEHEHNS Mo OTHOLLEHWIO K NpeablayLLen Bepcum B
pasgene(ax): 9.
CoKpalleHUA 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
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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 cogepaTtcsa B Tabnuue Ha cawTe http://abk.esdscom.eu

[ononHutenbHaa nHdopmaums
[aHHble 6a3npyoTca Ha CerogHALWHEM YPOBHE HALLMX 3HAHWUA, OOHAKO OHW He NpeACTaBnstoT COOON rapaHTuio
CBOWCTB NPOAYKTa U HEe SIBNSATCA OCHOBOW ANl 4OTOBOPHbIX NPaBOBbIX CBA3el. [JencTByoLLNE 3aKOHbI 1
NOCTaHOBMEHNs AOIMKHbI cOBnogaThCa nonyyYaTenemM Halux NPOAYKTOB NoA COOCTBEHHYO OTBETCTBEHHOCTb.

(daHHbie no onacHbIM uHepedueHmam bbiniu 83Mmbl U3 UHGOPMaUUOHHBIX IUCMO8 1o mexHuke 6esonacHocmu
cybrnodpsidyukos 8 ux nocnedHel akmyanbHoU pedakyuu.)
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