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

UpeHTUdMKaTOp NpoayKTa
VITA NP BOND PASTE

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

Ucnonb3oBaHue BelecTBa/cMecH
Wcnonb3oBaHue B kKayecTBe NabopaTopHOro peakTusa

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)
OTa cMechb He knaccudmumpyeTca kak onacHas B cootBeTcTBUM ¢ ST/SG/AC.10/30/Rev.8 (CI'C).

ANeMeHTbI MapKUpoBKU

Opyrve onacHoctu
OTcyTcTByeT Kakas-nnbo nHpopmaums.

PA3OEN 3: CoctaB (uH(hopmaumusa 0 KOMNOHEHTax)

Cmecu

XumMunyeckas xapakTepucTmka
Cwmecu MNpoaykt/cybecTaHuusa aensieTca HeopraHudeckuii. CybctaHums, opraHnyeckun

PA3[OEN 4: Mepbl nepBo# NoMOLLM

OnucaHve Mep nepBoO NOMOLLM

Mpwu BAbIXaHun
O6ecneunTb Nogady ceexero Bo3ayxa. MNpu 3aTpygHEHHOM ObIXaHUU UM OCTAHOBKE AbIXaHWsS HaunHaTb
UCKYCCTBEHHOE AbixaHue. Heobxoguma BpayebHas nomoLb.

Mpu nonagaHnm Ha KOXy
Mpn nonagaHum Ha KOXy cpasy e NPOMbITb BONbLUMM KONNMYECTBOM BOAbI C MblNIOM. HemeaneHHO CHATb BCHO
3arpsi3HEHHY0 odexay 1 nocTnpaTb neped NOBTOPHbLIM MCMONb3oBaHueM. Mpu pasgpaxeHnumn Koxmn: obpaTnTbes K

Howmep pepakumm: 3 - 3ameHsieT Bepcuio: 2 RU Oara nevatun: 21.06.2022



mailto:info@vita-zahnfabrik.com
http://www.vita-zahnfabrik.com

VITA Zahnfabrik H.Rauter GmbH & Co.KG

MacnopTt 6e3onacHocTH
B cootBeTcTBMM ¢ OOH-CI'C (ST/SG/AC.10/11/Rev.8)

VITA NP BOND PASTE
[ata pesunsun: 02.06.2022 Kopg npoaykTa: 291

cTpaHuua 2 n3 7

Bpauy.

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 cyulectBeHHble cUMNTOMbI/3d)heKT oCcTpOoro Bo3gencrems
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 TIMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyauUun u
MX NocneacTBum

Mepbl NnpeaoCTOPOXKHOCTH ANSA nepcoHana, 3almTHoe CHapsiXxxeHue u Yype3BblYanlHbie Mepbl

O6Lwwue ykasaHus
VMcnonb3oBaTtb CpeAcTBa MHAMBUAYANbHOM 3aLLMThI.

MpenynpegutenbHblie MePbl NO OXpaHe oKpyXakLwen cpeabl
He ponyckaTb nonagaHvs B kaHanusauuio Unv BOOOEMbI.

MeToabl U MaTepuanbl ANA NoKanMsauum U OMUCTKU

HDononHutenbHasa nHdopmaums

C06paTb BnaroennuTbiBarWMMN MaTepmnanamm (I'IeCOK, Knsenbryp, BewecTBo, CBA3biBatoLLee KNCIIOTY,
yHMBepCcanbHbI cBA3yLwmnin matepuan). C cobpaHHbIM MaTepumanomM obpalyaTbCa CornacHo pasgeny no
yTunusauuu.

Cchbifika Ha gpyrue pasgenbl
BesonacHas pabota: cmoTpu pasgen 7
MHaomBmayanbHble cpeacTBa 3awuThbl: CMOTpUY pasaen 8
YTunusaumsa: cmotpum pasgen 13

PA3OEN 7: NMpaBuna xpaHeHUss XMMU4e€CKOM NPOAYKLUUM U OOpaLLeHUs C Hen npu
Norpy3o4HO-pasrpy3o4HbIx paboTax

Mepbl NpeaoCTOPOXXHOCTU NPU paboTe C NPOAYKTOM

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

PekomeHAauuMuM no 3awmuTe oT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLKThI OT NoXapa He 06A3aTenbHbI.
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PekomeHAaauum no obuen NnpoMbILLINIEHHOW rMrueHe
CHATb 3arpasHeHHyto ogexay. [epen nepepbiBamMy 1 MO OKOHYaHWIO paboThl BeIMbITh pykn. Ha paboyem mecte
He eCTb, He NUTb, He KypUTb, HE CMOPKaTbCS.

YcnoBusa ansa 6e30nacHOro XxpaHeHusi ¢ y4eToM NbbIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLLEHMM CKITaACKMX 30H U Tapbl
XpaHUTb eMKOCTb NIOTHO 3aKPbITON.

Yka3aHus N0 COBMeCTHOMY XpPaHEHUIo
Ocobble Mepbl IPegoCTOPOXKHOCTM He 0ba3aTernbHbI.

PA3[ME/ 8: CpeacTtBa KOHTPOSsi 3a ONacHbLIM BO3AEeACTBMEM U CpeAcTBa MHAUBUAYaNbHOM 3aliUThbI

I'IagameTle KOHTponsA

MpenensHO gonycTuMbie koHueHTpauuu (MOK) BpegHbIX BewecTB B Bo3ayxe paboyen 30HbI

Ne CAS HaunmeHoBaHue BellecTBa ppm Mr/m3 Benuuunna NMAK

100-51-6 BeHsunkapbuHon 5 (makcumanbHas)

13463-67-7 TuTtaH guokeng 10 (cpeaHecMmeHHas
)

PerynupoBaHus Bo3gencrBus

3awmTHbIe U rMrMeHnyeckne MepbI

3awwmTa rnas/nuua
Monb3oBaTbCs cpeacTBamMm 3alMThl Fnas/nuua.

3awmTa pyk
Mpu 06palleHny ¢ XMMUYECKUMY BELLLECTBAMW pa3peLLeHO HOCUTb TONbKO XUMUYECKU CTOVKUE 3aLLUTHbIE
nepyatkn ¢ mapkupoBkoi CE, Bkntovas YeTblpeX3HauHbIN KOHTPOSbHLIN HOMep. BbibupaTtb XMMmnyeckn ctonkme
3aLLUMTHbIE NepYaTKN B 3aBUCUMOCTU OT KOHLIEHTPaLIMU 1 KONUYECTBa OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMyto BbISCHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILLE 3aLUUTHbIX
nepyaTok Ans cneumanbHOro NpUMeHeHUst y nponssoautens. Pekomenayemele nponssoamTteny nepyatok KCL
Dermatril P NBR (HUTpunoBblIi kay4yk)

3awumTa Koxu
Vicnonb3oBaHue 3alnTHOM oaexabl.
3awmTa AbixaTenbHbIX NyTen

Monb3oBaTtbcs cpeacTesamMmum opraHoB AblXaHUA. OTKprTb OKHa, 4YTOObI 06ecneynTb €CTEeCTBEHHYIO BEHTUNALUIO.

PA3OEN 9: ®dusnyeckne n xXummyeckme cCBOMcTBa

MHdopmaumsa 06 0CHOBHbIX (hU3NKO-XMMUYECKMX CBOUCTBAX

dursmyeckoe COCTosAHME BeLLLeCTBA:

LiBeT:
3anax:

N3meHeHUa cocToAHUA

Touka nnaBneHns/TouKka 3aMmep3aHus:

XKEenTbln
0e3 3anaxa

TemnepaTypa KUMeHus unu Temneparypa
Hayana KUMeHns U AnuanasoH KUNeHus:

He onpeneneHo
?
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Touka BCNbILWKK:
FoproyecTb
TBEPAbIN KUOKWUIA:
rasa:
B3pbiBOONnacHbIe CBOMCTBA
MpoaykT He ABnsieTcs: B3pbiBOONACHbIN.
HwxXHWIA npegen akcnosuumm:
BepxHuii npegen akcnosvuuu:

TemnepaTypa caMOBO3ropaHus
TBEpZoro Tena:
rasa:

TemnepaTypa pasnoxeHus:
pH:
PacTtBopumoCTb B BoAE:

PacTBOpMMOCTb B ApYrux pacTBOpUTENAX
He onpeaeneHo

KoadhdpuumneHT pacnpegeneHns
n-okTaHon/soaa:

[aeneHue napa:
(npun 50 °C)
MnoTHoOCTb:
OTHOCMTEnbHas NNOTHOCTL Napa:
Opyrve gaHHble
WUHdopmaums B oTHoLLEeHMU KnaccoB (PU3NYECKON ONacHOCTHU

OkucrnisioLme ceBoicTea
He okucnutenbHbIN.

Apyrue xapakTepucTuku 6esonacHocTu
CopepxaHve TBepAblX BELLECTB:
CKOpOCTb UcnapeHus:

HenpuMMeHnmo
HenpmMMeHnmo

He onpepernieHo
He onpeaerneHo

HenpumMmeHnmo
HenpumMmeHnmo

He onpeaeneHo
He onpeaeneHo

Het

He onpepgerneHo

<=1100 hPa

He onpeaeneHo
He onpeaeneHo

66,6 %

He onpeaeneHo

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHasi CMOCOGHOCTb

Mpu Hagnexaiyem obpalleHun N XxpaHeHUn ONacHbIX peakumin He BO3HUKaeT.

Xummnyeckas ycTon4MBOCTb

MpoayKT SBNsSieTCs CTabUNbHLIM, ECINIM OH XPaHUTCS NpY HOpMarbHOW TeMnepaType OKpyXxatowwen cpeapbl.

B03MOXHOCTb OnacHbIX peal(guﬁ

OnacHble peakuun He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

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

OnacHble NPoAYKTbI pasnoxeHus
OnacHeble NpPOAYKTbl pacnaga He U3BECTHbI.
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PA3OEN 11: UHdopmaL s O TOKCUYHOCTU

gaHHble O TOKCUKOJIOrM4YeckoM BO34eNCTBUU

OcTpas TOKCUYHOCTb
Mcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudumkauum He BbINOSHEHSI.
PaspgpaxeHue n koppo3us
Vcxoas M3 MMeoLmnxcsa AaHHbIX KPUTEPUN KnaccudUKauum He BbINOMHEHBI.
CeHcnbunusupyowee aencTeue
Mcxoas M3 MMeroLwmnxcs aHHbIX KpUTepun Knaccmudukauum He BbINOSTHEHBI.
KaHueporeHHble, MyTaLMOHHbIe NOCINEACTBUS, a TaKKe CKOPOCTb UX pacnpoCTpaHeHus
Mcxons M3 MerLwmnxcs aHHbIX KpUTepun Knaccmudukauum He BbINOSTHEHBI.
Cneuunduyeckas TOKCUMHOCTb Afisl OTAENIbHOrO opraHa-MuLIeHU NPy O4HOKPaTHOM BO34eMCTBUMN
Mcxons M3 nMeroLwmnxcst faHHbIX KpUTeEpun Knaccudmkauum He BbINOSHEHBI.
Cneuunduyeckas TOKCUMHOCTb ANSl OTAENIbHOrO opraHa-MuLLIeHU NP MHOFOKpPaTHOM BO3A4eNCTBUM
Vcxoas M3 MeroLwmnxcsa AaHHbIX KPUTEPUN KIacCcUUKaLuum He BbINOMHEHBI.
OnacHo npu BabIxaHU1
Mcxons M3 MMerLwmnxcs aHHbIX KpUTepun Knaccmudmkauum He BbINOSTHEHBI.
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.

NoTeHuman 6MoakKyMynsLmm

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

ABbcopbums koxu / CeHenbunmsaums: Bbi3biBaeT peakummn NOBbILLEHHON YyBCTBUTENbHOCTU annepruiyeckoro
xapakrepa.

PA3OEN 16: JononHuTenbHasa nHdopmauusa

CoKpalleHUsi 1 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
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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

VOC: Volatile Organic Compounds

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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