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PA3OEN 1: UgpeHTUdMKaLMA XMMNUYECKON NPOAYKLMU U CBeAEHUS1 O Npou3BoAuTene Unm
nocraBLUuKe

1.1. UgpeHTndomkaTtop npogykra
VITA INTERNO

1.2. CoOTBETCTBYKLINE YCTAaHOBMEHHbIE 06/1acTU NPUMEHEHUA BellecTBa UM CMecU U npumeHeHue,
peKkoMeHaoBaHHOe NPOTUB

Ucnonb3oBaHue BelwecTBa/cMecu
Vcnonb3oBaHue B KayecTse na6opaTopHoro peakTnea

1.3. [aHHble 0 NocTaBLUMKe B NacnopTte 6e3onacHoOCTU

KomnaHusi: VITA Zahnfabrik H. Rauter GmbH & Co. KG
ABOHEHTCKNIA ALLNK: 1338
79704 Bad Spackingen
TenecdoH: +49(0)7761-562-0 Tenedpakc: +49(0)7761-562-299
OneKTpoHHas noyTa: info@vita-zahnfabrik.com
NHTepHeT: www.vita-zahnfabrik.com
1.4. ABapuiiHbI HOMep +49-(0)7761-562-0
TenedoHa:

[dononHuTtenbHas nHchopmaumsa
medical device

PA3LEN 2: UpeHTUdMKaLmMa onacHoCcTU (onacHoOCcTewn)

2.1. Knaccudmkaums BelLlecTBa Unm cMmecu

PernameHTom (EC) Ne 1272/2008
Cwmech He kBanuduumpyeTcst Kak onacHas B cootBeTcTBum ¢ PernameHtom (EC) Ne 1272/2008.

2.2. AneMeHTbl MAapKUPOBKU

2.3. Opyrue onacHocTu
OTcyTcTBYET Kakas-nmbo nHpopmaums.

PA3LEN 3: CoctaB (uH(hopmaLmsi 0 KOMMNOHEHTax)

3.2. Cmecu

Xrumuyeckas xapakTepucTuka
Kepamuka lMpogykt/cybecTaHumusa aBnsaeTca HeopraHU4eCcKuii.

PA3LEN 4: Mepbl nepBo/ NomMoLux

4.1. OnucaHme mep nepsoin NOMoOLLUN

Mpu BAbIXaHMU
O6GecneunTb Nogady CBEXero Bo3gyxa.

Mpu nonagaHum Ha KOXy
CMbITb 4OCTATOYHbIM KONUYECTBOM BOAbl. CHATL 3arpsa3HEHHY0 oAexay 1 nocTupatb nepes NoBTOPHbLIM
MCMNONb30BaHMEM.

Mpu KOoHTakKTe ¢ rmasamu
Cpasy xe 0CTOPOXXHO U OCHOBATENbHO NPOMbITh AyLUEM ANs a3 unv Bogow.

MNpu nonagaHum B Xxenyaok
Cpou4Ho npornosockaTb poT U 3anuTb GonbLIMM KONMYECTBOM BOARbI.

4.2. Han6onee cyuiecTtBeHHble CUMNTOMbI/3d(hEeKT OCTPOro BO34encTBus
OTcyTtcTBYeT Kakas-nmbo nHpopmaums.
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4.3. Yka3zaHue Ha Heo6XxoAUMOCTb HeMeaANeHHON MeAULMHCKOW MOMOLLM U cneumanbHoe fieYeHus
CumnTomaTnyeckoe rneveHue.

PA3OEJ 5: Mepbl 1 cpeacTBa obecnevyeHusi NoXapoB3pbiBO6e30MNacHOCTU

5.1. CpeacTBa NOXapoTyLIEeHUs

Moaxoaswme cpencTBa NOXapoTyLueHus
CornacoBaTb Mepbl MO TYLLEHMWIO NOXapa C YCNOBMSMU OKpY>XKatoLen cpeapl.
5.2. OcobGble (hakTopbl pUCKa, UICTOYHUKOM KOTOPLIX AABNSAETCA BewecTBO UM CMeCb
HeBocnnameHsieMbin.

5.3. Mepbl NpegoCTOPOKHOCTU AN NOXaPHbIX
B cnyyae noxapa: Mcnonb3oBaTb aBTOHOMHbIV AblXaTeNbHbIA annapar.

JononHuTenbHaa pekomeHaauus
Mcronb3oBaBLUytoCcs AN TYLLEHWS 3arpsi3HEHHY0 Body cobupaTb otaenbHo. He gonyckatb nonagaHus B
KaHanusauuo unvM BogoeMbl.

PA3IEJ 6: Mepbl no npeaoTBpaLLeH1Io U NMMKBUAALMN aBapUWHbIX U Ype3Bbl4alHbIX CUTyaLun n
MUX NocrneacTBun

6.1. Mepbl NpenoCTOPOXHOCTY ANA NepcoHana, 3aWwmuTHoe CHapsixXeHune n ype3BblyalHble Mepbl
M3beratb I'IbIJ'I906pa3OBaHVIF|. He BabIxaTb Nbinb.

6.2. MpegynpeauTenbHble Mepbl MO OXPaHe OKpyXakllen cpeabl
He ponyckaTb nonagaHvs B KaHanuM3awuuio UM BO4OEMBI.

6.3. MeToabl U maTepuanbl AN NOKanu3auum U OMUCTKU
COGpaTb MexaHudecku. C CO6paHHbIM martepuarnom 06paLLlaTbCF| cornacHo pasgeny no ytunusauuun.

6.4. Ccbinka Ha gpyrue pasfenbl
BesonacHas pabota: cmoTtpu pasgen 7
MHavBuayanbHble cpeacTsa 3almThbl: CMOTpuY pasaen 8
Ytunusauusa: cmotpu pasgen 13

PA3[EN 7: NMpaBuna xpaHeHUs1 XMUMUYECKOWN NPOAYKLMU U 0OpalleHUs ¢ Hel Npu
Norpy3o4Ho-pa3rpy3o04HbIx paborax

7.1. Mepb! NnpegoCcTOPOXHOCTU NpU paboTe ¢ NPoAYKTOM

WHdopmaums o 6esonacHom obpalyeHun
Ocobble Mepbl MPeAOCTOPOXHOCTU He 00SA3aTENbHbI.

PekomeHaauum no 3awmTe OT BO3ropaHus 1 B3pbiBa
Ocobble Mepbl 3aWMThI OT NoXapa He 06s13aTenbHbI.

7.2. YcnoBusa gnsi 6e3onacHoro XxpaHeHus ¢ y4eTom NbbiX HECOBMECTUMOCTEN

Tpe6oBaHUsA B OTHOLEHMUW CKNaACKUX 30H U Tapbl
XpaHUTb EMKOCTb NNOTHO 3aKPbITOMN.

Yka3aHuUsi N0 COBMECTHOMY XpaHeHUto
Ocobble Mepbl NPeAOCTOPOXHOCTM He 06s3aTeNbHbI.

PA3[EJ 8: CpeacTBa KOHTPOSA 3a ONacHbLIM BO3A4eMCTBMEM U CpeAcTBa UHAMBUAYaNbHOW 3aliUTbI

8.1. MapameTpbl KOHTpPONS

8.2. PerynupoBaHusa Bo3gencTeums

3awWwmnTHbIe U rMrMeHnYeckne mMepbl
CHATb 3arpsisHeHHyto oaexay. MNepea nepepbiBaMmn U MO OKOHYaHUIO paboThl BEIMbITE PykU. Ha paGoyem mecTe
HE €CTb, HE MUTb, HE KYPWUTb, HE CMOPKAaTbLCH.
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3awumTa rnas/nuua

Monb3oBaTbCca cpeacTBaMu 3amnThl rnas/nuua.

3awumra pyk

Mpwn 06paLU,eHMVI C XMMUYECKNMW BELLECTBAMW paspeLleHO HOCUTb TOMBbKO XMMUYECKN CTONKME 3aLUUTHbIE

nepyatkm ¢ mapkupokon CE, Bknovasa YeTblpexaHayHblil KOHTPOMNbHbLIN HOMep. Beibupatb xnMmuyeckn ctorkme

3alnTHbIEe nep4yaTkn B 3aBUCUMOCTU OT KOHLUEHTpauun n Konn4yectea OnacHbIX BELWECTB, a TakkKe OT OT

cneumndmkm paboyero mecta. PekomeHayeMyto BbISCHUTb XMMUYECKYI0 CTOMKOCTb YKa3aHHbIX BblLLE 3aLMTHbIX
nep4aTok Ans cneuuanbHOro NprMeHeHus y npoussoamTens. PekomeHgyemble nponssognTeny nepyatok KCL
Dermatril P NBR (HuTpunoBbIv kay4dyk)

3awmTa Koxm

Vcnonb3oBaHue 3alUTHOWM oaexabl.

3awumTa AbixaTenbHbIX NyTen

Monb3oBaTbCcA cpeacTBaMm OpraHoB AblXaHWs. Mo3aboTUTLCA 0 AOCTATOYHOWN BEHTURALUN U TOHEYHON

BbITAXKE B KPUTUYECKUX TOYKaX. TexHu4eckas BeHTUnsaums paGoqero MecTa

PA3OEN 9: ®nsnko-xmmuveckune CBomcTea

9.1. UHchopmMauus 06 OCHOBHbIX hU3UKO-XUMUYECKUX CBOMNCTBAX

dunsmyeckoe CoCTosSIHNE BELLLECTBA:

LigeT:
3anax:

pH:

N3meHeHUA cocTosAHUA
Touka nnaeneHus:

TBEPAbIN

XapaKkTepHbIn

HavanbHasa Touka KuneHus n nHtepsan

KMNeHuna:

Touyka BCMbILLKN:

FoproyecTb

TBEpAoro Tena:

rasa:

B3pbiBoOnacHble cBOMCTBa

MpopykT He aBnsAeTca: BapbiBoonacHbIN.

HwxHUI npegen skcnosmuum:
BepxHun npeaen akcnosmumm:

TeMnepaTypa caMoBO3ropaHus
TBEpAOro Tena:

rasa:

TemnepaTypa pa3noxeHus:

Okucnsilowme cBoucTBa
He okucnutenbHbINn.

[aBsneHune napa:
(npun 50 °C)
[MnoTHOCTb:

PacTtBopumMocCTb B BOfE:

PaCTBOpVIMOCTb B Apyrux pacteoputensax

He onpeaeneHo
KoadbdpmuneHT pacnpegenenms:
MnoTHocTb napa:

He onpeaeneHo

He onpeaeneHo
)

He onpeaeneHo
HenpuMMeHnmo

He onpeaeneHo
He onpeageneHo

He onpeaeneHo
HenpmMMeHnmo

He onpeaeneHo

<=1100 hPa

2,40000 g/cm®
Het

He onpeneneHo

He onpegeneHo
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CKOpOCTb UCnapeHus: He onpeaeneHo
9.2. [lpyrue gaHHble
CopepxaHve TBepabiX BELLECTB: 100,0 %

PA3LOEN 10: CTabunbHOCTb U peakLUOHHasA CNOCOOHOCTb

10.1. PeakumoHHas cnocobHOCTb
Mpu Hagnexalluem obpalleHN U XpaHEHUN ONacHbIX peakUMin He BO3HUKAET.

10.2. XumMmnyeckasi yCTONYUBOCTb

MpoaykT aBnAeTcs cTabunbHbIM, €CIN OH XPaHWUTCHA NPU HOPMarbHOW TemnepaType OKpyXatoLen cpeabl.

10.3. Bo3MOXHOCTb OnacHbIX peakuumn

OnacHble peakunn He N3BECTHBbI.

10.4. YcnoBus, KOTOpbIX cnegyeTt usberatb
He/He

10.5. HecoBMecTMMbIe MaTepuanbl, KOTOpPbIX creayeT usberatb
OtcyTcTBYeT kakas-nnbo nHpopmMauus.

10.6. OnacHble NPOoAYKTbI pa3noXeHus
OnacHble NpogyKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHcopmaLms 0 TOKCUHHOCTHU

11.1. laHHble O TOKCUKONIOrM4eckomM BO3gencTBUMU

OcTpast TOKCUYHOCTb
Vcxoast U3 MMeLLMXCA AaHHbIX KpUTEPUU Knaccudukaumm He BbIMOSNHEHbI.

PaspgpaxeHue n Koppo3us
Vcxoas us umerowmxest AaHHbIX KpUTepum Knaccudmkaumm He BbINONHEHbI.

CeHcubunusupyiowee aecTBue
Vcxoas us Merowwmxest AaHHbIX KpUTeprmn Knaccudumkaumm He BbINOSHEHbI.

KaHueporeHHble, MyTauMOHHbIe NOCNEACTBUSA, a TaKKe CKOPOCTb UX pacnpocTpaHeHUst
Mcxoas n3 umerowmxcs AaHHbIX KpUTepum Knaccudmkauum He BbINOSHEHDI.

Cneumduryeckas TOKCUYHOCTb ANISl OTAENbHOro opraHa-MuLLIEHU NPU OQHOKPATHOM BO34eNCTBUMU
Mcxoas n3 umerowmxcs AaHHbIX KpUTepum Knaccudmkauum He BbINoSHEHb.

Cneumdmyeckas TOKCUYHOCTb ANA OTAENbHOrO OpraHa-MM1LLEHW NPU MHOFOKPaTHOM BO34eNCTBUMU
Mcxoas n3 umetowmxcs AaHHbIX KpUTepun knaccndmkauum He BbINoSHEHbI.

OnacHo npu BAbIXaHUU
Mcxoasa n3 umeroLmxcs AaHHbIX KpUTepun KnaccudmKauum He BbINOSHEHbI.

Mocnepyrowan nHdpopmaums Npoyne HabnoaeHus
Cwmecb He knaccuduumpyetcst B kadectse onacHow cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHdopmaLma o BO3AeNCTBUM Ha OKPYXKaloLyo cpeay

12.1. TOKCUYHOCTb
MpoayKT He aBNAeTcs: DKOTOKCUHECKUIA.
12.2. CTOMKOCTb U pa3naraemMocTb

MpoayKT He Obin NpPoBEpPEH.
12.3. NMoTeHuunan 6Guoakkymynsaummn

MpoayKT He Bbin NPOBEPEH.

12.4. Mo6unbHOCTbL B No4YBe
MpoayKT He Obin NpPoBEpPEH.
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12.5. Pe3ynirartbl oueHku PBT u vPvB
MpoaykT He BbiN NpoBepeH.

12.6. Opyrve HebnaronpusiTHble BO3g4encTBusA

OtcyTcTByYeT kakas-nnbo nHpopmauus.

HdononHuTenbHas pekomeHaaums

He pnonyckaTb nonagaHust B OKpyxatoLLyto cpeay.

PA3LOEN 13: PekomeHpauuum no yganeHuo oTxoaoB (0CTaTKOB)

13.1. MeToab! yTUnNu3auum oTxogos

PekomeHgauus

He [onyckaTtb nonagaHua B KaHanusaumio nnm BoaoeMbl. YTnnnsaumsi B COOTBETCTBUM C ,Cl,eﬁCTBy}OLIJMMI/I

npeanncaHnamun.

YTunusaumusa HeoumLLleHHOWN ynakoBKU U peKOMeHAyeMble cpeacTtBa OYUCTKU
CMbITb 4OCTATOYHbIM KONMYECTBOM BOAbI. MOMHOCTbLIO OMOPOXHEHHbIE YNakKOBKN MOTyT ObITb YTUNnN3npoBaHbl.
O6pau.|,aTbc;| C 3arpA3eHHbIMN ynakoBKaMu Kak C BeLleCTBOM.

PA3LOEN 14: UHdopmauumsa npu nepeBo3Kax (TpaHCNOPTUMPOBaHUN)

CyxonyTHbi TpaHcopT (ADR/RID)
14.1. Homep OOH:

14.2. Hagnexauwee oTrpy3o4Hoe
HauMeHoBaHue:

14.3. Kateropusi onacHOCTU nNpu

TPaHCNOPTUPOBKE:
14.4. YnakoBOYHas rpynna:

He knaccuduumpoBaH B Ka4ecTBe 0nacHOro npoaykra cornacHo
TpaHCNOPTHbLIM NpeanucaHnsaM.
He knaccuduumpoBaH B kKa4ecTBe onacHOro npogykra cornacHo
TPaHCMNOPTHbLIM NpeanucaHusIM.
He knaccuduumpoBaH B kKa4ecTBe 0nacHOro Npogykra cornacHo
TPaHCMOPTHbLIM NpeanucaHnsaM.
He knaccudumumpoBaH B kKa4ecTBe onacHOro npogykra corfnacHo
TPaHCNOPTHbLIM NpeanucaHusIM.

[octaBka no BHyTpeHHUM BoAHbIM nyTsaMm (ADN/ADNR)

14.1. Homep OOH:

14.2. Hagnexaliee oTrpy3o4yHoe
HauMeHOoBaHue:

14.3. Kateropusi onacHOCTU nNpu
TPaHCNOPTUPOBKE:
14.4. YnakoBoYHag rpynna:

Mopckas aoctaBska (IMDG)
14.1. Homep OOH:

14.2. Hagnexallee oTrpy3oyHoe
HauMeHoBaHue.:

14.3. Kateropus onacHOCTU Npu
TPaHCNOPTUPOBKE:
14.4. YnakoBoYHasa rpynna:

BozgywHbii TpaHcnopt (ICAO-TI/IATA-DGR)
14.1. Homep OOH:

He knaccuduumpoBaH B ka4ecTBe ONacHOro NpogykTa CornacHo
TPaHCNOPTHbIM NpeanncaHnaMm.
He knaccuduumposaH B Ka4ecTBe OnacHOro NpoaykTa cornacHo
TPaHCNOPTHbLIM NPeAnUCaHNsaM.
He knaccuduumposaH B kKa4ecTBe OMacHOro NpoaykTa CornacHo
TPAHCNOPTHbIM NpeannuCcaHnaM.
He knaccuduumposaH B Ka4ecTBe OnacHOro NpoaykTa cornacHo
TPaHCNOPTHbLIM NPeAnUCaHNsaM.

He knaccuduupmpoBaH B Ka4ecTBe onacHoro NpoaykTa corfacHo
TPaAHCMNOPTHbLIM NPeanuCcaHUsM.
He knaccudumumpoBaH B kKayecTBe OnacHOro npogykra cornacHo
TPaHCNOPTHBLIM NpeanMcaHnsaM.
He knaccuduumpoBaH B Ka4ecTBe OnacHoro NpoAykTa cornacHo
TPaHCNOPTHLIM NpeanUMcaHusIM.
He knaccudumumpoBaH B kKayecTBe 0nacHOro Npogykra cornacHo
TPaHCNOPTHBLIM NpeanMcaHnsaM.

He knaccuduumpoBaH B Ka4eCcTBE ONACHOMO NPOAYyKTa COrfacHo
TPaHCMOPTHLIM NpeanucaHnsIM.

Homep pegakuymn: 2
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14.2. Hagnexaujee oTrpy3o4yHoe

HauMeHoBaHue:
14.3. Kateropus onacHoCcTM npu

TPaHCNOPTUPOBKE:
14.4. YnakoBo4YHas rpynna:

He KJ'IaCCVICbMLlMpOBaH B Ka4eCTBe OnaCHOro npogykra cormnacHo
TPAHCNOPTHbIM NpeannucaHnaMm.

He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoAaykTa CornacHo
TPaHCNOPTHbLIM NPeAnUCaHnsaM.

He KJ'IaCCVICbMLlMpOBaH B Ka4eCTBe OnaCHOro npogykra corfnacHo
TPAHCNOPTHbIM NpeannucaHnaMm.

14.5. OnacHOCTb BpeQHOro BO34eACTBUSI HA OKPYXKaKoLLYIO cpeay

OMACHO 015 OKPY>KAIOLLEEN
CPE[bI:

HeT

14.6. CneuuvanbHble Mepbl NPeAOCTOPOXHOCTU ANA NoNb3oBaTens

OTcyTcTBYeT Kakas-nmbo nHpopmauums.

14.7. NepeBo3ka MaccoBbIX rpy30B B cooTBeTcTBUMU C MpunoxeHuem Il MAPMOI 73/789 n Kogekcom MKX

HenpMMeHnmo

PA3LOEN 15: UHdopmaLmsa 0 HauMoHaNbHOM U MeXAYHapOAHOM 3aKoHoAaTeNnbCTBe

15.1. HopmaTuBbI NO OXpaHe U rMrMeHe Tpyga U NPUPoAooXpaHUTeNnLHOe 3aKoHOA4AaTeNbCTBO/HOPMAaTUBBI,

XapakTepHble Ans AaHHOro BewecrsBa Ui cMmecu.

DononHutenbHas pekoMeHaauuA

PernameHT (EC) Ne 648/2004 B OTHOLLIEHUN AETEPTEHTOB.

HauuoHanbHble npegnncaHus
Knacc 3arpsasHenust sogel (D):

1 - cnabo onaceH Ans BoApl

PA3LEN 16: JononHuTenbHasa MHopMauums

COKpaLI.I.eHVIﬂ 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
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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

CokpalleHns 1 akpoHUMbI coepxaTtcs B Tabnuue Ha canTte http://abk.esdscom.eu

[OononHutenbHaa uHcgpopmauus
[aHHble 6a3npyoTcs Ha CEroAHSILLHEM YPOBHE HALUUX 3HAHWUI, O4HAKO OHW HE NPeACTaBnsoT coOON rapaHTuio
CBOWICTB NPOAYKTa N He ABMAKTCS OCHOBOW ANsi JOTOBOPHbIX MPaBOBLIX CBA3EW. [JeNCTBYHOLME 3aKOHbI U
NMOCTaHOBNEHUSI JOMKHbI cobniogaTbCs nony4aTenemM Halmx NPoayKTOB Mo COGCTBEHHYIO OTBETCTBEHHOCTb .

(daHHble o onacHbiM uHepedueHmam bbinu 835imbl U3 UHGHOPMAaUUOHHbIX TUCMO8 10 mexHuke 6e3onacHocmu
cy6rnodpsidyuKkos 8 ux nocsiedHel akmyarnbHol pedakyuu.)
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