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

UpeHTUdMKaTOp NpoayKTa
VITA VMK Master

Homep CAS: 66402-68-4

CoOTBEeTCTBYOLINE YCTAaHOBMEHHbIE 061aCTU NPUMEHEHUsA BellecTBa U CMECU U MPUMEHeHune,
peKkomeHOgoBaHHOE NPOTUB

UAcnonb3oBaHue BelecTBa/cmecu
Vicnonb3oBaHme B kavyecTBe NTabopaToOpHOro 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
OnekTpoHHas noyra: info@yvita-zahnfabrik.com
KoHTakTHOE nnuo: regulatory affairs
OnekTpoHHas noyra: info@yvita-zahnfabrik.com
NHTepHeT: www.vita-zahnfabrik.com
OTBeTCTBEHHbIN [lenapTaMeHT: Regulatory Affairs
ABapuiiHbI Homep TenedoHa: +49-(0)761-19240

[dononHutenbHasa nHdopmauus
medical device

PA3LEI 2: UpeHTudmkaumna onacHoCcTU (onacHocTen)

Knaccudmkaums sewecTsa unm cmecum

OOH-CI'C (ST/SG/AC.10/11/Rev.8)
OT0 BeLecTBO He knaccuduumpyeTcs kak onacHoe B cooteTcTBum ¢ ST/SG/AC.10/30/Rev.8 (CIC).

OneMeHTbI MapKUPOBKU

Opyrve onacHocTu
OTcyTcTBYET Kakas-nubo nHdopmaums.

PA30EN 3: CocTaB (uHdopMaLMsi O KOMMOHEHTaXx)

BewectBa

XumMunuyeckas xapakTepucTmka
Kepamuka

OnacHble KOMMOHEHTbI

Homep CAS HaseaHue Yactb
Knaccudmkauus (OOH-CI'C (ST/SG/AC.10/11/Rev.8))
66402-68-4 ceramics materials and frits 100 %

PA3[LEN 4: Mepbl nepBo# nomMoLum

OnucaHve Mep NnepBo NOMOLLM
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Mpwu BabIxaHun
O6ecneunTb Nogady CBeXero Bo3ayxa.

Mpu nonagaHumn Ha KOXy
CMbITb AOCTATOYHBIM KONMYecTBOM BOAbl. CHATb 3arpsA3HeHHyo ogexay 1 noctTupath nepes NoBTOPHbLIM
UCrnonb3oBaHMEM.

Mpwu KoHTaKTe ¢ rmasamu
Cpaasy xe OCTOPOXXHO 1 OCHOBATENbHO NPOMbIThL AYLUEM Afs r1a3 v BOLON.

Mpu nonagaHuu B Xenypok
CpOLIHO npononocKkaTb POT U 3annTb OONbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3dheKT OCTPOro Bo3gencrBums
OTcyTcTByeT Kakas-nnbo nHpopmaums.

YkazaHue Ha He06X0AMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe Nie4eHus
CvmMmnTomMaTnyeckoe neveHune.

PA3LEN 5: Mepbl 1 cpeacTBa o6ecneyeHUs NOXapoB3pbiIBOO6Ee30NacHOCTHU

CpeacTBa NoxapoTyLieHust

Noaxopsime cpeAcTBa NOXapoTyLUEHUS
CornacoBaTb Mepbl MO TYLLEHWIO NOXapa C YCMNOBUSMU OKpY>KatoLLe cpeapbl.

Oco6ble haKkTopbl pUCKa, MCTOYHMKOM KOTOPLIX AIBNSIeTCS BeLecTBO U CMeCb
HeBocnnameHsiembli.

Mepbl NpefoCTOPOXHOCTY ANSl NOXaPHbIX
B cnyyae noxapa: Vicnonb3oBaTb aBTOHOMHbIN AblXxaTenbHbIA annapar.

HdononHuTenbHasa peKkoMeHpauus
Vcnonb3oBaBLuytocs Ans TyLWEeHUs 3arpsisHEHHY0 Boay cobupaTtb oTaenbHo. He gonyckatb nonagaHus B
KaHanusaumio UnM BogoeMbl.

PA3LEI 6: Mepbl no npeaoTBpaLleH o U NTIMKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyauumn u
UX nocrneacTBumn

Mepbl NpeA0CTOPOXHOCTU ANA NepcoHana, 3alMTHOe CHapsiXXeHue U Ype3BblyalHble Mepbl

O6wue ykasaHus
M3beratb nbineobpasoBaHus. He BabIxaTb Nbifb.

MpenynpegutensHblie Mepbl N0 OXpaHe OKpyXakLwen cpeabl
He [onyckaTtb nonagaHuda B KaHanmsauuo Ui sogoembl.

MeToabl U MaTepuanb! ANA NoKanMsauum U OYUCTKU

JononHuTenbHaa uHdopmaums
Cobpatb MexaHudeckn. C cobpaHHbIM MaTepmanom obpaLlaTbCs CornacHo pasgeny no ytunusaumu.

Cchinika Ha gpyrve pasgesbil
BesonacHas paboTa: cMoTpu pasgen 7
MHavBuayanbHble cpefcTBa 3allmThl: CMOTpU pasaen 8
Ytunusauusa: cmotpu pasgen 13

PA3[OEN 7: NMpaBnna xpaHeHUsi XMMU4YeCKOM NPOAYKLUUM U OOpaLLeHus C Hen npum
Norpy304HO-pa3rpy30o4HbIX paboTax

Mepbl NpeoCTOPOXHOCTU NMpU paboTe C NPOAYKTOM

UHdopmauus o 6ezonacHoM obpalleHum
Ocobble Mepbl MPegoCTOPOXKHOCTM He 0ba3aTernbHbI.

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU [Oara neuatun: 20.06.2022
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PekomeHAaauum no 3awute oT BO3ropaHusi U B3pbiBa
Ocobble Mepbl 3aLUTBI OT NoXkapa He 06A3aTeNbHbI.

PekomeHaauum no ob6wen NnpoMbILLINIEHHOW rurueHe
CHATb 3arpasHeHHyto ogexay. lNepen nepepbiBamMy U MO OKOHYaHWIO paboTbl BeIMbITL pyku. Ha paboyem mecte
He eCTb, HE NUTb, HE KypUTb, HE CMOPKaTbCA.

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.

PA3[EN 8: CpeacTtBa KOHTPOJIS 3a ONacHbIM BO34EeACTBMEM U CpeacTBa MHAUBUAYalNlbHOM 3aliUThbI

I'Iapame'rgbl KOHTponNA

PerynupoBaHus Bo3gencTBus

3awmTHbIe U rMrMeHnyeckne Mepbl

3awwmTa rnas/nuua
Monb3oBaTbcs cpeacTBamMM 3alMThl rnas/nuua. MNeinesawmTHbIe 04KK

3awmTa pyk
Mpu 06palleHnn ¢ XMMNYECKMMY BELLLECTBAMW pa3peLLEHO HOCUTb TONbKO XMMUYECKU CTOVKUE 3aLLUTHbIE
nepyatkn ¢ mapkupoBkoi CE, Bkntovas YeTblpeX3HaYHbIN KOHTPOSbHLIN HOMep. BbibupaTtb XMMmnyeckn ctonkme
3aLUMTHbIE NepYaTKN B 3aBUCUMOCTU OT KOHLIEHTPaLIMK 1 KONMUYECTBa OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMyto BbISCHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILLE 3aLUUTHbIX
nepyaTok A4ns cneumanbHOro NpUMeHeHust y nponssoautens. PekomeHayemele nponssoamTteny nepyatok KCL
Dermatril P NBR (HuTpvnoBbIi kay4yk)

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

Monb3oBaTbCs cpeacTBaMm OpraHoB AbIXaHWS. M03ab0TUTLCS 0 4OCTATOYHON BEHTUNALMN U TOYEYHOWN BbITSDKKE B
KPUTUYECKUX TOYKaX. TexHU4eckas BEHTUNAUMS pa60qero MecTa

PA3[OEN 9: ®unsnyeckme n xuMmu4eckue cCBoMcTea

MHdopmaumsa 06 0OCHOBHbIX (hU3NKO-XMMUYECKMX CBOUCTBAX

®usnyeckoe COCTOSHNE BeLLeCTBa: TBEpabI
LiBeT:
3anax: XapaKkTepHbIii

MA3meHeHUua cocTosiHUA

Touka nnaBneHus/Touka 3aMmep3aHus: He onpefeneHo
TemnepaTypa KuneHus unu Temneparypa ?
Ha4ana KuneHust 1 amanasoH KUNeHus:
Touyka BCMbILLKWN: ?
FoproyecTb
TBEPAbIN KNOKNIA: He ornpegerneHo
rasa: HENpPUMEHNMO

B3pbiBooOnacHbIe CBOMCTBA
[MpoaykT He aBnsaeTca: B3pbiBoONaCHbIN.

HxHWI npeaen akcno3nunmn: He onpeaeneHo
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BepxHuii npegen akcnosvuuu:

TemnepaTypa caMoBO3ropaHus
TBEpZoro Tena:
rasa:

TemnepaTypa pasnoxeHus:
pH:
PaCTBOpI/IMOCTb B BOAe:

PacTBOpMMOCTb B ApYrMx pacTBOpPUTENAX
He onpegeneHo

KoadhdpuumneHT pacnpegeneHus
n-oKkTaHon/soaa:

[asneHwve napa:
(npun 50 °C)
MnoTHOCTb:
OTHOCMTEnbHas NNOTHOCTL Napa:

ggyrue AaHHble

UHdopmauusa B oTHOWEHUUN KnaccoB hM3nyeckom onacHOCTH

Okucrnisiolne cBoicTBa
He okncnutenbHbIN.

Apyrve xapakTepucTuku 6esonacHocTu
CopepxaHve TBepAblX BELLECTB:

CKOpOCTb UcnapeHus:

He onpeaeneHo

He onpeperneHo
HenpumMmeHnmo

He onpeaeneHo
He onpeaeneHo

Het

He onpeperneHo

<=1100 hPa

2,40000 g/cm?
He onpepfeneHo

100,0 %
He onpeaeneHo

PA3OEN 10: CtTabunbHOCTb U peakUMOHHas CNOCOGHOCTb

PeakuunoHHasi CMOCOGHOCTb

Mpu Hagnexaiyem obpalleHun N XxpaHeHUn ONacHbIX peakumin He BO3HUKaeT.

Xummnyeckas ycTom4MBOCTb

MpoayKT SBNSeTCS CTabUNbHLIM, ECINIM OH XPaHUTCS NPy HOpMarbHOW TeMnepaType OKpyXatowwen cpeabl.

B0O3MOXHOCTb OnacHbIX DeaKHVIIZ

OnacHble peakuny He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

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

OnacHble NPoAYKTbI pasnoxeHus
OnacHeble NPOAYKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJIOrMYECKOM BO3OeMCTBUMU

OcTpas TOKCUYHOCTb

Mcxogsa M3 nmerwmxca gaHHbIX Kputepun KJ'IaCCI/I(*)VIKaU.I/II/I He BbINOJTHEHbI.

PasgpaxeHue n kopposus

Vcxoas M3 MerLmnXest AaHHbIX KPUTEPUU Krnaccudumkawmm He BbINOSTHEHBI.

CeHcubunusupyouwee aencTeue

Vcxoas M3 uMerLwmnxes AaHHbIX Kputepun KﬂaCCI/ICbVIKaLWIVI He BbIMOJIHEHbI.

Howmep pepakumm: 3 - 3ameHsieT Bepcuio: 2 RU
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KaHueporeHHble, MyTaLUMOHHbIE NOCNeACTBUSA, a TaKXKe CKOPOCTb MX pacnpoCcTpaHeHUs
Vcxoas M3 MMeoLwmnxcsa AaHHbIX KPUTEPUN KnaccuduUKkauum He BbINOMHEHbI.

Cneuundmyeckasi TOKCMMHOCTb A4S OTAEeNbHOro opraHa-MULLIEHU MPU OQHOKPAaTHOM BO3OEeMUCTBUU
Vcxoas M3 nMmerowmnxcs AaHHbIX KpUTEpUN Knaccudukauum He BbINOoMHEHbI.

Cneuundmyeckasi TOKCMMHOCTb AN OTAENbHOro opraHa-MULLIEHU MPU MHOFOKPaTHOM BO34eACTBUM
Vcxoas M3 Merowmnxcsa AaHHbIX KPUTEPUN KnaccuduUKauum He BbINOMHEHBI.

OnacHo npu BAbIXaHUKU
Vcxoas M3 MMeoLWnXcsa AaHHbIX KPUTEPUN KnacCcudUKauum He BbINOMHEHbI.

Mocnenytowan nHgopmaums
BellecTBo He kBanuduumpyeTcs B kadyecTBe onacHoro cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHcbopmauusa o BO3aeMCTBMU Ha OKpYKatoLLylo cpeny

TOKCUYHOCTb
MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraeMocTb

MpoaykT He 6biN NpoBepeH.

MoTeHuunan 6noakKkymynauunm
MpoaykT He 6bin NpoBepeH.

Mo6unbHOCTL B no4Be
MpoaykT He 6bin NpoBepeH.

OHOOKPUHHbIE paspylialwme CBOWCTBA
[laHHoe BelLecTBO He 0GnagaeT CBOMCTBAMM, HapyLLaLWMMK paboTy 3HOOKPUHHON CUCTEMbI Y HELeneBbIX
opraHv3MoB.

Opyrve BpeaHbIe BO3AeNCTBUS
OTcyTCTBYET Kakas-nnbo UHpopMaLums.

JononHuTtensHasi pekomeHgaums
He ponyckaTb nonagaHvsi B OKPYaloLLyto Cpeay.

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTUnmsaumm oTxogoB

PekomeHpauus
He gonyckaTtb nonagaHus B KaHanM3auuio Uiy BOAOEMbI. YTUNN3aLmMs B COOTBETCTBUN C AEACTBYHOLLUMMU
npeanucaHnamu.

YTunusauusi HeoUMLLEHHON YNAaKOBKU U peKOMeHAyeMble CPeACTBa OUUCTKU
CMbITb 4OCTATOYHBIM KONUYECTBOM BOAbI. [TOMTHOCTLIO ONOPOXKHEHHbIE YNAKOBKM MOTYT ObITh YTUNU3MPOBaHSI.

PA3OEN 14: UHdopmauusa npu nepeBo3Kax (TPaHCNOPTUPOBaHUN)

Mopckas goctaBka (IMDG)

Homep OOH unu He knaccudumumpoBaH B kayecTBe onacHOro Nnpogykra cornacHo
MaeHTUPUKALUOHHBLIN HOMep: TPaHCNOPTHLIM NPEANNCAHNSM.
Hagnexauiee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
KaTeropus onacHoctu npum He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoaykTa corfacHo
TPaHCMopTUPOBKE: TPaHCNOPTHLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoaykTa corfacHo

TPaHCNOPTHLIM NPEANNCAHNAM.
BosaywHbin TpaHcnopT (ICAO-TI/IATA-DGR)

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU [Oara neuatun: 20.06.2022
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Homep OOH nnu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
naeHTUUKaLUNOHHbLIN HOMED: TPaHCMNOPTHLIM NPeAnUCaHUSM.
Hapnexallee oTrpy3o4yHoe He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
HauMeHoOBaHue: TPaHCMNOPTHLIM NPEeAnUCaHUSM.
KaTeropusi onacHocTu npu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykra cornacHo
TPaHCNOPTUPOBKE: TPaHCMNOPTHLIM NPEeAnUCaHUSM.
YnakoBo4Hasa rpynna: He knaccudumumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo

TPAHCNOPTHbLIM NpeannucaHnaMm.

OnacHocTb BpeQHOro BO34eNCTBUS Ha OKPYXXaloLYIo cpeay

OMACHO 119 OKPY>XAIOLEN Het
CPEQObI:
CneumanbHble Mepbl NPeAOCTOPOXHOCTU ANS NoNb3oBaTens
OTcyTcTBYyeT Kakas-nnbo nHpopmaums.
MNepeBo3ka MaccoBbIX rPy30B B cooTBeTCcTBUM C Mpunoxenunem Il MAPMOJ 73/789 n Kogekcom MKX
HenpUMeHnMo

PA3OEN 15: UHdbopmauus o HaLuMOHaNbLHOM U MeXAyHapo4HOM 3aKOHoAaTeNnbCTBe

HaumoHanbHbIe npeanucaHuvsa

PA3OEN 16: JononHuTtenbHaa uHdopmauusa

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

VITA VMK Master
[ata pesunsun: 02.06.2022 Kop npoaykta: 214 cTpaHuua 7 n3 7

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 nHdopmauus
[aHHble 6a3npyoTca Ha CerogHALWHEM YPOBHE HALLMX 3HAHWUA, OOHAKO OHW He NpeACTaBnstoT COOON rapaHTuio
CBOWCTB NPOAYKTa U HEe SIBNSATCA OCHOBOW ANsi JOTOBOPHbIX NPaBOBbIX CBA3el. [JencTByoLNe 3aKOHbI 1
NOCTaHOBMNEHNs AOIMKHbI cOBnogaThCa NonyyYaTenemM Halux NPOAYKTOB NoA COOCTBEHHYHO OTBETCTBEHHOCTb.

Howmep pepakumm: 3 - 3ameHsieT Bepcuio: 2 RU Oara nevatun: 20.06.2022



