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PA3LOEN 1: UgpeHTUdMKaLMA XMMNYECKOMN NPOJYKLMKN U CBeAEHUs O Npou3BoauTene unm
nocraBLiuKe

1.1. UpeHTudmMkaTop NnpoaykKra
VITA YZ Blocs, Discs

[Opyrve koMMep4yeckne HauMeHOBaHUSA NPOAYKTa
VITAYZ T white, VITAYZ T color, VITAYZ HT white, VITAYZ HT color, VITAYZ XT white, VITAYZ XT color,
VITA YZ XT multicolor, VITAYZ ST white, VITAYZ ST color, VITAYZ ST multicolor,

1.2. CoOTBETCTBYHOLINE YCTAHOBMEHHbIE 06/1acCTU NPUMEHEeHUS BellecTBa U CMecu U npumeHeHue,
peKkoMeHaoBaHHOEe NPoTUB

Ucnonb3oBaHue BelwecTBa/cMecH
KameHb, rvnc, uemeHT, nsgenus us crekna u kepamuku Auxilary for manufacture of dental products

1.3. [JaHHble 0 NocTaBuUlMKe B Nacnoprte 6e3onacHoOCTU

Komnanus: VITA Zahnfabrik H. Rauter GmbH & Co. KG
ABOHEHTCKUI ALLNK: 1338
79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
OnekTpoHHas noyTa: info@yvita-zahnfabrik.com
MHTepHeT: www.vita-zahnfabrik.com
1.4. ABapuiiHbIA HOMEP +49-(0)7761-562-0
TenedoHa:

[dononHutenbHasa nHdopmaums
medical device

PA3LOEN 2: UpeHTudMKaLma onacHocTu (onacHocTen)

2.1. Knaccudmkaumsa BewecTtsBa Ui cCMecu

PernameHTom (EC) Ne 1272/2008
BeLlectBo He knaccudmumpyeTcs Kak onacHoe B cooTBeTcTBuM ¢ PernameHtom (EC) Ne 1272/2008.

2.2. neMeHTbl MapKUPOBKMU

2.3. [ipyrue onacHocTtu
OtcyTcTByYeT kakasg-nnbo nHpopmauus.

PA3LOEN 3: CoctaB (MH(hopmaLms 0 KOMMNOHEHTax)

3.1. BewiecTtBa

Xumunyeckas XapakTepuctuka
KameHb, runc, LUeMeHT, uagenma n3 ctekna n kepamukum

PA3LEJ 4: Mepbl nepBo NomoLLux

4.1. OnucaHve Mep NepBOM NOMOLLMN

Mpu BabIxaHun
OGecneunTb Nogady CBeXero Bosgyxa.

Mpu nonagaHuu Ha KOXY
CMbITb AOCTATOYHbIM KONUYEeCTBOM BoAbl. CHATb 3arpA3HeHHyY oaexay n noctnpatb nepen NOBTOPHbIM
ncnofib3oBaHMeEM.

lMpwu KOHTaKTe ¢ rmasamu
Cpasy >xe 0CTOPOXXHO M OCHOBAaTENbHO NPOMBITh AyLIEM AMNS rras unv Bogon.
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anI nonagaHun B XXenyaok
CpO‘-IHO npononocKkaTb PoT N 3annTb GOoNbLUMM KONMYECTBOM BOAbI.

4.2. Han6onee cyuecTtBeHHbIe cMMNTOMbI/3thdeKT ocTporo Bo3gencTeus
OTcyTcTBYET Kakas-nmbo nHpopmauus.

4.3. Yka3zaHue Ha He06X0AUMOCTb HeMeANTeHHOM MeAULMHCKOM MOMOLUM U chneunanbHoe neyeHus
CvmMmnTomaTnyeckoe neyeHue.

PA3MEJ 5: Mepbl 1 cpeacTBa obecnevyeHusi NoXXapoB3pbIBO6e30MacHOCTU

5.1. CpeacTBa NOXapoTYLUEHUS

Moaxoasiwwe cpeacTea noxapoTtyLweHus
Cornacosartb Mepbl NO TyLWEeHUIO NnoXapa C yCroBUaAMu Opr)KaFOLLI,eVI cpenbl.

5.2. Ocob6ble (hakTopbl pUCKa, UICTOYHMKOM KOTOPLIX ABMSAETCHA BelwecTBO UM CMeCb
HeBocnnameHsiembin.

5.3. Mepbl NpeoCTOPOXHOCTM ANS NOXaPHbIX
B cnyyae noxapa: Micnonb3oBaTe aBTOHOMHbIN AblXaTenbHbIA annapar.

[JononHutenbHas pekoMeHaauus
V|CI'IOJ'Ib3OBaBUJyI'OCF| Aana TyweHuna 3arpa3HeHHyr Boay C06leaTb otaenbHo. He AonyckaTtb nonagaHua B
KaHannsauuio nnm Bogoembl.

PA3EJ 6: Mepbl no npeaoTBpaLLEHUIO U IMKBUAALMN aBapUWHbIX U Ype3Bbl4alHbIX CUTyaLumn n
MX nocneacTBUin

6.1. Mepbl NpegoOCTOPOXHOCTU ANA NepcoHana, 3aluTHOe CHapsXXeHue U Ype3BblvYallHble Mepbl
M3beratb nbineobpasoBaHms. He BaobixaTb Nbifb.

6.2. MpegynpeauTtenbHbie Mepbl N0 OXpPaHe OKpyXXalollen cpeabl
He ponyckaTtb nonagaHus B KaHanu3awumio Unv BoAoEMbI.

6.3. MeToabl U maTepuanbl AnNs Nokanu3auum U OYUCTKU
CO6paTb mexaHudeckn. C CO6paHHbIM mMaTtepuarnom 06paLLl,aTbCF| cornacHo pasgeny no ytunusaumn.

6.4. Ccbinka Ha gpyrve pasgenbl
BesonacHas pabota: cmoTpu pasgen 7
MHaomBmnayanbHble CPeacTBa 3alimThbl: CMOTpU pasgen 8
YTunusaumsa: cmotpu pasgen 13

PA3LEN 7: NMpaBuna xpaHeHUsi XMMU4YeCKOM NPOAYKLUM U OOpaLLeHUs C Hen npum
Norpy3o4Ho-pa3rpy3o04HbIx paborax

7.1. Mepbl NpegocTopoXHOCTU NPU paboTe C NPOAYKTOM

UHdopmaumsa o 6esonacHomM o6paiieHnmn
Ocobble Mepbl NPeAOCTOPOXKHOCTU He 06s3aTeNbHbI.

PekomeHpauum no 3awumte ot BO3ropaHus u B3pbiBa
Ocobble Mepbl 3alnTbl OT NoXapa He obsizaTenbHbI.

7.2. YcnoBus ansi 6e30nacHOro XxpaHeHUs ¢ y4eTOM NH6bIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLIEHUU CKNaACKUX 30H M Tapbl
XpaHnUTb eMKOCTb NIIOTHO 3aKPbITON.

YKa3aHusi N0 COBMECTHOMY XPaHEHUIo
Ocobble Mepbl NPEgOCTOPOXKHOCTUN He 00a3aTENbHbI.

PA3[EJ 8: CpeacTBa KOHTPOSA 3a ONacHbIM BO34eMCTBMEM U CpeAcTBa UHAMBUAYaANTbHOW 3aliUTbI

8.1. NapameTpbl KOHTpONA
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8.2. PerynupoBaHusa Bo3gencTems

3awWnTHbIe U TMrneHnYeckue MepbI

CHATb 3arpAa3HeHHy oaexay. I'Iepep, nepepbiBaMmn " Nno OKOH4YaHUo pa6OTbI BbIMbITb PYKW. Ha pa6oqu mMecTe
He eCTb, He NNTb, HEe KYPUTb, HE CMOPKaTbCA.

3awwmTa rnas/nuuya

Monb3oBaTbcs cpeacTBamMu 3alMThl rras/nuua.

3awmTa pyk

I'IpM O6anJ.eHI/IVI C XMMUYeCKMMM BellecTBamMun pa3pelleHO HOCUTb TOJNTbKO XMMUYECKU CTOWKME 3alUUTHbIE

nepyaTkm ¢ MapkmpoBkon CE, BkntoYas YeTbIpeX3HauHbI KOHTPOMbHbIA HOMep. BbiGupaTb XMMMUYeckn CTokue

3alUTHblE NepYaTKn B 3aBUCUMOCTU OT KOHLEHTpauun n Kkonnm4yecrtea onacHbIX BELWECTB, a TakkKe OT OT

CI'IeLl,l/ICbI/IKVI pa60qero MecCTa. PEKOMEH,EI,yeMyPO BbIACHUTb XUMUYECKYIO CTOMKOCTb YKa3aHHbIX Bbllle 3alUNTHbIX
nep4yartok Ana cneynanbHOro NnpuMeHeHna y npon3soanTend.

3awmTa Koxm

Vcnonb3oBaHue 3alluTHOW oaexabl.

3awmTa gbixaTenbHbIX NyTen

Monb3oBaTbCsa CpeacTBamm OpraHoB AbixaHus. He BAbixaTh MNbinb. [103a60TUTLCS 0 4OCTATOMHOM BEHTUNSLMK
N TOYEYHOW BbITSKKE B KPUTUYECKMX TOUKax. Monb3oBaTbCa CPeACcTBaAMM OPraHOB AblXaHus.

PA3[OEN 9: ®dusnko-xuMmm4eckme cBoMcTBa

9.1. UHchopmMaumsi 06 OCHOBHbIX PU3UKO-XMMUYECKUX CBOMNCTBAX

duanyeckoe COCTOSAHME BELLECTBA:

LigeT:
3anax:

pH:

W3mMeHeHUA cocToAHMUA
Toyka nnaeneHus:

TBEpPAbIV

XapakTepHbIn

HavanbHasa To4ka KuneHus n nHtepsan

KUneHuna:

Touka BCMbILLKN:

FoproyecTb

TBepaoro tena:

rasa:

B3prBOOﬂaCHbIe cBoMCTBa

MpoaykTt He aenseTca: B3pbiBoonacHbIN.

HwxHWI npegen akcnosnunmn:
BepxHun npeaen akcnosmumm:

TeMnepaTypa camMoBO3ropaHus
TBEpAOro Tena:

rasa:

Temnepatypa pa3noxeHus:

Okucnsiouwme cBoucTBa
He okucnutenbHbIn.

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

PactBopumocTs B BOAe:

He onpeaeneHo

He ornpenerneHo
X

X

He onpeaeneHo
HenpmmMmeHnmo

He onpeaeneHo
He onpeaeneHo

He onpegeneHo
HeNnpMMeHnmo

He onpeaeneHo

<=1100 hPa

3,00000 g/cm?®
Het
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PaCTBOpVIMOCTb B APYyrux pacrtBoputensax
He onpeneneHo

KoadhdunumneHT pacnpeaeneHus: He onpeaereHo
MnoTHocTb napa: He onpeaeneHo
CKOpOCTb UcnapeHus: He onpeaeneHo

9.2. [ipyrue AaHHbIe

CopaepxaHue TBepablX BELLECTB: 100,0 %

PA3OEN 10: CTabunbHOCTb U peakLUMOHHaA cCNOoCOBHOCTb

10.1. PeakumMoHHas cnocobHOCTb

rlpl/l Haanexawem 06paLu,eH|/||/| N XpaHeHUn onacHbIX peaKU,I/II7I HE BO3HUKAET.

10.2. XuMunyeckasi yCTON4YMBOCTb

I'IpouyKT SABNsieTCs CTabunbHbIM, €Cnn OH XPaHUTCA NpU HOpMaribHOM TemMnepartype Opr)l(aIOU.leVI cpenbl.

10.3. Bo3MOXHOCTb OnacHbIX peakuumn

OnacHble peakumn He U3BECTHbI.

10.4. YcnoBus, KOTOpbIX criegyeT nsderatb

He/He

10.5. HecoBMmecTUMbIe MaTepuanbl, KOTOPbIX creayeT usberartb

OTcyTcTBYET Kakas-nmbo nHpopmaums.

10.6. OnacHble NPOAYKTbI Pa3noXeHus

OnacHeble NpoAyKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHcopmaLmsi 0 TOKCUYHOCTHU

11.1. laHHble O TOKCUKONOrM4eckom BO3gencTBUmu

OcTpas TOKCUYHOCTb

Vcxoas us MerLMXcst AaHHbIX KpUTepumU Knaccudmkaumm He BbINOSTHEHbI.
PasppaxeHue n Kopposus

Vcxoas us MeroLmMxcst faHHbIX KpUTepumn knaccudmkaumm He BbINOTHEHbI.

CeHcubunusmnpyiowee gemcreme
Vcxoas us nMeroLmxcst aHHbIX KpUTepumn knaccudmkaumm He BbINONHEHbI.

KaHueporeHHble, MyTauMOHHbIEe NOCNEACTBUSA, a TaKKe CKOPOCTb UX pacnpoCcTpaHeHUs!
McxoOs U3 UMEIOLLMXCS AaHHbIX KpUTEPUU Krnaccudukaumum He BbIMOMNHEHbI.

Cneundmyeckans TOKCMMHOCTb ANl OTAENbHOro opraHa-M1LLeHN NP OA4HOKPaTHOM BO34encTBUMN
Vcxoas us MeroLmMXcst AaHHbIX KpUTepUmn Knaccudmkaumm He BbINOTHEHbI.

Cneuundmyeckas TOKCUMHOCTb ANsl OTAENbHOro opraHa-MuLLIEHU NPU MHOFOKPaTHOM BO3AeNCTBUMN
Vcxoas us MeroLmMXcst AaHHbIX KpUTepumn Knaccudmkaumm He BbINOSTHEHbI.

OnacHo npu BAbIXaHUMU
Vcxoas us MerLMXest AaHHbIX KpUTepUU Knaccudmkaumm He BbIMOSTHEHbI.

Mocneayowas nHopmauus Mpoune HabnoaeHUs

BelecTBo He kBanuduumpyeTcsa B Kad4ecTBe onacHoro cornacHo PernamenTy (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHdopmaumsa o BO3AeNCTBUM Ha OKPYXKaloLyo cpeay

12.1. TOKCUYHOCTb

MpoayKT He aBnAeTcs: DKOTOKCUHECKUIA.

12.2. CTOMKOCTb U pa3naraemMocTb

MpoaykT He Bbin NpoBepeH.
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12.3. NMoTeHuunan 6MoakKyMynsauumn
MpoaykT He ObiN NpoBepeH.

12.4. Mo6unLHOCTL B No4YBe
MpoaykT He Obin NpoBEpEH.

12.5. Pesynibrartbl oueHku PBT u vPvB
MpoayKT He GbIn NPOBEpPEH.

12.6. [lpyrve HebnaronpusiTHble BO3gencTBus
OTcyTcTBYeT Kakas-nmbo nHpopmaums.

[JononHutenbHasa pekoMmeHAaLunA
He [onyckaTtb nonagaHua B OKpPyXatoLlyto cpeny.

PA3LOEN 13: PekomeHpgauuu no yganeHuo oTxoaoB (0CTaTKOB)

13.1. MeToAb! yTUNIN3aLUUM OTXO40B

PekomeHpauusn

He ponyckaTb nonagaHust B kKaHanu3auuo unm BogoeMbl. YTUnm3auusi B COOTBETCTBMM C AENCTBYOLWUMUN

npegnncaHnamn.

YTunusauma HeoumnLweHHON ynakoBKU U peKOMeHAyeMble cpeacTtBa OYUCTKU

CMbITb 4OCTATOYHbIM KONMYECTBOM BOAbI. [TOSIHOCTBIO ONOPOXKHEHHbIE YyNakoBKM MOTyT ObITb YTUNN3NpOoBaHbI.

Koabl oTxoaos/o603Ha4YeHnss otxoaos B cootseTcTBun ¢ EWC/AVV

PA3LOEN 14: UHdopmauma npy nepeBo3Kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbi# TpaHcopT (ADR/RID)

14.1. Homep OOH: He knaccuduumpoBaH B Ka4ecTBe 0nacHOro npogykra corfnacHo
TPaHCMNOPTHbLIM NpeanucaHusIM.

14.2. Haanexalllee oTrpy3oyHoe He knaccudumumpoBaH B Ka4ecTBe onacHOro npogykra corfnacHo

HaMMeHOBaHue: TPaHCNOPTHBLIM NpeanMcaHnsaMm.

14.3. KaTteropus onacHocTtu npu He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoAykKTa CornacHo

TPaHCNOPTUPOBKE: TpaHCNOPTHbLIM NpeanucaHnsaM.

14.4. YnakoBoYHas rpynna: He knaccudumumpoBaH B Ka4ecTBe onacHOro npogykra corfnacHo

TPaHCNOPTHbIM NpeannucaHnaMm.

[ocTtaBka no BHyTpeHHUM BogHbIM nyTAM (ADN/ADNR)

14.1. Homep OOH: He knaccuduumposaH B Ka4ecTBe OnacHOro NpoaykTa cornacHo
TPaHCMNOPTHBIM NPeanUCcaHUsaM.

14.2. Hagnexauee oTrpy3o4yHoe He knaccudunuymnpoBaH B Ka4yecTBe ONacHOro NpogyKTa cornacHo

HaMMeHoBaHue: TPaHCMNOPTHLIM NPeaNUCaHUsaM.

14.3. Kateropusi onacHoCTM npu He knaccudumumpoBaH B KayecTBe onacHOro npogykra cornacHo

TPaHCMOPTUPOBKE: TPaHCMNOPTHLIM NpeanucaHuaMm.

14.4. YnakoBOYHasa rpynna: He knaccudunumnpoBaH B KayecTBe ONacHOro NpogyKTa cornacHo

TPaHCNOPTHLIM NpeanucaHusIM.
Mopckas goctaBka (IMDG)

14.1. Homep OOH: He knaccuduumpoBaH B kKa4ecTBe 0nacHOro npogykra cornacHo
TPaHCNOPTHLIM NPeanMcaHnsaM.

14.2. Hagnexallee oTrpy3o4Hoe He knaccuduumpoBaH B Ka4ecTBe onacHoOro npoaykra cornacHo

HanMmeHoBaHue: TPAHCNOPTHLIM NpeanMcaHnsaMm.

14.3. KaTteropus onacHoctu npu He knaccuduumpoBaH B Ka4eCTBe ONacHOro NpoayKTa corfnacHo

TPaHCMoOpTUPOBKE: TPaHCMOPTHbLIM NPeanucaHnaM.

14.4. YnakoBo4Has rpynna: He knaccudumumpoBaH B Ka4ecTBe onacHOro npoaykra cornacHo

TPaHCNOPTHbIM NpeanncaHnaM.

Homep pepakumu: 2 RU
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BosaywHein Tpancnopt (ICAO-TI/IATA-DGR)

14.1. Homep OOH: He knaccuduumpoBaH B Ka4ecTBe 0nacHOro npogykra corfnacHo
TPaHCMNOPTHLIM NpeanucaHuaMm.

14.2. Hagnexauiee oTrpy3o4Hoe He knaccuduumpoBaH B kKayecTBe 0nacHOro npogykra cornacHo
HavMMeHOBaHue: TPaHCMNOPTHLIM NpeanUCcaHusaMm.
14.3. Kateropusi onacHocTv npu He knaccuduumpoBaH B kKa4ecTBe 0nacHOro npogykra cornacHo
TPaHCNOPTUPOBKE: TPaHCMNOPTHLIM NPeanUCaHUsaM.
14.4. YnakoBoYHasa rpynna: He knaccudumumpoBaH B kKayecTBe 0nacHOro Npogykra cornacHo

TPaHCMNOPTHLIM NpeanUCcaHusaM.
14.5. OnacHocTb BpeAHOro BO34eNCTBUS Ha OKPYXKaloLLyIo cpeay

OIMNMACHO anA OKPY)KAPOLLI,EPI HeT
CPEQObI:
14.6. CneumnanbHble Mepbl NPEeAOCTOPOXHOCTU ANA Nonb3oBaTens
OtcyTcTtBYET Kakas-nnbo nHpopmMauus.

14.7. NepeBo3ka MaccoBbLIX rpy30B B cooTBeTcTBUMU C MpunoxexHuem Il MAPNOI 73/789 n Kogekcom MKX
HenpUMeHNMo

PA3OEN 15: UHdopmaLma o HauMoHaNbHOM U MeXAYHapOAHOM 3aKoHopaTeNnbLCcTBe

15.1. HopmaTuBbI NO OXpaHe U rMrmeHe Tpyaa U NpupoaocoxXpaHuTesibHoe 3aKOHO,q§TeJ1bCTBOIHODMaTVIBbI,
XapakTepHble Ans AaHHOro BewecrsBa Unun cmecu.

HaumoHanbHbIe NnpegnucaHus
Knacc 3arpsizHenus Bogsl (D): - - He onaceH ans Bogbl

PA3LEN 16: JononHuTenbHas MHopMauma

CoKpalleHUsi 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
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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
intvirieures)

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

CokpalleHu1s 1 akpoHUMbI coepxaTtcs B Tabnuue Ha canTe http://abk.esdscom.eu

[ononHutenbHaa nHopmauma
[aHHble 6a3vpyroTCsl Ha CErodHsLWHEM YPOBHE HaLUMX 3HAHWI, OQHAKO OHM He NpeacTaBnsalT cobol rapaHTuo
CBOWCTB NPOAYKTa U He ABMAOTCA OCHOBOW ANsi JOTOBOPHbIX NPaBOBbIX CBSA3eW. [JencTByoLmMe 3aKOHbI U
NMOCTaHOBINEHMSA JOMKHbI cobroaaTbCca nofyvyaTenem Hawmx NpoayKToB nof COOCTBEHHYH OTBETCTBEHHOCTb.
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