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

UpeHTUdMKaTOp NpoayKTa
VITA CAD-Temp Blocs, Discs

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

Ucnonb3oBaHue BewecTBa/cMmecu
Auxilary for manufacture of dental products MNonvmepHbie nsgenuvs

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
MonumepHble n3genus

PA3[OEN 4: Mepbl nepBo# NoMOLLM

OnucaHve Mep nepBoO NOMOLLM

Mpwu BAbIXaHun
O6ecneunTb Nogady CBEXero Bo3ayxa.
Mpu nonagaHnm Ha KOXy

CMbITb 4OCTATOYHBIM KONMYECTBOM BOAbl. CHATL 3arpa3HeHHy0 oaexay u noctupatb nepen NoOBTOPHbIM
MCnoJsib3oBaHNeEM.
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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 cyuiectBeHHble cUMNTOMbI/3d)heKT oCcTpOoro Bo3gencremvs
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.

PA3[EI 6: Mepbl no npegoTBpalleHUio U NMMKBUAALUM aBapUnHbIX U Ype3BbIYalHbIX CUTYaLun U
X nocrneacTBumn

Mepbl NpeAoCTOPOXXHOCTU ANA NepcoHana, 3alMTHOe CHapsiXKeHue U Ype3BblyaliHble Mepbl

O6wue ykasaHus
M3beratb nbineobpasoBaHus. He BabIxaTb MNbifb.

MNpeaynpeauTenbHbie Mepbl MO OXpaHe OKpyXakolien cpefbl
Ocobble Mepbl 3allUnTbl 0pr>|<arou_te17| cpeabl He obsazarTernbHbI. 33I’p$|3HeHHbIe npeamMeTbl U NoJibl OCHOBATETbHO
OYUCTUTb COrmMacHO MHCTPYKUNAM NO 3KOJS10rnn.

MeToabl U MaTepuanb! ANA NoKanMsauum U OMUCTKU

JononHuTenbHasa uHdopmauus
CobpaTb MexaHnyeckun. C cobpaHHbIM MaTepranom obpallaTbCsl COrnacHo pasaeny no yTunusauum.

CchblKka Ha gpyrue pasgenbl
BesonacHas pabota: cMoTpu pasgen 7
WHamBuayanbHble cpeacTBa 3aluTbl: CMOTPU pasgen 8
YTunusauus: cmotpu pasgen 13

PA30EN 7: NpaBuna xpaHeHUss XMMU4YECKOW NPOAYKLMU U O6paLleHusi C Hen npu
Norpy304HO-pa3rpy304HbIX paboTax

Mepbl NpeAOCTOPOKHOCTU NPU paboTe C NPOAYKTOM

WHdopmaums o 6esonacHom obpalyeHum
Ocobble Mepbl MPEJOCTOPOXKHOCTU He 0ba3aTerbHbI.

PekomeHAauuMm no 3awute OT BO3ropaHusi U B3pbiBa
Ocobble Mepbl 3aLUTbI OT NoXapa He 06s3aTenNbHbI.

PekomeHAaauum no obuen NnpoMbILLINIEHHON rurmeHe
CHATb 3arpsisHeHHyto ogexay. lMepen nepepbiBamMu U MO OKOHYaHWIO paboTbl BbIMbITL pyku. Ha paboyeM mecte
He eCTb, HE NMUTb, HE KypUTb, HE CMOPKaTbLCS.

YcnoBusa ans 6e3onacHOro XxpaHeHUs € y4eTOM Jlo6biX HECOBMECTUMOCTEN
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Tpe60BaHI/IiI B OTHOLUEeHUN CKNaaCKUX 30H U Tapbl
XpaHMTb €MKOCTb NJ1I0THO 38KprTOl7I.

Yka3aHus no COBMEeCTHOMY XpaHeHur
Ocobble Mepbl NPegoCTOPOXKHOCTU He obszaTenbHbI.

PA3EN 8: CpeacTtBa KOHTPONSA 3a onacHbIM BO3AENCTBMEM U CpeAcTBa MUHAUBMAYaNbHOW 3alUThbl

MNapameTpbl KOHTpPONSsA

PerynupoBaHus Bo3gencTBusi

3almTHbIE U rTMrMeHnYecKme Mepbl
3awumTa rnas/nuua
Monb3oBaTbcs cpeacTBamMm 3alMThI Fnas/nuua.
3awmTa pyk
Mpun obpalleHnn ¢ XMMUYECKUMIN BELLLECTBAMWN pa3peLleH0 HOCUTb TONbKO XMMUYECKUN CTOMKMNE 3aLLMTHbIe

nepyatku ¢ mapkupoBkoi CE, Bkntouas YeTblpeX3HauHbI KOHTPOSbHLIN HOMep. BbiGupaTtb XMMmMYeckn cTonkme

3allnTHbIEe Nep4yaTkn B 3aBUCUMOCTU OT KOHLUEHTpaLUnn 1 Konn4ectBa OnacHbIX BELWECTB, a Takke OT OT

cneumdpukm paGOHero MecTa. PeKomeH,qyemyro BbIACHUTb XUMUYECKYIO CTOMKOCTb YKa3aHHbIX Bblle 3alUUTHbIX

nep4aTok Ana cneunanbHOro NpuMeHeHna y npon3soanTens.

3awumTa KoXxu
Vicnonb3oBaHue 3alUTHOM oaexapl.
3awmTa gbixaTenbHbIX NyTen

Monb3oBaTtbes cpeacrteamMu OpraHoB OblXaHUA. He BobixaTb Mbifb.

PA3LEN 9: ®u3unyeckne n xumnyeckme CBOMCcTBa

MHdopmaumsa 06 0OCHOBHbIX (hU3NKO-XMMUYECKUX CBOUCTBAX

dusmyeckoe COCTOSHUE BeLLECTBA: TBEpAbIN
LiBeT:
3anax: 6e3 3anaxa

N3mMeHeHnA cocTossHUA

Touka nnaBneHus/Touka 3aMep3aHus: He onpeeneHo
TemnepaTypa KuneHus unu Temneparypa X
Havana KuneHusl 1 amanasoH KUNeHus:
To4ka BCNbILLKN: ?
FoproyecTb
TBEPAbIN KUOKUIA: He ornpeferneHo
rasa: HENPUMEHNMO

B3pbiBoONnacHbIe CBOMCTBA
MpoaykT He sBnsaeTca: BapbiBoONaCHbIN.

HwxHWI npegen akcnosvumm: He onpefeneHo
BepxHuii npegen akcnosmuum: He onpeaeneHo

TemnepaTypa camoBO3ropaHus

TBEpOOro Tena: He onpefeneHo
rasa: HEeNnpUMeHnMo
TemnepaTypa pasnoxeHus: He onpegeneHo
pH: He onpegeneHo
PacTtBopumocTb B Boae: Het
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PacTBOPMMOCTb B APYrux pacTBOpPUTENAX
He onpepesneHo

KoadhdpuumneHT pacnpegeneHns He onpegeneHo
n-okTaHon/Boaa:
[asneHve napa: <=1100 hPa
(npun 50 °C)
MnoTHOCTb: 1,28000 g/cm?
OTHOCcUTEeNbHas NNOTHOCTL Napa: He onpeaeneHo
Opyrve gaHHble

UHdopmaums B OTHOLLIEHMUU KITacCOB (PU3NYECKOU ONacHOCTHU

Okucnsiolme cBoicTBa
He okucnutenbHbIN.

Opyrve xapakTepucTuku 6esonacHocTu
CogaepxxaHue TBepAbIX BELLECTB: 100,0 %
CKOpOCTb UCMapeHus: He onpeaeneHo

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakunoHHas cnoco6HOCTb
Mpu Hagnexatyem obpalleHnn N XxpaHeHUn onacHbIX peakumin He BO3HUKaeT.

Xummnyeckas ycCTom4MBOCTb
MpoaykT siBNsieTca CTabumnbHbLIM, ECIIN OH XPaAHWUTCA NPU HOPMarbHOM TEMMepaType OKpYKatoLLeln cpeabl.

B03MOXHOCTb ONacHbIX peakuui

OnacHble peakunn He N3BECTHbI.

YcnoBus, KOTOpbIX cneayeT usberatb
HeT

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

OnacHble NPOoAYKTbI PasnoXeHus
OnacHble NpoAyKTbl pacnaga He U3BECTHBbI.

PA3OEN 11: UHdopmMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYECKOM BO3eMCTBUMU

OcTpas TOKCMYHOCTb
Vcxoas M3 Merowmnxcsa AaHHbIX KPUTEPUN KnaccudUKauum He BbINOMHEHBI.
PasgpaxeHue n kopposus
Mcxons M3 nMeroLwmnxcst faHHbIX KpUTeEpUn Knaccudukauum He BbINOSTHEHBI.
CeHcnbunusupyowee aencTeue
Vcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudukauum He BbINOSHEHBI.
KaHueporeHHble, MyTaLUUOHHbIE NOCNeACTBUS, a TaKXKe CKOPOCTb UX pacnpocTpaHeHUs
Vcxoos M3 nMetoLwmnxcst faHHbIX KpUTeEpun Knaccudmkauum He BbINOSHEHBI.
Cneuundmyeckasi TOKCMYHOCTb A4S OTAENbHOro opraHa-MuLLIEHU NPU O[HOKPAaTHOM BO3O4EeMCTBUU
Vcxoas M3 nMeroLwmnxcsa AaHHbIX KPUTEPUN KInacCudUKauum He BbINOMHEHBI.
Cneuunduyeckasi TOKCUMHOCTb OISl OTAENIbHOrO OpraHa-MuLUIeHU NPU MHOTOKPaTHOM BO34e1UCTBUM
Mcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudukauum He BbINOSTHEHBI.
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OnacHo npu BabIxaHUn

Mcxoas M3 MMeroLWwmnxes AaHHbIX KpUTEpPUU Knaccuukaumm He BbINOMHEHbI.
Mocneayowasn nHopmauus

Cwmechb kBannduumpyeTcs kak HeonacHas cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA30EN 12: UHdopmaLmsa 0 BO3AEUCTBUM Ha OKPYXKaloLylo cpeay

ToKkcn4HOCTb
MpoaykT He ABNAETCS: QKOTOKCUYECKUIA.

CTOMKOCTb 1 pa3naraemMocTb
MpoaykT He 6GbIN NpoBeEpeH.

MNoTeHuyman 6umoakkymynsumm
MpoaykT He ObiN NpPoBEpPEH.

Mob6unbLHOCTbL B No4YBe
MpoaykT He ObiN NPoBEpPEH.

OHAOKPUHHbIE pa3pylialolme CBOUCTBA

[aHHbIN NPOAYKT He COAepPXUT BellecTBo, obnagatoLlee CBOMCTBAMM, HApyLUAOWMMK paboTy 3HOAOKPUHHON

CUCTEMbI Y HeLeneBbIX OPraHN3MOoB, MOCKOSbKY HWU OAUH N3 KOMMOHEHTOB He OTBEYaeT 3TUM KpUTEPUSIM.
Opyrve BpeaHble Bo3AenNcTBUSA

OtcyTcTByeT Kakas-nubo nHpopmaums.

JononHuTenbHasi pekoMeHaauusl
He ponyckaTb nonagaHus B OKpyKatoLLyto cpegy.

PA3OEN 13: PekomeHaauuu no yaaneHuo oTxonoB (OCTaTKOB)

MeToAabl yTunmnsaumm oTxonoB

PekomeHpaums
YTunusauus B COOTBETCTBUM C AEWCTBYOLWMMM npeanucanuamu. Kogbl otxogos/o603HaveHNst OTXO40B B
cooteeTcTBUN ¢ EWC/AVV

YTunmsaumsa HeoumnLeHHOMN ynakoBKU U peKkoMeHayeMble cpeacTtea OYUCTKU

CMbITb AOCTATOYHbIM KONMYECTBOM BOAbI. [MONHOCTLIO OMNOPOXHEHHbIE YNaKOBKN MOTyT ObITb YTUNNU3NpoBaHbI.

Koabl oTxogos/o6o3Ha4yeHust otxogos B cootBeTcTBUM ¢ EWC/AVV

PA3LOEN 14: UHcdbopmauusa npu nepeBo3Kax (TpaHCNOPTUPOBaHUN)

Mopckas goctaBka (IMDG)

Homep OOH nnu He knaccuduumpoBaH B kKa4eCcTBe ONacHOro NpoAayKTa CornacHo
naeHTUdbUKaLUMOHHbIN HOMep: TpaHCMOPTHLIM NPEeANUCaHNSM.
Hapnexaulee oTrpy3o4Hoe He knaccudumumpoBaH B kKa4ecTBe onacHOro NpoAykKTa corrnacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANUCAHNAM.
Kateropus onacHoctu npu He knaccudumumpoBaH B kKa4ecTBe onacHOro NpoAykKTa corrnacHo
TPaHCNOpPTUPOBKE: TPaHCNOPTHLIM NPEANUCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoAyKTa CorfacHo

TPaHCNOPTHLIM NPEANUCaHNAM.
Bo3paywHbin Tpancnopt (ICAO-TI/IATA-DGR)

Homep OOH nnu He knaccuduumpoBaH B kayecTBe ONacHOro nNpoaykKra CornacHo
NoeHTUUKaLUNOHHbLIN HOMEP: TPaHCMNOPTHbLIM NPEeANUCaHUAM.
Hapnexallee oTrpy3o4Hoe He knaccudumumpoBaH B kKa4ecTBe onacHoOro NpoAyKTa corrnacHo
HauMeHoBaHue: TPaHCMNOPTHbLIM NPEeANUCaHUAM.
KaTeropus onacHocTu npu He knaccudumumpoBaH B kKa4ecTBe onacHoOro NpoAyKTa corrnacHo
TPaHCNOPTUPOBKE: TPaHCMNOPTHbLIM NPEeANUCaHUAM.
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YnakoBo4Hasa rpynna: He knaccudmumposaH B kKa4ecTBe onacHoOro nNpoAykKTa corrnacHo

TPaAHCNOPTHbLIM NpeannucaHnaMm.

OnacHocTb BpeQHOro BO34eNCTBUS HA OKPYXXaloLYIo cpeay

OMACHO 119 OKPY>XAIOLEN Het
CPEQObI:
CneumanbHble Mepbl NPeAOCTOPOXHOCTU ANS NoNb3oBaTens
OTcyTcTByeT 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 uHopmauusa

PepakumoHHble npumeYaHus
[aHHble npaBuna no TexHuke 6e30NacHOCTM coaepXaT N3MEHEHNS MO OTHOLLEHWIO K NpeablayLLen Bepcum B
pa3gene(ax): 7,8,9,13,15,16.

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
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
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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

CokpallieHns 1 akpoHMMbI codepaTtcsa B Tabnuue Ha cawiTte http://abk.esdscom.eu

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

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