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

UpeHTUdMKaTOp NpoayKTa
VITA Artificial teeth

Opyrve koMMep4yeckue HaMMeHOBaHUA NPoAyKTa
VITA LINGOFORM®, VITA PHYSIODENS®, VITAPAN EXCELL®, VITAPAN®, EXCELL® DD FRAME,
VITAPAN PLUS®, VITAPAN®, VITAPAN® CUSPIFORM, VITAPAN® LINGOFORM DD FRAME, VITAPAN®
SYNOFORM

CooTBEeTCTBYOLINE YCTAHOBMEHHbIE 06/1aCTU NPUMEHEHUs BellecTBa UM CMECU U NMPUMEHeHune,
peKkomeHOooBaHHOE NPOTUB

Ucnonb3oBaHue BelwecTBa/cmecu
Auxilary for manufacture of dental products

HexenaTenbHble BUAbLI NPUMEHEHUS!
CeefeHusi He JOCTYMHbI

gaHHble 0 nocTaBLwMKe B Nacnopte 6e30nacHocTu

KomnaHus: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuvua: Spitalgasse 3
lopoa: D-79713 Bad Sackingen
ABOHEHTCKMI ALLNK: 1338
D-79704 Bad Spackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
KoHTakTHOE nuuo: regulatory affairs
OneKkTpoHHas noyra: info@vita-zahnfabrik.com
NHTepHeT: www.vita-zahnfabrik.com
OTBETCTBEHHbIV [lenapTameHT: Regulatory Affairs

[dononHutenbHasa nHdopmauus
medical device

PA3[LENN 2: UpeHTudMnkaumna onacHocTn (onacHocTen)

Knaccudumkaymsa Bewectea Unm cMecu

PernamenTtom (EC) Ne 1272/2008
OT0 BeLecTBO He knaccuduumpyeTcs kak onacHoe B cootBeTcTBumM ¢ PernamenTtom (EC) Ne 1272/2008.

AneMeHTbI MapKUpoBKU

[JononHutenbHasa pekomeHAauus
medical device

Opyruve onacHocTu
OtcyTcTByeT Kakas-nubo nHpopmaums.

PA3LOEN 3: CoctaB (uH(hopmaumua o KOMNOHEHTax)

BewectBa

Xumuyeckasi xapakTepucTuka
MonumepHble nsgenus

OnacHble KOMMOHEHTbI

He (B cooTtBeTCcTBUM C PernamenT (EC) Ne 1907/2006 (REACH))
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PA3OEN 4: Mepbl nepBoO# NoMoLLU

OnucaHue Mep NnepBon NOMOLLMU

Mpwu BAobIXxaHun
HeT

Mpu nonagaHumn Ha KOXy
HeT

Mpu KoHTaKTe ¢ rnasamu
Cpasy e OCTOPOXKHO U OCHOBAaTESIbHO NPOMbIThL AYLUEM Afsi a3 unm BogoMn.

Mpu nonagaHuu B Xenypok
HeT

Haubonee cyuecTtBeHHble cMMNTOMbI/3d)heKT OCTPOro Bo3gencrBms
OTcyTcTBYyeT Kakas-nnbo nHpopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe fieYeHus
CvmMmnTomaTnyeckoe neveHue.

PA3[EN 5: Mepbl n cpeacTBa obecnevyeHns NoxapoB3pbiBO6e30NacHOCTH

CpeacrTBa NoXxapoTylweHus

Noaxopsime cpeAcTBa NOXapoTyLUeHUs
CornacoBaTb Mepbl MO TYLLEHWIO NOXapa C YCMNOBUAMU OKpY>KatoLLe cpeapbl.

Oco6ble hakTopbl pUCKa, MCTOYHMKOM KOTOPLIX AIBNSETCS BeLecTBO UU cMeCb
HeBocnnameHsiembli.

Mepbl NpefoCTOPOXHOCTY ANSl NOXAPHbIX
B cnyyae noxapa: Vcnonb3oBaTb aBTOHOMHbIN AblXxaTenbHbIA annapar.

HdononHuTenbHasa peKkoMeHpauus
Mcnonb3oBaBLuytocs Ans TyLWEeHUs 3arpssHEHHY0 Boay cobupaTtb oTaenbHo. He gonyckatb nonagaHus B
KaHanusaumio UnM BogoeMbl.

PA3[EI 6: Mepbl no npegoTBpalleHUIo U NMMKBUAALUM aBapUNHbIX U Ype3BbIYalHbIX CUTYaLun U
X nocrneacTBumn

Mepbl NpeAoCTOPOXHOCTU ANA NepcoHana, 3alMUTHOe CHapsiXXeHue U Ype3BblyalHble Mepbl

O6wue ykasaHus
HeT He0BX0ANMOCTM B KaKUX-TO OCODLIX MEPONPUATUSAX.

MNpeaynpeauTenbHbie Mepbl MO OXpaHe OKpyXakollen cpefbl
He ponyckaTb nonagaHuAa B KaHanmsauuo Ui sogoembl.

MeToabl U MaTepuanbi ANA NoKanMsauum U OMUCTKU

HononHutenbHasa uHdopmaums
Cobpatb MexaHudyeckn. C cobpaHHbIM MaTepmanom obpaLlaTbCs CornacHo pasgeny no ytunusaumu.

CcbliKka Ha gpyrue pasgenbl
BesonacHasa pabota: cMoTpu pasgen 7
WHamBuayanbHble cpeacTBa 3awuTbl: CMOTPU pasgen 8
Ytunusauusa: cmotpu pasgen 13

PA30EN 7: NpaBuna xpaHeHUss XMMUYECKOW NPOAYKLMU U O6paLleHusi C Hel npu
Norpy304HO-pa3rpy30o4HbIX paboTax

Mepbl NpeoCTOPOXHOCTU NPU paboTe C NPOAYKTOM
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UHdopmauusa o 6ezonacHoM obpalleHum
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 00s3aTeNbHbI.

PekomeHaauuu no 3awure ot BO3ropaHunsa u B3pbiBa
Ocobble Mepbl 3alUTbl OT NoXapa He obsizaTenbHbl.

PekomeHAaauum no obuen NnpoMbILLINIEHHOW rurmeHe
Ocobble Mepbl NPegoCTOPOXKHOCTM He 0bs3aTenbHbI.

DanbHenwMe yKkasaHus
Ocobble Mepbl IPegoCTOPOXKHOCTM He 0bs3aTernbHbI.

YcnoBusa ansa 6e3o0nacHOro XpaHeHusi ¢ y4eTOM N6bLIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLIEHUM CKITaACKUX 30H U Tapbl
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 00s3aTeNbHbI.

Yka3zaHusi no COBMeCTHOMY XpPaHEHUIO
Ocobble Mepbl MPeJOCTOPOXKHOCTU HE 0bs3aTernbHbI.

Oco6ble KOHeYHble 061acTU NPUMEHeHuUst

Auxilary for manufacture of dental products

PA3[ENN 8: CpeAcTBa KOHTPOJA 3a ONacHbIM BO3AENCTBMEM U CpeAcTBa MUHAUBUAYaNbLHOW 3alUThbI

MapameTpbl KOHTPONA

PerynupoBaHusi Bo3gencrBus

Moaxopswme TeXHUYECKNE yCTPOMCTBA ynpaBrieHus
Ocobble Mepbl NPeJOCTOPOXKHOCTU HE 06A3aTENbHbI.
3alwmTHbIE U FTMrMeHnYecKue Mepbl

3awmTa rnas/nuua
Ocobble Mepbl IPegOCTOPOXKHOCTM He 00A3aTeNbHbI.

3awmTa pyk

Mpu o6paLleHnn ¢ XMMMYEeCKnMK BeLLLeCTBaMN paspeLleHo HOCUTL TONbKO XMMUYECKN CTOVKNE 3aLLUUTHbIe
nepyaTtku ¢ Mmapkuposkon CE, BKnoyas YeTbipex3HaYHbI KOHTPOMbHbIM HOMEpP. BeibupaTe Xummnyeckn crovikne
3aLMTHbIE NepyaTkn B 3aBMCUMOCTU OT KOHLIEHTPAaLIMK 1 KONUYECTBa OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMylo BbISCHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILE 3aLUMUTHbIX

nep4YaTok Ana cneumanbHOro NnpuMeHeHna y npon3soanTend.

3awmTa KoXxu
Ocobble Mepbl NIPegOCTOPOXKHOCTM He 0bs3aTenbHbI.
3awuTa gbixaTenbHbIX NyTen

Ocobble Mepbl NPeJoCTOPOXHOCTU He obsizaTenbHbl.

PA3OEN 9: ®n3snyeckme n XxMuMu4eckue CBOMCTBa

UHdopmaumsi 06 0CHOBHbIX (PU3UKO-XMMUYECKUX CBOMCTBAX

dusnyeckoe CoCTOsIHNE BeLLECTBA: TBEPAbIN

LiBeT:

Touyka nnasneHus/Touka 3aMep3aHuns: He onpefeneHo

loproyecTs: He onpefeneHo
HenpMMeHMMo

HwxHWI npegen akcnosnumm: He onpefeneHo

BepxHuit npenen skcnosuuun: He onpeaeneHo

TemnepaTypa pasnoxeHus: He onpefeneHo

pH: He onpefeneHo

PacteBopumocTs B Bofe: Het
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PacTBopumMoCTb B ApYrx pacTBOpUTENSIX
He onpeaeneHo
KoadhunumeHT pacnpenenerus
n-okTaHon/Boaa:
[aeneHue napa:
(npun 50 °C)
MnoTHOCTL:
OTHOCUTENbHAs NNIOTHOCTL Napa:

Opyrve gaHHble
UHdopMauusa B OTHOWEHUUN KnaccoB (PM3NYEeCKOM ONacHOCTHU
TemnepaTypa camoBO3ropaHus
TBepAoro tena:
rasa:
OkucnsioLwme cBorcTBa
He okucnutenbHbIN.

[pyrue xapakrepucTuMku 6e3onacHocTun
CKOpOCTb MCMapeHus:
CopepkaHue TBepAbIX BELLECTB:

He onpepnerneHo

<=1100 hPa

He onpepnerneHo
He onpepnerneHo

He onpeaeneHo
HenpmMMeHnmo

He onpefeneHo
0,0 %

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CNOCOGHOCTb

PeakumnoHHasi CMOCOGHOCTb

Mpu Hagnexallem obpalleHnn U XpaHEHUM ONacHbIX peakUmMii He BO3HUKAET.

XumMunueckas yCTONYMBOCTb

I'IponyKT ABNsieTCA CTabuIbHbLIM, ECINN OH XPaHUTCHA NpU HOPMarbHOWN TemMnepartype Opr)KaPOLLI,eVI cpenbl.

B03MOXHOCTb ONacHbLIX peakuumn

OnacHble peakuny He N3BECTHbI.

YcnoBus, KoTopbix cneayeTt usberatb
HeT

HecoBMecTuMbIe MaTepuanbl, KOTOPLIX crieayeT usberartb
OTcyTCTBYET Kakas-nnbo UHpopMaLums.

OnacHble NPOAYKTbI pa3noXeHus
OnacHeble NpPOAYKTbl pacnaga He U3BECTHbI.

PA3OEN 11: UHdopmaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYECKOM BO3eMCTBUMU

PA3OEN 12: UHchbopmauus o BO3JeMCTBMU Ha OKpYKatoLLyko cpeny

TOKCUYHOCTb
MpoaykT He siBNseTCA: OKOTOKCUYECKUIA.
CToMKOCTb U pasnaraeMocTb

MpoayKT He Gbln NPOBEPEH.

MNoTeHuman 6MoakKyMynsaLmm

MpoaykT He 6bin NpoBepeH.

Mo6unbHocTb B no4Be
MpoaykT He 6bin NpoBepeH.

Pe3ynbTaTtbl oueHku PBT n vPvB
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OT0 BeLecTBO He cooTBeTCTBYET kpuTepuam PBT/vPvB PernameHta REACH, npunoxenue XIII.
MpoaykT He 6bIN NpoBepeH.
OHAOKPUHHbIE pa3pylialoliMe CBOUCTBA
[HaHHoe BellecTBO He obnagaeT CBOWCTBAMM, HapyLLaLWMMK paboTy 3HAOKPUHHON CUCTEMBI Y HELleneBbIX
OpraHn3MoB.
Opyrve BpeaHble BO3gencTBus
OTtcyTcTBYyeT kakas-nmbo nHdopmaums.

HononHuTenbHasa pekoMeHpauuns
He ponyckaTb nonagaHvsa B kaHanusauuio unv Bogoemsl. He gonyckatb nonagaHus B rpyHTOBOE
OCHOBaHue/noyBy.

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXxoQoB (OCTaTKOB)

MeToabl yTunmsaumm oTxonos

PekomeHpauus
YTunusauusi B COOTBETCTBUN C AENCTBYOLMMM NPeanucaHnsiMu.

YTunmsauums HeoumLeHHOMN ynakoBKU U peKkoMeHayeMble cpeacTtBa OYUCTKU
06pa|.|.|,aTbc9 C 3arpsA3eHHbIMM yNnakoBKaMUn Kak C BeLLeCTBOM.

PA3OEN 14: UHcdbopmauusa npu nepeBo3kax (TpPaHCNOPTUPOBaHUN)

CyxonyTHbI1 TpaHcnopT (ADR/RID)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe onacHOro NpoaykKTa corrnacHo
naeHTMUKALUNOHHbIW HOMED: TPaHCNOPTHLIM NPEANNCAHNAM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoayKTa CorfacHo
TpaHCcnopTUpOBKe: TPaHCNOPTHLIM NPEANNCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4ecTBe OnacHOro NpoayKTa CorfacHo

TPaHCMNOPTHLIM NPEANUCAHUSM.
CneumnanbHble Mepbl NPegOCTOPOXHOCTY ANs NoJfib3oBarens
OTtcyTcTBYyeT Kakas-nmbo nHdopmaums.
MepeBo3Ka MaccoBbIX rpy3oB B cooTBeTcTBUMU C Mpunoxenuem Il MAPIMOJ 73/789 n Kogekcom MKX

HeNnpMMeHnmo

PA30EN 15: UHdopmaLmsa 0 HaUMOHaNbLHOM U MeXAyHapoAHOM 3aKoHoAaTeNnbLCTBe

HOQMaTMBbI no oxpaHe U rurueHe Tpyaa v npuponooxpaHutenbHoe 3aKOH0ane.I1bCTBO/HOEMaTMBbl,
XapakTepHble Ansa AaHHOro BewecTtBa Uiu cMecu.

HaumoHanbHble NnpegnucaHus
Knacc 3arpsisHeHust Bogbl (D): - - He onaceH Ans BoAbl

OueHKa XMMU4YecKkon 6e3onacHoCT

[lna aTon BelLecTBa He NpoBOAMIIACh OLeHKa 6e3onacHocTu.

PA3OEN 16: JononHuTenbHas nHdopmauusa

PepakumoHHble npuMeYaHus
ﬂ,aHHbIe npasuna no TexHuke ©e3onacHocTn coaepxat MamMeHeHusa No OTHOLLEHUHO K npep,bl,qyu.l,eﬁ Bepcuun B
pasgene(ax): 1.
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COKpaLI.I.eHVIH 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%

OononHutenbHaa nHdopmauus

[laHHble B 9TOM nacnopTe 6e3onacHocTH COOTBETCTBYIOT TOMY YPOBHIO CBeAEeHMI, KOTOPbIMK Mbl pacnonaranu Ha
OeHb caaym ero B nevatb. MIHpopmaumsa gomkHa CIyXnTb BamMm OTNpaBHOM TOYKOW ANsi 6GesonacHoro o6pau.|,eHm|
C Ha3BaHHbIM B JaHHOM nacnopTe GesonacHocTn NPOAYKTOM NPU XpaHEHUN, 06pa60TKe, TPaHCNOPTUPOBKE U
yTunmsauun. [aHHble He oTHoCATCA K Opyrum npoaykram. rlOCKOJ'Ibe NpoayKT cMellnBaeTca nnm

nepepaGaTblsaeTCH C Apyrmmn matepumanamu, AaHHble U3 3TOro nacnopTa GesonacHocTn HenepeHoCuMbl Ana
rOTOBbIX HOBbIX MaTepunarnos.
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