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

UpeHTUdMKaTOp NpoayKTa
VITA AMBRIA

Howmep CAS: 65997-17-3

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

UAcnonb3oBaHue BelecTBa/cmecu
Auxilary for manufacture of dental products

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

OononHutenbHaa nHdopmaums
medical device

PA3OEN 2: UpeHTUdMKaLmMa onacHoCTU (onacHoOCTeN)

Knaccudmkauusa Bewectea unm cMmecu

PernameHTom (€C) Ne 1272/2008
OTO BeLeCcTBO He knaccuduumpyeTcs kak onacHoe B cooTBeTcTBMM ¢ PernamenTtom (EC) Ne 1272/2008.

ANEeMEHTbI MapKUpoOBKU

Opyrve onacHoctu
OTtcyTcTBYyeT kakas-nmbo nHdopmaums.

PA3OEN 3: CoctaB (uH¢phopmaumusa 0 KOMNOHEHTaXx)

BewectBa

Xummnyeckasa xapaktepucTuka
KameHb, rvunc, LemMeHT, n3genust U3 ctekna u kepammku

OnacHble KOMMOHEHTbI

He (B cootBeTCcTBUM C PernameHT (EC) Ne 1907/2006 (REACH))

PA3[OEN 4: Mepbl nepBo# nomMoLum

OnucaHve Mep NnepBo NOMOLLMU

Mpwu BaobIxaHun
O6ecneunTb Nogady CBEXero Bo3ayxa.

Howmep pepakumm: 4 - 3ameHsieT Bepcuio: 3 ru Oara nevatun: 11.09.2023
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anI nonagaHUN Ha KOXY
CMbITb AOCTaTO4YHbIM KONMM4eCTBOM BOAbI. CHaTb 3arpa3HeHHyl0 oaexay U noctupatb nepen NOBTOPHbIM
McnoJsib3oBaHNeM.

lMpu KOHTaKTe ¢ rnasamu
Cpasy e OCTOPOXKHO U OCHOBATENbHO NPOMbITL AyLUEM Afs a3 v Bo4oN.

anI nonagaHuun B XXenyaok
Cpquo npononocKkaTb POT U 3anNnUTb GONbLUNM KONMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3dheKT OCTPOro Bo3gencreus
OTtcyTcTBYET Kakas-nMbo nHpopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneumanbHoe NeYyeHus
CumnTomMaTU4ECKOE NeYeHne.

PA3LEN 5: Mepbl 1 cpeacTBa o6ecneyeHUs NOXapoB3pbIBO6e30NacHOCTH

CpeacTBa NoXxapoTylweHus

Moaxopswme cpeacTasa noxapoTtylweHusa
CornacoBartb Mepbl NO TYLWEeHUIO NoXapa C yCloBUaAMU 0pr>Ka|ou4917| cpenbl.

Ocob6ble hakTopbl pUCKa, MCTOYHUKOM KOTOPLIX IBNAETCS1 BELWEeCTBO WU CMeCb
HeBocnnameHsiembli.

Mepb! NpeOCTOPOXHOCTU ANl NOXaPHbLIX
B cnyyae noxapa: Ncnonb3oBaTb aBTOHOMHbIN AblXaTerbHbI annapar.

PA3LEN 6: Mepbl no npeaoTBpaLleH o U TIMKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyauUun u
MUX nocneacTBumn

Mepbl NpeaOoCTOPOXKXHOCTU ANA NepcoHana, 3almUTHOe CHapsiXXeHue U Ype3BblyaliHble Mepbl

O6wue ykasaHusa
M3b6eraTtb nbineobpasoBaHus. He BabIxaTb MNbifb.

MpeaynpeguTenbHble Mepbl NO OXPaHe OKpyXkatolien cpeab!
Ocob6ble Mepbl 3aLMThI OKpYy>KatoLLlen cpeabl He 06si3aTenbHbl. 3arpsis3HeHHbIE NpeaMeTbl U NoSbl OCHOBaTENbHO
OYMCTUTb COMNACHO MHCTPYKLUSM MO 3KOSNOMMMN.

MeToabl u MaTepuanbl AN NoKanvM3aumm U 0O4UCTKU

HononHutenbHasa uHdopmaums
Cobpatb mexaHuyeckn. C cobpaHHbIM MaTepmanom obpaLlaTbCa CornacHo pasgeny no ytunusaumu.

Cchblika Ha gpyrue pasgenbl
BesonacHas pabota: cmoTpu pasgen 7
MHavBuayanbHble cpefcTea 3allmThl: CMOTpU pasgen 8
YTunusaumsa: cmotpm pasgen 13

PA3LEN 7: NMpaBnna xpaHeHUss XMMMU4eCKOM NPOAYKLUUM U OOpaLLeHUs C Hel npum
NOrpy304HO-pa3rpy3o4HbIX paboTax

Mepbl NpeaoCTOPOXXHOCTU NPU paboTe C NPOAYKTOM

UHdopmauusa o 6ezonacHoM obpalleHnum
Ocobble Mepbl NPESOCTOPOXKHOCTU HE 06A3aTeNbHbI.
PekomeHAaauum no 3awute oT BO3ropaHusi U B3pbiBa
Oco0ble Mepbl 3aLUTbI OT NoXkapa He 06sA3aTeNbHbI.
PekomeHaauum no o6wen NnpoMbILLINIEHHON rUrueHe
CHsTb 3arpsis3HeHHy0 ogexay. Nepen nepepbiBamMmu 1 N0 OKOHYaHMO paboTbl BbIMbITL pyku. Bo BpemMs paboTbl He
€CTb U HE NUTb.
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YcnoBusa ansa 6e30nacHOro XpaHeHusi ¢ y4eToM N6bIX HECOBMECTUMOCTEN

Tpe6oBaHMA B OTHOLIEHMM CKITAACKMX 30H U Tapbl
XpaHUTb eMKOCTb NIIOTHO 3aKPbITON.

YKa3aHuA N0 COBMECTHOMY XpaHeHUIo
Ocobble Mepbl IPegOCTOPOXKHOCTM He 00a3aTernbHbI.

Oco6ble KOHeYHble 061acTU NPUMEHeHUst

KameHb, runc, uemeHT, usgenusa us crtekna u kepamuku Auxilary for manufacture of dental products

PA3[EN 8: CpeacTBa KOHTPONSA 3a oNacHbIM BO3AENCTBMEM U CpeAcTBa MHAUBUAYaNbLHOW 3alUThbI

MapameTpbl KOHTPONA

PerynupoBaHusi Bo3gencrBus

Moaxopswme TexHUYECKNEe yCTPOMCTBa ynpaBreHus
OTOT NpoayKT Henb3a obpabaTbiBaTh NPU HEAOCTATOYHOW BEHTUMALMN.
3alWmTHbIE U FTMrMeHnYecKue Mepbl

3awwmTa rnas/nuua
Monb3oBaTbcs cpeacTBamMm 3almThl rnas/nuua.

3awumTa pyk
Mpun obpalleHnn ¢ XMMUYEeCKUMU BeLLLeCTBaMM pa3peLleH0 HOCUTb TONMbKO XUMUYECKU CTOMKMNE 3aLLMTHbIe
nepyaTtku ¢ Mapkuposkor CE, BKnoyas YeTbipex3HayHbI KOHTPOMbHbLIM HOMEpP. BeibupaTbe Xummnyeckn ctovkmne
3alUNTHbIE NepYaTKU B 3aBUCMMOCTU OT KOHLIEHTPaLUM 1 KONMMYECTBA OMacHbIX BELLIECTB, a Takke OT OT
cneundukn paboyero mecta. PekomeHayemyio BbISCHUTb XMMUYECKYH0 CTOMKOCTb YKa3aHHbIX Bbille 3aLLUMTHbIX
nepyaTok Ansi cneumnanbHOro NPMMEHeHUs y Npou3BoauTens.

3awumTa KoXxu
Mpun paboTe HOCKUTb COOTBETCTBYIOLLYHO 3aLLUTHYIO oaexay.

3awmTa gbixaTenbHbIX NyTen

Mo3aboTMTbCS O 4OCTAaTOYHON BEHTUMALNN U TOYEYHOW BbITSKKE B KPUTUYECKUX TOUKaX. DTOT NPOAYKT HeNb3A
06pa6aTbIBaTb npyv HEAOCTaTOYHON BEHTUNALMMN.

PA3[EN 9: ®n3snyeckme n XxuMu4eckue CBOMCTBa

UHdopmaumsi 06 0CHOBHbIX hU3UKO-XMMUYECKUX CBOMCTBAX

dusnyeckoe CoOCTosIHME BELLECTBA: TBEPAbIN

LiseT: npo3payHbIf

3anax: Oe3 3anaxa

Touka nnaBneHus/Touka 3aMmep3aHus: He ornpeaerneHo

TemnepaTypa KUNeHUs unu Temneparypa HENnpUMeHNMo

Ha4ana KuneHusl U amanasoH KUNeHus:

oprovecTsb: He onpeaeneHo
HENpPUMeHNMOo

HwxHU npegen akcno3uumu: He onpeferneHo

BepxHuii npegen akcnosuuum: He onpeaeneHo

Touka BCNbILLKN: HENPUMEHNMO

TemnepaTypa pasnoxeHus: He onpegeneHo

pH: He onpepeneHo

PactBopumocTb B Boge: Het

PacTBOpMMOCTb B ApYrMX pacTBOPUTENSX
He onpeneneHo
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KoadhdpuumneHT pacnpegeneHus He onpegeneHo

n-okTaHon/Boaa:

[asneHve napa: <=1100 hPa
(npun 50 °C)

MnoTHOCTbL: 2,6000 g/cm?

OTHOCUTENbHAs NNOTHOCTL Napa: He onpeaeneHo

Opyrve gaHHble
UHdopmMauusa B OTHOWEHUUN KnaccoB PM3NYEeCKOM OnacHOCTHU
TemnepaTypa camoBO3ropaHus

TBepaoro tena. He onpeaeneHo
rasa: HenpmMMeHnmo

OkucnsoLime cBoncTBa
He okucnutenbHbIn.
Lpyrue xapakTepucTukKu 6e3onacHocTu
CKOpOCTb UCNapeHus: He onpegeneHo
CopaepxaHune TBepAbIX BELLECTB: 100 %

PA3OEN 10: CTabunbHOCTb U peakUMOHHasA CMNOCOGHOCTb

PeakunoHHas cnoco6HOCTb
Mpu Hagnexaiyem obpalleHun N XxpaHeHUn ONacHbIX peakumin He BO3HUKaeT.

Xummnyeckas ycTon4MBOCTb

MpoayKT SBNsSieTCs CTabUNbHLIM, ECINIM OH XPaHUTCS NpY HOpMarbHOW TeMnepaType OKpyXatolwen cpeabl.

B03MOXHOCTb OnacHbIX DeaKHVIIZ

OnacHble peakuun He N3BECTHbI.

Ycnosus, KoTopbix cneayeTt usberatb
HeT

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

OnacHble NPoAYKTbI pasnoxeHus
OnacHeble NpPOAYKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopmaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJNIOrMYEeCKOM BO3eNCTBUMU

OcTpas TOKCUYHOCTb
Vcxoas M3 MMeoWwmnxcsa AaHHbIX KPUTEPUN KnacCcudUKauum He BbINOMHEHBI.
PasgpaxeHue n kopposus
Vcxoos 13 nMetoLwmnxcst faHHbIX KpUTeEpUn Knaccudmkauum He BbINOSHEHSI.
CeHcubunusunpyoulee gencTeme
Mcxoos M3 nMerowmnxcst faHHbIX KpUTepun Knaccudmkauum He BbINOSHEHSI.
KaHueporeHHble, MyTaLMOHHbIe NOCNEeACTBUs, a TaKke CKOPOCTb UX pacnpocTpaHeHus
Mcxoos M3 nMetoLwmnxcst faHHbIX KpUTepun Knaccudmkauum He BbINOHEHSI.
Cneuundmyeckasi TOKCMYHOCTb A4S OTAENbHOro opraHa-MuLLIEHU NPU O[HOKPATHOM BO34eMCTBUU
Vcxoas M3 MeroLwmnxcsa AaHHbIX KPUTEPUN KINacCUUKaLumM He BbIMOMHEHBI.
Cneuundmyeckasi TOKCMYHOCTb A4S OTAENbHOro opraHa-MyULLIEHU NPU MHOFOKPaTHOM BO3AEeACTBUM
Vcxons M3 nMeroLwmnxcst faHHbIX KpUTepun Knaccudukauum He BbINOSHEHBI.

OnacHo npu BOobIXaHNN
Vcxoas M3 umerLwmnxcs AaHHbIX Kputepun KﬂaCCI/ICbVIKaLWIVI He BbIMOJIHEHbI.
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Mocneayowasn nHopmauus
BelecTtBo He kBanudpuumpyeTcsa B kadyecTBe onacHoro cornacHo Pernamenty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHcbopmauus o BO3oeMCTBMU Ha OKpYKaroLlylo cpeny

TOKCUYHOCTb
MpoaykT He ABNAeTCs: QKOTOKCUYECKUIA.
CTOMKOCTb U pasnaraemMocTtb

MpoaykT He 6bin NpoBepeH.

NoTeHumMan GuoakkymMmynsauum
MpoaykT He BbiN NpoBEpEH.

Mob6unbLHOCTL B No4YBe
MpoaykT He BbiN NpoBEpPEH.

PesynbTartbl oueHku PBT n vPvB

OT0 BeLecTBO He cooTBeTCTBYET kpuTepuam PBT/vPvB PernameHta REACH, npunoxenue XIII.
MpoaykT He 6biN NpoBepeEH.
SHAOKPUHHbIE pa3pylialolie CBOUCTBA

[aHHoe BellecTBO He obnagaeT cBOMCTBaMM, HapyLlaoWwumMmn paboTy SHOOKPUHHOM CUCTEMBI Y HeLeneBbIX
OpraHvu3mMoB.

Opyrve BpegHble BO30eACTBUS
OTcyTcTByeT Kakas-nnbo nHpopmaums.

JononHutensHasi pekomeHgaums
He ponyckaTb nonagaHusi B OKPYaloLLyto Cpeay.

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXo4oB (OCTaTKOB)

MeToabl yTUnmMsaumm oTxonoB

PekomeHpauus
YTununsaumsa B COOTBETCTBUN C AEACTBYHOLLMMU NPEeAnUCaHNSIMM.

YTunusaums HeoumnweHHON ynakoBKU U peKoMeHayeMble cpeacTtea OYUCTKU
[MonHocTblO ONOPOXHEHHbIEe yNakOBKN MOTYyT ObITb YTUNn3npoBaHbl.

PA3OEN 14: UHdopmauusa npu nepeBo3Kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbI1 TpaHcnopT (ADR/RID)

Homep OOH unn He knaccudumumpoBaH B kayecTBe onacHoOro Nnpoaykra cornacHo
MaeHTUUKALUNOHHbIW HOMED: TPaHCNOPTHbLIM NPEANUCAHNAM.
Hagnexauiee oTrpy3oyHoe He knaccuduumpoBaH B Ka4ecTBe OMacHOro NpoayKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHbLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4ecTBe OMacHOro NpoayKTa CorfacHo
TpaHCcnopTUPOBKe: TPaHCNOPTHbLIM NPEANUCAHNAM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B Ka4ecTBe OMacHOro NpoayKTa CorfacHo

TPaHCNOPTHbLIM NPEANUCAHNAM.
[docTtaBka no BHyTpeHHUM BogHbiM nyTaAM (ADN/ADNR)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe onacHOro NpoaykKTa corrnacHo
naeHTUUKaLMOHHbIW HOMED: TPaHCNOPTHLIM NPEANNCAHNAM.
Hapgnexauiee oTrpy3o4Hoe He knaccuduumpoBaH B Ka4eCcTBe OnacHOro NpoayKTa corfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANNCAHNAM.
KaTeropus onacHoctu npu He knaccuduumpoBaH B Ka4eCcTBe OnacHOro NpoayKTa corfacHo
TpaHCcnopTUpPoOBKe: TPaHCNOPTHLIM NPEANNCAHNAM.
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YnakoBo4Hasa rpynna: He knaccudmumposaH B kKa4ecTBe onacHoOro nNpoAykKTa corrnacHo

TPaAHCNOPTHbLIM NpeannucaHnaMm.

Mopckas goctaBka (IMDG)

Homep OOH nnu He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo
MOEHTU(PUKALMNOHHbLIA HOMEp: TPaAHCNOPTHbIM NpeannucaHnam.
Haanexaulee oTrpy3o4yHoe He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
HanMmeHoBaHUue: TPaAHCNOPTHbLIM NpeannucaHnam.
KaTeropus onacHoctu npu He knaccudumumpoBaH B kKayeCcTBe OnacHOro NpoaykKTa CornacHo
TPaHCNOPTUPOBKE: TPaAHCNOPTHbLIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kKayecTBe OnacHOro NpoAykKTa CornacHo

TPaHCNOPTHLIM NPEANNCaHNAM.
Bo3pywHbii TpaHcnopT (ICAO-TI/IATA-DGR)

Homep OOH unu He knaccudmumpoBaH B kayecTBe onacHoOro NpoaykTa cornacHo
MaeHTUUKALUNOHHbIW HOMEP: TPaHCMOPTHbLIM NpeanUcaHnAM.
Hapgnexallee oTrpy3o4Hoe He knaccudmumpoBaH B kayecTBe onacHoOro NpoaykTa cornacHo
HanMeHoBaHUe: TPaHCNOPTHbIM NpeanucaHnam.
KaTeropus onacHocTtu npu He knaccudumumpoBaH B kayecTBe onacHoOro NpoAykTa cornacHo
TPaHCNOPTUPOBKE: TPaHCNOPTHbIM NpeannucaHnam.
YnakoBo4Has rpynna: He knaccudumumpoBaH B kayecTBe onacHoOro NnpoaykTa cornacHo

TPaHCNOPTHLIM NPEeANUCAHNUSIM.
OnacHoOCTb BpegHOro Bo34eNCTBUSl HA OKPYXXaKOLLYIO cpeay
OMACHO 119 OKPYXAIOLEN Het
CPE[ObI:

CneumanbHble Mepbl NPegOCTOPOXHOCTY ANsi Nofib3oBaTens
OTtcyTcTBYET Kakas-nMbo nHdopmaums.
MepeBo3ka MaccoBbLIX rPy30B B cooTBeTcTBUMU C Mpunoxernuem Il MAPIMOJ 73/789 n Kogekcom MKX

HenpmMmMmeHnmo

PA3OEN 15: UHdopmMauus o HaLMOHaNbLHOM U MeXAYHapoOAHOM 3aKOHoAaTeNnbCTBe

HOQMaTI/IBbI Mo oXpaHe U T’MrMeHe Tpyaa U NPUMpPoaooXpaHUTeNbLHOE 3aKOHO4aTeNbLCTBO/HOPMAaTUBbI,
XapakTepHble AnAa AaHHOro BellecTBa Ui cmecu.

HaumoHanbHbIe NpegnucaHus
Knacc 3arpssHeHus sogbl (D): - - He onaceH ansi Boabl

OueHKa XMMHUYyeckomn 6esonacHocT

[na aTon BellecTBa He NPOBOAMMACH OLEeHKa ©e3onacHocTu.

PA3OEN 16: JononHuTtenbHaa uHdopmauusa

PepakuMoHHbIe NpuMeYaHusi
[JaHHble npaBuna no TexHuke 6e30MacHOCTH CoAaepXKaT U3MEHEHWS MO OTHOLLEHWIO K NpeablayLLei Bepcum 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

[aHHble 6a3mpy}0TC$1 Ha cerogHsALwHeM ypoBHe Hallnx 3HaHWIN, OQHAKO OHW He NpPeacTaBnsalT cobon rapaHTuo
CBOMCTB npoAyKTa U He ABNAKTCA OCHOBOW 4151 4OrOBOPHbIX MPaBOBLIX CBA3EN. ﬂeVICTByIOLLI,MG 3aKOHbI U
NoCcTaHOBMEHWUs1 OMKHbI cobntoaaThbes nony4yartenem Halnx NpoayKTOB noa COGCTBEHHyIO OTBETCTBEHHOCTb.
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