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

UpeHTUdMKaTOp NpoayKTa
VITA VIONIC VIGO

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

Wcnonb3oBaHue BelyecTBa/cMecH
Auxilary for manufacture of dental products

HexenaTenbHble BUAbI NPUMEHEHUs!
CBefneHnsi He JOCTYMHbI

gaHHble 0 nocTaBLMKe B Nacnopte 6e30nacHoCcTu

KomnaHusi: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Ynuua: Spitalgasse 3
opoa: 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 nunuo: regulatory affairs
OnekTpoHHas noyra: info@yvita-zahnfabrik.com
NHTepHeT: www.vita-zahnfabrik.com
OTBeTCTBEHHbIV [lenapTaMeHT: Regulatory Affairs

PA3LOEN 2: UpeHTUdMKaLMA onacHOCTU (OnacHOCTeN)

Knaccudmkaums Bewecrtea unm cmecu

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

BelecTtBo He kBanudpuumpyeTcs B kayecTBe onacHoro cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

ANeMEeHTbI MapKUpoOBKU

[OononHuTenbHaA pekoMeHAauusA
medical device

Opyrve onacHocTtu
OTcyTcTBYET Kakas-nmbo nHdopmaums.

PA3OEN 3: CoctaB (uH(hopMaLma 0 KOMNOHEHTaXx)

BewectBa

Xumunyeckas XapakTepuctuka
I'Ionvlmeprle n3genna

OnacHble KOMMOHEHTbI
He (B cooTtBeTCcTBUM C PernamenT (EC) Ne 1907/2006 (REACH))

PA3LEN 4: Mepbl nepBo# NoMoOLLM

OnucaHve Mep nepBo NOMOLLM
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Mpwu BabIxaHun
CBefeHnst He JOCTYMHbI

Mpu nonagaHumn Ha KOXy
CBefeHnsi He OOCTYMHbI

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

Mpu nonagaHum B Xenyaok
CBefeHus He A0CTYMHbI

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

MNoaxopsime cpeAcTBa NOXapoTyLUEHUS
CornacoBaTb Mepbl MO TYLLEHWIO NOXapa C YCMNOBUSIMU OKpY>KatoLLe cpeapl.

Oco6ble haKkTopbl pUCKa, MCTOYHMKOM KOTOPLIX AIBNSIeTCS BeLecTBO U cCMeCb
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.

PA3LEN 6: Mepbl no npeaoTBpaLleH o U NTIMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyaLUun u
UX nocrneacTBumn

Mepbl NpeaoCTOPOXXHOCTU ANA NepcoHana, 3alMTHOe CHapsiXXeHue U Ype3BblyalHble Mepbl

O6wue ykasaHus
HeT HeobBX0aNMMOCTM B KakMX-TO OCODbIX MEPONPUATUSAX.

MpenynpegutensHbie 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.
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PekomeHaauum no 3aumMte oT BO3ropaHusi U B3pbiBa
Ocobble Mepbl NPeJoCTOPOXHOCTU He obsizaTenbHbl.

PekomeHAaauum no obuen NnpoMbILLINIEHHOW rurueHe
Ocobble Mepbl NPegOCTOPOXKHOCTM He 0bs3aTenbHbI.

OanbHenwmne ykasaHus
Ocobble Mepbl NPESOCTOPOXKHOCTU HE 065A3aTEeNbHbI.

YcnoBusa ansa 6e30nacHOro XpaHeHusi ¢ y4eToM N6bIX HECOBMECTUMOCTEN

Tpe6oBaHUA B OTHOLLIEHMWN CKNMAaACKUX 30H U Tapbl
Ocobble Mepbl MPeJOCTOPOXKHOCTU He 0ba3aTernbHbI.

YKa3aHuA N0 COBMECTHOMY XpaHeHUIo
Ocobble Mepbl MPegOCTOPOXKHOCTM He 0ba3aTernbHbI.

Oco6ble KOHeYHble 06/1acTU NPUMEHeHUs!

Auxilary for manufacture of dental products

PA3[OEN 8: CpeacTBa KOHTPONSA 3a oNacHbIM BO3AENCTBMEM U CpeAcTBa MUHAUBUAYaNbLHOW 3alUThbI

MapameTpbl KOHTPONA

PerynupoBaHusi Bo3gencrBus

Moaxopswme TexHUYECKNEe yCTPOMCTBa ynpaBreHus
Ocobble Mepbl NPeJOCTOPOXKHOCTU HE 06A3aTENbHbI.
3alWmTHbIE U FTMrMeHnYecKue Mepbl

3auwumTa rnas/nuua
Ocobble Mepbl NIPegoCTOPOXKHOCTM He 0ba3aTernbHbI.

3awumTa pyk
Mpn o6paLleHnn ¢ XUMMYeCKknMn BeLLLeCTBaMMN paspeLleHo HOCUTL TOMNbKO XMMUYECKN CTOVKNE 3aLLUUTHbIE
nepyaTtku ¢ Mapkuposkor CE, BKnoyas YeTbipex3HayHbI KOHTPOMbHLIM HOMepP. BeibupaTe Xummnyeckn ctovikne
3aLUMTHbIE NepyaTkn B 3aBMCUMOCTU OT KOHLIEHTPAaLIMKN 1 KONUYEeCTBa OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMyto BbISCHUTb XUMUYECKYIO CTOMKOCTb YKa3aHHbIX BbIle 3aLUMTHbIX
nepyaTok Ansi cneumnanbHOro NPMMEHeHUs y Npou3BoauTens.

3awumTa KoXxu
Ocobble Mepbl NPeOCTOPOXKHOCTU HE 06A3aTENbHBbI.

3awmTa gbixaTenbHbIX NyTen

Ocobble Mepbl NPpeJoCTOPOXKHOCTU He obsazaTenbHbI.

PA3OEN 9: ®dusnyeckne n xummyeckme cCBoMcTBa

UHdopmaumsi 06 0CHOBHbIX (hU3UKO-XMMUYECKUX CBOMCTBAX

dusnyeckoe CoOCTosIHME BELLECTBA: TBEpabI
LiseT:
PacTtBopumocTb B Boge: Het
[asneHune napa: <=1100 hPa
(npn 50 °C)
Opyrve gaHHble
WUHdopmaums B oTHoOLLEHMU KnaccoB (PU3NYECKOM ONacHOCTHU
OkucnstoLme ceBoncTea
He okucnutenbHbIN.

[pyrue xapakTepucTukKu 6e3onacHocT1
CopaepxaHune TBepAbIX BELLECTB: 0,0%
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PA30EN 10: CTabunbHOCTb U peakUMOHHasi CMOCOGHOCTb

PeakuMoHHasA cnocoGHOCTb
anI Haanexawlem o6pau.|,eva| N XpaHeHUn onacHbIX peaKLlMVI He BO3HUKaeT.

XumMmnyeckasi yCTOMYUBOCTb

MpoaykT sBnseTcs cTabunbHbLIM, €CNN OH XPaHWUTCHA NPY HOpMaribHOM TemnepaType OKpy>aloLLen cpeap.

B03MOXHOCTb ONacHbIX peakuun

OnacHeble peakunn He N3BeCTHbI.

YcnoBus, KOTOpbIX cneayeT nsberatb
HeT

HecoBmecTuMble MaTepuansl, KOTOpbIX cnegyeT usberatb
OTcyTcTByeT Kakas-nnbo nHpopmaums.

OnacHble NPoAYKTbI pa3noXXeHus
OnacHble NpoayKTbl pacnaja He U3BECTHbI.

PA3OEN 11: UHdhopmaums o TOKCUHHOCTHU

gaHHble O TOKCMKOJIOrMYECKOM BO3AeNCTBUMN

PA3OEN 12: UHdopmaLmsa 0 BO3AEUCTBUM Ha OKPYXKaloLyH cpeay

TOKCUYHOCTb
MpoaykT He sBNseTCA: OKOTOKCUYECKUIA
CTOMKOCTb U pasnaraemMocTb

MpoaykT He GbIN NpoBepeH.

MNoTeHuman 6M03KK!MV.I1$ILIMM

MpoaykT He GbiN NpoBepeH.

Mob6unbLHOCTbL B No4YBe
MpoaykT He ObiN NpoBEpEH.

Pe3ynbTraThbl oueHkn PBT u vPvB

OT0 BeLecTBO He cooTBeTCTBYET kpuTepuam PBT/vPvB PernameHta REACH, npunoxenue XIlI.
MpoaykT He 6bIn NpoBepeH.
OHAOKPUHHbIE pa3pylualoliMe CBOUCTBA

[HaHHoe BellecTBO He obnagaeT CBOVWCTBAMM, HapyLLALWMMK paboTy 3HAOKPUHHON CUCTEMBI Y HELleneBbIX
opraH13MoB.

Opyrve BpeaHble BO3AenWCTBUSA
OTtcyTcTBYyeT kakas-nmbo nHdopmaums.

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

PA3OEN 13: PekomeHaaumu no yaaneHuo oTXxonoB (OCTaTKOB)

MeToAabl yTunnsaumm oTxonoB

PekomeHpauus
YTunusauusi B COOTBETCTBUN C AENCTBYOLMMU NPeanucaHnsiMu.

YTunmsaums HeoumLeHHON ynakoBKU U peKoMeHayeMble cpeacTtBa OYUCTKU
O6paLLl,aTbCﬂ C 3arpA3eHHbIMU ynakoBKaMu Kak C BeLLeCTBOM.
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PA3OEN 14: NHdopmauusa npu nepeBo3kax (TPaHCNOPTUPOBaHUN)

CyxonyTHbi# TpaHcnopT (ADR/RID)

Homep OOH unu He knaccudumumpoBaHo B ka4ecTBe onacHoOro NpoaykTa B CMbIcne
MAeHTUUKALNOHHbIW HOMED: TPaHCMNOPTHbIX NPEeANUCaHNA.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaHo B Ka4ecTBe ONacHOro nNpodykra B CMbicrie
HauMeHOoBaHue: TPaHCMNOPTHbIX NPEeANUCaHNA.
KaTeropus onacHocTu npu He knaccuduumpoBaHo B Ka4ecTBe ONacHOro nNpodykra B CMbicrie
TpaHCNopPTUPOBKE: TPaHCMNOPTHbIX NPEeANUCaHNA.
YnakoBo4Has rpynna: He knaccuduumpoBaHo B Ka4ecTBe ONacHOro nNpodykra B CMbicrie

TPaHCMNOPTHbIX NPeAnUCaHNA.
CneumanbHble Mepbl NPeAoCTOPOXHOCTU ANs Nofib3oBaTens
OtcyTcTByeT Kakas-nubo nHpopmaums.
MNepeBo3ka MaccoBbIX rPy30B B cooTBeTcTBUM C Mpunoxenunem Il MAPMOJ 73/789 n Kogekcom MKX
HenpUMeHnMo

PA3OEN 15: UHdbopmMauus o HaLMOHaNbHOM U MeXAYyHapo4HOM 3aKoOHoAaTeNnbCTBe

HopmaTtuBbl N0 0XpaHe U rMrmeHe Tpyaa U NnpupogooxpaHUTenbLHoOe 3aKoHoAATebCTBO/HOPMaTUBBI,
XapakTepHble AnAa AaHHOro BewecTtBa Uiau cMecu.

HaumoHanbHble npegnucaHus
Knacc 3arpsiaHeHwsi Bogpl (D): - - He onaceH Ans BoAbl

OueHKa XMMMU4yeckon 6esonacHoCT

[nsa aTon BelwecTBa He npoBoaunack oueHka 6e3onacHoCcTU.

PA3OEN 16: JononHuTenbHas uHcgpopmauus

PeaakuMoHHble NpuMeYaHus
[laHHble npaBuna No TexHke 6e30MacHOCTM coaepXkaT N3MEHEHUs MO OTHOLLEHUIO K NpeablayLuein Bepcum B
pasgene(ax): 1.

BaxHble CCbINIKM Ha NUTepaTypy U UCTOYHUKU AaHHbIX
[HaHHble B 3TOM nacrnopTte 6€30MacHOCTM COOTBETCTBYHOT TOMY YPOBHIO CBEAEHMIA, KOTOPLIMM Mbl pacnonarany Ha
JOeHb chaun ero B nevatb. VIHopmaumsa foMmKHa CRyXuMTb BaM OTNpaBHOW TOYKON Ans Ge3onacHoro obpatleHns
C Ha3BaHHbIM B JaHHOM nacnopTe 6e30MacHOCTM NPOAYKTOM MpU XpaHeHuu, 06paboTke, TpaHCMOPTUPOBKE U
yTunm3aummn. [laHHble He OTHOCSTCS K ApYyrMM npoayktam. MockorbKy NPOAyKT CMeLLnBaeTcs Unm
nepepabaTbiBaeTCsi C ApYrMMU MaTepuanamu, AaHHble U3 3Toro nacrnopta 6e30MacHOCTU HENEPEHOCUMBI Aris
rOTOBbIX HOBbIX MaTepuanos. [laHHble B 3TOM nacrnopte 6€30MacHOCTM COOTBETCTBYHOT TOMY YPOBHIO CBEAEHMWIA,
KOTOPbLIMM Mbl pacnonarany Ha eHb caayvun ero B nevatb. MIHopmauma JormkHa CryXuTb BaM OTNPaBHOM TOYKOM
Ans 6e3onacHoro obpalleHusi ¢ Ha3BaHHbIM B JaHHOM nacropTe 6e30MacHOCTU NPOAYKTOM MpY XpaHeHUH,
06paboTke, TPAHCMOPTUPOBKE U yTUNU3aLMK. [laHHbIe HE OTHOCATCA K ApYrMM npoaykTam. MNockonbKky NpoaykT
CMeLuMBaeTCs unu nepepabaTbiBaeTCcs C ApYrMMMU MaTepuanamMmu, faHHble U3 3TOro nacrnoprta 6e3onacHocTu
HernepeHOCUMbI ANs FOTOBbIX HOBbLIX MaTepuasos.
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