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

UpeHTUdMKaTOp NpoayKTa
VITA VM LC PRE OPAQUE

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

Ucnonb3oBaHue BelecTBa/cMecH
Wcnonb3oBaHue B kKayecTBe NabopaTopHOro peakTusa

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

PernameHTom (EC) Ne 1272/2008
Eye Irrit. 2; H319
Skin Sens. 1B; H317
Aquatic Chronic 3; H412

TekcT H-ppas: cmotpm B PASOESE 16.
AneMeHTbl MapKMPOBKU

PernamenTom (EC) Ne 1272/2008

OnacHble KOMMNOHEHTbI, KOTOpble AOMMKHbI YNTOMMHATLCA Ha 3TUKETKe
(2-rvppokcunatun)meTakpunat
7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers)
2-dimethylaminoethyl methacrylate

CurHanbHoe croBo: OCTOpPOXHO

MukTorpamma:

YKazaHue Ha onacHoOCTb

H317 [Mpn KOHTaKTE C KOXEeWN MOXET Bbl3blBaTb anneprnyeckyto peakumio.
H319 Mpy nonagaHun B rnasa BbI3blBAET BbIPaXEHHOE pasgpakeHune.

Howmep pepakunm: 2 - 3ameHsieT Bepcuio: 1 RU Oara nevatun: 14.03.2023
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H412 BpegHo Ons BoAHbIX OPraHM3MOB C A0NTOCPOYHBLIMU NOCEeACTBUAMMU.
MpeaynpexaeHusn
P261 M3bBeraTb BAbixaHus rasa/napa/nbinn/asaposonen.
P280 Vicnonb3yinTte 3almnTHbIE NepYaTku, cneunansHyo ogexay, CpeacTsa 3awnuTsl rnas, nuua,
yLwen.
P305+P351+P338 MPU NMONAOAHUN B IMA3A: OcTOpoXHO NPOMbITh rfla3a BOAOW B TEYEHNE HECKOSbKMX

MUHYT. CHATb KOHTaKTHbIE NUH3bI, ecnn Bl nmmn nonb3yeTecb, U eCli 3TO JIerko caenaTtb.

[MpogomkuTe NpoMbIBaHWE rnas.

Opyrve onacHocTu

OtcyTcTByeT Kakas-nubo nHdpopmaums.

PA3OEN 3: CoctaB (uH(hopmaumua o KOMNOHEHTax)

Cwmecu

OnacHble KOMMOHEHTbI

Homep CAS HassaHune Yactb
Homep EC |Homep WHpoekc Homep REACH
Knaccudmkauus (PernameHtom (EC) Ne 1272/2008)

72869-86-4 7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of 30-<35%
isomers)
276-957-5 | [01-2120751202-68
Skin Sens. 1B, Aquatic Chronic 3; H317 H412

94108-97-1 Ditrimethylolpropane Tetraacrylate 10-<15%
302-434-9 | [01-2119977121-41
Eye Irrit. 2, Aquatic Chronic 2; H319 H411

2867-47-2 2-dimethylaminoethyl methacrylate <1%
220-688-8 [607-132-00-3 |
Acute Tox. 4, Acute Tox. 4, Skin Irrit. 2, Eye Irrit. 2, Skin Sens. 1; H312 H302 H315 H319 H317

79-41-4 Methacrylsaure <1%
201-204-4 | [01-2119463884-26
Acute Tox. 3, Acute Tox. 4, Acute Tox. 4, Skin Corr. 1A, STOT SE 3; H311 H332 H302 H314 H335

TekcT H-bpas: cmoTpu B pasgene 16.

SCL, M-cbaktop u/unu ATE

Homep CAS Homep EC |HassaHV|e YacTb|
SCL, M-cpaktop n/unn ATE

2867-47-2 220-688-8 |2-dimethy|aminoethy| methacrylate <1%
koxHbIn: ATE = 1100 mg/kg; opanbHbin: ATE = 500 mg/kg

79-41-4 201-204-4 |Methacrylséure <1%
nHransumoHHein: ATE = 11 mg/l (napbl); nHransumorHeln: ATE = 1.5 mg/l (Nbinb/TymaH);
koxHbin: ATE = 300 mg/kg; opanbHbii: ATE = 500 mg/kg

PA3LENN 4: Mepbl nepBo# NOMOLLU

OnucaHve Mep NnepBO NOMOLLMU

Mpwu BabIxa

HUN

O6ecneunTb Nogady ceexero Bo3ayxa. Bo Bcex cnyvyasix COMHEHWUs Unv Npu HannynmM CUMNTOMOB 06paTUTLCH
3a KOHCYNbTauMen K Bpavy.

Homep pepakumu: 2 -

3ameHseT Bepcuto: 1 RU

[ata nevatu: 14.03.2023
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Mpu nonagaHnm Ha KOXy
Mpn nonagaH1m Ha KOXy cpasy e NPOMbITb BONbLUMM KONUMYECTBOM BOAbl C MblNIOM. HemMeaneHHo CHATb BCO
3arpsi3HEHHY0 oexay 1 NocTupaTb nepea NOBTOPHbLIM UCMONb3oBaHMeM. Heobxoauma BpavyebHasi NoOMoLLb.
CMbITb AOCTATOYHBIM KONMYECTBOM BOAbI.

lMpwu KOHTaKTe ¢ rnasamu
[Mpn nonagaHum B rnasa NpombIBaTh rfasa npu OTKPbITLIX BeKax AnUTensHoe Bpems BoAOW, 3aTeM HeMeasleHHO
06paTuTbCs K rmasHomy Bpady.

Mpu nonagaHuun B Xxenynok
Cpo4Ho npononockaTb poT 1 3anuTb 60MNbLIMM KONTIMYECTBOM BOAbI.

Haubonee cyuecTtBeHHble cMMNTOMbI/3d)heKT OCTPOro Bo3gencreus
OTtcyTcTBYET Kakas-nMbo nHpopmaums.

YkasaHue Ha He06X0OMMOCTb HeMeANeHHOW MeAULIMHCKON NOMOLUM U cneunanbHoe NieYeHus
CumnTomMaTU4ECKOE NeYeHne.

PA3LEN 5: Mepbl 1 cpeacTBa o6ecneyeHUs NOXapoB3pbIBO6Ee30NacHOCTH

CpeacTBa noXxapoTylweHus

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

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

Mepbl NpeOoCTOPOXHOCTH ANl NOXapHbIX
HocuTb aBTOHOMHBIN 3aLWUTHBIN AblXaTenbHbIA annapaTt U CTOMKUIA K XMMUKaTaM 3aluTHbIN KocTioMm. KocTiom
NONHOW 3aLMTbI.

JononHuTenbHas peKoMeHaaums
MopaenATh rasbl/Mapbl/TymaH ¢ MOMOLLbIO BOAHOW CTPYM. VICnofb3oBaBLUYOCS AN TYLWEeHUs 3arpsi3HeHHyo
BOAy cobupaTb oTaenbHo. He gonyckaTb nonagaHus B KaHanu3aauuio Unv BoOgOeMbl.

PA3LEJ 6: Mepbl no npeaoTBpaLleHUIo U MMKBUAALMU aBapUMHbIX U Ype3BblYalHbIX CUTyauun u
UX NnocneacTBvUn

Mepbl NpeoCTOPOXHOCTY ANsi NepcoHana, 3almnTHOe CHapsiXXeHUe 1 Ype3BblYallHble Mepbl
O6Lwwue ykasaHus

O6ecneynTb XOpOLLY0 BEHTUNAUMIO. He BabIxaTk ras/abim/nap/asposonb. MaberaTb KOHTaKTa C KOXeM, rnasamm
1 odexaon. Micnonb3oBaTb cpeacTBa MHAMBUOYaNbHON 3aLLUTbI.

MpeaynpegutenbHble MepbI MO OXpPaHe OKpPYXKakLwen cpeabl
He ponyckaTb nonagaHvs B kKaHanusauuio Unv BOOOEMbI.

MeToabl U MaTepuanbl ANA NoKanMsauum U OMUCTKU

[DononHutenbHasa uHdopmaums
Cobpatb MexaHu4deckn. C cobpaHHbIM MaTepmanom obpallaTbCs cornacHo pasgeny no ytunusaumu.

Cchbifika Ha gpyrue pasgenbl
BesonacHas paboTa: cmoTpu pasgen 7

MHaomBmayanbHble cpeacTBa 3awWwuThbl: CMOTpUY pasaen 8
YTunusaumsa: cmotpum pasgen 13

PA3OEN 7: NMpaBnna xpaHeHUsi XMMU4e€CKOM NPOAYKLUUM U OOpaLLeHUs C HeWn npu
Norpy304HO-pasrpy3o4HbIX paboTax

Mepbl NpeaoCTOPOXXHOCTU NPU paboTe C NPOAYKTOM

Homep pepakumu: 2 - 3ameHseT Bepcuto: 1 RU Oara nevatun: 14.03.2023
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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

HemepaneHo cHATb 3arps3HEHHy0, NponuTaHHyo ogexay. CocTtaBuTb M cobniogatb nnaH 3awuTtel koxu! Mepen
nepepbiBaMn 1 B KOHLIEe paboTbl OCHOBATENMbHO BbIMbITb PYKM U NULIO, NpY HEO6XO0ANMOCTM NPUHATL AyLw. Ha

paboyem mMecTe He ecTb, He NMUTb, HE KYPWUTb, HE CMOPKaTLCS.

YcnoBusa ansa 6e30nacHOro XpaHeHusi C y4eToM NbbiX HECOBMECTUMOCTEN

Tpe6oBaHUA B OTHOLIEHMUWN CKNaACKUX 30H U Tapbl

XpaHUTb EMKOCTb MITIOTHO 3aKPbLITOWN.

YKa3aHMA N0 COBMECTHOMY XpaHeHUto

Ocobble Mepbl NPESOCTOPOXKHOCTU HE 06A3aTeNbHbI.

Oco6ble KOHeYHble 061acTU NPUMEHeHUs

Vicnonb3oBaHue B KayecTBe na6opaTopHoro peakTuea

PA3[LEN 8: CpeacTtBa KOHTPOJIS 3a ONacHbIM BO34eACTBMEM U CpeacTBa MHAUBUAYaNlbHOM 3aliUThbI

MNapameTpbl KOHTpPONsA

MpepenbHo fonycTuMble koHueHTpauuu (MOK) BpeaHbIx BewecTB B BO3ayxe paboyeit 30HbI

Ne CAS HanmeHoBaHue BeluecTBa ppm mr/m3 Benunuuna MAK
79-41-4 2-MeTtunnpon-2-eHoBas kucrnora 10 (makcumanbHas)
2867-47-2 [OvMeTnnammHoaTUN-2-MeTUNNpPon-2-eHoat 80 (makcmanbHas)

PerynupoBaHus BO3gencrBus

3awmTHbIe U rTMrMeHnyYeckne MepbI

3awumTa rnas/nuua

COOTBETCTByIOLIJ,aﬂ 3awuTa ana rmags: 3alnTHblie OYKN.

3awmTa pyk
Mpu 06palleHnn ¢ XMMUYECKUMY BELLLECTBAMW pa3peLLEHO HOCUTb TONBKO XUMUYECKU CTOVMKUE 3aLLUTHbIE
nepyatku ¢ mapkupoBkoi CE, Bkntouas YeTblpex3HauHbI KOHTPOSbHLIN HOMep. BbibupaTtb XMMmnyeckn ctonkme
3aLLUMTHbIE NepYaTKN B 3aBUCUMOCTU OT KOHLIEHTPALIMK 1 KONMUYECTBa OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PekoMeHayeMyto BbISSICHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILLE 3aLUMUTHbIX
nepyaTok Ans cneumanbHOro NpUMeHeHUst y nponssoautens. PekomeHayemele npoussoamTteny nepyatok KCL

Dermatril P Bpems npoHukHoBeHus 30 min NBR (HuTpunoBbin kayuyk)

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

Mo03ab0oTUTLCS 0O 4OCTATOYHON BEHTUNALUN U TOYEYHON BbITSDKKE B KPUTUYECKNX TOUKaxX. TexHndeckas
BEHTUNAUNA pa60l-|ero MecTa

Howmep pepakunm: 2 - 3ameHsieT Bepcuio: 1

[arta nevatu: 14.03.2023
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PA3[OEN 9: ®nsnyeckme n xuMmu4eckue CBoOMcTea

UHdopmaumnsa 06 0OCHOBHbIX (hU3NKO-XMMUYECKUX CBOUCTBAX

dPusmyeckoe COCTOAHUE BELLECTBA:
LiseT:

N3meHeHnA cocTossHMA
Touka nnaBneHus/Touka 3aMep3aHus:

TemnepaTypa kuneHus unu TemnepaTypa
Havana KUNeHust U AnanasoH K1NeHus:

Touka BCNbILWKM:
FoproyecTb
TBEPAbIN KUOKUIA:
rasa:
B3pbiBoonacHble cBOWCTBA
MpoaykT He sBnsaeTca: B3pbiBoONaCHbIN.
HwxXHWIA npegen akcnosnumm:
BepxHuii npegen akcnosvuun:

TemnepaTypa camoBO3ropaHus
TBEpZOro Tena:
rasa:

TemnepaTypa pasnoxeHus:
pH:
PacTtBopumocTb B Boae:

PaCTBOpMMOCTb B ApPYyrux pacrtBoputensx
He onpeaeneHo

KoadhunumneHT pacnpenenerums
n-okTaHon/Boaa:

[aeneHne napa:
(npu 50 °C)
MnoTHOCTbL:
OTHOCUTENbHas NNOTHOCTL Napa:
Opyrve gaHHble
WUHdopmaums B oOTHOLIEHMM KITacCOB (PU3NYECKOWU ONaCHOCTHU

Okucnisilome cBoicTBa
He okncnutenbHbIN.

[pyrve xapakTepucTMku 6e3onacHocTun
CopepxaHue TBEpAbIX BELLECTB:
CKOpOCTb UCNapeHus:
[ononHutenbHaa nHdopmaums

He onpepneneHo
)

151 °C

He onpeaeneHo
HenpmMMeHnmo

He onpepnerneHo
He onpeaeneHo

He onpeperneHo
HenpumMmeHnmo

He onpeaeneHo
He onpeaerneHo

Het

He onpeaerneHo

<=1100 hPa

He onpeaeneHo
He onpeaerneHo

49,7 %
He onpeaeneHo

PA3OEN 10: CTabunbHOCTb U peakUMOHHas CNOCOGHOCTb

PeaKkuMoHHas cnocobHOCTb

I'Ipm Haanexawem 06anJ,eHVII/I N XpaHeHun onacHbIX peaKLlVII7I HEe BO3HUKaET.

Xummnyeckas ycCToM4MBOCTb

I'Ipo,uyKT ABNsieTCA CTabuIbHbLIM, ECNN OH XPaHUTCHA NpU HOPManbHOWN TemMnepartype Opr)KaPOLLI,eIZ cpenbl.

Howmep pepakunm: 2 - 3ameHsieT Bepcuio: 1 RU

[arta nevatu: 14.03.2023
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B0o3MOXHOCTb ONacHbIX peakguﬁ
OnacHble peakunn He N3BeCTHbI.

YcnoBus, KoTopbix cnegyeTt usberartb
HeT

HecoBmecTuMble MaTepuansl, KOTOpbIX criegyeT usberatb
OTcyTcTBYET Kakas-nnGo nHgopmaums.

OnacHble NPOAYKTbI pasnoXXeHus
OnacHble nNpoayKTbl pacnaga He N3BECTHbI.

PA3OEN 11: UHdopMaLms 0 TOKCUYHOCTH

gaHHble O TOKCUKOJIOrM4eCckoM BO34ENCTBUUN

OCTpaﬂ TOKCUYHOCTb
Vcxoas M3 umerowmnxcs AaHHbIX Kputepun KﬂaCCMCbVIKaLI,MVI He BbIMOJIHEHbI.

CAS-Homep |Ha3BaHue
MyTb BO3aeCTBUS [osa Buapl NcTouHmk MeTon
BpeHbIX BELLECTB
2867-47-2 2-dimethylaminoethyl methacrylate
oparnbHbIf ATE 500
mg/kg
KOXHbIV ATE 1100
mg/kg
79-41-4 Methacrylsaure
oparnbHbIf ATE 500
mg/kg
KOXHbIV ATE 300
mg/kg
MHransiunoHHbIN ATE 11 mg/l
ncnapeHvue
MHransunoHHbIN ATE 1.5 mg/l
nblNb/TyMaH

PasgpaxeHune n koppos3us
Mpu nonagaHum B rnasa BbI3bIBAET BbIPAXXEHHOE pasgpaxeHue.

Pasbep,aHme/pampa)KeHme KOXu: icxoas us nmerowmnxcs gaHHbIX Kputepumn KJ'IaCCI/ICbI/IKaLLI/II/I He BbIMNOJTHEHbI.

CeHcubunusupyoulee aencTeme
Mpu KOHTAKTE C KOXE MOXET BbI3bIBaTb anfiepruyeckyto peakumto.
(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers);
2-dimethylaminoethyl methacrylate)

KaHueporeHHble, MyTaLUWOHHbIE NOCNEeACTBUS, a TaKXKe CKOPOCTb UX pacnpocTpaHeHuUs
Vcxoas M3 nMmerowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbIMOMHEHbI.

Cneuundmyeckasi TOKCMYHOCTb AN OTAEeNbHOro opraHa-MyULLIEHU NPU O[HOKPATHOM BO34eMCTBUU
Vcxoas M3 nMerowmnxcsa AaHHbIX KPUTEPUN KnaccuduUKauum He BbINOMHEHBI.

Cneuundmyeckass TOKCMMHOCTb A4S OTAENbHOro opraHa-MyULLIEeHU NPU MHOFOKPaTHOM BO3AEeACTBUM
Vcxoas M3 nMmetowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbINOSHEHbI.

OnacHo npu BObIXaHWUU
Vcxoas M3 Metowmnxcs AaHHbIX KpUTEPUN Knaccudukauum He BbIMOMHEHbI.

Homep pepakumu: 2 - 3ameHsieT Bepcuto: 1 RU Oara nevatun: 14.03.2023
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Mocneayowasn nHdopmauus
Cwmecb knaccudmumpyeTtcs kak onacHas cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHcbopmauus o BO3aeMCTBMU Ha OKpYKaroLylo cpeny

TOKCUYHOCTb

BpegHo ons BoAHbIX OpraHM3MOB C AOMTOCPOYHbIMU NOCEACTBUAMM.
CTOMKOCTb U pa3naraemMocTb

MpoaykT He 6bin NpoBepeH.

NoTeHuunan 6uoakkymMynaumnm
MpoaykT He GbIN NpoBEpeH.

Mo6unbLHOCTL B No4yBe
MpoaykT He GbIN NpoBEpeH.

Pe3ynbTartbl oueHku PBT n vPvB

BelectBa B cMecu He cOOTBETCTBYHOT kKpuTepuam PBT/vPvB cornacHo REACH, npunoxenue XIII.
MpoaykT He ObiN NpoBeEpEH.
OHOOKPUHHbIE pa3pyluakline CBOUCTBa

[aHHbI NPOAYKT HE COAEePXUT BeLLecTBO, obnagatoLlee CBONCTBaMM, HapyLlaoLwumMmn paboTy SHOOKPUHHON
CUCTEMbI Yy HeLeneBbIX OPraHN3MOB, MOCKOSbKY HA OOUH U3 KOMMOHEHTOB HE OTBEYAET 3TUM KPpUTEPUAM.

Opyrue BpegHble BO3AeNCTBUS
OTcyTcTBYET Kakas-nnGo nHgopmaums.

OononHuTenbHasa pekomeHgaums
He pgonyckaTb nonagaHusa B KaHanusauuio unv Bogoemsl. He gonyckaTb nonagaHus B rpyHTOBOe
OCHOBaHuWe/noyBy.

PA3LEN 13: PekomeHAaaumu no yaaneHuo oTXxo4oB (OCTaTKOB)

MeToabl yTUnmMsaumm oTxogoB

PekomeHgauuns
He ponyckaTtb nonagaHusa B kaHanusauuioo Uiy Bogoembl. He gonyckaTe nonagaHus B rpyHTOBOE
OCHOBaHWe/noyBy. YTuUnmusaums B COOTBETCTBUM C AENCTBYHOLLMMN NPEANUCAHUAMM.

YTunusauusi HeoUMLLEHHON YNAaKOBKU U peKOMeHAyeMble CPeACcTBa OYNCTKU
OGpallaTbes ¢ 3arpsi3eHHbIMM YakoBKaMu Kak ¢ BewecTBoM. Koabl 0Txo4oB/0603Ha4YeHUst 0TXO40B B
cooTBeTcTBUU ¢ EWC/AVV

PA3OEN 14: UHdopmauusa npu nepeBo3kax (TpPaHCNOPTUPOBaHUN)

CyxonyTHbi# TpaHcnopT (ADR/RID)

Homep OOH unun He knaccudumumpoBaH B kayecTBe onacHoOro NpoAykTa cornacHo
MAeHTUUKALNOHHbIA HOMED: TPaHCNOPTHbLIM NPEANUCaHNSM.
Hagnexaliee oTrpy3oyHoe He knaccuduumpoBaH B ka4eCcTBE OMacHOro NPoAyKTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHbLIM NPEANUCaHNSM.
KaTeropus onacHocTv npu He knaccuduumpoBaH B ka4eCTBE OMacHOro NpoAyKTa CorfacHo
TpaHCNOPTUPOBKE: TPaHCNOPTHbLIM NPEANUCaHNSM.
YnakoBo4Has rpynna: He knaccuduumpoBaH B ka4eCTBE OMacHOro NpoAyKTa CorfacHo

TPaHCMNOPTHLIM NPEeANMCaHUAM.

HocTtaBka no BHyTPeHHUM BogHbIM nyTsim (ADN/ADNR)

Homep OOH unu He knaccudumumpoBaH B kayecTBe onacHoOro NpoAykTa cornacHo
MAaeHTUUKALMOHHbIW HOMED: TPaHCNOPTHLIM NPEANUCAHNSM.
Hagnexauiee oTrpy3o4Hoe He knaccuduumpoBaH B Ka4eCcTBe OMacHOro NpoaykTa CorfacHo
HauMeHoBaHue: TPaHCNOPTHLIM NPEANUCAHNAM.

Homep pepakumu: 2 - 3ameHseT Bepcuto: 1 RU Oaran

evyaTtn: 14.03.2023




VIIA

VITA Zahnfabrik H.Rauter GmbH & Co.KG

MacnopT 6e3onacHocTH

[ata pesunaun: 13.08.2019

VITA VM LC PRE OPAQUE
Kop npoaykTa: 263

cTpaHuua 8 ns 10

KaTteropus onacHocTu npu

TPaAHCNOPTUPOBKE:
YnakoBo4YHas rpynna:

Mopckas goctaBka (IMDG)
Homep OOH nnu
MaeHTUhUKALNOHHLIN HOMEpP:
Hagnexauiee oTrpy3o4yHoe
HavMeHoBaHue:

KaTeropus onacHoctu npu
TpaHCNOPTUPOBKE:
YnakoBo4Has rpynna:

Bo3pywHbii TpaHcnopT (ICAO-TI/IATA-DGR)
Homep OOH nnu
MaeHTUUKALUNOHHbIW HOMEP:
Haanexallee oTrpy3oyHoe
HauMeHoBaHue:
KaTeropus onacHoctu npu
TpaHCNopTUPOBKe:
YnakoBo4Has rpynna:

He knaccudmumposaH B kKa4ecTBe onacHoOro nNpoAykKTa corrnacHo
TPaHCMOPTHLIM NPEeAnUCaHNSM.
He knaccudmumposaH B kKa4ecTBe onacHoOro NpoAykKTa corrnacHo
TPaHCMOPTHLIM NPEeANUCaHNSM.

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaAHCNOPTHbLIM NpeannucaHnam.

He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPoAyKTa CorfacHo
TPaHCNOPTHbIM NpeanucaHnam.
He knaccuduumpoBaH B Ka4eCTBE OMacHOro NPoAyKTa CorfacHo
TPaHCNOPTHbIM NpeannucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPOoAyKTa CorfacHo
TPaHCNOPTHbIM NpeanucaHnam.
He knaccuduumpoBaH B Ka4eCTBe OMacHOro NPOoAyKTa CorfacHo
TPaHCNOPTHbIM NpeanucaHnam.

OnacHoOCTb BpegHOro Bo34eNCTBUSl HA OKPYXXaKOLLYIO cpeay

OMACHO 151 OKPYXAIOLLEW
CPE[bI:

Het

CneumnanbHble Mepbl NPeaoCcTOPOXHOCTU ANA Nofb3oBaTens

OTcyTcTBYET Kakas-nnGo nHgopMauus.

MepeBo3Ka MaccoBbIX rpy30B B cooTBeTcTBUMU C MpunoxeHuem Il MAPIMOI 73/789 n Kogekcom MKX

HenpMMeHnmo

PA30EN 15: UHdopmaLmsa 0 HaLMOHaNbLHOM U MeXAyHapoAHOM 3aKoHoAaTenbLCcTBe

HOEMaTVIBI:I no oxpaHe U rMrmeHe Tpyaa u npupoaooxpaHuTernbHoe 3aKOH0q§TeﬂI:CTBO/HODMaTMBbl,

XapakTepHble AnAa AaHHOro BewecTtBa Uiu cMecu.

MexayHapoaHoe U HauuoHanbHoe 3aKOHOAaTeNbCTBO

OrpaHuyeHus no npumeHeHuto (REACH, npunoxexue XVII):

3anucbk 75

3aKoH 0 NMbroTHOM Harnore Ha neTyyve
opraHunyeckune coeamHenus (NOC):

3aKoH O NMbroTHOM Harore Ha neTyuve
opraHudeckue coeauHeHus (JIOC):
HaHHble no amnpektuee 2012/18/EC
(SEVESO lll):

HauunoHanbHble npeanucaHus

YkasaHusi 06 orpaHu4eHun
OEeATenbHOCTH:

Knacc 3arpsasHenus sogel (D):
Abcopbums koxu / CeHenbunmsaums:

0,172 %

0,172 %

Not subject to 2012/18/EU (SEVESO I11)

CobnogaTh ykazaHus no orpaHnyeHuto paboT ¢ onacHbIMK BellecTBamMm

cornacHo 3akoHy no oxpaHe TpyAa HECOBEPLUEHONETHUX.
3 - o4eHb onaceH ans BoAbl

Bbi3biBaeT peakunun NOBLILLEHHOMN YyBCTBUTEJIbHOCTU arnneprn4eckoro

Xapakrtepa.

Homep pepakumu: 2 - 3ameHsieT Bepcuto: 1

RU [ata nevatu: 14.03.2023




VITA Zahnfabrik H.Rauter GmbH & Co.KG
MacnopTt 6e3onacHocTH

VITA VM LC PRE OPAQUE
[ata pesunaun: 13.08.2019 Kop npoaykTa: 263 cTpaHuua 9 ns 10

OueHKa XMMUYeckon 6esonacHoCT

OueHka 6e3onacHOCTM BELLECTB B 3TOM CMECH He NMPOBOAMIIACh.

PA3[ME 16: JononHuTtenbHaa uHdopmauusa

PepakumoHHbIE NpuMeYaHus
[aHHble npaBuna no TexHuke 6e30nNacHOCTM coaepXaT N3MEHEHMS MO OTHOLLEHWIO K NpeablayLUen Bepcum B
pasgene(ax): 1,2,4,5,6,7,8,9,11,12,13,14,15,16.

CoKpalleHUs U aKpOHUMbI
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
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
ICAO: International Civil Aviation Organization
MARPOL.: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
VOC: Volatile Organic Compounds
SVHC: Substance of Very High Concern
CokpalleHust n akpoHUMbI cogepxkaTcs B Tabnuue Ha cante http://abk.esdscom.eu

Homep pepakumu: 2 - 3ameHseT Bepcuto: 1 RU Oara nevatun: 14.03.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
MacnopTt 6e3onacHocTH

VITA VM LC PRE OPAQUE

[ata pesunaun: 13.08.2019 Kop npoaykTa: 263 ctpaHuua 10 ns 10
Knaccudmkauua cmecein 1 ucnonb3oBaHHbIN MeToA oLeHKU cornacHo CI'C
Knaccudmkaums Mpouenypa knaccudukaumm
Eye Irrit. 2; H319 Mpouecc pacyeta
Skin Sens. 1B; H317 Mpouecc pacyeTa
Aquatic Chronic 3; H412 Mpouecc pacyeTa
TekcT H-ppa3 (Homep 1 NnonHbIN TEKCT)
H302 BpegHo npu npornaTtbiBaHuu.
H311 TOKCUYHO NpU KOHTaKTE C KOXEWN.
H312 HaHocuT Bpeq Npu KOHTaKTe C KOXeN.
H314 Mpn nonagaHum Ha KOXy W B rnasa Bbl3blBaeT XMMUYECKUE OXOrU.
H315 Mpn nonagaHnn Ha KOXy BbI3blBaeT pasgpaxeHue.
H317 [Mpn KOHTaKTE C KOXEeW MOXET Bbl3blBaTb anneprnyeckyto peakumio.
H319 Mpy nonagaHun B rnasa BbI3blBAET BbIPAXEHHOE pasgpakeHune.
H332 HaHocut Bpeq npw BObIXaHWUW.
H335 MoxeT Bbl3blBaTb pa3gpaxeHne BepXHUX AblXaTenbHbIX NyTewn.
H411 ToKCUYHO ANst BOOHbIX OPraHn3MoB C AOSITOCPOYHbLIMU NOCNEACTBUAMM.
H412 BpegHo ons BoAHbIX OpraHM3MOB C 4OSTOCPOYHbIMU NOCNEACTBUSMMU.

[AononHutenbHaa uHcgpopmaums
[aHHble 6a3npyTCs Ha CEroaHSILLHEM YPOBHE HALLMX 3HAHWUIA, OQHAKO OHW HE MPeACTaBMsoT COOON rapaHTuIo
CBOWCTB NPOAYKTA U He SIBNSATCA OCHOBOW A5 JOTOBOPHbIX MPAaBOBbLIX CBA3€EN. [1eNCTBYHOLINE 3aKOHbI U
NMOCTaHOBMEHNSI AOIMKHbI COBM0aaTLCA NonyYaTeneM Halnx NPOAYKTOB NOA COOCTBEHHYH OTBETCTBEHHOCTD.

(daHHble o onacHbIM uHepedueHmam 6binu 835mbl U3 UHGhOPMaUUOHHLIX JIUCMO8 Mo mexHuke 6e3onacHocmu
cybrnodpsidyukoe 8 ux rnocsiedHel akmyasibHoU pedakyuu.)

Howmep pepakunm: 2 - 3ameHsieT Bepcuio: 1 RU Oara nevatun: 14.03.2023



