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

UpeHTUdMKaTOp NpoayKTa
VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE

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
Skin Irrit. 2; H315
Eye Irrit. 2; H319
Skin Sens. 1; H317
Aquatic Chronic 3; H412

TekcT H-ppas: cmotpm B PASOESE 16.
AneMeHTbl MapKMPOBKU
PernamenTom (EC) Ne 1272/2008

OnacHble KOMMOHEHTbI, KOTOpbie AOMKHbI YTOMUHATbLCA 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
Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide

CurHanbHoe croBo: OCTOpPOXHO

MukTorpamma:

Howmep pepakumm: 3 - 3ameHsieT Bepcuio: 2 RU Oara nevatun: 21.11.2022
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YKasaHue Ha oNacHoOCTb

H315 Mpn nonagaHmn Ha KOXy BbI3blBaeT pasgpaxeHue.

H317 MpKn KOHTaKTE C KOXEeW MOXET Bbl3blBaTb anneprnyeckyto peakumio.

H319 Mpy nonagaHun B rnasa BbI3blBAET BbIPAXEHHOE pasgpakeHune.

H412 BpegHo ons BoAHbIX OpPraHM3MOB C AOSTOCPOYHbIMU NOCNEACTBUAMMU.
MpepynpexaeHus

P261 M3beraTb BObIxaHWsA rasa/napa/nbinu/asposonen.

P273 M3beratb nonagaHus B OKPYXXatLLyo cpeay.

P280 Vcnonb3yiiTe 3aWwuTHbIE NepyaTku, crneuvanbHyo ogexay, CpeacTsa 3awuThl rnas, nuua,

yLien.
P302+P352 MPU NMONAOAHUN HA KOXKY: MNMpombiTb 60MbLLINUM KONMYECTBOM BOAbI.
P305+P351+P338 MPU NMOMNAJAHNN B IMAS3A: OCTOpoXHO NMPOMbITh Ffia3a BOAOW B TEYEHNE HECKOIBbKMX

MUHYT. CHATb KOHTaKTHbIE NMH3bI, ecrii Bbl ummn nonb3yeTtecb, U eCinn 3TO JIerko caenaTtb.

M pOoOOMKNUTL NpOMbIBaHWE rnaas.

Opyrve onacHocTu

OTtcyTcTBYET Kakas-nnGo nHgopmauus.

PA3[OEN 3: CoctaB (uH(hopmaumusa 0 KOMNOHEHTaX)

Cmecu

OnacHble KOMMOHEHTbI

Homep CAS HassaHue Yactb
Homep EC [Homep WHaexc Homep REACH
Knaccudvkauus (Pernamerntom (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 15-<20 %
isomers)
276-957-5 | |01-2120751202-68
Skin Sens. 1B, Aquatic Chronic 3; H317 H412

94108-97-1 Ditrimethylolpropane Tetraacrylate 5-<10%
302-434-9 | [01-2119977121-41
Eye Irrit. 2, Aquatic Chronic 2; H319 H411

2867-47-2 2-dimethylaminoethyl methacrylate 5-<10%
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

10373-78-1 Camphorquinone 1-<5%
233-814-1 | |
Skin Irrit. 2, Eye Irrit. 2, STOT SE 3; H315 H319 H335

75980-60-8 Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide 1-<5%
278-355-8 | |
Repr. 2, Skin Sens. 1, Aquatic Chronic 2; H361f H317 H411

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-¢ppas:

cMoTpu B pasgene 16.

Homep pepakumu: 3 -
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SCL, M-chaktop n/wnu ATE

Howmep CAS Howmep EC |HaaBaHV|e Yactb|
SCL, M-cbaktop n/unu ATE

2867-47-2 220-688-8 |2-dimethylaminoethyl methacrylate 5-<10%
koxHbIn: ATE = 1100 mg/kg; opanbHbii: ATE = 500 mg/kg

79-41-4 201-204-4 |Methacrylséure <1%
nHransaunonHein: ATE = 11 mg/l (napsl); nHransaumorHeli: ATE = 1.5 mg/l (Nbinb/Tyman);
koxHbIn: ATE = 300 mg/kg; opanbHbin: ATE = 500 mg/kg

PA3OEN 4: Mepbl nepsoy nomoLuu

OnucaHve Mep nepBo NOMOLLM

Mpu BAbIXaHUM

O6ecneunTb Nogdavy cBexero Bos3ayxa. Bo Bcex criyyasix COMHEHUS MW MPW Hanmu4YMmn CUMNTOMOB 06paTUTbCA
3a KOHCyJbTauueit K Bpayy.

Mpu nonagaHum Ha KoXy
Mpn nonagaHnm Ha KOXy Cpasy e NPOMbITb BONbLUMM KONMMYECTBOM BOAbI C MbIITIOM. HemMeaneHHO CHATb BCO
3arpsi3HEHHYH0 odexay v NocTupaTb nepea NOBTOPHbLIM UCMONb3oBaHMeM. Heobxoguma BpavyebHasi noMoLLb.
lMpwu KOHTaKTe ¢ rnasamu

Mpu nonagaHuy B rnasa nNpombIBaTh rnasa npu OTKPbITbIX BEKAX ANMUTENbHOE BPEMsi BOAOM, 3aTeM HEMEAJIEHHO
0bpaTnUTbCS K FMasHoMy Bpady.

Mpu nonagaHumn B Xeny[ok
CpoyHO npononockaTb poT 1 3anvTb OOMbLUUM KONMYECTBOM BOAbI.

Haubonee cyuiectBeHHble cUMNTOMbI/3d)heKT OCTPOro Bo3gencrems
OTcyTcTBYET Kakas-nMbo nHdopmaums.

Yka3aHue Ha He06X04MMOCTb HeMeANEHHOW MeAULIMHCKON NOMOLUU U cneunanbHoe fie4eHus
CvmMmnTomMaTnyeckoe neyeHve.

PA3LEN 5: Mepbl 1 cpeacTBa ob6ecneyeHUs NOXapoB3pbIBO6Ee30NacHOCTH

CpegcTBa NoXapoTyLueHust

Moaxopsauwme cpeAacTBa NoXxapoTyLweHusa
CornacoBaTtb Mepbl NO TYLUEeHUIO NoXapa C yCroBnUaMu Opr)Ka}OU.leVI cpenbl.

Ocob6ble hakTopbl PUCKA, MICTOYHUKOM KOTOPbIX AABNSIeTCA BELeCcTBO UNu cMecb
HeBocnnameHseMbIN.

Mepbl NpegoCcTOPOXHOCTH ANs NOXapHbIX

HocuTb aBTOHOMHbBIN 3aLUUTHBIN AblXaTerbHbIA annapaTt U CTOMKUI K XMMUKaTaM 3aLlLMTHBIN KOCToM. KocTiom
NOJSTHOW 3aLUnThI.

HdononHuTenbHasa pekomeHgaums

MogaBnatb I'aSbI/I'Iapr/TyMaH C MOMOLLbIO BOAHOMN CTpyw. MCHOI‘Ib3OBaBLLIyIOC$| Ona TyweHuna 3arpasHeHHy
BO4y CO6MpaTb oTaensHo. He [onyckaTtb nonagaHua B KaHanMsauuno nnn sogoembl.

PA3LEJ 6: Mepbl no npeaoTBpaLleHUIo U NMMKBUAALMN aBapUMHbIX U Ype3BblYalHbIX CUTyauun u
UX NnocneacTBvUmn

Mepbl NpeAoCTOPOXHOCTU ANsi NepcoHana, 3alnTHOe CHapsiXXeHUe U Ype3BblYalHble Mepbl
O6Lwwue ykasaHus

O6ecneunTb XopoLuylo BeHTUnAuMo. He BabixaTh ras/abim/nap/aspo3ons. N3beratb KOHTaKTa ¢ KOXen, rnasamm
1 ogexaon. Micnonb3oBaTtb cpecTBa MHAMBMAYANbHOW 3aLUUThI.
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I'Igegyngegwrenbﬂble Mepbl MO oXpaHe OKpy>XarLen cpeabl
He Aonyckatb nonagaHua B KaHanm3auuo ninn sBoaoembl.

MeToabl U MaTepuanbi ANA NoKanMsauum U OMUCTKU

[OononHutenbHaa uHcgopmaums
CobpaTb MexaHu4yeckn. C cobpaHHbIM MaTepranom obpallaTtbCcs COrfiacHo pasgeny no yTunmsauun.

Cchblnka Ha gpyrve pasgenbl
BesonacHas pabota: cmoTpu pasgen 7
WHovBuayanbHble CpefcTBa 3almThl: CMOTpU pasgen 8
Ytunusauua: cmotpu pasgen 13

PA3OEN 7: NpaBuna xpaHeHUs XMMUYECKOW NPOAYKLMU U O6paLleHusi ¢ Hel npu
Norpy304Ho-pasrpy3oyHbIx paborax

Mepbl NPegoCTOPOXHOCTM NPU paboTe ¢ NPOAYKTOM

UHdopmauusa o 6ezonacHoM obpaLleHnum
Ocobble Mepbl NPeAOCTOPOXKHOCTY HE 06A3aTENbHBbI.

PekoMeHAaauum no 3awmte OT BO3ropaHus U B3pbiBa
Ocobble Mepbl 3aLWnTbl OT NoXxapa He 0bs3aTenNbHbI.

PekomeHAaauum no obuen NnpoMbILLINIEHHOW rurmeHe
HemeaneHo CHATL 3arpsasHeHHyto, NnponuTaHHyto ogexay. CoctaBuTb 1 cobniogaTe nnaH 3awmutsl koxu! Mepeq

nepepbiBaMun 1 B KOHLE paboTbl OCHOBATENbHO BbIMbITb PYKU W L0, NPY HEOBX0AMMOCTU NPUHATL Ayw. Ha
paboyem mMecTe He ecTb, He NMUTb, HE KYPWUTb, HE CMOPKaTbLCS.

YcnoBusa ansa 6e30nacHOro XpaHeHusi ¢ y4eToM NbbiX HECOBMECTUMOCTEN

Tpe6oBaHUA B OTHOLIEHMUWN CKNaACKUX 30H U Tapbl
XpaHUTb eMKOCTb NIOTHO 3aKPbITON.

Yka3aHUs N0 COBMeCTHOMY XpPaHEHUIo
Ocobble Mepbl NPEgOCTOPOXKHOCTU HE 065A3aTeNbHbI.

Oco6ble KOHeYHble 061acTU NPUMEHeHUs

Vicnonb3oBaHue B KayecTBe na6opaTopHoro peakTuBa

PA3OEN 8: CpeacTtBa KOHTPONSA 3a onacHbIM BO3AENCTBMEM U CpeAcTBa MUHAUBUAYaNbHOW 3alUThbl

MNapameTpbl KOHTpPONSsA

MNpeaensHo gonycTtumble koHueHTpauuu (MOK) BpegHbIx BewecTB B BO3gyxe paboyein 30HbI

Ne CAS HaumeHoBaHue BellecTBa ppm Mr/m3 Benunuuna MOK

79-41-4 2-MeTtunnpon-2-eHoBas kucrnora 10 (makcumanbHas)

2867-47-2 [OvMeTnnammHoaTUN-2-MeTUINpon-2-eHoat 80 (makcmanbHas)

13463-67-7 TwTaH guokena 10 (cpepHecMeHHast
)

PerynupoBaHus Bo3gencrBus

3awmTHbIe U rMrmneHnyeckme MepbI

3awumTa rnas/nuua
CooTBeTcTBYOLWANA 3almMTa ANs rnas: 3alumTHbIE OYKN.

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU Oara nevatun: 21.11.2022
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3awumTa pyk

Mpu 06palleHnn ¢ XMMUYECKUMY BELLLECTBAMW pa3peLLEHO HOCUTb TONbKO XUMUYECKU CTOVMKUE 3aLLUTHbIE
nepyaTkn ¢ mapkmpoBkon CE, Bknovas YeTbipeXx3HauHbIN KOHTPOSbHbLIA HOMEp. BbibupaTb XMMU4eCKM CTOMKNe
3aLLUMTHbIE NepYaTKM B 3aBUCUMOCTUN OT KOHLIEHTPALIMK 1 KONUYECTBA OMNacHbIX BELLECTB, a Takke OT OT
cneumndmkm paboyero mecta. PeKoOMeHAYEMYIO BbISICHUTb XMMUYECKYHO CTOMKOCTb YKa3aHHbIX BbILLE 3aLUUTHbLIX
nepyaTok Ansi cneumanbHOro NnpumMeHeHus y npounssoantens. PekomeHayemble npoussoguteny nepyatok KCL

DermatrilP NBR (Hutpunosbii kaydyk) Bpemsa npoHukHoBeHust 480 min
3awumTa Koxu

Vicnonb3oBaHue 3alUTHOM oaexapl.
3awmTa gbixaTenbHbIX NyTen

Mo3aboTnUTbCS 0 4OCTATOYHON BEHTUNALUMN U TOYEYHOWN BbITSIKKE B KPUTUYECKNX TOUKaX. TexHndeckas

BEHTUNAUNA paGOHero MecTa

PA3OEN 9: ®dusnyeckue n xummyeckme CBOMCcTBa

UHdopmaumnsa 06 0CHOBHbIX (hU3NKO-XMMUYECKUX CBOUCTBAX

duanyeckoe cocTosiHMe BellecTBa:
LigeT:

U3meHeHunA cocTosiHUA
Touka nnaBneHns/Touka 3aMmep3aHus:

TemnepaTypa KUNeHns Unu Temneparypa
Hayana KUMeHUs 1 AuanasoH KUNeHus:

Touka BCMbILLKN:

FoproyecTb
TBEPAbIN KUAKWNIA:
rasa:
B3pbiBoOnacHble CBOUCTBaA
MpoaykT He ABnsieTcsi: B3pbiBOONAaCHbIN.
HwxHW npegen akcnosuumu:
BepxHuii npegen akcnoanumu:

TemMnepaTypa camMoOBO3ropaHus
TBEpQoro Tena:
rasa:

TemnepaTypa pasnoxeHus:
pH:
PactBopumocTb B Boge:

PacTBOpPMMOCTbL B ApYrux pacTBOpUTENAX
He onpeaeneHo

KoadhdpunumneHT pacnpeaeneHus
n-okTaHon/soaa:

[aBneHne napa:
(npn 50 °C)
MnoTHOCTL:
OTHOCMTENbHasA NNOTHOCTL Napa:

ggyrue AaHHble

UHdopmMauusa B OTHOWEHUUN KnaccoB PM3NYeCKoM onacHOCTHU

He onpeneneHo
?

151°C

He onpeperneHo
HenpuMMeHnmo

He onpeaeneHo
He onpeaerneHo

He onpeaeneHo
HenpmMMeHnmo

He onpeperneHo
He onpepneneHo

Het

He onpeaeneHo

<=1100 hPa

He onpeperneHo
He onpeperneHo

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU
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OkucrnisioLlme ceBoicTBa
He okucnutenbHbIN.

[pyrve xapakTepucTuku 6e3onacHocTun

CopepxaHue TBEpAbIX BELECTB: 49,4 %
CKOpOCTb UCnapeHus: He onpefeneHo
[ononHutenbHaa nHdopmaums

PA30EN 10: CtabunbHOCTb U peakuMoHHasi CNOCOBHOCTb

PeakuMoHHasi cnocob6HOCTb
Mpu Hagnexawem obpalleHnn N XpaHEHMN ONACHbIX PeakUMii He BO3HMKAET.

XumMmnyeckasa yCTOM4YUBOCTb

MpoaykT siBNsieTca cTabunbHbIM, ECNN OH XPaHWUTCA NPU HOPMarbHOM TeMnepaType OKpyXatoLlen cpeabl.

B03MOXHOCTb ONacHbIX QeaKHMI?'I
OnacHble peakunn He N3BeCTHbI.

YcnoBus, KoTopbix cnegyeTt usberartb
HeT

HecoBmecTuMble MaTepuans!, KOTOpbIX crneayeT usberatb
OTcyTcTBYET Kakas-nnGo nHgopmauus.

OnacHble NPOAYKTbI pasnoXXeHus
OnacHble nNpoayKTbl pacnaga He N3BECTHbI.

PA30EN 11: UHdopmaLmsi O TOKCUYHOCTU

gaHHble O TOKCUKOJIOrM4YeCcKkoM BO34ENCTBUUN

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

CAS-Homep |Ha3BaHue
MyTb BO3aECTBUS [osa Buapl NcTouHmk MeTon
BpeAHbIX BELLECTB
2867-47-2 2-dimethylaminoethyl methacrylate
opanbHbIf 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
ncnapeHue
MHransLunoHHbIN ATE 1.5 mg/l
nblNb/TyMaH

PasgpaxeHue n kopposus
Mpu nonagaHnn Ha KOXy BbI3bIBAET pasgpaxkeHue.
Mpu nonagaHum B rrnasa BbI3bIBAET BbIPAXXEHHOE pasgpaxeHue.

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU

[arta nevatu: 21.11.2022




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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE
[ata pesunsun: 18.11.2022 Kop npogykta: 218

cTpaHuua 7 n3 11

CeHcubunusupyoulee aencTeme
Mpu KOHTAKTE C KOXE MOXET BbI3bIBaTb anfieprnyeckyto 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; Diphenyl(2,4,6-trimethylbenzoyl)phosphine oxide)

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

Cneuundmyeckasi TOKCMYHOCTb ANA OTAENbHOro opraHa-MuULLIEHU NPU O[HOKPATHOM BO3AEeMCTBUU
Vcxoas M3 Merowmnxcsa AaHHbIX KPUTEPUN KnaccuduUKauum He BbINOMHEHBI.

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

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

Mocneaytowasn nHdopmauus
Cwmecb knaccudpmumpyeTtcs kak onacHas cornacHo PernamenTty (EC) Ne 1272/2008 [CLP].

PA3OEN 12: UHdhopmauus o Bo3JeMCTBMU Ha OKpPY»KatoLLyko cpeny

TOKCUYHOCTb
BpenHo ons BOOHbIX OPraHM3mMoB € AONTOCPOYHbIMU NOCNEACTBUAMU.
CTOMKOCTb 1 pa3naraeMocTb

MpoaykT He GbiN NPoBepeH.

MNoTeHUMan 6MoakkymMynsiuMm

MpoaykT He GbiN NPoBepeH.

Mo6uUnbLHOCTL B NoYBe
MpoaykT He GbiN NPoBepeH.

PesynbTaTtbl oueHku PBT n vPvB

BelectBa B cmMecu He cOOTBETCTBYHOT KpuTepuam PBT/vPvB cornacHo REACH, npunoxenue XIII.
MpoaykT He 6bin NpoBepeH.
OHOOKPUHHbIE pa3pylialolmne CBOUCTBa

[aHHbIN NPpoOyKT He COAEPXUT BellecTBo, obnanatollee CBOWCTBAMM, HApyLUAOLWUMK paboTy SHOAOKPUHHOM
CUCTEMbI Y HeLeneBbIX OPraH13mMoB, NMOCKOSbKY HWU OAUH U3 KOMMOHEHTOB He OTBEYaeT 3TUM KpUTEPUAM.

Opyrve BpeaHble Bo3AenNCcTBUSA
OtcyTcTBYyeT Kakas-nmbo nHpopmaums.

JdononHuTenbHaA peKomMmeHpauus
He ponyckaTb nonagaHvsa B kaHanusauuio unv Bogoemsl. He gonyckatb nonagaHus B rpyHTOBOE
OCHOBaHue/noyBy.

PA3OEN 13: PekomeHaauuu no yaaneHuo oTxoaoB (OCTaTKOB)

MeToAabl yTUnnsaumm oTxonoB

PekomeHpauus
He gonyckaTtb nonagaHus B kKaHanu3auuioo Uiy Bogoembl. He gonyckaTe nonagaHvs B rpyHTOBOE
OCHOBaHue/no4By. YTunm3aums B COOTBETCTBMM C AENCTBYOLUMN NPeanMCaHUAMN.

YTunmsaums HeoumnLeHHOMN ynakoBKU U peKkoMeHayeMble cpeacTtea OYUCTKU

HesarpsidaeHHble 1 NycTble OT OCTAaTKOB EMKOCTU MOryT BbITb NepepaboTaHbl. ObpallaTtbes € 3arpsi3eHHbIMA
ynakoBkamu Kak ¢ BewiectBoM. Kogbl oTxogos/ob6o3HaveHnss oTxogos B cootBeTcTBum ¢ EWC/AVV

PA3OEN 14: UHcdopmauusa npu nepeBo3Kax (TpaHCNOPTUPOBaHUN)

CyxonyTHbI TpaHcnopT (ADR/RID)

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

evyaTtn: 21.11.2022




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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE

[ata pesunsun: 18.11.2022 Kop npogykta: 218 cTpaHuua 8 n3 11
Homep OOH nnu UN 3243
naeHTUUKaLUNOHHbLIN HOMED:
Hagnexaliee oTrpy3o4yHoe BELWECTBA TBEPbIE, COOEPXALUME TOKCUYHYHO KNOKOCTb,
HauMeHoBaHue: H.Y K.

(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime
thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]
ester)

KaTeropusi onacHocTu npu 6.1

TPaHCMOPTUPOBKE:

YnakoBoyHas rpynna:
JlncT onacHocTu:

KnaccudmkaumoHHbIN KOA:

Oco60 OroBopeHHbIe YCroBUs: 217 274 601
OrpaHunyeHHoe konunyecTso (LQ): 500 g
OcBOGOXOEHHbIE KONMYecTBa: E4
KaTeropusi TpaHCNOPTUPOBKN: 2

Puck Ne: 60

Kopg orpaHunyeHus npoesga yepes D/E
TYHHEnu:

[ocTtaBka No BHyTpeHHUM BogHbIiM nyTAM (ADN/ADNR)
Homep OOH nnu UN 3243
naeHTUUKaLNOHHbIW HOMED:

Hapgnexauiee oTrpy3o4Hoe BELLECTBA TBEPAObIE, COOEPXALUME TOKCUYHYHO XNOKOCTb,
HaMmeHoBaHwue: H.Y K.

(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime
thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]
ester)
KaTeropus onacHocTu npu 6.1
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna:
Jlnct onacHocTu:

KnaccugukaLumoHHbIN KOA:

Oco60 0roBopeHHbIE YCroBUS: 217 274 601 802
OrpanunyeHnHoe konnyectso (LQ): 500 g
OcB0bOOX/EHHbIE KOonMyecTBa: E4

Mopckas aoctaBka (IMDG)

Homep OOH nnu UN 3243
MOEeHTU(PUKALNOHHbLIA HOMEP:

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU Oara nevatun: 21.11.2022



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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE

[ata pesunsun: 18.11.2022 Kop npogykta: 218 cTpaHuua 9 n3 11
Hagnexauiee oTrpy3o4yHoe BELWECTBA TBEPbIE, COOEPXALUME TOKCUYHYHO KNOKOCTb,
HanMeHoBaHue: H.Y K.

(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime
thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]
ester)

KaTteropus onacHocTu npu 6.1

TPaHCNOPTUPOBKE:

YnakoBo4Has rpynna: 1l

Jlnct onacHocTu:

Oco60o OroBopeHHbIE YCNOoBUS: 217,274
OrpaHunueHHoe konunyectso (LQ): 500 g
OcBOBOXOEHHbIE KONMYECTBA: E4
EmS: F-A, S-A
BosaywHbin TpaHcnopT (ICAO-TI/IATA-DGR)
Homep OOH unun UN 3243
MOEHTU(DUKALUMOHHbLIN HOMEP:
Hagnexaliee oTrpy3o4yHoe BELECTBA TBEPAbIE, COOEPXALLME TOKCUYHYO XXNOKOCTD,
HavMmeHoBaHue: H.Y K.

(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dime
thacrylat (mixture of isomers), 2-Propenoic acid, 2-methyl-,
(1-methylethylidene)bis[4,1-phenyleneoxy(2-hydroxy-3,1-propanediyl)]

ester)
Kateropus onacHocTtu npu 6.1
TPaHCNOPTUPOBKE:
YnakoBo4Has rpynna: Il
Jluct onacHocTu: 6.1 \

=

\,

Oco60 oroBopeHHbIE YCNOBUS: A50
OrpanuyeHnHoe konunyecTso (LQ) 1kg
(Maccaxupckmint camoner):
Passenger LQ: Y644
OcB00OOX/OEHHbIEe KOonMyecTBa: E4
WHCTpyKums no ynakosbiBaHuio (Maccaxvpckuin camoner): 669
MakcmmanbHoe konuyecTBo (Maccaxupckuii camorner): 25 kg
MHCTpyKUMst NO ynakoBbiBaHMIO ([py30BOM camoneT): 676
MakcrumanbHoe konunyecTso (py3oBorn camorer): 100 kg

OnacHocTb BpeQHOro BO34eNCTBUS HA OKPYXXaloLYIo cpeay

OMACHO 119 OKPYXAIOLWEN Het
CPEQObI:
CneumanbHble Mepbl NPeAOCTOPOXKHOCTU ANS Nofb3oBaTens
OTcyTcTBYyeT Kakas-nnbo nHpopmaums.
MNepeBo3ka MaccoBbIX rPy30B B cooTBeTCcTBUM C Mpunoxenunem Il MAPMOJ 73/789 n Kogekcom MKX
HenpUMeHNMo

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU Oara nevatun: 21.11.2022



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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE
[ata pesunsun: 18.11.2022 Kop npogykta: 218

ctpaHuua 10 ns 11

PA3OEN 15: UHdbopmMauus o HaLMOHaNbLHOM U MeXAYyHapoAHOM 3aKOHoAaTeNnbLCTBe

HopmaTtuBbl N0 0xpaHe U rMrmeHe Tpyaa U NnpupogooxpaHUTenbLHoe 3aKkoHoAaTelbCTBO/HOPMaTUBGI,
XapakTepHble AonAa gaHHOro BewecTtBa Ui cCMecu.

MexayHapoaHoe U HauMoHanbHoe 3aKoHoAaTeNbCTBO
OrpaHunyenus no npumereHuto (REACH, npunoxenne XVII):

3anuck 75
3aKoH O NMbroTHOM Harnore Ha fneTy4ue 0,102 %
opraHunyeckue coeamHenust (NOC):
3aKoH O NMbroTHOM Harnore Ha fneTty4me 0,102 %
opraHunyeckune coeamHenus (NOC):
HanHble no gupektuse 2012/18/EC Not subject to 2012/18/EU (SEVESO IlI)
(SEVESO lll):
HaumoHanbHbIe npeanucaHus
YkasaHus 06 orpaHnyeHun CobntogaTh ykasaHus no orpaHv4eHnto paboT ¢ onacHbIMW BeLL,eCTBaMm
AesATENbHOCTY: cornacHo 3akoHy Mo oxpaHe TPyAa HeCOBEPLUEHONETHUX.
Knacc 3arpsasHenust sogpl (D): 3 - 04eHb onaceH A BoAbl
Abcopbums koxu / CeHenbunmsaums: BbI3biBaeT peakuymn NOBbILLEHHOW YYBCTBUTENBHOCTY anneprinyeckoro
XapakTepa.

OueHKa XMMHUYeckon 6esonacHoCT

OueHka 6e3onacHOCTY BELLECTB B 3TOM CMECH He NMPOBOAMIIACD.

PA3[ME 16: JononHuTtenbHaa uHdopmauus

PepakumoHHble npunmMmevyaHumsa

[laHHble npaBuna No TexHke 6e30MacHOCTM coaepXkaT N3MEHEHUs MO OTHOLLEHUIO K NpeablayLuen Bepcum B

pasgene(ax): 7,8,14.
CoKpallieHUs 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

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU

[arta nevatu: 21.11.2022




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

VITA VM LC OPAQUE PASTE und VM LC GINGIVA OPAQUE PASTE
[ata pesunsun: 18.11.2022 Kop npogykta: 218 cTpaHuua 11 ns 11

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

CokpallieHns 1 akpoHUMbI cogepaTtcs B Tabnuue Ha cawTe http://abk.esdscom.eu

Knaccudmkaumusa cmeceit 1 ncnonb3oBaHHbLIN MeToA oLeHKu cornacHo CI'C

Knaccudukaums Mpouenypa knaccugrkaumnm

Skin Irrit. 2; H315 Mpouecc pacyeTa

Eye Irrit. 2; H319 Mpouecc pacyeTa

Skin Sens. 1; H317 Mpouecc pacyeTa

Aquatic Chronic 3; H412 Mpouecc pacyeta

TekcT H-ppa3 (Homep 1 nonHbIN TEKCT)
H302 BpegHo npv npornaTtbiBaHUu.
H311 TOKCUYHO NpU KOHTaKTe C KOXEN.
H312 HaHocuT Bpeq Npu KOHTaKTe C KOXeN.
H314 Mpn nonagaHum Ha KOXy W B rnasa Bbl3blBaeT XMMUYECKUE OXOrU.
H315 Mpn nonagaHmn Ha KOXy BbI3blBaeT pasgpaxeHue.
H317 [Mpn KOHTaKTE C KOXEeW MOXET Bbl3blBaTb anfeprnyeckyto peakumio.
H319 Mpy nonagaHun B rnasa BbI3bIBAET BbIPAXXEHHOE pasgpakeHune.
H332 HaHocut Bpen npu BObIXaHWUW.
H335 MoxeT BbI3blBaTb pa3gpaxeHne BepXHUX AblXaTernbHbIX NyTewn.
H361f MpennonaraeTcs, YTO AaHHOE BELLECTBO MOXET OTpPULIATENbHO MOBMUSATL HA CNOCOBHOCTL K
0eTopoXaeHuIo.

H411 ToKCUYHO ANs BOOHbIX OPraHn3MoB C AOSITOCPOYHbLIMU NOCAEACTBUAMM.
H412 BpegHo ons BoAHbIX OpraHM3MOB C AOSTOCPOYHbIMU NOCNEACTBUAMMU.

[OononHutenbHaa uHcgpopmaums
[aHHble 6a3npyTCa Ha CEroaHSAWHEM YPOBHE HALLMX 3HAHWUIA, OOHAKO OHW HE MPeACTaBMAoT COOON rapaHTuIo
CBOWICTB NPOAYKTA U He SIBNSATCA OCHOBOW ANsi JOTOBOPHbIX MPAaBOBbLIX CBA3€EN. [JeNCTBYHOLINE 3aKOHbI U
NMOCTaHOBIEHNSI AOIMKHBI COBMI0aaTECA NonyYaTeneM Halux NPOAYKTOB NOA COOCTBEHHYH OTBETCTBEHHOCTD.

(daHHble o onacHbiM uHepedueHmam 6binu 835Mbl U3 UHGhOPMaUUOHHLIX JTUCMO8 Mo mexHuke 6e3onacHocmu
cybrnodpsi0yuKos 8 ux rnocsiedHel akmyasibHoU pedakyuu.)

Homep pepakumu: 3 - 3ameHseT Bepcuto: 2 RU Oara nevatun: 21.11.2022



