VITA Zahnfabrik H.Rauter GmbH & Co.KG
MHdopmaumnoHeH Jlnct 3a bBesonacHocTt
cbrnacHo PernameHT (EQO) Ne 1907/2006

VITA VM LC flow
MpepaboTeHo nsgaHue: 10.07.2023 Katanor Ne: 284 Ctpanuua 1 ot 10

PA3[OEN 1: UpeHTudmkaumsa Ha BelecTBOTO/CMeCcTa U Ha ApyKecTBoTo/npeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha NnpoayKTa
VITAVM LC flow

1.2. UgeHTUdULIMPaHU yNnoTpebu Ha BeLEeCTBOTO UMM CMEeCcTa, KOMTO ca OT 3Ha4YeHue, U ynoTtpedéu, KOUTo He
ce npenopbyBat
YnoTtpeba Ha BewecTBoTO/CMECTa
Ynotpeba Ha nabopaTtopHu peareHTu

1.3. Nogpo6HU AaHHU 32 AoCTaBYMKa Ha MH(OPMALMOHHUS NTUCT 3a 6e30NacHOCT

dupwma/llponssoaunten: VITA Zahnfabrik H.Rauter GmbH & Co.KG

Apnpec: Spitalgasse 3

Mpaa: D-79713 Bad Sackingen

TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnexTpoHHa nowa: info@vita-zahnfabrik.com

OTrOBOPEH CbTPYAHUK: regulatory affairs

EnexTpoHHa nowa: info@vita-zahnfabrik.com

Internet: www.vita-zahnfabrik.com

OtroeopeH OTgern: Regulatory Affairs

Opyrv paHHu
medical device

PA3[EN 2: OnucaHue Ha onacHoOCTUTEe

2.1. KnacudmympaHe Ha BewwecTBOTO UK cMecTa
PernameHT (EO) Ne 1272/2008

Skin Sens. 1B; H317
Aquatic Chronic 3; H412

ToueH TekcT Ha H n3peyeHus: suxte PASOEN 16.
2.2. EneMeHTM Ha eTuKeTa
PernameHT (EO) Ne 1272/2008

OnacHu cbCTaBKU KOUTO TpsiGBa fa 6baaT onMcaHu Ha eTUKeTa
2,2'-ethylenedioxydiethyl dimethacrylate
2-OMMeTUnaMmmHoeTunNMeTakpunaT
7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers)

CurHanHa gyma: BHumaHune

MukTorpamum:

MpeaynpexaeHus 3a onacHocT

H317 Moxe oa NpuyYnHKU anepruvHa KoxHa peakuus.
H412 BpeneH 3a BoOHUTE OpraHn3mn, ¢ 4bArotpaeH egexT.
Mpenopbku 3a 6esonacHocT
P261 MN3bsarearite BaMLBaHe Ha npax/nywek/ras/ganm/manapeHns/aeposonmu.
P280 M3nonsBaliTe npeanasHy pbkaBuum/npeanasHo obnekno/npeanasHy ouuna/npegnasHa
Macka 3a nuue/npeanasHy cpeacTBa 3a 3aluMTa Ha criyxa.
P302+P352 MPUN KOHTAKT C KOXXATA: amuiiTe 06unHo ¢ Boaa.
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2.3. Opyru onacHocTu

Hama Hann4yHa nHdpopmaums.

PA3[OEN 3: CbcTaB/MHpOpMaLma 3a CbCTaBKUTE

3.2. Cmecu

BaxHu cbcTaBKMu

CAS Ne

XnMmn4ecko nve

CbabpxaHue
o)

EHO Ne [Vingexc No REACH Ne

Knacudmkaums (Pernament (EO) 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
isomers)

15-<20 %

276-957-5 | [01-2120751202-68

Skin Sens. 1B, Aquatic Chronic 3; H317 H412

109-16-0

2,2'-ethylenedioxydiethyl dimethacrylate

15-<20 %

203-652-6 | [01-2119969287-21

Skin Sens. 1B; H317

94108-97-1

Ditrimethylolpropane Tetraacrylate

1-<5%

302-434-9 | [01-2119977121-41

Eye Irrit. 2, Aquatic Chronic 2; H319 H411

2867-47-2

2-,EI,I/IMeTVIJ'IaMI/IHoeTVIJ'IMeTaKpVIJ'IaT

<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

ToueH TekcT Ha H n EUH nspevenuns: Buxrte pasgen 16.
CneumnduryHM npegenHn KOHUeHTpauun, M-koedumumeHTn n ATE

CAS Ne

EHO Ne XnMnyecko nume

CbabpKaHue|
(o)

CneunduyHn NpeaenHn koHueHTpauum, M-koedpuumeHTtn n ATE

2867-47-2

220-688-8 |2-,qmmeTmnaM|/|HoeTmnmeTa Kpunat

<1%

aepmaneH: ATE = 1100 mg/kg; opaneH: ATE =500 mg/kg

PA3[EI 4: Mepku 3a nbpBa nomMmoLy,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NoOMoLY

Cnep BOouwBaHe
[a ce nogcurypu 4mcT Bb3ayx. Mpu BCUYKKM criydan Ha konebaHue unm ako uma HanmMydHM CUMNTOMM, NOTbPCETE
CbBET OT Nekap.

Cnep KOHTAKT C KoXaTa
Cnen KOHTaKT ¢ koXxara, BegHara aa ce uamme obunHo ¢ Boga n canyH. HesabaBHO cBaneTe LANOTO 3aMbPCEHO
obnekno 1 ro n3nepete npeam NoBTopHa ynotpeba. Heobxoanmo e neyeHne ot nekap.

Cnep, KOHTAaKT C o4uTte
BepgHara 1 obunHo ga ce usnnakHe ¢ odeH ayw unuv Boga. MNpu gpasHeHe B o4nTe Aa ce NoTbpcy opTanMorsor.

Cnep nornbLlaHe
BeaHara ga ce usnnakHe yctarta v Aa ce faga nosedve Boga 3a nueHe.

4.2. Han-cblLuecTBeHU OCTPU U HacTbNBalWM crneq U3BeCcTeH Nnepuog oT BpeMe CUMNTOMU U echekTun
Hama HannyHa nHpopmaums.

4.3. YKka3aHue 3a He06X0AMMOCTTa OT BCAKAKBUA HEOTNIOXKHU MEAULIMHCKU TPVXXU U cneuunanHo feyeHue

MHBeHTapeH Homep: 3 - 3amecTBa Bepcus: 2 BG - bg [ata Ha neyat: 13.07.2026
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CuMnNTOMaTUYHO NeveHue.

PA3OEN 5: NMpoTtuBonoxapHn MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoaswm noxaporacutenHu cpeacTaea
MepkuTe 3a raceHe Ha noxapa ga ce C'bO6pa3F|T C O6Kp'b)KaBaLIJ,aTa cpepna.

5.2. Oco6eHu oNacHOCTU, KOUTO MNPOU3TUYAT OT BELLECTBOTO UMK cMecTa
HesbannameHum.

5.3. CbBeTu 3a NoXXapHUKapuTte
[a ce Hocu NpOTMBOra3 ¢ aBTOHOMHO NoAaBaHEe Ha KUCIOPOA M KOCTHOM 3a XMMMyecka 3awmra. Lian sawuteH
KOCTIOM.

JonbnHUTENHU yKasaHus
[asoBeTe, n3napeHndaTa unum mornata ga ce noTywart C BOA4Ha CTpyA. 3ambpceHaTta Boga OT raceHe ga ce
c1=6|/|pa otgenHo.[la He ce ponycka n3tn4aHeTo 1 B KaHanuMsaumsita unm oTkpuTUTE BOAMU.

PA3[EJ 6: Mepku npy aBapMnHO U3nyckaHe

6.1. JiInuHu npegnasHu Mepku, npeanasHyU cpeacTBa U Nnpoueaypu Npy cnewHu cnyvyau

O6wWwm ykasaHus
[a ce ocurypu goctatbyHa BeHTUNaums. [la He ce BavwiBa rasa/auma/napute/aeposona. [Ja ce nsbsarea gonvp
Ha npogykTa C KoxaTta, ouMTe 1 06rneknoTo. Manonaeaiite nMyHa 3almTHa eKMnuMpoBkKa.

6.2. NMpegnasHu mepku 3a ona3BaHe Ha OKonHaTa cpega
[la He ce gonycka NpoHVKBaHE B KaHanu3auusaTa U oTKpuTuTe BogHu baceriHun.

6.3. MeTtogm u maTepuanu 3a orpaHu4yaBaHe U NOYUCTBaHe

Apyra nicgpopmauus
[a ce cbbupa mexaHn4Ho. B3eTnat matepman aa ce Tpetupa cbobpasHo pasaena 3a oTnagbLm.

6.4. Mo3oBaBaHe Ha Apyru pasagenu
CurypHa ynoTpe6a: BumxTe pasaen 7
MHamBmayanHo 3awuTtHo obopyaBaHe: BUXTe pasgen 8
M3Bo3BaHe: BuxKTe pasgen 13

PA3LEN 7: O6pa6oTka U cbXxpaHeHue

7.1. NpegnasHu mepku 3a 6e3onacHa pa6ora

YnbTBaHusA 3a 6e3onacHa ynotpe6a
He ca Heobxoammu cneumanH Mepku 3a 6e3onacHocT.

Yka3saHus 3a 3awmTa oT eKCnno3ums u noxap
He ca Heobxoanmu cneumnantm MEpPKKM 3a NPOTUBONOXapHa 3alluTa.

CbBeTn OTHOCHO obLiaTa XMrueHa Ha Tpyaa
BepgHara cbbnevete 3aMbpceHOTO, HanoeHo 0bnekno. CbcTaBeTe NnaH 3a nNpeanas3BaHe Ha KoXara U ro
cnassawTe! lNMpean nay3a v npy npuknovBaHe Ha paboTta Aa ce M3MuAT 4o6pe pbLeTe M NUMUETO, UK Aa ce B3eMe
ayw. [la He ce sige, Nne, Ny 1 gonycka Xxpema Ha paboTHOTO MSCTO.

7.2. YcnoBus 3a 6e30nacHO CbXpaHsBaHe, BKIKYUTENIHO HECHLBMECTUMOCTHU

N3nckeaHuA 3a cknagose U pesepeoapm
CbAabT Oa ce AbpXKKU NITbTHO 3aTBOPEH.

Mu(bopmauuﬂ 3a CbXpaHeHune B o6LwWmM cknagoBU NomMelleHUs
He ca Heobxoanmu cneumnantm MEPKKN 3a 6e3onacHocT.

7.3. CneuundcunyHa(u) kpanHa(u) ynotpeba(un)

MHBeHTapeH Homep: 3 - 3amecTBa Bepcus: 2 BG - bg [ata Ha neyat: 13.07.2026
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Ynotpeba Ha nabopaTopHu peareHTn

PA3[EI 8: KoHTpon Ha ekcno3uuuaTa/NM4HM npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpOI

8.2. KoHTpon Ha ekcno3vumsita

MHAMBMAyaﬂHM MEepPKU 3a 3alimnTa, KaTto HanpumMmep nNUYHU npegnasHu cpeacTBa

3awumTa Ha ounTe/nuueTo

M3nonaBsawte npegnasHu oqmna/npeunasHa Macka 3a nuue.

3awmTa Ha pbueTe

Mpu paboTa c xumMmMYeckn BeLLecTBa 4a Ce HOCAT CamMO PbKaBULM 3a XMMUYecka 3almTa, 0603Ha4yeHn Cbe 3HaK
CE, BkntoyBaLy, 4eTUpMUNGPEH KOHTPOrEH HoMep. BuabT Ha pbkaBuLmUTE 3a XMMMYeECKa 3aLumTa Tpsibea
BHUMaTENHoO Aa 6bae noabpaH B 3aBUCUMOCT OT KOHLIEHTpaLMsATa U KONIMYECTBOTO Ha OMacHW BellecTBa,
cbobpasHo cneuudurkaTa Ha paboTHoTO MscTo. [Npu crydaun Ha cneumanHa ynotpeba ce npenopbyBa crnpaBka
Npovn3BOANTENS, Aanu ropenocoYeHNTE 3aLUUTHN PbKaBULM NpuTexasaT Heobxoammara yCTOWYMBOCT Ha
xvMukanu. MNpenopbunTtenHn Bugose 3awmTHu pbkasuum KCL Dermatril P NBR (Hutpunos kay4yk) Bpeme 3a

npoHuksaHe 10 min
3awmTa Ha KoxaTa

M3nonseaHe Ha 3almMTHO 06nekno.

3awmTa Ha guxarTenHuTe NbTUA

Mpu HegocTaTbYHa BEHTUNALMA HOCETE CpeacTBa 3a 3aluuTa Ha auxaTenHuTe nbTuwa. Manckea ce
npoBeTpsiBaHe (MPO30pUMTE 1 BpaTuUTe Aa ca OTBOPEHW).

PA3OEN 9: ®u3anyHu n XMMUYHU CBONCTBA

9.1. UHchopMaLUMA OTHOCHO OCHOBHUTE (PM3UYHMU U XUMUYHU CBOMUCTBA

CbCTOsiHME Ha BeLeCcTBOTO:
LiBaT:
Mwupuama:

Touka Ha ToneHe/Touka Ha 3aMpb3BaHe:
Todka Ha KuneHe Uy HavanHa Tovka Ha

KWUMNEHe U UHTePBar Ha KUMeHe:
3ananumoct:

Touyka Ha Bb3nnamMeHsiBaHe:

TemnepaTypa Ha pa3nagaHe:

CT1omnHocT Ha pH:

PastBOpumMOCT BbB BoAa:

Opyrv pasteopuTenu
HeonpeaeneH

KoeduumeHT Ha pasnpegeneHune

n-okTaHon/soga:

MapHo HansraHe:

(npun 50 °C)
MnbTHOCT:

OTHOCUTENHA NITBTHOCT Ha napurte:

9.2. [ipyra nudopmauyms

BUCKO3€eH

XapakTepeH
HeonpegerneH
>283°C

HeonpeaeneH
HEnpUNoXum
151 °C
Heonpeaenex
Heonpeaenex
He

HeonpegerneH

<=1100 hPa

HeonpegerneH
HeonpegerneH

MHBeHTapeH Homep: 3 - 3amecTBa Bepcus: 2
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UHcpopmauusa BB Bpb3Ka € KnacoBeTe Ha hM3nyHa onacHocT
BapusoonacHocTu
MpoaykTbT He e: EkcnnosneeH.
Temnepatypa Ha camo3anansaHe
TBbpAO BeLeCcTBO: HeonpeaeneH
Mas: HEenpuNoXxnm
Oxkcuampalym cBorcTBa
He nogabpxa ropeHeto.

[pyru xapakTepucTuku 3a 6esonacHocT
OTHOCUTENHa CKOPOCT Ha uanapexuve: Heonpeaenex
CbAabpkaHue Ha TBbPOo BELLEeCTBO: 62,84 %

PA3LOEN 10: CTabunHocT n peakTUBHOCT

10.1. PeakumoHHa cnocobHoCT
Mpu npaBunnHo 6opaBeHe M CbXxpaHeHe B CbOTBETCTBUE C pa3nopenbnte He Bb3HMKBAT ONacHU peakuuu.

10.2. XumMun4yHa cTtabunHocTt

MpofyKTbT e CTabuIeH, ako ce CbxpaHsiBa Npy HopMmarHa TemnepaTypa Ha OKonHaTa cpega.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHM onacHu peakumm.

10.4. YcnoBus, kKouto TpsibBa Aa ce usbsrear
HUKOSI

10.5. HecbBMecTUMU MaTepuanu
Hsama HannyHa nHdopmauus.

10.6. OnacHM NpoAYyKTU Ha pa3nagaHe
He ca n3BecTHM onacHu NpoayKT! Ha pasrnaraHeTo.

PA3LOEN 11: TokcukonornyHa nHdopmauma

11.1. UHchopmauums 3a KnacoBeTe Ha ONacHOCT, onpedeneHu B PernameHT (EO) Ne 1272/2008

CunHa TOKCMYHOCT
Bb3 ocHOBa Ha HanNWYHUTE JaHHW HE ca U3MbIIHEHWN KpUTEpUKUTE 3a KnacudurumpaHe.

ATEmix npecmeTHaTt
ATE (opaneH) > 2000 mg/kg; ATE (nepmaneH) > 2000 mg/kg; ATE (uHxanatuseH napa) > 20 mg/l; ATE
(vHxanaTuBeH npax/aum) > 5 mgl/l

CAS Ne XnMnyecko ume
MapuwpyT Ha nsnaraHe |,El,03a |Bmonormqu BUA |I/I3T0\4HV|K MeTtopn
2867-47-2 2-AMMeTUNaMuHoeTUNIMETaKpunaT
opaneH ATE 500
mg/kg
aepmaneH ATE 1100
mg/kg

Pasgpa3BaHe 1 KOPO3UBHOCT
Koposusi/apasHeHe Ha koxaTa: Bb3 ocHoBa Ha Hann4yHWTE JaHHU HE Ca U3MbIHEHW KpUTEPUMUTE 3a
Knacudguumpaxe.
Cepuo3sHo yBpexaaHe Ha ounte/gpasHeHe Ha ounte: Bb3 OCHOBa Ha HaNMMYHUTE AaHHW HE ca U3MbITHEHN
KpuTepumuTe 3a Knacuduumpaxe.

MHBeHTapeH Homep: 3 - 3amecTBa Bepcust: 2 BG - bg [ata Ha neyart: 13.07.2026
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CeHcnbunusupallo aencrTeue
Moxxe fa npuynHM anepruyHa KoxkHa peakumsi.
(7,7,9-Trimethyl-4,13-dioxo-3,14-dioxa-5,12-diaza-hexadecan-1,16-diol-dimethacrylat (mixture of isomers);
2,2'-ethylenedioxydiethyl dimethacrylate; 2- aumeTnnamnHoeTunmerakpunar)

KaHueporeHHW, NpOMeHSLLM reHoTUNa U yBpeXAaally pa3MHoXaBaHeToO Bb3AeNCTBUSA
MyTareHHOCT 3a 3apoguLIHMTE KNeTku: Bb3 OCHOBa Ha HaNMMYHUTE aHHW He ca U3MbITHEHW KpUTepunTe 3a
Knacudguumpaxe.
KaHueporeHHOCT: Bb3 OCHOBa Ha Hanu4HUTE AaHHW He ca U3MbIIHEHW KpUTEpUMTE 3a knacuduumpaHe.
ToKCMYHOCT 3a penpoaykumsita: Bb3 0CHOBa Ha HaNMMYHUTE AaHHW He ca U3MbITHEHW KpUTEpUNTE 3a
Knacudguumpaxe.

CTOO (cneunduyHa TOKCUYHOCT 3a onpeaerneHn opraHu) - eAHOKpaTHa eKCno3uLums
Bb3 ocHOBa Ha HanNMYHUTE JAHHW HEe Ca U3MbITHEHWN KpUTEpUNTE 3a KnacnuduumpaHe.

CTOO (cneundnyHa TOKCUYHOCT 3a onpeaerieHn opraHu) - NoBTapslla ce eKCno3nuums
Bb3 ocHOBa Ha HaNMYHUTE OaHHW HE Ca U3MbITHEHWN KpUTEPUNTE 3a KnacuduumpaHe.

OnacHocT npu BAULLBaHe
Bb3 ocHOBa Ha HaNMYHUTE OaHHW HE Ca U3MbITHEHWN KPUTEPUNTE 3a KnacuduumpaHe.

[Opyrn naHHu 3a npoBepKu
CwmecTa e knacuduumpaHa kaTto onacHa no cmucena Ha PernamenTt (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: EkonornyHa nHdopmaums

12.1. Tokcu4HOCT

BpeneH 3a BogHUTE opraHn3mu, ¢ AbNroTpaeH eqgexT.
12.2. YCTONYMBOCT U pa3rpagumocT

MpodyKTbT He e TecTBaH.

12.3. Buoakymynupaiia cnoco6HocT
MpoayKTLT He e TecTBaH.

12.4. NpeHocnMocCT B noyBaTa
[MpoayKTLT He e TecTBaH.

12.5. Pe3ynTtaTtu ot oueHkata Ha PBT u vPvB

BelectBata B cmMecTa He oTroBapsT Ha kputepuute 3a PBT/vPvB cbrnacHo REACH, Mpunoxenne XIII.
MpoaykTLT He e TecTBaH.

12.6. CBoncTBa, Hapylwasawm yHKLUMUTE HA eHOOKPUHHATA cucTtema

To3u NpoAyKT He CbbpKa BELLECTBO, KOETO NpUTEXaBa CBONCTBA, BOAELLM A0 HapyLlaBaHe Ha PyHKUuNTE Ha
€HOKpMHHAaTa cucTema no OTHOLLEHUE Ha HEeLleNeBN OpraHM3Mu, Tbid KaTo HAMa KOMMOHEHTU, KOUTO [ia OTrOBapsT
Ha KpuTepumTe.

12.7. Opyrn He6naronpusaTHu edekTun
Hama HannyHa nHpopmaums.

JonbnHuTeNnHW AaHHWU

[a He ce ponycka NpOHUKBAHE B KaHaNM3auuaTa unm oTKpuTuTe BogHu bacenHu. [la He ce gonycka NpoOHUKBaHE
B noyBaTa/nog no4yeara.

PA3[EI 13: O6e3BpexaaHe Ha oTNagbLUTe

13.1. MeToam 3a TpeTupaHe Ha oTNagbLK

U3xBbpnsiHe Ha oTNaabLUK
[a He ce gonycka NpOHUKBaHE B KaHanNM3auusaTa unm oTkpuTuTe BogHu bacenHu. [la He ce gonycka NpoOHUKBaHe
B nouyBaTa/nog noysarta. OTnagbLuuTe Oa ce U3BO3BaT B CbOTBETCTBME C aAMUHUCTPATUBHUTE pa3nopenbu.
N3xBBbLpnsiHe Ha HENOYMCTEHU ONAKOBKM U NpenopbYaHy NoYnCcTBaLLM NpenapaTu
3ambpceHnTe ONakoBkM TpsiOBa Aa ce TpeTupaTt kaTo caMus martepuarn.

MHBeHTapeH Homep: 3 - 3amecTBa Bepcust: 2 BG - bg [ata Ha neyart: 13.07.2026
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PA3[OEN 14: UHchopmMaLMAa OTHOCHO TPAHCMOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)

14.1. Homep no cnuckbka Ha OOH
UM naeHTUdUKaLMOHEH HOMep:
14.2. To4HO HauMeHOBaHue Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu
TpaHcnopTuUpaHe:

14.4. OnakoBbY4Ha rpyna:

PeueH TpaHcnopT (ADN)

14.1. Homep no cnuckka Ha OOH
UM ngeHTUdNKaLMOHEeH HoMep:
14.2. To4HO HauMeHOBaHUe Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu
TpaHcnopTuUpaHe:

14.4. OnakoBbYHa rpyna:

TpaHcnopT no mope (IMDG)

14.1. Homep no cnucsuka Ha OOH

WU aeHTUPUKaLUMoHeH HOMep:
14.2. To4HO HAaUMEHOBaHUe Ha
nparkara no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHcNopTUpaHe:
14.4. OnakoBbY4Ha rpyna:

Bb3ayuweH TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnuckka Ha OOH
Wnu uaeHTUdUKaLMoHeH Homep:
14.2. ToyHO HAaUMEHOBaHMe Ha
npatkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu
TpaHCMopTUpaHe:

14.4. OnakoBbY4Ha rpyna:

14.5. OnacHocTu 3a oKoNHaTa cpefa

OMACHO 3A OKOIMHATA CPE[A:

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

He

14.6. CneuunanHu npeanasHM Mepku 3a norpedurenure

Hama HannyHa nHdopmauums.

14.7. MopcKku TpaHCNOPT Ha TOBapu B HaCUMHO ChCTOsIHME CbINIACHO MHCTPYMeHTU Ha MexxgyHapogHaTta

MOPCKa opraHusauuvsa
HEeNpuUNoXxmm

PA30EN 15: UHdopmauusa OTHOCHO HOpMaTUMBHaTa ypenoa

15.1. CneundnyHmM 3a BeLeCTBOTO UK CMecTa HOpMaTUBHA ypeaba/3akoHOAATEeNCTBO OTHOCHO

6e3onacHocTTa, 3APaBETO M OKONMHaTa cpeaa

EC PerynaTtopHa uHcopmauus

OrpaHunyeHus npu ynotpeba (REACH, npunoxenue XVII):

3anuc 75

MHBeHTapeH Homep: 3 - 3amecTBa Bepcus: 2

BG - bg

[ara Ha nevart: 13.07.2026




VITA Zahnfabrik H.Rauter GmbH & Co.KG
MHdopmaumnoHeH Jlnct 3a bBesonacHocTt
cbrnacHo PernameHT (EQO) Ne 1907/2006

VITA VM LC flow
MpepaboTeHo nsgaHue: 10.07.2023 Katanor Ne: 284 Ctpanuua 8 ot 10

Ownpextnea 2010/75/EC oTHOCHO 0,092 %
eMUCnnTEe OT NPoMULLNIEHOCTTA:

Oupektnea 2004/42/EO otHocHo JIOC 0,092 %
B nakose u 6owu:

OaHHn 3a Oupektua 2012/18/EC He nognexwu Ha Oupektuea 2012/18/EC (SEVESO llII)

(SEVESO llI):

HauunoHanHu pasnopea6bu

OrpaHuyeHunaTa 3a paborta: [a ce cna3eaT orpaHuyeHusiTa 3a TpyAOBa 3aeTOCT CbINacHo 3akoHa 3a
TpyaoBa 3almTa Ha mnagexTa (94/33/EO).

3ambpcsaBaHe Ha BoguTe knac (D): 3 - cMnHo 3aMbpcsBall BogaTa

AbcopbupaHe ot koxata / Bb30byxaa cBpbX4yBCTBMTENHA peakums OT anepruyeH Tun.

CeHcubunusaums:

15.2. OueHKa Ha 6e30MNacHOCT Ha XMMUYHOTO BeLlecTBO U1 cmec

He ca npaBeHn TBbpAaeHnAa OTHOCHO Ge3onacHoCcTTa Ha BellecTBaTta B Tas3u CMecC.

PA3OEN 16: Opyra nHcopmauus

MpomeHun
To3u cnMCbK CbabpXa NPOMEHN B CPaBHEHVE C NpeauLlHaTa Bepcus B pasgen(un): 1,7,9,13.

MHBeHTapeH Homep: 3 - 3amecTBa Bepcus: 2 BG - bg [ata Ha neyat: 13.07.2026



VITA Zahnfabrik H.Rauter GmbH & Co.KG
MHdopmaumnoHeH Jlnct 3a bBesonacHocTt
cbrnacHo PernameHT (EQO) Ne 1907/2006

VITA VM LC flow
MpepaboTeHo nsgaHue: 10.07.2023 Katanor Ne: 284 Ctpanuua 9 ot 10

Cprau.leva U aKpOHUMU
Acute Tox. 4: OcTpa TOKCUYHOCT, KaTeropusi Ha onacHocT 4
Skin Irrit. 2: IpasHeHe Ha koxaTa, kaTeropms Ha onacHocT 2
Eye Irrit. 2: Cepno3Ho Apa3HeHe Ha o4nTe, KaTeropus Ha onacHocCT 2
Skin Sens. 1: [lepmanHa ceHcMbunuaaums, kateropus Ha onacHocT 1
Skin Sens. 1B: [lepmanHa ceHcMbunuaaums, kateropus Ha onacHocT 1B
Aquatic Chronic 2: OnacHo 3a BogHaTa cpefa: XPOHWYHa OMacHOCT, KaTeropus 2
Aquatic Chronic 3: OnacHo 3a BogHaTa cpefa: XpoHMYHa OnacHoOCT, kateropust 3
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 europnen relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: 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
3a cbKpalleHVsa 1 akpoHumK BX. Tabnuuata Ha http://abbrev.esdscom.eu

Knacudmkauma Ha cmecu u n3nonsBaHu MeToAm Ha oLeHKa cbrnacHo PernamenTa (EO) Ne 1272/2008 [CLP]

Knacudpukauns MpouenypaTta 3a knacudpuumpaHe
Skin Sens. 1B; H317 M3uncnuteneH metoq
Aquatic Chronic 3; H412 M3uncnurtenen mertog

ToueH TekcT Ha H u EUH nspeyenusn (Homep 1 nbneH Tekcr)
H302 BpeneH npu nornbLiaHe.

MHBeHTapeH Homep: 3 - 3amecTBa Bepcus: 2 BG - bg [ata Ha neyat: 13.07.2026



VITA Zahnfabrik H.Rauter GmbH & Co.KG
MHdopmaumnoHeH Jlnct 3a bBesonacHocTt
cbrnacHo PernameHT (EQO) Ne 1907/2006

VITA VM LC flow

MpepaboTeHo nagaHne: 10.07.2023 Katanor Ne: 284 Ctpanuua 10 ot 10
H312 BpeneH npu KOHTaKT C KoxaTa.
H315 lMpeansBukBa gpasHeHe Ha Koxara.
H317 Moxe Aa npu4rMHU anepruyHa KoxxHa peakuus.
H319 Mpeanssunkea ceprnosHO ApasHeHe Ha o4uTe.
H411 TokcuyeH 3a BogHUTE OpraHn3mu, ¢ AbAroTpaeH egexT.
H412 BpeneH 3a BogHWTE OpraHn3mu, ¢ ObAroTpaeH egexT.

JonbhHUTENHU AaHHU
[aHHuTe ce Gasmpar Ha AHELIHOTO CbCTOSIHUE Ha HalMTe NO3HaHUs, HO Te He JaBaT rapaHumMs 3a CBOWCTBaTa Ha
NPOAaYKTUTE U HE Ca OCHOBA 3@ 3aKOHHMW JOrOBOPHM OTHOLLEHUS . MonyyaTensT Ha HalmTe NpoaykTn Tpsibea Aa
cbbnogaBa Ha cobCcTBEHA OTIOBOPHOCT CNAa3BaHETO Ha CbLUECTBYBALLM 3aKOHU 1 pa3nopeadu.

(daHHume 3a onacHume gewecmsa, enusauju 8 cbcmaea, ca 83emu guHaau om rocredHama eanudHa
mabnuyama ¢ napamempu 3a 6esonacHocm rnpu paboma, ocuaypeHa om noddocmaesyuka.)

MHBeHTapeH Homep: 3 - 3amecTBa Bepcusi: 2 BG - bg [ata Ha neyat: 13.07.2026



