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PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra
VITA Modisol

TbproBcko HaumeHoBaHue
VITA Modisol Isolierstift, VITA Modisol separating pen, VITA Modiso Insulating Pen
CAS Ne;: 8012-95-1
EHO Ne: 232-384-2
1.2. UpeHTUdMUMPaHU YyNoTpebur Ha BELLECTBOTO UM CMECTa, KOUTO ca OT 3HAYEeHUe, U ynoTpebun, KOUTo He
ce npenopbLYBaT
Ynotpe6a Ha BewecTBoTO/CMeEcTa
Auxilary for manufacture of dental products

1.3. Noapo6HU AaHHKM 3a JocTaBYMKa HA MHOPMaLUOHHUSA NUCT 3a 6e3onacHoCT

dupmal/llpomssoguTen: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Agpec: Spitalgasse 3
paa: D-79713 Bad Sackingen
MoweHcka KyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnekTpoHHa nowa: info@yvita-zahnfabrik.com
OTrOBOPEH CbTPYAHMK: regulatory affairs
EnekTpoHHa nowa: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OtroBopeH OTgen: Regulatory Affairs

Opyru gaHHu
[pyru nsgenus ¢ LeneHaco4yeHo oTaensiHe, onpeaenete

PA3OEN 2: OnucaHne Ha onacHOCTUTe

2.1. KnacudcdmumpaHe Ha BeWecTBOTO UMM CMecTa

PernamenT (EO) N2 1272/2008
BelecTBOTO He e knacudpuumpaHo kaTo onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

Opyrn nagenusa c LueneHaco4yeHo oTaensHe, onpenenerte

2.2. EnemeHTM Ha eTuKeTa

2.3. [lpyru onacHocTtu
Hama HanvyHa nHdopmauums.

PA3[OEN 3: ChcTaB/MHpopmaLma 3a cbCTaBKUTe

3.1. BewecTtBa

XumMunyecka xapaktepucTmka
Cyb6cTaHums, opraHmyeH

OnacHu cbCcTaBKu

HuKosi/HMKon (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3[OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKuTe 3a NbpBa NOMoOLL

MHBeHTapeH Homep: 6 - 3amecTBa Bepcus: 5 bg [ara Ha nevaT: 14.08.2023


mailto:info@vita-zahnfabrik.com
http://www.vita-zahnfabrik.com

VITA Zahnfabrik H.Rauter GmbH & Co.KG
MUHcdopmaumoHeH Jluct 3a besonacHocTt
cbrnacHo PernameHT (EO) Ne 1907/2006

VITA Modisol
[ata Ha koHTpon: 14.08.2023 Katanor Ne: 088 Ctpanuua 2 ot 7

CneAa KOHTAKT C ouuTe
BegHara n o6unHo aa ce uannakHe ¢ OYeH Ayuw vnn Boaa.

Cnep nornblaHe
BegHara ga ce u3nnakHe yctarta u aa ce gaga noseye Boa 3a nueHe.

4.2. Han-cbulecTBeHM OCTPU U HacTbNBaLWM cnej U3BeCTEH Nepuod OT BpemMe CMMNTOMU U edhekTn
Hama HannyHa nHpopmaums.

4.3. Yka3zaHue 3a He06X0AUMOCTTA OT BCAKAKBU HEOTNOXHU MEAULIMHCKU FTPUXU U cneuunanHo fieyeHue
CuMnNTOMAaTUYHO NeYeHne.

PA3LEN 5: NMpoTuBONoXapHU MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxoaswum noxaporacuTenHu cpeacTBa
MepkuTe 3a raceHe Ha noxapa fa ce cbobpasaT ¢ obKkpbXKaBallaTa cpeaa.

5.2. Oco6eHn onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UMM CMecTa
3ananmmm Te4HOCTU

5.3. CbBeTH 3a NoXapHUKapure
B cnyvan Ha noxap: [la ce HoCcM NpoTMBOras ¢ aBTOHOMHO MogaBaHe Ha Kucnopog.

JonbnHUTenHn ykasaHus
3ambpceHaTa Boga OT raceHe ga ce 0b6mpa otgenHo.[la He ce [onycka n3tn4aHeTo 1 B KaHanusauuaTa nnm
OTKPUTUTE BOAMW.

PA3LEJ 6: Mepku npu aBapuMnHO U3nyckKaHe

6.1. llnyHu npegnasHyM Mepku, npegnasHyU cpegcTBa U Npoueaypu NpuY cnewwHu crnyvyau
O6LwWwu ykasaHusa
M3nons3eaiTe nuyHa 3awuTtHa eKMNnpoBKa.

6.2. MMpegna3Hn Mepku 3a onasBaHe Ha OKOJIHAaTa cpeda
[a He ce ponycka NPOHUKBAHE B KaHanM3auusita UM oTKpUTUTE BOAHU BaceriHu.

6.3. MeToau 1 maTtepuanu 3a orpaHMyaBaHe U NOYUCTBaHe
Opyra nicpopmauus

[la ce nonne mexaHN4HO CLC CBBLP3BALL, MaTepuan (I'IFlC'bK, AnaToMunT, CBBbP3BaLLO BELECTBO 3a KNCENTUHU UINKN
yHMBepcanHo). BaeTtuar matepuan ga ce Tpetupa CbO6pa3HO pasgena 3a otnaabun.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynotpeba: BuxTte pasgen 7
MHaovBmnayanHo 3awmuTHO obopyaBaHe: BUXTe pasaen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA30EN 7: O6paboTka u cCbxpaHeHue

7.1. NMpegnasHun mepku 3a 6esonacHa pa6ora

YnbTBaHMA 3a 6e3onacHa ynoTpeba
He ca Heobxoavmu cneumanHu mepkmn 3a 6e3onacHocT.

YKka3aHuA 3a 3amTa oT eKCnno3usa u noxap
He ca HeobxoaMMu cneumanHn Mepku 3a NPOTUBOMNOXKapHa 3alumTa.

CbBeTu OTHOCHO o6waTa XxurmeHa Ha Tpyaa
CBaneTe 3ambpceHoTo 06nekno. [la ce uaMmMBaT pbLeTe npeaun NodMBka 1 B kpast Ha paboTHus aeH. [la He ce
s4e 1 nue no BpeMe Ha paborTa.

7.2. YcnoBusi 3a 6e30nacHO CbXpaHsiBaHe, BKITIOYUTENTHO HECbBMECTUMMOCTH
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M3ncksaHus 3a cknagose U pesepBoapu
CbAabT Aa ce ObpPXKK MITbTHO 3aTBOPEH.

UHdopmauun 3a cbxpaHeHue B o6LlWuM cknagoBU NoMeLleHUs
He ca Heobxoammu cneumantm MepKn 3a GesonacHocT.

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

Auxilary for manufacture of dental products

PA3[OEN 8: KoHTpon Ha ekcno3uumuaTa/NMyYHn npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpPON

FpaHUYHM CTOMHOCTU Ha XMMUYHUTE areHTU BbB Bb3Ayxa Ha paboTHaTa cpeaa

CAS Ne XUMUYEH areHT ppm mg/m3l  Bn/cm3

KaTteropusa

M3TOYHNK

8012-95-1 Macna - MuHepanHu HedpTeHu - 5

8 yaca

8.2. KoHTpon Ha ekcno3uuusiTa

MHAMBMAyanHM MEepPKHU 3a 3aljuTa, KaTo HanpumMmep NMMYHN npeanasHu cpeacrtea

3awmTa Ha pbLUeTe

Mpn pa60Ta C XMMN4eCKu BellecTtBa a ce HOCAT CaMO pbKaBuUM 3a XMMHUYeCKa 3aLlnTa, 0603Ha4YeHn CbC 3HaK

CE, BKntoYBaLL YeTrpuumMdpeH KOHTPOEH HoMep. BuabT Ha pbKkaBULMUTE 3a XMMUYECKa 3alimTa Tpsibea
BHMMaTesHo Aa 6bae noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMSATa U KONIMYECTBOTO Ha OMacHW BeLLecTsa,

cbobpasHo crieuundmkarta Ha paboTHOTO MsicTo. Mpu cnyyan Ha cneumanHa ynoTpe6a ce npenopbyYBa cripaeka ¢

npounssoauTend, gann ropenocoyeHnTe 3allluTHA pbKaBULK NpuUtexaBaT HeobxoammaTa YCTOIZLWIBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTta
[la ce HocK NoaxoasLwo 3almMTHO 06eKso.
3awmTa Ha guxaTenHuTe NbTULLa

[la ce oTBOPAT NPO30pUMTE,3a A Ce OCUrypy eCTECTBEHO MPOBETPEHME.

PA3OEN 9: ®u3anyHu n XMMUYHU CBOUCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsiHME Ha BELLEeCTBOTO: TeueH

LiBaT: OesuBeTeH

Mupusma: 6e3 mupuc

Touyka Ha ToneHe/To4Yka Ha 3aMpb3BaHe: HeonpeaeneH

To4ka Ha KMNeHe uUnu HavasnHa To4ka Ha 300-450 °C

KWNEHe 1 UHTEPBan Ha KuneHe:

B3ananumocrT: HENpUNoXxum
HENpUNoXxum

[OrHa rpaHuLa Ha B3pYBSIEMOCT: HeonpeaeneH

ropHa rpaHuua Ha B3puUBSEMOCT: HeonpeaeneH

To4ka Ha Bb3nnaMeHsBaHe: >180 °C

TemnepaTypa Ha camo3anansaHe: > 300 °C

TemnepaTypa Ha pa3nagaHe: Heonpeaenex

CTtonHocT Ha pH: 8,0

PasTBoprMOCT BbB Boaa: He

Opyrn pa3tBoputenu

Heonpeaenex
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KoeduuneHT Ha pasnpenenexHve HeonpeaeneH
n-okTaHon/Boaa:

MapHo HansraHe: <=1100 hPa

(npun 50 °C)

MnbTHOCT: 0,84940 g/cm?
OTHOCUTENHA NBLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nudopmauus

UHcpopmauma BLB Bpb3ka € KnacoBeTe Ha (puanyHa onacHocT
TemnepaTypa Ha camo3anansaHe
TBbpPOO BELLECTBO: HenpuNoOXum

[as: HenpUNoXmm
Okcuanpally ceoiicTBa
He nogabpa ropeHeTo.

[pyru xapakTepucTuku 3a 6esonacHocT

OTHOCUTENHA CKOPOCT Ha M3napeHue: Heonpeaenex
CbAabpxaHue Ha TBbPAO BELLECTBO: 0,0 %
[OvHaMnyeH BUCKO3IUTET: 33,3 mPa-s

PA3OEN 10: CTabunHoOCT U peakTUBHOCT

10.1. PeakunoHHa cnocoGHOCT
Mpu npaBunHo 6opaBeHe M CbXpaHeHNe B CbOTBETCTBME C pasnopeaduTe He Bb3HWKBAT ONacHU peakuum.

10.2. XuMn4Ha ctabunHocTt

MpoaykTbT e cTabuneH, ako ce CbXpaHsiBa Npu HopManHa TeMneparypa Ha okonHaTa cpeaa.

10.3. Bb3MOXHOCT 32 onacHU peakuuu

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, kouto TpsA6Ba Aa ce u3barear
HUKOS

10.5. HecbBMecTUMUM MaTepuanu
Hsama Hann4yHa nHpopmaums.

10.6. OnacHu NpoAYKTX Ha pa3nagaHe
He ca u3BecTHV onacHu NPoAayKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonornyHa uHdopmauums

11.1. UHdbopmauusa 3a KnacoBeTe Ha onacHocCT, onpegeneHu B PernameHT (EO) Ne 1272/2008

CurnHa ToKCU4HOCT

Bb3 ocHOBa Ha HanNWYHUTE JAHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
Pasgpa3BaHe U KOPO3MBHOCT

Bb3 0OCHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHW KpUTEPUUTE 3a KnacuduymupaHe.
CeHcubunusunpallo geMcreme

Bb3 0OCHOBa Ha HaNMYHWUTE JAHHW HE Ca U3MbITHEHW KpUTEPUUTE 3a KnacuduuyupaHe.
KaHueporeHHU, NpOMeHSALLM reHOTUNa M YBpeXaallu pasMHOXaBaHeTO Bb3AeNCcTBUA

Bb3 0CHOBa Ha HaNMYHWUTE JAHHW HE Ca U3MbITHEHW KpUTEPUUTE 3a KnacuduuyupaHe.
CTOO (cneuncunyHa TOKCUYHOCT 3a onpeAerneHn opraHun) - eqHOKpaTHa eKCno3muus

Bb3 ocHOBa Ha HanNWYHUTE JAaHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

CTOO (cneuncdunyHa TOKCUYHOCT 3a onpeAerieHn opraHun) - NoBTapsila ce eKkcno3muus
Bb3 ocHOBa Ha HaNUYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduyupaHe.
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OnacHoOCT npu BAULWIBaHe
B1b3 0CHOBa Ha HanNU4HUTE JaHHWU He ca U3MbITHEHU KpUTEpPUUTE 3a KnacuduumpaHe.

Opyrv1 AaHHKU 3a NPOBepPKU
BelecTBOTO € kKnacugumumpaHo KaTto He onacHo no cmmncbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3[OEN 12: Exonorm4Ha nHcgpopmauums

12.1. TOKCUYHOCT
MpoaykTbT He e: TOKCUYHM 3a OKONHaTa cpeaa.
12.2. YCTOMYUBOCT U pa3rpagumMmocTt

MpooyKThT He e TeCcTBaH.

12.3. Bnoakymynupauwa cnoco6HocT

MpooyKTbT He e TecTBaH.

12.4. NpeHOCMMOCT B no4yBarta
MpooyKTbT He e TecTBaH.

12.5. Pesynrtatu ot oueHkatra Ha PBT u vPvB

ToBa BeLLeCTBO He oTroBaps Ha kputepunte PBT/VPvB Ha PernameHt REACH, Mpunoxenne XIll.
MpoayKTbT He e TecTBaH.

12.6. CBOMCTBa, HapywaBawmn hyHKLUNTE Ha eHOOKPUHHaTa cucTtema

BelLecTBOTO He npuTexXaBa CBOWCTBA, BOAELUM A0 HAapyLuaBaHe Ha PYHKUMUTE HA eHOOKPMHHATa cucTtema no
OTHOLUEHWE Ha HeLereBn opraHu3mMu.

12.7. Opyru He6naronpusaTHU echekTn
Hsama HanvyHa nHdopmauums.

JonbnHuTenHun gaHHu
Oa ce n3bsrea n3nyckaHe B OkonHaTta cpena.

PA3LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUM

U3xBbpnsiHe Ha oTNagbLUM
[a He ce gonycka NpOHUKBaHE B kaHanu3auusita unmM oTKpuTuTe BogHU 6aceriin. OTnagbumTe Aa ce M3BO3BaT B
CbOTBETCTBUE C aAMUHUCTPATMBHUTE pa3nopendu. Koa Ha oTnagbka/ob03HauYeHe Ha oTnagbKa Cbril.
EBponelickus katanor 3a oTnagbun/PernameHT 3a cnMcbka Ha oTnaabLUm

U3xBbpnsiHe Ha HEMOYUCTEHU ONAKOBKMX U NpenopbyYaHu NOYUCTBALLM NpenapaTm
[a ce namue obunHo ¢ Boga. HanbnHo nsnpasHeHnTe onakoBkM MoraTt Aa 6baat peunknupanu. Kog Ha
oTnaabka/obo3HadeHne Ha oTnagbka cbrn. EBponeiickms kaTanor 3a otnagbuu/PernaMeHT 3a cnucbka Ha
otnagbuu OTnagbumTe Aa Ce U3BO3BAT B CbOTBETCTBME C aAMUHUCTPATUBHUTE pasnopeadu.

PA3OEN 14: Uucbopmaumsa OTHOCHO TPAHCNOPTUPAHETO

CyxonbTteH TpaHcnopT (ADR/RID)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.

Unu naeHTUdrKaLMoHeH HoMep:

14.2. TO4YHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.

nparkara no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npwu No dangerous good in sense of this transport regulation.

TpaHcnopTupaHe:

14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.
PeuyeH TpaHcnopT (ADN)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.

nnu ngeHTudKayumoHeH HOMep:
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14.2. ToyHO HauMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:
14.4. OnakoBbY4Ha rpyna: No dangerous good in sense of this transport regulation.
TpaHcnopT no mope (IMDG)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
MU naeHTUUKaLMOHEeH HOMep:
14.2. TOYHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkata no cnuckka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:
14.4. OnakoBbL4YHa rpyna: No dangerous good in sense of this transport regulation.
Bb3ayuweH TpaHcnopTt (ICAO-TI/IATA-DGR)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu uaeHTudUKaLmMoHeH HoMmep:
14.2. ToyHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
nparkara no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHCcNopTupaHe:
14.4. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoOCTM 3a OKoJiHaTa cpega
OlMNACHO 3A OKOJTHATA CPEJA: He

14.6. CneumanHu npeanasHn Mepku 3a noTpedourenure
Hama HannyHa nHpopmaums.

14.7. MopCcKu TpaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta

MOPCKa opraHu3auusa
HENPUNoXum

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundcdnyHM 3a BELLECTBOTO UM CMecTa HOpMaTUBHa ypenﬁalsaKOHo.quenCTBo OTHOCHO
6e3onacHOCTTa, 34paBeTo U OKonHaTa cpega

HauuoHanHu pasnopen6u
BambpcsaBaHe Ha BoauTe knac (D): 1 - cnabo sambpcsaBaly BogaTa

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BeLLeCcTBO UIIU CMeC

3a ToBa BELLECTBO He ca M3BBbPLLUBAHN ONUCaHUA 3a 6e3onacHocT.

PA3OEN 16: Opyra nHcdopmauus

MpomeHu
To3u cnucbK CbabpXKa NPOMEHN B CPaBHEHWE C NpeauvluHaTa Bepcus B pasgen(m): 1.
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Cprau.teva U aKpOHUMU
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%

[onbnHuTenHn AaHHU

[HaHHuTe B Tasn Hapenba 3a 6e30nacHOCT CbOTBETCTBAT Ha 4O6POCHBECTHOTO U3NaraHe Ha Hallusa onuT KbM
MOMeHTa Ha oTnevartsaHe. MiHdpopmaumsaTa Tpsabea aa By gage ocHOBHU Hacoku 3a GesonacHa paboTa ¢ To3u
npoaykT, nocoyeH B HapeabaTa 3a 6e30nacHOCT, OTHOCHO HErOBOTO CbXpaHeHue, npepaboTka, TPaHCMopT U1
n3xXBbprisiHe. [JaHHUTe He MoraT [a ce npeHecaT BbpXy APYrv NpoaykTu. AKO NPOAYKTLT Ce CMECU Uu

npepaboTu ¢ ApyrM MaTepuanu, unm ako ce Nnoasioxu Ha obpaboTka, gaHHUTE B Tasn HapeaGa 3a 6esonacHOCT He
moraT Aa 6bAaTt npeHeceHn BbpXy HOBUSI MaTepuar, OCBEH ako U3PUYHO He ce NOCoYBa OpYyro.
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