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

1.1. UpeHTndmkaTop Ha npoayKra
VITA VIONIC WAX

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
Ynotpe6a Ha BewecTBOoTO/CMeECTa
Auxilary for manufacture of dental products,Bocbk

1.3. Nogpo6GHU AaHHM 3a JocTaBYMKa HA MHOPMAaLUWOHHUSA NUCT 3a 6e3onacHoOCT

dupwma/llponssoguTten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpec: Spitalgasse 3
Mpaa: D-79713 Bad Sackingen
MowieHcka KyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc; +49(0)7761-562-299
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnekTpoHHa nowia: info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs

Opyrv gaHHu
medical device

PA3[EN 2: OnucaHue Ha onacHoOCTUTe

2.1. KnacudcdmumpaHe Ha BeWeCTBOTO UMM CMecTa

PernameHT (EO) Ne 1272/2008
Tasu cMec He e knacudumumpaHa kaTto onacHa cbriacHo PernameHT (EOQ) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa
PernamenT (EO) Ne 1272/2008

Mpenopbku 3a 6esonacHocT
P210 [a ce nasu oT TONNUHA, HaropeLLieHN NOBbPXHOCTU, UCKPU, OTKPUT MIaMbK U ApYyrn
M3TOYHMLUM Ha 3anansaHe. TIoTIoHONYyLWeHeTo 3abpaHeHo.
2.3. pyru onacHocTu
Hama HannyHa nHpopmaums.

PA3[0EN 3: CxcTaB/MHbopmaLma 3a cbCTaBKUTe

3.2. Cmecu

XumMunyecka xapakrepucTmka
BOCBK
MapadoumH
OnacHu cbCTaBKu

HuKosi/HMKoM (cbrnacHo PermameHT (EO) Ne 1907/2006 (REACH))

PA3[EI 4: Mepku 3a nbpBa NOMOLY,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLL
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O6wwu ykasaHusa
He ca Heobxoaumu cneumanin Mepku.

Cnep BaovwiBaHe
[a ce nogcurypu 4icT Bb3ayx.

Cnepa KOHTaKT € KoXaTa
[a ce namue obunHo c Boga. Ceanete 3aMbpceHOTO 06MNeKro 1 ro usnepeTte nNpeam noBTopHa ynotpeba.

Crnep KOHTaKT C ouuTe
BegHara n o6unHo aa ce usnnakHe ¢ 0YeH oyuw vnn Boaa.

Cnep nornblyjaHe
BegHara ga ce u3nnakHe yctarta u ga ce gaga noseye Boaa 3a nueHe.

4.2. Han-cbLecTBeHU OCTPY 1M HAcTbNBAWM cried U3BECTEH Nepuof OT BpeMe CUMNTOMU U edhekTu
Hsama HannyHa nHpopmaums.

4.3. Yka3zaHue 3a He06X0OAUMOCTTA OT BCAKAKBU HEOTNOXHU MEAULIMHCKU FTPUXU U cneuunanHo fieyeHue
CuMNTOMAaTUYHO feYeHne.

PA3LEN 5: MpoTuBONOXapHU MEpPKn

5.1. CpeacTBa 3a raceHe Ha noxap

Nopxoasiwm noxaporacuTenHu cpeacTea
MepkuTte 3a raceHe Ha noxapa ga ce cbobpasdaT ¢ obKkpbXKaBallaTa cpeaa.

5.3. CbBeTU 3a NoXapHUKapuTe
B cnyvait Ha noxap: [la ce Hocx NpoTMBOras ¢ aBTOHOMHO MoJasaHe Ha Kucnopog.

JonbnHUTenHn ykasaHus
3aM'prEHaTa BOAda OT raceHe fga ce c1:6V|pa otaenHo.[a He ce gonycka U3TM4aHeTo 1 B KaHanusaumsaTa unm
OTKpUTUTE BOAMWN.

PA3[EI 6: Mepku npy aBapunHO U3nyckaHe

6.1. JinuHu npegnasHu Mepku, npeanasHu cpeacTsBa U npoueaypu Npyu cnewwHu cnyyvyau
O6wm ykasaHus
[a ce nasu OT TONNUHA, HaropeLLieHN NOBbPXHOCTU, UCKPU, OTKPUT MIIAaMbK, U APYrM U3TOYHMLM HA 3ananBaHe.
TioTioHONYLWEeHeTO 3abpaHeHo.

6.2. Mpegna3Hn Mepku 3a onasBaHe Ha OKOJIHaTa cpena
[la He ce ponycka NPOHUKBAHE B KaHanM3auusita unm oTKpUTUTE BOAHU BaceriHu.

6.3. MeToau 1 maTepmanu 3a orpaHM4aBaHe U NOYUCTBaHe

Opyra nncpopmauus
[a ce cbbupa mexaHnyHo. B3eTnat matepman ga ce Tpetvpa cbobpasHo pasgena 3a oTnagbLu.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHovBmnayanHo 3awmuTHO obopyaBaHe: BUxXTe pasaen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA30EN 7: O6paboTka u cbXxpaHeHue

7.1. NpegnasHu Mepku 3a 6esonacHa pa6orta

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxoammu cneunanHu mepkmn 3a 6e3onacHocT.

Yka3aHusA 3a 3awmTa oT eKCnno3na u noxap
He ca Heobxoammu cneumanym MEepPKKM 3a NpOoTMBONOXapHa 3alinTa.
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CbBeTM OTHOCHO obLiaTa XxurueHa Ha Tpyaa

CearneTte 3ambpceHOTO 06nekno. [la ce nammBar pbLeTe npeau NoyMBka 1 B kpast Ha paboTHus aeH. [la He ce

sa4e v nve no BpemMe Ha pabora.

7.2. YcnoBusA 3a 6e30nacHoO cCbXxpaHsBaHe, BKNIOYNTENTHO HECHLBMECTUMOCTU

N3unckeBaHusa 3a cknagose U pesepsoapu
CbabT Aa ce AbpXKK NITbTHO 3aTBOPEH.

MH(*)OpMaLI,VISI 3a CbXpaHeHue B o6LM CKNNaaoBM NOMeLLeHus

He ca Heobxogumu cneumanHu Mepkun 3a 6e3onacHoCT.

7.3. CneundmyHa(u) kpanHa(u) ynotpeba(u)

Auxilary for manufacture of dental products MNnactmacosu nsgenus

PA3LEN 8: KoHTpon Ha eKcno3uuuaTa/NMMYHn npeanasHu cpeacTea

8.1. MapameTpun Ha KOHTpON

8.2. KoHTpon Ha ekcno3uumsaTa

MHAMBMAyaﬂHM MepKU 3a 3aliuTa, KaTo HanpumMmep NMU4YHU NnpeanasHu cpeacTBa

3awuTa Ha oumnTe/nuueTo

[la ce HocAT NnpegnasHM cpeacTBa 3a OYNTE/NNLETO.

3awmTa Ha pbueTe

[a ce HOCAT NOAXOAALLM PbKABULIN.

3awmTa Ha Koxarta

[la ce HOCK NoaxoaALLo 3alMTHO 0BMeKmno.

3auwuTa Ha guxaTeniHUTe NbTULlA

He ca HeoGxoavmu crieunanin MepKku.

PA3OEN 9: ®1314HN U XUMUYHN CBONCTBA

9.1. UHchopMaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsIHME Ha BELLEeCTBOTO:
Ligar:

TBbPA
po3oB

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe:
Touka Ha KANEeHe Unn HavarnHa To4ka Ha
KUMEeHe 1 HTepBan Ha KuneHe:
3ananumoct:

[OrHa rpaHuLa Ha B3pYBSIEMOCT:

ropHa rpaHvla Ha B3p1BSIEMOCT:

Touyka Ha Bb3nnaMeHsiBaHe:

TemnepaTypa Ha pa3nagaHe:

CronHocT Ha pH:

PasTBoprMOCT BbB Boa:

Opyru pasteBoputenu
HeonpeaeneH

KoeduuneHT Ha pasnpegeneHune

n-oKkTaHon/soaa:

MapHo HansraHe:

(npn 50 °C)
MnbTHOCT:
OTHOCMTENHa NITbTHOCT Ha NapuTe:

70-110°C
nicht anwendbar

HeonpeneneH
HEMpUMNoXmum
HeonpeneneH

HeonpeneneH
>140 °C
HeonpeaeneH
HeonpeneneH
He

HeonpeaeneH

HeonpeaeneH

0,9 g/lcm?®
HeonpeaeneH
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9.2. fipyra nidopmauus

UHdopmaLms BB Bpb3Ka C KrlacoBeTe Ha (hM3MyYHa ONacHoCT
TemnepaTypa Ha camo3anansaHe
TBbPOO BELLECTBO: HeonpeaeneH
[as: HEenpuNoXum
Okcuampalym cBorcTea
He nopgabpxa ropeHeTo.

[Opyru1 xapaktepucTuku 3a 6esonacHocT
OTHOCUTENHA CKOPOCT Ha M3NnapeHue: HeonpeaeneH
CbabpKaHne Ha TBbPAO BELLECTBO: 100,0 %

PA3OEN 10: CTabunHoOCT U peakTUBHOCT

10.1. PeakunoHHa cnocoB6HOCT

I'Ipvl npaBuiHoO 6opaBeHe N CbXpaHeHne B CbOTBETCTBUE C pa3nope,q6|/|Te He Bb3HWKBAT OMacHU peakunun.

10.2. XuMn4Ha cTabunHocT

npO,D,yKT'bT e ctabuneH, ako ce CbXpaHaBa Npu HopMarnHa TeMnepaTtypa Ha OKOofnHaTa cpeaa.

10.3. Bb3MOXHOCT 32 OnacHU peakuumn

He ca n3BecTHu onacHu peakuuu.

10.4. Ycnosusa, kouto TpAGBa Aa ce usbaresar
HUKOS

10.5. HecbBMecTUMU MaTepuanu
Hama HannyHa nHpopmaums.

10.6. OnacHu NpPoAYKTX Ha pa3nagaHe
He ca n3BecTHV onacHu NpoAyKTU Ha pasnaraHeTo.

PA3OEN 11: Tokcukonorn4yHa nHcgopmauus

11.1. UHdbopmauus 3a knacoseTe Ha onacHocCT, onpegenenn B PernameHT (EO) Ne 1272/2008

CunHa TOKCUMYHOCT
Bb3 ocHOBa Ha HaNWUYHWTE JAaHHW HEe Cca U3MbITHEHU KpUTepuuTe 3a KnacuduumupaHe.
ATEmix npecmeTHaTt
ATE (opaneH) > 2000 mg/kg; ATE (aepmaneH) > 2000 mg/kg; ATE (nHxanaTtueeH napa) > 20 mg/l; ATE
(nHxanaTuBeH npax/gum) > 5 mg/l
Pazpgpa3BaHe u KOpo3uBHOCT
Bb3 OCHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduuyupaHe.
CeHcubunusmnpallo geMcreme
Bb3 ocHOBa Ha HanNWUYHWTE JAaHHW He Ca U3MbITHEHU KpUTepuuTe 3a KnacuduumupaHe.
KaHueporeHHu, NpoMeHsiLLM reHOTUNA U YBpeXAallyM pa3sMHOXaBaHeTO Bb3AeNCTBUA
Bb3 ocHOBa Ha HanNWuYHWTE JAaHHW HEe Ca U3MbITHEHU KpUTepuuTe 3a KnacuduumupaHe.
CTOO (cneundmryHa TOKCUYHOCT 3a onpeaerneHn opraHu) - eqHOKpaTHa eKCcno3mums
Bb3 ocHOBa Ha HanNWuHWTE JaHHW HEe Ca U3MbITHEHU KpUTepuMTe 3a KnacuduuupaHe.
CTOO (cneuncunyHa TOKCUYHOCT 3a onpeAerieHn opraHu) - NoBTapsila ce eKcno3muus
Bb3 0OCHOBa Ha HaNMYHUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduuyupaHe.
OnacHocCT npu BAULLIBaHe
Bb3 ocHOBa Ha HanNWUYHWTE JAaHHU HEe Ca U3MbITHEHU KpUTepuuTe 3a KnacuduumupaHe.
Opyrv1 AaHHKU 3a NPOBepPKU
CwmecTa e knacuduumpaHa kaTo He onacHa no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].
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PA3OEN 12: Exkonorm4Ha nHcgpopmaums

12.1. TOKCUYHOCT

MpoaykTbT He e: TOKCUYHM 3a oKkonHaTta cpeja.

12.2. YCTONYMBOCT M pa3rpagmmocTt
MpoayKTLT He e TecTBaH.

12.3. Buoakymynupaia cnoco6HocT

MpoayKkTbT HE e TecTBaH.

12.4. NpeHoCMMOCT B no4yBarta
[MpoayKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkatra Ha PBT u vPvB

BewlecTtBaTta B cMecTa He OTroBapsiT Ha kputepuute 3a PBT/VPvB ctrnacHo REACH, MNpunoxenne XIll.

MpooyKTbT He e TecTBaH.

12.6. CBOMCTBA, HapywaBawmn hyHKLUNTE Ha eHOOKPUHHaTa cucTtema

Toan NpoAYyKT HE CbAbpKa BELLECTBO, KOETO NpuTexasa CBOMCTBA, BOAELLM A0 HapyLlaBaHe Ha pyHKUMUTE Ha
€HAOKPUHHaTa cucTtemMa no OTHOLLEHWE Ha HeLeneBn opraHu3Mm, Tbi KaTo HAMa KOMMOHEHTU, KOUTO Aa OTroBapAaT

Ha KpuTepuuTe.
12.7. Opyru He6naronpuaTHu echekTn
Hama HannyHa nHpopmaums.

JonbnHUTeNnHN gaHHU
[a ce n3bsrea Mn3nyckaHe B OKOJ1HaTa cpena.

PA3[LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbUu

M3XB1:p.l1$lHe Ha oTnagbuun

[a He ce gonycka NpoOHUKBaHE B kKaHanu3auusita unvm oTkpuTute BogHu 6acerinn. OTnagbumTe Aa ce U3BO3BaT B
CbOTBETCTBME C aAMUHUCTPATUBHUTE pasnopendu. Kog Ha oTnagbka/ob03HavYeHMe Ha oTnagbka Cbrl.

EBponelickusa katanor 3a oTnagbun/PernameHT 3a cnMcbka Ha oTnagbLm

N3xBBbpnsiHe Ha HEMOUYNCTEHM ONAKOBKU U NpenopbYaHu NOYMCTBALLM NpenapaTy
HanbnHo usnpasHeHWTe onakoBku MoraTt aa 6baat peumknupanu. Ko Ha otnagbka/o603HaveHne Ha oTnagbka

cbrn. EBponenickus katanor 3a oTnaabuu/PernamMeHT 3a cnncbka Ha oTnagbLm

PA3OEN 14: NHdhopMauus OTHOCHO TpaHCNOPTUPAHETO

CyxonbTeH TpaHcnopTt (ADR/RID)
14.1. Homep no cnuckka Ha OOH
nnu naeHTUdUKaLMoOHEeH HoOMep:
14.2. TOMHO HaMMEHOBaHUe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

PeueH TpaHcnopT (ADN)
14.1. Homep no cnuckka Ha OOH
nnu naeHTUdUKaLMoHEeH HOMep:
14.2. TOMHO HaMMEHOBaHWe Ha
nparkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHCcNnopTUpaHe:

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.
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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 HAaUMeHOBaHWeE 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

OlACHO 3A OKOJNHATA CPEJA: He

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

14.7. MopcKu TpaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAcCHO MHCTPYMeHTU Ha MexxayHapoaHarta
MOPCKa opraHun3auusa
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 sambpcsBaly BogaTa

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BeLLeCTBO UIIU CMeC

He ca npaBeHn TBbpaeHnAa OTHOCHO ©6e3onacHOCTTa Ha BelllecTBaTa B Ta3n CMeC.

PA3OEN 16: Opyra nHcdopmauus

MpomeHu
To3u cnuCbK CbabpXKa NPOMEHN B CPaBHEHWeE C NpeauvluHaTa Bepcus B pasgen(m): 1.
CbKpalleHUss U aKpOHUMMU
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%

OonbnHUTenHU gaHHn
[aHHWTe ce 6asupaT Ha OHELIHOTO CbCTOSIHME Ha HalLUTe NO3HaHWS, HO Te He JaBaT rapaHuusi 3a CBOMCTBaTa Ha

MHBeHTapeH Homep: 5 - 3amecTBa Bepcus: 4 bg [ara Ha nevaT: 16.08.2023



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

VITA VIONIC WAX
[ata Ha koHTpon: 15.08.2023 Katanor Ne: 316 Ctpanuua 7 o1 7

MPOAYKTMTE U HE Ca OCHOBA 3a 3aKOHHW JOrOBOPHU OTHOLLEHUS. MonyyaTensT Ha HawmTe NpoaykTv Tpabea Aa
cbbnoaaBa Ha coGCTBEHa OTTOBOPHOCT CMa3BaHeTO Ha ChLUECTBYBaLUM 3aKOHU U pa3nopeadm.

(daHHume 3a onacHume eewecmea, 8nusalyu 8 cbcmaesa, ca 83emu auHasu om nocredHama eanudoHa
mabnuyama ¢ napamempu 3a be3onacHocm rpu paboma, ocuaypeHa om noddocmasyuka.)
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