VITA Zahnfabrik H.Rauter GmbH & Co.KG
MUHcdopmaumoHeH Jluct 3a besonacHocTt
cbrnacHo OOH-IXC (ST/SG/AC.10/11/Rev.9)

VITA AMBRIA
[ata Ha koHTpon: 18.10.2023 Katanor Ne: 321 CtpaHuua 1 oT 6

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

1.1. UpeHTndmkaTop Ha npoayKra
VITA AMBRIA

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

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

OOH-I'XC (ST/SG/AC.10/11/Rev.9)
Tasun cMec He e knacudmumpaHa kato onacHa cbriacHo ST/SG/AC.10/30/Rev.9 (FXC).

2.2. EnemeHTM Ha eTuKeTa

2.3. [lpyru onacHocTtu
Hama HanvyHa nHdopmauums.

PA3[OEN 3: ChcTaB/MHpopmaLma 3a cbCTaBKUTe

3.2. Cmecu

XumMunyecka xapaktepucTmka
M3genusa ot KaMbK, rMnc, LMMEHT, CTHKIO U Kepamuka

PA3LEN 4: Mepku 3a nbpBa noMoLy,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BaovwuBaHe

[a ce noacurypu 4nct Bb3ayx.
Cnepa KOHTaKT C KoXaTa

[a ce namue obunHo c Boga. CeaneTte 3aMmbpceHOTO 06NEKNO 1 ro usnepeTte npeau NoBTopHa ynoTpeba.
Cnep KOHTaKT C ouuTe

BegHara n o6unHo ga ce nannakHe ¢ OYeH Ayl Unv Boaa.

Cnep nornblyaHe
BepnHara foa ce nsnnakHe ycrtaTta v Ja ce Aafa noBeyve Boaa 3a NUeHe.
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4.2. Han-cbLlecTBeHN OCTPY M HAcTbNBaAWM cned U3BECTEH Nepuof OT BpeMe CUMNTOMU U edrekTu
Hama HannyHa nHpopmaums.

4.3. YKka3zaHue 3a He06X0OMMOCTTA OT BCAKAKBU HEOTIOXHU MeAULIMHCKU TPUXU U creulunanHo nevyeHne
CuMnNTOMATUYHO NeYeHne.

PA3LEN 5: NMpoTuBOonoxapHU MepKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxopswm noxaporacutenHu cpeacraea
MepkuTe 3a raceHe Ha noxapa fa ce C'b06p63$|T C 06Kp'b)KaBaLIJ,aTa cpeaa.

5.2. Oco6eHu onNacHOCTWU, KOUTO NPOU3TUYAT OT BELLECTBOTO UMM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a NoXapHUKapure
B cnyyaii Ha noxap: [la ce Hocy NpoTMBOra3 ¢ aBTOHOMHO MoAaBaHe Ha KUCIOPOA.

PA3LEN 6: Mepku npu aBapMinHO U3nyckKaHe

6.1. JiInyHu NnpegnasHu Mepku, npeanasHu cpeacTBa U npoueaypuy Npu cnewwHu cnyvyau
O6wm ykazaHus
[a ce n3bdsarea obpasyBaHeTo Ha npax. [la He ce BouLIBa npaxa.

6.2. MpegnasHu Mepku 3a onasBaHe Ha OKOJIHaTa cpega
He ca HeobxoavMu cneumanHu Mepku 3a 3allmTa Ha oKonHaTta cpefa. 3aMmbpceHnTe NpeameTu 1 Nogosu
HaCTUIKKU Aa ce NOYUCTAT B CbOTBETCTBME C HapeabuTe 3a ona3BaHe Ha OKornHaTta cpefa.

6.3. MeTogu n matepmanu 3a orpaHM4YaBaHe U NOYUCTBaAHE

Opyra nndopmauus
[a ce cbbupa mexaHnyHo. B3eTnsaT matepuan ga ce tpetupa cbobpasHo pasgena 3a oTnagbuu.

6.4. Mo3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BuxTe pasgen 7
WHameuayanHo 3awmutHo obopyaBaHe: BUxTe pasgen 8
3Bo3BaHe: BuxTe pasgen 13

PA3[EJ 7: O6paboTka u cbxpaHeHue

7.1. Npegna3Hun mepku 3a 6esonacHa pabora

YnbTBaHUA 3a 6e3onacHa ynortpeba
He ca Heobxoaumu cneuuanHn mepku 3a 6e3onacHocT.

YKa3aHusA 3a 3alimMTa oT eKCcnsio3us u noxap
He ca Heobxogumu cneumanH MepkuM 3a NpoTMBOMNOXapHa 3aluTa.

CbBeTU OTHOCHO 06u.|aTa XUrneHa Ha Tpyaa
CeaneTte 3ambpceHOTO 06nekno. [la ce nammBar pbLeTe npeau NodMBka 1 B kpast Ha paboTHus aeH. [la He ce
s4e v nve no BpemMe Ha pabora.

7.2. YcnoBusi 3a 6€30NacHO CbXpaHsABaHe, BKIKYUTENHO HECLBMECTUMOCTU

N3unckeaHusa 3a cknagose u pesepsoapu
CbabT Aa ce AbpXu NITbTHO 3aTBOPEH.

UHdopmaums 3a cbxpaHeHne B o6LM CKNafoBX NoMelleHus
He ca Heobxoavmu cneunanHu mepkmn 3a 6e3onacHocT.

PA3EJ 8: KoHTpon Ha eKcno3vuuMATa/NnM4YHM npeanasHy cpeacTBa

8.1. MapameTpu Ha KOHTpON
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8.2. KoHTpon Ha ekcno3uumaTa

Moaxoasu MHXeHepeH KOHTPOor

Tosu npoaykT He 6uBa Aa ce o6paboTBa Npy HegoCTaTbYyHa BEHTUNALMS.
MHamMBuayanHyu Mepku 3a 3aluTa, KaTo Hanpumep NMYHU NpeanasHyu cpeacTea

3awumTa Ha ouuTe/nuueTo

M3nonseante npegnasHu oqmna/npep,nasHa Macka 3a nude.

3awmTa Ha pbueTe

Mpu paboTa ¢ XMMUYECKM BelLLEecTBa a Ce HOCAT CaMO PbKaBULIM 3a XMMUYecKa 3alumuTa, 0603Ha4YeHn CbC 3HaK
CE, BKnoYBaLL, YeTUpuUMdpeH KOHTPONEH HOMep. BUabT Ha pbKkaBULMUTE 3a XMMUYECKa 3alimTa TpsbBa
BHMMaTesHo Aa 6bAe noabpaH B 3aBUCMMOCT OT KOHLEHTPaLMsATa U KONIMYECTBOTO Ha OMacHU BeLlecTsa,
cbobpasHo creundmkarta Ha paGoTHOTO MsicTo. Mpu cnyyan Ha cneumanHa ynoTpe6a ce NpenopbyBa crpaeka ¢
NPOU3BOAUTENS, Aalv ropenocodeHnTe 3aLLMTHN PbKaBULM NpUTexaBaT HeobxoammaTta YCTOMYMBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTta

[la ce HOCK NoaxoaALLo 3alMTHO 0BMeKmno.

3awmTa Ha AuxaTenHuTe NbTUa

[MorpuxeTe ce 3a 4OCTaTbYHO BEHTUNALUNA Y TOYKOBO U3CMYKBAHE Ha KPUTUYHM TOYKW. TO3M NPOAYKT HE 6vBa ga
ce 06p860TBa npuv HegoctaTb4YHa BEeHTUNauuaA.

PA3OEN 9: ®u3anyHu n XMMUYHU CBOMCTBA

9.1. UHchopMmaL A OTHOCHO OCHOBHUTE (PM3UYHU U XUMUYHU CBOUCTBA

CbCTOsiHME Ha BEeLLEeCTBOTO:
LiBaT:
Mwupuama:

To4ka Ha ToneHe/ToYKa Ha 3amMpb3BaHe:
To4ka Ha KMNeHe uUnu HavasnHa To4ka Ha

KUMeHe 1 MHTepBan Ha KuneHe:
3ananmmoctT:

[OrHa rpaHuLa Ha B3pYBSIEMOCT:

ropHa rpaHvLa Ha B3p1BSIEMOCT:

Touka Ha Bb3nnaMeHsiBaHe:

TemnepaTypa Ha pa3nagaHe:

CTtonHocT Ha pH:

PasTBoprMOCT BbB BoAa:

Opyru pastBoputenu
HeonpeaeneH

KoeduuneHT Ha pasnpegeneHune

n-oKkTaHon/soaa:

MapHo HansraHe:

(npn 50 °C)
MAbTHOCT:

OTHOCUTENHA NITLTHOCT Ha napure:

9.2. fipyra nidopmaums

TBBLPA
nposupalry,
6e3 mupuc
HeonpeaeneH
HEMNPUNoXnUm

HeonpeaeneH
HEeNnpUuioXum
HeonpeaeneH

HeonpeneneH
HEeNnpUuioXxum
HeonpeaeneH
HeonpeneneH
He

HeornpeaeneH

<=1100 hPa

2,6000 g/cm?®
HeonpeaeneH

UHdopmaums BbB Bpb3Ka C KracoBeTe Ha (hM3MyHa onacHocCT

TemnepaTypa Ha camo3anansaHe
TBBbPOO BELLECTBO:
[as:

HeonpeaeneH
HEeNnpUioXum
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Okcnaunpalum ceoncTea
He nogavpxa ropeHeTo.
[Opyrn xapakTepucTuku 3a 6esonacHocT
OTHOCUTENHA CKOPOCT Ha M3napeHune: HeonpeaeneH
CbAabpxaHue Ha TBbPAO BELLECTBO: 100 %

PA3LEN 10: CTabunHoCcT U peakTUBHOCT

10.1. PeakunoHHa cnocoGHOCT
Mpwv npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBME C pasnopeaduTe He Bb3HWKBAT ONacHW peakuum.

10.2. XuMn4Ha ctabunHocTt

MpoaykTbT e cTabuneH, ako ce CbxpaHsiBa Npyu HopMarnHa TeMneparypa Ha okonHaTa cpeaa.

10.3. BL3MOXXHOCT 3a ONacHU peakuuun

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, KOuTo Tpsi6Ba ga ce nsbsarear
HUKOS

10.5. HecbBMecTUMU MaTepuanu
Hsama Hann4yHa nHpopmaums.

10.6. OnacHu NpoAyKTX Ha pa3nagaHe
He ca n3BecTHV onacHu NpPoAayKTU Ha pasnaraHeTo.

PA3LOEN 11: Tokcukonorn4yHa nHcgopmauus

11.1. UHdbopmauus 3a TOKCUKONOrMYHUTE edheKkTn

CurnHa ToKCU4HOCT
Bb3 ocHOBa Ha HanNWYyHUTE JAHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
ATEmix npecmeTHaT
ATE (opaneH) > 5000 mg/kg; ATE (aepmaneH) > 5000 mg/kg; ATE (nHxanaTtueeH napa) > 50 mg/l; ATE
(vHxanaTtuseH npax/gnm) > 12.5 mg/l
Pazgpa3BaHe u KOpO3UBHOCT
Bb3 ocHOBa Ha HanNWYHUTE JAaHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CeHcubunusmnpallo geMcreme
Bb3 ocHOBa Ha HanNWYHUTE JAHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
KaHueporeHHU, NPOMEeHSILLM reHoTUNA U YBpeXaalliM pasMHOXaBaHeTO Bb3AeNCTBUA
Bb3 ocHOBa Ha HanNWYHUTE JAHHWU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuncdunyHa TOKCUYHOCT 3a onpeaeneHn opraHun) - eqHOKpaTHa eKcno3muus
Bb3 ocHOBa Ha HaNUYHWTE JAHHW HE Ca U3MbITHEHM KpUTEepUUTE 3a KnacuduuupaHe.
CTOO (cneuundnyHa TOKCUYHOCT 3a onpeaereHn opraHu) - NoBTapsilla ce eKCrno3uuus
Bb3 ocHOBa Ha HanW4yHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
OnacHOCT npu BAULWIBaHe
Bb3 ocHOBa Ha HanNWYHUTE JAaHHWU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

[Opyrv AaHHW 3a NPOBEPKU
BelecTBOTO € KnacudmumpaHo KaTto He onacHo no cmmncbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3OEN 12: Exonorm4yHa nicgpopmaums

12.1. TOKCUYHOCT
MpoaykTbT He e: TOKCUYHM 3a oKkornHaTta cpeja.
12.2. YCTOMYUBOCT U pa3rpagumocT

MpoayKTbT He e TecTBaH.
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12.3. Buoakymynupaiwa cnocobHocTt
MpoaykTbT He e TeCcTBaH.

12.4. NpeHOCUMOCT B no4yBaTa
MpoaykTbT He e TeCcTBaH.

12.6. CBOMCTBA, HapylwaBawm hyHKLMNTE HAa eHOOKPUHHaTa cucTtema
To3u NPOAYKT HE CbAbpPXKa BELLECTBO, KOETO NPUTEXaBa CBOMNCTBA, BOAELLM [0 HapyLlaBaHe Ha yHKUMUTE Ha
€HOKPMHHAaTa cMCTeMa Mo OTHOLUEHWE Ha HeLeNeBn OpraHn3mu, Tbid KaTO HIMa KOMMOHEHTW, KOUTO Aa OTroBapsiT
Ha KpuTepuuTe.

12.7. Opyru HeGnaronpuaTHU edrekTn
Hama HannyHa nHpopmaums.

OonbnHUTeNnHN AaHHU
[a ce n3bsrea Mn3nyckaHe B OKoOJ1HaTa cpena.

PA3[MEJ 13: O6e3BpexaaHe Ha oTnagbLuuTe

13.1. MeToam 3a TpeTMpaHe Ha oTnagbuun

U3xBBbpnsaHe Ha oTnagbuu
OTtnagbuuTe Aa ce U3Bo3BaT B CbOTBETCTBUE C aAMUHUCTPaATUBHUTE pa3nopeu6w.

N3xBBbpnsiHe Ha HEMOYNCTEHM ONaKOBKU U NpenopbYaHu NOYMCTBALLM NpenapaTy
HanbnHo usnpasHeHWTe onakoBkM MoraTt ga 6baaT peuuknupaHu.

PA30EN 14: UHdopmaLmsi OTHOCHO TPaHCNOPTUPAHETO

TpaHcnopt no mope (IMDG)
14.1. Homep no cnucska Ha OOH No dangerous good in sense of this transport regulation.
Unu ngeHTUdUKaLMoHeH Homep:
14.2. TO4YHO HaMMeHOBaHUe Ha No dangerous good in sense of this transport regulation.
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHocCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaxe:
14.4. OnakoBbY4Ha rpyna: No dangerous good in sense of this transport regulation.
Bb3ayuweH TpaHcnopt (ICAO-TI/IATA-DGR)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Wnu uaeHTUdUKaLMoHeH Homep:
14.2. ToyHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.

TpaHcnopTupaxe:
14.4. OnakoBb4Ha rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoOCTM 3a OKoJiHaTa cpega

OMNACHO 3A OKOJTHATA CPE[DA: He
14.6. CneuuvanHu npegnasHu MepKu 3a noTpeburtenure
Hama HannyHa nHpopmaums.
14.7. MoOpCKMU TPaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta

MOPCKa opraHusauuns
HEeNnpunoXxmm

PA3OEN 15: NHhopmMauusa oTHOCHO HOpMaTUBHaTa ypenba

HauunoHanHm pasnopenbu
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PA30EN 16: Opyra uHdopmaums

MpomeHn
To3u cnucbk cCbabpKa NPOMEHU B CpaBHEHME C npeauwiHaTa Bepcus B pasgen(u): 1,3,9.

CbKpalleH1si 1 akpOHUMMU
ADR: Accord europien 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%

JonbrnHUTeNnHU AaHHU

JaHHuTe ce 6asupaT Ha AHELLUHOTO CbCTOSIHUE Ha HALIMTE MO3HaHWs!, HO Te He AaBaT rapaHuusl 3a cBoicTBaTa Ha
NPOOYKTUTE U HE Ca OCHOBA 3a 3aKOHHWU AOTOBOPHW OTHOLEHUS. [MonyyaTensT Ha HawMTe NpoaykTn TpsioBa aa
cbbniofasa Ha cobcTBeHa OTFOBOPHOCT CMa3BaHETO Ha CbLUECTBYBALLM 3aKOHW U pasnopeadu.

(daHHume 3a onacHuUme gewecmea, 8nu3alwju 8 Cbcmaea, ca 83emu guHaz2u om rnocredHama sanudHa
mabnuyama c napamempu 3a b6ezonacHocm ripu paboma, ocugypeHa om noddocmasyuka.)
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