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PA3[OEN 1: UpeHTudmkaumsa Ha BelecTBOTO/CMecTa U Ha ApyKecTBoTo/NpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha NnpoayKTa
VITABLOCS

TbproBcko HammeHoBaHue
VITABLOCS Mark I, VITABLOCS TriLuxe forte, VITABLOCS Real Life

lpyna BellecTsa: Zwischenprodukt
1.2. UgeHTUdMUMpPaHK ynoTpe6yX Ha BeLEeCTBOTO UM CMeCTa, KOUTO ca OT 3HaYeHue, U ynotpebu, KOUTo He
ce npenopbLYBar
Ynotpe6a Ha BewjecTBOTO/CMECTa
Auxilary for manufacture of dental products N3genus ot kambk, MMnc, LMMEHT, CTHKIO U kepamuka

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

dupwma/llponssoaunten: VITA Zahnfabrik H. Rauter GmbH & Co. KG
MoweHcka KyTua: 1338
79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnexTpoHHa nowa (e-mail): info@vita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
1.4. TenedoHeH HOMep nNpu +49-(0)7761-562-0

cnewHu cny4yau:

Opyrv paHHu
medical device

PA3[OEN 2: OnucaHue Ha onacHoOCTUTEe

2.1. KnacudmuympaHe Ha BewecTBOTO UK cMecTa

PernameHT (EO) Ne 1272/2008
BeLlecTBOTO He € knacuduumpaHo Kato onacHo cbrinacHo PernameHT (EO) Ne 1272/2008.

2.2. EneMeHTN Ha eTUKeTa

2.3. lpyru onacHocTun
Hsama HannyHa nHpopmaums.

PA3[OEN 3: ChcTaB/MHpopMaLnsa 3a CbCTaBKUTe

3.1. BeulectBa

XumMunyecka xapakrepucTmka
M3gennsa ot kKambk, TUNC, ULUMEHT, CTBKITO U Kepamunka

PA3[EI 4: Mepku 3a nbpBa nomMmoly,

4.1. OnucaHmMe Ha MepKUTe 3a NbpBa NOMOLL

Cnep BOouwBaHe
[a ce noacurypv 4nicT Bb3ayx.

Crep KOHTaKT € KoXaTa

[a ce namue obunHo ¢ Boga. Ceanete 3aMbpCeHOTO 0ONEKNO 1 ro n3nepeTe npean NoBTopHa ynotpeba.
Cnep KOHTaAKT C ouuTe

BepgHara 1 obunHo ga ce usnnakHe ¢ 04eH Ayl unv Boaa.

Cnep nornblaHe
BepnHara fa ce u3nnakHe yctarta v a ce Aafa noBeye Boga 3a MUeEHe.
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4.2. Han-cbluecTBEHU OCTPU M HacTbNBalLM cned U3BECTEH Nepuos oT BpeMe CUMNTOMU U edekTu
Hsama Hann4yHa nHpopmaums.

4.3. Yka3aHue 3a He06X04MMOCTTa OT BCSAKAKBU HEOTNOXHU MEAULMHCKU TPUXKU U cielnanHo eyeHue
CvmMnTOMaTMYHO NeyeHure.

PA3LEN 5: NMpoTtuBonoXxapHn MepKu

5.1. MNoxaporacutenHu cpegcrea

Mopxoaswm noxaporacutenHu cpeacrsea
MepkuTe 3a raceHe Ha noxapa ga ce c1:o6pa39|T C OGKp'b)KaBaLIJ,aTa cpepna.

5.2. Oco6eHu oNacHOCTU, KOUTO MNPOU3TMYAT OT BELLEeCTBOTO UMM cMecTa
HebannameHum.

5.3. CbBeTu 3a NoXapHUKapurte
B cnyuari Ha noxap: [Ja ce HOCK NPOTMBOra3 c aBTOHOMHO MoJaBaHe Ha K1CIOopOoA.

PA3[EJ 6: Mepku npy aBapMnHO U3nycKaHe

6.1. JIuuHm NnpegnasHu MepKu, NpeanasHu cpeacTBa M Npoueaypuy NpY CNeLHU ciyyan
[a ce n3barea obpasysaHeTo Ha npax. [la He ce BOWLIBa Npaxa.

6.2. MpegnasHu Mepku 3a onasBaHe Ha OKOJIHaTa cpega
He ca Heobxoanmu cneumnantHy Mepku 3a 3allmMTa Ha oKornHaTta cpefa. 3aMbpceHuTe NpeaMeTy U NogoBu
HaCTUMKKN Aa ce NOYUCTAT B CbOTBETCTBME C HapeabuTe 3a onassaHe Ha oKorHaTa cpeaa.

6.3. MeToau n matepuanu 3a orpaHM4aBaHe U NOYUCTBaHE
[a ce cbbupa mexaHnyHo. B3eTuat matepuan aa ce Tpetupa cbobpasHo pasaena 3a otnagbLy.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynotpeba: BmxTe pasgen 7
MHamBmnayanHo 3awuTtHO obopyaBaHe: BUXTe pasgen 8
M3Bo3BaHe: BuxTe pasgen 13

PA3LENN 7: PaboTta n cbxpaHeHue

7.1. Mpegna3Hun Mepku 3a 6be3onacHa pabora

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

Yka3aHus 3a 3aluUTa OT eKCNIo3usi U noxap
He ca HeoGxoavmu crieumasiy Mepku 3a NpOTUBOMNOXKapHa 3alumTa.

7.2. YcnoBus 3a 6e30nacHO CbXpaHsBaHe, BKIKYUTENIHO HECHLBMECTUMOCTHU

N3anckeaHus 3a cknagose u pesepBoapu
CbabT Aa ce ObpXU NITbTHO 3aTBOPEH.

UHdopmMaums 3a cbxpaHeHue B 06LWM cKnagoBu nomeLleHus
He ca HeoGxoaumum cneumanHu Mepku 3a 6e3onacHoCT.

7.3. CneuuncunyHa(m) kpanHa(u) ynotpeba(un)

Auxilary for manufacture of dental products Magennsi ot kambk, rMnc, LMMEHT, CTbKIIO U Kepamuka

PA3[EI 8: KoHTpon Ha ekcno3uuuaTa/nM4yHM npeanasHu cpeacTea

8.1. MapameTpu Ha KOHTpOI

8.2. KoHTpon Ha ekcno3nymsaTa

3alnUTHU U XMTMEHHU MepKM
Cearnete 3ambpceHoTo 06nekno. fla ce nammBaT pbLEeTe Npean NoYnBka 1 B kpasi Ha paboTHus aeH. [la He ce
age, nue, NyLm 1 gornycka xpema Ha paboTHOTO MSICTO.
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3awuTa Ha oumnTe/nuueTo
M3nonsBarite npeanasHu ouuna/npegnasHa Macka 3a nuvue. Npotueonpaxosu o4vna

3awmTa Ha pbueTe

Mpu paboTa ¢ XMMUYeCKy BEeLLeCcTBa Aa Ce HOCAT CamMo PbKaBULM 38 XMMUYECKa 3alumuTa, 0603HaYeHn CbC
3Hak CE, BkntoyBaLl YeTUprUMpeH KOHTPOMNEH HoMep. BuabT Ha pbkaBuUMTe 3a XMMUYeCKa 3allmTa Tpsibea
BHMMaTEnNHO aa 6bae noabpaH B 3aBUCUMOCT OT KOHLIEHTPAaLMATA M KONUYECTBOTO Ha OnacHW BelLecTsa,
cbobpasHo cneundukarta Ha paGoTHOTO MsicTo. Mpu cryyam Ha cneuunanHa ynotpeba ce npenopbyBa crpaeka
C Npou3BoOMTENs, Oanyi roPenocoYeHUTE 3alUTHU PbKaBULW NpUTeXasaT HeoGXxoaMMaTa yCTOMUYMBOCT Ha

XUMUKanu.
3awumTa Ha KoxaTa

M3nonseaHe Ha 3almMTHO 06nekno.
3awmTa Ha guxaTenHUTe NbTULLA

I'IpM HeAoCTaTb4YHa BEHTUNAUMA HOCETe CpeACTBa 3a 3alluTa Ha anxatenmHnTe NbTtulla. ,El,a He Cce BOuLLBa

npaxa. I'IormeeTe Ce 3a JOCTaTb4yHO BeHTUNnauma 1 TO4KOBO U3CMYKBaHE Ha KPUTUYHU TOYKN.

PA3OEN 9: ®3n4yHM 1 XMMU4YHM CBOUCTBA

9.1. UHchopmaumss OTHOCHO OCHOBHUTE (PU3UYHU U XMMUYHU CBOUCTBA

CbCTOsiHME Ha BELLECTBOTO: TBbPL,

LiBaT:

Mupusma: 6e3 mupuc

CToMHOCT Ha pH: HeonpegeneH

MA3meHeHMsa Ha CbCTOSAAHMETO

Touka Ha ToneHe: HeonpegeneH
Touyka Ha KuneHe/MHTepBan Ha Kunexe: ?
Toyka Ha Bb3nnamMmeHsiBaHe: ?
3ananumocTt
TBBbPOO BELLECTBO: Heonpeaenex
Mas: HEenpunoXxnm
B3puBoonacHocTu

MpogykTbT He e: EkcnnosneeH.

OOrHa rpaHuua Ha B3pMBSAEMOCT: HeonpeaeneH
ropHa rpaHuua Ha B3pMBSIEMOCT: HeonpeaeneH
CamoBb3nnameHsieMocT
TBbpPAO BELLECTBO: HeonpeaeneH
[as: HEMPUNOXNM
Temnepatypa Ha pasnagaHe: HeonpeaeneH

MoxapoycKopuTenHu cBoncTea
He nogabpxa ropeHero.

MapHo HansraHe: <=1100 hPa
(npun 50 °C)
[MnbTHOCT: 2,44000 g/cm®
Pa3TtBopumocT BbB Boga: He
Opyru pasTBoputenu
HeonpeaeneH
KoeduuneHT Ha pasnpeaensiHe: HeonpegerneH
OTHOCUTENHA NNBTHOCT Ha NapuTe: HeonpeaeneH
OTHOCUTENHa CKOPOCT Ha M3napeHue: HeonpeaeneH
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9.2. [ipyra nudopmaumsa
CbabpKaHue Ha TBbpOO BELLeCTBO: 100,0 %

PA3LOEN 10: CTabunHOCT U peakTUBHOCT

10.1. PeakTuBHOCT
Mpu npaBunHo 6opaBeHe U CbXpaHeHNe B CbOTBETCTBME C pasnopendbuTe He Bb3HUKBAT OMACHU peakunm.

10.2. XuMn4Ha ctabunHocTt

MpoayKTbT e cTabureH, ako ce CbXpaHsiBa Npy HopmarHa TemnepaTypa Ha OKonHaTa cpega.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3secTHu onacHu peakumm.

10.4. YcnoBus, kouto TpsibBa ga ce usdarear
HUKOS/HUKOM

10.5. HecbBMecTMMM MaTepuanu
Hama HanvyHa nHdopmauums.

10.6. OnacHu NpoAyKTX Ha pa3nagaHe
He ca n3BecTHV onacHu NpoayKT! Ha pasnaraHeTo.

PA3LOEN 11: TokcukonornyHa nHdopmaums

11.1. UHchopmaums 3a TOKCUKONOTUYHUTE echeKkTun

CunHa ToKCUYHOCT
Bb3 ocHOBa Ha HaNMM4YHUTE JaHHU He Ca U3MbIIHEHM KpUTEPUMTE 3a KnacudpuumpaHe.

Pasgpa3sBaHe M KOPO3MBHOCT
Bb3 ocHOBa Ha HanWYyHWTe JaHHW He ca U3MbIHEHN KpUTepunTe 3a knacuduumpaHe.

CeHcubunusmnpallo gemcreue
Bb3 ocHoBa Ha HaNM4YHUTE JaHHW He ca U3MbIIHEHM KpUTEpMMTE 3a KnacudpuumpaHe.

KaHueporeHHW, NPOMEeHSLLM reHOTUMNAa U yBpeXAally pa3MHOXaBaHeTO Bb3AeNCTBUSA
Bb3 ocHOBa Ha HaNMYHUTE OaHHW HE Ca U3MbITHEHWN KPUTEPUNTE 3a KrnacuduumpaHe.
CTOO (cneunduyHa TOKCMYHOCT 3a onpeaerieHn opraHun) - eAHOKpaTHa eKCno3uLumsa
Bb3 ocHOBa Ha HanNMYHUTE OaHHW HE Ca U3MbITHEHWN KpUTEPUNTE 3a KnacuduumpaHe.
CTOO (cneuundnyHa TOKCUYHOCT 3a onpeAerieHn opraHu) - NnoBTapsLla ce eKCno3nuumsa
Bb3 ocHOBa Ha HaNMYHUTE OaHHW HE Ca U3MbITHEHWN KpUTEPUNTE 3a KnacuduumpaHe.
OMacHOCT Npu BAMULUIBaHe
Bb3 ocHOBa Ha HanNMYHMTE JAHHW He Ca U3MbITHEHWN KpUTEpUNTE 3a KnacuduumpaHe.
[pyrn naHHM 3a NPoBepPKU
BelLecTBOTO € KnacnguumpaHo kato He onacHo no cmucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: EkonornyHa nHdopmaums

12.1. Tokcu4HOCT
MpogykTbT He e: OTPOBEH 3a OKoMHaTa cpeaa.
12.2. YCTOMYUBOCT U pa3rpagmmocTt

MpoayKTLT He e TecTBaH.
12.3. Buoakymynupauia cnocobHocT

npO,ElyKT'bT He e TeCTBaH.

12.4. NpeHocMocCT B noyBarTa
MpoayKTLT He e TecTBaH.

12.5. Pe3syntaTtu ot oueHkaTa Ha PBT u vPvB
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MpoayKTLT He e TecTBaH.

12.6. Opyrn HebnaronpusaTHU ecdhekTn
Hama HanvyHa nHdopmauums.

JonbnHuTenHW AaHHWU
[a ce n3bsrea Mn3nyckaHe B OkonHaTta cpena.

PA3OEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTnagbuu

U3xBbpnsiHe Ha oTNagbLUM
OTnagbunTe Aa ce U3BO3BAT B CbOTBETCTBME C aAMUHUCTPATUBHUTE pasnopendu.

N3xBbLpRnsiHe Ha HEMOYUCTEHN ONAKOBKU U NpenopbYyaHyn NOYMCTBALLM NpenapaTu
[a ce namue obunHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkKM Morat aa 6baar peunknmpaHu.

PA3[OEN 14: UHchopmMaLMAa OTHOCHO TPAHCMOPTUPAHETO

CyxonbTteH TpaHcnopT (ADR/RID)

14.1. Homep no cnuckka Ha OOH:

14.2. TOYHO Ha HAMMEHOBaHUe Ha

npartkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTUpaHe:
14.4. OnakoBbY4Ha rpyna:

PeueH TpaHcnopT (ADN)

14.1. Homep no cnucbka Ha OOH:

14.2. To4yHO Ha HAaUMeHOBaHMUe Ha

nparkara no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu
TpaHCNopTUpaHe:

14.4. OnakoBbYHa rpyna:

TpaHcnopT no mope (IMDG)

14.1. Homep no cnucwkka Ha OOH:

14.2. To4yHO Ha HAaMMeHOBaHUe Ha

npartkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTUpaHe:
14.4. OnakoBbY4Ha rpyna:

Bb3ayuweH TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnucwkka Ha OOH:

14.2. ToyHO HA HAaMMeHOBaHMUe Ha

npartkata no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHoOCT npu

TpaHCcMopTUpaHe:
14.4. OnakoBbY4Ha rpyna:

14.5. OnacHocTHM 3a OKOJIHaTa cpega

OlNMACHO 3A OKOJTHATA 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. CneumanHu npegnasHu MepKu 3a norpeburtenure

Hama HannyHa nHpopmaums.

MHBeHTapeH Homep: 2

BG

[arta Ha nevat: 21.04.2020



VITA Zahnfabrik H. Rauter GmbH & Co. KG
MUHdopmaumoHeH Jlnct 3a BesonacHocTt
cbrnacHo PernameHT (EO) Ne 1907/2006

VITABLOCS
[ata Ha koHTpon: 12.08.2019 Katanor Ne: 261 CtpaHuua 6 ot 7

14.7. TpaHcnopTMpaHe B HaJIMBHO cbCTosiHMe cbrnacHo aHekc Il kbm MARPOL n Kogekca IBC
HEeNpUNoXnum

PA3OEN 15: UHdopmaLmsa oTHOCHO HOpMaTUBHaTa ypenba

15.1. CneundmyHM 3a BELLLECTBOTO UM CMecTa HOpMaTUBHA ypea6a/3akoHOA4aTeNICTBO OTHOCHO
6e3onacHocTTa, 34paBeTo M oKonHarta cpefa

EC PerynaTtopHa uHcopmauus

HanHu 3a gupektusa 2012/18/EC He noanexwu Ha [upekTtnea 2012/18/EC (SEVESO III)
(SEVESO lll):

HauunoHanHu pasnopeabu
3ambpcsaBaHe Ha BoguTe knac (D): - - He3aMbpcsBaLy, BoguTe

15.2. OueHka Ha 6e3onNacHOCTTa Ha XMMUYHO BELLEeCTBO UM cMec

3a ToBa BeLLECTBO He Ca M3BbPLUBAHN ONUCaHWs 3a 6€30NacHOCT.

PA3OEN 16: Opyra nHcopmauus

CbKpalleHUs 1 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%
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 europiien 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
SVHC: Substance of Very High Concern
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3a cbKpalleHusa 1 akpoHnMK BX. Tabnuuata Ha http://abbrev.esdscom.eu

[onbnHUTENHU AaHHU
HaHHuTe ce 633|/|paT Ha OHELWHOTO CbCTOAHUE Ha HalWlUTe No3HaHuUA, HO Te He AaBaT rapaHuu4a 3a cBouncTearta
Ha NpoaYyKTUTE N HEe Ca OCHOBa 3a 3aKOHHU OOroBOPHU OTHOLLEHUA. I'IonyanenﬂT Ha HawunTe NpoayKTn Tpﬂ6Ba
Oa cbbntogaBa Ha cobcTBeHa OTrOBOPHOCT Cna3BaHETO Ha CblleCTByBalLln 3akKOHU U pa3nope/q6v| .
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