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

1.1. UpeHTndmkaTop Ha NnpoayKTa
VITA LUMEX UNIQUE LIQUID

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

Mpan: 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
Tasu cmec He e knacudmumupaHa KkaTo onacHa cbrrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTN Ha eTUKeTa

2.3. ipyru onacHocTu
Hsama Hann4yHa nHpopmaums.

PA3[EN 3: CbcTaB/MHpOpMaLma 3a CbCTaBKUTE

3.2. Cmecu

XrumMmuyecka xapakrepucTuka
Kepamuka

BaxHu cbcTaBKM

HUKOSI/HMKOM (cbrmacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3LEJ 4: Mepku 3a nbpBa NomoLy,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BOovwBaHe

[a ce noacurypu 4nicT Bb3ayx.
Cnep KOHTaKT € KoXaTa

[a ce namue obnnHo ¢ Boga. CBanere 3aMbpPCEHOTO OBNEKIOo 1 ro usneperte Npean NoBTOpHa ynoTpeba.
Cnep KOHTAKT C ouuTe

BeaHara 1 o6unHo ga ce nannakHe ¢ o4eH Ayl unm Boaa.
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Cnep nornblyaHe
BeaHara ga ce usnnakHe yctarta v Aa ce faga noBeve Boga 3a NnueHe.

4.2. Han-cbluecTBEHU OCTPU M HAacTbNBalLM cnes U3BECTEH Nepuos oT BpeMe CUMNTOMU U edekTu
Hsama Hann4yHa nHpopmaums.

4.3. Yka3aHue 3a Heo6X0gMMOCTTa OT BCAKaKBU HEOTNIOXKHU MEOULIMHCKU FPUXKU U cneuunanHo neyeHume
CuMnNTOMaTUYHO NeYeHue.

PA3[EN 5: NpoTnBonoxapHu Mepku

5.1. CpeacTBa 3a raceHe Ha noxap

Mopxoaswm noxaporacuTenHu cpeacTea
MepkuTte 3a raceHe Ha noxapa fa ce cbobpassT ¢ obkpbkaBalwata cpega.

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

5.3. CbBeTH 3a NoXapHUKapuTe
B cnyyaii Ha noxap: [la ce Hocy NpoTMBOra3 ¢ aBTOHOMHO NOAABaHe Ha Kucrnopoa.

ﬂOITanVITEﬂHVI YKa3aHusa
3ambpceHaTa Bofa OT raceHe fa ce cbbupa otgenHo.[la He ce gonycka U3TUYAHETO 1 B KaHann3auuara unm
OTKpUTUTE BOAOMWU.

PA3LEJ 6: Mepku npu aBapMnHO uU3nycKkaHe

6.2. MpeanasHu Mepku 3a onasBaHe Ha OKoNHaTa cpefa
[a He ce ponycka NpOHUKBaHE B KaHanNM3auusaTa unm oTKpUTUTE BOOHN BacenHu.

6.3. MeTtogu n matepmanu 3a orpaHM4yaBaHe U NOYUCTBaHE

Opyra nudopmauums
[a ce cbbupa mexaHnyHo. B3eTuat matepuan aa ce Tpetupa cbobpasHo pasagena 3a otnagbLy.

6.4. No3oBaBaHe Ha Apyru pasgenv
CurypHa ynotpeba: BuxTe pasgen 7
WHamBmnayanHo 3awutHo obopyaBaHe: BuXTe pasgen 8
M3Bo3BaHe: BuxTe pasgen 13

PA3LEJ 7: O6paboTka u cbxpaHeHue

7.1. NMpegnasHu Mmepku 3a 6esonacHa pa6ora

YnbTBaHuUA 3a 6e3onacHa ynorpeba
He ca HeobGxoaumum cneumanHm mepku 3a 6e3onacHocT.

Yka3aHus 3a 3aliMTa OT eKCNIo3uA 1 noxap
He ca Heobxoaumu cneumanHn Mepky 3a NpoTMBOMNOXapHa 3awmTa.

CbBeTU OTHOCHO o6lLaTa xurmeHa Ha Tpyaa
Ceanete 3ambpceHoTo 06nekno. fla ce nammBaT pbLETe Npean NoYnBKa 1 B kpasi Ha paboTHus aeH. [la He ce
aae, nve, NyLy 1 Jonycka xpema Ha paboTHOTO MSCTO.

7.2. YcnoBus 3a 6e30nacHO cbXpaHsiBaHe, BK1HOYUTENTHO HECLBMECTUMOCTU

M3nckBaHuA 3a cknagose U pe3epBoapu
C'bﬂ'bT Aa ce OAbpPXXN NIbTHO 3aTBOPEH.

UHdopmauma 3a cbxpaHeHue B 06l CKNafoBY NOMeLLeHUA
He ca Heobxoanmun cneunanHi Mepk1 3a 6e30nacHoCT.

7.3. CneundmyHa(u) kpanHa(u) ynotpe6a(u)

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

8.1. MapameTpu Ha KOHTpOI

8.2. KoHTpon Ha ekcno3vumsita

MHomMBuayanHyu MepKku 3a 3awuTa, KaTo Hanpumep NUYHU NpeanasHU cpeacTBa

3awuTta Ha oumnTe/nuueTo
M3nonsBarite npeanasHu ouuna/npeanasHa Macka 3a nvue.

3awuTa Ha pbueTe

Mpu paboTa ¢ xMMnYeckn BeLLeCTBa Aa Ce HOCAT CaMO PbKaBULM 3a XMMUYECKa 3alumuta, 0603HavYeHn Cbe 3HaK
CE, BkntoyBaLy, yetupumundpeH koHTporeH Homep. @ONBR (Hutpunos kayuyk) 02.B008235 lNpu cnyyan Ha
cneumanHa ynotpeba ce npenopbyBa cnpaBka C MPOM3BOAMTENS, Aann rOPenoCcoYeHNTE 3aUTHN PbKaBuLn
nputexasaT Heobxoammara yCTOMYMBOCT Ha Xxumukanu. MNpenopbunTtenHy BUAoBe 3almTHu pbkasmumy KCL

Dermatril P
3awumTa Ha KoxaTa

M3nonseaHe Ha 3alMTHO 0ONeKno.
3awuTa Ha AguXaTesiHuTe NbTULLA

I'Iorp|/|>KeTe Ce 3a 40oCTaTb4HO BeHTUNauma 1 TO4KOBO N3CMYKBaAHE Ha KPDUTUYHU TOYKN. TexHuyecka BEeHTUNauna

Ha paboTHOTO MSCTO

PA3OEN 9: ®3nyHM 1 XMMU4YHU CBOUCTBA

9.1. UHchopmaumss OTHOCHO OCHOBHUTE (PU3UYHU U XMMUYHU CBOUCTBA

CbCTOSIHME Ha BELLECTBOTO:

LiBaT:

Muvpusma: 6e3 mupuc
Touka Ha ToneHe/ToYka Ha 3aMpb3BaHe:

Touka Ha KMMeHe U HadanHa Tovka Ha

KMMEeHe U HTEepPBar Ha KUMNeHe:

3ananumocT:

AOrHa rpaHunua Ha B3pUBAEMOCT:

ropHa rpaHuua Ha B3p1BAEMOCT:

Touka Ha Bb3nnamMeHsiBaHe:

TemnepaTypa Ha pa3nagaHe:

CTOMHOCT Ha pH:

PastBOpUMOCT BbB BOAa:

Opyru pastsoputenu
HeonpeaeneH

KoedwuumeHT Ha pasnpeaeneHve

n-okTaHon/soaa:

MapHo HansraHe:

(npu 50 °C)
MnbTHOCT:
OTHOCUTENHA NITBLTHOCT Ha nNapuTe:

9.2. ipyra nudopmauyms

UHcpopmauusa BbB Bpb3Ka € KnacoBeTe Ha (hM3nyHa onacHocT
BapusoonacHocTu

MpoaykTbT He e: EkcnnosneeH.
Temnepatypa Ha camo3anansaHe

TBbpAO BeLeCcTBO:

HeonpegerneH
X

HeonpeaeneH
HEMNPUIIOKUM
HeornpegerneH

HeonpeaeneH
115 °C
Heonpeaenex
8-9

He

HeornpegerneH
<=1100 hPa

2,40000 g/cm?
HeonpegeneH

HeonpeaeneH
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[as: HENpPUNOXum
Okcungupalum ceomncTea
He nopgabpika ropeHero.

Apyru xapakrepucTukm 3a 6e3onacHocT

OTHOCUTENHA CKOPOCT Ha M3napeHue: Heonpeaenex
CbabpkaHue Ha TBbPOO BELLECTBO: 100,0 %

PA3LOEJ 10: CTabuMNHOCT U peakTUBHOCT

10.1. PeakumoHHa cnoco6HOCT
Mpwv npaBunHo 6opaBeHe U CbXpaHeHe B CbOTBETCTBME C pasnopendbuTe He Bb3HUKBAT ONACHU peakunm.

10.2. XuMn4Ha ctabunHocTt

MpoayKTbT e cTabureH, ako ce CbXpaHsBa Npy HopmarHa TemnepaTypa Ha OKonHaTta cpega.

10.3. BbLb3MOXHOCT 3a OnNacHU peakuuu

He ca nssecTHu onacHu peakumm.

10.4. YcnoBus, kKouto TpsibBa ga ce u3bsarear
HUKOSI

10.5. HecbBMecTMMU MaTepuanu
Hsama Hann4yHa nHpopmaums.

10.6. OnacHu NpoAyKTX Ha pa3nagaHe
He ca u3BecTHV onacHu NpoayKT! Ha pasnaraHeTo.

PA3[OEN 11: TokcukonornyHa nHdopmaums

11.1. UHchopmauusa 3a kKnacoBeTe Ha onacHocT, onpeaenenn B PernameHT (EQ) Ne 1272/2008

CunHa TOKCU4YHOCT
Bb3 0CcHOBa Ha HANUYHUTE JAHHWU HE Ca U3MbITHEHWN KpUTEPUUTE 3a KnacuduumpaHe.

ATEmix npecmeTHaTt
ATE (opaneH) > 2000 mg/kg; ATE (aepmaneH) > 2000 mg/kg; ATE (mHxanatuseH napa) > 20 mg/l; ATE
(nHxanatmeeH npax/gnm) > 5 mg/l

Pazppa3BaHe U KOPO3MBHOCT
Koposusi/apasHeHe Ha koxaTa: Bb3 ocHOBa Ha HanM4HMTE AaHHWU He ca U3MbIHEeHN KpuTepunTte 3a
KnacuguumpaHe.
Cepuo3sHo yBpexaaHe Ha ounte/gpasHeHe Ha ounte: Bb3 0CHOBa Ha HaNMMYHUTE AaHHW He ca U3MbITHEHN
KputepuuTe 3a KnacuduumpaHe.

CeHcubunusmnpallo gemcreue
Bb3 ocHOBa Ha HaNMYHUTE OAHHU HE Ca U3MbIIHEHM KpUTEpPMUTE 3a KnacupuumpaHe.

KaHueporeHHW, NpOMeHSLLM reHOoTUNA U yBpeXAally pa3MHOXaBaHeTO Bb3AeNCTBUSA
MyTareHHOCT 3a 3apoguLIHMTeE KneTku: Bb3 OCHOBa Ha HaNMMYHUTE AaHHW He ca U3MbIIHEHW KpuTepunTe 3a
knacudmumpaHe.
KaHueporeHHOCT: Bb3 OCHOBa Ha Hanu4yHUTE AaHHW He ca U3MbIIHEHW KpUTepumTe 3a KnacuduvumpaHe.
TokcM4YHOCT 3a penpoaykumsaTa: Bb3 0OCHOBa Ha HanMYHUTE AaHHW He Ca U3MbITHEHW KpUTepunTe 3a
knacudmumpaHe.

CTOO (cneuundnyHa TOKCUYHOCT 3a onpeaesieHn opraHu) - eqHOKpaTHa eKcno3nums
Bb3 ocHOBa Ha HaNMYHMTE JaHHW HEe ca U3MbITHEHWN KpUTEpPUNTE 3a KnacuduumpaHe.

CTOO (cneunduyHa TOKCMYHOCT 3a onpeAeneHn opraHu) - NoBTapsilia ce eKCno3numsa
Bb3 ocHOBa Ha HaNMMYHUTE JaHHW HE Ca U3MbITHEHWN KPUTEPUNTE 3a KnacuduumpaHe.

OnacHocT npu BAULLBaHe
Bb3 ocHOBa Ha HanNMYHMTE JAHHW HE Ca U3MbITHEHWN KpUTEpUnTe 3a KnacnuduumpaHe.
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Opyrv1 AaHHM 3a NpoBepKU

BeLlecTBOTO € KnacMdmumpaHo KaTo He onacHo no cMucbna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: EkonornyHa nHdopmauums

12.1. TOKCUYHOCT

MpoaykTbT He e: TOKCMYHM 3a OKonHaTta cpeaa.

12.2. YCTONYMBOCT U pa3rpagumocT

MpoayKkTbT He e TecTBaH.

12.3. Buoakymynupauia cnocobHocT
MpoayKTHT He e TecTBaH.

12.4. NpeHOCUMOCT B no4yBaTa
MpoayKTHT He e TecTBaH.

12.5. Pe3synTtaTtu ot oueHkaTa Ha PBT u vPvB

BelecTtBaTa B cMecTa He OTroBapsaT Ha kputepumuTe 3a PBT/vVPvB cbrnacHo REACH, Mpunoxenue XIIl.

MpoayKTLT He e TecTBaH.

12.6. CBouncTBa, Hapywasawm yHKLUMUTE Ha eHOOKPUHHaTa cucTtema

To3n NPoAyKT He CbAbpKa BELECTBO, KOETO NpUTeXaBa CBONCTBA, BOAELLM A0 HapyllaBaHe Ha yHKUMMTe Ha
€H/OKpMHHAaTa cucTema Nno OTHOLLEHUE Ha HeLleneBn OpraHnM3Min, Tbid KaTo HAMa KOMMOHEHTU, KOUTO [1a OTroBapsaT

Ha KpuTepuuTe.
12.7. Opyrn HebGnaronpusTHU echekTun
Hama HannyHa nHdopmauums.

JonbnHUTenHn aaHHU

[la ce n3bsrea n3nyckaHe B okonHarta cpega.

PA3LEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoau 3a TpeTupaHe Ha oTnagbuu

U3xBbpnsiHe Ha oTnagbLUm

,El,a He Ce JonycKa nNpoHUKBaHe B KaHanmn3auudaTta uninn oTkputuTe BoOaHU OaceliHu. OTHaﬂ'bLlMTe Aa ce N3BOo3BaT B
CbOTBETCTBUE C aAMUHUCTPATUBHUTE pa3nope,q6v|.

U3xBBbpNsHe Ha HENOYNCTEHM ONAKOBKU M NpenopbYaHn NoYUCTBALLM NpenapaTu
[a ce namune obunHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkKM Morat aa 6baat peunknmpaHu.

PA3[OEN 14: UHchopmaLMa OTHOCHO TPAHCMOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)
14.1. Homep no cnuckka Ha OOH
WY MaeHTUUKaLMOHEeH HOMep:
14.2. ToyHO HAaUMEHOBaHMe Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu
TPaHCMOpPTUpPaHe:

14.4. OnakoBbY4Ha rpyna:

PeueH TpaHcnopT (ADN)
14.1. Homep no cnuckka Ha OOH
Wnu mgaeHTUuduKaLumoHeH Homep:
14.2. ToyHO HaUMeHOBaHMe Ha
npartkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu
TpaHCcNopTUpaHe:

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 cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna: No dangerous good in sense of this transport regulation.
Bb3gyuweH TpaHcnopTt (ICAO-TI/IATA-DGR)
14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
unu uaeHTuduKkaLumoHeH HoMep:
14.2. ToyHO HaMMeHOBaHue Ha No dangerous good in sense of this transport regulation.
nparkara no cnuckbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHCNopTUpaHe:
14.4. OnakoBbLYHa rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoCTM 3a OKOJIHaTa cpega
OIMNMACHO 3A OKOINMHATA CPEJA: He

14.6. CneumanHu npegnasHu MepKu 3a noTtpeburtenure
Hama HannyHa nHpopmaums.

14.7. MopcKu TpaHCNopT Ha TOBapu B HACUMHO CHLCTOAHUE CBHINMACHO MHCTPYMEHTU Ha MexayHapogHaTta

MOpPCKa opraHusauusa
HENPUNOXum

PA3LOEN 15: UHdopmaLma oTHOCHO HOpMaTUBHaTa ypenoba

15.1. CneundcdmnyHM 3a BELLECTBOTO UM CMecTa HOpMaTUBHA ypea6a/3akoHOAATEeNICTBO OTHOCHO
6e3onacHocCTTa, 34paBeTo 1M OKonHaTa cpega

EC PerynaTtopHa nHdopmauus
Hanuun 3a Qupektuea 2012/18/EC He nognexwu Ha dupekTtnea 2012/18/EC (SEVESO III)
(SEVESO lll):

HauunoHanHu pasnopeabu
3ambpcaBaHe Ha BoguTe knac (D): - - He3amMbpcsBaLl, BOAUTE

15.2. OueHkKa Ha 6e30NacHOCT Ha XMMUYHOTO BELUEeCTBO UNu cMec
3a ToBa BeLLEeCTBO He ca U3BbPLUBaHKN onucaHus 3a 6e3onacHoCT.

PA3LOEN 16: Opyra uHcgpopmauus
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Cprau.leva 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%
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
SVHC: Substance of Very High Concern
3a cbKpallieHVsa 1 akpoHumuK BX. Tabnuuata Ha http://abbrev.esdscom.eu
ﬂOI‘I'anVITenHVI AaHHU
[aHHuTe ce Ga3upaT Ha OHELHOTO CbCTOSIHWE Ha HaLLMTE MO3HAHUS, HO T€ He JaBaT rapaHuus 3a CBOWCTBaTa Ha
NPOAYKTUTE U HE Ca OCHOBA 3@ 3aKOHHMW JOrOBOPHM OTHOLLEHUS . MonyyaTensaT Ha HalmTe NpoaykTn Tpsibea Aa
cbbniofaBa Ha cobCcTBEHA OTFOBOPHOCT CMAa3BaHETO Ha CbLLECTBYBALLM 3aKOHW U pa3nopenbu.

(daHHume 3a onacHuUme sewecmsa, enu3alyu 8 cbcmasa, ca 83emu 8uHaz2u om nocrnedHama earnudHa
mabnuyama ¢ napamempu 3a 6esonacHocm rpu paboma, ocuzgypeHa om noddocmasyuka.)
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