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

1.1. UpeHTndmkaTop Ha npoayKra
VITA MODELLING FLUID

1.2. UpeHTMdMUMpaHu ynoTpebu Ha BELEeCTBOTO UM CMECTa, KOUTO ca OT 3HAYeHUe, U ynoTpebu, KOMTo He
ce npenopbyBat
Ynotpe6a Ha BewecTBOoTO/CMeECTa
Ynotpeba Ha nabopaTopHu peareHTn

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 nowa (e-mail): info@yvita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnektpoHHa nowa (e-mail): info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs
1.4. TenecdhoHeH HoMep Npwu +49-(0)761-19240

cnewHu cny4yau:

Opyrv gaHHu
medical device

PA3OEN 2: OnucaHne Ha onacHOCTUTe

2.1. KnacudcdmumpaHe Ha BeWecTBOTO UMM cMecTa

OOH-I'XC (ST/SG/AC.10/11/Rev.8)
Tasu cmec He e knacudmumpaHa kato onacHa cerinacHo ST/SG/AC.10/30/Rev.8 (FXC).

2.2. EneMeHTU Ha eTUKeTa

2.3. lpyru onacHocTu
Hama HannyHa nHpopmaums.

PA30EN 3: CkcraB/MHdOpMmaLms 3a cbCTaBKUTE

3.2. Cmecu

Xumunuyecka xapakrepucTmka
Cwmecu MpoaykTbT/cybcTaHUMATa € HEOpraHUyeH.

PA3[E 4: Mepku 3a nbpBa NOMOLY,

4.1. OnucaHMe Ha MepKUTe 3a NbpBa NOMoOLY

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 Ayuw vnn Boaa.

MHBeHTapeH Homep: 3 - 3amecTBa Bepcus: 2 BG [ara Ha nevaT: 14.06.2022


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

VITA Zahnfabrik H.Rauter GmbH & Co.KG
MUHcdopmaumoHeH Jluct 3a besonacHocTt
cbrnacHo OOH-IMXC (ST/SG/AC.10/11/Rev.8)

VITA MODELLING FLUID
[ata Ha koHTpon: 02.06.2022 Katanor Ne: 014 Ctpanuua 2 ot 7

Cnep nornblyaHe
BegHara foa ce v3nnakHe ycrarta u aa ce faga noBeye Boaa 3a nueHe.

4.2. Han-cbliecTBeHM OCTPU U HacTbNBaLM cried U3BECTEeH Nepuoa oT BpeMe CUMNTOMU U edhekTu
Hsama Hann4yHa nHpopmaums.

4.3. YKka3zaHue 3a He06X0QUMMOCTTa OT BCAKAKBU HEOTIOXKHU MeAULMHCKN TPUXU U CEeLnanHo nevyeHue
CuMnNTOMaTUYHO NEYeEHNe.

PA3[EN 5: NpoTuBonoxapHu Mepku

5.1. MNoxaporacutenHu cpeacrea

Moaxoasawm noxxaporacutenHn cpeacraea
MepkuTe 3a raceHe Ha noxapa ga ce cbobpasaT ¢ obKpbXKaBallaTa cpeaa.

5.2. Oco6eHu onacHOCTWU, KOUTO NPOU3TUYAT OT BELLEeCTBOTO UMM CMecTa
HeBb3nnameHum.

5.3. CbBeTU 3a NoXxapHUKapure
B cnyuawi Ha noxap: [la ce HOCKM NpOTMBOra3 ¢ aBTOHOMHO MogaBaHe Ha Kucropog.

PA3[EIN 6: Mepku npy aBapunHO U3nyckaHe

6.1. llvyHM NpeanasHu Mepku, NpeanasHU cpegcTBa U Npoueaypy NPU CRELWHU cnyvyau
O6wWwm ykazaHus
M3nonasaviTe nMyHa 3awmTHa eKMnupoBkKa.

6.2. Mpegna3Hn Mepku 3a onasBaHe Ha OKOJIHaTa cpeda
He ca HeobxoamMMu cneumanHn Mepku 3a 3almTa Ha okonHaTta cpefa. 3ambpceHnTe NpeaMeT 1 NogoBu
HaCTUIKN Aa Ce NOYUCTAT B CbOTBETCTBME C HApeaOuTe 3a ona3BaHe Ha oKkonHaTta cpefa.

6.3. MeToau n matepmanu 3a orpaHM4aBaHe U NOYUCTBaHe

Opyra nudopmauus
[a ce nonve MexaHW4YHO CbC CBbP3BaLL MaTepuan (MACkK, AMaTOMUT, CBBbP3BALLIO BELLECTBO 32 KUCENMHN UK
yHMBepcarHo). B3eTuat matepvan aa ce Tpetupa cbobpasHo pasgena 3a otnagbLuu.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaovBmnayanHo 3awmuTtHO obopyaBaHe: BuxXTe pasaen 8
M3Bo3BaHe: BxTe pa3gen 13

PA3[LEN 7: Pabota n cbxpaHeHue

7.1. NMpegna3sHu Mepku 3a 6e3onacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxogumu cneumanHu Mepkun 3a 6e3onacHoCT.

Yka3zaHusA 3a 3alimMTa OT eKCNII03UA U noxap
He ca Heobxognmu cneuuanHn Mepkn 3a NpoTMBOMNOXapHa 3aLuTa.

CbBeTu OTHOCHO obuwaTa xurmeHa Ha Tpyaa
CaarneTte 3amMbpceHoTO 0bnekno. [la ce nammeat pbLeTe Npeam NoYmBka 1 B Kpas Ha paboTHus aeH. [la He ce
ane, nve, NyLwx 1 Aonycka xpema Ha paboTHOTO MSICTO.

7.2. YcnoBusA 3a 6€30MacHO CbXpaHsABaHe, BKNIOYUTENHO HECHLBMECTUMOCTU

N3nckBaHuA 3a cKnagose u pesepeoapu
CbabT Aa ce AbPXKU NTBbTHO 3aTBOPEH.

UHdopmaums 3a cbXxpaHeHue B o6LM CKNagoBu NoMeLLeHus
He ca HeoGxoanmu crieunanHn Mepku 3a 6e3onacHoCT.
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PA3[MEJ 8: KoHTpon Ha eKcno3vuMATa/NnM4yHyM npeanasHy cpeacTBa

8.1. MapameTpu Ha KOHTpON

8.2. KoHTpon Ha ekcno3uumusTa

MHamBuayanHyu mepku 3a 3awuTa, KaTo Hanpumep NUYHU NpeanasHu cpeacTBa

3awuTa Ha ouuTe/nuueTo
VM3nons3eanTte npegnasHu oumna/npegnasHa Macka 3a nuue.

3awuTa Ha pbueTe

Mpn paboTa ¢ xMmMuyeckn BelLecTBa Aa ce HOCAT CaMO PbKaBMLUM 3a XMMUYecKa 3awmTta, 0603HaYeHn CbC 3HaK
CE, BkntoyBaLy, 4eTMpuumMd@peH KOHTponeH HoMep. BuabT Ha pbkaBuumMTE 3a XMMU4Yecka 3awwmra Tpsbea
BHUMaTenHo Aa 6bvae noabpaH B 3aBMCUMOCT OT KOHLIEHTpaLMaTa U KONMYECTBOTO Ha ONacHu BeLLecTsa,
cbobpasHo cneuudmkara Ha paboTHOTO MACTO. IMpu cryyam Ha cneumanHa ynotpeba ce npenopbYBa cnpaBka C
NPOW3BOAUTENS, Aanv rOPEenocoYeHNTE 3aLUMTHU PbKaBULM NpUTEXaBaT HeobxoaumaTa yCTOMYMBOCT Ha

xvmMukanu. NpenopbunTtenyun Bugose 3awmtHy pbkasnum KCL Dermatril P NBR (Hutpunos kay4yk)

3awumTa Ha KoxaTta
13nonseaHe Ha 3alUTHO obnekno.
3awmTa Ha guxaTenHuTe NbTULLa

Mpu HepocTaTbYHa BEHTMNALUMA HOCETE CpeAcTBa 3a 3alluMTa Ha AvxaTenHuTe nbTuwa. [la ce oTBoOpAT

nposopuuTe,3a Aa ce OCUrypu eCTeCTBEHO NPOBETPeHME.

PA3OEN 9: ®3n4YHM U XMMUYHN CBOUCTBA

9.1. UHchopmaL st OTHOCHO OCHOBHUTE (PU3UYHU U XMMUYHU CBOMUCTBA

CbCTOSIHME Ha BELLECTBOTO: TeuveH
LiBaT: 6e3uBeTeH
Mwupuama: XapaKkTepeH

MA3meHeHUs Ha CbCTOSAAHMETO
Touka Ha ToneHe/Touvka Ha 3aMpb3BaHe:

Touka Ha KuneHe UM HavanHa To4ka Ha
KuneHe n nHTepBasl Ha KuneHe:

3ananumoct
TBbpAa/TeyeH:
[as:
B3puBoonacHocTu
MpoaykTsT He e: EkcnnosveeH.
OOJHa rpaH1ua Ha B3pUBAEMOCT:
ropHa rpaHuua Ha B3puUBSEMOCT:
TemnepaTtypa Ha camo3ananBaHe
TBbpAO BELLECTBO:
[as:
TemnepaTypa Ha pa3nagaHe:
CTtonHocCT Ha pH:
Opyru pastBoputenu
Heonpeaenex

KoeduuneHT Ha pasnpegeneHune
n-oKkTaHon/soaa:

0°C
100 °C

HEeNnpUuioXunm
HEeNpUIoXnm

HeonpeaeneH
HeonpeaeneH

HENPUNoXmnv
HENPUNoXmnv

HeonpeneneH
3,4

HeornpeaeneH
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MapHo HansraHe: <=1100 hPa
(npun 50 °C)
MnbTHOCT: 0,99700 g/cm?
OTHocUTEeNHa NNbLTHOCT Ha NapuTe: HeonpeaeneH

9.2. ipyra nidopmauus

UHdopmauusa BLB Bpb3Ka € KnacoBeTe Ha (pusamyHa onacHoCT

Okcuaunpalum ceorcTea
He nopabpxa ropeHeTo.

[pyru xapakTepucTuKku 3a 6esonacHocT
CbabpkaHne Ha TBbPAO BELLECTBO: 0,0 %
OTHOCUTENHA CKOPOCT Ha M3napeHue: HeonpeaeneH

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakTuBHOCT

Mpw npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBUE C pasnopeaduTe He Bb3HMKBAT OMacHW peakumi.

10.2. XuMn4Ha ctabunHocTt

MpoayKTbT e CTabuneH, ako ce CbxpaHsiBa Npyu HopMarnHa TeMnepaTtypa Ha okofniHaTa cpeda.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca n3BecTHu onacHu peakuuu.

10.4. YcnoBus, KouTo TpsibBa aa ce usosareat
HUKos

10.5. HecbBMecTUMK MaTepuanu
Hama HannyHa nHpopmauus.

10.6. OnacHM NpoAYyKTU Ha pasnagaHe
He ca u3BecTHV onacHu NpoAyKTU Ha pasnaraHeTo.

PA3OEN 11: Tokcukonorn4yHa nHcdopmauus

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

CunHa TOKCUMYHOCT

Bb3 ocHOBa Ha HanWYHUTE JAaHHWU HE Ca U3MbITHEHU KpUTEPUUTE 3a Knacuduumpaxe.
Pasgpa3BaHe 1 KOpoO3MBHOCT

Bb3 ocHOBa Ha HanNWYyHUTE JAaHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CeHcubunuaunpallo neMcTeme

Bb3 ocHOBa Ha HanNWYHUTE JAHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
KaHueporeHHU, NpoMeHsILM reHOTUNa ¥ YBpeXaallu pasMHOXaBaHeTO Bb3AencTBUsA

Bb3 ocHOBa Ha HanNWYHUTE JAHHU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneundryHa TOKCUYHOCT 3a onpeaereHn opraHu) - eAHOKpaTHa eKcno3muums

Bb3 ocHOBa Ha HanMYHWTE AAHHWU HE Ca U3MbITHEHU KPUTEpUUTE 3a Knacuduumpaxe.
CTOO (cneuundnyHa TOKCUYHOCT 3a onpeAerieHn opraHu) - NoBTapsilla ce eKCrno3uuus

Bb3 ocHOBa Ha HanNWYHUTE JAaHHU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
OMacHOCT Npu BOAMLLBaHe

Bb3 ocHOBa Ha HanNW4yHUTE JAHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.

Opyrv AaHHU 3a NpoBepKU
CwmecTa e knacuduumpaHa kaTo He ornacHa no cmucena Ha Pernament (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.

12.6. CBOMCTBA, HapywaBawmu hyHKLUNTE HA eHOOKPUHHaTa cucTtema

Tosu NpoAYKT HE CbAbpXa BelleCTBO, KOEeTO nNpuTtexxasa CBOWCTBA, BOAELUM A0 HapyuwlaBaHe Ha Ct)yHKLl,I/IVITe Ha
€HOOKpPpMHHaTa cuctemMma no OTHoLleHue Ha Helernesn opraHn3mu, Tbl KATO HAIMa KOMIMOHEHTU, KOUTO Aa OoTroBapAT

Ha KpuTepuuTe.
12.7. Opyrn HebGnaronpusaTHU edbekTn

Hsama Hann4yHa nHpopmaums.

OonbAHUTeNnHU AaHHN

[a ce n3bsrea n3nyckaHe B OkonHaTta cpeja.

PA3[OEN 13: O6e3BpexaaHe Ha oTnaagbLUTe

13.1. MeTtoam 3a TpeTUpaHe Ha oTNagbuUu

M3XB'bpl1ﬂHe Ha oTnagbuun

OTnagbuuTe Aa ce U3B03BaT B CbOTBETCTBUE C aOMUHUCTPATUBHUTE paanopeu6m.

N3xBBbpnsiHe Ha HENOYUCTEHU ONMAKOBKU M NpenopbYaHyn NOYUCTBALLM NpenapaTu
[a ce nammue obunHo ¢ Boga. HanbnHo nsnpasHeHnTe onakoBkvM MoraTt Aa 6baaTt peunknimpaHu.

PA3OEN 14: NHdhopmMauus OTHOCHO TpaHCNOPTUPAHETO

TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH
unu ngeHTUdMKaLMOoOHEH HOMep:
14.2. TOYHO Ha HAUMEeHOBaHUe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TPaHCNOpPTUPaHe:
14.4. OnakoBbY4Ha rpyna:

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.

Bb3ayuweH TpaHcnopTt (ICAO-TI/IATA-DGR)

14.1. Homep no cnucbka Ha OOH
Unu uaeHTudUKaLmMoHeH HoMep:
14.2. TOYHO Ha HAUMEeHOBaHUe Ha
npartkarta no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbLY4Ha rpyna:

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

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 npeanasHn Mepku 3a noTpedourenure

Hsama Hann4yHa nHpopmaums.
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14.7. MoOpCKMU TPaHCNOPT Ha TOBapy B HACUNMHO CbCTOAHUE ChINAcHO MHCTPYMeHTU Ha MexayHapogHarta

MOPCKa opraHusauuns
HEeNnpunoXxmm

PA30EN 15: UHdopmaLmss OTHOCHO HOpMaTMBHaTa ypeaba

HauunoHanHu pasnopeg6bu

PA3LOEN 16: Opyra nHcdopmauus

MpomeHn
To3u cnuCbk Cbabpka NPOMEHN B CpaBHEHME C NpeguliHaTa Bepcus B pasgen(u): 4,7,8,9,15,16.
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 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 cbKpalleHnsa 1 akpoHumK BX. Tabnuuara Ha http://abbrev.esdscom.eu
ﬂOITanVITenHM AaHHU

[aHHnTe ce 6a3|/1paT Ha QHELWHOTO CbCTOSAHME Ha HalnTe NO3HaHWUSA, HO Te He JaBaT rapaHums 3a CBOMCTBaTa Ha
NpoayKTUTE N HE Ca OCHOBA 3a 3aKOHHW OOroOBOPHU OTHOLLEHUA. I'IonyanenﬂT Ha HallnTe NpoayKTn Tpﬂ6Ba aa
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cbbnoaaBa Ha coGCTBEHa OTTOBOPHOCT CMa3BaHeTO Ha ChLUECTBYBaLUM 3aKOHU U pa3nopeadm.

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