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

1.1. UpeHTndmkaTop Ha npoayKra
VITA INTERNO 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 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
BelecTBOTO He e KnacuguumpaHo kato onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa

2.3. [lpyru onacHocTtu
Hama HanvyHa nHdopmauums.

PA3[OEN 3: ChcTaB/MHpopmaLma 3a cbCTaBKUTe

3.1. BewecTtBa

XumMunyecka xapaktepucTmka
Cyb6cTaHums, opraHmyeH

OnacHu cbCcTaBKu

HuKosi/HMKon (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKuTe 3a NbpBa NOMoLL

Crnep KOHTaKT C ouuTe
BegHara n o6unHo aa ce usnnakHe ¢ 0YeH ayuw vmnn Boaa.

Cnep nornblyjaHe
BegHara ga ce u3nnakHe ycrarta u ga ce faga noseye 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'b06p83$|T C 06Kp'b)KaBaLIJ,aTa cpeaa.

5.2. Oco6€eHn onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UMM CMecTa
HeBb3annameHum. MianapeHusaTa morat ga obpasysar ¢ Bb3gyxa eKCrro3uBHa CMec.

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

JonbnHUTenHn ykasaHus
3a 3awmTa Ha xopa 1 3a oxnaxgaHe Ha KOHTEMHepPW B ONacHUTE 30HM [a Ce U3nona3sa BogHa CTpyA.
3ambpceHaTa Boga OT raceHe ga ce c1:6v|pa otgenHo.[la He ce [onycka n3tn4aHeTo 1 B KaHanusauuaTa unm
OTKPUTUTE BOAMWU.

PA3[EIN 6: Mepku npy aBapunHO U3nyckaHe

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

6.2. Mpegna3Hn Mepku 3a onasBaHe Ha OKOJIHaTa cpeda
[a He ce ponycka NpOHUKBAHE B KaHanM3auusita unvM oTKpUTUTE BOAHU HacerHu.

6.3. MeToau n matepmanu 3a orpaHM4aBaHe U NOYUCTBaHe

Opyra nudopmauus
[a ce nonve MexaHW4YHO CbC CBbP3BaLL MaTepuan (MACkK, AMaTOMUT, CBBbP3BALLO BELLECTBO 32 KUCEMNWHN UK
yHMBepcarHo). B3eTuat matepuan 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[OENN 7: O6pa6oTka U cbXpaHeHue

7.1. NMpegna3sHu Mepku 3a 6e3onacHa pa6ora

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

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

CbBeTu OTHOCHO obuwaTa xurmeHa Ha Tpyaa
CaarneTte 3amMbpceHoTO 0bnekno. [la ce nammeat pbLeTe Npeam noYmeka 1 B Kpas Ha paboTHus aeH. [la He ce
sae v nve no BpemMe Ha pabora.

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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7.3. CneundmnyHa(u) kpanHa(u) ynotpeba(u)

YnoTtpe6a Ha nabopaTopHX peareHTu

PA3[LEN 8: KoHTpon Ha eKcno3uuuaTa/NMMYHu npeanasHu cpeacTea

8.1. MapameTpun Ha KOHTpON

8.2. KoHTpon Ha ekcno3uumsaTa

MHauBuayanHu mepku 3a 3awuTa, KaTo Hanpumep NUYHU NpeanasHu cpeAcTBa

3awumTa Ha ouuTe/nuueTo
V3nons3eawnTe npegnasHu oumna/npegnasHa macka 3a nuue.

3awmTa Ha pbLUeTe
Mpn paboTa ¢ xMMuYyeckn BelLecTBa Aa ce HOCAT CaMO pPbKaBMLUM 3a XMMUYecKa 3awmTta, 0603Ha4YeHn CbC 3HaK
CE, BkntoyBaLl yeTnpuumndpeH KOHTporeH HoMmep. BuabT Ha pbkaBuMUUTE 3a XMMMUYEcKa 3alumTa Tpsbsa
BHMMaTeNHO ga 6bae noabpaH B 3aBMCMMOCT OT KOHLIEHTPaLMsATa U KONMYECTBOTO HA OMacHW BELLECTBA,
cbobpasHo cneumndurkaTa Ha paboTHOTO MACTO. lMNpu cnyyam Ha cneuuanHa ynotpeba ce npenopbyBa crpaska C
npou3BOAUTENS, JANN rOPenoCcoYeHnTe 3aLLMTHN pbKaBuUM NpuTexaBaT HeobxogumaTta YyCTOMYMBOCT Ha
xumukanu. MNpenopbuntenHu Buaose 3awmnTHy pbkaBmum KCL Dermatril P NBR (Hutpunos kay4yk)

3awmTta Ha KoxaTta
[la ce HOCU NOAXOAALLO 3aLMTHO 0BneKno.
3awmTa Ha AMxaTenHuTe NbLTULLA

TexHnyecka BeHTUNauUms Ha paGOTHOTO MACTO I'IormeeTe Ce 3a A0oCTaTb4yHO BEHTUMNAUKNUA U TOYKOBO N3CMYyKBaHe
Ha KPUTUYHU TOYKN.

PA3OEN 9: ®3n4yHM U XMMUYHN CBOUCTBA

9.1. UHchopMaL A OTHOCHO OCHOBHUTE (PU3UYHU U XUMUYHU CBOUCTBA

CbCTOSIHME Ha BELLECTBOTO:

LiBaT: OesuBeTeH

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe: Heonpeaenex

To4ka Ha KMNeHe Unu HavasnHa To4ka Ha 192 °C

KUMeHe 1 MHTepBan Ha KuneHe:

3ananumoct: HENpUNoXnm
HENpUNoXnm

[ONHa rpaH1ua Ha B3pUBAEMOCT: 2,6 00. %

ropHa rpaHuua Ha B3puUBSEMOCT: 12,6 06. %

To4ka Ha Bb3nnaMeHsBaHe: 93 °C

TemnepaTypa Ha pa3nagaHe: Heonpeaenex

CTorHocT Ha pH: HeonpeaeneH

Opyru pastBoputenu

Heonpeaenex

KoeduuneHT Ha pasnpegeneHune HeonpeaeneH

n-okTaHon/sopa:

MapHo HansaraHe: <=1100 hPa

(npn 50 °C)
MnbTHOCT: Heonpeaenex
OTHocUTENHa NTLTHOCT Ha NapuTe: Heonpeaenex
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9.2. fipyra nidopmauus

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

[Opyru1 xapaktepucTuku 3a 6esonacHocT
OTHOCUTENHA CKOPOCT Ha M3NnapeHue: HeonpeaeneH
CbabpKaHne Ha TBbPAO BELLECTBO: 1,0 %

PA3OEN 10: CTabunHoOCT U peakTUBHOCT

10.1. PeakunoHHa cnocoB6HOCT
Mpu npaBunHo 6opaBeHe 1 CbXpaHeHNe B CbOTBETCTBME C pasnopeaduTe He Bb3HWKBAT ONAaCHU peakuuu.

10.2. XuMn4Ha cTabunHocT

npOﬂyKT'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 HanW4yHUTE JAaHHU HE Ca U3MbITHEHU KPUTEPUUTE 3a KnacuduumpaHe.
Pasgpa3BaHe 1 KOpO3MBHOCT

Bb3 ocHOBa Ha HaNMuYHWUTE JAHHW HE Ca U3MbITHEHM KpUTEpUUTE 3a KnacuduyupaHe.
CeHcubunuamnpallo geMcreme

Bb3 ocHOBa Ha HaNUUYHWUTE JAHHW HE Ca U3MbITHEHM KpUTEpUUTE 3a KnacuduyupaHe.
KaHueporeHHU, NpoMeHsILM reHOTUNA M YBpeXaalliyu pasMHOXaBaHeTO Bb3AencTBUA

Bb3 ocHOBa Ha HaNUUYHWUTE JAHHW HE Ca U3MbITHEHW KpUTEpUUTE 3a KnacuduyupaHe.
CTOO (cneuncdunyHa TOKCUYHOCT 3a onpeaeneHn opraHun) - eqHOKpaTHa eKcnos3muus

Bb3 ocHOBa Ha HanWYyHUTE JAaHHU HE Ca U3MbIIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
CTOO (cneuundrnyHa TOKCUYHOCT 3a onpeAerieHn opraHu) - NoBTapsiLla ce eKCrno3uumnsa

Bb3 ocHOBa Ha HanNWYHUTE JAaHHWU HE Ca U3MbIHEHU KPUTEPUUTE 3a KnacuduumpaHe.
OnacHOCT nNpu BAULIBaHe

Bb3 ocHOBa Ha HanNMuYHWTE JAHHW HE Ca U3MbITHEHM KpUTEepuMTe 3a KnacuduyupaHe.

[Opyrv AaHHM 3a NpoBepKU
BeLecTBOTO € knacuduumMpaHo kaTto He onacHo nNo cmuckna Ha PernameHT (EO) Ne 1272/2008 [CLP].

PA30EN 12: EkonoruyHa uHdopmaums

12.1. TokcuyHocT
MpoaykTbT He e: TOKCMYHM 3a OKonHaTa cpefa.
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12.2. YCTONYMBOCT M pa3rpagmumocTt
MpoayKTLT He e TecTBaH.

12.3. Buoakymynupatia cnoco6HoCT

MpoayKkTbT He e TeCTBaH.

12.4. NpeHOCMMOCT B no4yBarta
MpoayKTbT He e TecTBaH.

12.5. PesynTtatu ot oueHkara Ha PBT u vPvB

ToBa BelLecTBO He oTroBaps Ha kputepunte PBT/vPvB Ha PernameHt REACH, MNpunoxeHne Xl
MpooyKTbT He e TecTBaH.

12.6. CBOMCTBA, HapywaBawm hyHKLMNTE HA eHOOKPUHHaTa cucTtema
BellecTBOTO He NpuTEXaBa CBONCTBA, BOAELLM A0 HapyllaBaHe Ha yHKUMUTE Ha eHOOKPUHHaTa cucrtema no
OTHOLLEHME Ha HeLueneBn opraHM3Mu.

12.7. Opyru HeGnaronpuaTHu edrekTn
Hama HannyHa nHpopmaums.

JonbnHUTEeNHN AaHHU
[a ce n3bsrea Mn3nyckaHe B OKOJ1HaTa cpena.

PA3[MEJ 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToam 3a TpeTMpaHe Ha oTnagbuu

U3xBBbpnsHe Ha oTNagbLuu
[a He ce gonycka NpOHUKBaHE B kKaHanu3auusita unv oTkputute BogHu 6acerinn. OTnagbumTe Aa ce M3BO3BaT B
CbOTBETCTBUE C aAMUHUCTPATMBHUTE pa3snopenou.

U3xBbpnsiHe Ha HEMOYUCTEHU ONAKOBKM U NMpenopbYaHM NOYUCTBALLM NpenapaTm
3amMbpceHnTe OMakoBKM TpsiOBa Aa ce TpeTupar KaTto camusl Matepwuarn.

PA3OEN 14: NHhopmMauus OTHOCHO TpaHCNOPTUPAHETO

CyxonbTteH TpaHcnopTt (ADR/RID)

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.

TpaHcnopTupaHe:

14.4. OnakoBb4Ha rpyna: No dangerous good in sense of this transport regulation.
PeueH TpaHcnopT (ADN)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.

Unu naeHTuduKaLumoHeH 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.
TpaHcnopt no mope (IMDG)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.

Unu naeHTUUKaLMOHEeH HOMep:

14.2. TOYHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.

nparkata no cnucbka Ha OOH:
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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.

Bb3aywen TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnuckka Ha OOH No dangerous good in sense of this transport regulation.
Unu uaeHTUdUKaLMoHeH HoMmep:

14.2. ToyHO HaUMeHOBaHWe Ha No dangerous good in sense of this transport regulation.
npartkaTta no cnucbka Ha OOH:

14.3. Knac(oBe) Ha onacHOCT npu No dangerous good in sense of this transport regulation.
TpaHcnopTupaHe:

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

14.5. OnacHoOCTM 3a OKOJiHaTa cpega

OlMACHO 3A OKONHATA CPE[JA: He

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

14.7. MoOpCKMu TpaHCNOPT Ha TOBapy B HACUMHO CbCTOAHUE ChINAacHO MHCTPYMeHTU Ha MexxayHapoaHarta
MOPCKa opraHusauuns
HEenpunoXxmm

PA3OEN 15: NHdhopmauusa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundmyHuM 3a BeLLeCTBOTO UMM CMecTa HOpMaTUBHa ypeab6a/3akoHo4aTeNICTBO OTHOCHO
O6e3onacHocTTa, 34paBeTo U OKONHarta cpega

HaunoHanHu pasnopen6u
3ambpcsaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcaBaly BogaTa

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BeLLeCTBO UIIU CMeC

3a ToBa BELLECTBO He ca M3BBbPLLUBAHN ONUCaHUA 3a 6GesonacHocT.

PA3OEN 16: Opyra nHcdopmauus

MpomeHu
To3u cnuCbK CbabpXKa NPOMEHN B CPaBHEHWE C NpeauvlliHaTa Bepcus B pasgen(m): 1.
CbKpalleH1si 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%
JonbnHUTENHU AaHHU
HaHHuTe B Tasn Hapeaba 3a 6e3onacHOCT CbOTBETCTBAT Ha 4OOPOCHBECTHOTO M3NaraHe Ha Halumns OnuT KbM
MOMeHTa Ha oTnevaTtsaHe. MiHdopmaumsaTa Tpsabea Aa By gage ocHoBHM Hacoku 3a 6esonacHa paboTa ¢ To3u
NpoAyKT, nocoveH B HapeabaTta 3a 6€30MacHOCT, OTHOCHO HEFOBOTO CbXpaHeHue, npepaboTka, TpaHCcnopT K
n3xsbpnsHe. [laHHUTe He MoraT Aa ce NpeHecaT BbPXy APYrM NPOAYKTU. AKO NPOAYKTLT Ce CMECU Unm
npepaboTun ¢ Apyrn MaTepuanu, Unun ako ce NoAnoxm Ha obpaboTka, AaHHMTe B Tasnm Hapenba 3a 6esonacHoCT He
morat Aa 6b4aT npeHeceHn BbpXy HOBUS Matepuar, OCBEH ako M3PUYHO He ce NocoYBa ApYro.
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