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PA3LOEN 1: UnpeHTudmKaLma Ha BellecTBOTO/CMecTa U Ha ApyXecTBOTo/NpesnpusaTMeTo

1.1. UpeHTndmkaTop Ha npoaykKra
VITA Artificial teeth

T'bprOBCKO HaunmeHoBaHue

VITAPAN®, VITA PHYSIODENS®; VITA MFT®, VITA LINGOFORM®, VITA VIONIC VIGO®

1.2. UgeHTndMLUMpaHu ynoTpedbu Ha BELWECTBOTO UMM CMEeCcTa, KOUTO ca OT 3Ha4YeHue, U ynoTrpedbu, KOUTo He

ce npenopbyBar
Ynotpeba Ha BewecTBOTO/CMECTa
Auxilary for manufacture of dental products
HenpenopbuutenHu ynorpeéu
Hama Hanu4Hu gaHHu

1.3. Moapo6HM AaHHKM 3a AOCTaBYMKA HA MHDOPMaALMOHHUA NIUCT 3a 6e3onacHOCT

dupwmal/llponssoanTen: VITA Zahnfabrik H. Rauter GmbH & Co. KG
MolueHcka kyTUs: 1338
79704 Bad Sackingen
TenedoH: +49(0)7761-562-0
EnexTpoHHa nowa (e-mail): info@yvita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
1.4. TenedoHeH HOMep Npu +49-(0)7761-562-0

cnelwHun cnyyaun:

Opyrv paHHu
medical device

dakc: +49(0)7761-562-299

PA3[0EN 2: OnucaHue Ha onacHocTuTe

2.1. KnacudmympaHe Ha BewecTBOTO UNu cMecTa
PernameHT (EO) Ne 1272/2008

BeluecTBOTO He e knacudumumpaHo KaTo onacHo cbrnacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTN Ha eTUKeTa

[JonbnHuTeneH cbBeT
medical device

2.3. ipyru onacHocTu
Hama HannyHa nHpopmaums.

PA3[OEN 3: CbcTaB/MHOpMaLma 3a CbCTaBKUTE

3.1. BewecTtBa

Xumunuecka xapakrepucTmka
MnacTmacosu usgenus

PA3[EI 4: Mepku 3a nbpBa nomMmoly,

4.1. OnncaHMe Ha MepKUTe 3a NbpBa NOMOLY

Cnep BOouwBaHe
HUKOSI/HMKOWN

Criep, KOHTaKT C KoXaTa
HUKOSI/HUKOWN
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Crnep KOHTaKT Cc ounTe
BeaHara 1 o6unHo ga ce nannakHe ¢ o4eH Ayl unv Boaa.

Cnep nornbliaHe
HUKOSI/HUKOWN

4.2. Han-cbliecTBeHU OCTPM M HacTbNBaLWM crieq U3BECTEH Nepuon oT BpeMe CUMNTOMU U edhekTn
Hama HannyHa nHpopmaums.

4.3. Yka3aHue 3a Heo6X0OMMOCTTa OT BCAKaKBU HEOTNOXHU MEOULIMHCKU FPUXKN U cneumnanHo neyYeHue

CuMnNTOMaTUYHO NeYeHue.

PA3LEN 5: NMpoTtuBonoxapHu MepKu

5.1. NoxaporacutenHu cpeacrea

Moaxoaswm noxaporacuTenHu cpeacTea
MepkuTe 3a raceHe Ha noxapa fa ce cbobpassiT c oGKpbKaBallaTa cpeaa.

5.2. Oco6eHn onacHOCTHU, KOUTO NPOU3TMYAT OT BELLECTBOTO MU CMecTa
HeBb3annameHum.

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

JonbnHuTenHu YKa3aHusA

3ambpceHaTa Boaa oT raceHe fa ce cbbupa otaenHo.[la He ce gonycka U3TUYAHETO 1 B KaHann3auuara unm

OTKPpUTUTE BOAU.

PA3[EJ 6: Mepku npyu aBapUMnHO U3nycKaHe

6.1. JInyHu NnpegnasHu Mepku, NnpeanasHnU cpeacTsa U Nnpouegypu Npy cnewwHu cnyvyau
He ca Heobxoanmu cneunanHn MepKu.

6.2. MMpegna3Hn MepKu 3a onasBaHe Ha OKONHara cpega
[a He ce gonycka NpoHVKBaHE B KaHanM3auusTa Unu oTKpUuTuTe BogHu bacenHu.

6.3. MeToau n maTepvanu 3a orpaHM4aBaHe U NOYUCTBaHE
[a ce c1:6|/|pa MexaHu4Ho. BaetnaT mMaTtepuan ga ce Tpetupa C'b06pa3HO pasgena 3a otnaabun.

6.4. Mo3oBaBaHe Ha Apyrv pasgenu
CurypHa ynoTpe6a: BumxTe pasaen 7
WHamBmnayanHo 3awutHo obopyaBaHe: BuXTe pasgen 8
M3Bo3BaHe: BuxKTe pasgen 13

PA3LEN 7: PaboTta n cbXxpaHeHue

7.1. NMpegnasHu mepku 3a 6esonacHa pab6ora

YnbTBaHus 3a 6e3onacHa ynotpe6a
He ca HeobxogmMmun cneumanHn mepkm 3a 6e30MacHOCT.

Yka3saHus 3a 3awmuTa oT eKCnnos3ums u noxap
He ca Heobxoanmu cneumnantm MEpPKKM 3a NPOTUBOMNOXapHa 3alluTa.

JonbnHuTenHu YKa3aHus
He ca Heobxoanmu cneunantm MEpPKKN 3a 6e3onacHocT.

7.2. YcnoBus 3a 6e30MnacHO CbXpaHsiBaHe, BKIKYUTENIHO HECHLBMECTUMOCTHU

U3nckBaHua 3a cknagoBe U pesepBoapu
He ca HeoGxoaumu cneumanHu Mepku 3a 6e3onacHoCT.

MH(bOpMaLlMH 3a CbXpaHeHune B o6lWwu cknapoBu NoMeLeHUs
He ca Heobxoanmu cneumnantm MEpPKKM 3a 6e3onacHocT.

7.3. CneuundmyHa(n) kpanHa(u) ynotpeba(un)
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Auxilary for manufacture of dental products

PA3[E 8: KoHTpon Ha ekcno3uuuaTa/NM4yHM NnpegnasHu cpeacTea

8.1. MapameTpu Ha KOHTpOI

8.2. KoHTpon Ha ekcno3nymsaTa

Moaxoas MHXeHepeH KOHTPOI
He ca HeobxogmMmun cneumanHn mepkm 3a 6€30MacHOCT.

3alWnUTHN U XUTMEHHU MepKu
He ca Heobxogvmu cneuunanHmi MepKKn 3a ©e3onacHocT.

3awuTa Ha oumnTe/nuueTo
He ca Heobxoanmun cneunanHy Mepku 3a 6e30nacHoCT.

3awuTta Ha pbuUeTe

Mpun paboTa ¢ xMMMYeckn BeLLEeCTBa Aa Ce HOCAT CaMO PbKaBMLM 3a XMMUYecKa 3almuta, obo3HaveHn cbe
3Hak CE, BknoyBaLL, YeTMpuumdpeH KOHTpOneH Homep. BuabT Ha pbkaBuumTe 3a XxMMu4ecka 3awuta Tpsbea
BHMMaTenHo ga 6bae nogbpaH B 3aBMCYMOCT OT KOHLEHTPaLMUsTa 1 KONM4YeCTBOTO Ha OMacHMW BeLLecTBa,
cbobpasHo cneuundmrkaTta Ha paboTHoTo MAcTo. [Npu cnyvan Ha cneumanHa ynotpeba ce npenopbyBa crnipaska
C NMpon3BoauTens, Aanu ropenocoyeHnTe 3aluMTHN PbKaBuLM NpUTexasaT Heobxogmmara yCToM4MBOCT Ha

XUMUKanu.

3awumTa Ha KoxaTa
He ca Heobxoanmun cneunanHi Mepku 3a 6e30nacHoCT.
3awuTa Ha guxaTenHuTe NbTUa

He ca Heobxoanmun cneunanHy Mepky 3a 6e3onacHoCT.

PA3OEN 9: ®u3nyHu n XMMM4YHU CBOMCTBA

9.1. UHchopmaumsas OTHOCHO OCHOBHUTE (DU3UYHU U XMMUYHU CBOUCTBA

CbCTOSIHME Ha BELLECTBOTO: TBbPA
LiBaT:
CTOWMHOCT Ha pH: Heonpeaenex
MA3meHeHMs Ha CbCTOAHMETO
Touka Ha ToneHe: Heonpeaenex
3ananumocT
TBbpAO BELLECTBO: HeonpeaeneH
[as: HENPUNOXUM
AOmnHa rpaHuLa Ha B3pMBAEMOCT: Heonpegenex
ropHa rpaHuua Ha B3pMBSEMOCT: HeonpegeneH
CamoBbBb3nnamMmeHsemMocT
TBbPAO BELLECTBO: HeonpegerneH
las: HEenpunoXxnm
Temnepatypa Ha pasnagaHe: HeonpegeneH
MoxapoyckopuTenHu CBONCTBa
He nogabpxa ropeHeTto.
MapHo Hansaraxe: <=1100 hPa
(npu 50 °C)
MnbTHOCT: HeonpegerneH
Pa3TtBopumocCT BbB BOAa: He

Opyru pastBoputenu
HeonpeaeneH

VHBeHTapeH Homep: 2
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[arta Ha nevat: 22.09.2020




VITA Zahnfabrik H. Rauter GmbH & Co. KG
MHdopmaumnoneH Jlucr 3a BesonacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006

VITA Artificial teeth

[Hata Ha koHTpon: 12.08.2019 Karanor Ne: 210 CrtpaHuua 4 ot 5
KoeduumeHT Ha pasnpeaensHe: HeornpegerneH
OTHOCWTENHa NITbTHOCT Ha napuTe: HeonpeaeneH
OTHOCWTENHa CKOPOCT Ha M3napeHue: HeonpeneneH

9.2. fipyra uHcdopmaums

CbAbpKaHve Ha TBbpAO BELLECTBO: 0,0 %

PA3OEJ 10: CTabunHocT u peakTUBHOCT

10.1. PeakTMBHOCT

Mpn npaBunHo 6opaBeHe 1 CbxpaHeHe B CbOTBETCTBME C pa3nopeaduTe He Bb3HUKBAT ONAacHW peakumu.

10.2. XuMn4Ha cTabunHocT

MpoayKTbT e CTabuIeH, ako ce CbxpaHsiBa Npy HopMmarHa TemnepaTypa Ha OKonHaTa cpega.

10.3. BbL3MOXHOCT 3a OnNacHU peakuuu

He ca nssecTHM onacHu peakumm.

10.4. YcnoBus, kKouto TpsibBa Aa ce usbsrear
HUKOSI/HUKOWN

10.5. HecbBmecTMMU MaTepuanv
Hsama Hann4yHa nHpopmaums.

10.6. OnacHM NpoAYKTU Ha pa3nagaHe
He ca n3BecTHM onacHu NpoayKT! Ha pasrnaraHeTo.

PA3[0EN 11: TokcukonornyHa nHdopmaums

11.1. UHchopmauusa 3a TOKCUKONOTMYHUTE edheKkTH

PA3LOEN 12: EkonornyHa nHdopmaums

12.1. TOKCUYHOCT
MpoaykTbT He e: OTpOBEH 3a OKONHaTa cpeaa.
12.2. YCTONYMBOCT U pa3rpagumocT

MpoayKkTbT He e TecTBaH.
12.3. Buoakymynupauia cnocobHocT

MpPoAyKTLT He e TeCcTBaH.

12.4. NpeHocMocCT B noyBarta
MpoayKkTbT He e TecTBaH.

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

12.6. Opyrn He6naronpusaTHu edekTn
Hama HannyHa nHpopmaums.

JonbnHUTenHn aaHHU

[a He ce gonycka NpOHUKBaHE B KaHanNM3auusaTa unm oTkputuTe BogHu 6acenHun. [la He ce gonycka

NPOHUKBaHE B noysarta/noa noysarta.

PA3OEN 13: O6e3BpexpaHe Ha oTnagbLuTe

13.1. MeTtoamu 3a TpeTupaHe Ha oTnagbuu

U3xBbpnsiHe Ha oTnagbLUM
OTnagbunTe Aa ce M3BO3BAT B CbOTBETCTBME C aAMUHUCTPATUBHUTE pasnopenou.

N3xBBLpnsHe Ha HENOYMCTEHU ONAKOBKU U NPenopbYaHM NOYMCTBALUM NpenapaTu
3amMbpceHnTe OnakoBkM TpsiGBa oa ce TpeTupaT KaTo caMust maTtepwarn.

MHBeHTapeH Homep: 2 BG
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PA30EN 14: UHchopmaLMa OTHOCHO TPAHCMOPTUPAHETO

CyxonbTeH TpaHcnopt (ADR/RID)

14.1. Homep no cnucbka Ha OOH: No dangerous good in sense of this transport regulation.
14.2. To4HO HAa 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. OnakoBbYHa rpyna: No dangerous good in sense of this transport regulation.

14.6. CneumanHu npeanasHu MepKu 3a noTtpedurtenure
Hama HannyHa nHdopmauums.

14.7. TpaHcnopTMpaHe B HAJIMBHO CbCTOsIHUME cbrnacHo aHekc Il kbm MARPOL u Kogekca IBC
HENPUNOXnM

PA3OEN 15: UHdopmaLma oTHOCHO HOpMaTUBHaTa ypenba

15.1. CneuymndnyHM 3a BeLWECTBOTO UMM CMecTa HOpMaTUBHA ypeaba/3akoHO4aTeNncTBO OTHOCHO
6e3onacHocTTa, 34paBeTo U OKonHaTa cpeja

HauunoHanHu pasnopea6u
3ambpcaBaHe Ha BoguTe knac (D): - - He3ambpcsaBaLy, BOAUTE

15.2. OueHka Ha 6e30NacHOCTTa Ha XMMUYHO BELLEeCTBO U CMec

3a ToBa BeLEeCTBO HE Ca M3BbLPLUBAHN ONMcaHus 3a Ge3onacHocCT.

PA3LEN 16: Opyra uHcopmauus

CbKpalleH st 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%

AonbnHUTEeNHN JaHHN
[aHHuTe B Ta3n Hapenba 3a 6e30nacHOCT CbOTBETCTBAT HAa AO0OPOCHBECTHOTO M3NaraHe Ha Halnsi ONUT KbM
MOMeHTa Ha oTnevaTBaHe. VHdopmauusaTa Tpsabea Aa By aage ocHOBHM Hacoku 3a 6e3onacHa pabota ¢ To3u
npoaJyKT, nocoveH B Hapeabata 3a 6e30nacHOCT, OTHOCHO HErOBOTO CbXpaHeHue, npepaboTka, TpaHCnopT u
n3xsbprsiHe. [laHHWTE He MoraT Aa ce NpeHecaT BbpXy ApYrv NpoaykTu. AKO NPOayKTbT Ce CMecu unu
npepaboTu ¢ gpyrn maTepuanu, unm ako ce Noanoxu Ha obpabotka, gaHHMTe B Ta3u Hapenba 3a 6e3onacHocT
He mMoraT aa 6baT NpeHeceH BbPXY HOBUSI Matepuan, OCBEH ako M3PUYHO HE Ce NOCcoYBa APYro.
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