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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA INTERNO

1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4OBUHU ab0 cyMilli i 3aCTOCyBaHHsA, peKOMeHOOBaHe
npotu
BukopucTtaHHA peyoBUHU/CyMiLLi
BrkopucTaHHs B AKOCTi nabopaTOpHOro peakTmBy

1.3. [laHi npo nocTtayanbHUKa y nacnopTi 6e3neku

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apnpeca: Spitalgasse 3
MicTo: D-79713 Bad Sackingen
n/c: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenedakc: +49(0)7761-562-299
EnekTpoHHa agpeca: info@yvita-zahnfabrik.com
KoHTakTHa ocoba: regulatory affairs
EnekTpoHHa agpeca: info@yvita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
BianosinanbHui Bigain: Regulatory Affairs
1.4. TenedroH rapsayoi niHii: +49-(0)761-19240

IHwa popaTkoBa iHpopMmauin
medical device

PO3[IJ1 2: IneHTUdikauis dakTopiB pU3mnKy

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

OOH-CI'C (ST/SG/AC.10/11/Rev.8)
Cymill He HanexwuTb Ao kaTeropii HebesneyHmx 3rigHo ST/SG/AC.10/30/Rev.8 (CI'C).

2.2. YacTHM MapKyBaHHSA

2.3. IHwi cdhakTopm
BigcyTHsa Byab-sika iHdopmauis.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTU

3.2. Cymiui

XimiuHa xapaKkTepucTuKa
Kepawmika MpoaykT/pevoBurHa € HeopraHivHe.

PO3[AlJ1 4: 3axoau nepLUOi MEAUYHOI AOMOMOTHU

4.1. Onuc Heo6XxiAHMX 3axoAiB 3 HaAaHHA NepLIoi MeaAUYHOI 4ONMOMOru

Mpw BanxaHHi
3abes3neunT JOCTYN CBIXKOro MOBITPS.

Mpw KoHTaKTi 3i WKipoto
3MUTK JOCTaTHBLOLO KINbKICTIO BOAM. | monepiTb nepes NOBTOPHUM BUKOPUCTAHHSM.

Mpwu KoHTaKTi 3 ounma
LLiBuako ob6epexHo i peTenbHO NPOMUTH Mig Ayliem Ans oyer abo Boaoto.
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Mpu 3aKkoBTYyBaHHiI
TepMmiHOBO NpononockaT poT i 3annTy BESMKO KiNbKICTIO BOAM.

4.2. HancyTreBiwi cumntomMu/echekTu rocTpoi gii
BiacyTHsa 6yab-ska iHpopmauis.

4.3. BKazaHHA Ha HeraHy Megu4yHy JONOMOry Ta HeobXigHe ocobnuBe NiKyBaHHSA
CvmMmnToMaTUYHE NiKyBaHHS.

PO3[IJ1 5: MpoTunoxexHi 3axogun

5.1. 3aco6u noxexoraciHHsl

BianoBigHi 3acobu noxexoraciHHs
B>xnTu 3axoniB i3 raciHHA NOXeXi 3amneXHo Bid OTOYEHHS.

5.2. Ocob6nuBi chakTopn PU3KKY, JXKEepPerioM KX € pe4oBUHa abo cyMmill
He 3anmuncTtui.

5.3. 3anobixHi 3axoaun ANA NOXEXHUKIB
Y Bunagky noxexi: BukopncroByBaTu asTOHOMHUI AnxanbHWA anapart.

DopaTtkoBi BKa3iBKu
36ip 3abpyagHEHOT BOAM Bi NOXEXOraciHHA NPOBOAMTU OKpemo. He 3nmBaTtu B kaHanisauio abo y BogHi
pesepByapu.

PO3[0lJ1 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UuguBigyanbHi 3axoamn 6e3neku, 3axucHe obnagHaHHA Ta NOPAAOK Al y HaA3BUYaWHIN cuTyauii
3aranbHa iHdopmauis
YHUKaT yTBOPEHHS nuny. He Banxatu nun.

6.2. EkonoriyHi 3ano6ixHi 3axoau
He ponyckaTtu noTpannsaHHa 00 KaHanisauinHol cuctemn i y BOAonMuLLa.

6.3. MeToau Ta maTtepianu ans nokanisauii Ta OMULUEHHS

IHWi BigomocTi
3ibpaTn MexaHiyHo. 3 oTpMMaHMM MaTtepianom NoBOAUTUCS 3rigHO pPo3ainy Npo yTunisadito.

6.4. MocunaHHA Ha iHWI po3ainu
BesneyHa obpobka: gusucs po3ain 7
IHouBigyanbHi 3acobu 3axucTy: aneucs po3gin 8
YTunisauia: gusuca posgin 13

PO3[0lJ1 7: MoBoaXeHHSA i 36epiraHHsA

7.1. 3ano6ixHi 3axoaun Ans 6e3ne4YHOro NOBOAKEHHSA 3 MaTepiasiomMm

PekomeHpauii 3 npasun 6e3neku nig yac po6otun
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

Mopaaum wWwopao 3axucTy NPoTU NOXeXi Ta BUOYXy
OcobnuBi 3axoan 3axucTy Big NOXeXi He 0BOB'sA3KOBI.

PekomeHpaaLii Woao 3aranbHOI ririeHn
3HATK 3abpyaHeHun oasr. MNMepen nepepsamu i B KiHUi po60oTn BUMUTK pykn. Ha poboyomy micui 3abopoHseTbes
icTn, NUTK, NannTK, cakaTUCA.

7.2. YMoBU 6e3ne4yHOro 36epiraHHs, BKIKOYHO 3 yciMa BUNagKkamMmu HECYMiCHOCTI

Bumoru wopao npumiweHb ANA cKnagayBaHHA | EMHOCTEN
36epiraTt KOHTENHEP LWiMbHO 3a4YMHEHNM.
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BkasiBku wono cymicHoro 36epiraHHs
Ocob6nuBi 3anobixxHi 3acobu He 060B'A3KOBI.

PO3[l11 8: 3axoau 3meHLIeHHs BNAMBY/iHAMBIAYyanbHUN 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoAm 3MEeHLWEeHHA BNAUBY

3axucHi i ririeHiyHi 3axoaun

3axucHi 3acobu gnsa oyen/obnunyun
3acTocoByBaTH 3axMCT oven/obnmnyys.

3axucT pyk
Mig yac noBogXeHHSA 3 XiMiYHUMU po6ouYnMK pedoBUHAMM, [O3BONIEHO HOCUTU TiNMbKK XiMiYHO CTinki, 3 CE-
MO3HaYKO, BKIMOYAYN YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXUCHI pykaBu4ku. Bubip xiMiyHO CTinknx
3aXMCHMX PYKaBUYOK 3aneXHO Bif KOHLEHTpaUil i KinbkocTi HebesneyHnx pevoBuH, Big cneundikn pobo4voro
micus. PekomeHayeTbea 3'acoByBaTh Y BUPOOHUKA XiMiYHY CTiMKICTb BULLEHAa3BaHUX 3aXUCHUX PyKaBMUYOK Ans
cnevianbHOro 3actocyBaHHsA. PekomeHaoBaHi TOprosi Mapku 3axucHmx pykasmdok KCL Dermatril P NBR
(HiTpinosuin kay4yk)

3axucT wKipun
BrKoprCTaHHA 3aXMCHOro oasry.

3axucT guMxanbHUX WNAXiB

3abe3neunTtun 3axncT amxanbHux Wwnaxie. 3abe3neunt JOCTaTHIO BEHTUMALIKO | NepioanyHe BUTSAryBaHHA B
KPUTUYHUX TOYKaX. TexHiYHa BEHTUNALiS po6o4voro micusi

PO3[IN 9: disuko-ximiuHi BNnacTnBocCTi

9.1. IHdbopmMaLisi Npo OCHOBHI hisnKo-XiMiYHi BNacTUBOCTI

Di3nYHUN CTaH: TBEPAMMN
Konip:
3anax: XapakTepHui

3MiHeHHs diznyHoro craHy
Touyka TonneHHs/3amep3aHHs: He TOYHUI

Touka KuniHHa abo ToYka KUMiHHSA i ?
aianasoH KUMiHHS:

TemnepaTypa cnanaxy: ?
3anmMmucrictb
TBEPAWIA/PIOKNNA: He TOYHUNI
ras: HenpuaaTHUN

BubyxoBi BnacTuBocTi
MpoaykT He €: BubyxoHebeaneyHuii.

HwxHs rpaHuus BUGYXOBOCTI: He TOYHUI
BepxHsa rpaHunus BubyxoBocTi: He TOYHUNI

TemnepaTtypa camo3aiMaHHA

TBEpAa peyoBuHa: He TOYHUN
ras: HenpuaaTHUN
TemnepaTypa po3nagy: He TOYHUNI
pH: He TOYHUN
Po3unHHicTb y BOAI: Hi
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PO34YMHHICTb Y iHWINX PO3YUHHUKAX
He TOYHUN

KoediuieHT po3noainy n-oktaHon/Boaa: He TOYHMN

Twuck napw: <=1100 hPa
(npu 50 °C)

LinbHicTb: 2,40000 g/cm?

BigHocHa wWinbHicTb napwu: HE TOYHUN

9.2. IHwa iHdopmauin

IHcbopmauin npo knacu ¢isnyHoi HeGe3nekn

OkucnioBarnbHi BNacTUBOCTI
He niaTpymye oroHb.

IHWi xapakTepucTUKK 6e3nekun
3micT TBEepgoro Tina: 100,0 %
LLIBMAKiCTb BUNapOBYBaHHS: He TOYHUN

PO3[AlJ1 10: CTinkicTb Ta peakuiiHa 3a4aTHICTb

10.1. PeakuiiHa 3gaTHicTb

[Mpu KopucTyBaHHiI i 3GepiraHHi BiANOBIAHO OO NOMOXEHb HE BUHUKAE XOAHMX HeGe3neuHnx peakuin.

10.2. XimiyHa cTiNKicTb

3a ymoB 36epiraHHs Npy HOpMaribHUX HABKOSMULLHIX TeMNepaTypax npoayKT cTabinbHUiA.

10.3. IMOBIpHiCTb NPOTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyri peakuji.

10.4. YMoBU, AKX Tpeba yHUKaTn
Hemae

10.5. HecyMicHi MaTepianu, SKux cnig YHUKaTu
BigcyTHsa 6yab-aka iHdopmauis.

10.6. HeGe3neyHi npoAyKTU po3knaay
He Bigomi xoaHi Hebe3neyHi NnpoaykT posknagy.

PO3[IN 11: TokcukonorivHi gaHi

11.1. IHdopmauis npo knacu He6e3neku 3a BU3HaYeHHAM PernameHTy €C Ne1272/2008

FocTpa TOKCUYHICTb

HasBHi gaHi ceiguats, WO KpuTepii knacudikawii He BUKOHaHO.
Moppa3HeHHs Ta arpecuBHa AiA

HasBHi gaHi cigyaTb, Wo KpuTepii knacudikauii He BUKOHaHO.
CeHcubinisyroua pis

HasiBHi gaHi cigyatb, WO KpuTepii knacudikawii He BUKOHaHO.
CMR-pii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopyulye penpoayKTUBHY 3AaTHICTb, Ais)

HasiBHi gaHi cigyaTb, WO KpuTepii knacudikawii He BUKOHaHO.
MuToMa TOKCUYHICTb ANA opraHy-MileHi 3a 0o4HOPa30BOI eKCno3uLii

HasaBHi gaHi ceigyathb, WO kputepii knacudikauii He BUKOHaHO.
MuToMa TOKCUYHICTb ANA opraHy-MileHi 3a 6araTopa3oBoi eKcrno3uuii

HasBsHi gaHi cigyatb, WO KpuTepii knacudikauii He BUKOHaHO.
Hebe3neka BaonxaHHA

HasiBHi gaHi cigyatb, Wo KpuTepii knacudikawii He BUKOHaHO.

Homep pepakuii: 3 - 3amiHtoe Bepcii: 2 UK
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[dopaTkoBi AaHi Woao BMNpobyBaHb
Cywmiw He knacudikytoTbcs gk HebesneyHa BignosigHo Ao Pernamenty €C 1272/2008 [CLP].

PO30IJ1 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHUIA.

12.2. CrivkicTb Ta 3gaTHiCTb 40 GionoriyHoro posknagy
npoaykT He ByB nepesipeHnii.

12.3. BioHakonuyyBanbHUM NOTeHUian

npoayKkT He ByB NepeBipeHuii.

12.4. MoGinbHICTb Yy FPYHTI
npoaykT He ByB nNepeBipeHuii.

12.6. BnacTMBOCTi pyWHiBHOro BNAUBY Ha €HAOKPUHHY CUCTEMY

Llet npoayKT He MICTUTb PEYOBUH, LLO PYMHYIOTb EHOOKPUHHY CUCTEMY HELiNbOBUX OpPraHiamiB, OCKiNbKM XXoOeH
i3 KOMNOHEHTIB HE BiANOBI4AE KPUTEPIAM.

12.7. IHWi wWkignuei BAAMBM
BigcyTHsa 6yab-aka iHdopmauis.

3aranbHi 3ayBaXeHHsA
YHVKaTN BUBINbHEHHSA Y AOBKINNS.

PO3[AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeTtoau yTunisauii Bigxoais

YTunisauin
He gonyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemu i y BogonmuLLa. YTunisauia 3rigHoO 3 po3nopsimKeHHAMU
opraHis Bnagu.

3abpypHeHa ynakoBkKa
3MUTK AOCTaTHBLOIO KinbKiCTio BoAW. [MOBHICTIO BUKOPUCTaHY YNakoBKy MOXHa yTunidysaTu. [MoBoauTucs i3
3apaXeHMMU ynakoBKamu, siK i3 peHOBUHOLO.

PO3[IJ1 14: IHchopmauif 3 TpaHCNOPTYBaHHSA

Mopcbkum TpaHcnopt (IMDG)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
igeHTUdikauinHMh Homep:
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.
nepeBe3eHHi:
14.3. KaTeropiss He6e3neku nig yac No dangerous good in sense of this transport regulation.
TPaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
MNogitpsaaHun TpaHcnopT (ICAO-TI/IATA-DGR)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
igeHTUdiKayinHMn Homep:
14.2. HanexHa Ha3Ba npwu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
14.3. KaTeropis HeGe3neku nig 4ac No dangerous good in sense of this transport regulation.

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

14.5. Hebe3neku Ansi HABKONULWHbLOIO cepeaoBULLa

WKIANMBO OnA OOBKIIA: Hi
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14.6. Oco6nuBi 3acTepxeHi MeToau Ansi KOpUCTyBaYiB
BiacyTHsa 6yab-ska iHpopmauis.

14.7. MopcbKke TpaHCNOPTYBaHHA BeNIMKUMMU NApPTiAMU 3rigHo 3 iHcTpyMeHTamu IMO
HenpuaaTHUN

PO30l11 15: PerynatopHa iHchopMmaLisi

HauioHanbHa perynsatopHa iHcdopmauis

PO3[IN 16: IHwa iHdopmauis

CKopo4eHHsi Ta abpeBiaTypu
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
intirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAO: 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
CKopOYeHHS 11 akpoHiMK HaBeAeHo B Tabnuui Ha cawTi http://abbrev.esdscom.eu
lHwa popnaTkoBa iHdopmauin
IHdopmauis BignoBigae cydacHomy piBHIO 3HaHb. [1poTe BOHa He HaJae rapaHTii Woao BNacTUBOCTEN NPOAYKTY i
He Mae opuguyHoi cunu. OTpuMyBay HaLIoro NpoaykTy Hece 0cobUCTy BiAMOBIAANBHICTb 32 JOTPUMaHHS
iCHYHOUMX 3aKOHIB Ta BUMOT.
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(Bidomocmi npo HebesneyHi pe4osuHu 6yrno y3simo 3 8idrnogidHO020 0CMaHHb020 YUHHO20 cepmudbikamy 6esrneku
cybriocmayarnbHuKa).
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