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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA Modelling Liquid High Silver

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
En. nowra: info@yvita-zahnfabrik.com
KoHTakTHa ocoba: regulatory affairs
En. nowra: info@yvita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
BianosinanbHui Bigain: Regulatory Affairs

IHwa popatkoBa iHthopmauis
medical device

PO3AlJ1 2: IneHTUdikauis dpakTopiB pU3nKy

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

MpaBun (EC) Homep 1272/2008
Cymiw He HanexuTb Ao kaTeropii HebeaneyvHux 3rigHo Mpaeun (E€C) Ne 1272/2008.

2.2. YacTHM MapKyBaHHS

2.3. IHwi dhakTopU
BigcyTHsa 6yab-aka iHdopmauis.

PO3[AlJ1 3: Cknap/aaHi npo iHrpeAieHTH

3.2. Cymiwii

XimiyHa xapakTepucTuka
Cywmiw MNpoaykT/pevoBrHa € HeopraHivHe.

He6Ge3ne4Hi KOMNOHEHTHU

He (BignosigHo oo PernameHT (EC) Ne 1907/2006 (REACH))

PO3[AlJ1 4: 3axoau nepLuoOi MeAUYHOI AOMOMOTHU

4.1. Onuc Heo6xigHMX 3ax0AiB 3 HaAaHHA NepLIoi MeANYHOI 4ONOMOru

Mpwu BanxaHHi
3abe3neunT JOCTYN CBIXKOro MOBITPS.

Mpwn KOHTaKTi 3i WKipoto
3MUTK [OCTaTHBOLO KiMNbKiCTIo BoAW. | monepiTe nepes NOBTOPHUM BUKOPUCTAHHSIM.
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Mpwu KOHTaKTi 3 ounma
LLiBnako obepexHo i peTenbHO NPOMUTH Nif, AyLwem Ans oyer abo Boaok.

Mpwu 3akoBTYyBaHHi
TepMiHOBO MpoOMNONocKaTh PoT i 3anNUTK BEMNMKO KiNbKICTIO BOAW.

4.2. HancyTtreBiwi cumntTomu/ecekTn roctTpoi gii
BiocyTtHsa 6yab-ska iHdopmauis.

4.3. Bka3aHHA Ha HeranHy MeAuYHy AONOMOry Ta Heo6xigHe ocobnuBe NikyBaHHA
CvmMnToMaTuYHe NikyBaHHS.

PO30IJ1 5: MpoTunoxexHi 3axoaun

5.1. 3aco6u noxexoraciHHs

BianoBiaHi 3aco6u noxexoraciHHsi
BxuTun 3axomiB i3 raciHHs MOXEXXi 3aNeXHO Bi OTOYEHHS.

5.2. Oco6nuBi chakTopn PU3KKY, AXKEePEerioM IKUX € peYOBUHA abo cyMill
He 3anmuctun.

5.3. 3anobixHi 3axoaAn ANA NOXeXHUKIB
Y Bunagky noxexi: BukopncroByBatu aBTOHOMHWUIA AUXanbHUI anapar.

DopaTtkoBi BKa3iBKu
36ip 3abpyaHeHoi BOAM Bif, NOXeXOoraciHHsA NpoBOAUTM okpeMo. He 3nuBaTu B kaHanisauito abo y BogHi
pe3epByapu.

PO3[IJ1 6: 3axoau npu aBapintHOMy BUKUAI

6.1. UHauBigyanbHi 3axoam 6e3nekn, 3aXxucHe o6nagHaHHA Ta NOPAAOK Ak y Haa3BUYaWHIn cuTyauil

3aranbHa iHdopmauin
Hapsaratu 3acobu iHaMBIQYyanbHOro 3axmcTy.

6.2. EkonoriyHi 3ano6ixHi 3axoau
He gonyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemu i y BogonmuLLa.

6.3. MeToau Ta maTtepianu ans nokanisawii Ta OMMLLUEHHSI

IHWi BigomocTi

3ibpatu 3 maTepianamu, ki NOrNMHaTL BOMOry (MiCOK, KU3enbryp, 3B'A3y4Min KUCNOTY, YHIBEpCcarnbHUii
3B'a3ylounii MaTepian). 3 oTpMMaHuM maTepianomM NoBOAUTUCS 3rigHO po3ainy Npo yTunisauito.
6.4. NocunaHHA Ha iHWI po3ainu
BesneyHa obpobka: gusucs po3agin 7
IHavBigyanbHi 3acobu 3axucTy: AuBucs po3ain 8
YTunisauis: aueuca po3sgin 13

PO3[0l11 7: NMoBomxeHHs i 36epiraHHA

7.1. 3ano6ixHi 3axoaun Ansi 6e3ne4yHOro NOBOAXEeHHSA 3 MaTepianiom

PekomMeHaaii 3 npaBun 6e3neku nig yac po6oTu
OcobnuBi 3anobixHi 3acobn He 060B'A3KOBI.

Mopapu wopo 3axucTy NpoTH NOXeXi Ta BUGYxy
OcobnuBi 3axoau 3axucTy Bif Noxexi He 060B'A3KOBI.

PekomMeHpaauii Woao 3aranbHOI ririeHn
3HsATU 3a6pyaHeHun oasr. Mepen nepepsaMu i B KiHLi po6oTu BUMUTK pykn. Ha poboyomy Micui 3abopoHsieTbes
icTn, NUTK, NanuTK, caKaTucs.

7.2. YMoBM 6e3nevyHoro 36epiraHHsa, BKIHOYHO 3 yciMa BUNnagKkaMu HecyMicHOCTI
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Bumoru wopao npumiweHb AN cknaayBaHHSA | EMHOCTEN
36epiraT KOHTENHEP LLiNbHO 3a4YNMHEHUM.

BkasiBku wono cymicHoro 36epiraHHs
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

7.3. Oco6nuBi kKiHUeBi cchepu 3acToCyBaHHSA

BukopucTaHHs B AKOCTi nabopaTOpHOro peakTmBy

PO3[AlJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYanbHUIN 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLEeHHs BNAMBY

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu ana ovyen/obnuyusa
3acTocoByBaTU 3axMCT o4en/obnmnyus.

3axucT pyk
Mig yac NoBOAKEHHS 3 XiMiYHMMM pOBOUYNMK pedoBUHAMM, [O3BOSIEHO HOCUTU TiNbKM XiMiYHO CTinki, 3 CE-
MO3HAYKOH, BKITHOYAKUM YOTUPU3HAYHUIA KOHTPOSbHMI HOMEP, 3aXMUCHI pykaBu4dkn. Bubip xiMiuHO CTilikux
3aXMCHUX PYKaBUYOK 3anexHO BiJ KOHUEHTpaUil i KinbkocTi HeGe3neyHnx pevyoBuH, Big cneundikm poboyvoro
Micusi. PekoMeHOyeTbCS 3'ACOBYBaTH Y BUPOOHUKA XiMiYHY CTilKiCTb BULLIEHA3BAHMX 3aXUCHUX PYKaBUYOK A5is
cneujianbHoro 3actocyBaHHsl. NBR (HiTpinoeuii kayvyk) PekomeHA0BaHi TOProBi Mapku 3axmcHux pykaBmyok KCL
Dermatril P

3axucT wWKipm
BrKoprCTaHHS 3aXMCHOTo Oasry.
3axucT guxanbHUX WNAXIB

BigkpuTu BikHa, W06 3a6e3neunty NpMpoaHy BEHTUNALIL.

PO3[IN1 9: disuko-ximiuHi BNnacTMBoCTi

9.1. IHopmauisa Npo 0CHOBHI hi3nKo-XiMiuHi BNacTuBocCTi

Di3nYHUIN cTaH: Pigknin

Konip: 6e3bapBHMN

3anax: 0e3 3anaxy

Touka TonneHHs/3aMmep3aHHs: He TOYHMN

Touyka KuniHHA abo ToYKa KUMIHHS i 100 °C

aianasoH KUMiHHSA:

3alMUCTICTb: HenpuaaTHUn
HenpuaaTHUn

HwxHs rpaHuus BUGYXOBOCTI: He TOYHUI

BepxHs rpaHunus BubyxoBocTi: He TOYHUNI

TemnepaTypa cnanaxy: ?

TemnepaTypa po3naay: He TOYHMN

pH: 3,6

PO3UMHHICTb Y iHLWIMX PO3YMHHMKAX

He TOYHUN
KoediuieHT po3noainy n-oktaHon/Boaa: He TOYHMN
Tuck napw: <=1100 hPa
(npun 50 °C)
LWinbHicTb: 0,99900 g/cm?
BigHocHa wWinsbHicTb napwu: He TOYHUN

9.2. lHwa iHdopmauisn
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IHcpopmauin npo knacu ¢isnyHoi HebGeanekn
BubyxoBi BnacTuBoCTi
MpoaykT He €: BubyxoHebe3ne4yHni.
TemnepaTypa camo3ariMaHHs
TBEpAa peyoBuHa: HenpuaaTHUN
ras: HenpuaaTHUN
OkucntoBarnbHi BNacTUBOCTI
He nigTpymye oroHs.

IHWi xapakTepucTUKn 6e3neku
LLBnakicTe BUNapoBYyBaHHSA: He TOYHUI
3micT TBEpgoro Tina: 0,1 %

PO3AlJ1 10: CTiMkicTb Ta peakuinHa 3aaTHICTb

10.1. PeakuiHa 3aaTHICTb
Mpu kopucTyBaHHiI i 36epiraHHi BianoBiAHO A0 NONOXeHb HEe BUHMKAE XOOHMX Hebe3neyHnx peakuin.

10.2. XimiyHa cTiNKicTb

3a yMoB 36epiraHHsi Npy HopMasibHUX HAaBKOJTMLLHIX TeMMepaTypax NpoAyKT cTabGinbHU.

10.3. IMOBipHiCTb NpPOTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyHri peakuii.

10.4. YMoBU, AKNX Tpeba yHUKaTn
Hemae

10.5. HecymicHi MaTepianu, skux cnig yHMKaTu
BigcyTHsa 6yab-aka iHdopmauis.

10.6. HebGe3neuHi npoayKTn po3knagy
He Bigomi >xoaHi Hebe3neyHi NnpodykT po3knaay.

PO3[IN 11: TokcukonorivHi gaHi

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

FocTpa TOKCUYHICTb
HasBHi gaHi ceigyatb, WO KpuTepii knacudikawii He BUKOHaHO.
ATEmix po3paxyHkoBun
ATE (opanbHuin) > 2000 mg/kg; ATE (wkipsaHuin) > 2000 mg/kg; ATE (iHransuiiHunin Bunapwm) > 20 mg/l; ATE
(iHransuinHun nun/tyman) > 5 mg/l
Moppa3HeHHsA Ta arpecuBHa AiAa
HasBHi gaHi ceigyats, WO KpuTepii knacudikawii He BUKOHaHO.
CeHcubinisyrova gis
HasBHi gaHi ceigyath, WO KpuTepii knacudikawii He BUKOHaHO.
CMR-gaii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopylye penpoayKTUBHY 3A4aTHICTb, Aif)
HasBHi gaHi ceiguath, WO KpuTepii knacudikawii He BUKOHaHO.
MuTomMa TOKCUYHICTb ANA opraHy-MileHi 3a 0A4HOPa30BOi eKcno3uuii
HasBHi gaHi cigyatb, WO KpuTepii knacudikauii He BUKOHaHO.
MuTomMa TOKCUYHICTb ANA opraHy-MilleHi 3a 6araTopa3oBoi eKCno3unuii
HasaBHi gaHi ceigyathb, Wo kputepii knacudikauii He BUKOHAHO.
HeGe3neka BAnxaHHA
HasBHi gaHi ceiguats, WO KpuTepii knacudikawii He BUKOHaHO.
[dopaTtkoBi AaHi wWoao BMnpo6yBaHb
Cywmiw He knacudikytoTbcs Ak HebesneyHa BignosigHo Ao Pernamenty €C 1272/2008 [CLP].
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PO3[IN1 12: EkonoriyHi gaHi

12.1. ToKCUYHIiCTb
MpoaykT He €: EKOTOKCUYHWIA.

12.2. CrivkicTb Ta 3aaTHicTb Ao GionoriyHoro posknagy
npoaykT He ByB NepeBipeHuii.

12.3. BioHakonuyyBanbHUM NoTeHuian

npoayKT He ByB nepeBipeHuii.

12.4. MoGinbHICTb Y rPYHTI
npoaykT He byB nepeBipeHuii.

12.5. PesynbTaTtu oudiHku PBT n vPvB

PeuoBuHu B cymiwi He BignosigatoTb kputepiasm PBT/vPvB BignosigHo no REACH, nogaTtok XIII.
NpoayKT He ByB NepeBipeHuii.
12.6. BnacTuBOCTi pyWHIBHOro BNAMBY Ha EHOOKPUHHY CUCTEMY
Llen NnpoayKT He MICTUTb PEYOBUH, L0 PYNHYOTb EHAOKPUHHY CUCTEMY HEeLiNIbOBUX OPraHi3miB, OCKINbKN XOOeH
i3 KOMNOHEHTIB HE BiAMNOBIAAE KPUTEPIAM.
12.7. lHWi Wwkignuei BNaveu
BiocyTtHsa 6yab-ska iHdopmauis.

3aranbHi 3ayBaXxeHHA
YHUKaTN BUBINbHEHHS Y OOBKINMS.

PO3[IJ1 13: Po3rnaa nutaHb 3 yTunisauil

13.1. MeTtoam yTunisadii Bigxoais

YTunizauis
He ponyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemn i y BogonmuLLa. YTunisauia 3rigHo 3 po3nopsimKeHHAIMM
opraHiB Bnagu.

3abpyaHeHa ynakoBka
3MUTK JOCTaTHBLOR KiNbKICTIO BOAMW. MMOBHICTIO BUKOPUCTAHY YNAKOBKY MOXHA YyTUNi3yBaTU.

PO3[0lJ1 14: IHbopmauifa 3 TpaHCNOPTYBaHHA

Hazemuun TpaHcnopt (ADR/RID)

14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.

ineHTndikalinHMn Homep:

14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:

14.3. KaTeropis He6e3neku nig 4ac No dangerous good in sense of this transport regulation.

TPaAHCMOPTYBaHHA:

14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
HocTtaBka BHyTpiwHiMM BogHUMM wnsixamu (ADN)

14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.

ineHTUdikauintHUn Homep:

14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.

nepeBe3eHHiI:

14.3. KaTeropis He6Ge3neku nig yac No dangerous good in sense of this transport regulation.

TPaHCMOPTYBaHHA:

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

Mopcbkui TpaHcnopTt (IMDG)
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14.1. Homep OOH a6o
ineHTHdikaUinHMin Homep:

14.2. HanexHa Ha3Ba npu
nepeBe3eHHi:

14.3. KaTeropisi He6e3neku nig yac
TPaHCNOPTYBaHHA:

14.4. NakyBanbHa 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.

MNogiTpssiHui TpaHcnopTt (ICAO-TI/IATA-DGR)

14.1. Homep OOH a6o
ineHTHdikaLinHUn HoMep:
14.2. HanexHa Ha3Ba npu

nepeBe3eHHi:
14.3. KaTeropisi He6e3aneku nig yac

TPaHCNOPTYBaHHA:
14.4. NakyBanbHa 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.

14.5. He6e3neku gnsi HABKONMULWHbLOIO cepegoBULLa

LWKIATVMBO ANSA JOBKINMS:

Hi

14.6. OcobnuBi 3acTepxeHi MeToau ANsi KOpUCTyBaYiB

BiocyTtHsa 6yab-sika iHdopmauis.

14.7. Mopcbke TpaHCNOPTYBaHHA BENUKUMUN NapTisMM 3rigHo 3 iHcTpyMeHTamu IMO

HenpuaaTHUI

PO3[AlJ1 15: PerynaTtopHa iHchopmauia

15.1. HopmaTnBM 3 OXOPOHM i ririeHn Npaui i NPMPOAOOXOPOHHI HOPMaTUBMW/3aKOHOAABCTBO, XapaKTepHi AnsA

uiel pe4yoBUHM a6o cymilli

Po3nopspxeHHs €C

OaHi wopno Oupektuen 2012/18/€C
(SEVESO llI):

Not subject to 2012/18/EU (SEVESO I11)

HauioHanbHa perynsatopHa iHcdopmauis

Knac HeBe3nekv ans Boam
(Himewumnna):

15.2. OuiHKka 6e3neku pe4yoBUH

1 - nomipHuiA 3abpyaHioBay Boan

OuiHka 6e3nekn peyoBUH Y Ll cyMilwi He npoBoaunacs.

PO30I1 16: IHwa iHcdopmauisn

3MiHn

Llen nacnopt 6e3nekun mMicTUTb 3MiHM 4O nonepeaHix Bepcii B posainax: 1.
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CKOpo4eHHs 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 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
CKkopo4eHHS 11 akpoHiMK HaBeAeHOo B Tabnuui Ha cawTi http://abbrev.esdscom.eu
lHwa popaTkoBa iHchopmauis
IHdopmauis BignoBsigae cy4acHoMy piBHIO 3HaHb. [1poTe BOHa He HaJae rapaHTii Woao BNacTMBOCTEN NPOAYKTY i
He Mae puanyHoi cunn. OTpyMyBay HaLOro NPoAYKTY Hece 0cobUCTY BiANOBIAANbHICTL 3a LOTPUMAHHS
iCHYIOUMX 3aKOHIB Ta BUMOT.

(Bidomocmi npo HebesrneyHi pe4oguHu 6ymno y3samo 3 8idrnogidHo020 ocmaHHb020 YUHHO20 cepmucbikamy 6esrneku
cybriocmayarnbHUuKa).
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