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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA ENAMIC Blocs, Disc

[JopaTKoBi Ha3BU NPOAYKTY
VITA ENAMIC, VITA ENAMIC multiColor
1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4oBUHU ab0 cyMilli i 3acTOCyBaHHsA, peKOMeHOOBaHe
nportu
BukopucTtaHHsa pevoBuHU/CyMiLli
KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku Auxilary for manufacture of dental products

1.3. [laHi npo nocTtayanbHUKa y nacnopTi 6e3nekun

KomnanHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Appeca: Spitalgasse 3
MicTo: D-79713 Bad Spackingen
n/c: 1338
D-79704 Bad Spackingen
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
IHTEepHeT: www.vita-zahnfabrik.com
BignosiganeHui Bigain: Regulatory Affairs

IHwa popaTkoBa iHpopmauin
medical device

PO3[I11 2: IneHTUdikauis dakTopiB pUsmnky

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

Mpaeun (EC) Homep 1272/2008
Cymil He HanexwuTb o kaTeropii HebesneyHux 3rigHo Mpasun (EC) Ne 1272/2008.

2.2. YacTHM MapKyBaHHSA

2.3. IHwi cdhakTopm
BigcyTHsa Byab-sika iHdopmauis.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTU

3.2. Cymiui

XimiuHa xapaKkTepucTuKa
KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku

He6e3ney4Hi KOMNOHEHTU
He (BignosigHo go PernameHT (E€C) Ne 1907/2006 (REACH))

PO3[lJ1 4: 3axoau nepLUOi MEAUYHOI AOMOMOTrHU

4.1. Onuc HeobXigHWMX 3axoAiB 3 HagaHHSA NepLoi MeaNYHOI AONOMOru

Mpwu BanxaHHi
3abeaneunT JOCTyN CBIXKOro NoBIiTPS.
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Mpwn KOHTaKTi 3i WKipoto
3MUTK [OCTaTHLOLO KiNbKiCTIo BoAW. | monepiTe nepes NOBTOPHUM BUKOPUCTAHHSIM.

Mpwu KOHTaKTi 3 ounma
LLIBuako ob6epexHo i peTenbHO NPOMUTU Mig AyLem Ans oyer abo Boaot.

Mpwu 3akoBTYyBaHHi
TepmiHOBO NpononockaTt poT i 3annTK BESNMKO KiNbKiCTIO BOAW.

4.2. HancyTTeBiwi cumnTomu/ecdekTn rocTpoi gii
BigcyTHsa 6yab-aka iHdopmauis.

4.3. BKkazaHHAl Ha HeraHy Megu4yHy JONOMOrY Ta HeobXigHe ocobnuBe NiKyBaHHS
CvmMmnTOoMaTUYHE NiKyBaHHS.

PO30IJ1 5: NMpoTunoxexHi 3axoaun

5.1. 3acobu noxexoraciHHs

BionoBigHi 3aco6u noxexoraciHHA
BxuTn 3axomiB i3 raciHHS MOXeXXi 3aNeXHO Bifi OTOYEHHS.

5.2. Oco6nuBi (hakTopn PU3KKY, JXKEPENOM IKUX € PeYOBUHA abo cyMill
He 3anmuncTuin.

5.3. 3ano6ixHi 3axoau AN NOXeXHUKIB
Y Brunagky noxexi: BukopncroByBatu aBTOHOMHUIM AnXanbHWUA anaparT.

HopaTtkoBi BKa3iBKu
36ip 3abpyaHEHOT BOAM Bif NOXEXOraciHHA NPOBOAMTU OKpeMo. He 3nmBaTtu B kaHanisauito abo y BogHi
pesepByapw.

PO31I1 6: 3axoan npu aBapintHOMy BUKUAi

6.1. UuguBigyanbHi 3axoam 6e3nekn, 3aXxucHe o6nagHaHHA Ta NOPAOOK AiK Yy Haa3BUYaWHIA cuTyauil

3aranbHa iHdpopmauin
YHukaTu yTBOpeHHs nuny. He sanxatu nun.

6.2. EkonoriyHi 3ano6ixHi 3axoau
He ponyckaTtu noTpannsaHHs 0O KaHanisauinHoi cuctemu i y BO4ONMULLA.

6.3. MeToau Ta maTepianv ana nokanisauii Ta o4YULLEHHS

IHWi BigomocTi
3ibpaTn mexaHiyHo. 3 oTpMMaHMM MaTtepianom NOBOAUTUCA 3riQHO PO3ainy Npo yTunisadito.
6.4. NMNocunaHHA Ha iHWi po3ainu
BesneuHa obpobka: gusucs po3ain 7
IHamBigyanbHi 3acobu 3axucTy: AmBucs po3ain 8
YTunisauisa: aueuca posgin 13

PO30lJ1 7: MoBoaXxeHHSA i 36epiraHHsA

7.1. 3ano6ixHi 3axoaun Ansi 6e3ne4yHOro NOBOMKEHHSA 3 MaTepianiomMm

PekomeHAaauii 3 npaBun 6e3nekun nig 4ac po6otun
Oco6nuBi 3anobixHi 3acobu He 0OOB'A3KOBI.

Mopaau wopo 3axucTy NpoTU NOXeXi Ta BUGYXy
OcobnuBi 3axoan 3axuCTy Bi NOXeEXi He 0OOB'sI3KOBI.
PekomeHpauii Woao 3aranbHOI ririeHn

3HATN 3abpyaHeHun oasr. Mepen nepepBamu i B KiHUi po6oTu BUMUTK pykun. Ha po6oyomy micLi 3a6opoHseTbCs
icTn, NUTK, NanUTK, caKaTUcs.
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7.2. YMoBM 6e3ne4yHoro 36epiraHHsa, BKMOYHO 3 yciMa BUNnagkaMu HeCyMiCHOCTI

Bumoru wono npumilleHb Ans cknagyBaHHS i EMHOCTEN
36epiraTn KOHTENHEP LWiMBbHO 3a4YMHEHNM.

BkasiBku Wwopo cymicHoro 36epiraHHs
Ocobnuei 3anobixxHi 3acobn He 0OOB'A3KOBI.

7.3. Ocob6nusi kKiHUueBi cchepyn 3acTOoCyBaHHA

KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku Auxilary for manufacture of dental products

PO30l11 8: 3axoau 3meHLLeHHs BNAMBY/iHAMBIAYyanbHUA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLUEHHS1 BNAUBY

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu gnsa oyen/ob6nuyus
3acTocoByBaTH 3axMCT oven/obnmnyys.

3axucT pyk
Mig yac noBoAXeHHS 3 XiMiYHUMKN PpoBoYMMU pevoBMHAMUN, AO3BOSIEHO HOCUTU TifbKM XiMiYHO CTilki, 3 CE-
MO3HAYKO, BKITHOYAKOUM YOTUPU3HAYHUIA KOHTPOSBbHUI HOMEP, 3aXUCHI pykaBu4ykn. Bubip xiMiuHO CTilikux
3aXMCHUX PYKaBUYOK 3anexHO Bi KOHUEHTpaLil i KinbkocTi He6e3neyHnx pevyoBuH, Big cneumdikm poboyoro
micus. PekomeHayeTbea 3'acoByBaTH Y BUPOOHUKA XiMiYHY CTIMKICTb BULLEHA3BaHUX 3aXUCHUX PyKaBUYOK ANS
creuianbHOro 3aCToCyBaHHS.

3axucT wKipun
BukopUCTaHHSA 3aXMCHOTO oasry.
3axucT guxanbHUX WNAXiB

3abe3neunTu 3axncT amxanbHux Wwnsxie. He sBguxaTty nun. 3abesneuynTn 4oCTaTHIO BEHTUNSLI | nepiognyHe
BUTSITyBaHHS B KPUTUYHUX TOYKaX.

PO30I11 9: ®isnko-ximiuHi BNnacTMBOCTI

9.1. IHdbopmMaLis Npo OCHOBHI hisnKo-XiMiYHi BNacTUBOCTI

Di3NYHUN CTaH: TBEPAMMN

Konip:

3anax: 0e3 3anaxy

To4ka TonNeHHs/3aMmep3aHHS: He TOYHUN

Touka KuniHHA abo ToYka KUMIHHS i ?

aianasoH KUMiHHSA:

3anmucTicTb: He TOYHUN
HenpuaaTHUn

HwxHs rpaHuust BUGYXOBOCTI: HE TOYHUN

BepxHa rpaHunus BubyxoBocTi: He TOYHUNI

TemnepaTypa cnanaxy: ?

TemnepaTypa po3nagy: He TOYHMUN

pH: He TOYHUNI

Po3unHHiCTb y BOAI: Hi

PO3YMHHICTb Yy iHLWIMX PO34YMHHMKaX

He TOYHUN
KoediuieHT po3nopainy n-oktaHon/Boaa: He TOYHUN
Tuck napu: <=1100 hPa
(npun 50 °C)
LWinbHicTb: 2,00000 g/cm®
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BigHocHa winsbHicTb napwu: He TOYHUN

9.2. IHwa iHdopmauisn
IHcpopmauin npo knacu ¢isnyHoi HeGeanekn
BubyxoBi BnacTuBoCTi
MpoaykT He €: BubyxoHebe3ne4yHui.
TemnepaTypa camo3ariMaHHs
TBEpAA peyoBUHa: He TOYHUI
ras: HenpuaaTHUN
OkucntoBarnbHi BNacTUBOCTI
He nigTpymye oroHb.

IHWi xapakTepucTUKn 6e3neku
LLiBnakicTe BUNapoByBaHHSA: HE TOYHUN
3micT TBepgoro Tina: 0,0 %

PO3[AlJ1 10: CTiMkicTb Ta peakuinHa 3a4aTHICTb

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

10.2. XiMi4yHa CTiNKiCTb

3a yMoB 36epiraHHsi Mpy HopMasibHUX HAaBKOJTMLLHIX TeMnepaTypax NpoAyKT cTabGinbHUi.

10.3. IMOBipHiCTb NpOTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxogHi Hebe3neyHi peakuii.

10.4. YMoBU, AKNX Tpeba yHuKaTn
Hemae

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

10.6. HebGe3neuHi npoaAyKTn po3knagy
He Bigomi >xoaHi HeGe3neyHi NnpodykT po3knaay.

PO3[IN1 11: TokcuKkonorivHi faHi

11.1. IHdopmauin npo knacu Hebe3neku 3a BU3HaYeHHAM PernameHTy €C Ne1272/2008

FocTpa TOKCUYHICTb
HasBHi gaHi ceiguatb, WO KpuTepii knacudikawii He BUKOHaHO.
ATEmix po3paxyHkoBun
ATE (opanbHuin) > 2000 mg/kg; ATE (wkipsHuin) > 2000 mg/kg; ATE (iHransuiiHuin sunapu) > 20 mg/l; ATE
(iHranauinHun nun/Tymad) > 5 mg/l
Moapa3HeHHsA Ta arpecuBHa Aia
HasBHi gaHi ceigyath, WO KpuTepii knacudikawii He BUKOHaHO.
CeHcubinisyrova gis
HasBHi aaHi ceigyatb, WO KpuTepii knacudikawii He BUKOHaHO.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopylye penpoayKTUBHY 34aTHICTb, Ais)
HasaBHi aaHi ceigyath, WO KpuTepii knacudikawii He BUKOHaHO.
MuToMa TOKCUYHICTb ANA opraHy-MilleHi 3a 0AHOPa30BOi eKcno3nuii
HasBHi gaHi cigyatb, Wo KpuTepii knacudikauii He BUKOHaHO.
MuToMa TOKCHYHICTb ANA opraHy-MilleHi 3a 6araTopa3oBoi eKCrno3unuii
HasBHi aaHi ceigyath, WO KpuTepil knacudikawii He BUKOHaHO.
HeGe3neka BAnxaHHA
HasBHi gaHi ceigyath, WO KpuTepil knacudikawii He BUKOHaHO.
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[dopaTkoBi AaHi Woao BMNpobyBaHb
Cywmiw He knacudikytoTbcs gk HebesneyHa BignosigHo Ao Pernamenty €C 1272/2008 [CLP].

PO34IN 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.

12.5. PesynbTtatu ouiHku PBT u vPVvB

PeuoBurHu B cymilwi He BignosigatoTb kpuTepism PBT/vPvB BignoeigHo no REACH, gogaTtok XIII.
npoaykT He ByB nepeBipeHuii.
12.6. BnacTMBOCTi pyNHIBHOro BNAUBY Ha €HOAOKPUHHY CUCTEMY
Llet npoayKT He MICTUTb PEYOBUH, LLO PYMHYIOTb EHOOKPUHHY CUCTEMY HeLiNbOBUX OpPraHi3miB, OCKiNbKM XOOeH
i3 KOMNOHEHTIB HE BiAMNOBI4AE KPUTEPISM.
12.7. IHWi WkKignuei BNaMBM
BigcyTHsa 6yab-ska iHpopmauis.

3aranbHi 3ayBaXXeHHs
YHVKaTU BUBINbHEHHSA Y AOBKINNS.

PO3[AlJ1 13: Po3rnaa nuTaHb 3 yTunisauii

13.1. MeToau yTunisauii Bigxoais

YTunisauis
He gonyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemu i y BogonmuLLa. YTunisauia 3rigHo 3 po3nopsmKeHHAMM
opraHis Bnagu.

3abpyaHeHa ynakoBkKa
3MUTM OOCTaTHBLOLO KiNbKICTIO BOAMW. [MOBHICTIO BUKOPUCTAHY YNaKOBKY MOXHa yTUNidyBaTu.

PO3[lJ1 14: IHcbopmauifa 3 TpaHCNOPTYBaHHSA

HasemHun TpaHcnopTt (ADR/RID)

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

igeHTUdikauinHMM Homep:

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

nepeBe3eHHi:

14.3. KaTeropis He6e3neku 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.
[ocTtaBka BHYTpiWwHiMKM BogHMMMU wnsaxamu (ADN)

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

igeHTudikauinHm Homep:

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

nepeBe3eHHi:

14.3. KaTeropis 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.
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Mopcbkuit TpaHcnopT (IMDG)
14.1. Homep OOH a6o
ineHTHdiKaLinHMin Homep:
14.2. HanexHa Ha3Ba npu
nepeBe3eHHi:
14.3. KaTeropis HeGe3neku nig yac
TpPaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna:
NogiTpsiHui TpaHcnopT (ICAO-TI/IATA-DGR)
14.1. Homep OOH a6o
ineHTUdikauiiHU Homep:
14.2. HanexHa Ha3Ba npu

nepeBe3eHHi:
14.3. KaTeropisi He6e3neku nig 4yac

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.

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 gns HABKONULWHbLOIO cepegoBULLa

LWKIANMBO AJiA AOBKUNA:

Hi

14.6. OcobnuBi 3acTepxeHi MeToau Ansi KOpUCTyBaYiB

BigcyTHsa byab-sika iHpopmauis.

14.7. Mopcbke TpaHCNOPTYBaHHA BENUKUMU NApPTiAMM 3rigHo 3 iHcTpyMeHTamu IMO

HenpuaaTHUI

PO3[AlJ1 15: PerynaTtopHa iHcopmauia

15.1. HopmaTBU 3 OXOPOHM i ririeHu nNpati i NPMPOJOOXOPOHHI HOPMaTUBW/3aKOHOOABCTBO, XapaKTepHi Ans

ui€el pe4yoBUHU a60 cymiLli

Po3nopspxeHHs €C
OaHi wopo Oupektuen 2012/18/€C
(SEVESO llI):

HauioHanbHa perynatopHa iHdopmauis

Knac HeBe3neku ans Boam
(Himewumnna):

15.2. OuiHka 6e3neku pe4yoBUH

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

- - He 3abpyaHioBayY Boau

OujiHka 6e3neky peyoByH Y L CyMmilli He NpoBogunacs.

PO3[AiN 16: IHwa iHdopmauis

3MiHn

Llen nacnopt 6e3nekun MiCTUTb 3MiHM 4O nonepeaHix Bepciv 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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