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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA AKZENT Plus POWDER FLUID

Perictpauiittuint Homep y cuctemi  01-2119449341-44-XXX

REACH:
Homep CAS: 111-29-5
Homep €C: 203-854-4

1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4oBUHU ab0 cyMilli i 3acTOCyBaHHsA, peKOMeHOOBaHe
npotu
BukopucTtaHHsa pevoBuHU/CyMiLli
BukopucTtaHHsA B AkoCTi nabopaTopHOro peakTmuBy

1.3. [aHi npo nocTayanbHUKa Yy nacnopTi 6e3neku

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Appeca: 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
BignosiganbHui Biggin: Regulatory Affairs

IHwa popatkoBa iHpopMmauin
medical device

PO3[IJ1 2: IneHTUdikauis dpakTopiB pU3nKy

2.1. Knacudbikauisi pe4oBMHM 260 CyMiLli

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

2.2. YacTHM MapKyBaHHSA

2.3. IHwi cdbakTopm
BiocyTHsa Byab-sika iHdopmaLis.

PO30IN1 3: Cknap/aaHi npo iHrpegieHTn

3.2. Cymiwi

XimiyHa xapakTepucTuka
Cy6cTaHLis, opraHiyHuia

He6e3ney4Hi KOMNOHEHTU
He (BignosigHo go PernameHT (EC) Ne 1907/2006 (REACH))

PO3[AlJ1 4: 3axoau nepLUOi MEAUYHOI AOMOMOTHU

4.1. Onuc Heo6XxiAHMX 3axoAiB 3 HaAaHHA NepLIOoi MeAUYHOI 4ONOMOru

Mpw BanxaHHi
3abe3neunT 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
Hapsaratu 3acobu iHAMBIQYyanbHOro 3axmcTy.

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

3ibpatu 3 maTepianamu, siki NOrnMMHaOTb BONOry (MiCoK, KM3enbryp, 3B's3yH04Min KUCMOTY, YHiBEpcanbHUIA
3B'A3yl0unii MaTepian). 3 oTpMMaHuM maTepianomM NoBOAUTUCS 3rigHO PO3ainy Npo yTunisauito.
6.4. MNocunaHHA 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

3HATK 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

BukopucTaHHs B IKOCTi TabopaTopHOro peakTuBy

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.

PO30I11 9: ®isnko-ximMiuHi BNacTUBOCTI

9.1. IHdbopmMaLisa Npo OCHOBHI (hisnKo-XiMiYHi BMacTUBOCTI

Di3nYHUN CTaH: Pigkunin

Konip: 6e3b6apBHUI

Touka TonneHHs/3amep3aHHs: He TOYHUI

Touka KMnNiHHA abo TOYKa KUMNIHHS i 239 °C

[iana3oH KUMiHHSA:

3anmucTicTb: HenpuaaTHUn
HenpuaaTHUn

HwxHA rpaHmua BUGYXOBOCTI: He TOYHUI

BepxHsi rpaHMusa BUOYXOBOCTI: He TOYHMN

TemnepaTypa cnanaxy: 135°C

TemnepaTypa po3naay: He TOYHUI

pH: He TOYHUNI

PO34YMHHICTb Y iHLIMX PO3YMHHMKAX

He TOYHUN
KoediuieHT po3noainy n-oktaHon/soaa: He TOYHUN
Tuck napu: <=1100 hPa
(npn 50 °C)
LWinbHicTb: 0,99000 g/cm?
BigHocHa winbHicTb napwu: HE TOYHUN

9.2. IlHwa iHdopmauisn

IHdopmaLis npo knacu izuyHoi HeGe3neku
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Bubyxosi BnactmBocTi
MpoaykT He €: BubyxoHebe3neuHni.
TemnepaTypa camo3anmaHHs
TBEpAa peyvoBMHa: HenpugaTHUN
ras: HenpuaaTHUn
OkucnioBarbHi BNacTMBOCTI
He nigTpymye oroHb.

IHWi xapakTepucTUKK 6e3neku
LLBmnAakicTe BUNapoByBaHHS: He TOYHUNI
3micT TBEpAoro Tina: 0,0 %

PO3[I11 10: CTiMKicTb Ta peakuinHa 3g4aTHICTb

10.1. PeakuiiHa 3gaTHiCcTb
Mpu kopucTyBaHHiI i 36epiraHHi BianoBiAHO 10 MONOXeHb HE BUHMKAE XOOHMX HEGE3neYHnX peakLin.

10.2. XimiyHa cTiNKicTb

3a ymoB 36epiraHHsi NpyM HoOpMarnbHUX HaBKOMULLIHIX TeMnepaTypax NpoaykT cTabinbHuUiA.

10.3. IMOBipHiCTb NpOTikaHHA He6e3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyHri peakuii.

10.4. YMOBU, AIKUX Tpeba yHUKaTH
Hemae

10.5. HecyMmicHi maTepianu, sKux cnig yHMKaTu
BiocyTHsa 6yab-sika iHdopmaLis.

10.6. He6e3ne4Hi npoayKTU po3knagy
He Bigomi >xoaHi Hebe3neyHi NnpodykT po3knazy.

PO30IJ1 11: TokcukonorivHi aaHi

11.1. IHdbopmauisi npo knacu Hebe3neku 3a BU3Ha4YeHHsIM PernameHty €C Ne1272/2008

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

[opaTkoBi AaHi woao BMNpobyBaHb
Cywmiw He knacudikytoTbest ik HebeaneyHa BignosigHo go Pernamenty €C 1272/2008 [CLP].

PO3[IN1 12: EkonoriyHi gaHi

12.1. TokcU4HicTb
MpoaykT He €: EKOTOKCUYHWIA.

12.2. CrivkicTb Ta 3gaTHicTb Ao GionoriyHoro posknagy
NPOAYKT He ByB NepeBipeHuia.

12.3. BioHakonuyyBanbHU NoTeHUian

npoaykT He byB nepesipeHuii.
12.4. MoGinbHICTb Yy rpyHTI
npoaykT He ByB nepeBipeHuii.

12.5. PesynbTaTtu oudiiku PBT n vPvB

PeuosuHu B cymiwi He BignosigatoTb kpuTepiam PBT/vPvB BignosigHo no REACH, gopaTtok XIII.
npoaykT He ByB nNepeBipeHuii.
12.6. BnacTuBOCTi pyNHiBHOro BNAMBY Ha EHOOKPUHHY CUCTEMY
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Llert npoayKT He MICTUTb PEYOBUH, LLO PYMHYIOTb EHOOKPUHHY CUCTEMY HELiNbOBUX OPraHiamiB, OCKiNbKU XOOeH

i3 KOMMOHEHTIB He BiAMNOBIAaE KPUTEPIAM

12.7. IHWi wkignuei BNaveu
BigcyTHa byab-sika iHpopmauis.

3aranbHi 3ayBaXxeHHA
YHuKaT BMBINbHEHHS Y OOBKINNA.

PO30l11 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeTtoam yTunisadii Bigxogis

YTunisauin

He ponyckaTtu noTpannsaHHa 0O KaHanisauinHoi cuctemn i y BogonmuLLa. YTunisauia 3rigHo 3 po3nopsmKeHHAMM

opraHis Bnagu.
3abpyaHeHa ynakoBka

3MUTK AOCTaTHBOLO KiMNbKiCTIO BOAW. [TOBHICTIO BUKOPMCTaHY YNakoBKy MOXHa yTunidyBaTw.

PO3[AlJ1 14: IHchopmaLifa 3 TpaHCNOPTYBaHHA

Hasemuun TpaHcnopt (ADR/RID)
14.1. Homep OOH a6o
ineHTUdikauiiHU Homep:
14.2. HanexHa Ha3Ba npu

nepeBe3€HHi:
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.

HocTaBka BHyTpiwHiM1 BogHuMu wnsixamu (ADN)

14.1. Homep OOH a6o
igeHTUdikauinHun Homep:

14.2. HanexHa Ha3Ba npu
nepeBe3eHHi:

14.3. KaTeropis He6Ge3neku nig 4yac
TPaHCNOPTYBaHHA:

14.4. NakyBanbHa rpyna:

Mopcbkumn TpaHcnopTt (IMDG)
14.1. Homep OOH a6o
igeHTUdikauiiHU Homep:
14.2. HanexHa Ha3Ba npu
nepeBe3eHHi:
14.3. Kateropis He6e3neku nig yac
TPaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna:

NoBiTpsaHun TpaHcnopt (ICAO-TI/IATA-DGR)
14.1. Homep OOH a6o
igeHTUdikauinHMM Homep:
14.2. HanexHa Ha3Ba npu

nepeBe3eHHi:
14.3. KaTeropis 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.

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. Hebe3neku ans HaBKONMULWHbLOIO cepegoBMULUA

Homep pepakuii: 4 - 3amiHtoe Bepcii: 3
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WKIANMMBO ONA gOBKIIA: Hi
14.6. Oco6nuBi 3acTepxeHi MeToau Ans KOpUCTyBayiB
BigcyTHsa 6yab-aka iHdopmauis.
14.7. MopcbKe TPpaHCNOPTYBaHHA BENIMKMMU NapTiAMK 3rigHo 3 iHcTpymeHTamu IMO
HenpuaaTHUN

PO3[AlJ1 15: PerynatopHa iHcopmauia

15.1. HopmaTuBM 3 OXOPOHM i FiriEHM Npaui i NPUPOJOOXOPOHHI HOPMAaTMBU/3aKOHOAABCTBO, XapaKTepHi ans
uiel pe4yoBUHM a60 cyMmiLli

Po3nopsipgxeHHs €C

Oani wopo Aupektuen 2012/18/€C Not subject to 2012/18/EU (SEVESO llI)
(SEVESO lll):

HauioHanbHa perynatopHa iHcopmauis

Knac Hebe3nekn ans sBoan 1 - noMipHun 3abpyaHioBaY Boan
(Himeuumna):

15.2. OuiHka 6e3neku pevyoBUH

OuiHka 6e3neky peyoBYH Y Ui CyMilli He NnpoBogunacs.

PO3[I1 16: IHwa iHcdopmauin

3MiHun
Llen nacnopt 6e3nekn 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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