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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA AMBRIA INVEST F

1.2. BignoBigHi BcTaHOBMNEHi 06nacTi 3acTocyBaHHsI pe4OBMHU ab0 CYyMilli i 3aCTOCYBaHHA, peKOMeHA4OoBaHe
npotu
BukopucTtaHHA peyoBUHU/CyMiLLi

Auxilary for manufacture of dental products
JlaBGopatopHi ximikanii

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

PO3[lJ1 2: IneHTUdiKaLia hakTopiB pU3KKY

2.1. Knacudikauisi pe4oBMHM 260 cyMiLli

MpaBun (€C) Homep 1272/2008
CyMiLl He HanexuTb o kaTeropii HebeaneyHux 3rigHo Mpasun (EC) Ne 1272/2008.

2.2. YacTuHM MapKyBaHHSA

2.3. IHwi drakTopu
BigcyTtHsa 6yab-aka iHdopmauis.

PO3[AlJ1 3: Cknap/paHi npo iHrpeAieHTH

3.2. Cymiwi

XimiyHa xapakTepucTuka
Cywiw MNMpoaykT/pevoBuHa € HeopraHiyHe.

Hebe3ne4Hi KOMNOHEHTH
He (BignosigHo o PernameHT (E€C) Ne 1907/2006 (REACH))

PO3[lJ1 4: 3axoau nepLUoOi MeAUYHOI AOMOMOTIHU

4.1. Onuc HeoOXigHMX 3axoAiB 3 HagaHHS NepLoi MegUYHOI 4ONMOMOru

Mpu BAUXaHHiI
3abe3neunTtn JOCTYN CBIXKOro NOBITPSI.

Mpwu KoHTaKTi 3i WKipoto
3MUTK JOCTATHLOLO KiNbKICTHO BoAW. | nonepiTe nepes NOBTOPHUM BUKOPUCTAHHSM.

Mpwu KOHTaKTi 3 ounma
LLIBnako ob6epexHo i peTenbHO NPOMUTH Mig AyLiem Ans oyert 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.

PO31IJ1 5: NMpoTunoxexHi 3axoaun

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.

PO30I11 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UnguBigyanbHi 3axoam 6e3nekn, 3aXxMcHe o6nagHaHHA Ta NOPAAOK AiK y Haa3BUYaKHIn cuTyauil

3aranbHa iHdpopmauis
Hapsaratu 3acobu iHaMBIQYyanbHOro 3axmcTy.
6.2. EkonoriyHi 3ano6ixHi 3axoau

OcobnuBi 3axoam 3axXMCTy HAaBKOMMWLLHLOIO cepeaoBuLLa He 060B'sA3koBI. 3abpyaHeHi npeameTy i nignory
rPYHTOBHO OYMCTUTY 3riHO EKOSNOFYHUX BUMOT.

6.3. MeToau Ta MmaTepianu ana nokanisauii Ta oMULLEHHS

IHWi BigomocTi

3ibpaTu 3 maTepianamu, Ski NOrNMHaKTL BOMOry (MiCOK, KU3enbryp, 3B'A3y4MIn KUCNOTY, YHIBepcarnbHUii
3B'A3yt0uni matepian). 3 oTpMMaHMM mMaTtepianom NoBOAUTUCS 3rigHO po3ainy Npo yTunisadito.
6.4. NocunaHHA Ha iHWI po3ainu
BesneyHa obpobka: gusucs po3ain 7
IHamBigyanbHi 3acobu 3axucTy: AmBucs po3ain 8
YTunisauisa: aueuca posgin 13

PO3[lJ1 7: MoBoaXxeHHSA i 36epiraHHA

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

PekomeHAaauii 3 npaBun 6e3nekun nig yac po6otu
OcobnuBi 3anobixxHi 3acobn He 060B'A3KOBI.

Mopapu Wwoao 3axucTy NPOTU NOXKeXi Ta BUGYXY
OcobnuBi 3axoam 3axuCTy Bif NOXeXi He 0OOB'sI3KOBI.

PekomeHaauii Wwoao 3aranbHOI ririeHn
3HATU 3abpyaHeHun oasr. Mepen nepepsaMu i B KiHLi po6oTu BUMUTK pyku. Ha poboyomy Micui 3abopoHsieTbes
icTn, NUTKU, NanUTK, cCAKaTUCS.

7.2. YMoBM 6e3neyvyHoro 36epiraHHsa, BKNOYHO 3 yciMa BUnagkaMu HecyMicHOCTI

Bumoru wopao npumilieHb AN cKnaayBaHHA | EMHOCTEN
36epiraT KOHTENHEP LLiNbHO 3a4YNHEHUM.

BkasiBku wono cymicHoro 36epiraHHs
OcobnuBi 3anobixxHi 3acobn He 0OOB'A3KOBI.
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[NonaTtkoBa iHdopMauis npo ymoBM 36epiraHHsA
Temnepartypa 36epiraHHs: 5 - 35° C

7.3. Oco6nusi KiHUeBi cchepyn 3acTOCYyBaHHA

Auxilary for manufacture of dental products, JllTabopaTopHi ximikanii

PO3[lJ1 8: 3axoau 3mMeHLWeHHA BNNuBY/iIHAUBIiAyanbHUN 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axo4un 3MEHLWEeHHS BNAuBy

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu ana ovyen/obnuyusa
3acTocoByBaTK 3axMCT o4en/obnuyys.

3axucT pyk
Mig yac NoBogKEHHS 3 XiMiYHUMUK poBoUYNMK pedoBUHAMM, O3BONIEHO HOCUTU TiNbKK XiMi4HO CTilki, 3 CE-
MO3HaYKOH, BKIOYAKUYN YOTUPU3HAYHUIA KOHTPOSbHWUIA HOMEP, 3aXUCHI pykaBu4kn. Bubip xiMiuHo CTilkux
3aXMCHUX PYKABUYOK 3anexXHO Bifl KOHUEHTpaUil i KinbkocTi HebeaneyHnx pevyoBuH, Big cneundiku poboyvoro
Micus. PekomeHayeTbes 3'acoByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHA3BaAHUX 3aXUCHUX PYKaBUYOK Ais
cnewianbHOro 3aCToCyBaHHSI.

3axucT wWKipm
BrikopucTaHHsa 3axmcHoro ogsry.
3axucT guxanbHUX WNAXiB

3abe3neunTn 3axncT guxanbHUX LNSAXiB.

PO3[IN 9: disuko-ximiuHi BnacTMBoCTi

9.1. IHdbopmMaUisa Npo OCHOBHI hi3nKo-XiMi4Hi BNacTUBOCTI

®Di3nYHUIM CTaH: Pigkun

Konip: oinun

Touka TonneHHsl/3amep3aHHs: 0°C

Touyka KuniHHA abo ToYka KUMIHHS i 100 °C

aianasoH KUMiHHSA:

3anmucTicTb: HenpuaaTHUn
HenpuaaTHUn

HwxHs rpaHuust BUGYXOBOCTI: He TOYHUI

BepxHsa rpaHunus BubyxoBocTi: He TOYHUNI

TemnepaTypa cnanaxy: HenpuaaTHUN

TemnepaTypa po3nagy: He TOYHMN

pH: 9,5

Po3unHHiCTb y BOAI: Nerko po34MHHUM

PO3YMHHICTb Yy iHLWMX PO34YMHHMKaX

He TOYHUN
KoediuieHT po3noainy n-oktaHon/Boaa: He TOYHMN
Tuck napu: 23 hPa
(npn 20 °C)
LWinbHicTb: 1,1-1,4 g/cm?
BigHocHa wWinbHicTb napwu: HEe TOYHUI

9.2. IHwa iHdopmauia
IHcpopmauin npo knacu ¢isnyHoi HeGe3nekn
BnbyxoBi BnacTMBoCTi
MpoaykT He €: BubyxoHebeaneyHuii.
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TemnepaTypa camo3anmaHHs

TBEpAa PeyvoBMHa: HenpuaaTHUN

ras: HenpuaaTHUN
OkucnioBarbHi BNacTMBOCTI

He nigTpymye oroHb.
IHWi xapakTepucTUKK 6e3nekun
LLiBnakicTe BUNApOBYBaHHSA: He TOYHUNI
3micT TBEepAoro Tina: He TOYHUNI
B'askicTb, AnHaMiyHa: <20 mPa-s

(npu 20 °C)

PO3[IJ1 10: CTiKkicTb Ta peakuinHa 3g4aTHICTb

10.1. PeakuiiHa 3gaTHicTb
Mpu kopucTyBaHHiI | 36epiraHHi BiaNoBiAHO 10 MONOXEHb HE BUHMKAE XOOHMX HEGE3NeYHNX peakLin.

10.2. XimiyHa cTiNKicTb

3a ymoB 36epiraHHs Npu HOPMarnbHUX HABKOMMULLHIX TeMnepaTypax npoayKT ctabinbHuN.

10.3. IMOBipHiCTbL NpPOTikaHHA He6e3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyHri peakuii.

10.4. YMoOBU, AKX Tpeba yHUKaTH
Ctanb, AntomiHin, Migb

10.5. HecyMmicHi maTepianu, AKMX cnig YHUKaTu
BiocyTHsa 6yab-sika iHdopmaLis.

10.6. Heb6e3ne4Hi npoayKTu po3knagy
He Bigomi >xoaHi Hebe3neyHi NnpodykT po3knaay.

PO30IJ1 11: TokcukonorivHi aaHi

11.1. IHdbopmauisi npo knacu Hebe3neku 3a BU3Ha4YeHHsIM PernameHty €C N21272/2008

ATEmix po3paxyHKkoBuU#
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 knacudikyroTbcs sk HebeaneyHa BignosigHo ao Pernamenty €C 1272/2008 [CLP].

PO3[IN 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHWIA.
12.2. CrivkicTb Ta 3gaTHicTb go GionoriyHoro posknagy

NPOAYKT He ByB NepeBipeHuii.

12.3. BioHakonuyyBanbHUMA NoTeHUian

npoaykT He ByB nepesipeHuii.
12.4. MoGinbHiCTb Y rPYHTI
npoaykT He ByB nepesipeHuii.

12.5. PesynbTaTtu oudivku PBT n vPvB

PeuoBuHu B cymiwi He BignosigatoTb kputepiam PBT/vPvB BignosigHo no REACH, gopaTtok XIII.
NpoayKT He ByB NepeBipeHuii.
12.6. BnacTuBOCTi pyNHiBHOro BNAMBY Ha EHOOKPUHHY CUCTEMY

Howmep pepakuii: 4 - 3amiHtoe Bepcii: 3 uk Oara gpyky: 16.08.2023
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Llert npoayKT He MICTUTb PEYOBUH, LLO PYMHYIOTb EHOOKPUHHY CUCTEMY HELiNbOBUX OPraHiamiB, OCKiNbKU XOOeH

i3 KOMMOHEHTIB He BiAMNOBIAAE KPUTEPIAM.
12.7. lHwi wkignuei Bnnueu
BigcyTHa byab-sika iHpopmauis.

3aranbHi 3ayBaXxeHHA
YHuKaT BMBINbHEHHS Y OOBKINNA.

PO30l11 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeTtoam yTunisadii Bigxogis

YTunisauin
YTunisauis 3rigHo 3 po3nopsam;KEHHAMN O

3abpyaHeHa ynakoBKa

praxis Bnaaw.

3MUTK AOCTaTHBLOLO 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
igeHTUdikauiiHUM 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

LWKIANMBO AJiA AOBKUNA:

Hi
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14.6. Oco6nuBi 3acTepxeHi MeToau Ansi KOpUCTyBaYiB
No dangerous good in sense of this transport regulation.

14.7. MopcbKe TpaHCNOPTYBaHHA BENUKMMU NapTiAMK 3rigHo 3 iHcTpymMeHTamu IMO
No dangerous good in sense of this transport regulation.

PO3[AlJ1 15: PerynaTtopHa iHchopmauia

15.1. HopmaTnBM 3 OXOPOHM i ririeHn Npaui i NPMPOAOOXOPOHHI HOPMaTUBMW/3aKOHOAABCTBO, XapaKTepHi AnA
uiei pe4oBUHU abo cymili

Po3nopspxeHHs €C

OaHi wopno Oupektuen 2012/18/€C Not subject to 2012/18/EU (SEVESO llI)
(SEVESO lll):

HauioHanbHa perynsatopHa iHdopmauif

Knac HeBe3nekv ans Boam - - He 3abpyaHoBaYy BoaM
(Himewumnna):

15.2. OuiHKa 6e3neku pe4yoBUH

OuiHka 6e3nekn peyoBUH Y Uil cyMilwi He npoBogunacs.

PO3[AlJ1 16: IHwa iHdopmauis

3MiHn
Llen nacnopt 6e3nekun mMicTUTb 3MiHM 4O nonepeaHix Bepciv B posainax: 1.

Howmep pepakuii: 4 - 3amiHtoe Bepcii: 3 uk Oara gpyky: 16.08.2023
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CKOpo4eHHs Ta abpeBiaTypu
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
CAS: Chemical Abstracts Service
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LC50: Lethal concentration, 50%
LD50: Lethal dose, 50%
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
ADR: Accord europiien sur le transport des marchandises dangereuses par Route
(European Agreement concerning the International Carriage of Dangerous Goods by Road)
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)
IMDG: International Maritime Code for Dangerous Goods
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
IATA: International Air Transport Association
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
CkopoYeHHS 11 akpoHiMK HaBeAeHOo B Tabnuui Ha cawTi http://abbrev.esdscom.eu
IlHwa popaTkoBa iHcpopmauis
IHdopmauis BignoBsigae cydacHoMy 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 6yno y3samo 3 8idrnogidHo020 ocmaHHb020 YUHHO20 cepmucbikamy 6e3rneku
cybriocmayarnbHUuKa).
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