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Pozpgin 1. IpeHTudikauis xiMivyHoT npoaykKuii Ta BUpo6HUKa abo nocTadyanbHUKa

1.1. lgeHTndikadis ximivHoi npoaykuii
VITA LUMEX UNIQUE LIQUID

1.2. BignoBigHi BuU3Ha4eHi BUAW BUKOPUCTaHHS XiMiYHOI NpoayKuii Ta HepekoMeHAoBaHi 60 3a60pOHEHI
BUAN BUKOPUCTAHHS

BukopucTtaHHs pe4oBUHU/CYMiLli
BrkopucTaHHs B AKOCTi NnabopaTopHOro peakTusy

1.3. lneHTUdikaLia Bupo6Huka Ta /abo nocTayanbHUKa

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG

Apnpeca: Spitalgasse 3

MicTo: D-79713 Bad Sackingen

TenecdoH: +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

BignosiganeHui Bigain: Regulatory Affairs

IHwa aopaTkoBa iHopmauis
medical device

Po3ain 2. |IpeHTUikaLina HeGe3neku

2.1. Knacudbikauisi XimiyHOi pe4oBUHU ab6o cyMmiLli

MpaBun (EC) Ne 1272/2008
Cymiw He HanexuTb o kaTteropii HebeanevHux 3srigHo Mpasun (€C) Ne 1272/2008.

2.2. EnemeHTN nonepemXyBanbHOro MapKyBaHHS

2.3. IHwWi HeGe3nekun
BigcyTHsa Byab-sika iHdopmalis.

Po3ain 3. Cknag xiMivyHOI npoaykKuii Ta iHcbopMaLisi Npo KOMNOHEHTU

3.2. CyMmiui XiMiYHMX pe4OBUH

XimiyHa xapakTepucTuka
Kepamika

BaxnuBi KOMNOHEHTHN

He (BignosigHo oo PernameHT (€C) Ne 1907/2006 (REACH))

Po3zain 4. 3axoaun nepLuoi gonomorun

4.1. Onuc 3axoAdiB NnepLioi 4ONOMOTrU

Mpw BanxaHHi
3abe3neunTn 4OCTYN CBIXKOrO NOBITPS.

Mpu KOHTaKTI 3i WKipoto
3MUTK JOCTaTHBO KiMbKICTIO BoAW. 3HATY 3abpyaAHEeHWI A oadar Ta BUNpaTy nepeq noBTOPHUM BUKOPUCTAHHSM.

Mpwu KOHTaKTI 3 ouMma
LLiBuako obGepexHo i peTenbHO NPOMUTK Nig aylwem Ans odert abo Bogoto.
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Mpu 3akoBTYBaHHI
TepMmiHOBO NpononocKkaTh poT i 3anuTy BEMNWKOHO KiNbKICTIO BOAW.

4.2. Han6inbLw BaXnuei rocTpi Ta BiACTPOYEHi CMMNTOMM i Hacnigku
BiacyTHsa 6yab-aka iHdopmaLis.

4.3. BkasiBka Woao HeobXigHOCTi HagaHHSA eKCTPeHOoI MegUYHOI AONOMOrv Ta WoAo cneulianbHOro nikyBaHHs
CvmMmnToMaTnYHE NiKyBaHHS.

Po3ain 5. 3axoamu noxexHoi 6e3neku

5.1. 3aco6u noxexoraciHHsi

BianoBigHi 3aco6u noxexoraciHHsA
B>xnTu 3axopiB i3 raciHHs NoXexXi 3anexHo Big OTOYEHHS.

5.2. CneuundivyHa HeGe3neka, Aka Moxe 6yTVU cnpUYMHEHa XiMiYHOK NPoAYKLiE
He 3anmuncTtui.

5.3. PekomeHaaLlii ANA NoXexHUKiB
Y Bunagky noxexi: Bukopncrtosysat aBTOHOMHUI AMXarbHUI anapar.

HopaTtkoBi BKa3iBKu
36ip 3abpyaHeHoi Boau Bif, NOXeXoraciHHA NpoBoAnTM OKpemMo. He 3nvBaTu B kaHanisauito abo y BoaHi
pe3epByapu.

Po3ain 6. 3axoau nikBigauii aBapinHoro Bukngy

6.2. 3axoau Wono 3a6e3neyYeHHs 3aXMCTy AOBKINnA
He ponyckatu noTpannsHHA 40 kaHanisauiHoi cuctemu i y BogonmMuLa.

6.3. MeToau i MaTepianu Ansa oYMLEeHHS i HenTpanisauii

IHwWi BigomocTi
3ibpatn mexaHiyHO. 3 OTpMMaHMM mMaTtepianom NOBOAWMTUCS 3riAHO PO3AINY NPO yTWmi3aLito.
6.4. MocunaHHA Ha iHWi po3ainu
Be3neyHa o6pobka: gueucsa posain 7

IHamBigyanbHi 3acobu 3axucTy: gnsBucs po3aain 8
YTunisauisn: gusnucs posgin 13

Po3zain 7. MNoBoa)xeHHA Ta 36epiraHHsA

7.1. 3acTepexeHHs Wwoao 6e3ne4YHoro NoBOMXKEHHS

PekomeHpauii 3 npaBun 6e3neku nig 4yac po6oTtun
OcobnuBi 3anobixHi 3acobu He 060B'A3KOBI.

Mopaawu wopao 3axucTy NPOTHU NOXKeXi Ta BUGYXY
OcobnuBi 3axoan 3axuCTy Big, NOXeXi He 0OOB'sI3KOBI.

PekoMmeHpauii woao 3aranbHOI ririeHn
3HATK 3abpyaHeHuii oasr. MNepen nepepBamu i B KiHUi poboTn BUMUTK pykun. Ha po6oyomy micLi 3a00poHSETLCS
icTn, NUTK, NanuTK, cakaTucs.

7.2. YMoBu onsi 6e3ne4yHoro 36epiraHHA, BKIIOYHO 3 OyAb-AKOK HECYMICHICTIO

Bumoru woao npuMilleHb ANs cKnagyBaHHS | EMHOCTe
36epirati KOHTEWHEP LUINBbHO 3a4MHEHUM.

BkasiBku Woao cymicHoro 36epiraHHA
OcobnuBi 3anobixHi 3acobn He 060B'A3KOBI.

7.3. CneunddivHi KiHUeBi BUOW BUKOPUCTAHHS

BukopucTtaHHA B AKoCTi nabopaTopHOro peakTney
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Po3ain 8. KoHTponb BNnuBy Ta 3aco6u iHANBiAyanbHOro 3axmcTty

8.1. MapameTpu KOHTPOIO

8.2. KoHTponb BnauBy
3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu ansa oyen/obnuyus
HapgarHyTn 3acobu 3axmcTy oven/obnmyys.

3axucT pyk
IMig yac NOBOAXEHHS 3 XiMIYHUMKU POBOYMMM PeYOBUHAMM, AO3BOSNIEHO HOCUTM TiNbKK XiMi4HO CTinki, 3 CE-
MO3HAYKOI0, BKMOYAYM YOTMPU3HAYHUI KOHTPOMNbHWUIA HOMEP, 3axucHi pykaBudkn. @ONBR (HiTpinosun kay4yk)
02.B008235 PekomeHayeTbCH 3'9COBYBaTH Y BUPOOHUMKA XiMiYHY CTiMKICTb BULLEHA3BaHNX 3aXMCHUX PYKaBUYOK
ANs crnevujanbHOro 3actocyBaHHs. PekomeHgoBaHi Toprosi Mapku 3axncHux pykasudok KCL Dermatril P

3axucT wKipun
BukopuCTaHHsi 3aXMCHOro oasry.
3axucT guxanbHUX WAAXIB

3abes3neunTn 4OCTaTHIO BEHTUMALIO | NepioanyHe BUTATYBaHHS B KPUTUYHMX TOYKaxX. TexHiYHa BEHTUNAUIA
poboyoro micus

Po3ain 9. ®disuko-ximiuHi BNnacTMBocCTi

9.1. IHdbopmauis woao 0oCHOBHUX Pi3UKO-XiMiYHUX BI1acTUBOCTEN

Qi3nMYHUI CcTaH:

Konip:
3anax: 6e3 3anaxy
Touyka TonneHHs/3amep3aHHs: HE TOYHUI
Touyka KuniHHA abo ToYKa KMMiHHSA i X
aianasoH KUNiHHS:
3anmuncTicTb: He TOYHWUN
HenpuaaTHUn
HwxHS rpaHnLs BUOYXOBOCTI: He TOYHWIA
BepxHs rpaHuus BnubyxoBocTi: He TOYHUIA
TemnepaTypa cnanaxy: 115 °C
TemnepaTtypa poanaay: He TOYHUN
pH: 8-9
Po34rHHiCTb y BOAi: Hi
PO34YMHHICTb Y iHLWINX PO3YMHHUKAX
He TOYHWIA
KoediuieHT po3noginy n-oktaHon/soga: He TOYHWUN
Tuck napwm: <=1100 rMa
(npu 50 °C)
WinbHicTb: 2,40000 r/cm3
BigHocHa winsbHicTb napwu: HEe TOYHUN
9.2. IHwa indopmauis
IHcpopmauis npo knacu isnvHoi He6e3neku
BubyxoBi BnacTMBocTi
MpoaykT He €: BubyxoHebe3aneyHui.
Temnepatypa camo3aiMaHHs
TBEpAa pevyoBuHa: He TOYHUN
ras: HenpuaaTHUA
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OxkucnitoBarnbHi BNacTUBOCTI
He nigTpymMmye oroHb.
IHWi xapakTepucTUKK 6e3neku
LLiBnakicTe BUNapoOBYBaHHS: He TOYHUNI
3micT TBepaoro Tina: 100,0 %

Po3gin 10. CtabinbHicTb Ta peakuifHa 34aTHICTb

10.1. PeakuinHa 3gaTHicTb
Mpu kopucTyBaHHI i 36epiraHHi Bi4NOBIAHO 4O NONOXEHb HE BUHUKAE KOAHUX HEGe3neYHnX peakLin.

10.2. XimiyHa cTabinbHicTb

3a ymoB 36epiraHHsa Npy HOpMarnbHUX HABKOMWLLHIX TeMnepaTypax NpoayKT cTabinbHuM.

10.3. MoxnuBicTb BUHUKHEHHA Hebe3neYyHUX peakuin

He Bigomi >xxoaHi HebGe3neyHi peakLii.

10.4. YMoBwWM, siKi cnig YHUKaTH
Hemae

10.5. HecyMmicHi maTepianu
BigcyTHsa 6yab-sika iHdopmalis.

10.6. He6e3neyHi npoaykTu posknagy
He Bigowmi >xofHi HeGe3neyHi NpoaykTy po3knaay.

Po3ain 11. TokcukonoriyHa iHchopmauis

11.1. IHdbopmMaUis Woao TOKCUKONOriYHux edekTiB

FocTpa TOKCUYHICTb
Ha nigcTaBi HAsBHMX OaHUX, KpuTepii Ana knacudikadii He 6ynu BUKOHaHI.
ATEmix po3paxyHkoBumn
ATE (opanbHuir) > 2000 mr/kr; ATE (wkipsHuia) > 2000 mr/kr; ATE (iHranauinsmn sunapm) > 20 mr/n; ATE
(iHransuinHwn nun/tyman) > 5 mr/n
Moppa3HeHHs Ta arpecuBHa AiA
Po3'inaHHsA/noapasHeHHs LWKipW: Ha NigcTaBi HAsBHUX AaHWX, KpuTepii Ans knacudikauii He ynu BUKOHaHI.
Cepii03He yLLKOaXEHHs1 o4eli/nogpasHeHHs o4elt: Ha NiACTaBi HAsiBHUX AaHWX, KpUTepii ans knacudikauii He 6ynu
BMKOHaHI.
CeHcubinisytoya gis
Ha nigcTaBi HAABHMX AaHUX, KpUTepii Ansa knacudikadii He 6ynn BUKOHaHI.
CMR-gaii (kaHUeporeHHa, MyTareHHa i Taka, Lo NopyLlye penpoayKTUBHY 3A4aTHICTb, Ais)
MyTareHHiCTb 3apoAKOTBMX KNITVH: Ha NiACTaBi HASBHUX AaHUX, KpUTEpIT Ansa knacudikauii He 6yny BUKOHaHI.
KaHueporeHHiCTb: Ha NiACTaBi HasABHMX AaHWX, KpuTepil Ans knacudikadii He 6ynu BUKOHaHI.
PenpoaykTyBHa TOKCUYHICTb: Ha MiACTaBi HASBHUX AaHWX, KPUTEPIi ANA knacudikauii He 6yny BUKOHaHI.
MuToma TOKCUYHICTb ANA opraHy-MilleHi 3a 0oAHOPa30BOi eKcno3uuii
Ha nigcTaBi HasBHMX AAHUX, KpUTepii Ans knacudikauii He Oynn BUKOHaHI.
MuToma TOKCMYHICTL ANA opraHy-MilleHi 3a 6araTopa3oBoi eKcno3uuii
Ha niacTasi HassBHMX AaHWX, KpuTepii Ans knacudikauii He Bynn BUKOHaHI.
HeGe3neka BoMxaHHA
Ha nigcTasi HAABHMX AaHUX, KpUTepii Ana knacudikauii He 6ynu BUKOHaHI.
[opaTtkoBi AaHi Woao BUNpobyBaHb
PeuoBuHa He knacudikytoTbes sk HebeaneyHa BignosigHo Ao MNpasun (€C) Ne 1272/2008 [CLP].

Po3ain 12. IHndopmauis wono BnnuBy Ha AOBKiNs
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12.1. TOKCUYHICTb ANa JOBKinns
MpoaykT He €: EKOTOKCUYHUIA.
12.2. CTiNKicTb i 34aTHICTbL 4O po3knagy

npoaykT He ByB nepesipeHuit.
12.3. BioakyMynaTMBHUI NoTeHUian
npoaykT He ByB nepeBipeHui.

12.4. MoGinbHiCTb Yy FPYHTI
npoaykT He ByB nepeBipeHui.

12.5. Pe3ynsraTtu ouiHkm CBT 1a gCab

PeyoBuHM B cymilli He BignosigatoTb kputepism PBT/vPvB BignosigHo oo REACH, nogatok XIII.

npoaykT He ByB nepeBipeHni.
12.6. IHWi HecnpuaTnuei ecdekTn

Llet npoayKT He MICTUTb PEYOBMH, LLIO PYNHYIOTb EHOOKPUHHY CUCTEMY HELLINbOBMX OPraHiamMiB, OCKINbKM XOAEeH
i3 KOMNOHEHTIB HE BiAMNOBI4AE KPUTEPIAM.

12.7. lHWi WKigNuBi BNNIUBMK
BigcyTHsa 6yab-aka iHdopmaLis.

3aranbHi 3ayBaXxeHHs
YHUKaTV BMBINbHEHHS Yy AOBKINMS.

Po3gin 13. PekomeHaauii woao BuaaneHHs Bigxonis

13.1. MeToam noBo4XXEHHSA 3 Bigxogamu

YTunisauis

He gonyckatu noTpannsHHA 40 kaHanisauiiHoT cuctemu i y Bogorimuwia. YTunisauis 3rigHoO 3 po3nopsgKeHHSAMM

opraHis Bnagw.

3abpyaHeHa ynakoBkKa

3MUTM JOCTaTHBOI KiMbKiCTio BoAW. [TOBHICTIO BUKOPUCTaHY yNakoBKy MOXHa YyTUNi3yBaTu.

Po3ain 14. Indopmauis wono TpaHCNOPTYBaHHA

HasemHun tpaHcnopt (ADR/RID)
14.1. Homep OOH:
14.2. HanexHe TpaHcnopTHe
HanMMeHyBaHHSA:
14.3. TpaHcnopTHi kNnacu
HeGe3neKku:
14.4. l'pyna ynakoBKu:

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.

[ocTtaBka BHYTpiwHiMM BogHuMmu wnsaxammu (ADN)

14.1. Homep OOH:

14.2. HanexHe TpaHcnopTHe
HaMeHyBaHHSA:

14.3. TpaHcnopTHi knacu
HeGe3neKku:

14.4. l'pyna ynakoBKu:

Mopcbkumn TpaHcnopt (IMDG)
14.1. Homep OOH:
14.2. HanexHe TpaHCNopTHe
HalMlMeHYBaHHSA:
14.3. TpaHCNOpPTHI KnNacu
HeGe3neku:

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.
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14.4. T'pyna ynakoBKu: No dangerous good in sense of this transport regulation.
NogiTpsinun TpaHcnopT (ICAO-TI/IATA-DGR)
14.1. Homep OOH: No dangerous good in sense of this transport regulation.
14.2. HanexHe TpaHcnopTHe No dangerous good in sense of this transport regulation.
HaMeHYBaHHA:
14.3. TpaHcnopTHi knacu No dangerous good in sense of this transport regulation.
HebGe3neku:
14.4. l'pyna ynakoBKu: No dangerous good in sense of this transport regulation.

14.5. He6e3neku gnsa goBKinns

WKIONMBO OnA oOBKIA: Hi
14.6. CneuianbHi 3anobiXHi 3axogu ANA KOpUCTyBava
BigcyTHsa Byab-sika iHdopmauis.
14.7. Mopcbke TpaHCMOPTYBaHHA BENMUKMMMU NapTiAMU 3rigHo 3 iHcTpymeHTamu IMO
HenpuaaTHUn

Po3zgin 15. PerynaTopHa iHchopmauis

15.1. HopmaTMBHO-NpaBOBi aKTU W0A0 3a6e3ne4YeHHS OXOPOHU 300POB'A NNIOAMHU Ta JOBKINNs

PosnopsaxeHHsa €C

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

HauioHanbHa perynaTopHa iHpopmauis

Knac HeGe3neku ons Boan - - He 3abpyaHOBay Boan
(HimewunHa):

15.2. OuiHKka 6e3neYHOCTi XiMiYHOI pe4oBUHU

[nsa uiei pe4oBMHM He NpoBOAMMNAcs OLiHKa 6e3neku.

Po3ain 16. IHwa iHdopmauis
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CKOpOYeHHA Ta abpeBiaTypum
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
Ckopo4eHHs 11 akpoHiMK HaBedeHo B Tabnuui Ha caunTi http://abbrev.esdscom.eu
lHwa aopaTkoBa iHopmauis
IHdopmauis BignoBsigae cydacHoMy piBHIO 3HaHb. [poTe BOHa He Hadae rapaHTil LWOo4O BNAcTUBOCTEN NPOAYKTY i
He Mae puandHoi cunn. OTprMyBay HaLLOro NPOAYKTY Hece 0cobUCTY BIAMOBIAANbHICTL 32 4OTPUMaHHS
iCHYIO4MX 3aKOHIB Ta BUMOT.

(Bidomocmi npo HebesmneyHi pedosuHu byrio y35mo 3 8idrnogidHo20 ocmaHHb020 YUHHO20 cepmucdbikamy 6e3nexku
cybriocmayarnbHuka.)
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