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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA MODELLING FLUID

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.

PO3[IJ1 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UHguBigyanbHi 3axoamn 6e3nekn, 3aXxucHe o6nagHaHHA Ta NOPAAOK Ak Y Hag3BUYaWHIn cuTyaudil

3aranbHa iHdhopmauis
Hapsratu 3acobu iHauBiayanbHOro 3axmcTy.
6.2. EkonoriyHi 3ano6ixHi 3axoau

OcobnuBi 3axoan 3axMCTy HaBKONWLLHLOIO cepepoBuLLa He 060B'a3koBi. 3abpyaHeHi npegmeTw i nignory
TPYHTOBHO OYMCTWTY 3riHO EKOMOFYHNX BUMOT.

6.3. MeToau Ta maTepianv Ana nokanisauii Ta OUULLEHHS

IHWi BigomocTi

3ibpaTtu 3 maTepianamu, Aki NOrNMHaKTL BONOry (MiCOK, KU3enbryp, 3B'A3y04MI KUCNOTY, YHIBEpCarnbHUii
3B'A3ylounii MaTepian). 3 oTpMMaHuM maTepianomM NoBOAUTUCS 3rigHO PO3ainy Npo yTunisauito.
6.4. NocunaHHA Ha iHWI po3ainu
BesneyHa o6pobka: ausucs po3ain 7
IHouBigyanbHi 3acobu 3axucTy: anBucs po3gin 8
YTunisauia: gusuca posgin 13

PO3AlJ1 7: MoBoaXxeHHSA i 36epiraHHsA

7.1. 3ano6ixHi 3axoaun Ansi 6e3ne4YHOro NOBOAXEHHSA 3 MaTepiasiomMm

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

Mopaawu woao 3axmcTy NPoTH NoXexXi Ta BUbyxy
OcobnuBi 3axoan 3axuCTy Bi NOXeEXi HE 0OOB'sI3KOBI.

PekoMeHaalii Wwopao 3aranbHOI ririeHn
3HATK 3abpyaHeHun oagr. Mepen nepepeamum i B KiHLi po60oTn BUMUTK pykn. Ha poboyomy micui 3abopoHseTbea
icTn, NUTK, NannuTK, cakaTUCS.

7.2. YMoBM 6e3nevyHoro 36epiraHHsa, BKMKOYHO 3 yciMa BUNnagkaMu HecyMiCcHOCTI

Bumoru wopno npuMilleHb Ans cknagyBaHHS i EMHOCTEN
36epiraTn KOHTENHEP LWiMBHO 3a4YMHEHNM.
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BkasiBku wono cymicHoro 36epiraHHs
Ocob6nuBi 3anobixxHi 3acobu He 060B'A3KOBI.

7.3. Oco6nusi KiHUeBi cchepyn 3acTOCYyBaHHA

BukopuUCTaHHS B SIKOCTi 1abopaToOpHOro peakTuey

PO3[0lJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYanbHUN 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
creujianbHOro 3actocyBaHHs. PekomeHaoBaHi Toprosi Mapku 3axucHux pykasmyok KCL Dermatril P NBR
(HiTpinoBui kay4yk)

3axucT wWKipm
BukopucTaHHs 3axMCHOro ogsry.

3axucT guxanbHUX WSXiB

3abes3neunTu 3ax1CT AuxanbHUX LWNAXiB. Bigkputu BikHa, W06 3abe3neynTn NpUpoaHy BEHTUMALIIO.

PO3[IN 9: disuko-ximiuHi BnacTMBoCTi

9.1. IHdbopmMaUisa Npo OCHOBHI hi3nKo-XiMi4Hi BNacTUBOCTI

®Di3nYHUIM CTaH: Pigkun

Konip: 6e3bapBHMI

3anax: XapakTepHum

Touka TonNeHHs/3amep3aHHS: 0°C

Touka KuniHHA abo ToYka KUMIHHS i 100 °C

aianasoH KUMiHHSA:

3anmMucTicTb: HenpuaaTHUn
HenpuaaTHUn

HwxHs rpaHuus BUGYXOBOCTI: HE TOYHUN

BepxHsa rpaHunus BubyxoBoCTi: He TOYHUNI

TemnepaTypa po3nagy: He TOYHMWN

pH: 3,4

PO3YMHHICTb Yy iHLWMX PO34YMHHMKaX

He TOYHUN
KoediuieHT po3noainy n-oktaHon/soaa: He TOYHUN
Tuck napu: <=1100 hPa
(npn 50 °C)
LWinbHicTb: 0,99700 g/cm?
BigHocHa wWinbHicTb napwu: HE TOYHUN

9.2. lHwa iHdopmauia
IHdopmauis npo knacu diznyHoi HeGe3neku
BnbyxoBi BnacTMBoCTi
MpoaykT He €: BubyxoHebeaneyHuii.
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TemnepaTypa camo3anmaHHs
TBEpAa PeyvoBMHa: HenpuaaTHUn
ras: HenpuaaTHUN

OkucnioBanbHi BMacTUBOCTI
He nigTpymye oroHb.
IHWi xapakTepucTUKK 6e3nekun
LLiBnakicTe BUNApOBYBaHHSA: He TOYHUNI
3micT TBEepAoro Tina: 0,0 %

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 HOPMarbHUX HABKOMMULLHIX TeMnepaTypax npoayKT ctabinbHuN.

10.3. IMOBipHiCTbL NpPOTikaHHA He6e3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyHri peakuii.

10.4. YMoOBU, AKX Tpeba yHUKaTH
Hemae

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

10.6. Heb6e3ne4Hi npoayKTu po3knagy
He Bigomi >xoaHi Hebe3neyHi NpodykT po3knazy.

PO30IJ1 11: TokcukonorivHi aaHi

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

FocTpa TOKCUYHICTb
HasiBHi gaHi ceigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
ATEmix po3paxyHkoBuUin
ATE (opanbHui) > 2000 mg/kg; ATE (wkipsaHun) > 2000 mg/kg; ATE (iHransuiiHuni Bunapwm) > 20 mg/l; ATE
(iHransauinHum nun/tyman) > 5 mg/l
Moppa3HeHHs Ta arpecuBHa Ais
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
CeHcubinisyroua pis
HasiBHi gaHi cigyaTb, WO KpuTepii knacudikawii He BUKOHaHO.
CMR-pii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopyLlye penpoayKTUBHY 3AaTHICTb, Ais)
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
MuToma TOKCUYHICTb ANA opraHy-MileHi 3a oAHOpPa30Boi eKcno3uuii
HasBHi gaHi ceigyath, WO KpuTepil knacudikawii He BUKOHaHO.
MuToMa TOKCUYHICTb ANA opraHy-MileHi 3a 6araTopa3oBoi eKcrno3uuii
HasBHi gaHi cigyatb, Wo KpuTepii knacudikauii He BUKOHaHO.
Hebe3neka BagnxaHHA
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
[opaTKkoBi AaHi Wwoao BMNpobyBaHb
Cywmiw He knacudikytoTbest ik HebeaneyHa BignosigHo go Pernamenty €C 1272/2008 [CLP].

PO3[IN1 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
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MpoaykT He €: EKOTOKCUYHWIA.
12.2. CTivkicTb Ta 3gaTHiCTb Jo GionoriyHoro posknagy
npoayKT He ByB nNepeBipeHuii.

12.3. BioHakonuyyBanbLHUN NoTeHLUian

npoayKT He ByB nNepeBipeHuii.

12.4. MoGinbHICTb Y rPYHTI
npoaykT He byB nepeBipeHuii.

12.5. PesynbTaTtu oudiiku PBT n vPvB

PeuoBurHu B cymiwi He BignosigatoTb kputepiam PBT/vPvB BignosigHo no REACH, gogaTtok XIII.
NpoayKT He ByB NepeBipeHuii.
12.6. BnacTMBOCTi pyNHiBHOro BNJAUBY Ha €HOAOKPUHHY CUCTEMY

Llen NnpoayKT He MICTUTb PEYOBUH, L0 PYNHYOTb EHAOKPUHHY CUCTEMY HELiNIbOBUX OPraHi3miB, OCKINbKW XOOeH
i3 KOMNOHEHTIB HE BiAMNOBIAAE KPUTEPIAM.

12.7. lHWi WwWkignuei BNaveu
BiocyTtHsa 6yab-sika iHdopmauis.

3aranbHi 3ayBaXeHHs
YHUKaTN BUBINbHEHHS Y OOBKINNS.

PO3[IJ1 13: Po3rnaa nutaHb 3 yTunisauil

13.1. MeToam yTunisauii Bigxogis

YTunizauis
YTunisauisa 3rigHo 3 po3nopsagKeHHAMN opraHiB Bnagu.

3abpynHeHa ynakoBKa
3MUTK [OCTaTHBOLO KiMNbKiCTIO BOAW. [TOBHICTIO BUKOPUCTaHY YNakoBKy MOXHa yTuniyBaTw.

PO3[lJ1 14: IHbopmauifa 3 TpaHCNOPTYBaHHA

Hazemuun TpaHcnopt (ADR/RID)

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

ineHTHdikalinHMn Homep:

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

nepeBe3eHHi:

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.
HocTtaBka BHYTpiWHiM1 BoaHUMU wnsaxamu (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.

nepeBe3eHHi:

14.3. KaTeropis HeGe3neku 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)

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

ineHTUdikauiiHUih Homep:

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

nepeBe3eHHi:
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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.

MNogiTpssiHui TpaHcnopTt (ICAO-TI/IATA-DGR)

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

14.5. He6e3neku gnsi HABKONULWHbLOIO cepegoBULLa

WKIONMBO ONA OOBKIUIA: Hi
14.6. Oco6nuBi 3acTepxeHi MeToau Ansi KOpUCTyBaYiB
BiocyTtHsa 6yab-ska iHdopmauis.
14.7. MopcbKe TpaHCNOPTYBaHHA BENUKMMU NapTiAMK 3rigHo 3 iHcTpyMeHTamu IMO
HenpuaaTHUI

PO3[AlJ1 15: PerynaTtopHa iHchopmauia

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

Po3nopspxeHHs €C
ObmexeHHs1 3acTocyBaHHs (REACH, Ooaatok XVII):

3anuc 75
OaHi wopno Oupektuen 2012/18/€C Not subject to 2012/18/EU (SEVESO llI)
(SEVESO lll):
HauioHanbHa perynatopHa iHdopmauia
Knac Hebeanekn ons sBoau - - He 3abpyaHoBaY BoaM

(Himewumnna):
15.2. OuiHKka 6e3neku pe4yoBUH

OuiHka 6e3nekn peyoBUH Y Uil cyMilwi He npoBogunacs.

PO3AlN 16: IHwa iHdopmauis

3MiHu
Llen nacnopt 6e3nekun MiCTUTb 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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