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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA SUPRINITY PC

Homep CAS: 65997-17-3

1.2. BignoBigHi BcTaHOBNEHi 06nacTi 3acTocyBaHHA pe4OBUHM ab0 CyMilli i 3aCTOCYBaHHS, peKOMeHOOBaHe
nporu
BukopucTtaHHA peyoBUHU/CYMiLLi
KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku Auxilary for manufacture of dental products

1.3. [laHi Nnpo nocTravanbHUKa y nacnopTi 6e3neku

KomnanHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Appeca: Spitalgasse 3
MicTo: D-79713 Bad Sackingen
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
IHTepHerT: www.vita-zahnfabrik.com
BignosiganeHui Bigain: Regulatory Affairs

IHwa popaTkoBa iHopmauis
medical device

PO30IN 2: IneHTUdikauisa dakTopiB pusmky

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLi

Mpasun (€C) Homep 1272/2008
PeyoBnHa He HanexunTb Ao kaTteropii HebeaneyHux srigHo Mpasun (EC) Ne 1272/2008.

2.2. YacTHM MapKyBaHHSA

2.3. IHwi cdrakTopun
BigcyTHsa 6yab-sika iHdopmauis.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTU

3.1. PeyoBuHM

XimiyHa xapaKkTrepucTuKa
KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku

He6e3ney4Hi KOMNOHEHTU

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

PO30I11 4: 3axoau nepLoi MEQUYHOT ONOMOrU

4.1. Onuc HeoOXigHWMX 3axoAiB 3 HagaHHSA NepLoi MeaNYHOI AONOMOru

Mpwu BanxaHHi
3abe3neunTn JOCTYN CBIXKOro NoBIiTPS.

Mpwu KoHTaKTI 3i WKipoto
3MUTK [OCTaTHBLOLO KiMNbKICTIO BOAW. | monepiTb nepea 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
YHukaTu yTBOpeHHs nuny. He sanxatu nun.
6.2. ExonoriyHi 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
3ibpaTn mexaHiyHo. 3 oTpMMaHMM mMaTtepianom NOBOAUTUCA 3riGHO PO3ainy Npo yTunisadito.
6.4. MocunaHHA Ha iHWi po3ginu
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 3anobixxHi 3acobn He 0OOB'A3KOBI.

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

PekomeHpauii wopao 3aranbHOI ririeHn
3HATK 3abpyaHeHun ogsr. Mepen nepepsamum i B KiHUi po6oTy BUMUTK pyku. ig 4ac poboTn 3a60pOHSETLCS iCTH i
nuTu.

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

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

PO3[0lJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYanbHUN 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axo4un 3MEHLWEeHHS BNAuBy

BianoBiaHi 06'€ekTK TexHIYHOro perynoBaHHA
He BrvkopuCTOBYBaTU NPOOYKT B yMOBaxX HE4OCTaTHbOI BEHTUNSALLT.
3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu gnsa oyen/o6nuyun
3acTocoByBaTK 3axMCT 04en/obnuyys.

3axucT pyk
Mig yac NoBogKEeHHS 3 XiMiYHUMK PoBoUYNMK pedoBUHAMM, O3BONIEHO HOCUTU TiNbKM XiMi4HO CTilki, 3 CE-
MO3HaYKOH, BKIOYAKYN YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXMCHI pykaBu4kn. Bubip xiMiuHO CTilkux
3aXMCHUX PYKABUYOK 3anexXHO Bifl KOHUEHTpaUil i KinbkocTi HebeaneyHnx pevyoBuH, Big cneundikn pobo4voro
Micus. PekomeHayeTbes 3'coByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHA3BaHUX 3aXUCHMX PYKaBUYOK Ais
cnevianbHOro 3aCToCyBaHHsI.

3axucT wkipm
Mig yac po6oTu BAsraTy BiQNOBIAHUIA 3aXMCHUI OAsT.

3axucT auxanbHUX WNAXIiB

3abe3neunTn JOCTaTHIO BEHTUMALIK | NepioguyHe BUTATYBaHHSA B KpUTUYHUX TOYKax. He BMKoprcToBYBaTH
NPOAYKT B YMOBax HeAOCTaTHbOI BEHTUNSALI.

PO3[IN 9: disuko-xiMmiuHi BnacTMBoCTi

9.1. IHdbopmMaLisa Npo OCHOBHI hi3nKo-XiMiYHi BMacTUBOCTI

®Di3nyHUIM cTaH: TBEPAMMN

Konip: npo3opun

3anax: 0e3 3anaxy

Touka ToNNeHHsI/3aMep3aHHS: He TOYHUN

Touka KMniHHA abo TOYKa KUMIHHS i ?

Aiana3oH KUNiHHSA:

3anmucTicTb: He TOYHUN
HenpuaaTHUn

HwxHA rpaHmua BUOYXOBOCTI: He TOYHUNI

BepxHsi rpaHMusa BUOYXOBOCTI: He TOYHMN

TemnepaTypa cnanaxy: ?

TemnepaTypa po3naay: He TOYHUI

pH: He TOYHUNI

Po3uunHHicTb y BOAI: Hi

PO34YMHHICTb Y iHLIMX PO3YMHHMKAX

HE TOYHUN
KoediuieHT po3noainy n-oktaHon/soaa: He TOYHUN
Tuck napu: <=1100 hPa
(npn 50 °C)
LWinbHicTb: 2,62000 g/cm?
BigHocHa winbHicTb napwu: HE TOYHUN

Howmep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk Oara gpyky: 15.08.2023
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9.2. IHwa iHdopmauin
IHcbopmauis npo knacu ¢isnyHoi HeGe3nekn
TemnepaTypa camo3anmaHHs
TBEpAa peyvoBuMHa: He TOYHUN
ras: HenpuaaTHUN
OkwucntoBarnbHi BNacTUBOCTI
He nigTpymye oroHb.

IHWi XxapakTepUcTUKN 6e3nekun
LLIBnakicTe BUNapoByBaHHSA: He TOYHUNI
3micT TBEepgoro Tina: 0,0 %

PO3[lJ1 10: CTiMKicTb Ta peakuinHa 3g4aTHICTb

10.1. PeakuiriHa 30aTHiCTb

Mpu kopucTyBaHHiI | 36epiraHHi BianoBiAHO A0 NONOXeHb HEe BUHMKAE XOOHMX Hebe3neyHnx peakLuin.

10.2. XiMmi4yHa CTiNKiCcTb

3a ymoB 36epiraHHsi Npy HOpMarnbHUX HABKOMULLHIX TeMNepaTypax NpoAayKT cTabinbHuA.

10.3. IMOBipHiCTb NpoTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxogHi Hebe3neyHri peakuii.

10.4. YMoBMU, IKMX Tpeba YHUKaTH
Hemae

10.5. HecymicHi maTepianu, AKMX cnig YHUKaTu
BigcyTHsa byab-sika iHpopmauis.

10.6. He6e3ne4yHi npoayKTU po3knagy
He Bigomi >xxogHi Hebe3neyHi NpoayKTH posknaay.

PO3[IN 11: TokcukonorivHi faHi

11.1. IHdbopmauia npo knacu Hebesneku 3a BuU3HaYeHHAM PernameHTy €C Ne1272/2008

FocTpa TOKCUYHICTb
HasiBHi gaHi cigyatb, Wo KpuTepii knacudikauii He BUKOHaHO.
Mopapa3sHeHHs Ta arpecuBHa Ais
HasaBHi gaHi ceigyathb, Wo kputepii knacudikauii He BUKOHAHO.
CeHcubinisyrova gis
HasBHi aaHi ceigyath, WO KpuTepii knacudikawii He BUKOHaHO.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Lo NopyLye penpoayKTUBHY 3A4aTHICTb, Aif)
HasBHi aaHi ceigyath, WO KpuTepiil knacudikaLii He BUKOHaHO.
MuTomMa TOKCUYHICTb ANA opraHy-MileHi 3a 0A4HOPa30BOi eKcno3unuii
HasBHi gaHi ceigyatb, WO KpuTepii knacudikauii He BUKOHaHO.
MuToMa TOKCUYHICTb ANA opraHy-MilleHi 3a 6araTopa3oBoi eKcno3uuii
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikauii He BUKOHaHO.
He6e3neka BOoUxaHHsA
HasBHi gaHi ceigyath, WO KpuTepil knacudikaLii He BUKOHaHO.
[opaTtkoBi AaHi woao BMnpo6yBaHb
PeyoBuHa He knacudikytoTecs sk HebeanevHa signosigHo Ao Mpasun (€C) Ne 1272/2008 [CLP].

PO3[IN 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHWIA.

Howmep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk
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12.2. CTivkicTb Ta 3gaTHiCTb Jo GionoriyHoro posknagy
npoayKT He ByB nNepeBipeHuii.

12.3. BioHakonuyyBanbLHUN NOoTeHLUian

npoaykT He ByB nNepeBipeHuii.

12.4. MoGinbHICTb Y rPYHTI
npoaykT He byB nepeBipeHuii.

12.5. PesynbTaTtu oudiiku PBT n vPvB

OT0T MaTepuan He Bignosigae kpitepiam PBT n vPvB, 3rigHo REACH, gogaTtok XIII.

NpoayKT He ByB NepeBipeHuii.
12.6. BnacTMBOCTi pyNHiBHOro BNJAUBY Ha €HOAOKPUHHY CUCTEMY

Lia peyoBnHa He Mae BNacTMBOCTEN PYWHIBHOIO BASIMBY Ha €HAOKPUHHY CUCTEMY HELiNbOBUX OpraHi3miB.
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 Bragu.

3abpynHeHa ynakoBKa
[MOBHICTIO BUKOPMCTaHy yNakoBKy MOXHa yTuni3yBaTy.

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:

14.3. KaTeropis He6e3neku nig yac No dangerous good in sense of this transport regulation.

TpPaHCNOPTYBaHHA:

14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk Oara gpyky: 15.08.2023
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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 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.

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 BENMKMMU 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 cymii

HauioHanbHa perynsaTtopHa iHchopmauis

Knac Hebe3nekn ans soan - - He 3abpyaHIoBaYy Boan
(Himeuumna):

15.2. OuiHKka 6e3neku pevyoBUH

[nsa uiei pe4yoBUHM He NpoBOAMMAcs OLiHka 6e3neku.

PO30l1 16: IHwa iHdopMauis

3MiHKn
Llen nacnopt 6e3nekn MiCTUTb 3MiHM 4O NOMNEpPeaHiX Bepcin B posginax: 1.

CKopoYeHHs Ta abpeBiaTypu
ADR: Accord europuen 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%
lHwa popaTkoBa iHopmauin
IHdopmauis Bianosigae cy4acHoMy piBHIO 3HaHb. [1poTe BOHa He Hadae rapaHTil WoAo BNaCcTUBOCTEN MPOAYKTY i
He mae puanyHoi cunn. OTprMyBay HaLLIOro NPOAYKTY Hece 0COOUCTY BiAMOBIAaNbHICTb 3a AOTPUMAHHS
iCHYHOUMX 3aKOHIB Ta BUMOT.
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