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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA CAD WAXX Blocs, Discs

1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4OBUHU ab0 cyMilli i 3aCTOCyBaHHsA, peKOMeHOOBaHe
nporu
BukopucTtaHHA peyoBUHU/CyMiLLi
Bupo6bwu i3 nnactuky Auxilary for manufacture of dental products

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
PeuoBurHa He HanexuTb Ao kaTeropii HebeanevHux 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

3.1. PeyoBuHM

XimiyHa xapakTepucTuka
Bupobwm i3 nnactuky

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.

DopaTtkoBi BKa3iBKu
36ip 3abpyaHeHoi BOAM Bif, NOXeXOoraciHHsA NpoBOAUTM okpeMo. He 3nuBaTu B kaHanisauito abo y BogHi
pe3epByapu.

PO3[IJ1 6: 3axoau npu aBapintHOMy BUKUAI

6.1. UHauBigyanbHi 3axoam 6e3nekn, 3aXxucHe o6nagHaHHA Ta NOPAAOK Ak y Haa3BUYaWHIn cuTyauil

3aranbHa iHdopmauin
YHuKaTn yTBOpEHHS nuny. He Bamxatu nun.

6.2. EkonoriyHi 3ano6ixHi 3axoau
He gonyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemu i y BogonmuLLa.

6.3. MeToau Ta maTtepianu ans nokanisawii Ta OMMLLUEHHSI

IHWi BigomocTi
3ibpaTtn MexaHi4yHo. 3 OTpUMaHMM MaTtepianom NOBOAUTUCS 3riAHO PO3AiNy Npo yTunisadito.

6.4. NMNocunaHHA Ha iHWi po3ainu
BesneyHa obpobka: gusucs po3agin 7
IHavBigyanbHi 3acobu 3axucTy: AuBucs po3ain 8
YTunisauisa: aueuca po3sgin 13

PO3[0l1 7: NMoBomxeHHs i 36epiraHHA

7.1. 3ano6ixHi 3axoaun Ansi 6e3ne4yHOro NOBOAXEeHHSA 3 MaTepianiom

PekomMeHaaii 3 npaBun 6e3neku nig yac po6oTu
OcobnuBi 3anobixHi 3acobn He 060B'A3KOBI.

Mopapu wopo 3axucTy NpoTH NOXeXi Ta BUGYxy
OcobnuBi 3axoau 3axucTy Bif Noxexi He 060B'A3KOBI.

PekomMeHpaauii Woao 3aranbHOI ririeHn
3HATU 3a6pyaHeHun ogsr. Mepen nepepBamum i B KiHUi poboTu BUMUTK pyku. g Yac po6oTh 3a60pOHSIETLES ICTH i
nuTwn.

7.2. YMoBM 6e3neyvyHoro 36epiraHHsa, BKMHOYHO 3 yciMa BUNnagKkaMu HecyMicHOCTI
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Bumoru wopao npumiweHb AN cknaayBaHHSA | EMHOCTEN
36epiraT KOHTENHEP LLiNbHO 3a4YNMHEHUM.

BkasiBku wono cymicHoro 36epiraHHs
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

PO30l11 8: 3axoau 3meHLeHHs1 BNMBY/iHAMBIiAyanbHUA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axo4un 3MEeHLEeHHS BNnuBy

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu gnsa oyen/o6nuyun
Hemae

3axucT pyk
Mig yac noBogKEHHS 3 XiMiYHUMUK POBOYNMI pedoBUHAMM, O3BONIEHO HOCUTM TiNbKK XiMi4HO CTilki, 3 CE-
MO3HaYKOH, BKIOYAKYN YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXUCHI pykaBu4kn. Bubip xiMiuyHO CTilkux
3aXMCHUX PYKABUYOK 3anexXHO Bifl KOHUEHTpaUil i KinbkocTi HebeaneyHnx pevyoBuH, Big cneundiku poboyvoro
Micus. PekomeHOyeTbes 3'scoByBaTH Y BUPOOHUKA XiMiYHY CTIlKICTb BULLEHA3BAHUX 3aXUCHMX PYKaBUYOK As
cnevianbHOro 3aCToCyBaHHsI.

3axucT wKipun
Mig yac po6oTu BOsraTy BiQNOBIAHUIA 3aXMCHUI OAST.

3axucT auxanbHUX WNAXiB

HemMmae

PO30I11 9: ®isnko-xiMiuHi BNacTUBOCTI

9.1. IHdbopmMaLisa Npo OCHOBHI hi3nKo-XiMiYHi BMAacTUBOCTI

®Di3nyHUIM cTaH: TBEPAMN

Konip: 6e3b6apBHMI

3anax: XapakTepHum

Touka TonNNeHHsi/3aMep3aHHS: He TOYHUN

Touka KMniHHA abo TOYKa KUMIHHS i ?

Aiana3oH KUMiHHSA:

3anmMucTicTb: He TOYHUN
HenpuaaTHUn

HwxHA rpaHmua BUOYXOBOCTI: He TOYHUNI

BepxHsi rpaHMusa BUOYXOBOCTI: He TOYHMN

TemnepaTypa cnanaxy: > 250 °C

TemnepaTypa po3naay: He TOYHUI

pH: He TOYHUNI

Po3uunHHicTb y BOAI: Hi

PO34YMHHICTB Y iHLUMX PO3YMHHUKAX

HE TOYHUN
KoediuieHT po3noainy n-oktaHon/Boaa: He TOYHUN
Tuck napu: <=1100 hPa
(npu 50 °C)
LWinbHicTb: 1,18000 g/cm?
BigHocHa winbHicTb napwu: HE TOYHUN

9.2. IHwa iHdopmauis

IHdopmaLis npo knacu i3znyHoi HeGe3neku
TemnepaTypa camo3sanmaHHs
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TBepAa pevoBuHa: He TOYHUNI
ras: HenpuaaTHUN

OkucnioBanbHi BMacTUBOCTI
He nigTpymye oroHb.
IHWi xapakTepucTUKK 6e3nekun
LLiBnakicTe BUNApOBYBaHHSA: He TOYHUNI
3micT TBEepAoro Tina: 100,0 %

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 HOPMarnbHUX HABKOMMULLIHIX TeMnepaTypax npoayKT cTabinbHuNA.

10.3. IMOBipHiCTb NpPOTikaHHA He6e3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyHri peakuii.

10.4. YMOBU, 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.
Moppa3HeHHs Ta arpecuBHa AiAa
HasBHi gaHi ceigyatb, WO KpuTepii knacudikawii He BUKOHaHO.
CeHcubinisyroua pgis
HasBHi aaHi ceiguath, WO KpuTepii knacudikawii He BUKOHaHO.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopylye penpoayKTUBHY 3AaTHICTb, Ais)
HasBHi aaHi ceiguath, WO KpuTepii knacudikawii He BUKOHaHO.
MuToMa TOKCUYHICTb ANA opraHy-MileHi 3a 0AHOPa30BOi eKcno3nuii
HasiBHi gaHi cigyaTb, WO KpuTepii knacudikawii He BUKOHaHO.
MuTomMa TOKCUYHICTb ANA opraHy-MiweHi 3a 6araropa3oBoi ekcno3uuii
HasBHi gaHi ceiguatb, WO KpuTepii knacudikawii He BUKOHaHO.
Hebe3neka BanxaHHs
HasBHi gaHi ceiguatb, WO KpuTepii knacudikawii He BUKOHaHO.
[dopaTkoBi AaHi Woao BMNpoGyBaHb
PeuoBurHa He knacudikytoTees sk HebesneyHa BignosiaHo Ao Mpasun (€C) Ne 1272/2008 [CLP].

PO3[IN 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHUIA.
12.2. CTiNkKicTb Ta 3gaTHICTL A0 GionoriyHoro posknagy

npoaykT He ByB nepesipeHuii.

12.3. BioHakonuyyBanbHUM NOoTeHUian

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk Oara gpyky: 15.08.2023
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NPOAYKT He ByB NepeBipeHuii.

12.4. MoGinbHICTb Yy rPYHTI
NPOAYKT He ByB NepeBipeHuii.

12.5. PesynbTtaTtu ouiHku PBT u vPVvB

OT1oT maTepuan He Bignosigae kpitepism PBT n vPvB, 3rigHo REACH, goaatok XIlI.
npoaykT He ByB nepesipeHuii.
12.6. BnacTMBOCTi pyNHIiBHOro BNAUBY Ha €HAOKPUHHY CUCTEMY

Lis peyoBMHa He Mae BNacTUBOCTEN PYMNHIBHOIO BNANBY HA €HAOKPUHHY CUCTEMY HELINbOBUX OpraHiaMiB.

12.7. lHWi WKigNUBi BNNINBKU
BigcyTHsa 6yab-sika iHdopmaLis.

3aranbHi 3ayBaXKeHHA
YHUKaTVN BUBINbHEHHS Y OOBKINMS.

PO3[AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeToam yTunisauii BigxogiB

YTunisauis
YTunisauis 3rigHo 3 po3nopsmKeHHAMKU opraHiB Briagn. Kogn/nosHaveHHs Bigxogis 3rigHo 3 EWC/AVV

3abpynHeHa ynakoBKa
MoBHiCTIO BMKOpPUCTaHY yNakoBKy MoxHa yTunidyeatu. Kogn/nosHadeHHs Bigxopais 3rigHo 3 EWC/AVV

PO30l1 14: IHdopmMaLis 3 TpaHCNOPTYBaHHA

Hazemuun TpaHcnopT (ADR/RID)

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

igeHTUdiKayinHMn Homep:

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

nepeBe3eHHi:

14.3. KaTeropis HeGe3neku nig 4ac No dangerous good in sense of this transport regulation.

TpaHCNOPTYBaHHA:

14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
[ocTtaBka BHYTpiWHiM1 BoagHUMU wnsxamu (ADN)

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

ineHTUdikauinHun Homep:

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

nepeBe3eHHi:

14.3. KaTteropisi 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.
Mopcbkui TpaHcnopt (IMDG)

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

ineHTHdiKaUinHuin 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.

TPaHCNOpTyBaHHA:

14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
MNogiTpsiHui TpaHcnopTt (ICAO-TI/IATA-DGR)

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

igeHTUdiKaLinHUA HoMep:

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk
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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 Ansi HABKONULWHbLOIO cepegoBULLa

WKIAMBO OnA gOBKINA: Hi
14.6. Oco6nuBi 3acTepxeHi MeToau Ansi KOPUCTyBaYiB
BigcyTHsa 6yab-sika iHdopmauis.
14.7. MopcbKke TPpaHCNOPTYBaHHA BENIMKMMU NapTiAMMU 3rigHo 3 iHcTpyMeHTamu IMO
HenpuaaTHUN

PO3[l11 15: PerynatopHa iHchopmaLisi

15.1. HopmaTuBM 3 OXOPOHM i FirieHW Npaui i NPUPOJOOXOPOHHI HOPMaTMBU/3aKOHOAABCTBO, XapaKTepHi ans
uiei pe4oBUHM a60o cyMiLli

HauioHanbHa perynatopHa iHcopmauis

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

15.2. OuiHka 6e3neku pevyoBUH

[nsa uiei pe4yoBMHM HEe NpoBOAMNAcS OLiHKa 6e3neku.

PO3[IN 16: IHwa iHcdopmauin

3MiHun
Llen nacnopt 6e3nekn MiCTUTb 3MiHM 4O nonepeaHix Bepciv B posainax: 1.
CKopoYeHHs 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%
lHwa popaTkoBa iHopmauis
IHdbopMauis BignoBiaae cy4acHoMy piBHIO 3HaHb. [1poTe BOHA He Hajae rapaHTiv WoAo BNacTUBOCTEN NPOAYKTY i
He mae puanyHoi cunn. OTpyMyBay HaLIOro NPOAYKTY Hece 0COOUCTY BiAMOBIAANbHICTb 3a AOTPUMAHHS
iCHYIOYMX 32KOHIB Ta BUMOT.
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