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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA VIONIC VIGO

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

He6axaHi BMAn 3acTocyBaHHA
BigomocrTi He gocTynHi

1.3. [laHi npo nocTtayanbHUKa y nacnopTi 6e3nekun

KomnanHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Appeca: Spitalgasse 3
MicTo: D-79713 Bad Spackingen
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

PO3AlJ1 2: IneHTUdiKauisa dpakTopiB pU3nKy

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

Mpaeun (€EC) Homep 1272/2008
PeuoBrHa He HanexuTb Ao kaTeropii HebeanevHux 3rigHo Mpaeun (E€C) Ne 1272/2008.

PeyoBuHa He knacudikytoTecs sk HebeanedHa signosigHo Ao Mpasun (€C) Ne 1272/2008 [CLP].

2.2. YacTHM MapKyBaHHSA

PekomMmeHpAaLif Woa0 No3HaYeHHA
medical device

2.3. IHwi dhakTopU
BigcyTHsa 6yab-aka iHdopmauis.

PO3[AlJ1 3: Cknap/aaHi npo iHrpeAieHTH

3.1. PeyoBuHM

XimiyHa xapakTepucTuka
Bupo6bwu i3 nnactuky

HeGe3ne4yHi KOMMNOHEHTHU

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

PO3[lJ1 4: 3axoau nepLUoOi MeAUYHOI AOMOMOTHU

4.1. Onuc HeobGXigHMX 3axoAiB 3 HagaHHA NepLoi MegNYHOI 4ONMOMOru

Mpwu BanxaHHi
BigomocrTi He gocTynHi

Howmep pepakuii: 3 - 3amiHtoe Bepcii: 2 uk Oara gpyky: 16.08.2023


mailto:info@vita-zahnfabrik.com
http://www.vita-zahnfabrik.com

VITA Zahnfabrik H.Rauter GmbH & Co.KG

MacnopTt be3neku
BignoBiaHo o MoctaHoswm (EC) Ne 1907/2006

VITA VIONIC VIGO
[ata nepernagy: 15.08.2023 Kog npogykty: 3082

CTopiHka 2 i3 5

Mpwn KOHTaKTi 3i WKipoto
BigomocrTi He gocTynHi

Mpwu KOHTaKTi 3 ounma
LLIBuako ob6epexHo i peTenbHO NPOMUTU Mig AyLem Ans oyer abo Boaot.

Mpwu 3akoBTYyBaHHi
BigomocrTi He gocTynHi

4.2. HancyTTeBiwi cumnTomu/ecdekTn rocTpoi gii
BigcyTHsa 6yab-aka iHdopmauis.

4.3. BKkazaHHAl Ha HeraHy Megu4yHy JONOMOrY Ta HeobXigHe ocobnuBe NiKyBaHHS
CvmMmnTOoMaTUYHE NiKyBaHHS.

PO30IJ1 5: NMpoTunoxexHi 3axoaun

5.1. 3acobu noxexoraciHHs

BionoBigHi 3aco6u noxexoraciHHA
BxuTn 3axomiB i3 raciHHS MOXeXXi 3aNeXHO Bifi OTOYEHHS.

5.2. Oco6nuBi (hakTopn PU3KKY, JXKEPENOM IKUX € PeYOBUHA abo cyMill
He 3anmuncTuin.

5.3. 3ano6ixHi 3axoau AN NOXeXHUKIB
Y Brunagky noxexi: BukopncroByBatu aBTOHOMHUIM AnXanbHWUA anaparT.

HopaTtkoBi BKa3iBKu

36ip 3abpyaHEHOT BOAM Bif NOXEXOraciHHA NPOBOAMTU OKpeMo. He 3nmBaTtu B kaHanisauito abo y BogHi

pesepByapu.

PO31I1 6: 3axoan npu aBapintHOMy BUKUAi

6.1. UuguBigyanbHi 3axoam 6e3nekn, 3aXxucHe o6nagHaHHA Ta NOPAOOK AiK Yy Haa3BUYaWHIA cuTyauil

3aranbHa iHdpopmauin
Hisiknx cneujianbHMX 3axofiB He NOTPIGHO.

6.2. EkonoriyHi 3ano6ixHi 3axoau
He ponyckaTtu noTpannsaHHs 0O KaHanisauinHoi cuctemu i y BO4ONMULLA.

6.3. MeToau Ta maTepianv ana nokanisauii Ta o4YULLEHHS

IHWi BigomocTi

3ibpaTn mexaHiyHo. 3 oTpMMaHMM MaTtepianom NOBOAUTUCA 3riQHO PO3ainy Npo yTunisadito.

6.4. NMNocunaHHA Ha iHWi po3ainu
BesneuHa obpobka: gusucs po3ain 7
IHamBigyanbHi 3acobu 3axucTy: AmBucs po3ain 8
YTunisauisa: aueuca posgin 13

PO30lJ1 7: MoBoaXxeHHSA i 36epiraHHsA

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

PekomeHAaauii 3 npaBun 6e3nekun nig 4ac po6otun
Oco6nuBi 3anobixHi 3acobu He 0OOB'A3KOBI.

Mopaau wopo 3axucTy NpoTU NOXeXi Ta BUGYXy
OcobnuBi 3anobixxHi 3acobn He 06OB'A3KOBI.

PekomeHpauii Woao 3aranbHOI ririeHn
Ocobnuei 3anobixxHi 3acobn He 0OOB'A3KOBI.

[NonaTtkoBa iHdopMaLis WoA0 KOPUCTYBaHHA
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OcobnuBi 3anobixxHi 3acobn He 06OB'A3KOBI.

7.2. YMoBM 6e3ne4yHoro 36epiraHHsa, BKMOYHO 3 yciMa BUNnagkaMu HeCyMiCHOCTI

Bumoru wono npumilleHb Ans cknagyBaHHS i EMHOCTEN
Ocobnuei 3anobixxHi 3acobn He 0OOB'A3KOBI.

BkasiBku Wwopo cymicHoro 36epiraHHs
Ocobnuei 3anobixxHi 3acobn He 0OOB'A3KOBI.

7.3. Ocob6nusi kKiHUueBi cchepyn 3acTOoCyBaHHA

Auxilary for manufacture of dental products

PO30l11 8: 3axoau 3meHLLeHHs BNAMBY/iHAMBIAYyanbHUA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLUEHHS1 BNAUBY

BignoBigHi 06'€kTn TeXHiYHOro perynoBaHHs
OcobnuBi 3anobixHi 3acobu He 0OOB'A3KOBI.
3axucHi i ririeHiyHi 3axoaun
3axucHi 3acobu ana oyen/o6nuyun
OcobnuBi 3anobixxHi 3acobn He 0OOB'A3KOBI.

3axucT pyk

IMig yac noBogXeHHSA 3 XiMiYHMMU pobouYnMK pedoBUHAMM, [O3BONEHO HOCUTU TiNMbKM XiMiYHO CTinki, 3 CE-
MO3HaYKO, BKIMOYAKYN YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXMCHI pykaBu4ku. Bubip xiMiyHO CTinkux
3aXMCHMX PYKaBUYOK 3aneXHO Bif KOHLEHTpaUil i KinbkocTi HebesneyHnx pevoBuH, Big cneundikn pobovoro
micus. PekomeHayeTbea 3'acoByBaTh Y BUPOOHUKA XiMiYHY CTiMKICTb BULLEHA3BaHUX 3aXUCHUX PYKaBUYOK ANs

cneujianbHoro 3aCTOCyBaHHA.

3axucT wKipun
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.
3axucT guxanbHUX WNAXiB

OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

PO3[IN 9: disuko-ximiuHi BNnacTMBoCTiI

9.1. IHdbopmMaLisi Npo OCHOBHI hisnko-XiMiYHi BNacTUBOCTI

Di3nYHUN CTaH: TBEPAUMN
Konip:
Po3uunHHicTb y BOAI:
Tuck napu:
(npn 50 °C)
9.2. IHwa iHdopmauin
IHdopmaLia npo knacu cdisnyHoi He6e3neku
OxkucrnioBanbHi BMacTUBOCTI
He niaTpymye oroHb.

IHWi xapakTepucTUKK 6e3neku
3micT TBEpgoro Tina:

Hi
<=1100 hPa

0,0%

PO3[lJ1 10: CTiMKicTb Ta peakuiHa 3g4aTHICTb

10.1. PeakuiriHa 30aTHiCTb

Mpw kopucTyBaHHi | 36epiraHHi BianoBigHO A0 MONOXEHb HE BUHMKAE XOAHUX Hebe3neyHnx peakLin.

10.2. XiMmi4yHa CTiNKiCcTb

Howmep pepakuii: 3 - 3amiHtoe Bepcii: 2 uk
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3a ymoB 36epiraHHs Mpu HOPMarnbHUX HABKOMULLHIX TeMnepaTypax npoAayKT cTabinbHuNA.

10.3. IMOBipHiCTb NpPOTikaHHA He6e3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyri peakuji.

10.4. YMoOBU, AKX Tpeba yHUKaTn
Hemae

10.5. HecyMicHi MaTepianu, AKux cnig YHUKaTu
BigcyTHsa 6yab-aka iHdopmauis.

10.6. HeGe3neyHi npoAyKTU po3knaay
He Bigomi xoaHi Hebe3neyHi npodykTu posknagy.

PO3[IN 11: TokcukonorivHi gaHi

11.1. IHdopmauis npo knacu Hebe3neku 3a BUsHaYeHHAM PernameHTy €C Ne1272/2008

PO30IJ1 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHUI
12.2. CTiNKicTb Ta 3A4aTHICTbL A0 6GionoriYyHoro posknagy

NpoayKT He ByB NepeBipeHuii.
12.3. BioHakonuyyBanbHU NoTeHUian
npoaykT He ByB nNepeBipeHuii.

12.4. MoGinbHICTb Yy FPYHTI
npoaykT He ByB nepeBipeHuii.

12.5. PesynbTtaTtu ouiHku PBT u vPVB

OT1oT maTepuan He Bignosigae kpitepism PBT n vPvB, 3rigHo REACH, goaatok XIlI.

npoaykT He byB nepesipeHuii.
12.6. BnacTMBOCTi pyNHIBHOro BNAUBY Ha €HOAOKPUHHY CUCTEMY

Lis peyoBrHa He Mae BNacTMBOCTEN PYMNHIBHOIO BNANBY HA €HOOKPUHHY CUCTEMY HEUINbOBUX OpraHi3MiB.
12.7. lHWi Wkignuei BNAMBM

BiacyTHa 6yab-saka iHpopmauis.

3aranbHi 3ayBaXXeHHsA
He ponyckaTu noTpannsaHHS OO KaHani3auinHoi cuctemu i y Bogonmuwa. He gonyckati noTpannsiHHSA B FPYHT.

PO3[AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeToam yTunisauii BigxogiB

YTunisauis
YTunisauis 3rigHo 3 po3nopsgKeHHAMN opraHiB Brnaau.

3abpyaHeHa ynakoBka
MoBoaMTUCS i3 3apaXkeHUMU YNakoBKaMM, SiK i3 pEHYOBUHOI.

PO3[lJ1 14: IHcbopmauifa 3 TpaHCNOPTYBaHHSA

HasemHum TpaHcnopTt (ADR/RID)

14.1. Homep OOH a6o He knacudikoBaHuii ik He6e3neYHWn NPOAYKT 3a 3MiCTOM TPaHCMNOPTHMX
igeHTUdikauinHMM Homep: PO3NOpSAXEHb.
14.2. HanexHa Ha3Ba npu He knacudikoBaHuii ik He6e3neYHWn NPOAYKT 3a 3MiCTOM TPaHCMNOPTHMX
nepeBe3eHHi: PO3NopsAaXKEHb.

Howmep pepakuii: 3 - 3amiHtoe Bepcii: 2 uk Oara gpyky: 16.08.2023



VITA Zahnfabrik H.Rauter GmbH & Co.KG
MacnopTt be3neku
BignoBiaHo o MoctaHoswm (EC) Ne 1907/2006

VITA VIONIC VIGO
[ata nepernagy: 15.08.2023 Kog npogykty: 3082 CtopiHka 53 5
14.3. KaTteropis HeGe3neku nig yac He knacudikoBaHui sk HeGe3neyHnn NPOAYKT 3a 3MiCTOM TPaHCMOPTHWX
TPaHCMOPTYBaHHA: pPO3MopsaXeHb.
14.4. NakyBanbHa rpyna: He knacudikoBaHui sk HeGe3neyHnn NPOAYKT 3a 3MiCTOM TPaHCMOPTHWX
pPO3MopsaXeHb.

14.6. Oco6nuBi 3acTepxeHi MeToau Ansi KOpUCTyBaYiB
BiocyTtHsa 6yab-ska iHdopmauis.

14.7. MopcbKe TpaHCNOPTYBaHHA BENUKMMU NapTiAMK 3rigHo 3 iHcTpymMeHTamu IMO
HenpuaaTHUI

PO3[AlJ1 15: PerynaTtopHa iHchopmauia

15.1. HopmaTnBM 3 OXOPOHM i ririeHW Npaui i NPMPOAOOXOPOHHI HOPMaTUBU/3aKOHOAABCTBO, XapaKTepHi ANnA
uiei pe4oBUHU abo cymili

HauioHanbHa perynaTtopHa iHcopmauin

Knac Hebe3nekn ans sBoan - - He 3abpyaHioBaYy Boan
(Himeuumna):

15.2. OuiHKa 6e3neku pevyoBUH

[nsa uiei pe4yoBMHM HEe NpoBOAMMAcS OLiHKa Ge3neku.

PO30l1 16: IHwa iHdopMauis

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

Baxnusi nitepatypHi Ta iHdopmauinHi gxxepena npo
[aHi B uboMy nacnopti 6e3neku BiAnoBiAaTb TOMY PiBHIO 3HAHb, SIKOFO MU JOCAMM Ha AeHb 34adi nacnopTy Ao
OpyKy. lHopmaLis noBMHHA cnyryBaTy Bam OCHOBOI A58 6€3MeYHOro NoBOAXKEHHS 3 HA3BaHUM Y JAHOMY
nacnopti 6e3nekn NPpoAyKTOM nig Yac 3bepiraHHsi, 06po0KN, TPAHCMOPTYBaHHS 1 yTunisauii. [laHi He cTocylTbCA
iHWKX npoaykTiB. OCKiNbKM NPOAYKT 3MiyeTbca abo nepepobnsaeTbes 3 iHWMMKM MaTepianamu abo Akwo byae
nignsratu o6po0ui, AaHi uiei iIHCTPyKUii 3 6e3nekn He MOXyTb ByTV NnepeHeceHi Ha BUpobneHwin HOBUIN MaTepiarn,
SIKLLLO MPO L YiTKO He 3a3HayeHo. [aHi B LUboMy nacnopTi 6e3nekun BianoBigaoTb TOMY PiBHIO 3HAHb, KOO MU
[OCArny Ha AeHb 34adi nacnopTy Ao APYKY. IHopMauis noBMHHA CryryBaTn BaM OCHOBO A5t 6e3neyHoro
MOBOPKEHHS 3 HA3BaHUM y AaHOMy nacrnopTi 6e3nekn NpoaykTom nig yac 36epiraHHs, 06pobku,
TpaHCNOPTyBaHHA 1 yTunisadii. [laHi He CTOCYHTbCH iHWMX NpoAyKTiB. OCKINbKM NpoayKT 3MilyeTbca abo
nepepobnsieTbca 3 iHWMMK MaTepianamm abo skwo 6yae nignaratv obpobui, AaHi uiel iIHCTpyKuii 3 6e3nekn He
MOXyYTb BYTV nepeHeceHi Ha BUpOGNeHui HOBUA MaTepiarn, SKLLO NPo Lie Y4iTKO He 3a3HayeHo.
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