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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA VIONIC® DENT DISC

1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4OBUHU ab0 cyMilli i 3aCTOCyBaHHsA, peKOMeHOOBaHe
nporu
He6axaHi BMAU 3acTocyBaHHA
BigomocrTi He gocTynHi

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

PO3[lJ1 2: IneHTUdiKaLia hakTopiB pU3KKY

2.1. Knacudikauisi pe4oBMHM 260 cyMiLli
MpaBun (€C) Homep 1272/2008
PeyoBuHa He HanexuTb Ao kaTteropii HebeanevHux 3rigHo Mpasun (EC) Ne 1272/2008.
2.2. YacTuHM MapKyBaHHSA

PekomeHaauif Woao no3HauYeHHs
medical device

2.3. IHwi cdhakTopm
BiocyTHsa 6yab-sika iHdopmaLis.

PO30IN 3: Cknap/aaHi npo iHrpegieHTn

3.1. PeyoBuHM

XimiyHa xapakTepucTuka
Bupobwu i3 nnactuky

He6e3ney4Hi KOMNOHEHTU

He (BignosigHo go PernameHT (EC) Ne 1907/2006 (REACH))

PO3[AlJ1 4: 3axoau nepLUOi MEAUYHOI AOMOMOTHU

4.1. Onuc Heo6xiAHMX 3axoAiB 3 HaAaHHA NepLIoi MeANYHOI 4ONOMOru

Mpw BanxaHHi
Hemae

Mpu KoHTaKTi 3i WKipoto
Hemae
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Mpwu KOHTaKTi 3 ounma
LLiBnako obepexHo i peTenbHO NPOMUTH Nif, AyLwem Ans oyer abo Boaok.

Mpwu 3akoBTYyBaHHi
Hemae

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
Hiskux cneuianbHnx 3axo4iB He NOTPIGHO.

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
OcobnuBi 3anobixxHi 3acobn He 00OB'A3KOBI.

HOopaTkoBa iHhopmaLif WoAo KOPUCTYBAHHA
OcobnuBi 3anobixHi 3acobu He 0OOB'A3KOBI.

7.2. YMoBuM 6e3ne4Horo 36epiraHHs, BKMIOYHO 3 yciMma BUnagkaMu HeCyMiCHOCTI
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Bumoru wopao npumiweHb AN cknaayBaHHSA | EMHOCTEN

OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

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

BignoBigHi 06'ekTM TeXHIYHOro perynoBaHHs
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.
3axucHi i ririeHiyHi 3axoaun

3axucHi 3acobu ansa oyen/o6nuyun
OcobnuBi 3anobixxHi 3acobn He 06OB'A3KOBI.

3axucT pyk

Mig yac noBoaXXeHHS 3 XiMiYHUMK PpoboYMMU pevoBMHaAMUN, 4O3BOSIEHO HOCUTU TifbKM XiMiYHO CTilki, 3 CE-
MO3HAYKO, BKITHOYAKOUM YOTUPU3HAYHUIA KOHTPOIBHUI HOMEP, 3aXUCHI pykaBudkn. Bubip xiMidHO CTilikux
3aXMCHUX PYKaBMYOK 3anexHO Big KOHUEHTpaLil i KinbkocTi Hebe3neyHnx pevyoBuH, Big cneumdikm poboyvoro
Micusi. PekomeHOyeTbCs 3'9COBYBaTH Y BUPOOHUKA XiMiYHY CTilKiCTb BULLIEHA3BaHMX 3aXUCHUX PyKaBUYOK OIS

creuianbHOro 3acToCyBaHHS.

3axucT wKipun
OcobnuBi 3anobixxHi 3acobn He 0OOB'A3KOBI.
3axucT auxanbHUX WNAXIB

OcobnuBi 3anobixHi 3acobun He 06OB'A3KOBI.

PO30I11 9: disnko-ximiuHi BNnacTMBOCTI

9.1. IHdbopmMaLisi Npo OCHOBHI hisnKo-XiMiYHi BMacTUBOCTI

Di3NYHUN CTaH: TBEPAUN
Konip:

3anmuncTicTb:

PosunHHicTb y BOAI:

PO3YMHHICTb Yy iHLWMX PO34YMHHMKaX

He TOYHUI
Tuck napu:
(npn 50 °C)
9.2. |Hwa iHdopmauin
IHbopmauis npo knacu di3nyHoi Hebe3neku
TemnepaTypa camo3anmaHHs
ras:
OxkucrnitoBanbHi BMacTUBOCTI
He nigTpymye oroHb.

IHWi xapakTepucTUKK 6e3nekun
3micT TBEpgoro Tina:

HenpuaaTHUN
Hi.

<= 1100 hPa

HenpuaaTHUn

0,0%

PO3[0lJ1 10: CTiMKicTb Ta peakuinHa 3g4aTHICTb

10.1. PeakuiiHa 30aTHiCTb

Mpw kopucTyBaHHi i 36epiraHHi BianoBigHO 4O MONOXEHb HE BUHMKAE XOOHMX Hebe3neyHnx peakuin.

10.2. XiMmi4yHa CTiNKiCTb

Howmep pepakuii: 3 - 3amiHtoe Bepcii: 2
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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
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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.

lHwa poparTkoBa iHchopmauis
[OaHi B uboMy nacnopti 6e3neku BianoBigaTb TOMY PiBHIO 3HaHb, SIKOFO MU JOCAMMM Ha AeHb 34adi nacnopTy Ao
OpyKy. [HdopMaLiis noBUHHA criyryBaTy Bam OCHOBOLO 45151 6e3ne4Horo NoBog>KeHHS 3 HAa3BaHUM y JaHOMY
nacnopti 6e3nekn NpoaykToMm nig Yac 36epiraHHsi, 06pobkn, TpaHCNOPTYBaHHS 1 yTunidadii. [laHi He cTocyloTbCA
iHWKnX npoaykTiB. OcKinNbky NpoayKT 3MilLyeTbCA abo NnepepobnseTbea 3 iHWMMKM MaTepianamu abo skwo byae

nignaratu obpobui, AaHi uiei iIHCTpyKUii 3 6e3nekn He MOXyTb OyTW NnepeHeceHi Ha BUpOGNeHWA HOBUI MaTepiarn,
SIKLLO MPO L€ YiTKO HEe 3a3Ha4eHo.
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