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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA VIONIC WAX

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

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
Mpaeun (€EC) Homep 1272/2008

3a3HayeHHs 3acTepXeHUX 3axoAiB
P210 Tpvmatu nogani Big Tenna, ickop, BiAKPUTOro BOMHIO, rapsyumx nosepxoHb. KYPUTU
3ABEOPOHEHO.

2.3. IHwi cdrakTopun
BigcyTHsa 6yab-sika iHdopmauis.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTU

3.2. Cymiui
XimiyHa xapaKkTrepucTuka
BiCK
MapadiH
He6e3ne4Hi KOMNOHEHTH

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

PO30I11 4: 3axoau nepLoi MEQUYHOT ONOMOrU

4.1. Onuc HeoOXigHWMX 3axoAiB 3 HagaHHSA NepLoi MeaNYHOI AONOMOru

Howmep pepakuii: 5 - 3amiHtoe Bepcii: 4 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 WAX
[ata nepernagy: 15.08.2023 Kopg npoaykty: 316

CTopiHKka 2 i3 6

3aranbHa nopaga
Hisikux cneuianbHnx 3axodiB He NOTPIGHO.

Mpwu BanxaHHi
3abesneynTn JOCTYN CBIXKOro MOBITPS.

Mpwu KoHTaKTI 3i WKipoto
3MUTK AOCTaTHBLOLO KiMbKiCTIO BOAW. | monepiTb nepes NOBTOPHUM BUKOPUCTAHHSIM.

Mpu KoHTaKTi 3 ounma
LLIBnako obepexHo i peTenbHO NpOMUTH Nif, AyLwem Ans oyert abo Boaok.

Mpu 3aKkoBTYyBaHHiI
TepMiHOBO MpoMNonockaTh POT i 3anNUTX BENMKOK KiNbKICTIO BOAW.

4.2. HancyTtTeBiwi cumntTomu/echekTn rocTpoi gii
BiocyTtHsa 6yab-sika iHdopmauis.

4.3. Bka3aHHA Ha HeranHy MeAuYHy AONOMOry Ta Heo6xigHe ocob6nuBe NikyBaHHA
CvMnTOoMaTuYHe MiKyBaHHS.

PO3[IJ1 5: MpoTunoxexHi 3axogun

5.1. 3aco6u noxexoraciHHs

BianoBiaHi 3aco6u noxexoraciHHs
BxnTun 3axopniB i3 raCiHHA NOXeXi 3aneXHo BiJ OTOYEHHS.

5.3. 3ano6ixHi 3axoaun AN NOXeXHUKIB
Y Brunagky noxexi: BukopncroByBaTu aBTOHOMHUI AnxXanbHWA anaparT.

HopaTtkoBi BKa3iBKu
36ip 3abpygHEHOT BOAM Bif NOXEXOraciHHA NPOBOAMTU OKpeMo. He 3nmBaTtu B kaHanisauito abo y BogHi
pesepByapu.

PO31I1 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UHguBigyanbHi 3axoamn 6e3nekn, 3aXucHe o6nagHaHHA Ta NOPAAOK Ak Yy Haa3BUYaWHIn cuTyaudil

3aranbHa iHpopmauis
TpumaTun nogani Big Tenna / ickop / BigkpuToro BorHio / rapsiamnx nosepxoHs. KYPUTU SABEOPOHEHO.

6.2. EkonoriyHi 3ano6ixHi 3axogu
He ponyckaTtu noTpannsaHHs 0O KaHanisauinHoi cuctemu i y BogonmuLLa.

6.3. MeToagu Ta maTepianv ana nokanisauii Ta o4YULLEHHS

IHwWi BigomocTi
3ibpaTn mexaHiyHo. 3 OTpMMaHMM mMaTtepianom NOBOAUTUCA 3rigHO PO3ainy Npo yTunisadito.
6.4. MocunaHHA Ha iHWi po3ginu
BbeaneyHa obpobka: aneucs posgin 7

IHamBigyanbHi 3acobu 3axucTy: amBucs posain 8
YTunisauisa: gusucs posgin 13

PO3AlJ1 7: MoBoaxeHHSA i 36epiraHHsA

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

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

Mopaawu woao 3axmcTy NPoTH NoXeXi Ta BUGyxy
OcobnuBi 3axoan 3axUCTy Bi NOXeXi He 0OOB'sI3KOBI.

PekomMeHpauii Woao 3aranbHOI ririeHn

Homep pepakuii: 5 - 3amiHtioe Bepcii: 4 uk
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3HATn 3abpyaHeHun oasr. MNMepen nepepeamum i B KiHUi po6oTv BUMUTK pyku. ig 4ac poboTy 3a60pOHSETLCS iCTH i

nnTn.

7.2. YMoBM 6e3nevyHoro 36epiraHHsa, BKNOYHO 3 yciMa BUNnagkaMu HeCyMiCHOCTI

Bumoru wono npumilleHb Ans cknagyBaHHS i EMHOCTEN
36epiraTn KOHTENHEP LWiMbHO 3a4YNHEHNM.

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

7.3. Ocob6nusi kKiHUueBi cchepyn 3acTOoCyBaHHA

Auxilary for manufacture of dental products Bupo6u i3 nnactuky

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

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLUEHHS1 BNAUBY

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu gnsa oyen/o6nuyus
HocuTu 3axucHi okynsipu/macky.

3axucT pyk
Mpu poboTi HOCUTK BIAMNOBIAHI 3aXMCHI PyKaBUYKN.

3axucT wKipun
Mig yac poboTn BAAraTv BiQNOBIAHUIA 3aXMCHUI OAST.
3axucT guxanbHUX WNAXIB

Hiskux cneuianbHnx 3axo4iB He NOTPIGHO.

PO30I11 9: ®isnko-ximiuHi BNnacTMBOCTI

9.1. IHdbopmMaLis Npo OCHOBHI hisnKo-XiMiYHi BNacTUBOCTI

Di3NYHUN CTaH: TBEPAMMN
Konip: poxeBuii
Touka TonNeHHsi/3aMep3aHHs:

Touka KMNiHHA abo TOYKa KUMIHHS i

AianasoH KuniHHS:

3anmMunCTiCTh:

HwxHs rpaHnus BUGYXOBOCTI:
BepxHsi rpaHMus BUOYXOBOCTI:
TemnepaTypa cnanaxy:
TemnepaTypa po3naay:
pH:
Po3uunHHicTb y BOAI:
PO34YMHHICTb Y iHLUMX PO3YMHHUKAX
He TOYHUN

KoediuieHT po3noainy n-oktaHon/Boaa:
Tuck napu:

(npu 50 °C)
LWinbHicTb:
BigHocHa winbHicTb napwu:

9.2. lHwa iHdopmauis

IHcdbopmauis npo knacu di3nyHoi Hebe3neku

70-110°C
nicht anwendbar

He TOYHUN
HenpugaTHUN
He TOYHMI

He TOYHUN
>140 °C

He TOYHUN

He TOYHUN

Hi

HE TOYHUN
HE TOYHUN

0,9 g/cm?
HE TOYHUN

Howmep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk
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TemnepaTypa camo3anmaHHs
TBEpAa pevoBuHa: He TOYHMN
ras: HenpuaaTHUn
OkucnioBarbHi BNacTMBOCTI
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 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
He ponyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemn i y BogonmuLLa. YTunisauia 3rigHo 3 po3nopsimkeHHAMM
opraHis Bnagu. Kogn/nosHa4yeHHs Bigxoais 3rigHo 3 EWC/AVV

3abpynHeHa ynakoBKa
MoBHiCTIO BUKOpPUCTaHY YNakoBKy MoXHa yTunidyeatu. Kogn/nosHadeHHs Bigxoais 3rigHo 3 EWC/AVV

PO3[lJ1 14: IHbopmaLifa 3 TpaHCNOPTYBaHHA

Hasemuun 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 TpaHcnopt (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.
ineHTUdiKaUinHMK 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

HauioHanbHa perynsaTtopHa iHchopmauis

Knac Hebe3nekn ans soan 1 - noMipHun 3abpyaHioBaY Boan
(Himeuumna):

15.2. OuiHKka 6e3neku pevyoBUH

OuiHka 6e3nekn peyoByH Y i CyMilli He NnpoBogMnacs.

PO30l1 16: IHwa iHdopMauis

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

CKopoYeHHs Ta abpeBiaTypu
ADR: Accord europmen 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 3@ AOTPUMAHHS
iCHYHOUMX 3aKOHIB Ta BUMOT.

(Bidomocmi npo Hebesne4yHi pe4osuHu 6yrno y3simo 3 8idrnogidH020 0CMaHHb020 YUHHO20 cepmudbikamy 6esrneku
cybriocmayarnbHuka).
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