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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA MFT Teeth

[JopaTKoBi Ha3BU NPOAYKTY
VITA MFT
1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4oBUHU ab0 cyMilli i 3acTOCyBaHHsA, peKOMeHOOBaHe
nportu
BukopucTtaHHsa pevoBuHU/CyMiLli
Auxilary for manufacture of dental products

HebaxaHi Buan sactocyBaHHs
BigomocTi He fOoCTynHi

1.3. [laHi npo nocTrayanbHuKa y nacnopri 6esneku

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Apfpeca: 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@vita-zahnfabrik.com
KoHTakTHa ocoba: regulatory affairs
En. nowra: info@vita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
BianosigansHuii Bigain: Regulatory Affairs

PO3[IJ1 2: IneHTUdikauis cdakTopiB pusmnky

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

MNpaBun (EC) Ne 1272/2008
PeyoBnHa He HanexuTb Ao kaTteropii HebeaneyHux srigHo Mpasun (EC) Ne 1272/2008.

2.2. YacTHM MapKyBaHHSA

PekomMmeHpaaLif Woa0 No3Ha4YeHHA
medical device

2.3. IHwi dbakTopU
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 HeoGXigHMX 3axoAiB 3 HagaHHA NepLoi MegNYHOI 4OMOMOru
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Mpw BanxaHHi
Hemae

Mpwu KOHTaKTi 3i WKipoto
Hemae

Mpwu KoHTaKTi 3 ounma
LLiBuako ob6epexHo i peTenbHO NPOMUTK Mig Aywiem Ans oyer abo Boaoto.

Mpwu 3akoBTYBaHHiI
Hemae

4.2. HancyTreBiwi cumntomu/echekTu rocTpoi gii
BigcyTHsa 6yab-aka iHdopmauis.

4.3. BKazaHHA Ha HeraHy Megu4yHy OONOMOry Ta HeobXigHe ocob6nuBe NiKyBaHHS
CvmMmnToMaTUYHE NiKyBaHHS.

PO34IJ1 5: NMpoTunoxexHi 3axoaun

5.1. 3aco6u noxexoraciHHsl

BianoBiaHi 3acobu noxexoraciHHsA
BXntn 3axogiB i3 raciHHs NOXeXXi 3anexHOo Big OTOYEHHS.

5.2. Oco6nuBi chakTopn PU3KKY, JXKEeperioM IKUX € pe4oBUHa abo cymill
He 3anmuncTtuii.

5.3. 3anobixHi 3axoau AN NOXeXHUKIB
Y BUNagKy noxexi: BukopncrosysaTn aBTOHOMHUI AuXanbHUMI anapar.

HopaTtkoBi BKa3iBKu

36ip 3abpyagHEHOT BOAM Bi NOXEXOraciHHA NPOBOAMTU OKpeMo. He 3nvBaTtu B kaHanisauio abo y BogHi

pesepByapy.

PO3[0IJ1 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UnauBigyanbHi 3axoamn 6e3nekun, 3axmcHe obnagHaHHA Ta NOPAAOK AiN y HaA3BUYaWHIN cuTyauii

3aranbHa iHdopmauis
Hisikux cneuianbHnx 3axodiB He NOTPIGHO.

6.2. EkonoriyHi 3ano6ixHi 3axogu
He ponyckaTtu noTpannaHHa 0O KaHanisauinHoi cuctemn i y BOAOMMULLA.

6.3. MeTogu Ta maTepianv Ana nokanisauii Ta OUULLEHHSA

IHWi BigomocTi

3ibpaTtn MexaHivyHo. 3 OTpuMaHMM MaTepianom NOBOAUTUCS 3riAHO PO3Ainy Npo yTunisadito.

6.4. MocunaHHA Ha iHWi po3ainu
BesneyHa obpobka: gusucs po3ain 7
IHouBigyanbHi 3acobu 3axucTy: aneucs po3ain 8
YTunisauia: gusuca posgin 13

PO3[0lJ1 7: MoBoaXxeHHSA i 36epiraHHsA

7.1. 3ano6ixHi 3axoaun Ansi 6e3ne4YHOro NOBOAXEHHA 3 MaTepiasiom

PekomeHAaauii 3 npaBun 6e3nekun nig 4ac po6otu
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

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

PekomeHpaaLii Woao 3aranbHOI ririeHn

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 uk
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OcobnuBi 3anobixxHi 3acobn He 06OB'A3KOBI.

[OopaTkoBa iHchopMaLifl Woao KOPUCTYBaHHA
OcobnuBi 3anobixHi 3acobu He 0OOB'A3KOBI.

7.2. YMoBM 6e3neyvyHoro 36epiraHHsa, BKNOYHO 3 yciMa BUnagKkaMu HecyMicHoOCTI

Bumoru woao npumilleHb ANsi CKNagyBaHHA | EMHOCTEN
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

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

PO3[AlJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYyanbHUN 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axo4un 3MEHLWEeHHS BNAuBy

BianoBiaHi 06'ekTK TexHIYHOro perynoBaHHA
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.
3axucHi i ririeHiuHi 3axoaun
3axucHi 3acobu ana ovyen/obnuyusa
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

3axucT pyk

Mig yac NoBogKEHHS 3 XiMiYHUMK POBOUNMK pedoBUHAMM, [O3BONIEHO HOCUTY TiNbKK XiMi4YHO CTilki, 3 CE-
MO3HaYKOH, BKIOYAKYN YOTUPU3HAYHUIA KOHTPOSbHWUIA HOMEP, 3aXUCHI pykaBu4kn. Bubip xiMiuHO CTilkux
3aXMCHUX PYKABUYOK 3anexXHO Bifl KOHLUEHTpaUil i KinbkocTi HebeaneyHnx pevyoBuH, Big cneundiku pobovoro
Micus. PekomeHOyeTbes 3'coByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHA3BaAHUX 3aXUCHMX PYKaBUYOK As

cneuianbHoro 3aCTOCyBaHHA.

3axucT wWwKipm
Ocobnuei 3anobixxHi 3acobn He 0OOB'A3KOBI.
3axucTt guxanbHuX Wnaxie

OcobnuBi 3anobixHi 3acobu He 060B'A3KOBI.

PO3[IN 9: disuko-xiMmiuHi BNnacTMBoCTiI

9.1. IHdbopmMaLia Npo OCHOBHI hi3nKo-XiMiYHi BMacTUBOCTI

®Di3nyHUIM cTaH: TBEPAMMN
Konip:
Touka TonneHHs/3amep3aHHs: He TOYHMN
Touyka KuniHHA abo ToYKa KUMIHHS i He TOYHMN
aianasoH KUMiHHSA:
3anmuncTicTb: He TOYHUI
HenpuaaTHUn

HwxHS rpaHmua BUOYXOBOCTI: He TOYHMN
BepxHsi rpaHnusa BubyxoBOCTi: He TOYHUN
TemnepaTypa cnanaxy: He TOYHMN
TemnepaTypa po3nagy: He TOYHUNI
pH: He TOYHMI
PosuumHHicTb y BoAi: He TOYHUNI
PO3UMHHICTb Y iHLWIMX PO3YMHHMKAX

nicht bestimmt
KoediuieHT po3noainy n-oktaHon/Boaa: He TOYHMN
Tuck napu: <=1100 hPa

(npun 50 °C)
Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 uk Oara gpyky: 29.11.2023
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LinbHicTb: HE TOYHUIN
BigHocHa winebHicTb napwu: He TOYHUN
9.2. IHwa iHdopmauisn
IHcpopmauin npo knacu ¢isnyHoi HeGeanekn
TemnepaTypa camo3ariMaHHs
TBEpAa pevoBUHa: He TOYHUN
ras: HE TOYHUN
OkucnioBarnbHi BNacTUBOCTI
Nicht brandfurdernd
IHWIi xapakTepUcTUKN 6e3neku
LLiBnakicTe BUNapoByBaHHSA: HE TOYHUN
3micT TBEepgoro Tina: 0.0%

PO3[AlJ1 10: CTiMKicTb Ta peakuinHa 3a4aTHICTb

10.1. PeakuiHa 3AaTHIiCTb
Mpu kopucTyBaHHi | 36epiraHHi BianoBigHO A0 MONOXEHb HEe BUHMKAE XOAHMX Hebe3neyHnx peakuin.

10.2. XiMmi4yHa CTiNKiCTb

3a yMoB 36epiraHHsi Npu HopMasibHUX HAaBKOSTMLLHIX TeMnepaTypax NpoAyKT cTabGinbHUi.

10.3. IMOBipHiCTb NpOTikaHHA He6Ge3neYHUX peakuin

He Bigomi xxogHi Hebe3neyHi peakuii.

10.4. YMoBU, AKNX Tpeba yHuKaTn
Hemae

10.5. HecyMmicHi MaTepianu, sKux cnig yHMKaTu
BigcyTHsa 6yab-aka iHdopmauis.

10.6. He6e3neyHi npoAyKTU po3knagy
He Bigomi >xoaHi Hebe3neyHi NnpodykT po3knaay.

PO3[IN1 11: TokcukonorivHi gaHi

11.1. IHndbopmauin npo knacu He6e3neku 3a BU3HaYeHHsAM PernameHTty (€C) Ne 1272/2008

PO3[IN 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCHMYHMIA

12.2. CTiMKicTb Ta 3a4aTHICTb A0 6GionoriyHoro posknagy
npoaykT He byB nepeBipeHuii.

12.3. BioHakonuyyBanbHUA NoTeHUian
npoaykT He ByB nepesipeHnii.

12.4. MoGinbHICTb Y rPYHTI
npoaykT He ByB nepesipeHnii.

12.5. PesynbTaTtu oudiiku PBT n vPvB

OT1oT MaTepuan He Bignosigae kpitepism PBT n vPvB, 3rigHo REACH, goaatok XIlI.
12.6. BnacTuBOCTi pyMHiBHOro BNAMBY Ha EHOOKPUHHY CUCTEMY

Lis pe4yoBMHa He Mae BNacTMBOCTEN PYNHIBHOIO BNMMBY Ha €HOAOKPWUHHY CUCTEMY HELNbOBUX OPraHiamis.
12.7. IHWi wkignuei BNaveu
BigcyTHsa 6yab-aka iHdopmauis.

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 uk Oara gpyky: 29.11.2023
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3aranbHi 3ayBaXeHHsA
He ponyckaTu noTpannsaHHS OO KaHani3auinHoi cuctemu i y Bogonmuwa. He gonyckat noTpannsiHHSA B FPyHT.

PO3AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeTtoau yTunisauii Bigxoais

YTunisauis

YTunisauis 3rigHo 3 po3nopsgKeHHAMN OpraHiB Brnaau.
3abpypHeHa ynakoBka

MoBoauTuCS i3 3apakeHNMKM ynakoBKamu, SIK i3 pe4OBMHOLO.

PO3[iJ1 14: IHcbopmauif 3 TpaHCNOPTYBaHHSA

14.6. OcobnuBi 3acTepxeHi MeToau Ans KOpucTyBadiB
BigcyTHsa 6yab-ska iHpopmauis.

14.7. MopcbKe TpaHCNOPTYBaHHA BENMKMMU NapTiAMK 3rigHo 3 iHcTpymeHTamu IMO
HenpuaaTHUn

PO3[lI1 15: PerynaTopHa iHcdbopmauis

15.1. HopmaTuBM 3 OXOPOHM i FirieHW Npaui i NPUPOJOOXOPOHHI HOPMaTMBU/3aKOHOAABCTBO, XapaKTepHi Ans
uiel pe4yoBUHM a60 cyMmiLli

HauioHanbHa perynsatopHa iHdopmauif

PO3[IN 16: IHwa iHcdopmauin

3MiHKn
Llen nacnopt 6e3nekun MiCTUTb 3MiHM 40 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
[aHi B uboMy nacnopTi 6e3neku BiAnoBiAaTb TOMY PiBHIO 3HAHb, SIKOFO MW JOCAMM Ha AeHb 34adi nacnopTy 4o
OpykKy. [HopmaLis noBMHHA cnyryBaTy Bam OCHOBOI A5 6€3MeYHOro NoBOAXKEHHS 3 HA3BaHUM Y fAaHOMY
nacnopTi 6e3neky NpogyKToMm nig Yac 36epiraHHsi, 06pobku, TpaHCMOPTYBaHHSA 1 yTunisadii. [aHi He cTocyoTbCs
iHWKX npoaykTiB. OCKiNbKM NPOAYKT 3MiWyeTbca abo nepepobnsaeTbes 3 iHWMMK MaTepianamu abo Akwo byae

nignsratu o6po0ui, AaHi uiei iIHCTPyKUii 3 6e3nekn He MOXyTb ByTV NnepeHeceHi Ha BUpobneHwin HOBMIN MaTepiarn,
SIKLLO NPO L YiTKO He 3a3HayeHo.
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