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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA Modisol

[JopaTKoBi Ha3BU NPOAYKTY
VITA Modisol Isolierstift, VITA Modisol separating pen, VITA Modiso Insulating Pen
Homep CAS: 8012-95-1
Howmep €C: 232-384-2
1.2. BignoBigHi BcTaHOBMNEHi 06NacTi 3aCTOCYBaHHA pe4oBMHU abo cyMilli i 3acCTOCyBaHHA, peKOMeHAOBaHe
npoTu
BukopucTaHHsA pe4yoBuHU/CyMiLli
Auxilary for manufacture of dental products

1.3. [laHi npo nocTtayanbHuKa y nacnopri 6esneku

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Agpeca: Spitalgasse 3
MicTo: D-79713 Bad Sackingen
Mn/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
BignosiganbHuit Bigain: Regulatory Affairs

lHwa popaTkoBa iHcbopmauin
[HWi BMpo6W 3 BUAINEHHSAM PEYOBWH 3riAHO NPU3HAYEHHS

PO30IN 2: IneHTUdikauin dakTopiB pusmky

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLi

Mpaeun (€C) Homep 1272/2008
PeyoBuHa He HanexuTb Ao kaTteropii HebeanevHux 3rigHo Mpasun (EC) Ne 1272/2008.

IHWi BMpOOW 3 BUAINEHHAM PEYOBUWH 3rigHO NPU3HAYEHHS

2.2. YacTHM MapKyBaHHS

2.3. IHwi dhakTopU
BigcyTHsa 6yab-aka iHdopmauis.

PO3[AlJ1 3: Cknap/aaHi npo iHrpeAieHTH

3.1. PeyoBuHM

XimiyHa xapakTepucTuka
Cyb6cTaHuiq, opraHiyHmm

He6Ge3ne4Hi KOMNOHEHTHU

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

PO3[AlJ1 4: 3axoau nepLuOi MeAUYHOI AOMOMOTHU

4.1. Onuc Heo6xigHMX 3ax0AiB 3 HaAaHHA NepLIoi MeANYHOI 4ONOMOru
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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
nerko3anmMucTi pianHN

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
Hapsaratu 3acobu iHaMBIQYyanbHOro 3axmcTy.

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

3ibpatu 3 maTepianamu, ki NOrNMHaTL BOMOry (MiCOK, KU3enbryp, 3B'A3y4Min KUCNOTY, YHIBEpCcarnbHUii
3B'a3ylounii MaTepian). 3 oTpMMaHuM maTepianomM NoBOAUTUCS 3rigHO po3ainy Npo yTunisauito.
6.4. NocunaHHA Ha iHWI po3ainu
BesneyHa obpobka: gusucs po3agin 7
IHavBigyanbHi 3acobu 3axucTy: AuBucs po3ain 8
YTunisauis: aueuca po3sgin 13

PO3[0l11 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
3HsATU 3a6pyaHeHun ogsr. Mepen nepepBamum i B KiHUi po6oTu BUMUTY pyku. g 4ac po6oTh 3a60pOHSIETLES ICTH i
nuTwn.

7.2. YMoBM 6e3nevyHoro 36epiraHHsa, BKIHOYHO 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.

7.3. Oco6nuBi KiHUeBi cdrepn 3acTocyBaHHA
Auxilary for manufacture of dental products

PO3[AlJ1 8: 3axoaun 3meHLWweHHA BNNuBY/iHAUBIAYyanbHUA 3aXucT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLEeHHs BNAMBY

3axwucHi i ririeHiuHi 3axoau

3axucT pyk
Mig yac NoBogKEHHS 3 XiMiYHUMUK POBOUNMI pedoBUHAMM, O3BONIEHO HOCUTY TiNbKM XiMi4HO CTilki, 3 CE-
MO3HaYKOH, BKIOYAKYN YOTUPU3HAYHUIA KOHTPOSbHWUIA HOMEP, 3aXUCHI pykaBu4kn. Bubip xiMiuHO CTilkux
3aXMCHUX PYKABUYOK 3anexXHO Bifl KOHLUEHTpaUil i KinbkocTi HebeaneyHnx pevyoBuH, Big cneundiku poboyvoro
Micus. PekomeHOyeTbes 3'coByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHA3BAHUX 3aXUCHMX PYKaBUYOK As
cnewianbHOro 3aCToCyBaHHSI.

3axucT wKipm
Mig yac po6oTu BOsraTy BiQNOBIAHUIA 3aXMCHUIA OAST.

3axucT guxanbHUX WNAXIiB

BigkpuTtu BikHa, W06 3abe3neunTy NpupoaHy BEHTUMSLII.

PO3[IN 9: disuko-xiMmiuHi BNnacTMBoCTi

9.1. IHdbopmMaLia Npo OCHOBHI hi3nKo-XiMiYHi BMacTUBOCTI

QDi3nNYHUIM CTaH: Pigkun

Konip: 6e3bapBHMI

3anax: 0e3 3anaxy

Touka TonNeHHsi/3aMmep3aHHS: He TOYHUN

Touka KMnNiHHA abo TOYKa KUMIHHS i 300-450 °C

AianasoH KUMiHHSA:

3anmucTicTb: HenpuaaTHUn
HenpuaaTHUn

HwxHA rpaHmusa BUGYXOBOCTI: HE TOYHUN

BepxHsi rpaHnusa BUOYXOBOCTI: He TOYHMI

TemnepaTypa cnanaxy: >180°C

TemnepaTypa 3aniMaHHs: > 300 °C

TemnepaTypa po3nagy: He TOYHMN

pH: 8,0

PosunHHicTb y BOAI: Hi

PO3YMHHICTb Yy iHLWMX PO34YMHHMKaX

HE TOYHUN
KoediuieHT po3noainy n-oktaHon/soaa: He TOYHUN
Tuck napu: <=1100 hPa
(npn 50 °C)
LWinbHicTb: 0,84940 g/cm?
BigHocHa winbHicTb napwu: HE TOYHUN

9.2. IlHwa iHdopmauisn

IHdopmauis npo knacu iznyHoi HeGe3nekn

Howmep pepakuii: 6 - 3amiHtoe Bepcii: 5 uk Oara gpyky: 14.08.2023
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TemnepaTypa camo3anmaHHs

TBEpAa PeyvoBMHa: HenpuaaTHUN

ras: HenpuaaTHUN
OkucnioBarbHi BNacTMBOCTI

He nigTpymye oroHb.
IHWi xapakTepucTUKK 6e3nekun
LLiBnakicTe BUNApOBYBaHHSA: He TOYHUNI
3micT TBEepAoro Tina: 0,0 %
B'askicTb, AnHaMmiyHa: 33,3 mPa-s

PO3[AlJ1 10: CTiMkicTb Ta peakuinHa 3a4aTHICTb

10.1. PeakuiHa 3aaTHICTb
Mpu kopucTyBaHHiI i 36epiraHHi BianoBiAHO A0 NONOXEHb HEe BUHMKAE XOOHMX HebGesneyHnx peakuin.

10.2. XimiyHa cTiNKicTb

3a yMoB 36epiraHHsi Npu HopMasibHUX HAaBKOJTMLLHIX TeMMepaTypax NpoAyKT cTabinbHUA.

10.3. IMOBipHiCTb NpPOTikaHHA HeGe3neYHUX peakLin

He Bigomi xxoaHi Hebe3neyHri peakuii.

10.4. YMoBU, AKX Tpeba yHUKaTn
Hemae

10.5. HecyMmicHi maTepianu, SKux cnig YHUKaTu
BigcyTHsa 6yab-aka iHdopmauis.

10.6. HebGe3neuHi npoAyKTH po3knany
He Bigomi xoaHi Hebe3neyHi npodykT po3knaay.

PO3[IN 11: TokcukonorivHi gaHi

11.1. IHdopmauis npo knacu He6e3neku 3a BU3HaYeHHAM PernameHTy €C Ne1272/2008

FocTpa TOKCUYHICTb
HasBHi aaHi ceigyatb, WO KpuTepil knacudikawii He BUKOHaHO.
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 nopyluye penpoayKTUBHY 3AaTHICTb, Ais)
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
MuToma TOKCUYHICTb ANA opraHy-MileHi 3a oAHOpPa30BoOi eKcno3uuii
HasBHi gaHi ceiguats, WO KpuTepii 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 woao BMNpobyBaHb
PeuoBurHa He knacudikytoTecs sk HebeaneyHa signosigHo Ao Mpasun (€C) Ne 1272/2008 [CLP].

PO3[IN 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHWIA.
12.2. CrivkicTb Ta 3gaTHicTb fo GionoriyHoro posknagy

Howmep pepakuii: 6 - 3amiHtoe Bepcii: 5 uk Oara gpyky: 14.08.2023
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NpoayKT He ByB NepeBipeHuii.

12.3. BioHakonuyyBanbHUM NOTeHUian

npoaykT He ByB NepeBipeHuii.

12.4. MoGinbHICTb Yy FPYHTI
npoaykT He ByB NepeBipeHuii.

12.5. PesynbTtatu ouiHku PBT u vPVB

OT1oT maTepuan He Bignosigae kpitepiasm PBT n vPvB, 3rigHo REACH, goaatok XIII.

npoaykT He byB nepeBipeHuii.

12.6. BnacTMBOCTi pyWHiBHOro BNJAUBY Ha €HAOKPUHHY CUCTEMY

Lis peyoBrHa He Mae BNacTMBOCTEN PYMNHIBHOIO BNANBY HA €HAOKPUHHY CUCTEMY HEUINbOBUX OpraHi3MiB.

12.7. lHWi WKigNUBi BNNIUBKU

BiacyTHsa 6yab-ska iHpopmauis.

3aranbHi 3ayBaXeHHsA

YHVKaTN BUBINbHEHHSA Y AOBKINNS.

PO3[AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeToau yTunisauii Bigxoais

YTunisauis

He gonyckaTtu noTpannsHHs 0O KaHanisauinHoi cuctemu i y BogonmuLLa. YTunisauia 3rigHoO 3 po3nopsimKeHHAMU
opraHiB Bnagn. Kogu/nosHaueHHs Bigxogis 3rigHo 3 EWC/AVV

3abpypHeHa ynakoBkKa

3MUTK AOCTaTHLOLO KinbKiCTIo BOAW. [MOBHICTIO BUKOPUCTaHY YNakoBKy MOXHa yTunidysaTu. Kogn/nosHavyeHHs
Bigxogis 3rigHo 3 EWC/AVV YTunisauis 3rigHo 3 po3nopsamKeHHSAMM opraHie Bnaaw.

PO3[IJ1 14: IHchopmauif 3 TpaHCNOPTYBaHHSA

HasemHun TpaHcnopt (ADR/RID)
14.1. Homep OOH a6o
igeHTUdikauinHMM Homep:
14.2. HanexHa Ha3Ba npu
nepeBe3eHHi:

14.3. KaTeropisi He6e3neku nig yac

TpaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna:

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

[ocTtaBka BHYTpiWHiM1 BoagHUMU wnsxamu (ADN)

14.1. Homep OOH a6o
igeHTudikauinHMn Homep:
14.2. HanexHa Ha3Ba npu
nepeBe3eHHi:

14.3. KaTeropis He6e3neku nig 4yac

TPaHCMNOPTYBaHHA:
14.4. NakyBanbHa rpyna:
Mopcbkui TpaHcnopt (IMDG)
14.1. Homep OOH a6o
ineHTUdiKauinHMK HoMep:
14.2. HanexHa Ha3Ba npu
nepeBe3eHHi:

14.3. KaTeropisi He6e3neku nig yac

TPAHCNOPTYBaHHSA:
14.4. NakyBanbHa rpyna:

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.
No dangerous good in sense of this transport regulation.

No dangerous good in sense of this transport regulation.
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MNogiTpssiHui TpaHcnopTt (ICAO-TI/IATA-DGR)

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 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.

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 BENMKMMU 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 cymii

HauioHanbHa perynsaTtopHa iHchopmauis

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

15.2. OuiHKka 6e3neku pevyoBUH

[nsa uiei pe4yoBUHM He NpoBOAMMAcs OLiHka 6e3neku.

PO30l1 16: IHwa iHdopMauis

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

CKopoYeHHs Ta abpeBiaTypu
ADR: Accord europuen 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
[OaHi B uboMy nacnopti 6e3neku BiAnoBiaaTb TOMY PiBHIO 3HaHb, SIKOFO MU JOCAMNM Ha AeHb 34adi nacnopTy Ao
Apyky. IHopmauis noBMHHa cnyryBaTy Bam OCHOBO A58 6e3MeYHOro NoBOAXKEHHS 3 HA3BaHUM Y fAaHOMY
nacnopTi 6e3neky NpogyKToMm nif, 4Yac 36epiraHHsi, 06pobkn, TpaHCNOPTYBaHHSA 1 yTunisadii. [laHi He cTocyoTbCs
iHWKX npoaykTiB. OCKiNbKM NPOAYKT 3MiyeTbca abo nepepobnsaeTbes 3 iHWMMK MmaTepianamu abo Akwo byae
nignsaratu obpobui, AaHi uiei iHCTPyKUii 3 6e3nekn He MOXyTb ByTV NnepeHeceHi Ha BUpobneHnin HOBMIN MaTepiarn,
SIKLLLO MPO L& YiTKO He 3a3HayeHo.
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