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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA AKZENT Plus FLUOGLAZE LT SPRAY

1.2. BignoBigHi BcTaHOBMNEHI 06nacTi 3acTocyBaHHA pe4OBUHU ab0 cyMilli i 3aCTOCyBaHHsA, peKOMeHOOBaHe
npotu
BukopucTtaHHA peyoBUHU/CyMiLLi
BrkopucTaHHs B AKOCTi nabopaTOpHOro peakTmBy

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
EnekTpoHHa agpeca: info@yvita-zahnfabrik.com
KoHTakTHa ocoba: regulatory affairs
EnekTpoHHa agpeca: info@yvita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
BianosinanbHui Bigain: Regulatory Affairs
1.4. TenedroH rapsayoi niHii: +49-(0)761-19240

IHwa popaTkoBa iHpopMmauin
medical device

PO3[IJ1 2: IneHTUdikauis dakTopiB pU3mnKy

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

MpaBun (€C) Homep 1272/2008
Aerosol 1; H222-H229

PeneBaHTHI H-ppasu: ausucs y PO3OI1I 16.
2.2. YacTuHU MapKyBaHHSA
MpaBun (€C) Homep 1272/2008
CurHanbHe croBo: Hebesneka

CumBonu cakTopiB
pU3UKY:

3a3HaueHHsA drakTopa Hebe3neku

H222 JlerkosanmucTti aeposoni.
H229 MocyanHa 3HaxoamTbes nig TMCKOM. pu HarpiBaHHi MOXe TPIiCHYTHW.
3a3HayeHHs 3acTepXeHUX 3axoaiB
P210 TpumaTun nogani Big Tenna, ickop, BiAKPUTOrO BOTHIO, rapaynx nosepxoHs. KYPUTU
3ABOPOHEHO.
P211 He po3nunioBaTu Ha BiOKPUTUIA BOrOHb abo iHLI mxepena 3anmaHHs.
P251 He nopyluyBaTu UiniCHOCTI ynakoBK/ Ta He cnantoBaTh, HaBiTb MiCNs BUKOPUCTaHHS.
P410+P412 3axuwaTu Big coHsiuHOro ceitna. He gonyckatu HarpiBaHHs Buwe 50 °C / 122 °F.

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 UK Oara gpyky: 10.03.2023
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Ocob6nuBe MapKyBaHHA ANnA NeBHUX npenapariB
EUHO18 IMig yac BUKOPUCTaHHSI MOXe CTBOPOBaTU 3aMUCTY/BMOYXOBY CyMiLLl Napu 3 NOBITPSIM.
EUHO044 Pusunk Bubyxy y pasi HarpiBaHHs1 y 3aMKHYTOMY NpOCTOPi.

2.3. IHwi cdrakTopun
BiocyTHsa 6yab-ska iHdopmauis.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTU

3.2. Cymiwi
He6e3ney4Hi KOMNOHEHTU
He (BignosigHo oo PernameHT (EC) Ne 1907/2006 (REACH))

PO3[IJ1 4: 3axoau nepLUOi MeAUYHOI AOMOMOTrHU

4.1. Onuc HeoOXigHMX 3axoAiB 3 HagaHHSA NepLoi MegNYHOI 4ONMOMOru

Mpu KOHTaKTi 3 ounma
LLIBuako ob6epexHo i peTenbHO NPOMUTH Mig Aylwem Ans oyer abo Boaot.

Mpwu 3akoBTYBaHHi
TepmiHOBO NpononockaT poT i 3annTK BESMKO KiNbKICTIO BOAW.

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

4.3. BKazaHHA Ha HeraHy Megu4yHy 0ONOMOry Ta HeobOXigHe ocobnuBe NiKyBaHHS
CvMnTOMaTUYHE MiKyBaHHS.

PO34IJ1 5: NMpoTunoxexHi 3axoaun

5.1. 3acobu noxexoraciHHsl
BianoBiaHi 3acobu noxexoraciHHsA
Ieookuc Byrneuto (CO2), MiHa, Cyxmii NOPOLLOK ANSA raciHHS.
HeBignoBigHi 3acoou noxexoraciHHs
Bopa.
5.2. Oco6nuBi chakTopyn PU3UKY, AXKEPEerioM IKUX € peYOBUHA abo cyMmill

HapssuyariHo nerko3anmucTa pigvHa Ta i napa. lMapy MoXyTb yTBOpIOBaTK 3 NOBITPsIM BUOYyxoHebe3neyHy
CYMiLL.

5.3. 3anobixHi 3axoaAn ANA NOXeXHUKIB
Y Bunagky noxexi: BukopncroBysatu aBTOHOMHWUIA AUXanbHUI anapar.

DopaTtkoBi BKa3iBKu
[nsi 3axucTy nogew i 0XonoaXeHHs MICTKOCTeN B 30Hi Hebe3neky BUKOPUCTOBYBATM CTPYMiHb BOAM LUNSXOM
po36pun3kyBaHHsi. 36ip 3abpyaHeHOT BoaM Bi NoXeXXoraciHHs NpoBoAUTU OKpeMo. He 3nuBaTtu B kaHanisadito abo
y BOAHI pesepByapu.

PO3[IJ1 6: 3axoau npu aBapintHOMy BUKUAIi

6.1. UHauBigyanbHi 3axoam 6e3nekn, 3aXucHe o6nagHaHHA Ta NOpPAOOK Ak y Haa3BUYaWHIn cuTyauil

3aranbHa iHdopmauin
BupanuTtu yci pxepena 3ananeHHs.

6.2. EkonoriyHi 3anobixHi 3axoaun
He gonyckatu HEKOHTPONBOBAHOMO NOTPANIAHHA NPOAYKTY B HABKONMMULLHE cepenoBuile. Hebesneka Bubyxy

6.3. MeToau Ta maTtepianu ans nokanisawii Ta OMMLLUEHHSI

Homep pepakuii: 2 - 3amiHtoe Bepcii: 1 UK Oara gpyky: 10.03.2023
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IHwWi BigomocTi

3ibpaTtu 3 maTepianamu, siki NOrnMMHaKOTb Bonory (NiCok, KNM3enbryp, 3B's3yt04Min KUCMNOTY, YHiBepcanbHUn
3B'A3younii MaTepian). 3 oTpMMaHuM maTepianomM NoBOAUTUCS 3rigHO po3ainy Npo yTunisawito.

6.4. NMNocunaHHA Ha iHWi po3ainu
BesneyHa obpobka: gusucs po3ain 7
IHavBiQyanbHi 3acobu 3axucTy: AuBucs po3ain 8
YTunisauia: gusuca posgin 13

PO3[lJ1 7: MoBoaXxeHHSA i 36epiraHHsA

7.1. 3ano0ixHi 3axoau Ansi 6e3ne4Horo NOBOMAXKEHHS1 3 MaTepianom

PekoMeHaaLii 3 npaBun 6e3neku nig yac po6oTu
OcobnuBi 3anobixHi 3acobu He 060B'A3KOBI.

Mopapu wWwoao 3axucTy NPoTHU NOXeXi Ta BUGYXy
36epiraTv nogani BiA BOTHIO - HEe NanuTu. Bxutn 3axogis NpoTu enekTpocTatuyHoro 3apsagy. MNapn mMoxyTs
yTBOPIOBATM 3 NOBITPAM BUByxoHebe3neyHy cymiLu.

PekomeHpaauii Woao 3aranbHOI ririeHn
3HATN 3abpyaHeHun oagr. MNepen nepepsamu i B KiHUi po6oTn BUMUTK pyku. [Mig yac po6oTn 3a60pOoHAETLCS ICTU i
nuTw.

7.2. YMoBU 6e3ne4yHoro 36epiraHHs, BKIIKOYHO 3 yciMa BUNagKkamMu HECYMiCHOCTI

Bumoru wopao npumiweHb ANsA cknagayBaHHSA | EMHOCTEN
36epiraT KOHTENHEP LWiNbHO 3a4nHEeHUM. 36epiraT KOHTEMHEP Yy MPOXONOAHOMY MicLi, ike 4o6pe
NpoBITPIOETLCA. TpMaTy nogani Big Tenna / ickop / BiAKpUTOro BOrHi0 / rapsunx nosepxoHs. KYPUTU
3ABEOPOHEHO.

BkasiBku woao cymicHoro 36epiraHHs
He 36epiratu pasom i3: Okucntotodi 3acobum. lMipogopu abo HebGeaneyHi pe4yoBMHM, LLIO 34aTHI caMoHarpiBaTucs.

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

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLUEHHS1 BNAUBY

O 06

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu ana ovyen/obnuyusa
3acTocoByBaTH 3axMCT o4ein/obnmnyus.

3axucT pyk
Mig yac NoBOAKEHHS 3 XiMiYHMMM pOBOUYNMK pedoBUHAMM, [O3BOSIEHO HOCUTU TiNbKM XiMiYHO CTinki, 3 CE-
MO3HAYKOH, BKITHOYAKUM YOTUPU3HAYHUIA KOHTPOSbHMI HOMEP, 3aXMUCHI pykaBu4dkn. Bubip xiMiuHO CTiliknx
3aXMCHUX PYKaBUYOK 3anexHO Bif KOHUEHTpaUil i KinbkocTi HeGe3neyHnx pevyoBuH, Big cneumdikm poboyoro
Micusi. PekoMeHOyeTbCS 3'ACOBYBaTH Y BUPOOHUKA XiMiYHY CTilKiCTb BULLIEHA3BAHMX 3aXMCHUX PYKaBUYOK A5is
cnewianbHOro 3aCTOCyBaHHS.

3axucT wWKipm
BorHesaxucHuii ogsar. Hagsratu aHTuctatuyHe B3yTTS Ta Cneuoasr.

3axucT guxanbHUX WAAXIB

3abe3neunTu 3axXncT anxanbHUX LUNAXiB.

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 UK Oara gpyky: 10.03.2023
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PO3[IN1 9: disuko-ximiuHi BnacTMBoCTi

9.1. IHopmauisa Npo 0CHOBHI hi3nKo-XiMiuHi BNacTuBocCTi

Di3nyHMI CTaH: Aepo3sonb
Konip: 6inysatun
3anax: XapakTepHun

3MiHeHHsA di3nyHoro craHy

lHwa popaTkoBa iHchopmauis

Touka TonneHHsl/3amep3aHHs: He TOYHUN
Touyka KuniHHA abo ToYKa KUMIHHS i -11°C
aianasoH KUMiHHSA:
TemnepaTypa cnanaxy: -60 °C
3anmucTicTb
TBEPANI/PiOKNIA: HenpuaaTHUn
ras: HenpuaaTHUN
HwxHs rpaHuus BUGYXOBOCTI: He TOYHUI
BepxHsa rpaHunus BubyxoBocCTi: He TOYHUNI
TemnepaTtypa camo3aMaHHsA
TBEpAa peyvoBuHa: HenpuaaTHUN
ras: HernpuaaTHUI
TemnepaTypa po3nagy: He TOYHUNI
pH: He TOYHUNI
Po3unHHicTb y BOAI: Hi
PO34YMHHICTb Y iHWINX PO3YUHHUKAX
He TOYHUN
KoediuieHT po3nopainy n-oktaHon/Boaa: He TOYHMN
Twuck napw: <=1100 hPa
(npu 50 °C)
LinbHicTb: 0,64000 g/cm?
BigHocHa wWinbHicTb napwu: HE TOYHUN
9.2. IHwa iHdopmauin
IHcpopmauin npo knacu ¢isnyHoi HeGe3nekn
OkwvcntoBarnbHi BNacTUBOCTI
He nigTpymye oroHb.
IHWi xapakTepucTUKK 6e3neku
3micT TBEepgoro Tina: 0,0 %
LLiBnakicTe BUNapoOBYBaHHSA: He TOYHUI

PO3[lJ1 10: CTiMKicTb Ta peakuinHa 3g4aTHICTb

10.1. PeakuiiHa 3gaTHicTb
HapgssuuariHo nerkozanmucTa pigvHa Ta i napa.

10.2. XiMmi4yHa CTiNKiCcTb

3a ymoB 36epiraHHsi Npy HOpPMarbHUX HABKOMULLHIX TeMNepaTypax NpoAayKT cTabinbHuA.

10.3. IMOBipHiCTb NpoOTikaHHA He6Ge3neYHUX peakuin

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 UK

Oara gpyky: 10.03.2023
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He Bigomi xxogHi Hebe3neyHri peakuii.

10.4. YMoBuM, fikux Tpeba yHuKaTun
TpumaTtu nogani Big Tenna (Hanpuknag, raps4mx NOBEPXOHb), ICKOp i BigKpUTOro nonym's. MNapn MoxyTb
yTBOPIOBATK 3 NOBITPSM BUByxoHebe3neyHy cymiLu.

10.5. HecymicHi maTepianu, sKux cnig yHMKaTu
BiocyTtHsa 6yab-ska iHdopmauis.

10.6. He6e3ne4yHi NnpoayKTU po3knagy
He Bigomi >xxoaHi Hebe3neyHi NnpodykT po3knaay.

PO3[IN 11: TokcukonorivHi gaHi

11.1. IHdbopmauia npo knacu Hebe3neku 3a BuU3HavYeHHAM PernameHTy €C Ne1272/2008

PO3[IN1 12: EkonoriyHi gaHi

12.1. TokcU4HicTb
MpoaykT He €: EKOTOKCUYHWIA.

12.2. CrinkicTb Ta 3gaTHicTb Ao GionoriyHoro posknagy
NPOAYKT He BYB NepeBipeHUii.

12.3. BioHakonuyyBanbHUM NoTeHUian

npoaykT He ByB nepesipeHuii.

12.4. MoGinbHICTb Y rPYHTI
npoaykT He ByB nepesipeHuii.

12.5. PesynbTaTtu ouiiku PBT n vPvB

PeuoBuHu B cymiwi He BignosigatoTb kputepiam PBT/vPvB BignosigHo no REACH, gopaTtok XIII.
npoaykT He ByB NepeBipeHuii.
12.6. BnacTuBoOCTi pyMHiBHOro BNAMBY Ha EHOOKPUHHY CUCTEMY

Llert npoayKT He MICTUTb PEYOBWH, LLO PYMHYIOTb EHOOKPUHHY CUCTEMY HELiNbOBUX OPraHiamiB, OCKiNbKM XXOOeH
i3 KOMMOHEHTIB He BiAMNOBIAAE KPUTEPIAM.
12.7. lHwi wkignuei Bnnueu
BigcyTHsa 6yab-saka iHpopmauis.
3aranbHi 3ayBaXxeHHA
He gonyckaTtu noTpannsHHs 4O KaHanisauinHoi cuctemu i y Bogonmuwia. He gonyckaty noTpanfisiHHA B FPYHT.

PO3[IJ1 13: Po3rnaa nutaHb 3 yTunisauil

13.1. MeToam yTunisauii Bigxogis

YTunizauis
He ponyckaTtu noTpannsHHs 4O KaHanisauinHoi cuctemu i y Bogonmuwia. He gonyckaty noTpanfsiHHA B FPYHT.
YTunisauis 3rigHo 3 po3nopsgKeHHAMN OpraHiB Brnaau.

3abpyaHeHa ynakoBka
HesapaxkeHi i BinbHi Bif, 3anuLLKIB MICTKOCTi MOXYTb GYTV NOBTOPHO BMKOPUCTaHI. [oBoamMTHCS i3 3apaxeHumun
ynakoBKaMu, SiK i3 pe4OBUHOHO.

PO30l11 14: IHdopmMaLis 3 TpaHCNOPTYBaHHA

Hasemuun TpaHcnopt (ADR/RID)

14.1. Homep OOH a6o UN 1950
ineHTndikaLlinHMin Homep:
14.2. HanexHa Ha3Ba npu AEROSOLS

nepeBe3eHHi:

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 UK Oara gpy!

Ky: 10.03.2023
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14.3. KaTeropisi Heb6e3neku nig yac 2
TPAHCMOPTYBaHHA:

14.4. NakyBanbHa rpyna: -

ETnkeTku: 2.1
KnacudikauinHmm kog: 5F

OcobnuBi NONOXEHHS: 190 327 344 625
ObmexeHa KinbKicTb: 1L

3BiNbHEHa KinbKiCTb: EO

KaTteropist TpaHCNOPTYBaHHS: 2

Ko obmexxeHHs1 Ha nepeBe3eHHs B D

TyHenax:

TpaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna:

[ocTtaBka BHYTpiWwHiMM BogHMMMU wnaxamu (ADN)

14.1. Homep OOH a6o UN 1950

igeHTudikauinHm Homep:

14.2. HanexHa Ha3Ba npu AEROSOLS

nepeBe3eHHi:

14.3. Kateropis He6e3neku nig yac 2

TPaHCMOPTYBaHHA:

14.4. NakyBanbHa rpyna: -

ETukeTku: 2.1

KnacudikauinHmi kog: 5F

ObmexeHa KinbKicTb: 1L
Mopcbkuit TpaHcnopT (IMDG)

14.1. Homep OOH a6o UN 1950

ineHTUdiKaUinHUA HOMep:

14.2. HanexHa Ha3Ba npu AEROSOLS

nepeBe3eHHi:

14.3. KaTteropis He6e3neku nig yac 2.1

TPaHCNOPTYBaHHA:

14.4. NakyBanbHa rpyna: -

ETukeTku: 2.1

Mopcbkuii 3a6pyaHKK: Nein

EmS: F-D,S-U
MNogiTpsaAHun TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep OOH a6o UN 1950

igeHTUdikauinHMM Homep:

14.2. HanexHa Ha3Ba npu AEROSOLS

nepeBe3eHHi:

14.3. Kateropisi He6e3neku nig yac 2.1

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1

UK

Oara gpyky: 10.03.2023
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ETnkeTku: 2.1

14.5. He6e3neku Ans HaBKONULWHLOIO cepegoBuLla
WKIATMBO OanA OOBKIIA: Hi

14.6. Oco6nuBi 3acTepxeHi MeToau Ans KOpUCTyBayiB
OGepexHo: JlerkozanmMucTi rasu.

14.7. Mopcbke TpaHCNOPTYBaHHA BENMKMMU NapTiAMM 3rigHo 3 iHcTpyMeHTamu IMO
HenpuaaTHUI

PO3[AlJ1 15: PerynaTtopHa iHchopmauia

15.1. HopmaTnBM 3 OXOPOHM i ririeHn Npaui i NPMPOAOOXOPOHHI HOPMaTUBMW/3aKOHOAABCTBO, XapaKTepHi ANnsA
uiei pe4oBUHU abo cymili

Po3nopspxeHHs €C
ObmexeHHs1 3acTocyBaHHs (REACH, Ooaatok XVII):

3anuc 40
HauioHanbHa perynsatopHa iHcopmauis
MpodecinHi obmexeHHs: HoTtpumMyBaTtuca obmexeHHs TpyAoBOi AiSNbHOCTI, BiAMOBIAHO A0 3aKOHY
npo OXOPOHY npadi monogi (94/33/€C).
Knac HeGe3neku ans Boan 1 - noMipHun 3abpyaHioBaY Boan

(Himeuumna):

15.2. OuiHka 6e3neku pe4yoBUH

OuiHka 6e3neky peyoByH Y Ui CyMilli He NpoBogunacs.

PO3[iN 16: IHwa iHcdopmauis

3MiHn
Llen nacnopt 6e3nekn MiCTUTb 3MiHM 4O NONepeaHix Bepcin B posginax: 1,2,14,15.
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%

Knacudikauis cymiwen Ta 3actocoBaHoro metoay ouiHku 3rigHo CI'C

Knacudikauis Mpouenypa knacudikauii

Aerosol 1; H222-H229 Ha nigcrasi aaHnx BunpobosyBaHb

PeneBaHTHi H- i EUH-cbpa3u (Homep i noBHUIA TekeT)

H222 JlerkosanmucTti aepo3soni.

H229 MocyanHa 3HaxoamTbes nig TMCKOM. [pu HarpiBaHHI MOXe TPICHYTH.

EUHO18 IMig yac BMKOpUCTaHHSA MOXe CTBOPHOBATU 3aMMUCTY/BUOYXOBY CyMilll Mapy 3 NOBITPSIM.
EUHO044 Pnauk Bubyxy y pasi HarpiBaHHs y 3aMKHyTOMY NpOCTOPi.

Homep pepakuii: 2 - 3amiHtoe Bepcii: 1 UK Oara gpyky: 10.03.2023
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lHwa poparkoBa iHchopmauis

[OaHi B uboMy nacnopti 6e3neku BianoBigaTb TOMY PiBHIO 3HaHb, SIKOFO MU JOCAMMM Ha AeHb 34adi nacnopTy Ao
OpyKy. [HdopMaLiis noBUHHA criyryBaTy BamMm OCHOBO 4515 6e3ne4Horo noBogKeHHS 3 Ha3BaHUM y AaHOMY
nacnopti 6e3nekn NpoaykToMm nig Yac 36epiraHHsi, 06pobKkn, TpaHCNOPTYBaHHSA 1 yTunidadii. [laHi He cTocyloTbCA
iHWKMX npoaykTiB. OcKiNbky NpoayKT 3MilLyeTbCA abo NnepepobnseTbea 3 iHWMMKM MaTepianamu abo skwo byae

nignaratu obpo6bui, AaHi uiei iIHCTpyKUii 3 6e3nekn He MOXyTb OyTW NepeHeceHi Ha BUpOBNeHWn HOBUIM MaTepiarn,
SIKLLO MPO L€ YiTKO He 3a3Ha4eHo.

(Bidomocmi npo HebesneyHi pe4osuHu 6ymno y3smo 3 8idrnogidHo020 0cmaHHb020 YUHHO20 cepmucbikamy 6esmnexku
cybriocmayarnbHuKa).

Howmep pepakuii: 2 - 3amiHioe Bepcii: 1 UK Oara gpyky: 10.03.2023




