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PO34I11 1: IneHTUdbikauis pevoBMHU/CyMiLWi i kOMnaHii/nignpuemcTBa

1.1. laeHTUdikaTop NpoaYKTY
VITA ADIVA OXY-PREVENT
1.2. BignoBigHi BcTaHOBNEHi 06nacTi 3acTocyBaHHA pe4OBUHM ab0 CyMilli | 3acTOCcyBaHHA, peKOMeHAoBaHe
npotun
BukopucTaHHA pe4yoBUHU/CyMiLLi
Auxilary for manufacture of dental products

1.3. [laHi Npo nocTtaYyanbHUKa y NacnopTi 6e3neku

KomnanHis: VITA Zahnfabrik H. Rauter GmbH & Co. KG
M/C: 1338
79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 Tenecdpakc: +49(0)7761-562-299
EnektpoHHa agpeca: info@yvita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
1.4. TenedoH rapsyoi niHii: +49-(0)7761-562-0

lHwa popaTkoBa iHdopmauis
medical device

PO34I11 2: IneHTUikauis cpakTopiB pu3nKy

2.1. Knacudbikauisi pe4oBUMHM a60 cyMiLui

MpaBun (EC) Homep 1272/2008
Cymiw He HanexuTb Ao kaTteropii HebesnevHux srigHo Mpasun (€C) Ne 1272/2008.

2.2. YacTHU MapKyBaHHS

2.3. lHwWi dakTopm
BigcyTHsa 6yab-sika iHdopmalis.

PO3AlJ1 3: Cknap/aaHi npo iHrpegieHTH

3.2. Cymiwi

XimiyHa xapakTepucTuka
Cyb6cTaHLuisi, opraHivyHuim

PO3[IN 4: 3axoaun nepLuoi MegU4YHOT JonomMoru

4.1. Onuc HeoGXigHMX 3axoAiB 3 HaAaHHSA NepLoi MeAUYHOI Jonomoru

Mpwu BanxaHHi
3abe3neunTn 4OCTYN CBXKOrO NOBITPS.

Mpwn koHTaKTI 3i WKiporo
3MUTK [OCTaTHBLOM KinbKiCTO Boau. | nonepite nepes NOBTOPHUM BUKOPUCTAHHSM.

Mpu KOHTaKTi 3 ouMMa
LLIBnako o6epexHo i peTenbHO NPOMUTY Nifg Aylwem Anst oder abo BoAo.

Mpwu 3akoBTYBaHHI
TepMiHOBO NpoMonocKaTh poT i 3anuTK BENWKOLO KiNbKICTIO BOAW.

4.2. HancyTtTeBiwi cumntomu/edbekTu rocTpoi aii
BigcyTHsa Byab-sika iHdbopmauis.

4.3. BkazaHHA Ha HeraHy MeAW4YHyY JonoMory Ta HeobxigHe ocobnuBe NikKyBaHHSA
CvmMmnToMaTnYHE NiKyBaHHS.
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PO30I11 5: NMpoTunoxexHi 3axoamn

5.1. 3aco6u noxexoraciHHsi

BianoBigHi 3aco6u noxexoraciHHsA
B>xnTun 3axopiB i3 raciHHsA NoXexi 3anexHo Big OTOYEHHS.
5.2. Ocob6nuBi hakTopu pU3nKy, JKepernom AKMx € pe4yoBuHa abo cymilu
He 3anmunctui. MNapn MoXyTb yTBOPIOBATU 3 NOBITPAM BUOYXOHE6E3NeYHy CyMilLl.

5.3. 3anobixHi 3axoaun ANA NOXEeXHUKIB
Y Bunagky noxexi: BukopncroBysaT aBTOHOMHWUI AUXanbHUIA anapar.

HopaTtkoBi BKa3iBKu
[nsa 3axucTy nogewn i oxonogXeHHs MiCTKOCTeN B 30Hi HebGe3nekn BUKOPUCTOBYBATM CTPYMiHb BOAM LUMSIXOM
po36pu3kyBaHHS. 36ip 3a0pygHEHOT BOAM Bif NOXeXOraciHHS NPOBOAMTH OKpeMo. He 3nuBaTtu B kaHani3auito
abo y BogHi pesepByapum.

PO3[lJ1 6: 3axoau npu aBapiiHOMY BUKuUAi

6.1. UHguBigyanbHi 3axoau 6e3neku, 3aXxMcHe o6nagHaHHA Ta NOPAAOK AiK Yy Hag3BUYanHIK cuTyauii
Hapsaratn 3acobu iHOuBiayanbHOro 3axumcTy.

6.2. EkonoriyHi 3anobixHi 3axoaun
He gonyckatu noTpannsHHA 40 kaHani3auiHoi cuctemu i y BogomMuLa.

6.3. MeToau Ta maTepianu ansa nokanisawii Ta OMMLIEHHSA
3ibpaTtu 3 MaTepianamu, siki NOrMMHaOTb Bornory (MiCOK, KU3enbryp, 3B'A3yH4nIA KUCOTY, YHIBEpCanbHUN
3B'A3ytoumin matepian). 3 OTpMMaHuM mMaTtepianom NOBOAMTUCSA 3riAHO PO3ainy Npo yTunisauito.

6.4. MocunaHHA Ha iHWIi po3ainu
BesneuHa o6pobka: guBmcsa po3gin 7
IHouBigyanbHi 3acobu 3axucTy: gmBucs po3gin 8
YTunisauisa: ausuca posgin 13

PO3[IN 7: NMoBoaxeHHS i 36epiraHHA

7.1. 3ano6ixHi 3axoau ans 6e3nNe4HOro NOBOMAXXEHHS1 3 MaTepiasniom

PekomeHpauii 3 npaBun 6e3neku nig 4yac po6oTtun
OcobnuBi 3anobixHi 3acobu He 060B'A3KOBI.

Mopapau Wwoao 3axmucTy NPoTH NoXexi Ta BUBYXy
OcobnuBi 3axoau 3axuUCTy Bif, NOXeXi He 060B'A3KOBI.

7.2. YMoBUM 6e3nevyHoro 36epiraHHs, BKNKOYHO 3 yciMa BUNagKaMu HECYMiCHOCTI

Bumoru woao npuMmilleHb ANs cKnagyBaHHSA | EMHoOCTei
36epirati KOHTEWHEP LLINBbHO 3a4VHEHUM.

BkasiBku o0 cyMicHOro 36epiraHHs
Ocobnusi 3anobixHi 3acobun He 06OB'AA3KOBI.

7.3. Ocobnusi kiHUueBi cdhepu 3acTOoCyBaHHA

Auxilary for manufacture of dental products

PO31lJ1 8: 3axoan 3MeHLWweHHA BNAMBY/IHAUBIAYanbHUA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoaAu 3MEHLUEHHs1 BNMBY

3axucHi i ririeHiuHi 3axoaun
3HaTn 3abpyaHeHut ogdr. lNepen nepepBamu i B KiHUi po6oTn BUMUTK pykn. Ha poboyomy micLi
3abopoHsEeTbCA iCTU, NUTKU, NanNUTK, CAKaTUCS.
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3axucHi 3acobu gns oyen/o6nuyusa
3acTtocoByBaTu 3axuCT o4ern/obnmyys.

3axucT pyk

IMig yac NOBOAXEHHS 3 XiMIYHUMKU pOBOYMMM peYOBUHAMM, AO3BONIEHO HOCUTM TiMbKK XiMiYHO CTinki, 3 CE-
MO3HAYKOH0, BKIHOYAUM YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXWCHI pyKaBuYku. Bubip ximiyHO CTilikmnx
3aXMCHMX PYKaBMYOK 3anexXHO Bif KOHLEHTpaLii i KinbKOCTi Hebe3neyHnx pe4yoBurH, Big cneundikm poboyoro
micus. PekomeHOyeTbCA 3'coByBaTU y BUPOOHMKA XiMiUHY CTIiMKICTb BULLIEHA3BaHMX 3aXMCHUX PyKaBUYOK AN

cneuianbHoro 3actocyBaHHs. NBR (Hitpinosuii kayuyk)

3axucT wKipun
BrKopuCTaHHsi 3aXMCHOro oasry.
3axucT guxanbHUX WAAXiB

3abe3neunTn 3axucT amxanbHuX Waxie. BigkpuTy BikHa, WO6 3abe3neunt NpupoaHy BEHTURSALI.

PO34I1 9: ®i3uko-xiMi4Hi BNacTUBOCTi

9.1. IHdbopmauis Nnpo ocHOBHI i3MKO-XiMi4Hi BNacTUBOCTI

Di3nyHUM CTaH: Pigknn
Konip:

3anax: XapakTepHuin
pH:

3MiHeHHs di3nyHoro craHy
TemnepaTypa nnaBneHHs:

MouaTkoBa TOYKa KMNiHHSA i iHTepBan
KWNiHHA:

Temnepatypa cnanaxy:

3anmucTictb
TBEpaa pevoBmHa:

ras:
BubyxoBi BnactuBocTi
MpoaykT He €: BubyxoHebe3nevHui.

TemnepaTypa caMmo3aliMaHHA
TBepaa pevyoBuHa:
ras:

Temnepartypa posnagy:

OkucnoBanbHi BNacTUBOCTI
He nigTpymye oroHb.

Tuck napwm:

lycTuHa:

PO34MHHICTb Y IHWNX PO3YMHHMKaAX
He ToYHUIA

KoediuieHT po3gineHHs:
lyctuHa napwm:
LLiBnAakicTb BUNapoByBaHHS:

9.2. IlHwa iHdopmauis

3micT TBepaoro Tina:

HE TOYHUN

HE TOYHUN
192 °C

180 °C

HenpuaaTtHUn
HenpuaaTHUn

HenpuaaTHUn
HenpuaaTHun

HE TOYHUN

He TOYHUN

HE TOYHUN

HE TOYHUN
HE TOYHUN

He TOYHUN

HE TOYHUN

PO31IJ1 10: CrinkicTb Ta peakuiHa 3A4aTHICTb
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10.1. PeakuiHa 3gaTHicTb
Mpu kopucTyBaHHI i 36epiraHHi Bi4NOBIAHO 4O NOMNOXEHb HE BUHUKAE XOAHUX HEGE3ne4YHnX peakLin.

10.2. XiMmi4yHa CTiNKiCTb

3a ymoB 36epiraHHsa Npy HOpMarnbHUX HABKOMWLLHIX TemMnepaTypax NpoayKT cTabinbHuM.

10.3. IMOBipHicTb NpoTikaHHA Heb6e3neYHUX peakuin

He Bigomi >xxoaHi HeGe3neyHi peakuii.

10.4. YMoBM, IKMX Tpeba yHUKaTu
He/He

10.5. HecyMmicHi maTepianu, SsKMX cnig yHUKaTu
BigcyTHsa byab-aka iHdopmauis.

10.6. He6e3neyHi NnpoayKkTW po3knagy
He Bigomi >xxogHi HeGe3neyHi NnpoayKTu po3sknaay.

PO34I11 11: TokcuKonori4Hi gaHi

11.1. [laHi Npo TOKCMKONOriYHWUI BNAUB

FocTpa TOKCUYHICTb
HasiBHi gaHi cigyathb, WO KpuTepii kKnacudikauii He BUKOHaHO.

Moppa3HeHHs Ta arpecuBHa gis
HasBHi gaHi ceigyatb, WO KpuUTepil knacudikawii He BUKOHAHO.
CeHcubinisyroua gis
HasBHi gaHi ceigyatb, WO KpuTepil knacudikauii He BUKOHAHO.
CMR-pii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopyLlye penpoAyKTUBHY 3A4aTHICTb, Aif)
HasBHi gaHi ceigyatb, WO KpuTepil knacudikauii He BUKOHAHO.
MuToma TOKCUYHICTb ANA opraHy-MilleHi 3a 0oAHOPa30BOi eKcno3uuii
HasiBHi gaHi ceigyathb, WO KpuTepii kKnacudikauii He BUKOHaHO.
MuToMa TOKCUYHICTL ANA opraHy-miweHi 3a 6aratopa3oBoi eKkcno3uuii
HasiBHi gaHi cigyathb, WO KpuTepii Knacudgikauii He BUKOHaHO.
He6e3neka BAUXaHHs
HasiBHi gaHi cigyathb, WO KpuTepii knacudgikauii He BUKOHaHO.
[NopaTkoBi AaHi wWoao BUNpobyBaHb
Cymiw He knacudikytoTbes Sk HebeaneyHa BignosigHo fo PermamenTy €C 1272/2008 [CLP].

PO3[IN 12: EkonoriyHi gaHi

12.1. TokCcU4HIiCcTb
MponykT He €: EKOTOKCUYHMIA.
12.2. CrivkicTb Ta 3gaTHicTb 40 GionoriyHoro posknagy

npoaykT He ByB nepeBipeHni.

12.3. BioHakonnyyBanbLHWUI NoTeHLian

npoaykT He ByB nepesipeHui.
12.4. MoGinbHICTb Y FPYHTI
npoaykT He ByB nepeBipeHni.

12.5. PesynbraTtu ouiHkn PBT n vPvB
npoaykT He ByB nepesipeHni.

12.6. lHWi wkignuei echekTn
BigcyTHsa 6yab-aka iHdopmaLis.

3aranbHi 3ayBaXkeHHs
YHUKaTW BUBIMIbHEHHS Y AOBKINNA.
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PO34lJ1 13: Po3rnag nuTaHb 3 yTunisawii

13.1. MeTtoam yTunisauii Bigxogis

YTunisauin

He ponyckatu noTpannsHHA 40 kaHani3auiHoi cuctemu i y BogorimuLia. YTunisauia 3rigHo 3

PO3MNOpSIKEHHSIMU OpraHiB Bnagu.
3abpyaHeHa ynakoBka

3MUTK AOCTaTHBLOIO KirnbKIiCTIO BOAW. [OBHICTIO BUKOPUCTaHY YNakoBKY MOXHA YyTUMidyBaTu.

PO3[II 14: Indopmalis 3 TpaHCNOPTYBaHHA

HasemHun TpaHcnopt (ADR/RID)
14.1. OOH Ne:
14.2. HanexHa Ha3Ba npu

nepeBe3€eHHi:
14.3. Kateropisi He6e3neku nig yac

TPaHCNOPTYBaHHA:
14.4. NMakyBanbHa 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.

[octaBka BHYTpiWHiMU BoaHUMM winsaxamu (ADN)

14.1. OOH Ne:
14.2. HanexxHa Ha3Ba npu

nepeBe3eHHi:
14.3. Kateropisi He6e3neku nig yac

TPaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna:

Mopckkuin TpaHcnopTt (IMDG)
14.1. OOH Ne:
14.2. HanexHa Ha3Ba npu

nepeBe3eHHi:
14.3. Kateropisi He6e3neku nig yac

TPaHCNOPTYBaHHA:
14.4. NMakyBanbHa rpyna:

MNogitpsiHun TpaHcnopT (ICAO-TI/IATA-DGR)
14.1. OOH Ne:
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.

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.

14.5. He6e3neku Ans HABKONMULWHBLOIO cepegoBuULLA

WKIANMBO ANA AOBKINNA:

Hi

14.6. OcobnuBi 3acTepXxeHi MeToau ANst KOPUCTYBayiB

BigcyTHsa Byab-ska iHdopmauis.

14.7. TpaHCNOPTYBaHHA Y BeNUKUX KinbkocTax 3rigHo 3 JogaTtkom Il koHBeHuUii MARPOL 73/78 i kogekcy IBC

HenpuaaTtHUn

PO3AIJ1 15: PerynatopHa iHcdopmauis

Howmep pepakuii: 2
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15.1. HopmaTuBuM 3 OXOPOHM i ririeHu npadi i NPMPOOOOXOPOHHI HOPMaTUBMU/3aKOHOAABCTBO, XapaKTepHi Ans
uiei pe4yoBMHM 260 cyMiLli

PosnopsaxeHHsa €C

OaHi wopo Oupektusun 2012/18/€C Not subject to 2012/18/EU (SEVESO IlI)
(SEVESO lll):

HauioHanbHa perynaTopHa iHpopmauis

Knac HeGe3neku onsa Boau 1 - nomipHuiA 3abpyaHioBay Boau
(HimewunHa):

15.2. OuiHKa 6e3nekun pe4yoBUH

OuiHka 6e3nekn pevyoBuMH Y Ui CyMmiLli He NpoBoAunacs.

PO3AIJ1 16: IHwa iHcbopmauia

CKOpOYeHHSA Ta abpeBiaTypum
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%
CLP: Classification, labelling and Packaging
REACH: Registration, Evaluation and Authorization of Chemicals
GHS: Globally Harmonised System of Classification, Labelling and Packaging of Chemicals
UN: United Nations
DNEL: Derived No Effect Level
DMEL: Derived Minimal Effect Level
PNEC: Predicted No Effect Concentration
ATE: Acute toxicity estimate
LL50: Lethal loading, 50%
EL50: Effect loading, 50%
EC50: Effective Concentration 50%
ErC50: Effective Concentration 50%, growth rate
NOEC: No Observed Effect Concentration
BCF: Bio-concentration factor
PBT: persistent, bioaccumulative, toxic
vPVB: very persistent, very bioaccumulative
RID: Regulations concerning the international carriage of dangerous goods by rail
ADN: European Agreement concerning the International Carriage of Dangerous Goods by Inland Waterways
(Accord europien relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAQ: International Civil Aviation Organization
MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container
SVHC: Substance of Very High Concern
CKOpOoYeHHs 1 akpoHiMM HaBegeHo B Tabnuui Ha canTi http://abbrev.esdscom.eu
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lHwa popaTtkoBa iHcopmauia
IHdopmauis BignoBigae cydacHoMy piBHIO 3HaHb. [poTe BOHa He Hadae rapaHTili Woao BNacTMBOCTEN
NpoayKTy i He Mae puanYHoi cunn. OTpMMyBay HaLWOoro NPoAyKTy Hece 0cobuUCTy BiANOBIAANbHICTL 3a
OOTPUMAaHHS iCHYIOYMX 3aKOHIB Ta BUMOT.

(Bidomocmi npo HebesneyHi pedosuHu Byr1o y35imo 3 8idrnogidHO20 0CMaHHb020 YUHHO20 cepmucbikamy be3neku
cybriocmayvarnbHuka).
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