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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITA INTERNO Fluid

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
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
PeuoBurHa He HanexuTb Ao kaTeropii HebeanevHux 3rigHo Mpaeun (E€C) Ne 1272/2008.

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 nepLuoOi MeAUYHOI AOMOMOTHU

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

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

Mpu 3aKkoBTYyBaHHiI
TepMiHOBO MpPOMNONocKaTh POT i 3anNUTK BENMKOK KiNbKICTIO BOAW.
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4.2. HancyTtTreBiwi cumntTomu/echekTn roctTpoi gii
BigcyTHa byab-sika iHpopmauis.

4.3. BkazaHHA Ha HeranHy MeguW4Hy ONOMOryY Ta Heo6XxigHe 0coGnuBe NiKkyBaHHA
CvmMnTOoMaTUYHE NiKyBaHHS.

PO3[IJ1 5: MpoTunoxexHi 3axoaun

5.1. 3aco6u noxexoraciHHs

BiganoBigHi 3aco6u noxexoraciHHA
BxuTun 3axomiB i3 raciHHs NOXeXXi 3aNeXHO Bif OTOYEHHS.

5.2. Ocob6nuBi chakTopu pU3nKy, AXKepenom sKMx € pe4oBuHa abo cymiuw
He 3anmuctuin. Mapn MoXyTb yTBOPIOBaTK 3 NOBITPSIM BMOyXxoHebe3neyHy cymilu.

5.3. 3ano6ixHi 3axoaun AN NOXeXHUKIB
Y Brnagky noxexi: BukopncroByBatu aBTOHOMHUI AnxXanbHUA anaparT.

OopaTtkoBi BKa3iBKu
[nsi 3axucTy nogew i 0XonoXeHHs MICTKOCTeN B 30Hi Hebe3neky BUKOPUCTOBYBATU CTPYMiHb BOAM LUNSXOM
po36pun3kyBaHHsi. 36ip 3abpyaHeHOT BoaM Bi NOXeXoraciHHs NpoBoAWUTU OKpeMo. He 3nuBaTtu B kaHanisadito abo
y BOAHI pe3epByapu.

PO30I11 6: 3axoau npu aBapintHOMy BUKUAi

6.1. UHguBigyanbHi 3axoam 6e3nekn, 3aXxMcHe o6nagHaHHA Ta NOPAAOK AiK Yy Haa3BUYaKHIn 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 MmaTepianu ana nokanisauii Ta oMULLEHHS

IHWi BigomocTi

3ibpaTu 3 maTepianamu, Ski NOrNMHaKTL BOMory (MiCOK, KU3enbryp, 3B'A3y4Min KUCNOTY, YHIBepcarnbHUii
3B'A3yt0uni matepian). 3 oTpMMaHMM mMaTtepianom NoBOAUTUCS 3rigHO po3ainy Npo yTunisadito.
6.4. NocunaHHA Ha iHWI po3ainu
BesneyHa obpobka: gusucs po3ain 7
IHamBigyanbHi 3acobu 3axucTy: AmBucs po3ain 8
YTunisauisa: aueuca posgin 13

PO3[lJ1 7: MoBoaXxeHHSA i 36epiraHHA

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

PekomeHAaauii 3 npaBun 6e3nekun nig yac po6otu
OcobnuBi 3anobixxHi 3acobn He 06OB'A3KOBI.

Mopapu Wwoao 3axucTy NPOTU NOXKeXi Ta BUGYXY
OcobnuBi 3axoan 3axUCTy Bif NOXeXi He 0OOB'sI3KOBI.

PekomeHAaauii wopao 3aranbHOI ririeHn
3HATU 3a6pyaHeHun oasr. Mepen nepepBamum i B KiHUi poboTu BUMUTK pyku. g 4ac po6oTy 3a60pOHSIETLESA iCTH i
nuTw.

7.2. YMoBM 6e3neyvyHoro 36epiraHHsa, BKNOYHO 3 yciMa BUnagkaMu HecyMicHOCTI

Bumoru wopao npumilieHb AN cKnaayBaHHA | EMHOCTEN
36epiraT KOHTENHEP LLiNbHO 3a4YNHEHUM.

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

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk Oara gpyky: 14.08.2023
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7.3. Oco6nusi KiHUueBi cchepyn 3acTOCyBaHHA

BukopucTaHHs B SIKOCTi TabopaToOpHOro peakTuey

PO3[l11 8: 3axoau 3meHLeHHs BNMBY/iHAMBIiAyanbHUA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axo4un 3MEHLEeHHS BNIuBy

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu ana ovyen/obnuyusa
3acTocoByBaTH 3axmCT oven/obnmnyys.

3axucT pyk

Mig yac NOBOAXKEHHS 3 XiMiYHMMU poBOYNMK pedOBUHAMM, JO3BOSIEHO HOCUTU TiNbKM XiMiYHO CTilki, 3 CE-
MO3HaYKOH, BKIOYAKYN YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXMCHI pykaBu4ikn. Bubip xiMiyHO CTinknx
3aXMCHMX PYKaBUYOK 3aneXHO Bifl KOHLEHTpaUii i KinbkoCcTi Hebe3neyHnx pevyoBuH, Big cneundikn pobo4voro
micus. PekomeHayeTbCs 3'acoByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHAa3BaHUX 3aXUCHUX PYKaBUYOK ANiS
cneuianbHOro 3actocyBaHHsA. PekomeHaoBaHi TOprosi Mapku 3axucHux pykasmdok KCL Dermatril P NBR

(HiTpinoBuin kay4yk)
3axucT wKipun

Mig yac po6oTn BAAraTv BiONOBIAHUIA 3aXUCHUI OasT.
3axucT guxanbHUX WNAXIiB

TexHivyHa BeHTUNALiS poboyoro micust 3abe3neunTn JOCTaTHIO BEHTUMSALIK | NnepioanyHe BUTSIryBaHHSA B

KPUTUYHUX TOYKaX.

PO3[IN1 9: disuko-ximiuHi BNnacTMBoCTi

9.1. IHhopmauisas Npo 0OCHOBHI hi3nKO-XiMiYHi BMacTUBOCTI

Di3nYyHUIN cTaH:

Konip: 6e3bapBHMN
Touka TonNeHHs/3amep3aHHS:

Touka KuniHHA abo ToYka KUMIHHS i

aianasoH KUMiHHSA:

3anmucTicTb:

HwxHs rpaHuus BUGYXOBOCTI:
BepxHa rpaHunus BubyxoBocTi:
TemnepaTypa cnanaxy:
TemnepaTypa po3nagy:
pH:
PO3YMHHICTb Yy iHLWMX PO34YMHHMKaX
HE TOYHUN

KoediuieHT po3noainy n-oktaHon/soaa:
Tuck napu:

(npn 50 °C)
LWinbHicTb:
BigHocHa wWinbHicTb napwu:

9.2. IHwa iHdopmauisn

HE TOYHUN
192 °C

HenpuaaTHUn
HenpuaaTHUn
2,6 00. %
12,6 06. %
93 °C

He TOYHUN

He TOYHUN

HE TOYHUN
<=1100 hPa

HE TOYHUN
HE TOYHUN

Howmep pepakuii: 5 - 3amiHtoe Bepcii: 4 uk

Oara gpyky: 14.08.2023
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IHcpopmauin npo knacu ¢isnyHoi HebGeanekn
TemnepaTypa camo3ariMaHHs
TBEepAa peyvoBumHa: HenpuaaTHUN
ras: HenpuaaTHUN
OkucrnitoBanbHi BMacTUBOCTI
He nigTpymye oroHb.

IHWi xapakTepucTUKn 6e3neku
LLiBnakicTe BUNapoBYyBaHHSA: HE TOYHUN
3micT TBepgoro Tina: 1,0 %

PO3AlJ1 10: CTiMkicTb Ta peakuinHa 3a4aTHICTb

10.1. PeakuiHa 3AaTHIiCTb

Mpu kopucTyBaHHiI i 36epiraHHi BianoBiAHO A0 NONOXEHb HEe BUHMKAE XOOHMX Hebe3neyHnx peakLuin.

10.2. XiMi4Ha CTiNKiCTb

3a yMoB 36epiraHHsi Mpy HopMasibHUX HAaBKOSTMLLHIX TeMnepaTypax NpoAyKT cTabinbHUi.

10.3. IMOBipHiCTb NpoOTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxogHi Hebe3neyHi peakuii.

10.4. YMoBU, AKNX Tpeba yHUKaTn
Hemae

10.5. HecyMmicHi MaTepianu, skux cnig yHMKaTu
BigcyTtHsa 6yab-aka iHdopmauis.

10.6. HebGe3neuHi npoaAyKTn po3knagy
He Bigomi >xoaHi Hebe3neyHi NnpogykT po3knaay.

PO3[IN1 11: TokcuKkonorivHi gaHi

11.1. IHdbopmauis npo knacu Hebe3neku 3a BU3HaYeHHAM PernameHTy €C Ne1272/2008

FocTpa TOKCUYHICTb
HasBHi gaHi ceiguatb, WO KpuTepii knacudikawii He BUKOHaHO.
Moapa3HeHHs Ta arpecuBHa Ais
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
CeHcubinisyroua pis
HasiBHi gaHi ceigyaTb, Wo KpuTepii knacudikauii He BUKOHaHO.
CMR-pii (kaHUueporeHHa, MyTareHHa i Taka, Lo nopyluye penpoayKTUBHY 3AaTHICTb, Ais)
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikauii He BUKOHaHO.
NMuTomMa TOKCUYHICTb ANA opraHy-MilleHi 3a oA4HOpPa30Boi eKcno3uuii
HasBHi gaHi ceiguath, WO KpuTepii knacudikawii He BUKOHaHO.
MuToMa ToKCUYHICTb ANA opraHy-MilleHi 3a 6araTopa3oBoi eKcrno3uuii
HasiBHi gaHi cigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
Hebe3neka BagnxaHHA
HasiBHi gaHi ceigyaTb, 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. CTivkicTb Ta 3gaTHiCTb Jo GionoriyHoro posknagy

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4 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 Y rPYHTI

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

opraHis Bnagu.
3abpypHeHa ynakoBkKa

MoBoauTuCs i3 3apaxxeHnmm ynakoBkamu, AK i3 peyoBMHOI0.

PO3[IJ1 14: IHcbopmauifa 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. KaTeropis 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.

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4
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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.

Homep pepakuii: 5 - 3amiHtioe Bepcii: 4 uk Oara gpyky: 14.08.2023



