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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
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

2.2. YacTuHuM MapKyBaHHs
OOH-CI'C (ST/SG/AC.10/11/Rev.8)

CurHanbHe crnoBo: YBara

3a3HauveHHs ¢pakTopa HebGe3nekn

H227 ManbHa pignHa.
3a3HauyeHHs 3acTepKeHUX 3axoAiB
P210 TpumaTtn nogani Big Tenna, ickop, BiAKPUTOro BOTHIO, rapsavmx noBepxoHsb. KYPUTH
3ABOPOHEHO.
P280 BukopucToByinTe 3aXUCHI pyKaBUYKWN/3axXMCHUI oasar/3acobun onsa 3axmcTy oven/aacobu ans
3axmcTy o6nuyysi/3acobu Anst 3axXMcTy opraHiB Cryxy.
P403 36epirat B fO6pe BEHTUNBEOBAHOMY MiCLii.

2.3. IHwi cdhakTopm
BigcyTtHsa 6yab-sika iHdopmauis.

PO30l1 3: Cknaa/paHi npo iHrpeaieHTU

3.1. PeyoBuHM

XimiyHa xapaKkTrepucTuka
Cy6cTaHLis, opraHiyHuia

PO3[AlJ1 4: 3axoau nepLUOi MEAUYHOI AOMOMOTHU

4.1. Onuc Heo6xiAHMX 3axoAiB 3 HaAaHHA NepLIOoi 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. Ocob6nuBi hakTopy PU3NKY, AKEPEIIOM SIKUX € pe4oBUHa abo cymiw
He 3anmuctuin. Mapn MoXyTb yTBOPHOBaTK 3 NOBITPSIM BUOyXoHebe3neyHy cymil.

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

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

PO3[IJ1 6: 3axoau npu aBapintHOMy BUKUAI

6.1. UHauBigyanbHi 3axoam 6e3nekn, 3aXucHe obnagHaHHA Ta NOpPAOOK Ak y Haa3BUYaWHIn cuTyauil
3aranbHa iHopmauis
Hapgsaratu 3acobu iHaMBIQyanbHOro 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 Yac 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.

PO30l11 8: 3axoau 3meHLeHHs1 BNMBY/iHAMBIiAyanbHUA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axo4un 3MEeHLEeHHS BNnuBy

3axucHi i ririeHiuHi 3axoaun

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

3axucT pyk
Mig yac NoBogXEHHS 3 XiMiYHMMU poBOYNMK pedoBUHAMM, [O3BOSIEHO HOCUTU TiNbKM XiMiYHO CTilki, 3 CE-
MO3HaYKOH, BKIOYAKYN YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXMCHI pykaBu4Kkn. Bnbip xiMiuyHO CTinkmx
3aXMCHMX PYKaBUYOK 3aneXHO Bifl KOHLEHTpaUii i KinbkoCcTi Hebe3neyHnx pevyoBuH, Big cneundikn pobovoro
micus. PekomeHayeTbCs 3'acoByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHAa3BaHUX 3aXUCHUX PYKaBUYOK ANiS
cneuianbHOro 3actocyBaHHsA. PekomeHaoBaHi TOprosi Mapku 3axucHux pykasmdok KCL Dermatril P NBR
(HiTpinoswuin kay4yk)

3axucT wWwKipun
Mig yac po6oTn BAsraTy BiONOBIAHUIA 3aXUCHUI oasT.

3axucT guxanbHUX WNAXiB

TexHivyHa BeHTUNALiS poboyoro micust 3abe3neunTty JOCTaTHIO BEHTUMSALIK | NepioanyHe BUTSITyBaHHSA B
KPUTUYHUX TOYKAX.

PO3[IN1 9: disuko-ximiuHi BNnacTMBoCTi

9.1. IHopmauisas Npo 0CHOBHI hi3nKo-XiMiYHi BMacTUBOCTI

Di3nyHMIM cTaH:

Konip: 6e3b6apBHMI

3MiHeHHs pisn4yHOro craHy

Touyka TonneHHs/3amep3aHHsA: He TOYHUNI

Touka KMniHHS abo ToYka KUMiHHSA i 192 °C
Aiana3oH KUMiHHSA:

TemnepaTypa crnanaxy: 93 °C
3anmucrictb
TBEPAVI/PiOKNIA: HenpuaaTHUN
ras: HernpuaaTHUN
HwxHA rpaHmua BUOYXOBOCTI: 2,6 06. %
BepxHsi rpaHMus BUOYXOBOCTI: 12,6 06. %

TemnepaTtypa camo3anMaHHsA

TBEpAa pevoBUHa: HenpuaaTHUN
ras: HenpuaaTHUN
TemnepaTypa po3naay: He TOYHMN
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pH: He TOYHUNI
PO34YMHHICTb y iHWKNX PO3YMHHMKAX
He TOYHUI
KoediuieHT po3noainy n-oktaHon/soaa: He TOYHUN
Tuck napu: <=1100 hPa
(npun 50 °C)
LWinbHicTb: He TOYHMN
BigHocHa wWwinbHicTb napu: He TOYHUN

9.2. lHwa iHdopmauin

IHbopmauis npo knacu di3nyHoi Hebe3neku
OkucnioBarnbHi BNacTUBOCTI
He nigTpymye oroHb.

IHWi xapakTepucTUKn 6e3neku
3micT TBepgoro Tina: 1,0 %

LLBnakicTe BUNapoByBaHHSA: HE TOYHUN

PO3[AlJ1 10: CTiMKicTb Ta peakuinHa 3aaTHICTb

10.1. PeakuinHa 3aaTHICTb
Mpu kopucTyBaHHI | 36epiraHHi BianoBigHO A0 NONOXeHb HEe BUHMKAE XOOHMX Hebe3neyHnx peakuin.

10.2. XiMi4yHa CTiNKiCTb

3a yMoB 36epiraHHsi Npy HopMasibHUX HAaBKOSTMLLHIX TeMnepaTypax NpoAyKT cTabGinbHUA.

10.3. IMOBipHiCTb NpoTikaHHA He6Ge3neYHUX peakLin

He Bigomi xxogHi Hebe3neyHi peakuii.

10.4. YMoBU, AKNX Tpeba yHUKaTn
Hemae

10.5. HecyMicHi maTepianu, SKux cnig yHUKaTu
BigcyTHa byab-sika iHpopmauis.

10.6. He6e3ne4yHi NnpoayKTU po3knagy
He Bigomi >xxoaHi Hebe3neyHi NpoayKTy posknaay.

PO3[IN1 11: TokcukonorivHi gaHi

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

FocTpa TOKCUYHICTb

HasBHi gaHi cigyatb, Wo KpuTepii knacudikauii He BUKOHaHO.
Moppa3HeHHs Ta arpecuBHa Ais

HasiBHi gaHi ceigyaTb, Wo KpuTepii knacudikauii He BUKOHaHO.
CeHcunbinisyroua pais

HasiBHi gaHi ceigyaTb, Wo KpuTepii knacudikauii He BUKOHaHO.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Lo NopyLye penpoayKTUBHY 3A4aTHICTb, Aif)

HasiBHi gaHi ceigyaTb, Wo KpuTepii knacudikauii He BUKOHaHO.
MuTomMa TOKCUYHICTb ANA opraHy-MileHi 3a 0A4HOPa30BOi eKcno3uuii

HasBHi gaHi ceigyathb, WO Kputepii knacudikauii He BUKOHaHO.
MuToMa TOKCUYHICTb ANA opraHy-MilleHi 3a 6araTopa3oBoi eKcrno3uuii

HasiBHi gaHi cigyaTb, WO KpuTepii knacudikawii He BUKOHaHO.
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Hebe3neka BaonxaHHA
HasBHi gaHi cigyatb, Wo KpuTepii knacudikauii He BUKOHaHO.
[dopaTkoBi AaHi Woao BMNpo6yBaHb
PeuoBurHa He knacudikytoTecs sik HebesneyHa BignosiagHo o Mpasun (€C) Ne 1272/2008 [CLP].

PO3[IN 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHWIA.
12.2. CTiNkKicTb Ta 3gaTHICTL A0 GionoriyHoro posknagy

npoaykT He ByB nepesipeHuii.

12.3. BioHakonuyyBanbHUM NoTeHUian

NpoayKT He ByB NepeBipeHuii.
12.4. MoGinbHICTb Yy FPYHTI
NpoAyKT He ByB NepeBipeHuii.

12.6. BnacTMBOCTi pyWHiBHOro BNAUBY Ha €HAOKPUHHY CUCTEMY

Lis peyoBMHa He Mae BNacTMBOCTEN PYMNHIBHOIO BNANBY HA €HOOKPUHHY CUCTEMY HEUINbOBUX OpraHi3MiB.

12.7. IHWi Wkignuei BNAMBM
BigcyTHa byab-sika iHbopmauis.

3aranbHi 3ayBaXeHHsA
YHVKaTU BUBINbHEHHS Y AOBKINNS.

PO3[AlJ1 13: Po3rnaa nuTaHb 3 yTunisauii

13.1. MeTtoau yTunisauii Bigxoais

YTunisauis

He gonyckatu noTpannsaHHs 4O KaHanidauiHoOI cuctemu i y Bogommuia. YTunisauis 3rigHo 3 po3nopsiaXeHHAMU

opraHis Bnagu.

3abpyaHeHa ynakoBka
MoBoaMTUCS i3 3apaXkeHUMK ynakoBKamu, K i3 pe4OBUHOLO.

PO3[AlJ1 14: IHcbopmauifa 3 TpaHCNOPTYBaHHSA

Mopcbkui TpaHcnopt (IMDG)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
igeHTUdiKaLinHUh Homep:
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.
nepeBe3eHHi:
14.3. KaTteropis He6e3neku nig yac No dangerous good in sense of this transport regulation.
TPaHCMNOPTYBaHHA:
14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
NogiTpsaAHun TpaHcnopt (ICAO-TI/IATA-DGR)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
ineHTUdiKaLinHUh HoMep:
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
14.3. KaTeropisi He6e3neku nig yac No dangerous good in sense of this transport regulation.

TpaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna: No dangerous good in sense of this transport regulation.

14.5. HeGe3neku Ans HABKONULIHLOrO cepefoBULLa

WKIANMBO AJiA AOBKUIA: Hi
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14.6. Oco6nuBi 3acTepxeHi MeToau Ansi KOpUCTyBaYiB
BiacyTHsa 6yab-ska iHpopmauis.

14.7. MopcbKke TpaHCNOPTYBaHHA BeNIMKUMMU NApPTiAMU 3rigHo 3 iHcTpyMeHTamu IMO
HenpuaaTHUN

PO30l11 15: PerynatopHa iHchopMmaLisi

HauioHanbHa perynsatopHa iHcdopmauis

PO3[IN 16: IHwa iHdopmauis

3MiHun
Llen nacnopt 6e3nekun MiCTUTb 3MiHM 4O nonepeaHix Bepciv B posainax: 1.
CKopo4eHHsi 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 popnaTkoBa iHdopmauin
[OaHi B uboMy nacnopti 6e3neku BianoBigaTb TOMY PiBHIO 3HaHb, SIKOFO MU JOCAMMM Ha AeHb 34adi nacnopTy Ao
OpyKy. [HdopMaLiis noBUHHA criyryBaTy Bam OCHOBOLO A51s1 6e3ne4Horo NoBogKeHHS 3 HAa3BaHUM y JaHOMY
nacnopti 6e3nekn NpoaykToMm nig Yac 36epiraHHsi, 06pobKkn, TpaHCNOPTYBaHHS 1 yTunidadii. [laHi He cTocyloTbCA
iHWKMX npoaykTiB. OcKinNbky NpoayKT 3MilLyeTbCA abo NnepepobnseTbea 3 iHWMMKM MaTepianamu abo skwo byae

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