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PO34I11 1: IneHTUdbikauis pevoBMHU/CyMiLWi i kOMnaHii/nignpuemcTBa

1.1. lgeHTUdbikaTop NpoaykKTy
VITABLOCS

JopaTKkoBi Ha3BU NPOAYKTY
VITABLOCS Mark I, VITABLOCS TriLuxe forte, VITABLOCS Real Life

Ipyna peyoBuH: Zwischenprodukt
1.2. BignoBigHi BcTaHOBNEHi 06nacTi 3acTocyBaHHA pe4oBUHU abo CyMilli i 3acTOCyBaHHS, peKOMeHOAOoOBaHe
npoTu
BukopucTaHHA pe4yoBUHMU/CYyMiLLi
Auxilary for manufacture of dental products KamiHb, rinc, LemeHT, BUpobu 3 ckna Ta Kepamiku

1.3. [laHi Npo nocTtayanbHUKa y NacnopTi 6e3neku

KomnaHis: VITA Zahnfabrik H. Rauter GmbH & Co. KG
n/c: 1338
79704 Bad Sackingen
Tenecdoh: +49(0)7761-562-0 Tenedpakc: +49(0)7761-562-299
EnektpoHHa agpeca: info@yvita-zahnfabrik.com
IHTepHeT: www.vita-zahnfabrik.com
1.4. TenedoH rapa4oi niHii: +49-(0)7761-562-0

IHwa popaTkoBa iHopmauis
medical device

PO34lJ1 2: IneHTUdikaLis pakTopiB pU3nKy

2.1. Knacudikauisi pe4oBUMHM abo cyMiLui

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

2.2. YacTUHM MapKyBaHHs

2.3. IHwi dakTopun
BigcyTtHsa Byab-sika iHdopmauis.

PO30IN 3: Cknaa/paHi npo iHrpeaieHTu

3.1. PeuoBuHM

XimiuHa xapaKkrepucTuka
KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku

PO34lJ1 4: 3axoan nepwoi MeanYHOI JONOMOrU

4.1. Onuc Heo6XxigHUX 3axofiB 3 HaAaHHA NepLIoi MeANYHOI 4ONOMOrU

Mpwu BanxaHHi
3abe3neunTn JOCTYN CBIXXOro NOBIiTPS.
Mpwu KoHTaKTI 3i WKipoto
3MnUTK JOCTaTHBOI KiMnbKiCTio BoaW. | nonepiTe nepe NOBTOPHUM BUKOPUCTAHHAM.

Mpu KOHTaKTi 3 o4MMa
LLIBuako oGepexHo i peTensHO NPOMUTK Mig ywem A5is oder abo Bogoto.

Mpwu 3akoBTyBaHHiI
TepMiHOBO NpONOMNoOCcCKaTh PoT i 3anNnTK BEJTUKOHK KiNbKICTHO BOAM.
4.2. HancyTTeBiwi cumntomu/edekTn rocTpoi gii
BigcyTHsa Byab-sika iHdopmauis.
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4.3. BkazaHHAl Ha HeranHy MeguU4Hy oNOMOry Ta Heob6xigHe ocobnuBe NiKkyBaHHA
CvmMmnToMaTn4YHE NiKyBaHHS.

PO3[lJ1 5: MpoTunoxexHi 3axogun

5.1. 3aco6u noxexoraciHHsi

BiganoBiaHi 3aco6u noxexoraciHHs
BxuTun 3axoiB i3 raciHHA NOXeXi 3aNeXXHO Bifl OTOYEHHS.

5.2. OcobnuBi dhakTopu PU3UKY, DKEepPerioM SIKUX € pe4oBUHa abo cymill
He 3anmunctui.

5.3. 3anobixHi 3axoaun ANnsi NOXeXHUKiB
Y Bunagky noxexi: BukopncrtoBysaTt aBTOHOMHUI AMXarnbHUI anapar.

PO30l1 6: 3axoau npu aBapiiHOMy BUKUAi

6.1. UugmBigyanbHi 3axoau 6e3nekn, 3axMcHe obnagHaHHA Ta NOPAAOK AiM Y HaA3BUYaNHIN cuTyauii
YHuKaTn yTBOpEHHsa nuny. He Bguxatun nun.

6.2. EkonoriyHi 3ano6ixHi 3axogu
OcobnuBi 3axoam 3axMCTy HAaBKOSMLIHLOMO CepefoBuLLa He 060B'A3KOBI. 3a0pyaHeHi npeameTy i mignory
FPYHTOBHO OYMUCTUTU 3ri4HO €KOMOFYHMX BUMOT.

6.3. MeToau Ta maTepianu AnA nokanisauii Ta OYULLEHHA
3ibpatn mexaHiyHO. 3 OTpMMaHMM MaTtepianom NOBOAMTUCS 3riAHO PO3AiNY NPO yTWmi3aLito.

6.4. MocunaHHA Ha iHWi po3ainu
BeaneyHa o6pobka: gueucsa posain 7
IHaMBiQyanbHi 3acobu 3axucTy: anBucs po3sain 8
YTunisauisa: gusucs posgin 13

PO3AIJ1 7: NMoBopXeHHs i 36epiraHHA

7.1. 3anobixHi 3axoamn Ans 6e3ne4YHOro NOBOMXEHHS 3 MaTepianom

PekomeHpauii 3 npaBun 6e3neku nig yac po6oTun
OcobnuBi 3anobixxHi 3acobn He 060B'A3KOBI.

Mopaawu woao 3axucTy NPOTHU NOXKeXi Ta BUGYXY
OcobnuBi 3axoam 3axuCTy Bif, NOXeXi He 0OOB'sI3KOBI.

7.2. YMoBM 6e3ne4yHoro 36epiraHHsA, BKIHOYHO 3 yciMa BUNagkamMmu HECYMiCHOCTI

Bumoru wopno npumilleHb Ans cKknagyBaHHA | EMHOCTEN
36epirati KOHTEWHEP LUINBHO 3a4YHEHUM.

Bka3ziBku WwWoao cymicHoro 36epiraHHsA
OcobnuBi 3anobixHi 3acobn He 060B'A3KOBI.

7.3. Ocobnusi kiHUueBi cdhepu 3acTOCyBaHHA

Auxilary for manufacture of dental products KamiHb, rinc, uemeHT, BUpobu 3 ckna Tta kepamiku

PO31IJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYyanbHUA 3aXUCT

8.1. KoHTponbHi napameTpun

8.2. 3axoau 3MeHLIeHHA BNMBY

3axucHi i ririeHiuHi 3axoaun
3HATK 3abpyaHeHnii ogsr. MNepen nepepBamu i B KiHLi poboTn BUMUTK pykn. Ha pobodomy micLi
3ab0pOHAETLCS ICTU, NUTK, NANUTK, CAKaTUCS.

3axucHi 3acoou ansa ovyen/oonuyyun
3acTocoByBaTK 3axuUCT o4en/obnumyys. MpoTUnMnoBi 3axXmUcHi OKynsipu
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3axucT pyk

Mig Yac NoBOKEHHS 3 XiMIYHMMK POOOYMMKN peHOBMHAMM, [O3BONIEHO HOCUTU TiflbKM XiMiYHO CTilki, 3 CE-
MO3HAYKOI0, BKIOYaUM YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXMCHI pyKaBnyku. Bubip ximiyHO CTilikmnx
3aXMCHUX PYKaBUYOK 3anexHO Big KOHLEHTpaLil i KinbkocTi Hebe3nevyHnx pedyoBuH, Big cneumaikn poboyoro
micus. PekomeHOyeTbCA 3'ACOByBaTU y BUPOOHMKA XiMiYHY CTIiMKICTb BULLIEHA3BaHMX 3aXMCHUX PyKaBUYOK Ans

creujianbHOro 3acTOCyBaHHS.

3axucT wKipun
BukopucTaHHs 3axXMCHOro oasry.
3axucT guxanbHUX WAXiB

3abe3neunTn 3axucT anxanbHux WwWnsxie. He sanxatu nun. 3abesneuntn 4OCTaTHIO BEHTUNSALIO | nepiognyHe

BUTATyBaHHA B KOUTUYHNX TOYKaX.

PO34I1 9: ®i3uko-xiMi4Hi BNacTUBOCTi

9.1. IHbopmaLis NpPo OCHOBHI hi3nko-ximiyHi BMacTUBOCTi

Di3NYHUN CTaH: TBEPAUN
Konip:

3anax: 6e3 3anaxy
pH:

3MiHeHHs pisnyHoro crany
Temnepatypa nnaBneHHs:

lMoyaTkoBa TOYKa KMMiHHSA | iHTepBan
KVNiHHA:

Temnepatypa cnanaxy:
3anmucTicTb

TBEpAa pevyoBuHa:

ras:
Bu6yxoBi BnactuBocTi

MpoaykT He €: BubyxoHebesneyHun.
HwxHA rpaHnus BuByxoBOCTi:
BepxHs rpaHuus BubyxoBocCTi:
TemnepaTypa camo3aMaHHSA

TBepaa pe4vyoBuHa:
ras:

Temnepartypa posnagy:

OKucnoBanbHi BNacTMBOCTI
He nigTpnmye oroHs.

Tuck napu:

(npu 50 °C)
lyctuHa:
PosuunHHicTb y BOAi:

PoO34MHHICTb Y IHWNX PO3YMHHMKaX
He ToYHUNA

KoediuieHT po3gineHHs:

lyctnHa napwm:

LLisnakicTe BUNapOBYBaHHS:
9.2. IHwa iHdopmauisa

3micT TBepgoro Tina:

HE TOYHUN

HE TOYHUN
?

HE TOYHUN
HenpuaaTtHUn

HE TOYHUN
HE TOYHUN

He TOYHUN
HenpuaaTHUn

HE TOYHUN

<=1100 hPa
2,44000 g/cm?

Hi

HE TOYHUN
HE TOYHUN

HE TOYHUN

100,0 %
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PO3AIJ1 10: CrinkicTb Ta peakuiiHa 3A4aTHICTb

10.1. PeakuiiHa 3aaTHicTb
Mpu kopucTyBaHHI i 36epiraHHi BiANOBIAHO 4O MNONOXEHb HE BUHUKAE XOAHNX HeGe3neyHnx peakuin.

10.2. XimiyHa CTiNKicTb

3a ymoB 36epiraHHs Npy HopMarbHUX HABKOSMULLHIX TeMnepaTypax NpoayKT cTabinbHu.

10.3. IMOBipHiCcTb NpoOTiKaHHA He6e3neYHUX peakuin

He Bigomi >xxofHi HeGe3neyHi peakuii.

10.4. YMoBU, IKUX Tpeba yHUKaTn
He/He

10.5. HecyMmicHi maTepianun, SsKMX cnig yHUKaTu
BigcyTtHsa 6yab-ska iHdopmauis.

10.6. He6e3neyHi npoayKkTH posknagy
He Bigomi >xoaHi HeGe3neyHi NpoayKTK po3sknaay.

PO34IN 11: TokcuKonori4vHi gaHi

11.1. [laHi NpO TOKCMKOMNOTriYHUIA BNJUB

FocTpa TOKCUMYHICTb
HasBHi gaHi ceigyatb, WO KpuTepil knacudikawii He BUKOHaAHO.

Moppa3HeHHsA Ta arpecuBHa gia
HasiBHi gaHi cigyathb, WO KpuTepii knacudikauii He BUKOHaHO.
CeHcubinisytoya gis
HasiBHi gaHi cigyathb, WO KpuTepii knacudikauii He BUKOHaHO.
CMR-gaii (kaHUeporeHHa, MyTareHHa i Taka, Lo NopyLly€e penpoayKTUBHY 3AaTHICTb, Aif)
HasiBHi gaHi cigyathb, WO KpuTepii knacudikauii He BUKOHaHO.
MuToMa TOKCUMYHICTL ANA opraHy-MileHi 3a ogHOPa30BOi eKcno3uuii
HasBHi gaHi ceigyathb, WO KpuTepii knacudgikauii He BUKOHaHO.
MuToma TOKCMYHICTL ANA opraHy-MilleHi 3a 6araTopa3oBoi eKcno3uuii
HasBHi gaHi cigyathb, WO KpuTepii knacudikauii He BUKOHaHoO.
Hebe3neka BouxaHHA
HasaBHi gaHi ceiguatb, WO KpuUTepil knacmdikawii He BUKOHAHO.
[opaTtkoBi AaHi Woao BUNpobyBaHb
PeuoBuHa He knacudikytoTbes Sk HebeaneyHa BignosigHo Ao MNpasun (E€C) Ne 1272/2008 [CLP].

PO34I11 12: EkonoriyHi gaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHMIA.
12.2. CTiNkKicTb Ta 3A4aTHICTb A0 6GioNnoriyHoro posknagy

npoaykT He ByB nepesipeHuit.
12.3. BioHakonuyyBanbLHUWA NOTeHUian
npoaykT He OyB nepeBipeHui.

12.4. MoGinbHICTb Y rPYHTI
npoaykT He ByB nepeBipeHuit.

12.5. Pe3ynbsraTtu ouiHkn PBT n vPvB
npoaykT He ByB nepeBipeHui.

12.6. IHWi wkignuei edekTn
BigcyTHs byab-sika iHdopmauis.
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3aranbHi 3ayBaXkeHHs
YHUKaTK BUBINbHEHHSA Yy OOBKINMS.

PO3AlJ1 13: Po3rnaa nutaHb 3 yTunisawii

13.1. MeTtogm yTunisauii Bigxogis

YTunisauis

YTunisauis 3rigHo 3 po3nopsaaXKeHHsIMU OpraHie Bnaaw.

3abpyaHeHa ynakoBka

3MUTK AOCTaTHBLOM KirNbKICTIO BOAW. [OBHICTIO BUKOPUCTaHY YNakoBKY MOXHA YyTUMidyBaTu.

PO31I11 14: IHcdhopmaLis 3 TpaHCNOPTYBaHHA

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

nepeBe3€eHHi:
14.3. Kateropisi He6e3neku nig yac

TPaHCMOPTYBaHHA:
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 BHYTpiWHiM1 BoaHUMM winsxamu (ADN)

14.1. OOH Ne:
14.2. HanexHa Ha3Ba npu

nepeBe3eHHi:
14.3. Kateropisi He6e3neku nig yac

TPaHCNOPTYBaHHA:
14.4. NakyBanbHa rpyna:

Mopcbkumn TpaHcnopt (IMDG)
14.1. OOH Ne:
14.2. HanexHa Ha3Ba npu

nepeBe3€eHHi:
14.3. Kateropisi He6e3neku nig yac

TPaHCNOPTYBaHHA:
14.4. NMakyBanbHa rpyna:

MNogiTpsinun TpaHcnopt (ICAO-TI/IATA-DGR)
14.1. OOH Ne:
14.2. HanexHa Ha3Ba npu

nepeBe3€eHHi:
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 HABKONMULWHLOIO cepegoBuULIA

WKIANMBO ANA AOBKINA:

Hi

14.6. OcobnuBi 3acTepXxeHi MeToan ANsi KOPUCTYBaYviB

BigcyTtHsa Byab-sika iHdopmauis.

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

HenpuaaTtHUn
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PO3AI11 15: PerynatopHa iHdopmauis

15.1. HopmaTuBM 3 OXOPOHM i FirieHu Npawi i NPMPOAOOXOPOHHI HOPMaTUBU/3aKOHOAABCTBO, XapaKTePHi Ans
uiei peyoBuHM abo cymiwi

PosnopsaxeHHsa €C

Hani wopo Aunpektusn 2012/18/€C Not subject to 2012/18/EU (SEVESO llI)

(SEVESO lll):

HauioHanbHa perynatopHa iHbopmauis

Knac HeGe3neku onsa soau - - He 3abpyaHioBay Boam
(HimewunHa):

15.2. OuiHKa 6e3nekn pe4yoBUH

[ns uiei pe4oBNHM He NpoBoAMacs oLjiHka 6e3neku.

PO30IN 16: IHwa iHdopmauis

CKopoYeHHSA Ta abpesBiaTypu
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 europiien relatif au transport international des marchandises dangereuses par voies de navigation
intvirieures)
EmS: Emergency Schedules
MFAG: Medical First Aid Guide
ICAO: 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
Ckopo4eHHs 11 akpoHiMK HaBedeHo 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 HaLWOro NPoAyKTy Hece 0COBUCTY BiANOBIAANBHICTL 3a
OOTPUMAaHHS iCHYIOYMX 3aKOHIB Ta BUMOT.

Homep pepakuii: 2 UK [ara apyky: 21.04.2020



