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PO30l1 1: IneHTUdikauia peyoBMHU/cymili i KoMmnaHii/niganpnemcTBa

1.1. lgeHTUdbikaTop NpoaAyKTY
VITABLOCS

[JopaTKoBi Ha3BU NPOAYKTY
VITABLOCS Mark I, VITABLOCS TriLuxe forte, VITABLOCS Real Life

pyna peyoBuH: Zwischenprodukt
1.2. BignoBigHi BcTaHOBMNEHi 06NacTi 3aCTOCYBaHHA pe4oBMHU abo cyMilli i 3acCTOCyBaHHA, peKOMeHAOBaHe
npotn
BukopucTaHHsA pe4yoBuHU/CyMiLli
Auxilary for manufacture of dental products KamiHb, rinc, uemeHT, BUpobu 3 ckna 1a kepamiku

1.3. [laHi npo nocTtayYanbHuKa y nacnopri 6esneku

KomnaHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Appeca: Spitalgasse 3
MicTo: D-79713 Bad Sackingen
Mn/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
BignosigansHuit Bigain: Regulatory Affairs

lHwa popaTkoBa iHcbopmauin
medical device

PO30IN 2: IneHTUdikauin dakTopiB pusmky

2.1. Knacudbikauisi pe4oBMHM 260 cyMiLli

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

2.2. YacTMHM MapKyBaHHA

2.3. IHwi drakTopu
BigcyTHsa 6yab-aka iHdopmauis.

PO3[AlJ1 3: Cknap/paHi npo iHrpeAieHTH

3.1. PeuoBuHM

XimiyHa xapakTepucTuka
KamiHb, rinc, uemeHT, BUpo6u 3 ckna Ta kepamiku

He6e3ne4Hi KOMNOHEHTU

He (BignosigHo o PernameHT (E€C) Ne 1907/2006 (REACH))

PO3[lJ1 4: 3axoau nepLUOi MeAUYHOI AOMOMOTrHU

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

Mpu BAUXaHHiI
3abe3neunTtn JOCTYN CBIXKOro NOBITPSI.
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Mpwn KOHTaKTi 3i WKipoto

3MUTK JOCTaTHBLOLO KiNnbkicTio BoaMm. | nonepiTe Nepes NOBTOPHUM BUKOPUCTAHHAM.

Mpwu KOHTaKTi 3 ounma

LLIBuako ob6epexHo i peTenbHO NPOMUTU Mig AyLem Ans oyer abo Boaot.

Mpwu 3akoBTYyBaHHi

TepmiHOBO NpononockaTt poT i 3annTK BESNMKO KiNbKiCTIO BOAW.

4.2. HancyTTreBiwi cumnTomu/echekTn rocTpoi gii

BigcyTHsa 6yab-aka iHdopmauis.

4.3. BKkazaHHAl Ha HeraHy Megu4yHy JONOMOrY Ta HeobXigHe ocobnuBe NiKyBaHHS

CvmMmnTOoMaTUYHE NiKyBaHHS.

PO30IJ1 5: NMpoTunoxexHi 3axoaun

5.1. 3acobu noxexoraciHHs

BionoBigHi 3aco6u noxexoraciHHA

BxuTn 3axomiB i3 raciHHS MOXeXXi 3aNeXHO Bifi OTOYEHHS.

5.2. Oco6nuBi (hakTopn PU3KKY, JXKEPENOM IKUX € PeYOBUHA abo cyMill

He 3anmuncTuin.

5.3. 3ano6ixHi 3axoau AN NOXeXHUKIB

Y Brunagky noxexi: BukopncroByBatu aBTOHOMHUIM AnXanbHWUA anaparT.

PO3[lJ1 6: 3axoau npu aBapintHOMy BUKUAIi

6.1. UuguBigyanbHi 3axoamn 6e3neku, 3axucHe obnagHaHHA Ta NOPAAOK Al y HaA3BUYaWHIN cuTyauii

3aranbHa iHdopmauis

YHUKaTV yTBOPEHHS nuiy. He Bauxatu nun.

6.2. EkonoriyHi 3ano6ixHi 3axoau

OcobnuBi 3axoam 3axXUCTy HaBKOMMULLHLOIO cepeaoBuLLa He 060B'A3koBi. 3abpyaHeHi npeameTy i nignory
FPYHTOBHO OYUCTUTM 3riAHO EKOMOriYHUX BUMOT.

6.3. MeToamu Ta maTtepianu ansa nokanisauii Ta OMULLUEHHSI

IHWi BigomocTi

3ibpaTn MexaHiyHo. 3 oTpMMaHMM MaTtepianom NoBOAUTUCS 3rigHO po3ainy Npo yTunisadito.

6.4. NMocunaHHA Ha iHWi po3ainu
BesneyHa obpobka: gusucs po3ain 7

IHamBiQyanbHi 3acobun 3axucTy: guBucs po3ain 8

YTunisauia: gusuca posgin 13

PO3[0lJ1 7: MoBoaXxeHHSA i 36epiraHHsA

7.1. 3ano6ixHi 3axoaun Ans 6e3ne4YHOro NOBOAXKEHHA 3 MaTepiasiomMm

PekomMeHpauii 3 npasun 6e3neku nig yac po6oTtun
OcobnuBi 3anobixHi 3acobu He 060B'A3KOBI.

Mopaaum wWwopao 3axXucTy NPOTU NOXEXi Ta BUOYXY
OcobnuBi 3axoau 3axucTy Bi Noxexi He 060B'sI3KOBI.

PekomeHpaaLii Woao 3aranbHOI ririeHn

3HATK 3abpyaHeHun oasr. MNMepen nepepsamu i B KiHUi po6oTn BUMUTK pykn. Ha poboyomy micui 3abopoHseTbes

icTn, NUTK, NanuTK, cakaTucs.

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

Homep pepakuii: 5 - 3amiHtoe Bepcii: 4
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Bumoru wopao npumiweHb AN cknaayBaHHSA | EMHOCTEN
36epiraT KOHTENHEP LLiNbHO 3a4YNMHEHUM.

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

7.3. Oco6nuBi kKiHUeBi cchepu 3acToCyBaHHSA

Auxilary for manufacture of dental products KamiHb, rinc, uemeHT, Bupobu 3 ckna Ta kepamiku

PO3[AlJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYanbHUIN 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLEeHHs BNAMBY

3axucHi i ririeHiuHi 3axoaun

3axucHi 3acobu ana ovyen/obnuyusa
3acTocoByBaTH 3axmcT o4ei/obnmyys. MNpoTUNUOBI 3aXUCHI OKYNsIpU

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 CTilikux
3aXMCHUX PYKaBUYOK 3anexHO BiJ KOHUEHTpaUil i KinbkocTi HeGe3neyHnx pevyoBuH, Big cneundikm poboyvoro
Micusi. PekoMeHOyeTbCS 3'ACOBYBaTH Y BUPOOHUKA XiMiYHY CTilKiCTb BULLIEHA3BAHMX 3aXUCHUX PYKaBUYOK A5is
cnewianbHOro 3aCTOCyBaHHS.

3axucT wWKipm
BrKoprCTaHHS 3aXMCHOTo Oasry.
3axucT guxanbHUX WNAXIB

3abe3neunTu 3axncT amxanbHux wnaxie. He Bguxatn nun. 3abesneunTtn 4OCTaTHIO BEHTUNSALIK | nepiognyHe
BUTANYBaHHA B KPUTUYHUX TOYKAX.

PO3[IN1 9: disuko-ximiuHi BNnacTMBoCTi

9.1. IHopmauisa Npo 0CHOBHI hi3nKo-XiMiuHi BNacTuBocCTi

Di3nyHMI CTaH: TBEpPAMMI

Konip:

3anax: 6e3 3anaxy

Touyka TonneHHs/3amep3aHHsA: He TOYHUNI

Toyka KMNiHHA abo TOYKa KUMIHHS i ?

aianasoH KUMiHHS:

3aiMunCTICTh: HE TOYHUN
HenpuaaTHUN

HwxHA rpaHmLa BUOYXOBOCTI: He TOYHMN

BepxHs rpaHunus BubyxoBoCTi: He TOYHUN

TemnepaTypa crnanaxy: ?

TemnepaTypa po3nagy: He TOYHUN

pH: He TOYHUN

PosumnHHicTb y BOA;: Hi

PO3UMHHICTb Y iHLIMX PO3YMHHMKAX

He TOYHUN
KoediuieHT po3noainy n-oktaHon/Boaa: He TOYHUN
Twuck napw: <=1100 hPa
(npu 50 °C)
WinbHicTb: 2,44000 g/cm?
BigHocHa wWwinbHicTb napu: HE TOYHUN
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9.2. IHwa iHdopmauin
IHcbopmauis npo knacu ¢isnyHoi HeGe3nekn
BnbyxoBi BnacTMBoCTi
MpoaykT He €: BubyxoHebeaneyHuii.
TemnepaTypa camo3anmaHHs
TBEpAa pevoBUHa: He TOYHUN
ras: HenpuaaTHUN
OkucntoBarnbHi BNacTUBOCTI
He nigTpymye oroHb.

IHWIi XxapakTepUcTUKN 6e3nekun
LLIBnakicTe BUNapoByBaHHSA: He TOYHUNI
3micT TBepgoro Tina: 100,0 %

PO3[AlJ1 10: CTiMKicTb Ta peakuinHa 3gaTHICTb

10.1. PeakuiriHa 3aaTHicTb
Mpu kopucTyBaHHiI | 36epiraHHi BianoBiAHO A0 NONOXeHb HEe BUHMKAE XOOHMX Hebe3neyHnx peakuin.

10.2. XiMmi4yHa CTiNKiCTb

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

10.3. IMOBipHiCTb NpOTikaHHA He6Ge3neYHUX peakuin

He Bigomi xxogHi Hebe3neyHri peakuii.

10.4. YMoBMU, IKMX Tpeba YHUKaTn
Hemae

10.5. HecyMmicHi maTepianu, ikux cnig yHUKaTu
BigcyTHsa byab-sika iHpopmauis.

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

PO3[IN1 11: TokcuKkonorivHi faHi

11.1. IHdbopmauia npo knacu Hebe3neku 3a BuU3HaYeHHAM PernameHTy €C Ne1272/2008

FocTpa TOKCUYHICTb
HasBHi gaHi cigyatb, WO KpuTepii knacudikauii He BUKOHaHO.
Moppa3HeHHs Ta arpecuBHa Ais
HasiBHi gaHi ceigyaThb, Wo KpuTepii knacudikauii He BUKOHaHO.
CeHcunbinisyroua pis
HasBHi gaHi ceigyath, WO KpuTepil knacudikawii He BUKOHaHO.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopylye penpoayKTUBHY 3A4aTHICTb, Aif)
HasBHi gaHi ceigyath, WO KpuTepiil knacudikaLii 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 eKcno3uuii
HasiBHi gaHi ceigyaTb, Wo KpuTepii knacudikawii He BUKOHaHO.
He6e3neka BOoNXaHHA
HasaBHi gaHi ceigyathb, WO kputepii knacudikauii He BUKOHaHO.
[opaTtkoBi AaHi woao BMnpo6yBaHb
PeyoBuHa He knacudikytoTecs sk HebeanedHa signosigHo Ao Mpasun (€C) Ne 1272/2008 [CLP].

PO30IJ1 12: EkonorivHi gaHi
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12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHWIA.

12.2. CTiNKicTb Ta 3A4aTHICTbL A0 6GionoriYyHoro posknagy
NpoayKT He ByB NepeBipeHuii.

12.3. BioHakonuyyBanbHUM NOoTeHUian

npoaykT He ByB nNepeBipeHuii.

12.4. MoGinbHICTb Yy FPYHTI
npoaykT He ByB nepeBipeHuii.

12.5. PesynbTtatu ouiHku PBT u vPVvB

OT1oT maTepuan He Bignosigae kpitepism PBT n vPvB, 3rigHo REACH, goaatok XIII.
npoaykT He ByB nepesipeHuii.
12.6. BnacTnBOCTi pyWHiBHOro BNAMBY Ha EHOOKPUHHY CUCTEMY
Lis peyoBrHa He Mae BNacTMBOCTEN PYMNHIBHOIO BNANBY HA €HOOKPUMHHY CUCTEMY HEUINbOBUX OpraHi3MiB.

12.7. lHWi WKigNuBi BNNIUBMK
BiacyTHa 6yab-aka iHpopmauis.

3aranbHi 3ayBaXXeHHs
YHVKaTU BUBINbHEHHSA Y AOBKINNS.

PO3[AlJ1 13: Po3rnaa nutaHb 3 yTunisauii

13.1. MeTtoau yTunisauii Bigxoais

YTunisauis
YTunisauis 3rigHo 3 po3nopsgKeHHAMN opraHiB Brnaau.

3abpypaHeHa ynakoBka
3MUTM OOCTaTHBLOLO KiNbKICTIO BOAMW. [MOBHICTIO BUKOPUCTAHY YNaKoBKY MOXHa yTUnisysatu.

PO3[IJ1 14: IHcbopmauifa 3 TpaHCNOPTYBaHHSA

HasemHun TpaHcnopTt (ADR/RID)

14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.

igeHTUdikauinHMM 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.
[ocTtaBka BHYTpiwHiMM BogHMMMU wnaxamu (ADN)

14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.

igeHTudikauinHMn 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.
Mopcbkui TpaHcnopt (IMDG)

14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.

ineHTHdikalinHun Homep:

14.2. HanexHa Ha3Ba npwu No dangerous good in sense of this transport regulation.

nepeBe3eHHi:
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14.3. KaTeropis 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.
MNogiTpssiHui TpaHcnopTt (ICAO-TI/IATA-DGR)
14.1. Homep OOH a6o No dangerous good in sense of this transport regulation.
ineHTHdikaLinHUn HoMep:
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.
nepeBe3eHHi:
14.3. KaTeropis He6e3neku 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 BENUKMMU 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 cymili

Po3nopspxeHHs €C

OaHi wopno Oupektuen 2012/18/€C Not subject to 2012/18/EU (SEVESO lII)
(SEVESO lll):

HauioHanbHa perynsatopHa iHdopmauis

Knac Hebe3nekn ons Boau - - He 3abpyaHoBaYy BoaM

(Himewumnna):
15.2. OuiHKa 6e3neku pe4yoBUH

[ns uiei pe4oBMHM He NpoBoAMNAacs OLiHKka 6e3neku.

PO3[AIN1 16: IHwa iHdopmauis

3MiHn
Llen nacnopt 6e3nekun mMicTUTb 3MiHM 4O nonepeaHix Bepcii B posainax: 1.
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CKOpo4eHHs 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%
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 europnen 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
CKkopo4eHHS 11 akpoHiMK HaBeAeHOo B Tabnuui Ha cawTi http://abbrev.esdscom.eu
lHwa popaTkoBa iHchopmauis
IHdopmauis BignoBsigae cy4acHoMy piBHIO 3HaHb. [1poTe BOHa He HaJae rapaHTii Woao BNacTMBOCTEN NPOAYKTY i
He Mae puanyHoi cunn. OTpyMyBay HaLOro NPoAYKTY Hece 0cobUCTY BiANOBIAANbHICTL 3a LOTPUMAHHS
iCHYIOUMX 3aKOHIB Ta BUMOT.
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