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Po3gin 1. IaeHTUdikauia ximiyHoI npoAykLii Ta BUpobHMKa abo nocTtayanbHUKa

1.1. lgeHTHUdikadis ximivyHoi npoaykuii
VITAYZ® Blocs, Discs

[JopaTKoBi Ha3BU NPOAYKTY
VITAYZ T white, VITAYZ T color, VITA YZ HT white, VITA YZ HT color, VITA YZ XT white, VITA YZ XT color,
VITA YZ XT multicolor, VITA YZ ST white, VITA YZ ST color, VITA YZ ST multicolor, VITA YZ MULTI
TRANSLUCENT
1.2. BignoBigHi BU3Ha4YeHi BuAN BUKOPUCTaHHA XiMi4HOI NpoayKLii Ta HepeKoMeHAoBaHi a60 3a60poHEeHI
BUAU BUKOPUCTAHHSA
BukopucTtaHHsa pevoBuHU/CyMiLli
KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku Auxilary for manufacture of dental products

1.3. laeHTUdikauia BUpo6HUKa Ta /abo nocTavanbHUKa

KomnanHis: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Appeca: Spitalgasse 3
MicTo: D-79713 Bad Spackingen
n/c: 1338
D-79704 Bad Spackingen
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
IHTEepHeT: www.vita-zahnfabrik.com
BignosiganeHui Bigain: Regulatory Affairs

IHwa popaTkoBa iHpopmauin
medical device

Po3gin 2. IneHTUdikauis He6e3nekun

2.1. Knacudbikauisi XimiyHOi pe4oBMHU abo cyMiLli

MNpaBun (EC) Ne 1272/2008
PeyoBnHa He HanexunTb Ao kaTteropii HebeaneyHux srigHo Mpasun (EC) Ne 1272/2008.

2.2. EnemeHTM NonepemxyBanbHOro MapKyBaHHSsA

2.3. IHwWi HeGe3nekun
BigcyTHsa Byab-sika iHdopmauis.

Po3gin 3. Cknaa ximivuHOI NnpoAykKLuii Ta iH(pbopMaLisi Npo KOMNOHEHTH

3.1. XimiyHi pe4oBUHU

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

BaxnuBi KOMNOHEHTH

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

Po3pin 4. 3axoaun nepLoi gonomMoru

4.1. Onuc 3axogiB nepLuioi 4ONOMOru
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Mpwu BanxaHHi
3abeaneunTtn JOCTYN CBIXKOro NOBITPS.

Mpwn KOHTaKTi 3i WKipoto
3MUTK [OCTaTHLOLO KiNbKiCTIo BoAW. | monepiTe nepes NOBTOPHUM BUKOPUCTAHHSIM.

Mpu KOHTaKTi 3 ounma
LLIBuako o6epexHo i peTenbHO NPOMUTH Mig AyLem Ans oyer abo Boaot.

Mpwu 3akoBTYBaHHI
TepmiHOBO NpononockaTt poT i 3annTK BESMKO KiNbKiCTIO BOAW.

4.2. HanbinbLw BaXnuei rocTpi Ta BigCTpPo4eHi CAMNTOMM i Hacnigku
BigcyTHsa 6yab-aka iHdopmauis.

4.3. BkasiBka W00 Heo6XiAHOCTi HalaHHA EKCTPEHOI MeAMYHOI JONOMOrU Ta Wo/AOo cneuianbHOro NikyBaHHsA
CumMnToMaTHYHe NikyBaHHS.

Po3gin 5. 3axoam noxeXxHoi 6e3nekun

5.1. 3acobu noxexoraciHHs

BianoBiaHi 3acobu noxexoraciHHsA
BxuTn 3axoaiB i3 raciHHS MOXeXXi 3aNeXXHO Bifl OTOYEHHS.

5.2. CneumdiyHa Hebe3neka, sika Moxe ByTu cnpuyYMHEHa XiMiYHOK NPOoAYKLiED
He 3anmuncTtuin.

5.3. PekoMeHAaaLii ANA NOXEXHUKIB
Y Brunagky noxexi: BukopncroByBaTu aBTOHOMHUIM AnXanbHWA anaparT.

HopaTtkoBi BKa3iBKu
36ip 3abpyaHEHOT BOAM Bif NOXEXOraciHHA NPOBOAMTU OKpeMo. He 3nmBaTtu B kaHanisauito abo y BogHi
pesepByapu.

Po3pgin 6. 3axoau nikBigauii aBapinHoro BUkngy

6.1. 3axoam ocobucTOoi Ge3neku, 3axmMcHe CNOPAMKEHHS i NOPAAOK Aiv NPpu aBapivHin cuTyauii

3aranbHa iHpopmauis
YHukaTu yTBOpeHHs nuny. He sanxatu nun.

6.2. 3axoam woao 3abe3neyeHHs 3aXUCTy AOBKINNA
He gonyckaTtu noTpannsaHHs 0O KaHani3auinHoi cuctemu i y BO4OMMULLA.

6.3. MeToaum i maTepianu ans oYMLIEHHSA | HeUTpanisauii

IHWi BigomocTi
3ibpaTn mexaHiyHo. 3 OTpMMaHMM MaTtepianom NOBOAUTUCA 3rigHO PO3ainy Npo yTunisadito.
6.4. MocunaHHA Ha iHWIi po3ginu
BeaneyHa obpobka: aneucs posgin 7

IHamBigyanbHi 3acobu 3axucTy: amBucs posain 8
YTtunisauisa: gusucs posgin 13

Po3pin 7. MNoBoaXeHHA Ta 36epiraHHsA

7.1. 3acTepexxeHHs Wwoao 6e3neYHoro NoOBoAKEHHs

PekomeHAaauii 3 npaBun 6e3nekun nig 4ac po6otun
OcobnuBi 3anobixHi 3acobn He 0OOB'A3KOBI.

Mopaawu Wwoao 3axmcTy NpoTH NoXeXi Ta BUGyxy
OcobnuBi 3axoan 3axucTy Bi NOXeXi He 0OOB'sI3KOBI.
PekomeHAaauii wopao 3aranbHOI ririeHn
3HATK 3abpyaHeHun oasr. Mepen nepepBamu i B KiHUi po60oTn BUMUTK pykun. Ha poboyomy micLi 3a6opoHseTbCs
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icTn, NUTK, NanuTK, cakaTucs.

7.2. YMmoBM ans 6e3ne4yHoro 36epiraHHs, BKNKYHO 3 OyAb-AKOK HECYMICHICTIO

Bumoru wono npumilleHb Ans cknagyBaHHS i EMHOCTEN
36epiraTn KOHTENHEP LWiMBbHO 3a4YMHEHNM.

BkasiBku Wwopo cymicHoro 36epiraHHs
Ocobnuei 3anobixxHi 3acobn He 0OOB'A3KOBI.

7.3. CneumdivHi KiHUeBi BUAM BUKOPUCTAHHSA

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

Po3pin 8. KoHTponb BNNuBY Ta 3aco6u iHAUBiAyanbHOro 3axmcTy

8.1. MNapameTpu KOHTPOJIIO

HauioHanbHi rpaHnyHi piBHIi BUpoGHUUOI Aii

Homep CAS HanmeHyBaHHS XiMiYHOI pe4YoBUHM Mr/mM3| BonokHa Kateropis [NoxomxeHHsa
/cm3|  MakcumanbHoI
aii
66402-68-4 Kepamika 2 rak

8.2. KoHTponb BNNuBy

3axucHi i ririeHiuHi 3axoaun
3axucHi 3acobu gnsa oyen/o6nuyun
3acTocoByBaTK 3axMCT 04en/obnuyys.
3axuct pyk

Mig yac noBogKEHHS 3 XiMiYHUMK POBOUYNMK pedoBUHAMM, O3BONIEHO HOCUTM TiNbKK XiMi4YHO CTilki, 3 CE-
MO3HaYKOH, BKIMOYAKYN YOTUPU3HAYHUIA KOHTPOMNBHWUIA HOMEP, 3aXMCHI pykaBu4kn. Bubip xiMiuHO CTilkux

3aXMCHUX PYKABUYOK 3anexXHO Bifl KOHUEHTpaUil i KinbkocTi HebeaneyHnx pevoBuH, Big cneundiku pobo4voro
Micus. PekomeHOyeTbes 3'coByBaTH Y BUPOOHUKA XiMiYHY CTilKICTb BULLEHA3BAHUX 3aXUCHMX PYKaBUYOK Ais

cnevianbHOro 3aCToCyBaHHsI.
3axucT wKipm

BukopucTaHHs 3axXMCHOro ogsry.
3axucT auxanbHUX WNAXIiB

3abesaneunTy 3axuCT auxanbHux Wnaxis. He sauxatu nun. 3a6eaneunt 4OCTATHIO BEHTUMSALO | nepioanyHe

BUTATYBaHHA B KDUTUYHUX TOYKaX. 3abe3neunTu 3axXnCT AnxXanbHUX LUNSAXIB.

Po3ain 9. ®i3nko-ximiuyHi BMacTuBoCTi

9.1. IHdhbopmauin Wwoao oCHOBHUX (hi3MKO-XiMIYHUX BnacTUMBOCTEN

®Di3nyHUIM cTaH: TBEPAMMN

Konip:

3anax: XapakTepHun

Touka TonneHHs/3aMmep3aHHs: He TOYHMN

Touka kuniHHA abo ToYvka KUMIHHS i X

aianasoH KUMiHHSA:

3amMuncTicTb: He TOYHUN
HenpuaaTHUn

HwxHs rpaHuust BUGYXOBOCTI: He TOYHUI

BepxHsa rpaHunus BubyxoBocTi: He TOYHUNI

TemnepaTypa crnanaxy: X

TemnepaTypa po3naay: He TOYHMN
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pH: He TOYHUNI
Po3uunHHicTb y BOAI: Hi
PO3UYMHHICTb Y iHLIMX PO3YMHHMKAX
He TOYHUN
KoediuieHT po3noainy n-oktaHon/Boaa: He TOYHUI
Tuck napu: <=1100 hPa
(npn 50 °C)

LWinbHicTk: 3,00000 g/cm?®
BigHocHa winbHicTb napwu: HE TOYHUN

9.2. IHwa iHdopmauis

IHbopmauis npo knacu di3nyHoi Hebe3neku
Bubyxosi BnactuBocTi
MpoaykT He €: BubyxoHebe3neuHni.
TemnepaTypa camo3anmaHHs
TBEpAa peyoBUHa: HE TOYHUI
ras: HenpugaTHUN
OkwvcntoBarnbHi BNacTUBOCTI
He nigTpymye oroHb.

IHWi xapakTepucTUKK 6e3neku
LLiBnakicTe BUNapoOBYyBaHHSA: He TOYHUNI
3micT TBEpAoro Tina: 100,0 %

Po3ain 10. CtabinbHicTb Ta peakuiHa 3gaTHiCTb

10.1. PeakuiiHa 3gaTHicTb
Mpu kopucTyBaHHiI | 36epiraHHi BiaNoBiAHO 10 MONOXeHb HE BUHMKAE XOOHMX HEGE3NeYHNX peakLin.

10.2. XimiyHa cTabinbHicTb

3a ymoB 36epiraHHs Npu HOpPMarbHUX HABKOMMULLHIX TeMnepaTypax npoayKT ctabinbHuN.

10.3. MoxnuBicTb BUHUKHEHHA He6e3neYHUx peakLin

He Bigomi xxoaHi Hebe3neyHri peakuii.

10.4. YMoBWU, fIKi cnig yHUMKaTu
Hemae

10.5. HecymicHi maTepianu
BiocyTHsa 6yab-sika iHdopmaLis.

10.6. Heb6e3ne4Hi npoayKTU po3knagy
He Bigomi >xoaHi HeGe3neyHi NpodykT po3knaay.

Po3pain 11. TokcukonorivyHa iHhopmauis

11.1. IHdbopmauUisi LoA0 TOKCUKONOriYHUX edheKTiB

FocTpa TOKCUYHICTb
Ha nigcTaBi HAasBHWX OaHUX, KpUTepil 4nsa knacudikawii He 6ynu BUKOHaHI.

Moppa3HeHHs Ta arpecuBHa AiAa

Po3s'inaHHs/nogpasHeHHs LWKIpW: Ha NigcTaBi HASBHUX AaHUX, KpUTepii And knacudikauii He 6yny BUKOHaHI.
Cepii03He yLLIKOaXXEHHsI oYe/NoapasHEeHHs OYel: Ha NigcTaBi HAABHUX JaHUX, KpUTepIT Ans knacudikauii He 6ynu

BUKOHaHI.
CeHcubinisyroua pis
Ha niacTaBi HAsBHWX OaHUX, KpUTepIT 4nsa knacudikavii He 6ynu BUKOHaHI.

CMR-pii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopyllye penpoayKTUBHY 3AaTHICTb, Ais)
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MyTareHHICTb 3apOAKOTBMX KITITUH: Ha NiACTaBi HAABHWX AaHWX, KPUTEPIT AN knacudikawii He Oynn BUKOHaHI.

KaHueporeHHicTb: Ha MiACTaBi HAABHUX AaHWX, KpUTepii Ans knacudikadii He 6ynn BUKOHaHI.
PenpoayKkTvBHa TOKCUMYHICTb: Ha NiACTaBi HAABHUX AaHUX, KpUTEpIT AN knacudikauii He 6ynun BUKOHaHI.
MuTomMa TOKCUYHICTb ANA opraHy-MilleHi 3a 0AHOPa30BOi eKcno3uuii
Ha nigcTaBi HAABHMX AaHUX, KpUTepIiT 4nsa knacudikauii He 6ynu BUKOHaHI.
MuToMa TOKCHYHICTb ANA opraHy-MilleHi 3a 6araTopa3oBoi eKCrno3unuii
Ha nigcTasi HAABHWX AaHUX, KpUTEpIT A4na knacudikauii He Bynu BUKOHaHI.
HeGe3neka BAnxaHHA
Ha nigcTasi HAABHWX OaHUX, KpUTEpIT AN knacudikauii He Bynn BUKOHaHI.
[opaTkoBi AaHi Woao BMNpobyBaHb
PeyoBuHa He knacudikytoTecs sk HebeaneyHa BignosigHo Ao Mpasun (€C) Ne 1272/2008 [CLP].

Po3ain 12. Indphopmadis wono BnnvBy Ha AOBKINNsA

12.1. TOKCUYHICTb ANsi 4OBKINnNa
MpoaykT He €: EKOTOKCUYHUIA.
12.2. CrivkicTb i 3gaTHiCTbL A0 po3knagy

npoaykT He ByB nepesipeHnii.
12.3. BioakyMynAaTUBHUIA NOoTeHUian
NpoayKT He ByB NepeBipeHuii.

12.4. MoGinbHIiCTb Yy FPYHTI
npoayKT He ByB NepeBipeHuii.

12.5. PesynbTtatu ouiHku CBT Ta oCaob

OT1oT maTepuan He Bignosigae kpitepism PBT n vPvB, 3rigHo REACH, goaatok XIII.

npoayKT He ByB nepeBipeHuii.
12.6. IHWi HecnpuaTnuei ecdekTn

Lis peyoBrHa He Mae BNacTMBOCTEN PYMNHIBHOIO BNANBY HA €HOOKPUMHHY CUCTEMY HEUINbOBUX OpraHi3MiB.
12.7. lHWwi wkignuei Bnaneu

BigcyTHsa 6yab-aka iHpopmauis.

3aranbHi 3ayBaXXeHHs
YHVKaTN BUBINbHEHHS Y AOBKINNS.

Po3sgain 13. PekomeHaaudii woao BuaaneHHsa Biaxoais

13.1. MeToau NnoBogXEHHA 3 Bigxogamu

YTunisauis

He ponyckaTtu noTpannsHHS 0O KaHanisauinHoi cuctemu i y BogonmuLa. YTunisauia 3rigHo 3 po3nopsimKeHHAMM

opraHis Bnagu.

3abpypaHeHa ynakoBkKa
3MUTK AOCTaTHBLOLO KiMnbKiCTIO BOAW. [MOBHICTIO BUKOPMCTaHY yNakoBKy MOXHa yTunidyBaTu. Kogn/nosHavyeHHs
Bigxogie 3rigHo 3 EWC/AVV

Po3ain 14. Inchopmauis wono TpaHcnopTyBaHHSA

HasemHun TpaHcnopTt (ADR/RID)

14.1. Homep OOH: No dangerous good in sense of this transport regulation.
14.2. HanexHe TpaHCNOPTHE No dangerous good in sense of this transport regulation.
HanMMeHyBaHHSA:

14.3. TpaHCNOPTHI KNacu No dangerous good in sense of this transport regulation.
Hebe3neku:

14.4. l'pyna ynakoBKu: No dangerous good in sense of this transport regulation.
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HocTtaBka BHyTpiwHiMM BogHUMM wnsixamu (ADN)
14.1. Homep OOH: No dangerous good in sense of this transport regulation.
14.2. HanexHe TpaHCNOPTHE No dangerous good in sense of this transport regulation.
HaMeHyBaHHSA:
14.3. TpaHCNOPTHI knacu No dangerous good in sense of this transport regulation.
HeGe3neku:
14.4. ('pyna ynakoBKMu: No dangerous good in sense of this transport regulation.
Mopcbkui TpaHcnopTt (IMDG)
14.1. Homep OOH: No dangerous good in sense of this transport regulation.
14.2. HanexHe TpaHCNOPTHE No dangerous good in sense of this transport regulation.
HaWMeHYBaHHSA:
14.3. TpaHCNOPTHI kKNacu No dangerous good in sense of this transport regulation.
HebGe3neku:
14.4. ['pyna ynakoBKu: No dangerous good in sense of this transport regulation.
NogiTpsiHui TpaHcnopTt (ICAO-TI/IATA-DGR)
14.1. Homep OOH: No dangerous good in sense of this transport regulation.
14.2. HanexHe TpaHCNOPTHE No dangerous good in sense of this transport regulation.
HalMMeHyBaHHSA:
14.3. TpaHCNOPTHI kKnacwu No dangerous good in sense of this transport regulation.
HebGe3neku:
14.4. Tpyna ynakoBKu: No dangerous good in sense of this transport regulation.

14.5. He6e3neku gns goBkKinns

WKIANMBO ONA OOBKIIA: Hi
14.6. CneuianbHi 3anobiXxHi 3axoAun ANs KOpUcTyBa4va
BigcyTHsa 6yab-aka iHdopmauis.
14.7. MopcbKe TPpaHCNOPTYBaHHA BENMKMMU NapTiAMK 3rigHo 3 iHcTpymeHTamu IMO
HenpuaaTHUA

Po3gain 15. PerynaTopHa iHcopmauis

15.1. HopmaTuBHO-NpaBoOBi aKTX WOAOo 3a6e3ne4YeHH OXOPOHU 340POB'A NIOAUHU Ta AOBKINNsA

Po3nopspxeHHs €C

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

HauioHanbHa perynatopHa iHcopmauis
Knac Hebe3nekn ons Boam - - He 3abpyaHioBay Boan
(Himewuunna):
15.2. OuiHka 6e3neYHOoCTi XiMiYHOI pe4OBUHMU
[ns uiel pe4oBUHM He NpoBoAMnacs ouiHka Ge3neku.

Po3gin 16. IHwa iHcopmauin

3MiHun
Lleit nacnopT 6e3nekn MicTUTb 3MiHM OO NONEpPeHix Bepciit B po3ainax: 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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