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PO34I11 1: IneHTUdbikauis pevoBMHU/CyMiLWi i kOMnaHii/nignpuemcTBa

1.1. lgeHTUdbikaTop NpoaykKTy
VITA YZ Blocs, Discs

JopaTKkoBi Ha3BU NPOAYKTY
VITAYZ T white, VITAYZ T color, VITAYZ HT white, VITAYZ HT color, VITAYZ XT white, VITAYZ XT color,
VITAYZ XT multicolor, VITAYZ ST white, VITAYZ ST color, VITAYZ ST multicolor,
1.2. BignoBigHi BcTaHOBMEHi 06nacTi 3acTocyBaHHSA pe4OBMHU ab0 CyMilli i 3acTOCyBaHHA, peKOMeHOOBaHe
nportu
BukopucTtaHHs pe4yoBUHU/CYMiLi
KamiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku Auxilary for manufacture of dental products

1.3. [laHi npo nocTavyanbHUKa y nacnopTi 6esneku

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

IHwa poparkoBa iHopmauis
medical device

PO31I11 2: IneHTUdbikauis dakTopiB pu3mnKy

2.1. Knacudbikauisi pe4oBUMHU abo cyMiLui

MpaBun (€C) Homep 1272/2008
PevoBuHa He HanexuTb Ao kateropii HebeanevHux 3rigHo Mpasun (€C) Ne 1272/2008.

2.2. YacTHM MapKyBaHHS

2.3. IHwi drakTOopKN
BigcyTHsa byab-aka iHdopmauis.

PO3[0IN 3: Cknap/aaHi npo iHrpegieHTn

3.1. Pe4oBUHU

XimiyHa xapakTepucTuka
KaMmiHb, rinc, uemeHT, BUpobu 3 ckna Ta kepamiku

PO34IJ1 4: 3axoau nepwoi MeguYHOI JONOMOru

4.1. Onuc HeoOXigHMX 3axoAiB 3 HagaHHA NepLwoi MegUuYHoI 4ONOMOru

Mpu BAUXaHHI
3abe3neunTn 4OCTyN CBIKOrO NOBITPS.

Mpwu koHTaKTI 3i WKiporo

3MUTK JOCTaTHBO KiNbKiCTIO BoAW. | nonepiTe nepe NOBTOPHUM BUKOPUCTAHHSM.
Mpwu KkOHTaKTI 3 ounma

LLIBnako obepexHo i peTenbHO NPOMUTK Mig Aylwem Ans oder abo Bodoto.
Mpwu 3akoBTYBaHHI

TepMmiHOBO NpoMnonocKaTh poT i 3anUTK BEMNWKOLO KiNbKICTIO BOAW.

4.2. HancyTtTeBiwi cumntomu/edbekTu rocTpoi aii
BigcyTHsa byab-aka 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.

DopaTtkoBi BKa3iBKu
36ip 3abpyaHeHoT BoaM Bif, NOXeXoraciHHA NpoBoAnTM okpemMo. He 3nvBaTu B kaHanisauito abo y BoaHi
pesepByapu.

PO3[lJ1 6: 3axoau npu aBapiiHOMY BUKuUAi

6.1. UuguBigyanbHi 3axoamu 6e3neku, 3aXxMcHe obnagHaHHA Ta NOPAAOK AiK Yy Hag3BUYanHIn cuTyauii
YHukaTu yTBOpeHHs nuny. He samxatun nun.

6.2. EkonoriyHi 3anobixHi 3axoau
He gonyckaTtu noTpannsHHA 40 kKaHani3auiHoi cuctemu i y BogonmMuLLa.

6.3. MeToau Ta maTepianu AnsA nokanisauii Ta OYMLLEHHA
3ibpatn mexaHiyHO. 3 OTpMMaHMM mMaTtepianom NOBOAWUTUCS 3riAHO PO3AINY NPO yTWmisaLito.

6.4. MocunaHHA Ha iHWi po3ainu
BesneyHa o6pobka: ausmcs posgin 7
IHavBigyanbHi 3acobu 3axucTy: anBucs posain 8
YTunisauisa: gusucs posgin 13

PO3AIJ1 7: NMoBopXxeHHs i 36epiraHHA

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

PekomeHpauii 3 npaBun 6e3neku nig yac po6oTun
Ocobnuei 3anobixHi 3acobu He 0GOB'A3KOBI.

Mopaawu wopao 3axucTy NPOTU NOXKeXi Ta BUGYXY
OcobnuBi 3axoam 3axuCTy Big, NOXeXi He 0OOB'sI3KOBI.

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

Bumoru wopno npumilleHb Ans cknagyBaHHA | EMHOCTEN
36epirati KOHTENHEP LWiNbHO 3a4UHEHUM.

Bka3ziBku Wwoao cymicHoro 36epiraHHsA
OcobnuBi 3anobixHi 3acobu He 060B'A3KOBI.

7.3. Ocobnusi kiHUueBi cdhepu 3acTOCYyBaHHA

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

PO3IJ1 8: 3axoau 3MeHLWweHHA BNAMBY/iHAUBIAYyanbHUIA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLIEeHHA BNMBY

3axucHi i ririeHiuHi 3axoaun
3HATK 3abpyaHeHuii oasar. MNepen nepepBamu i B KiHUi po6oTn BUMUTK pykn. Ha pobodomy micui
3ab0pOoHAETLCS ICTU, NUTK, NANUTK, CAKaTUCS.

Howmep pegakuii: 2 UK
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3axucHi 3acobu gns oyen/o6nuyusa
3acTtocoByBaTu 3axuCT o4ern/obnmyys.

3axucT pyk

IMig yac NOBOAXEHHS 3 XiMIYHUMKU pOBOYMMM peYOBUHAMM, AO3BONIEHO HOCUTM TiMbKK XiMiYHO CTinki, 3 CE-
MO3HAYKOH0, BKIHOYAUM YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXWCHI pyKaBuYku. Bubip ximiyHO CTilikmnx
3aXMCHMX PYKaBMYOK 3anexXHO Bif KOHLEHTpaLii i KinbKOCTi Hebe3neyHnx pe4yoBurH, Big cneundikm poboyoro
micus. PekomeHOyeTbCA 3'coByBaTU y BUPOOHMKA XiMiUHY CTIiMKICTb BULLIEHA3BaHMX 3aXMCHUX PyKaBUYOK AN

cneujianbHoro 3aCTOCyBaHHA.

3axucT wKipun
BrKopuCTaHHsi 3aXMCHOro oasry.
3axucT guxanbHUX WAAXiB

3abe3neunTn 3axucT gmxanbHux WwWnaxis. He sanxatn nun. 3abesneunTn JOCTATHIO BEHTUNALIIO | NepiognyHe

BUTANyYyBaHHA B KDUTUYHUX TOYKAX. 3abesneunTn 3axucT OnXanbHUX LWNSXiB.

PO34I1 9: ®i3snko-xiMi4Hi BNacTUBOCTi

9.1. IHdbopmauis Nnpo ocHOBHI hi3MKO-XiMi4Hi BMaCTUBOCTI

®i3nyHUIN CTaH: TBEPAMN
Konip:

3anax: XapaKTepHuii
pH:

3MiHeHHs pisn4yHOro ctaHy
Temnepatypa nnaBneHHS:

MoyaTkoBa ToYKa KUMiHHA | iHTepBan
KUMiHHSA:

Temnepatypa cnanaxy:
3anmMucTicTb

TBEpAa pevoBuHa:

ras:
BubyxoBi BnacTtuBoCTi

MpogykT He e: BubyxoHebeaneyHun.
HwxHS rpaHnus BUOYXOBOCTI:
BepxHs rpaHuLa BUBYxoBOCTi:
TemnepaTypa camo3aMaHHSA

TBepAaa pe4vyoBuHa:
ras:

Temnepartypa po3nagy:
OkucnoBarnbHi BNacTMBOCTI
He nigTpymye oroHs.

Twuck napu:

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

PO34YMHHICTB Yy iHLIUX PO3YMHHUKAX
He ToYHUNA

KoediuieHT po3aineHHs:
lyctuHa napwm:

LLiBMaKiCTb BUNapoByBaHHS:

HE TOYHUN

HE TOYHUN
X

X

HE TOYHUN
HenpuaaTHun

He TOYHUN
HE TOYHUN

HE TOYHUN
HenpuaaTHUn

HE TOYHUN

<=1100 hPa

3,00000 g/cm?
Hi

He TOYHUN
HE TOYHUN

HE TOYHUN

Howmep pepakuii: 2
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9.2. IHwa iHdopmauia

3micT TBepaoro Tina: 100,0 %

PO3[II 10: CriMkicTb Ta peakuiliHa 3gaTHICTb

10.1. PeakuinHa 3aaTHiCTb
Mpu KopucTyBaHHiI i 3GepiraHHi BiaNoOBIAHO 40 NOMOXEHb HE BUHWKAE XXOOHUX HEGe3ne4yHmX peakLin.

10.2. XimiuyHa cTiNKicTb

3a ymoB 36epiraHHs Npy HOpManbHUX HABKOMMLLHIX TeMnepaTypax NpoayKT cTabinbHuN.

10.3. IMOBipHicTb NpoTikaHHA Heb6e3neYHUX peakuin

He Bigomi xogHi Hebe3ne4Hi peakuii.

10.4. YMoBU, IKUX Tpeba yHUKaTn
He/He

10.5. HecyMmicHi maTepianu, SsKMX cnig yHUKaTu
BigcyTHsa Byab-ska iHdopmauis.

10.6. He6e3neyHi npoaykTu posknagy
He Bigomi >xofHi HeGe3neyHi NpoaykTy po3knaay.

PO34IN 11: TokcuKonoriYHi gaHi

11.1. [laHi Npo TOKCMUKOMNOTriYHWUI BNUB

FocTpa TOKCUYHICTL
HasiBHi gaHi cigyathb, WO KpuTepii knacudgikauii He BUKOHaHO.
Moppa3HeHHs Ta arpecuBHa Aia
HasiBHi gaHi cigyathb, WO KpuTepii knacudikauii He BUKOHaHO.
CeHcubinisyroua gia
HasiBHi gaHi cigyathb, WO KpuTepii kKnacudikaujii He BUKOHaHO.
CMR-gii (kaHUeporeHHa, MyTareHHa i Taka, Lo NopyLuye penpoAyKTUBHY 3[4aTHICTb, Aif)
HasiBHi gaHi cigyathb, WO KpuTepii kKnacudikaujii He BUKOHaHO.
MuToma TOKCUYHICTb ANA opraHy-MileHi 3a oAHOPa30BOoi eKcno3uuii
HasiBHi gaHi cigyathb, WO KpuTepii knacudikauii He BUKOHaHO.
MuToma TOKCUYHICTb ANA opraHy-MilweHi 3a 6araTopa3oBoi ekcno3uuii
HasiBHi gaHi cigyathb, WO KpuTepii knacudgikauii He BUKOHaHO.
Hebe3neka BonxaHHA
HasBHi gaHi ceigyatb, WO KpuTepil knacudikauii He BUKOHaHO.
[OopaTtkoBi AaHi Woao BUNpobyBaHb
PeyoBuHa He knacudikytoTbes ik HebeaneyvHa BignosigHo ao Mpaeun (E€C) Ne 1272/2008 [CLP].

PO34I11 12: EkonoriyHi aaHi

12.1. TOKCUYHICTb
MpoaykT He €: EKOTOKCUYHMIA.
12.2. CTinkKicTb Ta 3gaTHICTbL Jo GionoriyHoOro posknagy

npoaykT He ByB nepesipeHni.

12.3. BioHakonuyyBanbLHUW NOoTeHUian

npoaykT He ByB nepeBipeHni.
12.4. MOGiNbLHICTb Y rPYHTi
npoaykT He ByB nepesipeHni.

12.5. Pe3ynsraTtu ouiHkn PBT n vPvB

Howmep pegakuii: 2 UK Hata gpyky: 21.04.2020
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npoaykT He ByB nepeBipeHni.

12.6. lHWi wkignuei echekTn

BigcyTHsa Byab-ska iHdopmauis.

3aranbHi 3ayBaXeHHS

YHUKaTW BUBINbHEHHS Y AOBKINNS.

PO34lJ1 13: Po3rnag nuTaHb 3 yTunisawii

13.1. MeTtoam yTunisauii Bigxogis

YTunisauin
He ponyckatu noTpannsiHHA 40 kaHani3auinHoi cuctemu i y BogorimuLa. YTunisauia 3rigHo 3
PO3MNOPAIKEHHAMMN OpraHiB Bnagu.

3abpyaHeHa ynakoBka

3MUTM JOCTaTHBOI KiMbKiCTio BoAW. [TOBHICTIO BUKOPUCTaHY yNakoBKy MOXHA yTunidyBatu. Kogun/nosHavyeHHs

Bigxoais 3rigHo 3 EWC/AVV

PO3AlJ1 14: IHchopmaLis 3 TpaHCNOPTYBaHHA

HasemHui TpaHcnopt (ADR/RID)
14.1. OOH Ne: No dangerous good in sense of this transport regulation.
14.2. HanexHa Ha3Ba npu No dangerous good in sense of this transport regulation.

nepeBe3€eHHi:

14.3. Kateropisi He6e3neku nig yac No dangerous good in sense of this transport regulation.

TPaHCMNOPTYBAHHA:

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

[ocTtaBka BHYTpiwHiMM BogHUMK wnsaxamu (ADN)

14.1. OOH Ne: No dangerous good in sense of this transport regulation.

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

nepeBe3€eHHi:

14.3. Kateropia He6Ge3neku 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.
Mopcbkumn TpaHcnopTt (IMDG)

14.1. OOH Ne: No dangerous good in sense of this transport regulation.

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

nepeBe3€eHHi:

14.3. Kateropia He6Ge3neku nig yac No dangerous good in sense of this transport regulation.

TPaHCNOPTYBaHHA:

14.4. NMakyBanbHa rpyna: No dangerous good in sense of this transport regulation.
MoBiTpsiHun TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. OOH Ne: No dangerous good in sense of this transport regulation.

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

nepeBe3€eHHi:

14.3. Kateropia He6Ge3neku 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. He6e3neku AN HaBKONMULLHLOIO cepeaoBMLLA

LWKIANMBO AnA AOBKIJIIA: Hi

Homep pepakuii: 2 UK
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14.6. OcobnuBi 3acTepXXeHi MeToau Ans KOPUCTYBayiB
BigcyTtHsa Byab-sika iHdopmauis.

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

PO3AIJ1 15: PerynatopHa iHdopmauis

15.1. HopmaTuBM 3 OXOPOHM i FirieHu Npawi i NPMPOAOOXOPOHHI HOPMaTUBU/3aKOHOAABCTBO, XapaKTepPHi 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 ons soau - - He 3abpyaHioBay Boam
(HimewunHa):

15.2. OuiHka 6e3nekn pe4oBUH

[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

Homep pegakuii: 2 UK Hata gpyky: 21.04.2020
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MARPOL: International Convention for the Prevention of Marine Pollution from Ships
IBC: Intermediate Bulk Container

SVHC: Substance of Very High Concern

CKOpOYeHHs 1 akpoHiMM HaBegeHo B Tabnuui Ha canTi http://abbrev.esdscom.eu

lHwa popaTkoBa iHopmauia
IHdopmauis BignoBigae cy4acHoMy piBHIO 3HaHb. [poTe BOHa He Hadae rapaHTili Wo4o BNacTUBOCTEN
NpoayKTy i He Mae puanYHoi cunn. OTpMMyBay HaLWOro NPoAyKTy Hece 0cobuUCTy BiANOBIAANbHICTL 3a
OOTPUMAaHHS iCHYIOYMX 3aKOHIB Ta BUMOT.

Homep pepakuii: 2 UK Hata gpyky: 21.04.2020



