VITA Zahnfabrik H. Rauter GmbH & Co. KG
Macnopt be3neku
BignosigHo ao MoctaHosu (E€C) Ne 1907/2006

VITA PM 9
[Hata nepernsaay: 30.07.2019 Kog npogykty: 026 CropiHka 1i37

PO34I11 1: IneHTUbikaLia pe4oBMHU/CyMiLi i kKOMNaHii/nignpuemcTBa

1.1. lgeHTUdbikaTop NpoaykKTy
VITAPM 9

1.2. BignoBigHi BcTaHOBNEHi 06nacTi 3acTocyBaHHA pe4oBUHU abo CyMilli i 3acTOCYyBaHHS, peKOMeHOOBaHe
npotun
BukopucTtaHHs pe4yoBUHU/CYMiLLi
BukopucTaHHsi B skoCTi NnabopaTopHOro peakTusy

1.3. [laHi Npo nocTayanbHUKa y NacnopTi 6e3neku

Komnanis: 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 rapsyoi niHii: +49-(0)7761-562-0

IHwa popatkoBa iHopmauis
medical device

PO30IN 2: IneHTUdikauia dpakropiB pusuky

2.1. Knacudbikauisi pe4HoBMHU 260 cyMmilli

Mpasun (€C) Homep 1272/2008
PeyoBnHa He HanexuTb Ao kateropii HebeanevHux 3rigHo Mpaeun (E€C) Ne 1272/2008.

2.2. YacTHM MapKyBaHHSA

2.3. IHwi drakTopn
BigcyTtHsa Byab-ska iHdopmauis.

PO30IN 3: Cknaa/aaHi npo iHrpeaieHTU

3.1. PeuoBuHU

XimiuHa xapaKkTrepucTuka
Kepamika

PO34lJ1 4: 3axoan nepwoi MeanYHOI JONOMOrU

4.1. Onuc HeobGXigHMX 3axoAiB 3 HagaHHA NepLoi MegUYHOI AOMOMOru

Mpwu BanxaHHi
3abesneunTn 4OCTYN CBIXKOrO NOBITPS.
Mpwu KoHTaKTI 3i WKipoto
3MUTK AOCTaTHBLO KiNbKICTIO BOAW. | nonepiTe nepes NOBTOPHUM BUKOPUCTaHHSAM.

Mpu KOHTaKTI 3 o4MMma
LLIBuako o6epexHo i peTenbHO NPOMUTK Mig Aywem A5is odert abo Bodok.

Mpu 3aKoBTYBaHHI
TepMmiHOBO NpononockaTty poT i 3anuTy BEMNUKOKO KinbKICTIO BOAW.

4.2. HancyTTeBiwi cumnTomu/edpekTu rocTpoi aii
BigcyTtHsa Byap-ska iHdopmauis.

4.3. BKa3aHHA Ha HeranHy MeAuYHy AONOMOry Ta Heo6xigHe ocobnuBe NikyBaHHA
CvmMmnToMaTn4He NikyBaHHS.
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PO3AlJ1 5: MpoTtunoxexHi 3axoaun

5.1. 3acobu noxexoraciHHsl

BianoBigHi 3aco6u noxexoraciHHs
BxunTun 3axoiB i3 raCiHHA NOXeXKi 3aNeXXHO Bifl OTOYEHHS.

5.2. OcobnuBi dhakTopu PU3UKY, DKEepenoM SIKUX € pe4oBUHa abo cymill
He 3anmuncTtui.

5.3. 3anob6ixHi 3axoaun Ansi NOXeXHUKiB
Y Bunagky noxexi: BukopncrtosysaTt aBTOHOMHWUI AMXarnbHWUI anapar.

HopaTtkoBi BKa3iBKu
36ip 3abpyaHeHoi BoaM Bif, NOXEXoraciHHA NpoBoaAnTM okpeMo. He 3nvBaTu B kaHanisauito abo y BoaHi
pesepByapu.

PO3[lJ1 6: 3axoau npu aBapiiHOMY BUKUAi

6.1. UHguBigyanbHi 3axogu 6e3neku, 3aXxMcHe o6nagHaHHA Ta NOPAAOK AiK Yy Hag3BUYaNHIK cuTyauii
YHukaTu yTBOpeHHs nuny. He samxatun nun.

6.2. EkonoriyHi 3ano6ixHi 3axoaun
He gonyckatu noTpannsHHA 40 kaHani3auiHoi cuctemu i y BogonmMuLLa.

6.3. MeToau Ta maTepianu ana nokanisawii Ta OMULIEHHSA
3ibpaTtn MexaHiyHo. 3 oTpMMaHMM MaTtepianom NOBOAMTUCA 3ri4HO po3ainy Npo yTunisauito.

6.4. MocunaHHA Ha iHWi po3ainu
BesneyHa o6pobka: gusmcs po3gin 7
IHamBigyanbHi 3acobu 3axucTy: gnBucs po3ain 8
YTunisauisa: gusncsa posgin 13

PO3AlJ1 7: NMNoBopXxeHHs i 36epiraHHA

7.1. 3ano6ixHi 3axoau Ana 6e3ne4YHoro NOBOKEHHS 3 MaTepiasniom

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

Mopaawu wopao 3axucTy NPoTU NoXexi Ta BUGYXy
OcobnuBi 3axoam 3ax1CTy Big, NOXeXi He 0OOB'sI3KOBI.

7.2. YMoBM 6e3neyHoro 36epiraHHs, BKNKOYHO 3 YCiMa BUNagKaMm HeCYMiCHOCTI

Bumoru wopao npumilleHb Ans cknagyBaHHA | EMHOCTEN
36epirati KOHTENHEP LWiNbHO 3a4MHEHUM.

BkasiBku Woao cymicHoro 36epiraHHA
OcobnuBi 3anobixHi 3acobu He 060B'A3KOBI.

7.3. Ocob6nusi KiHUueBi cdhepu 3acTOCYBaHHA

BurkopurcTaHHs B sikocTi nabopaTopHOro peakTuey

PO3IJ1 8: 3axoau 3MeHLWweHHA BNNMBY/iHAUBIiAYyanbHUIA 3aXUCT

8.1. KoHTponbHi napameTpu

8.2. 3axoau 3MeHLIEeHHA BNJIMBY

3axucHi i ririeHiuHi 3axoaun
3HATn 3abpyaHeHnii oasr. MNepen nepepsamum i B KiHUi pob6oTy BUMUTY pykn. Ha po6oyomy micui
3ab0pOoHSAETLCA iICTU, NUTK, NANUTK, CAKaTUCS.

3axucHi 3acobou ansa ovyen/obnuyusn
3acTocoByBaTyK 3axXuUCT o4ern/obnmyys.
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3axucT pyk
Mig yac NOBOAXKEHHS 3 XiMIYHUMKN POOOYMMM PeYOBUHAMM, AO3BOSIEHO HOCUTU TifbKM XiMiYHO CTinki, 3 CE-
MO3HAYKOL0, BKIHOYAOUM YOTUPU3HAYHUIA KOHTPOMNBbHWUIA HOMEP, 3aXMUCHI pyKaBuyku. Bubip ximiuHO CTilikmnx
3aXMCHMX PYKaBMYOK 3aneXHO Bif KOHUEHTpaUii i KiNnbKOCTi Hebe3neyHx pe4oBuH, Big cneundikm poboyoro
Micus. PekomeHayeTbCs 3'icoByBaTU Y BUPOOHMKA XiMiUHY CTIilKICTb BULLEHA3BaAHMX 3aXMCHUX PyKaBUYOK AN
cneuianbHOro 3aCTOCYBaHHS.

3axucT wKipm
BrkopuCTaHHsi 3aXMCHOro oasry.
3axucT auxanbHUX WNAXIB

YHuKaTh yTBOpeHHs nuny. He Bouxaty nun. 3abe3neumTn 4OCTaTHIO BEHTUNALIK | NepioanyHe BUTANyBaHHA B
KPUTUYHUX TOYKaX.

PO3[IN 9: ®di3nko-xiMmiuHi BMacTUBOCTI

9.1. IHdbopmauis Nnpo ocHOBHI hi3MKO-XiMi4Hi BMacTUBOCTI

®Di3nYHUI CcTaH: TBEPAUN

Konip:

3anax: XapakTepHUi

pH: HE TOYHUI

3miHeHHsA disnyHoro ctany
Temnepatypa nnaeneHHs: He TOYHUN

Temnepartypa cnanaxy: HenpuaaTHWi

3anmucTicTb
TBEpAa pevyoBuHa: He ToYHUI
ras: HenpuaaTHUA
BubyxoBi BnacTuBOCTi
MpoaykT He €: BubyxoHebesnevHni.
HwxHs rpaHuus BUOYXOBOCTI: He TOYHUN
BepxHs rpaHuus BnbyxoBsocTi: He TOYHUN

TemnepaTypa camo3aiMaHHSA

TBEpAA peyoBuHa: He TOYHMIA
ras: HenpuaaTHWI
Temnepatypa po3naay: He TOYHUN

OkucnioBanbHi BNacTUBOCTI
He nigTpymMmye oroHb.

Tuck napm: He TOYHUN
(npu 50 °C)
lyctuHa: 2,45000 g/cm?
Po3unHHicTb y BoAi: Hi
PO34MHHICTb Yy iHLIMX PO3YMHHUKAX
He ToYHUNA
KoediuieHT posaineHHs: He TOYHWUN
lyctuHa napu: He TOYHUN
LLBnakicTe BUNapoByBaHHS: He TOYHUI
9.2. IHwa iHdopmauis
3micT TBEepaoro Tina: 100,00 %
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PO3[I1 10: CrinkicTb Ta peakuiliHa 3aaTHICTb

10.1. PeakuinHa 3gaTHicTb
Mpu kopucTyBaHHI | 36epiraHHi Bi4NOBIOHO 4O NOMNOXEHb HE BUHUKAE XOAHUX HEGE3neYHnX peakLint.

10.2. XiMmi4yHa CTiNKiCTb

3a ymoB 36epiraHHsa Npy HOpMarnbHUX HABKOMWLLHIX TeMnepaTypax NpoayKT cTabinbHuM.

10.3. IMOBipHicTb NpoTikaHHA Hebe3neYHUX peakuin

He Bigomi >xxogHi HeGe3neyHi peakuii.

10.4. YMoBM, IKMX Tpeba yHUKaTu
He/He

10.5. HecymicHi maTepianu, Akux cnig yHukaTtu
BigcyTHsa byab-aka iHdopmauis.

10.6. He6e3ne4yHi NnpoayKkTW po3knagy
He Bigomi >xxogHi HeGe3neyHi NpoayKTy po3kraay.

PO34I11 11: TokcuKonori4Hi gaHi

11.1. [laHi Npo TOKCMKOMNOTriYHWUI BNAMB

FocTpa TOKCUYHICTb
HasiBHi gaHi cBigyathb, WO KpuTepii kKnacudikauii He BUKOHaHO.

Moppa3HeHHs Ta arpecuBHa gis
HasBHi gaHi ceigyatb, WO KpuUTepil knacudikauii He BUKOHAHO.
CeHcubinisytova gis
HasaBHi gaHi ceiguatb, WO KpuUTepil knacudikawii He BUKOHAHO.
CMR-pii (kaHUeporeHHa, MyTareHHa i Taka, Lo nopyLuye penpoAyKTUBHY 3A4aTHICTb, Aif)
HasaBHi gaHi ceigyatb, WO KpuTepil knacmdikawii He BUKOHAHO.
MuToma TOKCUYHICTb ANA opraHy-MileHi 3a 0oAHOPa30BOi eKcno3uuii
HasiBHi gaHi cigyathb, WO KpuTepii knacudikauii He BUKOHaHO.
MuToMa TOKCUYHICTL ANA opraHy-MmiweHi 3a 6aratopa3oBoi eKkcno3uuii
HasiBHi gaHi ceigyathb, WO KpuTepii kKnacudgikauii He BUKOHaHO.
HeGe3neka BoMXaHHA
HasiBHi gaHi cigyathb, WO KpuTepii knacudgikauii He BUKOHaHO.
[NopaTkoBi AaHi woao BUNnpo6yBaHb
PeuoBuHa He knacudikytoTbes sk HebeaneyHa BignosigHo o Mpasun (EC) Ne 1272/2008 [CLP].

PO34I11 12: EkonoriyHi gaHi

12.1. TokCU4HIiCTb
MponykT He €: EKOTOKCUYHWIA.

12.2. CTivkicTb Ta 3gaTHicTb 40 GionoriyHoro posknagy
npoaykT He OyB NepeBipeHui.

12.3. BioHakonuyyBanbLHUI NoTeHLUian

npoaykT He ByB nepesipeHui.
12.4. MoGinbHICTb Y rPYHTI
npoaykT He OyB NepeBipeHui.

12.5. PesynsraTtu ouiHkn PBT n vPvB
npoaykT He ByB nepesipeHni.

12.6. IHwWi wkignuei edekTn
BigcyTtHsa 6yab-ska iHdopmauis.

Homep pepakuii: 2 UK
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3aranbHi 3ayBaXeHHs1
YHUKaTW BUBINbHEHHS Y AOBKINNA.

PO30IN 13: Po3rnsiga nuTaHb 3 yTunisauii

13.1. MeToam yTunisauii Bigxoagis

YTunisauin

He ponyckaTtu noTpannsHHA 40 kaHani3auiHoi cuctemu i y BogormMuLia. YTunisauia 3rigHo 3

PO3MNOpPSIKEHHSIMU OpraHiB Bnagu.
3abpyaHeHa ynakoBka

[MOBHICTIO BUKOPMCTaHY YNakoBKy MOXHa yTumidyBaTy.

PO31IJ1 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

TPaHCNOPTYBaHHA:
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 BHYTpiWHiMU BoaHUMM winsxamu (ADN)

14.1. OOH Ne:
14.2. HanexxHa 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. NakyBanbHa rpyna:

MNogiTpsiHun 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 HABKONMULWIHLOIO cepegoBuULIA

WKIANMBO ANA AOBKINA:

Hi

14.6. OcobnuBi 3acTepXxeHi MeToau Ansi KOPUCTYBayiB

BigcyTHsa Byab-sika iHdopmauis.

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

HenpuaaTtHUn

Howmep pegakuii: 2

UK
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PO31I11 15: PerynsatopHa iHcbopmauis

15.1. HopmaTuBu 3 OXOPOHM i ririeHu npadi i NPMPOJOOXOPOHHI HOPMaTUBU/3aKOHOAABCTBO, XapaKTepHi Ans
ui€i pe4yoBMHU 260 cyMiLli

PosnopsaxeHHsa €C

OaHi wopo Oupektusun 2012/18/€C Not subject to 2012/18/EU (SEVESO IlI)
(SEVESO lll):

HauioHanbHa perynatopHa iHpopmauis

Knac HeGe3neku onsa Boau 1 - nomipHuiA 3abpyaHioBay Boau
(HimewunHa):

15.2. OuiHka 6e3neku pe4yoBUH

[nsa uiei pe4oBMHM He NpoBOAMMNACS OLjiHKa 6e3neku.

PO3AIJ1 16: IHwa iHdbopmauia

CKOpOYeHHSA Ta abpeBiaTypum
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
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
CKOpOYeHHSs 1 akpoHiMM HaBegeHo B Tabnuui Ha canTi http://abbrev.esdscom.eu

Howmep pegakuii: 2 UK Hata gpyky: 21.04.2020



VITA Zahnfabrik H. Rauter GmbH & Co. KG
Macnopt be3neku
BignosigHo ao MoctaHosu (E€C) Ne 1907/2006

VITA PM 9
[Hata nepernsaay: 30.07.2019 Kog npogykty: 026 CropiHka 7 i3 7

lHwa aopaTkoBa iHopmauis
IHdbopMauis BignoBiaae cy4acHoMy piBHIO 3HaHb. [poTe BOHa He HaAae rapaHTi LWoA4o BNacTUBOCTEN
NpoaykTy i He Mae puanYHOI cunu. OTpUMyBaY HaLLIOro NPOAYKTY Hece 0coBUCTY BiANOBiAanbHICTL 3a
OOTPMMaHHS iCHYHOYMX 3aKOHIB Ta BUMOT.

Homep pepakuii: 2 UK [ara apyky: 21.04.2020



