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PA3OEN 1: UpeHTUdMKauma Ha BewecTBOTO/CMecTa U Ha ApyKecTBoTo/MpeanpuAaTMeTo

1.1. UpeHTndmkaTop Ha npoayKra

VITA AKZENT Plus POWDER FLUID

REACH PerucrtpauuoHeH

01-2119449341-44-XXX

Homep:
CAS Ne: 111-29-5
EHO Ne: 203-854-4

1.2. UgpeHTndMUMpaHn ynoTpebu Ha BELWEeCTBOTO UM CMECTa, KOUTO ca OT 3HaYeHUe, U ynoTpebu, KOMTo He
ce npenopb4Bar
Ynotpeb6a Ha BewecTBOTO/CMECTA
YnoTtpeba Ha nabopaTopHu peareHTn

1.3. Nogpo6HU gaHHM 3a JOocTaBYMKA HA MHOPMAaLMOHHUSA NUCT 3a 6e3onacHOCT

dupma/lponssoguten: VITA Zahnfabrik H.Rauter GmbH & Co.KG
Agpec: Spitalgasse 3
MNpaa: D-79713 Bad Sackingen
MowieHcka kyTus: 1338
D-79704 Bad Sackingen
TenedoH: +49(0)7761-562-0 dakc: +49(0)7761-562-299
EnexTpoHHa nowa: info@vita-zahnfabrik.com
OTroBOpPEH CbTPYAHWK: regulatory affairs
EnexTpoHHa nowa: info@vita-zahnfabrik.com
Internet: www.vita-zahnfabrik.com
OTtroBopeH OTgen: Regulatory Affairs

Opyrv gaHHu
medical device

PA3[EN 2: OnucaHue Ha onacHocTUTe

2.1. KnacudmympaHe Ha BeLecTBOTO UNK cMecTa

PernameHT (EO) Ne 1272/2008
Tasu cmec He e knacuduumpaHa kato onacHa cernacHo PernameHT (EO) Ne 1272/2008.

2.2. EnemeHTM Ha eTuKeTa

2.3. ipyru onacHocTtuH
Hsama Hann4yHa nHpopmaums.

PA3[EN 3: CbcTaB/MHOpMauusa 3a CbCTaBKUTE

3.2. Cmecu

XuMunyecka xapakTepucTuka
CybcTaHums, opraHuyeH

OnacHM cbCTaBKM

HuKosi/HMKOM (cbrnacHo PernameHT (EO) Ne 1907/2006 (REACH))

PA3[OEN 4: Mepku 3a nbpBa noMoly,

4.1. OnucaHue Ha MepKUTe 3a NbpBa NOMOLY

Cnep BOovwiBaHe
[a ce nogcurypu 4icT Bb3gyx.
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CneAa KOHTAKT C KoXaTa
[a ce namue obunHo c Boga. Ceanete 3aMbpPCEHOTO o6nekno n ro n3nepete npegn NnoBTopHa yn0Tpe6a.

Cnep KOHTaKT C ouuTe
BeaHara n o6unHo ga ce nannakHe ¢ OYeH Ayl Unv Boaa.

Cnep nornblyaHe
BepnHara fa ce nsnnakHe ycrtaTta v Aa ce Aafa noBeye Boaa 3a NUeHe.

4.2. Han-cbLiecTBeHU OCTPU M HacTbNBaLWM cried U3BECTEH Nepuon OT BpemMme cCUuMnTomu u ecdektun
Hsama HannyHa nHdpopmauus.

4.3. YKka3zaHue 3a He06X0OMMOCTTA OT BCAKAKBU HEOTIOXXHU MeAULMHCKU TPUXU U creulunanHo nevyeHne
CuMNTOMATUYHO feYeHne.

PA3LEN 5: NMpoTuBOonoxapHu MepkKu

5.1. CpeacTBa 3a raceHe Ha noxap

Moaxopsawm noxaporacutenHu cpeacraea
MepKVITe 3a raceHe Ha noXxapa ga ce Cb06p23ﬂT C 06Kp'b)KaBaLIJ,aTa cpeaa.

5.2. Oco6eHu onacHOCTU, KOUTO NPOU3TUYAT OT BELLECTBOTO UM CMecTa
HeBb3nnameHum.

5.3. CbBeTH 3a noxapHuKapure
B cnyyaii Ha noxap: [la ce HocK NPOTMBOra3 C aBTOHOMHO MoJaBaHe Ha KMCMopoa.

JonbnHUTenHn ykasaHus
SaM'prGHaTa BOAda OT raceHe ga ce c1=6mpa otaenHo.[a He ce gonycka U3TM4aHeTo 1 B KaHanuaaumaTa unm
OTKpUTUTE BOAMWU.

PA3[EIN 6: Mepku npy1 aBapunHO n3nyckaHe

6.1. JluuHu npegnasHu Mepku, NpeanasHU cpegcTBa v Npouenypv Npu cnewHn cnyyau
O6wm ykazaHus
Vanonseante nuyHa 3awmnTHa EKMNMpoBKa.

6.2. MpegnasHn Mepku 3a onasBaHe Ha OKOJIHaTa cpeda
[a He ce ponycka NpOHUKBaHE B KaHanu3auusita unv oTKpuTUTEe BOAHU HacerHu.

6.3. MeToan 1 maTepuanu 3a orpaHu4YaBaHe U MNOYUCTBaAHEe

Opyra nncpopmauus
[a ce nonve MexaHW4YHO CbC CBbP3BaLL MaTepuan (MACkK, ANaTOMUT, CBBbP3BALLIO BELLECTBO 32 KUCEMNVHN UNn
yHMBepcarHo). B3eTuat matepvan aa ce Tpetupa cbobpasHo pasgena 3a otnagbLuy.

6.4. No3oBaBaHe Ha Apyru pasgenu
CurypHa ynoTpeba: BwxTe pasgen 7
MHaomBmnayanHo 3awmuTtHO obopyaBaHe: BuxXTe pasagen 8
M3Bo3BaHe: BmxTe pa3gen 13

PA3[OENN 7: O6paboTka n cbXxpaHeHue

7.1. NMpegna3sHu Mmepku 3a 6esonacHa pa6ora

YnbTBaHUA 3a 6e3onacHa ynotpeba
He ca Heobxogumu cneumanHn mepku 3a 6e3onacHocCT.
YKa3saHusA 3a 3aWmTa oT eKCnno3us u noxap
He ca Heobxoavmu cneuuanHn Mepku 3a NpoTMBOMNOXapHa 3aluTa.
CbBeTH OTHOCHO obLjaTa XxurueHa Ha Tpyaa
Csanete 3aMmbpceHoTO 06eko. [la ce nammBaT pbLieTe Npeamn Noyvska U B kpast Ha paboTHus AeH. [a He ce
ae, nue, Nyl 1 Jonycka Xxpema Ha paboTHOTO MACTO.
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7.2. YcnoBusA 3a 6e30nacHO CbXxpaHsaBaHe, BKNOYNTENTHO HECHLBMECTUMOCTU

W3unckeaHusa 3a cKnagose u pesepsoapu
CbabT Oa ce AbpXKK NITbTHO 3aTBOPEH.

UHdopmMauusa 3a cbxpaHeHUe B 06K CKNagaoBU NOMeLLeHuUs
He ca Heobxoammu cneunanHu mepkmn 3a 6e3onacHocT.

7.3. CneundmyHa(u) kpanHa(u) ynotpe6ba(u)

Ynotpe6a Ha naGopaTopHu peareHTu

PA3LEN 8: KoHTpon Ha eKcno3uuuaTa/NMMYHU NnpeanasHu cpeacTea

8.1. MapameTpu HA KOHTPO

8.2. KoHTpon Ha ekcno3uumusTa

MHamMBuayanHyu Mepku 3a 3awuTa, KaTo HanpuMmep NMYHU NpeanasHn cpeacTBa

3awumTta Ha ouuTte/nuueTo
M3anonseante npeanasHu oumna/npegnasHa macka 3a nuue.

3awmTa Ha pbueTe
Mpu paboTa ¢ XMMUYeCKM BeLLLeCTBa [ia Ce HOCSAT CaMO pbKaBULM 3a XMMUYECKa 3alunTa, 0603Ha4YeHN CbC 3HaK
CE, BkntouBaLy yeTnpuuudpeH KoHTporieH Homep. BuabT Ha pbkaBuuuTe 3a Xummnyecka sawimra Tpsabea
BHUMaTENHO Aa 6bae noabpaH B 3aBMCUMOCT OT KOHLIEHTpaLUMATa U KONIMYECTBOTO HA OMaCHW BELLECTRA,
cbobpasHo cneuudmkara Ha paboTHOoTo MACTO. IMpu cnyyan Ha cneumanHa ynotpeba ce npenopbYBa cnpaBka C
NPOV3BOAUTENS, AaNV rOpenocoYeHnTe 3alUTHN pbKaBULIM NpUTexasaT HeobxoamMmaTta yCTOMYMBOCT Ha
XUMUKanu.

3awumTa Ha KoxaTta
3non3eaHe Ha 3alWmUTHO 0bnekno.

PA3OEN 9: ®1314YHN U XUMUYHN CBOUCTBA

9.1. UHchopmMaL A OTHOCHO OCHOBHUTE (PM3UYHMU U XUMUYHU CBOUCTBA

CbCTOSIHME Ha BELLECTBOTO: TeuveH

LiBaT: 6e3uBeTeH

Touka Ha ToneHe/Tovka Ha 3aMpb3BaHe: Heonpeaenex

To4ka Ha KMNEeHEe UM HavarnHa To4ka Ha 239 °C

KUMeHe 1 MHTepBan Ha KuneHe:

3ananumoct: HEMNpUNoXnm
HEMNpUNoXnm

AorHa rpaHuua Ha B3puMBSIeMOCT: Heonpeaenex

ropHa rpaHuua Ha B3puUBSIEMOCT: HeonpeaeneH

To4ka Ha Bb3nnamMeHsBaHe: 135°C

TemnepaTypa Ha pa3nagaHe: Heonpeaenex

CTorHocT Ha pH: HeonpeaeneH

[pyru pastsoputenu

Heonpeaenex

KoeduuneHT Ha pasnpegeneHve Heonpeaenex

n-okTaHon/sopa:

[MapHo HansraHe: <=1100 hPa

(npn 50 °C)
MnbTHOCT: 0,99000 g/cm?
OTHocUTENHa NTLTHOCT Ha NapuTe: Heonpeaenex

9.2. fipyra nudopmauus
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UHcpopmauma BLB Bpb3ka € kKnacoBeTe Ha (puanyHa onacHocT
BapusoonacHocTu
MpoaykTbT He e: EkcnnosneeH.
TemnepaTypa Ha camo3anansaHe
TBbpPOO BELLECTBO: HEeNpPUNOXUM
Mas: HEenpuNoXxnm
Oxkcnavpalym cBorcTBa
He nopabpxa ropeHeTo.

[pyru xapakTepucTuku 3a 6esonacHocT
OTHOCMKTENHA CKOPOCT Ha U3NapeHue: HeonpeaeneH
CbAabpxaHMe Ha TBbPAO BELLECTBO: 0,0 %

PA3OEN 10: CTabunHocT u peakTUBHOCT

10.1. PeakunoHHa cnoco6HOCT

Mpy npaBunHo 6opaBeHe 1 CbXxpaHeHne B CbOTBETCTBUE C pa3nopeaduTe He Bb3HMKBAT OMacHW peakumi.

10.2. XuMHn4yHa cTabunHocT

MpoayKTbT e cTabuneH, ako ce CbxpaHsiBa Npu HopMarnHa TeMnepaTtypa Ha okonHaTa cpega.

10.3. Bb3MOXHOCT 32 ONacHU peakuumn

He ca nssectHM onacHu peakumu.

10.4. YcnoBus, KOUTo Tpsi6bBa ga ce nsosareat
HUKOS

10.5. HecbBMecTUMK MaTepuanu
Hsama HannyHa nHdopmauus.

10.6. OnacHM NpoAyKTU Ha pasnagaHe
He ca n3BecTHV onacHu NpoAyKTU Ha pasnaraHeTo.

PA3OEN 11: TokcukonorniyHa nHcdopmauus

11.1. UHdbopmauums 3a KnacoBeTe Ha onacHoCT, onpegeneHn B PernameHT (EO) Ne 1272/2008

ATEmix npecmeTHaT
ATE (opaneH) > 2000 mg/kg; ATE (aepmaneH) > 2000 mg/kg; ATE (nHxanaTtuseH napa) > 20 mg/l; ATE
(vHxanaTtuseH npax/gum) > 5 mgl/l

[pyrv faHHK 3a NPOBEPKU
CwmecTa e knacuduumpaHa kaTto He ornacHa no cmucena Ha PernamenT (EO) Ne 1272/2008 [CLP].

PA3LOEN 12: Exkonorn4Ha nHcgpopmauyms

12.1. TOKCUYHOCT
MpoaykTbT He e: TOKCUYHM 3a OKoNnHaTta cpeaa.
12.2. YCTONYMBOCT M pa3rpagmumocTt

MpoaykTLT He e TecTBaH.

12.3. Buoakymynupaiia cnocobHocTt
MpoaykTbT HE e TeCTBaH.

12.4. IpeHOCUMOCT B no4yBaTa
MpoaykTbT He e TeCcTBaH.

12.5. PesyntaTtu ot oyeHkaTa Ha PBT u vPvB

BewlectBaTta B cmecTa He OTroBapAT Ha kputepuuTe 3a PBT/vPvB cbernacHo REACH, Mpunoxenue XIII.
MpoayKTLT He e TecTBaH.
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12.6. CBoMicTBa, HapywaBawm GyHKLUMUTE HA eHOOKPUHHATa cuctema

Toan NPOAYKT HE CbbpXa BeLleCTBO, KOETO nputexxasa CBOWCTBA, BOAELLM 40 HapyllaBaHe Ha d)yHKLl,VIVITe Ha
E€HAOKPUHHAaTa cucTemMa no OTHOLLEHME Ha HeLeneBn opraHnaMm, Tbil KaTo HAMa KOMMNOHEHTM, KOUTO Aa OTroBapAT

Ha KpuTepuuTe.
12.7. Opyrn HeGnaronpuAaTHU eheKTn
Hsama Hann4yHa nHpopmaums.

JonbnHUTeNHM gaHHn

[la ce n3bsarea nsnyckaHe B okonHata cpeaa.

PA3[OEN 13: O6e3BpexaaHe Ha oTnagbLuTe

13.1. MeToau 3a TpeTupaHe Ha oTNnagbuu

M3XB'bpﬂilHe Ha oTnagbuu

[la He ce gonycka NPoHVKBaHEe B KaHanu3auusita unm oTkputuTe BogHu 6aceriHn. OTnagbuute Aa ce n3Bo3saT B
CbOTBETCTBUE C aAMUHUCTPATUBHUTE pa3nopeadu.

U3xBBbpnsiHe Ha HENOYUCTEHU ONAKOBKU M NpenopbYyaHyu NOYUCTBALLM NpenapaTn
[a ce namue o6unHo ¢ Boga. HanbnHo n3npasHeHnTe onakoBkM MoraT ga obaat peunknmpaHu.

PA3OEN 14: UHcdbopmaums OTHOCHO TPAHCNOPTUPAHETO

CyxonbTeH TpaHcnopT (ADR/RID)
14.1. Homep no cnuckLka Ha OOH
Wnu uaeHTUduKaLmoHeH Homep:
14.2. ToMHO HauMeHOBaHMe Ha
npatkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu

TpaHCMopTUpaHe:
14.4. OnakoBbLY4Ha rpyna:

PeueH TpaHcnopT (ADN)
14.1. Homep no cnuckka Ha OOH
nnum nageHTudKaLmMoHeH Homep:
14.2. ToyHO HauMeHOBaHue Ha
nparkarta no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHcnopTupaHe:
14.4. OnakoBbY4Ha rpyna:

TpaHcnopt no mope (IMDG)
14.1. Homep no cnuckka Ha OOH
unu ngeHTudKaLmoHeH Homep:
14.2. TOMHO HAaUMEHOBaHWe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHoOCT npu

TpaHcnopTMpaHe:
14.4. OnakoBb4Ha rpyna:

Bb3ayuweH TpaHcnopt (ICAO-TI/IATA-DGR)

14.1. Homep no cnuckka Ha OOH
nnu naeHTUdUKaLMoHeH HoOMep:
14.2. TOMHO HaMMEeHOBaHUe Ha
nparkata no cnucbka Ha OOH:
14.3. Knac(oBe) Ha onacHOCT npu

TpaHCcNnopTUupaHe:

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.

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.
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14.4. OnakoBbL4Ha rpyna: No dangerous good in sense of this transport regulation.

14.5. OnacHoCTM 3a OKoJNiHaTa cpega

OMNACHO 3A OKOJIHATA CPE[JA: He

14.6. CneumanHu npeanasHn Mepku 3a noTpedoutenure
Hsama HannyHa nHpopmaums.

14.7. MopCKMu TpaHCNOPT Ha TOBapy B HACUNMHO CbLCTOAHUE ChINACHO MHCTPYMeHTU Ha MexxayHapogHarta

MOPCKa opraHusauuns
HEenpunoXxmm

PA30EN 15: UHdopmaLmsa oTHOCHO HOpMaTUBHaTa ypeaba

15.1. CneundmyHuM 3a BeLLECTBOTO UM CMecTa HOpMaTUBHA ypeab6a/3akoHO4aTeNICTBO OTHOCHO
O6e3onacHocTTa, 34paBeTo U OKONHarta cpefa

EC PerynatopHa nHcopmauus

OaHHu 3a gupektnsa 2012/18/EC He noanexu Ha Oupektnea 2012/18/EC (SEVESO III)
(SEVESO lIl):

HaunoHanHu pasnopen6u
3ambpcaBaHe Ha BoguTe knac (D): 1 - cnabo 3ambpcsBally BogaTta

15.2. OueHKa Ha 6e30NacHOCT Ha XMMUYHOTO BEeLUEeCTBO UIIU CMeC

He ca npaBeHu TBbpAEHMS OTHOCHO Ge30nacHOCTTa Ha BellecTBaTta B Tasu CMec.

PA30EN 16: Opyra undopmauums

MpomeHn
To3u cnucbk Cbabpka NPOMEHU B CpaBHEHMeE C npeauliHaTa Bepcus B pasgen(u): 1.
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Cprau.leva U aKpOHUMU
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
3a cbKpalleHns 1 akpoHumK BX. Tabnuuara Ha http://abbrev.esdscom.eu
ﬂOI‘I'anVITenHVI AaHHU
[aHHuTe ce 6asupaT Ha AHELIHOTO CbCTOSIHME Ha HaLLUTE NO3HaHWS, HO Te He AaBaT rapaHuusi 3a CBOMCTBaTa Ha
NpoAyKTUTE N HE Ca OCHOBA 3a 3aKOHHW JOrOBOPHM OTHOLUEHMS. MonyyaTensaT Ha HalwmTe NpoaykTu Tpsibea aa
cbbnogaBa Ha co6CcTBEHaA OTTOBOPHOCT CMa3BaHETO Ha ChLUECTBYBALLM 3aKOHM U pasnopenbu.

(danHume 3a onacHume gewiecmea, enusauu 8 cbcmasa, ca 83emu suHaz2u om rnocredHama eanuoHa
mabnuyama c napamempu 3a 6ezonacHocm ripu paboma, ocugypeHa om rnoddocmasyuka.)
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