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PA3JAEJI 1: UnenTudukanus Ha BelecCTBOTO/CMeCTa 1 HA APYKeCTBOTO/

NnpeAnpUsITHETO

1.1 AaeHTH(UKATOPU HA MPOAYKTA
- Trproscko naumenoBanue: Noritake Super Porcelain EX-3 : Powder Type

- Homep Ha apTukyaa: 825-PW

- Homep Ha perucrpanusi HSIPHUIOKHIMO

1.2 UpenTuduumpanu ynorpedu Ha BeeCTBOTO UM CMECTA, KOMTO ca OT 3HAYeHHe U ynoTpeou,
KOMTO He ce MpenopbLYBaT
Hsama nanuunn ApPYTH BaXXHU CBCIACHUA.

- IIpnoskenne Ha BeleCTBOTO / HA MPUTOTOBJeHHEeTO CTOMATONIOTMUEH MOPLEIaH

- 1.3 IoapoOHu JaHHHU 32 JOCTABYHKA HA HHPOPMATMOHHHSA JIMCT 32 6€30MacHOCT
- IIponsBogure.:

Kuraray Europe GmbH

Philipp-Reis-Str. 4,

65795 Hattersheim am Main

Germany

Phone:+49 (0)69 305 35835

Fax:+49 (0)69 305 98 35835

E-mail: dental@kuraray.de
- JlaBamo unpopmanus HanpasJjenue: [Ipoussonuren
1.4 TesiepoHeH HOMeP NPH CHICITHU CIYYaH:

(UK) 0800 680 0425

(GB) +44 20 35147487

(AU ) +61 2 80363166

* 3E Company

* Kuraray Access Code:334674

PA3JAEJI 2: Onucanue HA OMACHOCTHUTE

2.1 Knacudgunupane Ha BelleCTBOTO MJIM CMeCTa

- Knacudukauus B cborBercTBue ¢ Periiament (EO) Ne 1272/2008
ITpenaparsT He € KITacu(UIUPaH CIOPE] PETJIAMEHTa OTHOCHO KJIACH(UIIMPAHETO, ETUKUPAHETO U
onakoBaHeTo (CLP).

- JIObJIHUTEIHH JAHHM:
MenuuuHCKHUTE N3AEHs ChIIacHO AeuHNIMATa B aupekTuBa 93/42/ENO, xonTo ce u31on3BaT HHBa3HBHO
WJIN TIPH AUPEKTeH (PU3NUECKH KOHTAKT, ca M3KJIIOYEHH OT pasnopenoute Ha pernameHT (EO) Ne 1272/2008
(CLP/GHS), ako ca Hanuunu 1o ¢opmara Ha TOTOBH IPOJYKTH WM ca TpeTHa3HaYeHH 3a KpaiHus
oTpeduTe.

2.2 EneMeHTH HA eTHKeTA
- ETnkerupane B cboTBeTcTBHE ¢ Periiament (EQ) Ne 1272/2008 otnaga
- IIuKTOrpamMu 3a OMACHOCT OTIAaJIa
- CurnaJjina gyma ornazaa
- [IpemynpeskaeHns 3a OMACHOCT OTIaIa
2.3 Ipyru onacHocTH
OO0pa3syBaHe Ha Ipax.
KoHkpeTHa 0ITacCHOCT OT MOJXJTBb3BaHE BBPXY PasisaT MPOAYKT.
- PesyairaTu ot ouenkara Ha PBT u vPvB
- PBT: Henpuioxumo
- vPvB: Henpuinoxumo

PA3JIEJI 3: ChcTaB/mHopmanus 3a CbCTaBKUTE

- 3.2 Xumnyecka xapakrepuctuka: Cmecu
- Onucanue: CMec OT IOCOYEHHUTE MO-J0JTy BEIIECTBA C OE30IaCHH MPUMECH.

- OnmacHM CbCTaBHH Bemecrna: oTrmnajaa
(npoabIDKEHHE Ha CTp.2)
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- JIpyru cbecTaBKM
KanueBo amyMUHOCHIMKATHO CTHKIIO
[Turmentn

PA3JIEJI 4: Mepku 3a mbpBa MOMOIII

4.1 Onncanne Ha MepKHUTe 32 MbPBa MOMOII]

- O6mu ykazanus: He ca HeoOXoanMK CrienUaIHA MEPKH.

- Caen paumBane: [ToraBaHne Ha YUCT BB3yX, IIPH OIIaKBaHUs OOpBILAHE KbM JIeKap.

- Cae KOHTAKT ¢ KoxkaTa: [1o mpuHIUI MPOayKTHT HE IPa3HU KOXKaTa.

- CJle KOHTAKT ¢ O4HUTe:
N3rutakBaHe Ha OYMTE ITPHU OTBOPEHH KJIETIAYH C Tevala BoJa B IPOIB/DKCHNE HA HAKOJIKO MUHYTH.

- Cnen morurbmane: [lpy npoabixaBaly OIUIaKBaHUS 1a CE KOHCYJITUPA JIeKap.

- 4.2 Hali-chIecTBEeHH OCTPHU U HACTHIBAIIY CJIe]] N3BECTEH MEePHO OT BpeMe CHMITOMH H e(peKTH
Hsama nanuunn ApYyTH BaXXHU CBCACHUA.

4.3 Yka3aHue 32 He00XO0AUMOCTTA OT BCAKAKBH HEOTJIOKHHU MeJUIMHCKU IPUKH H CIICNMAJHO JeYeHue
Hsima Hanmu4YHM IpYTH BaXKHU CBEICHUSL.

PA3JIEJI S: IIpoTHBONOKAPHH MEPKH

- 5.1 IloxkaporacuTeJIHU CpeaCcTBA

- Ilopxoasimu racsimu cpeacrsa: [IpoykThT He € 3anaIuM.

5.2 Oco0eHH 0MACHOCTH, KONTO MPOM3THYAT OT BelleCTBOTO MJIM CMECTa
Hsma HammyHM OpyTH BaKHU CBEICHUS.

- 5.3 CbhBeTH 32 NOKAPHUKAPUTE

- CrnienMaJIHy 3alIUTHH cpefcTBa: He ca HE0OOX0IMMH CIICLMaTHU MEPKH.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

* 6.1 JImuHM MpeAna3ZHu MePKH, MPeINa3Hu CPeACTBA U MPONeAYPH NMPH CHelHN ciay4an Bk pasnen 8.
- 6.2 [Ipeqna3nm MepKkH 3a ona3BaHe Ha OKOJIHATa cpena: He ca HeoOX0ANMHY CIEIIMATHN MEPKH.
* 6.3 MeToau 1 MaTepuaJIM 32 OrPAaHUYABAHE H MOYHUCTBaHe: MeXaHUUHO ChOMpaHe.
- 6.4 [lo3oBaBaHe Ha IPYTHU pa3aen
He ce ocBoO0Xk/1aBaT ONACHU BEILECTBA.
3a undopmarus 3a 6e30MaCHOTO MAHHUITYJTHPAHE BHXK IJ1aBa 7.
3a uHdopmanus 3a IMYHUTE TpeIIa3HN CPEJICTBA BIDK IIaBa 8.
3a undopmanus 3a OTCTpaHsBaHETO BUXK Ii1aBa 13.

PA3JIEJI 7: PaboTa u cbXpaHeHue

-7.1 Ilpeana3uu Mepku 3a 0e3onacHa padora
[a ce npenoTBpatsiBa 00pa3yBaHeTO Ha Ipax.
[a ce ocurypu 1o6po mpoBETpeHIE/acIHpaIysi Ha pabOTHOTO MSCTO.
- Yka3aHus 3a IpeJOTBPATABAHE HA MOKap U ekcmio3uu: He ca HeoOXoaumu crieniuaaHu MEpKU.

-77.2 YcaoBust 3a 6e30nacHO ChXpaHsiBaHe, BKIIOYHTETHO HECHBMECTHMOCTH

- CbXpaHeHHe:

- I3ucKBaHuA KbM CKJIAI0BHTE MOMeIlleHUs U pe3epBoapute: HiMa criennanHu H3UCKBaHUS.
- Yxa3anusi npu oduio cbxpanenue: He e HeoOxoaumo.

- JIpyru 1aHHU OTHOCHO YCJIOBHSATA B CKJIagoBeTe: Ja ce cbXpaHsBa Ha CTaifHa TeMIIepaTrypa.
-7.3 Cneunduyna(u) kpaiina(u) ynorpeda(u) Hama HanuuHu Jpyry BaXKHU CBEJCHMUSL.
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PA3EJI 8: KoHTpPo.1 HA eKCIO3UIMATA/IMYHA MPeANAa3HU CpPeIcTBa

- JIObJIHUTEIHUA YKA3AHUS 32 M3IPAKAAHETO HA TEXHNYECKH CHOPbKEHUs :
Hsama npyru jaHHM, BUXK TOUKa 7.

- 8.1 ITapameTpu HA KOHTPOJI

- CbCTABHM YaCTH ChC CBbP3aHH ¢ PA0OTHUTE MeCTa, MOJIeKAIU HA ClIe[leHe TPAHUYHHI CTOIHOCTH:
ITpoyKTHT HE ChABPKA PEICBAHTHU KOIUIECTBA BEIIECTBA ChC CBBP3aHM C PAOOTHHUTE MECTa MOUIEKAIIN Ha
CJIeIcHE TPAaHNYHU CTOHHOCTH.

- JonbanuTeann ykazanus: Karo ocHOBa ciry’kuxa BaIMAHNATE NIPH CbCTABSIHETO JIUCTH.

- 8.2 KoHTpoJ1 HA eKcno3UuIUsTa

- JIMUHU nMpeAna3Hu cpeacTBa:

- Q01U Mpeana3Hu U XUTHEeHHU Mepku: Jla He ce BAMIIBAT Mpax/IuM/MbIIa.

- JluxaresiHa 3aIUTA:
[Tpu KpaTKOBpEMEHHO WIIH C)1a00 HaTOBapBaHE Ja Ce U3IOJI3YBa AuxarelieH QUITHP; NP MHTEH3WBHA, PECII.
MO-TIPOJIBJDKUTENIHA EKCIIO3UIIMS /1 C€ M3II0JI3yBa HE3aBUCHM OT OKOJIHMS BB3JlyX PECIIHpaTop.

- 3amura Ha pbuere: He e HeoOxoanmo.

- MaTepuaJl 3a ppbKaBULU
W360pbT Ha MOAXOAsIIA pHKABUIIA 3aBHCH HE CaMO OT MaTepuaia, a ¥ OT APYTH KaueCTBCHN XapaKTePUCTUKU
U € pa3IM4CH NPU Pa3ITUIHUTE IPOU3BOIUTENH. Thif KATO MPOAYKTHT NPEACTABISIBA MIPETIApPaT OT HIAKOIKO
BEIIIECTBA, YCTOMYMBOCTTA Ha MaTepPHAINTE 32 PHKABUIM HE € MIPEIBUANMA U ITOPaJH TOBA TPsIOBa na Obe
MpOBEpsSBaHA MPEAN yIoTpedaTa uM.

- Bpeme 3a NpoHMKBaHe HA MaTepHaJia 3a pbKaBHIU
TouHOTO BpeMe Ha IPOOHB ClIee/Ba JIa ce y3HAae OT MPOU3BOUTENS HA 3allIUTHU PHKABHIIM U JIa CE CIa3Ba.

- 3amuTa Ha oynTe: 3AIUTHH OUnIa

PA3AEJI 9: ®u3uuHy 1 XMMUYHM CBOIiCTBA

9.1 Undopmanusi 0OTHOCHO OCHOBHHMTE (PM3MYHN U XMMHYHH CBOICTBA

- OO TaHHM
- BbHIIIEH BH:
®opma: mpax
IBsAT: OLIBETCHO
* Mupmuc: 6e3 Mmupu3mMa
- I'panuna Ha mupuca: HE € OTIPeNIeNeHO
- pH-cToiiHOCT: HE € OIPENETICHO
- TlpoMsiHa Ha CHCTOSIHMETO
Touka Ha ToneHe/TOYKAa HA 3aMpPB3BaHe: HE € OINPENENIEHO
Touka Ha KHIIeHe U HHTEPBAJI HA KUIEHe: HE € OTIPeIeNIeHO
- Touka Ha Bb3NJIAMEHsSIBaHe: HE € OINPENENEHO
- 3anmaauMocT (TBbP/10 BellecTBO, ra3): BemectBoTo HE € 3anaIUMO.
- TemmepaTypa Ha Bb3ILIaMeHsIBaHeE: HE € OTIPeIeIeHO
- TemnepaTypa Ha pa3jarane: HE € OTIPeIeNIeHO
- TemnepaTypa Ha camo3anajiBaHe: HE € OINPENENIEHO
- EKcIJI03MBHM CBOjicTBA: IIponyKThT HE € B3pUBOOIACEH.

- I'paHMIY HA B3PMBOONACHOCT:

Joana: HE € OIPENENEHO
I'opna: HE € OIpeesIeHO
- Oxkcuaupam cBoicTBa: HE € OIIPENIEICHO

(npoxbiuKeHue Ha cTp.4)
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- Hansirane Ha mapure: HE € onpez[eneHo
- IlrbTHOCT:
OTHOCI/lTeJ'IHa IJIBTHOCT HE € onpez[eneHo
ILIbTHOCT HA MApUTe HE € OIpeeJIeHO
CxopocT Ha u3napsiBaHe HE € OIpeieJIeHO

- PazrBopumMocT B / CMecHMOCT ¢
Bopa: HEpa3TBOPUMO

' KOquI[IPIEHT Ha pasnpeacjacHue: N-0KTaHOJI/BO/A: HE € OIIpeACICHO

- Bucko3surer: HE € OIPENENEHO
- IMHAMMYEH: HE € OIpeNesIeHO
" KHHeMaTH4YeH: HE € OIpeesIeHO
9.2 Ipyra undopmanust HsMa Hanv4uHU OpyTy Ba)KHU CBEJIEHHS.

PA3JIEJI 10: CTaOMJIHOCT 1 peaKTUBHOCT

-10.1 PeakTtuBHOCT HAMa HaJIM4YHM IPYrH BayKHHU CBENCHUS.
-10.2 XuMu4Ha cTA0WIHOCT
- TepMu4HoO pazjiaraHe /ycja0BHs, KOMTO TPAOBa Ja ce H30ATBAT:
Hsma paznarane mpu HaJuIe)KHO ChXpaHEHHE M MaHUITYJIUpaHe
-10.3 Bb3mo:kHOCT 32 onacHu peakuuu He ca U3BeCTHU onlacHU peakLuu.
10.4 YcioBus, kouto TpsidBa aa ce n3éarear Hsamva HanW4YHK OpYTy BaKHU CBEICHUS.
10.5 HecbBMecTHMHU MaTepuaau: HiAMa Hamu4HU IpYTH BaXKHU CBEICHHUS.
-10.6 OnacHu NPOAYKTH HA pa3nagaHe: HUKOU

PA3JIEJI 11: ToxkcukoJsiornuHa uHgopmanus

-11.1 Undopmanus 3a TOKCHKOJIOTHYHATE ePeKTH
- OcTpa TokcHYHOCT BB3 0CHOBA HAa HATMYHUTE JAHHU HE Ca M3ITBIHEHU KPUTEPUUTE 3a KiIacu(UIIPaHE.
- II'bpBUYHO Apa3HeHe:
- Kopo3uBHOCT/Ipa3HeHe HAa Ko:KaTa
B®3 0CHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTCPUHTE 3a KITacU(BHUIIMPAHE.
- Cepuo3Ho yBpe:KIaHe Ha oUnTe/Ipa3HeHe HA ounTe CaMo MEXaHUYHU €(PEKTH.
- CeHcHOMIIM3aLUs HA AUXATEJIHUTE NBTHINA WM KOKATa
B®3 ocHOBa Ha HATMYHUTE JAHHU HE Ca U3ITBIHEHH KPUTCPUUTE 32 KITacH(pHUIIHPAHE.
- Un¢opmManus 0THOCHO cJIeIBAllUTe FPYNH NOTeHIMAJHH MOCIeICTBUA:
- CMR-nociaencTBusi (KAaHIEPOreHHU MOCJIEACTBUS U TAKUBA, YBPEKAAIIH HACTEICTBEHATAa Maca H
CIOCOOHOCTTA 32 pa3MHOKEHHE)
- MyTareHHoOCT Ha 3apOJMIIHUTE KJIETKHU
B®3 0ocHOBa Ha HATMYHUTE JAHHU HE Ca U3ITBIHEHN KPUTEPUHTE 32 KITacH(pHUIIPAHE.
- KanueporenHoct Bb3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca U3IBIHEHW KPUTEPHHTE 3a Kiacuduupane.
- PenpoyKTHBHA TOKCHYHOCT
B®3 0CHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIIHCHH KPUTCPUHUTE 3a KITacU(BHUIIMPaHE.
- CTOO (cnenuduyHA TOKCHYHOCT 32 ONpe/ieJIeHH OPraHi) - eJHOKPATHA eKCIIO3HIUSI
B®3 ocHOBa Ha HATMYHUTE JAHHU HE Ca W3ITBJIHEHH KPUTEPUHTE 32 KIacH(pHUIUPaHE.
- CTOO (cnenudpuyHa TOKCHYHOCT 32 ONpedeJIeHH OPraHM) - MOBTAPSIIIA c€ eKCIO3UIUS
B®3 0ocHOBa Ha HATMYHUTE JAHHU HE Ca U3ITBIIHEHH KPUTEPUUTE 32 KITacH(pHUIHPAHE.
- OnacHoCT nMpy BAUIIBaHe
B®3 ocHOBa Ha HaJIMYHKUTE JaHHU HE Ca M3IIBIHEHU KPUTEPUUTE 32 KilacupHIupaHe.

BG —
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PA3JIEJI 12: Exonornuna uagopmanus

12.1 Toxkcu4HoOCT

- AKBaTHYHA TOKCHYHOCT: HsIMa HamW4IHM IpyTH BaXKHN CBEICHUSL.

-12.2 YceroiiunBocT U pasrpaguMocT Hsima Hanu4HU APYTH BaXKHU CBEACHUS.

- 12.3 buoakymyaupama cnocooHoct Hsima HanuyHM ApyTH Ba>KHU CBEICHUS.

- 12.4 TIpenocumocT B no4yBarta Hima HaIM4YHU IPYTY BayKHH CBEACHUS.

- IpyTH eKoJIOTHYHM YKa3aHUsI:

- Q01 yKazaHus:
Knac na 3ambpcsiBane Ha Bogure 1 (cobcTBeHa kinacudukaiys): ¢1ado 3aMbpCsBaIo BOAUTE
[la He ce nomycka IonailaHeTo Hepa3peIeHo, PecIl. B O-T0JIEMH KOJIMYECTBA B ITOIIIOYBEHUTE BOAN, BOJHHU
OaceitHn WM KaHAIU3aLKITA.

12.5 Pe3yarartu ot ouenkara Ha PBT u vPvB

- PBT: Henpuioxumo

- vPvB: Henpuioxumo

12.6 Apyru HebaaronpuaTHH edpexTu Hsima HanudHy APYTH BaXKHU CBEICHUS.

PA3EJI 13: O0e3BpeskaaHe HA OTHAAbLHATE

-13.1 MeToau 3a TpeTUpaHe HA OTHAABUU
- IIpenopwka: [lo-Manku KonudecTBa MOTaT Aa Ce IETOHUPAT 3a¢IHO C OUTOBUTE OTIIAIBIIH.

- HemouncTeHN ONMAKOBKH:
- [Ipenopbka: OTCTpaHsIBaHE B CHOTBETCTBUE C MPEANUCAHUATa HA KOMIETEHTHUTE BEIOMCTBA.

PA3JIEJI 14: Undopmanusi 0OTHOCHO TPAHCIIOPTHPAHETO

- 14.1 Homep mo cnucbka Ha OOH
-ADR, ADN, IMDG, IATA ormaza

- 14.2 TouHo Ha HAUMEHOBaHHUeE HA MPaTKaTa no cnucbka Ha OOH
-ADR, ADN, IMDG, IATA oTnaga

- 14.3 Kitac(oBe) Ha 0MAaCHOCT MPH TPAHCIIOPTHPAHE

- ADR, ADN, IMDG, IATA
* KJjac oTnajga

- 14.4 OnakoBb4Ha rpyna
-ADR, IMDG, IATA ornazaa

- 14.5 OnacHoCTH 32 OKOJIHATA cpena:
- Mopcku 3aMbpCHTEIL: He

- 14.6 CnienuajiHu Npeana3sHu MepKHU 3a
norpeduTeIMTe HEIPUIOKUMO

- 14.7 TpancnopTHpaHe B HAJIMBHO CHCTOSIHHE
cbriaacio anekc I kbm MARPOL u Koaekca IBC Henpuiiosxxumo

- UN "Model regulation': oTnaga

PA3JIEJI 15: Mndopmanusi 0OTHOCHO HOPMATHBHATA ypenda

-15.1 Cl'lel.ll(l(l)l/l‘lHl/l 3a BEMECTBOTO WJIHM CMECTAa HOpMAaTUBHA ype).]ﬁa/iiaKOHOIlaTeJ'lCTBO OTHOCHO
6e30nacﬂocha, 3APaBE€TO U OKOJIHATa cpeaa

- nupextuBa 94/33/EC Jla ce monxox1a BHUIMATEIHO, KOTAaTO € TO3W MPOIYKT OopaBsT juna nox 18 r.
(npoabinKeHUe Ha cTp.6)

BG —



Crpanuna: 6/6
NupopmanuoHeH JUCT 32 0€301MaCHOCT
cbraacuo 1907/2006/EO, Yiien 31

nata Ha otnedarBane: 09.12.2019 Howmep Ha BepcusTa 1 npepaboreno Ha: 09.12.2019

Toproecko HaumeHoBanue: Noritake Super Porcelain EX-3 : Powder Type

(IpoBbIDKEHHE OT CTp.S)

- nupektuBa 94/85/EEC: Hsima Hanu4HU APy BaKHU CBEACHHUS.

- [ToumenHo nmocouyenu onacuu Bemecrsa - IPUJIOXEHMUE 1
He e n30poeHO HUTO €HO OT CHABPIKAIINTE CE BEIIECTBA

-15.2 Onenka Ha 0e30MaCHOCT HA XUMHYHO BelIeCTBO HJIH CMeC:
Xumudecka 0€30MacCHOCT 32 OLICHKA HE € U3BbPIIICHA.

PA3JIEJI 16: [Ilpyra undgopmanust

,Z[aHHI/ITe MOYMBAT HAa HACTOAIIOTO PABHUIIC HA IMO3HAHUATA HH, HO TC HC IIPEACTABJIABAT rapaHllid 3a
CBOlicTBaTa Ha IpoOAYKTa U HE 000CHOBaBAT JAOTOBOPHO NPABOOTHOIIICHUEC.
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