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

NnpeAnpUsITHETO

1.1 AaeHTH(UKATOPU HA MPOAYKTA
- Trproecko Hanmenopanme: Noritake Super Porcelain EX-3 : PASTE OPAQUE LIQUID

- Homep Ha apTukyJaa: 825-POL

- HoMep Ha perucTpanus HENPUIOKUMO

1.2 MaenTduumpann ynorpedn Ha BeleCTBOTO UJIH CMeCTA, KOUTO ca OT 3HA4YeHHe U ynoTpeow,
KOHUTO He ce MpenopbYBaT
H)IMa HAaJIUYHHU [lpyl"l/l BaXHU CBCACHUA.

- IlpnjiokeHue Ha BelIeCTBOTO / HA NPUTOTOBJIEHUETO
CnioMarartesnieH MaTepua 3a MPOU3BOACTBO HA CTOMATOJIOTHYCH MOpIIeTaH

- 1.3 IoapoOHu JaHHHU 32 JOCTABYHKA HA MHPOPMATMOHHHSA JIMCT 32 0€30MacHOCT
- IlponsBogure.:

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
- laBamo unpopmanus HanpasJjenue: [Ipoussoauren
1.4 TesiepoHeH HOMep NPH CHICLIHU CIYYaH:

(UK) 0800 6800425

(GB) +44 20 35147487

(AU ) +61 2 80363166

* 3E Company

* Kuraray Access Code:334674

PA3JAEJI 2: Onucanue HA OMACHOCTHUTE

2.1 Knacudunupane Ha BeleCTBOTO 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 N3AEIHs ChIIacHO AeuHUIMATa B aupekTuBa 93/42/ENO, xonTo ce u31on3BaT HHBa3HBHO
WIN TIPYU AUPEKTeH (U3NUECKH KOHTAKT, ca M3KJIIOYEeHH OT pasnopenoute Ha pernameHT (EO) Ne 1272/2008
(CLP/GHS), ako ca Hanuunu 1o popmara Ha TOTOBH IPOJYKTH WM ca IpeTHa3HaYeHH 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

- PesysairaTu ot ouenkara Ha PBT u vPvB

- PBT: Henpuioxumo

- vPvB: Henpuinoxumo

PA3JIEJI 3: ChcraB/mHopmanus 3a CbCTaBKUTE

- 3.2 Xumnyecka xapakrepucruka: Cmecu
- Onucanue: CMec OT OCOYEHHUTE MO-J0JTy BEIIECTBA C OE30IaCHH MPUMECH.

(npoabiDKEHUE Ha CTp.2)
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- OnacHM CbCTAaBHH Belecrsa: ormaaa

PA3JIEJI 4: Mepku 3a mbpBa MOMOIL

4.1 Onucanne HA MEPKHUTe 32 MbPBa MOMOII]

- O0mu ykaszanus: He ca HeoOXoanMH CHIEUATHA MEPKH.

- Caen BaumBane: [logaBane Ha 9UCT BB3IyX, IPH OIIAKBAHUS OOpBINAHE KBM JIEKap.

- Clle KOHTAKT ¢ KoxaTa: [lo npuHIMI NPOIYKTHT HE APA3HHU KOXKATA.

- Cjiex KOHTAKT ¢ OYHUTe:
H3nnakBaHe HA OUUTE IIpyU OTBOPEHU KJICTIA4YM C T€Yallla BOAa B IPOAB/HKEHUE HA HAKOJIKO MUHYTH.

- Caen norapmane: [Ipu mpoabikaBaly OMIaKBaHUS Ja c€ KOHCYITHPA JIeKap.

- 4.2 Haji-chblecTBeHH OCTPHU M HACTHIIBAIIY cJle] H3BeCTEH NMEepHo/ OT BpeMe CHMITOMM H eexkTn
Hsma Hanw4YHM IpyTH BaXKHU CBEICHUS.

4.3 Yka3aHue 3a He00X0JUMOCTTA OT BCAKAKBH HEOTJI0KHH MEMIIMHCKH IPHKM U CIIEIIMAJIHO JiedyeHHe
Hsma HanuuHM Opyru BasKHU CBEJECHUS.

PA3JIEJI S: IIpoTnBONOKAPHN MEPKHU

- 5.1 IoxkaporacuTe/IHA CpeaCcTBa
- [loaxoasinu racsilm cpeacrsa:
CO2, orneracsii Impax Wwin JUCIIeprupaHa BoiHa cTpys. bopba ¢ mo-ronemu noxapu ¢ qucreprupaHa BogHa
CTpysl UM yCTOMYMBA Ha aJIKOXOJI IIsTHA.
Cno0Opa3siBaHe Ha MEPKHTE 3a MOTYIIABaHE Ha M0XKapa C OKOJIHATA Cpefia.
5.2 Oco0eHH ONMACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO UJIM CMeCTa
Hsma HanuuHM Opyru BasKHU CBEJECHUS.
- 5.3 CbBeTH 32 MOKAPHUKAPUTE
- CrnenMa/IHy 3aIMTHH cpefcTBa: He ca He0OX0IUMH CTICIIMATHU MEPKH.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

*6.1 JIm4HM npeana3ZHA MepKH, MpeINa3HU CPeACTBA U NPoLeAyPH NPH CHeIHH ciaydaun Bk pasnaen 8.
6.2 Tlpeana3Hu MepKHU 32 ONa3BaHe HA OKOJIHATA cpeaa:
Ila HE CC NOITyCKa IMonaaaHeTo B KaHaﬂMSaL{I/IHTa/HOB’prHOCTHI/I BOI[I/I/HOJIHO'-IBGHI/I BOIU.
6.3 MeToau 1 MaTepHuaJii 3a OTPAHHYABAHE H MIOYHUCTBAHE:
Jla ce momue ¢ XUrpoCcKONHUIeH MaTepHuai (IACHK, KH3ENTyp, CBbP3BaIllo KHCEINHN BEIECTBO, YHUBEPCAITHO
CBBP3BAILO BEIIECTBO, AbPBEHH CTHPTOTHHH).
- 6.4 Tlo3oBaBaHe HA APYTH pa3jiesu
He ce ocBoO0>knaBaT onacHM BEIIECTBA.
3a napopManus 3a 6e30MaCHOTO MAHUITYIHPAHE BIXK I1aBa 7.
3a nHGOpMANHS 32 IMIHATE MPEINa3HU CPEIICTBA BIK I1aBa 8.
3a nHbOpMAaNHA 3a OTCTPAHIBAHETO BIXK Ii1aBa 13.

PA3JEJI 7: PaGoTa u cbXpaHeHHne

-7.1 Tlpenna3uu mepku 3a Ge3onacHa padora He ca HeoOX0qMMH ClielMaIHK MEPKH.
* Yka3aHus 3a npeA0TBpPaTsiBaHe HAa MOKap U ekcmio3un: He ca HeoOXoanMY CHIEUATHA MEPKH.

-7.2 YeaoBus 3a 6e30MaCHO ChXpaHsiBaHe, BKJIIOYUTEIHO HECHBMECTUMOCTH

- CbXpaHeHHe:

- U3McKBaHUuA KbM CKJIA/IOBUTE NIOMCIICHUSA U pE3CPpBOApUTE: Hsama CIICIIMAJIHH U3 CKBAaHMA.
- Yka3anusi npu o6uo cbxpanenue: He e HeoOxomumo.

- JIpyru 1aHHM OTHOCHO YCJIOBHSITA B cKJiajoBeTe: /[a ce cbXpaHsBa Ha CTaiiHa TeMIeparypa.
(npoabinKeHUe Ha cTp.3)

BG —



Crpanuna: 3/6

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

nata Ha otnedarBane: 29.01.2020 Howmep Ha BepcusTa 1 npepaboteno Ha: 29.01.2020

Toproscko HaumeHoBaHue: Noritake Super Porcelain EX-3 : PASTE OPAQUE LIQUID

(npobIDKEHHE 0T cTp.2)
- 7.3 Cneunduyna(u) kpaiina(u) ynorpeda(un) Hiama HanuuHN IpyTH BaXKHU CBEJICHHUS.

PA3JIEJI 8: KoHTpPOJI HA eKCIO3MUMATA/JIMYHM NPeANa3Hu CpeIcTBa

- JIOMbJIHUTEIHU YKA3aAHUS 32 U3TPAMNKAAHETO HA TEXHNYECKH CHOPbIKEHUsI:
Hsama npyru janHu, BUX TOUKa 7.

- 8.1 IlapameTpu HA KOHTPOJI

- CbCTABHM YaCTH ChC CBbP3aHM ¢ PA0OTHUTE MecTa, MOJIesKAIU HA cliefleHe TPAHUYHY CTOIHOCTH:
ITpoyKTHT HE ChABPIKa PEICBAHTHN KOJIWIECTBA BEIIECTBA ChC CBBP3aHM C PAOOTHHUTE MeCTa MOJUIEKaIIN Ha
CJIeIeHEe TPAaHWYHU CTOHHOCTH.

- lombJIHNTeTHU YKka3aHus: KaTto ocHOBa cily’KnXa BaJMIHUTE IIPU CHCTaBIHETO JHCTH.

- 8.2 KoHTpoJ1 HA eKcno3uIUsITA

- JINYHM Mpeana3Hu cpecTBa:

- OO mpeana3Hu ¥ XHTHEHHH MEPKU:
CrnenBa aa ce ch0I01aBaT O0MYAHHUTE PEIOXPAHUTEIIHA MEPKHU MPH paboTa ¢ XUMHKAIIH.

- JlmxaTeqHa 3amura: He e HeoOXxoaumo.

- 3amuTa Ha pbleTe:
MarepuanbT Ha pbKaBHIIaTa TPsiOBa 1a € HEMPOIYCKINB U YCTOWYHB CPEIy MPOAYKTa / BEMIECTBOTO /
mpemnapara.
[Mopanwm nutica Ha TECTOBE HE MOXKE Aa ObJie Ja/icHa MperophKa 3a MaTeprata Ha PhKaBUIIATE 32 MPOAYKTa /
mpemnapara / CMecTa 0T XUMHUKAIIH.
W360p Ha MaTepuana 3a pbKaBHIIM C OTJIC Ha BpEMEHATa 3a MIPOOUB, CTETICHTA HAa MPOHUKBAHE U
JIeTpaaIisTa.

- MartepuaJ 3a pbKaBHIH
W300pbT Ha TOAXOSIIA PHKABUIIA 3aBHCH HE CAMO OT MaTepuaia, a ¥ OT APYTH KAaYeCTBCHU XapaKTePUCTUKU
U € pa3jIMiYCH NPU Pa3TUIHUTE IPOU3BOIUTEIH. Thif KATO MPOJAYKTHT NPEACTABISIBA MIPETIAPAT OT HIKOIKO
BEIIIECTBA, YCTOMYMBOCTTA HA MAaTEPHATUTE 33 PHKABUIIM HE € MIPEIBUANMA U ITOPAJIH TOBA TPsIOBa 11a Obie
MPOBEpPSIBaHA MPEAN YIOTpedaTa uM.

- BpeMe 3a NpoHNKBaHe HA MaTepHaJia 32 pbKABHIU
TouyHOTO BpeMe Ha IPOOUB CiIee/Ba J1a C€ y3HAe OT MPOM3BOIUTES HA 3allIUTHU PHKABHIIM U JIa CE CIIa3Ba.

- 3amumTa Ha ouMTe: 3alUTHH OYHniIa

PA3JIEJI 9: ®u3uyHu ¥ XUMHYHH CBOMCTBA

9.1 Uudopmanusi 0THOCHO OCHOBHHMTE (PpU3MYHN U XMMHYHH CBOIiCTBA

- O0IM JaHHU

- BbHIIEH BHA:
dopma: TEYHOCT
IBsar: 0Oe31BETHO

* Mupmuc: 6e3 MupHu3mMa

-I'panuna Ha mupuca:

He e onpeneneno.

- pH-cToiiHOCT:

He e onpeneneno.

' HpOMﬂHa HAa CbCTOSAHUETO

Touka Ha ToNeHe/TOYKA HA 3aMpPb3BaHe: 18,2 °C (glycerol)
Touka Ha KHIIeHe M HHTEPBAJI HA KUIICHE: 290 °C (glycerol)
- Touka Ha Bb3IIaMEHsIBaHe: 160 °C (glycerol)
- 3amaauMocT (TBbP/10 BellecTBO, ra3): HENPHIOKUMO
- TemnepaTypa Ha Bb3IJIaMeHsIBaHe: 400 °C (glycerol)

- TeMnepaTypa Ha pa3jaraHe:

He e onpeneneno.

(mpoawsinkeHue Ha cTp.4)
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- TeMnepaTypa Ha camo3anajBaHe: He e omnpeaereHo.

- EKCIII03UBHU cBOiicTBA: IIponyKTHT HE € B3pUBOOIACEH.

- I'paHULIM HA B3PMBOONIACHOCT:

Joana: He e onpeneneno.

I'opna: He e onpeneneno.
- Okcuaupam cBoicTBa: He e onpexneneno.
- Hansirane Ha napure: He e onpeaneneno.
- TlrsTHOCT pu 20 °C: 1,3 r/em’
- OTHOCHTEIHA ITBTHOCT He e onpexneneno.
- ILTTHOCT HA MapuTe He e onpeaneneno.
- CKopocCT Ha u3napsiBaHe He e onpeneneno.

- PazrBopumMocT B / CMecHMOCT ¢
Bona: YaCTUYHO CMECHUMO

- KoedmuuenT Ha pa3npenesieHue: n-okraHoJi/Boaa: He e onpezeneHo.

- Bucko3surer: He e onpeneneno.
- IMHAMHWYeH: He e onpezeneHo.
" KHHeMaTH4YeH: He e onpenenexo.
9.2 Ipyra undopmanust HsMa Hanu4uHU OpyTH Ba)KHU CBEJEHHS.

PA3JIEJI 10: CTaOMJIHOCT 1 peaKTUBHOCT

-10.1 PeakTuBHOCT HAMa HaJIM4HM IPYrH BayKHHU CBENCHUS.
-10.2 XuMu4Ha cTA0WIHOCT
- TepMu4HoO pazjiaraHe /ycja0BHs, KOMTO TPsA0Ba Ja ce H30ATBAT:
Hsma paznarane nmpu HaJuIe)KHO ChbXpaHEHHE M MaHUITYJIMpaHe
- 10.3 Bp3mo:kHOCT 32 onacHu peakuuu He ca U3BECTHH OMaCHU peakluy.
10.4 YcioBus, kouto TpsidBa aa ce n30Arear Hsimva HanW4YHK OPYTU BaKHU CBEICHUS.
- 10.5 HecbBMecTnMu MaTepuain: Hsivma HamWMIHN IpYyTH BaXKHU CBEICHUSL.
-10.6 OnacHu NPOAYKTH HA pa3nagaHe: BpriaepoeH oKUC U BBIIEPOJCH JBYOKUC

PA3JIEJI 11: TokcukoJsioruuHa uHgopmanus

-11.1 Undopmanus 3a TOKCHKOJIOTHYHATE ePeKTH
- OcTpa TokcHYHOCT B3 OCHOBa Ha HAIMYHKUTE JTaHHU HE €A M3ITBJIHEHN KPUTEPHUUTE 32 Kilacu(pUIUpaHe.
- IIbpBHYHO pa3HeHe:
- Kopo3uBHocT/Ipa3HeHe Ha KoKaTa
B®3 0cHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTCPUUTE 32 KITacU(BHUIIMPaHE.
- CepHo3HO yBpeskAaHe HA OYUTe/APa3HEHE HA 0YHTe
Bb3 ocHOBa Ha HATMYHWUTE JAHHU HE Ca U3IIBIIHEHU KPUTEPUUTE 3a KIacupuLIupaHe.
- CeHcHOMIM3aIUs HA AUXATEIHUTE NBTHINA WM KOKATA
B®3 ocHOBa Ha HATMYHWUTE JaHHU HE Ca M3ITBIIHEHU KPUTEPUUTE 3a KiIacupuIupaHe.
- UHdopManust 0THOCHO CJIeIBAIIMTE IT'PYNH NOTEHUHATHHU MOCAeACTBHA:
- CMR-nociencTBusi (KAaHIEPOreHHHU MOCJIEACTBUS U TAKNUBA, YBPEKAAIIH HACTEICTBEHATAa Maca H
CIOCOOHOCTTA 32 pa3MHOKEHHE)
- MyTareHHoOCT Ha 3apOJMIIHUTE KJIETKHU
B®3 ocHOBa Ha HAIMYHWUTE JaHHU HE Ca M3ITBIIHEHU KPUTEPUUTE 3a KIacupHuIupaHe.
- KanueporenHoct Bb3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca U3IBIHEHH KPUTEPHHTE 3a KiacuduIupane.
- PenpoayKTHBHA TOKCHYHOCT

B®3 0CHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTCPUHTE 32 KITacU(BHUIIUPAHE.
(npoabiDKEHHE Ha CTp.S)
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- CTOO (cneuu¢uyHa TOKCHYHOCT 32 ONpe/IeJIeHH OPraHN) - eTHOKPATHA eKCIIO3HIUS
B®3 0CHOBa Ha HATMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTCPUHTE 32 KITacU(BHUIIMPAHE.
- CTOO (cnenuguyHAa TOKCHYHOCT 32 OIPe/ieJIeHH OPraHN) - HOBTAPSAINA Ce eKCIO3UIHA
Bb3 ocHOBa Ha HATMYHWUTE JAHHU HE Ca M3IIBIIHEHU KPUTEPUUTE 3a KiIacupuIupaHe.
- OnacHoOCT Npy BAUIIBaHe
B®3 ocHOBa Ha HATMYHWUTE JaHHU HE Ca M3ITBJIHEHU KPUTEPUUTE 3a KiIacupHuIupaHe.

PA3JIEJI 12: Exonornyna uapopmManus

12.1 ToxcuunocT

- AKBaTHYHA TOKCHYHOCT: HsiMa Hanu4YHM IPpYyTH BaXKHU CBEICHUSL.

12.2 YcroiiunBocT 1 pasrpaguMocT Hsima HalM4HN IPYTH BayKHH CBEACHUS.

- 12.3 Buoakymyaupama cnoco6Hoct Hsima HanuyHu Apyru BasKHU CBEICHUS.

- 12.4 TIpeHocumocT B mouBaTa Hsima HaIM4YHU APYTH BaXKHU CBEACHUS.

- JIpyTH eKOJOTHYHM YKA3aHUS:

- O0M yKka3zaHus:
Knac Ha 3ambpcsBane Ha Boaute 1 (coOcTBeHa Kimacudukanus): c1abo 3aMbpCsIBaIIo BOJUTE
[la He ce nomycKa IonalaHeTO Hepa3peIeHo, PECII. B TIO-TOJIEMH KOJIMYECTBA B ITOIIOYBEHUTE BOAN, BOJAHU
OaceiHn WM KaHATU3AIHTA.

- 12.5 Pe3yaraTtu ot ouenkara Ha PBT u vPvB

- PBT: Henpuioxumo

- vPvB: Henpunoxumo

12.6 Ipyru HebGaaronpuaTHH edpexTn Hsima HanudHY APYTH BayKHU CBEICHUS.

PA3JIEJI 13: O6e3Bpexaane Ha OTHIAAbLATE

-13.1 Metoau 3a TpeTUpaHe HA OTHAABLUH
- [Ipenopwka: [1o-Manku konudecTBa MOTaT Aa ce IEMOHUPAT 3aeIHO ¢ OUTOBHUTE OTIAIBIIN.

- HemouncTeHN ONAKOBKH:
- [Ipenopbka: OTCTpaHsIBaHE B CHOTBETCTBUE C MPEANHUCAHIATa HA KOMIETEHTHUTE BEIOMCTBA.

PA3JIEJI 14: Undopmanusi 0OTHOCHO TPAHCIIOPTHPAHETO

- 14.1 Homep no cnucbka Ha OOH
-ADR, ADN, IMDG, IATA ornaza

- 14.2 TouHo Ha HAUMEHOBaHHUE HA MpaTKaTa no cnucbka Ha OOH
- ADR, ADN, IMDG, IATA ornaza

- 14.3 Kiac(oBe) Ha OMACHOCT NMPHU TPAHCHOPTUPAHE

- ADR, ADN, IMDG, IATA
* KJac oTraga

- 14.4 OnakoBb4Ha rpyna
-ADR, IMDG, IATA oTrnaja

- 14.5 OnacHocTH 32 0KOJIHATA cpena:
- Mopcku 3aMbpcUTeII: He

- 14.6 Cnenuajinu npeana3sHu MepKu 3a
noTpedouTeIUTE HEIPUI0KAMO

- 14.7 TpancnopTHpaHe B HAJJMBHO CHCTOSTHHE
cbriaacHo anekc I kbm MARPOL u Koaekca IBC HenpuiioxxuMo

(npoxbinKeHUe Ha cTp.6)
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‘ - UN "Model regulation": oTnaaa

PA3JIEJI 15: Uudgopmanusi OTHOCHO HOPMATHBHATA ypenoda

-15.1 Cnennduyny 3a BelecTBOTO HJIM CMeCTa HOPMATHBHA ype10a/3aK0HOAATeJICTBO OTHOCHO
0e301macHOCTTA, 3IPABETO M OKOJIHATA cpela
- nupexTuBa 94/33/EC [la ce nmonxoxxaa BHUMATEIHO, KOTaTo ¢ TO3M NPOJIYKT OopassT Jnia nox 18 r.

- nupextuBa 94/85/EEC: Hsma Hanu4Hu APYrH BaXKHU CBEACHUSI.

- IToumenno nmocouenu onacHu Bemecrsa - [IPUJIOKEHUME 1
He e n30poeHo HUTO €HO OT ChABPIKAIINTE CE BEIIECTRA

-15.2 Onenka Ha 0e30MACHOCT HA XUMHYHO BEIIECTBO HJIH CMEC:
Xumuuecka 6€30TacHOCT 3a OlIEHKA He € M3BbPIICHA.

PA3JIEJI 16: /Ipyra ungopmanus

IIaHHl/ITe MOYMBAT HAa HACTOALIOTO PAaBHHUIIC HA MMO3HAHUATA HHU, HO TC HC MPEACTABJIABAT rapaHliyd 3a
CBOMCTBaTa Ha nIpoayKTa U HE 00ocHOBaBaT JOTOBOPHO NPABOOTHOIICHUE.
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