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PA3JAEJI 1: UnenTudukanus Ha BelleCTBOTO/CMeCTa U HA IPYKeCTBOTO/

NnpeANnpUsITHETO

1.1 AaeHTH(UKATOP HA NPOAYKTA
- Thproecko Hanmenopanue: CARIES DETECTOR

- Homep Ha apTukyaa: 043

- Homep Ha perucrpanus He e npunoxumo

1.2 UnenTudnuupann ynorpedu Ha BeleCTBOTO UJIH CMeCTa, KOMTO ca OT 3HAYeHHe, U ynoTpedH,
KOHMTO He ce MpenopbYBaT
Hsama Hanuuau APYTH BaXXHU CBCACHMU.

- IIpuito:xeHue HA BeLeCTBOTO / HA MPUTOTOBJIECHUETO JIeHTaleH MaTepUal

1.3 IoapoOHu 1aHHH 32 TOCTABYMKA HA HHPOPMANMOHHHSA JIHCT 32 6e30MacHOCT
- loctapunk
Kuraray Europe GmbH
Philipp-Reis-Str. 4,
65795 Hattersheim am Main
Germany
Phone:+49 (0)69 305 35835
E-mail: dental.eu@kuraray.com
- laBamo mHpopManusi HampasJienne: JloctaBunk
- 1.4 TesiepoHeH HOMEP NPH CHICHTHU CIIYYAH:
[Bulgaria] HAITMOHAJIEH LIEHTBP I1O TOKCUKOJIOT U, MuoromnpodmiHa O0THUIA 32 aKTUBHO
JedyeHue u cnemna meaununa ,,H .. Tluporos*: +359 2 9154 233
[3E Company] (Great Britain (London))+44 20 351 47487, (United Kingdom - Domestic)+44 800 680 0425,
(United Kingdom - International)+44 808 189 0979 (Europe Non-Specific)+1 760 476 3962 *Kuraray
Access Code: 334674

PA3JAEJI 2: Onucanue HA OMACHOCTHUTE

2.1 Knacudgunupane Ha BelieCTBOTO MJIH CMECTa

- Knacudpukauus B cborBercTBre ¢ Persiament (EQ) Ne 1272/2008
[MpenaparsT He € KIacu(UIUPaH CIOPE]] PEriIAMeHTa OTHOCHO KIIaCH(UIIMPAHETO, ETUKUPAHETO U
onakoBaHeTo (CLP).

2.2 EneMeHTH HA eTHKeTa

- ETukerupane B croTBeTcTBUE ¢ Pernnament (EO) Ne 1272/2008 otnaga
- IIuKTOrpaMM 3a oMacHOCT OTHaja

- CurHajsa ayma otnajaa

- [IpemynpeskaeHns 3a OMACHOCT OTHaa

2.3 Ipyru onacHoOCTH

- PesysairaTu ot ouenkara Ha PBT u vPvB

- PBT: Henpuioxumo

- vPvB: Henpunoxumo

PA3JIEJI 3: ChcraB/mHdopmanus 3a CbCTaBKUTE

3.2 Cmecu

- Onucanue:
Ta3u cmec He ChABpPKA BEIECTBA, KOUTO Aa ObIaT CIOMEHATH chriacHo Kputepuute Ha Pernament (EO) Ne
1272/2008.

- OnacHM CbCTAaBHH BelIECTBA: OTHaaa

PA3EJI 4: Mepku 3a mbpBa MOMOIIL

4.1 Onucanne Ha MEPKHUTE 32 MbPBa MOMOII]

- Caen BaumBane: [logaBane Ha 4UCT BB3YX, IIPH OIIAKBAHUS OOPBIAHE KbM JIEKap.
(npoabIDKEHHE Ha CTp.2)
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- Ciex KOHTAKT ¢ KokaTa: [lo mpuHIUI NPOAYKTHT HE Ipa3Hu KoXKata.
- CJiel KOHTAKT ¢ OYHTe:
W3nnakBaHe Ha O4MTE IPYU OTBOPEHU KJIETIayy C Te€4allla BOAA B IIPOIBIIKEHUE HA HAKOJIKO MUHYTH.
- Caen morubmane: [Ipu npoabikaBaly OIJIaKBaHUs a € KOHCYJITUPA JeKap.
- 4.2 Haji-cbliecTBeHH OCTPU U HACTHIBAIIM CJIe/l U3BECTEH MEPUOI OT BpeMe CHMIITOMH U e(heKTH
Hsama HanuuHu Apyry BaXKHU CBEJICHUSI.
4.3 Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHH MeJUIIMHCKH IPHKH H CTIEIIMAJHO JedeHue
HHMa HaJIMYHU leyl"l/l BAaXHU CBCACHUA.

PA3JIEJI 5: IIpoTuBOnOXKapHHU MEPKHU

- 5.1 CpeacrBa 3a raceHe Ha Ioxap
- TlopxoAsilM racsiy cpeacTBa:
CO2, orueracsii rnpax Win JUcIeprupana BojiHa cTpys. bopba ¢ mo-ronemu noxapu ¢ qucreprupasa BoHa
CTpYs WJIM yCTOHYMBA Ha aJIKOXOJI IIsTHA.
Cpo0Opa3siBaHe Ha MEPKHTE 3a NOTYIIaBaHE Ha M0Kapa C OKOJIHATA Cpejia.
- 5.2 OcoGenn 0MacCHOCTH, KOUTO MPOM3THYAT OT BEIIECTBOTO HJIM CMECTa
Hsama nanuunn APYTH BaXXHU CBCACHMU.
5.3 ChBeTH 32 NOKAPHUKAPUTE
- CrienMaJIHy 3alIMTHH cpefcTBa: He ca He00OX0MMMH CTICIIMATHU MEPKH.

PA3JIEJI 6: Mepku npyu aBapuiiHO H3IIyCKaHe

- 6.1 JIuuHN MpeaNna3zHu MEePKH, MPeANAa3HU CPeICcTBA U MPoLeAyPH NPHU cielnHu ciay4yan Bix. paznen 8.
- 6.2 IlpeanasHu MepKH 3a ona3BaHe HA OKOJIHATA cpefa:

[Ipenu na mouncTuTe 00OPYABAHETO, TO TIOYUCTETE MPEABAPUTEITHO MO TeYala BOa C BIaXXHA KbpIIa.
6.3 MeTonm 1 MaTepHaJii 3a OTPAHMYABAaHe M MIOYHCTBAHE:

3aMBpCEHUAT MaTepHall 1a C€ OTCTPAHU KaTO OTMAJBK MO TouKa 13.

TedHUTE CHCTABKHU /A CE MOMHAT C XUTPOCKOIIMICH MaTepHall.

Crbepere MaTepHala ¢ MpaxoCcMyKadKa T METJIa U TO MTOCTAaBeTe B TMOIXOAAI Ch 32 U3XBBPIITHE.

Ocurypere BEeHTHIAIHS.

Wznom3BaiiTe moaxoasImy JIMIHA Tpeana3au cpeactsa (JIIIC).
- 6.4 Ilo3oBaBaHe Ha IPYIru pa3jeu

3a uadopmanus 3a 6e3011aCHOTO MaHUITYJIMPaHe BUXK IJ1aBa 7.

3a uadopmanus 3a IMYHUTE TIPENIa3HN CPEJICTBA BIDK IJI1aBa §.

3a nHpOpMaIHs 3a OTCTPAHIBAHETO BIXK Ii1aBa 13.

PA3JEJI 7: O6padoTka u CbXpaHeHue

7.1 Ilpeana3uu Mepku 3a Oe3onacHa padora
[a ce ocurypu 106po npoBeTpeHre/acuupanys Ha paboTHOTO MSCTO.
W36srBaiite monmp xoxara u ounte. Jla He ce mormbpma. M30srBaiite obpazyBanero Ha npax. He BaumBaiite
npax / mymiek / ra3 / ium / u3napeHust / aepo30Jiu.

- YKka3aHus 3a IpeA0TBPAaTABaHe HA MoKapP M eKkcmio3nu: He ca HeoOXoanMu crieinaiHi MepKH.

7.2 YeaoBus 3a 6e301aCHO ChXpaHsiBaHe, BKJIIOYHTEHO HEChBMECTUMOCTH
- CbXpaHeHHe:
- I3ucKkBaHus KbM CKJIJ0BHTE NIOMELeHUs M pe3epBoapure:
Jla ce cpxpaHsBa Ha XJaJHO MscTo (2-25°C).
- Yka3auusi npu o010 cbxpanenue: He e HeoOxoanmo
- /Ipyru 1aHHU OTHOCHO YCJIOBHSITA B CKJIaJ0BeTe:
Pe3epBoapsT 11a ce IbPKU IITBTHO 3aTBOPEH.
[la ce cpxpaHsiBa B 100pe 3aTBOPEHH Bapesiy Ha XJIAJAHO U CyXO MSICTO.

IIa C€ Mma3u OT TOIIMHA U IMTPEKU CIIBbHYCBU JIBYH.
(npoabinkeHue Ha cTp.3)
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- 7.3 Cneunduyna(u) kpaiina(u) ynorpeda(un) Hama HaTHMUHT IpyTH BaXKHU CBEJICHUS.

PA3JIEJI 8: KoHTpPOJI HA eKCIO3MIUATA/INYHH NPEANa3Hu CPeICcTBa

- 8.1 IlapameTpu HA KOHTPOJI

- ChCTaBHM YaCTH ChC CBHP3aHU ¢ PA0OTHUTE MeCTa, MOAJIeKAIIM HA cjlefieHe TPAHUYHHU CTOHHOCTH:
[TpoxyKTHT HE CHhBPIKa PEJIEBAHTHN KOJIMYECTBA BEIIECTBA ChC CBBP3aHH C Pa0OOTHHUTE MECTa MOJUIeKaIlIN Ha
clieieHe TPaHUYHU CTOHHOCTH.

- JombanuTesinu ykazanus: Kato ocHOBa ciy’kuxa BaJUJHUTE IIPU ChCTABSIHETO JIUCTH.

- 8.2 KoHTpOJI HA eKCIO3UIUsITA

- Ilopxoasiny MH:KeHepeH KOHTPOoJ Hsama npyru naHHu, BUx To4Ka 7.

- UHANBHAYaTHH MEPKH 32 3alIATAa, KATO HAIPHMeEP JIUYHH NMPeINa3Ha CPeACTBa

- 3amuTa Ha AUXaTeJIHUTe MbTHIIA [IpermoppunTenHa e pecmupaTopHa MackKa.

- 3amuTa Ha pbleTe
MarepuanbT Ha pbKaBHIIaTa TPsIOBa Ja € HEMPOIYCKIMB U YCTOWYHB CPEIy MPOIYKTa / BEMIECTBOTO /
mpemnapara.
[Mopanwm nurica Ha TECTOBE HE MOXKE Ja ObJIe aJicHa MPEIophKa 3a MaTeprata Ha PhKaBHUIIUTE 32 MPOAYKTa /
mpernapara / CMecTa 0T XUMHUKAIIH.
W360p Ha MaTepuana 3a pbKaBHIM C OTJIC] HA BPEMEHATa 3a MIPOOUB, CTEIICHTA HA MPOHUKBAHE U
JIeTpaaIusTa.

- MaTepuaJ 3a ppKaBULU
M360pbT Ha MOAXO/ISIIA PhKABUIIA 3aBHCH HE CAaMO OT MaTepuaia, a ¥ OT APYrd KaueCTBCHU XapaKTePUCTUKU
U € pa3jIM4eH [IPU Pa3IMYHUTE IPOU3BOAUTENN. ThH KaTo MPOAYKTHT IPEACTABIIABA [IpEnapar OT HAKOJIKO
BCIICCTBA, yCTOﬁ‘lMBOCTTa Ha MaTepnam/lTe 3a pLKaBHHH HE € Hpe[lBI/l]II/IMa nu nopam/l TOBaA Tpﬂ6Ba aa 6’])}16
NpoBepsIBaHa Mpeau yrnorpedara um.

- Bpeme 3a npoHNKBaHe HA MaTepHaJia 3a PbKABHIH
TouHOTO Bpeme Ha MPOOHB cieeBa 1a ce y3Hae OT IPOM3BOIUTENS Ha 3allIUTHU PHKABHIIN U JIa CE CIa3Ba.

- 3ammMTa HA OYMTE/JINETO 3allUTHH OYnja

PA3JIEJI 9: ®u3nyHu 1 XUMHUYHH CBOMCTBA

9.1 Undopmanust 0OTHOCHO OCHOBHHMTE (PpM3HMYHN U XMMHYHH CBOICTBA
- OOy 1aHHH
* ATperaTHoO ChCTOSIHHE Teunoct
- IBaAT YEPBEHO
* Mupuc: 6e3 MupHu3Ma
- Touka Ha ToneHe/TOYKa HA 3aMpPb3BaHe: He e onpeneneno.
- Touka Ha KMIeHe WU HAaYaIHA TOYKA HA KUTeHe
M HHTEPBaJI HA KUIICHe 185 °C (57-55-6 Ilpomnan-1,2-auom)
- 3amaaumoct He e onpeneneno
- JloJIHA M TOPHA TPAHNIA HA €KCIIJIO3MBHOCT
- Jloana: 2,6 mon. % (57-55-6 Ilpoman-1,2-amor)
‘Topna: 12,6 mon. % (57-55-6 Ilpomnan-1,2-anomn)
- Il;mamHa TemnepaTtypa >100 °C (57-55-6 IIponan-1,2-guom)
- TemnepaTypa Ha camo3anaJjiBaHe: 371 °C (57-55-6 Ilpoman-1,2-1nomn)
- TemmepaTtypa Ha pa3Jjarane: He e npunoxumo.
- pH npu 20 °C 5-6
- KuHeMaTu4yeH BUCKO3UTET He e onpeneneno
- PasTBOpPHMOCT
*Boaa: HAITBJIHO CMECUMO
- KoeduunenT Ha pasnpenejieHue N-0KTAHOJI/BOJa
(J1IOrapuTMH4HA CTOIHOCT) Henpunoxumo.
- Hansirane na napure npu 20 °C: 0,1 ralla (57-55-6 [Ipomnan-1,2-1momn)
- TlrsTHOCT pu 20 °C: >1 r/em’

(npoabinKeHue Ha cTp.4)
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- IlapTHOCT Ha MapuTe He e onpexneneno
- XapaKTepUCTUKH HA YaCTHIUTE He e npunoxumo.
9.2 ipyra uapopmanust
- Unopmanus BbB Bpb3Ka ¢ KJIAaCOBeTe Ha

¢uznyHa onmacHocT
- Ekcniozusu IIpoayKTHT HE MpEeACTaBIIABA ONACHOCT OT EKCIIIO3HUS.
- 3ananumu razose oTnaaa
- Aepo30.u oTmana
- Oxkcuaupamm ra3one oTmnaga
T'a3oBe moa HaysiraHe oTnaaa
3ananuMM TeYHOCTH oTnaaa
3anmajnuMu TBBP/M BellecTBa oTmaza
- CaMOaKTHBHPALIHU ce BelecTBAa U CMeCH oTnaga
- ITupodopHU TEUHOCTH oTmnaza
- IlnmpodopHu TBHPAM BellecTBa oTnaza
- CaMoOHArpsiBallu ce BelecTBa U CMecH oTnaaa
- BemiecTBa u cMecH, OTAENAIIN 3aN1aJIMMHU ra3oBe

NPH KOHTAKT ¢ BOJa oTnaaa
- OKcuaupamy Te4HOCTH oTnaaa
- OkcHAUpAIU TBBPAY BellecTBa oTmaza
- OpraHn4yHy NepoKCcHIN oTmaza
- BemecTBa WM CMecH, KOPO3HBHH 32 METAJIH oTnaaa
- JleceHCHOMIM3UPAHU eKCILIO3UBH oTnaja

PA3JIEJI 10: CTa0MJIHOCT 1 peaKTUBHOCT

*10.1 PeakumnonHa cnoco6HocT Hiima HAIMYHY IpYry BaKHU CBEICHMUSL.
10.2 XumMu4Ha cTa0WIHOCT

Hsama onacHm peakiiu, korato ce 00paboTBa U ChbXpaHsSIBa B CbOTBETCTBUE C Pa3NoOpeIOTe.
10.3 Bn3moskHOCT 32 onacHU peakuuu He ca M3BECTHH ONaCHU peakLuy.
- 10.4 YcyoBus, kouto TpsidBa aa ce n3dAreat Hsama HanuuHy Opyru BaKHU CBEJECHUS.
-10.5 HecbBMecTumMu MaTepuaimn: HiAMa Hanu4HU ApYTU BaXKHU CBEJICHUS.
10.6 OnacHu NPOAYKTH HA pa3najgaHe: BbriepoJeH OKUC U BBITIEPOJEH JBYOKUC

PA3JIEJI 11: TokcukoJsornuaa nuagopmanus

-11.1 Nndopmanus 3a KIacoBeTe HA ONMACHOCT, onpeejienu B Pernament (EOQ) Ne 1272/2008
- OcTpa TokcHYHOCT B3 OCHOBa Ha HAIMYHKTE JJAHHU HE Ca M3ITBJIHEHU KPUTEPUUTE 32 Kilacu(ULUpaHe.
- PesieBaHTHM 3a KaTeropuzauusTa croiinoctu Ha LD/LCS0 (siertanHa qo3a/;1eTajiHa KOHIEHTPAIUs)
- Kopo3uBHOCT/Ipa3HeHe HAa KoKaTa
B®3 ocHOBa Ha HAMTMYHUTE JaHHU HE Ca U3ITBIHEHH KPUTEPUHTE 32 KITacH(pHUIHPaHE.
- CepHo03HO yBpe:kaaHe HA OUUTe/Apa3HeHe HA 0UuTe
B®3 ocHOBa Ha HATMYHUTE JAHHU HE Ca U3ITBIIHCHU KPUTCPUHTE 32 KITaCU(pHUIIHPAHE.
- CeHcHOMIM3aUs HA AUXATEITHATE MHTHIA WM KOKATA
B®3 0CHOBa Ha HAJTMYHUTE JAHHU HE Ca U3IIBJIIHCHH KPUTCPUHUTE 32 KITacU(pHUIIMPAHE.
- MyTareHHOCT HA 3apPOIMIITHATE KJIETKH
B®3 ocHOBa Ha HATMYHUTE JAHHU HE Ca W3ITBJIHEHH KPUTEPUHTE 3 KIacH(pHUIUPaHE.
- Kanmeporennoct Bp3 ocHOBa Ha HAIMYHWTE JaHHU HE Ca M3ITBIHEHU KPUTEPUUTE 3a KIacu(UIpaHe.
- TokcMYHOCT 32 penpoAyKIHUATA
B®3 ocHOBa Ha HATMYHUTE JAHHU HE Ca U3ITBIIHCHU KPUTCPUHTE 32 KITaCU(BHUIIHPAHE.
- CTOO (cnenu¢puyHa TOKCHYHOCT 32 ONpe/IeJIeHH OPraHi) - eTHOKPATHA eKCIIO3HIUS

B®3 0CHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIHCHH KPUTCPUHUTE 3 KITacCU(pHUIIUPAHE.
(npoabInKEHHE Ha CTp.S)
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- CTOO (cnenu¢uyHa TOKCHYHOCT 32 ONpeIeJIeHH OPTraHN) - MOBTAPSIIA ce eKCMO3UIHA
B®3 0cHOBa Ha HAJTMYHUTE JAHHU HE Ca U3IIBJIHCHH KPUTCPUHUTE 3 KITacU(BHUIIUPAHE.
- OnmacHoOCT Nnpy BAUIIBAaHE
Bb3 ocHOBa Ha HAIMYHWUTE JaHHU HE Ca U3IIBIIHEHU KPUTEPUUTE 3a KIacupuLIupaHe.
- 11.2 Nndopmanus 3a Ipyru onacHoCTH

: CBOﬁCTBa, HapymaBalu q)yHKIIHHTe Ha CHAOKPHUHHATA CUCTEMA

He e u30poeHo HUTO €IHO OT ChABPIKALIUTE CE BELIECTBA

PA3JIEJI 12: Exosiornuna undgopmanus

-12.1 Toxkcu4HoOCT

- AKBaTHYHA TOKCHYHOCT: HsIMa HanmM4YHM IpyTH Ba)KHU CBEICHUSL.

-12.2 YeroiiunBocT U pasrpaguMocT Hsima Hanu4YHU APYTH BaXKHU CBEACHUS.

12.3 Bnoakymyaupama cnoco6Hoct Hsima HanuyHu Opyru BayKHU CBEICHUS.

- 12.4 TIpenocumocT B noyBaTta Hsima HaIM4HU APYTH BayKHU CBEACHUS.

- 12.5 Pe3yaraTu ot ouenkara Ha PBT u vPvB

- PBT: Henpuioxumo

- vPvB: Henpunoxumo

-12.6 CBoiicTBa, HapymIaBamy (yHKIMATE HA EHIOKPHHHATA CHCTeMa
ITpoxyKTHT HE CHABPIKA BEIIECTBA ChC CBOWCTBA, pa3pyllaBalll €HIOKPHHHATA CHCTEMA.

-12.7 Ipyru HedaaronpusaTHH edeKkTH

- IpYrd eKoJOTMYHH YKA3aHUS:

- O0mM yKkazaHus:
Krnac Ha 3ambpcsiBane Ha Boaute 1 (coOcTBeHa KiacupuKaIms): ciado 3aMbpCSIBaI0 BOAUTE
[la He ce nomycKa IonalaHeTo Hepa3peieHo, PECII. B IO-TOJIEMH KOJIMYECTBA B MOIOYBEHUTE BOAU, BOAHU
GaceifHn WM KaHAJIU3aLHsITa.

PA3JAEJI 13: O0e3BpesxkaanHe HA OTHAAbLIATE

-13.1 MeToau 3a TpeTUpPaHe HA OTHATBIU

- Ilpenopbka:
W3xBBpiiere TO3U NPOAYKT KaTO MEIULIMHCKU OTIALbK.
CmMeceTe OCcTaThIMTE BHPXY MaTepHaIX 32 €HOKpaTHA yroTpeOa (Harp. XapTus, TaBa) U T U3XBBPJIETE KaTo
TBbPAX OTHAABIIN.

- Hemo4mncTeH! ONaKOBKU:

- Ilpenopbka:
OmnakoBKaTa cle/Ba Jia ce OTCTPaHH CIIOpe M3MCKBAHUATA HA Hapea0aTa 3a OaKOBKUTE.
Hesambpcenu onakoBKM MOrar Jja ce IIpeaBar 3a peUUKIMpaHe.
He usnnakaiite koHTEHHEPUTE C MPOIYKTa IPEAN U3XBBPIISHE.

PA3JIEJI 14: Uudopmanusi 0OTHOCHO TPAHCIIOPTUPAHETO

14.1 Homep no cnucbka Ha OOH uiu uaenTuduKanuoHeH HoMep
-ADR, ADN, IMDG, IATA OTIazma

- 14.2 TouHo HaMMEeHOBaHMe HA MpaTKaTa no cnucbka Ha OOH
-ADR, ADN, IMDG, IATA OTIIaza

- 14.3 Kiiac(oBe) Ha OMACHOCT NMPU TPAHCHOPTUPAHE

- ADR, ADN, IMDG, IATA
* KJ1ac oTIazaa

(npoabinKEHUE Ha CTp.6)
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- 14.4 OnakoBb4Ha rpyna
-ADR, ADN, IMDG, IATA oTIaza

- 14.5 OnacHocTH 32 0KOJIHATA cpela: HENPUIOKUMO

- 14.6 Crienina/IHu NpeANa3HU MEPKH 32
noTpeduTEIUTE HETPUIIOKUAMO

- 14.7 MopckH TpaHCIIOPT HA TOBAPH B HACHITHO
ChCTOSIHUE CHIJIACHO HHCTPYMEHTH Ha
Me:xkIyHapoAHAaTa MOPCKAa OPTraHM3alus HETPUIOKUMO

- UN "Model regulation": oTnazua

PA3JIEJI 15: Uudopmanusi OTHOCHO HOPpMATHBHATA ypenoda

15.1 Cnenu¢uyHU 32 BelIeCTBOTO WJIM CMECTAa HOPMATHBHA ypen0a/3aK0OHOIATEJICTBO OTHOCHO
0e30MacHOCTTA, 3PaBeTO U OKOJIHATA cpeaa
- nupextuBa 94/33/EC [la ce monxosxaa BHUMATEIHO, KOIaTo ¢ TO3M NPOJIYKT OopassT Jinia nox 18 r.
- nupekTuBa 94/85/EEC: Hsama Hanu4HU OpyTrU BaKHU CBEACHUS.
- IToumenno nocouenn onacum Bemecrsa - [IPUJIOKEHUE 1
He e n36poeHo HATO €HO OT ChIABPIKAIINTE CE BEIIeCTBa

*PEIJIAMEHT (EC) 2019/1021 oTHOCHO ycTOHYMBUTE Oprannyuu 3ambpcurenu (YO03)
He e u30poeHo HUTO €IHO OT ChABPIKALIUTE CE BELIECTBA

- Pernament (EC) Ne 649/2012
He e n30poeHo HUTO €HO OT ChABPIKALIUTE CE BELIECTBA
-PEI'JIAMEHT (EC) 2019/1148

- Ipunoxenne I1 - IPEKYPCOPH HA B3PUBHU BEIHIECTBA, ITIOAJIEXKALIIA HA
JOKJIAIBAHE

Hee I/I36pO€HO HUTO €JHO OT ChbAbPIKAIIUTE CC BCIIECTBA

- Pernnament (EO) Ne 273/2004 oTHOCHO npeKypcopuTe HA HAPKOTUYHUTE BelllecTBA

He e u30poeHo HUTO €IHO OT ChABPIKALIUTE CE BELIECTBA

- Peraament (EQ) 111/2005 3a onpeaensiHe Ha MPaBHJIa 32 MOHUTOPHHT HA THPTrOBUATA MEXKIY
OOIHOCTTA M TPETH CTPAHU B 00J1aCTTA HA MPEKYPCOPHUTE

Hee I/l36pO€H0 HUTO €IHO OT CHbABPIKAIINUTE CC BEIICCTBA

- PETJIAMEHT (EC) 2024/590 oTHOCHO BelecTBa, KONTO HAPYLIABAT 030HOBHS CJI0I

He e n36poeHo HATO €HO OT ChIABPIKAIINTE CE BEIIeCTBA

-15.2 Onenka Ha 0e30IACHOCT HA XUMHYHOTO BEIIECTBO HJIM CMeEC
Xumudecka 0€30MacHOCT 3a OLIEHKA HE € U3BBPIICHA.

PA3JIEJI 16: Ipyra ungopmanus

JlaHHWTE MOYUBAT HA HACTOSIIIOTO PABHUILE HA MMO3HAHKSTA HU, HO T€ HE MPE/ICTABISBAT TapaHIIUs 32
CBOMCTBAaTA Ha MPOJIYKTa U HE 000CHOBABAT JIOTOBOPHO MPABOOTHOIICHHE.

MenuiHCKHATE M3aeIns, Kakto ca onpenencHu B Permament (EC) 2017/745 v KOUTO ca HHBa3UBHH WIIH CE
M3M0JI3BAT B MPSIK (PU3NUECKH KOHTAKT C YOBEIIKOTO TSUIO, ca 0CBOOOIEHU OT pasnopendure Ha PermameHt
(EO) Ne 1272/2008 (CLP/GHS), 00MKHOBEHO aKO ca B 3aBBLPIICH BU U Ca MMPEIHA3HAYCHH 33 KPaHUs
MOTpeOUTEI.

To3u nHpOpPMALMOHEH JIUCT 3a Oe30macHOCT € B choTBeTcTBHE ¢ Perimament (EO) Ne 1907/2006, Uinen 31
n3meneH ¢ Perimament (EC) 2020/878.

(npoabinKEHUE Ha CTp.7)
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Crpaununa: 7/7
NupopmanuoHeH JMCT 32 0€30MaCHOCT

cbriacHo Perinament (EO) Ne 1907/2006, Ynen 31 ./I&%faé&

nata Ha otnedarBane: 30.01.2026 Howmep Ha Bepcusta 2 (3amMecTBa Bepcus 1) npepaboreno Ha: 30.01.2026

Toproscko HaumeHoBaHue: CARIES DETECTOR

(npoabInKEHHE 0T cTp.6)

- Knacudpuxauus B cborBercTBre ¢ Persiament (EOQ) Ne 1272/2008
Krnacudukaimsra Ha cMecta € 6a3upaHa OCHOBHO Ha METO/I 32 U3YMCIICHUE MPH U3M0JI3BaHEe HA (HHU3HMUCCKU
cBoricTBa cbritacHo Permament (EO) 1272/2008.

- Cpkpamenus u akpouumu: ELINCS: European List of Notified Chemical Substances

- JlaHHHMTe B CpPaBHEHHeE C NMPEINIIHATA BEPCHSI €A IPOMEHEHH.

BG —



