Crpanuna: 1/7

NupopmanuoHeH JMCT 32 0€30MaCHOCT
cbriacHo Perinament (EO) Ne 1907/2006, Ynen 31

nata Ha otnedarBane: 11.09.2024 Howmep Ha Bepcusta 2 (3amMecTBa Bepcus 1) npepaboreno Ha: 11.09.2024

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

NnpeANnpUsITHETO

1.1 AaeHTH(UKATOP HA NPOAYKTA
- Thproecko Hanmenopanue: CLEARFIL DC CORE PLUS ; A & B Paste

- Homep Ha apTukyJa: 162

- 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; (UK) 0 800 680 0425 (GB) +44 2035147487 (AU) +61 2 80363166 *Kuraray Access Code:
334674

PA3JAEJI 2: Onucanue HA OMACHOCTHUTE

2.1 Knacudgunupane Ha BelieCTBOTO MJIH CMECTa
- Knacudpukauus B cborBercTBre ¢ Persiament (EQ) Ne 1272/2008

Skin Sens. 1 H317 Moxe 1a mpuYruHU aJleprudHa KOXKHA peaKIus.

- JIOMbJIHUTETHH ]
MenuHCKATE H3aeIns, Kakto ca onpeneneHnu B Pernmament (EC) 2017/745 u kouTo ca WHBa3UBHU WIH CE
W3IIOJI3BAT B MPSK (U3NIECKHA KOHTAKT C YOBEUIKOTO TSUJI0, Ca OCBOOOICHH OT pasmopenoure Ha Permament
(EO) Ne 1272/2008 (CLP/GHS), 00MKHOBEHO aKo ca B 3aBBPIICH BUJ U PEIHA3HAYCHU 32 KpalHUI
moTpeOuTeI.

2.2 EneMeHTH HA eTHKeTA

- ETukerupane B cborBeTcTBUE ¢ Pernament (EO) Ne 1272/2008
[MpenaparsT ¢ knacuUIUPaH U ETUKUPAH CIOPE PErIaMEHTa OTHOCHO KIaCH(HIUPAHETO, STUKUPAHETO U
onakoBaHeTo (CLP).

- IIMKTOrpaMu 3a OMaCHOCT

GHSO07

- Curnaana nyma BHumanue

- Onpeaensiniy oNACHOCTTA KOMIIOHEHTH 32 eTUKeTHPAaHe:
TPHUETHIICHTIIMKOI TUMETaKpUIaT
JTUOCH3OITIEPOKCH]T

- IIpexynpexaeHus 3a ONACHOCT
H317 Moxe na npuuuHY anepruyHa KO>KHa peaKiysl.

- IIpenopbku 3a 6e30MacHOCT

P261 N30srBaiiTe BAUIIBAHE HA MPaX/IMyIICK/Ta3/quM/U3apESHU/acPO30JIH.
P272 Jla He ce u3Hacs 3aMbpPCeHO PabOTHO 00JICKIIO U3BBH PaOOTHOTO MOMEIIICHHUE.
P280 W3nosn3Baiite npeanasHu pbKaBUIIM.

(npoabIDKEHNE Ha CTp.2)
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NupopmanuoHeH JMCT 32 0€30MaCHOCT
cbriacHo Perinament (EO) Ne 1907/2006, Ynen 31

nata Ha otnedarBane: 11.09.2024 Howmep Ha Bepcusta 2 (3amMecTBa Bepcus 1) npepaboreno Ha: 11.09.2024

Toproscko HaumeHoBaHue: CLEARFIL DC CORE PLUS ; A & B Paste

(npoawinkeHue ot crp.1)
P302+P352 ITPM1 KOHTAKT C KOXXATA: M3muiite 06miIHO ¢ BoAa.
P362+P364 Cpaniere 3aMbpceHOTO 00JIEKIIO M IO M3IIEpETe NPe/In MMOBTOPHA yIoTpeoa.
P333+P313 Ilpu mosiBa Ha KOXHO pa3HEeHe WM 0OpuB Ha Koxkara: [loTbpceTe MEANIIMHCKY CHBET/TIOMOLII.
P321 Cneunanusupano jgedeHue (BIK HHPOpMaIyaTa Ha TO3H €THKET).
P501 WzxBBpiere chabpKaHNETO/KOHTEIHEPA B CHOTBETCTBHE C MECTHUTE/PETHOHATTHUTE/
HalMOHATHUTE/MEXTyHapOTHUTE Pa3Iopeion.
2.3 Ipyru onacHocTH
- PesyaraTu ot ouenkara Ha PBT u vPvB
- PBT: Henpuinoxumo

- vPvB:
3896-11-5 ‘ 2-(2'-xuapokcu-3'-T-0yTri-5'-Me i eHm)-5-X10pOeH30 TPHA30I

PA3JIEJI 3: ChcraB/mH(popManus 3a CbCTABKUTE

-3.2 Cmecn
- Omucanue: CMec OT MOCOYCHUTE TO-I0JTy BEIIECTBA ¢ 0E30ITaCHU MPUMECH.

- OnacHM CbCTABHM BeLleCTBA:
CAS: 109-16-0 TPUETUIICHTIIUKOI TUMETAKPUIIAT <4%
EINECS: 203-652-6 | Skin Sens. 1B, H317
CAS: 94-36-0 JINOEH30MIITIEPOKCH]T <1%
EINECS: 202-327-6 | &> & Org. Perox. B, H241; & Eye Irrit. 2, H319; Skin Sens. 1, H317
CAS: 3896-11-5 2-(2'-xunpokcu-3'-1-0yThi-5'-MeTHAQEHUI )-5-XTI0pOSH30 TPHA30JT <1%
EINECS: 223-445-4 | nexinacuduimpano vPvB BemiecTBo

-SVHC
3896-11-5 ‘ 2-(2'-xunapokcu-3'-T-0yTHi-5'-MeTHII(h eHIIT ) - 5-XTOpOSH30 TPHA30IT

- JIorbJIHNTETHN YKA3aHUS:
Cunmnues okenn, Hanodopma, amopdeH cumimmeB AHOKCUI U CHIIAHUPAH aMOP(EH CHITUIIEB JHOKCH,
pa3mep Ha yacturmre 1 - 100 nm
AnymunaneB okcun; Harogpopma, pasmep va wactumure 1 - 100 nm

PA3JIEJI 4: Mepku 3a mbpBa MOMOIL

4.1 Onucanne HA MEPKHUTe 32 MbPBa MOMOII]

- Q6 yxa3zaHusi: 3aMBbpPCEHO C MPOAYKTa 0OJIEKIIO /1a Ce OTCTpaHsABa He3abaBHO

- Cnen BaumBaHe:
OO0uTHO TI0JaBaHe Ha YHCT BB3AYX M OOpBINAHE 3a BCEKH CITydail KbM JIeKap.
[Tpu Ge3cp3HaHUE TOCTABSHE M TPAHCIIOPTUPAHE B CTAOITHO CTPAHIMYHO JIETHAJIO TIOJIOKCHUE.

- CJie] KOHTAKT ¢ KozkaTa: He3abaBHO M3MHUBaHe ¢ BOJIa U CallyH U OOMIIHO MU3IUTAKBaHE.

- Cjiex KOHTAKT ¢ OYHTe:
W3miakBaHe Ha ouMTe IIpyU OTBOPECHU KJICTIA4YU C T€Halla BOAa B IPOABJIKEHUE HA HAKOJIKO MUHYTH.

- Cen morurbmane: [Tpy npoabmKkaBamniy OIUIaKBaHUS J1a C€ KOHCYIITHPA JIeKap.

- 4,2 Hali-chIecTBEHH OCTPHU W HACTHIIBAIIY CJIe]l N3BECTEH MEPHO OT BpeMe CHMITOMH U epeKTH
Hsma HanwmaHu qpyry BaKHU CBEICHUS.

4.3 Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHH MeJUIMHCKU FPUKH U CTIENMAJIHO JeYeHue
Hsma HanwyHYM qpyry BaKHU CBEJICHUS.

PA3JIEJI S: IIpoTnBONOKAPHN MEPKHU

- 5.1 CpencrBa 3a raceHe Ha IoKap
- Iloaxoasimu racsilm cpeacrsa:
CO2, orueracsii pax Wwin JUCTIeprupaHa BoiHa cTpys. bopba ¢ mo-ronemu noxapu ¢ gucreprupaHa BogHa

CTpyS WM yCTOMYMBA HA aJIKOXOJ TISTHA.
(npoabinKeHue Ha cTp.3)
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NupopmanuoHeH JMCT 32 0€30MaCHOCT
cbriacHo Perinament (EO) Ne 1907/2006, Ynen 31

nata Ha otnedarBane: 11.09.2024 Howmep Ha Bepcusta 2 (3amMecTBa Bepcus 1) npepaboreno Ha: 11.09.2024

Toproscko HaumeHoBaHue: CLEARFIL DC CORE PLUS ; A & B Paste

(npoabIDKEHHE OT cTp.2)
Cro0pa3siBaHe HAa MEPKUTE 32 MOTYIIABAHE HA IMOXKapa ¢ OKOJIHATA CpeJia.
- 5.2 OcoGeHn 0MaCHOCTH, KOUTO MPOM3THYAT OT BEIIECTBOTO HJIM CMECTa
HﬂMa HAaJIUYHHN leyl"ld BAaXHU CBCACHUA.
5.3 ChBeTH 32 NOKAPHUKAPUTE
- CneniaTHy 3aUIATHH cpeacTBa: He ca HEOOX0aUMH CHIeIHATHA MEPKU.

PA3JIEJI 6: Mepku npyu aBapuiiHO H3IIyCKaHe

- 6.1 JIuuHN mpeaNna3zHu MEePKH, MPeANAa3HU CPeICTBA U MPoLeAyPH NPHU cielnHu ciay4yan Bix. paznen 8.
- 6.2 [Ipexnma3nu MepKH 3a ona3BaHe HA OKOJHATA cpexa: He ca HeoOXoanMu crieltuaaTHi MEPKH.
6.3 MeTonm 1 MaTepHaJii 3a OTPAHMYABAaHe M MIOYHCTBAaHE:
3aMBpCEHUAT MaTepHall 1a C€ OTCTPAHU KaTO OTMAJBK MO TouKa 13.
Ja ce ocurypu I0CTaThUHO MPOBETPEHHE.
OrpanndeTe pa3inBa, cie]l KOeTO ITOCTaBeTe B MOAXoAsm] cbl. CBenere 10 MUHIMYM 00pa3yBaHETO Ha Mpax.
He m3nuBaiiTe B kKaHAIM3AIUATA U IPEIOTBPATETE TIOMAAaHETO BHB BOJAHU ITBTHUIIIA.
Crbepere MaTepHaia ¢ MpaxocMyKadKa M METJIa U TO MTOCTaBEeTe B TTOIXOIAI Ch 32 U3XBBPIISIHE.
Ocurypere BEeHTHIAIHS.
Wznom3BaiiTe moaxoasImuy JIMYHA Tpeana3au cpeactsa (JIIIC).
- 6.4 Ilo3oBaBaHe Ha IPYru pa3jeu
3a nHpopManus 3a 6€30MaCHOTO MaHUITYJIMPAHE BUXK IiaBa 7.
3a nHpOpMaNHKS 3a JIMIHUTE MPEIa3HU CPEICTBA BUXK IIaBa 8.
3a nHpOpMaIHS 3a OTCTPAHIBAHETO BIXK Ii1aBa 13.

PA3JEJI 7: O6padoTka u cCbXpaHeHue

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

- Yka3aHus 3a IpeA0TBPAaTABaHe HA MOKAP M eKkcio3nu: He ca HeoOXoanMu crieinaiHi MepKH.

7.2 Yenosus 3a 6e301aCHO ChXpaHsiBaHe, BKJIIOYHTEJHO HEChbBMECTUMOCTH
- CbXpaHeHHe:
- I3MCKBaHUSA KbM CKJIA0OBUTE MOMeIleHUsI U pe3epBoapuTe: [a ce cpxpansBa B xnamwiHuk (2-8 °C ) .
- Yka3auusi npu o010 cbxpanenue: He e HeoOxoaumo.
- JIpyru 1aHHU OTHOCHO YCJIOBHSITA B CKJIaJ0BeTe:
Pe3epBoapsT 11a ce IBbPKU IITBTHO 3aTBOPEH.
Jla ce masu OT TOIUTMHA U IPEKH CITbHUCBH JIBYH.
[la ce cpxpaHsiBa B 100pe 3aTBOPEHH Bapely Ha XJIAJAHO U CYyXO MSICTO.
7.3 Cneundguuna(u) kpaiina(u) ynorpeda(u) Hsima HanuuHu Apyru BaXKHU CBEJICHUSI.

PA3JIEJI 8: KoHTpPOJI Ha eKCNIO3MIHMATA/THYHHU NPeANa3sHu CPeACTBA

- 8.1 [TapameTpu HA KOHTPOJI

- CbCTaBHHU YaCTH ChC CBBbpP3aHu C paﬁoTrmTe MeCTa, MOAJIeKAIIHU HA CJIeIeHE TPaHuYHA CTOHHOCTH:

1344-28-1 AnymuHneB OKCU

I'C (BG) | I'pannunu croitrnoctr 8 waca: 10 1,5% mr/m’
*pectr. ¢ppakuus

: HOHLJ’IHI/ITCJ’[HH YKazaHus: Karo ocHoBa CIIyKUXa BAIMAHUTE ITPU CbCTABAHETO JINCTH.

- 8.2 KoHTpOo.1 HA eKcnO3UIUsATA
- Tlopxoasimy HHKeHepeH KOHTPoJ HsiMa npyru naHHu, BIOK TOYKa 7.
- UHAMBMAYAJHH MEPKH 32 3aIIMTA, KATO HATIPUMeEP JIMYHHU NPeANa3Hu CPeIcTBa
- OO01M npeAna3sHy U XUTHEeHHHU MepPKH:
3aMBbpCceHo, TPONUTO 00JIEKIIO Jia ce chOiede BeHara.

(npoabinKeHue Ha cTp.4)
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NupopmanuoHeH JMCT 32 0€30MaCHOCT
cbriacHo Perinament (EO) Ne 1907/2006, Ynen 31

nata Ha otnedarBane: 11.09.2024 Howmep Ha Bepcusta 2 (3amMecTBa Bepcus 1) npepaboreno Ha: 11.09.2024
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(npoabinKeHue ot crp.3)
Hpem/l MOYMUBKHUTE U MPU NPUKITIOYBAHE HA pa60Ta pbUOETC Na C€ U3MHBAT.
. 3amnTa Ha TUXATEJITHUTE IbTHIIA Hpenopquenﬂa € pecrimpaTopHa Macka.
*3ammTa Ha pblLeTe

3amuTHA PHKAaBUII

MarepuanbT Ha pbKaBHIIaTa TPsiOBa 1a € HEMPOIYCKINB U YCTOWYIHB CPEIy MPOIYKTa / BEMIECTBOTO /
mpemnapara.
[Topaam nutica Ha TECTOBE HE MOXKEe Ja ObJe Ja/ieHa MPErophKa 3a MaTeprana Ha PhKaBHUIATE 32 MPOAYKTa /
mpemnapara / CMecTa 0T XUMHUKAIIH.
W360p Ha MaTepuana 3a pbKaBHIU C OTJIE] HA BpeMEHATa 3a MIPOOUB, CTETIEHTA Ha MPOHUKBAHE U
JIeTpaaIisTa.

- MaTepuaJi 3a pbKaBUIU
W360pbT Ha MOAXOSINA PHKABUIIA 3aBHCH HE CaMO OT MaTepHaia, a ¥ OT APYTd KaYeCTBCHU XapaKTePUCTUKU
U € pa3iInyeH MpHU pa3IMYHUTE MPOU3BOAUTENU. Thil KATO MPOAYKTHT NPEICTABIISIBA IPENapaT OT HAKOJIKO
BEIIECTBA, YCTOMYMBOCTTA HA MAaTePHAIIUTE 3a PHKABUIM HE € MIPEIBUANMA ¥ ITOPAJH TOBA TPsIOBa 11a Obe
MpOBEpsIBaHA MPEAN yIoTpedaTa uM.

- Bpeme 3a npoHNKBaHe HA MaTepHaJia 32 PbKABHIU
TouyHOTO Bpeme Ha MPOOUB CJIeeBa 1a CE y3HAe OT MPOM3BOIUTENIS HA 3allIUTHU PHKABHIIM U J1a CE CIIa3Ba.

- 3amuTa HA OYHTe/INIeTO SalUTHH OYHIa

PA3JIEJI 9: ®u3n4yHu 1 XUMHUYHH CBOMCTBA

9.1 Undopmanusi 0OTHOCHO OCHOBHHMTE (PpU3MYHN U XMMHUYHU CBOIiCTBA
- O0IM JaHHU
* ATperaTtHo CbCTOSIHHE TBBPIO
- Bar OIIBETECHO
- Mupuc: JIEKO
- Touka Ha TomeHe/TOYKA HA 3aMpPb3BaHe: He e onpeneneno.
- Touka HA KUTIeHe WJIH HAYAIHA TOYKA HA KHIIEHE

M MHTEPBaJI HA KUIIeHe He e onpexneneno.
- 3amanumoct He e onpeneneno.
- JloMHA ¥ TOPHA TPAHUIA HA €KCILIO3UBHOCT
- Jloana: HENIPUIIOKUMO
‘T'opHa: HEINPUWIOKUMO
- Il;mamHa TemnepaTypa HEIPUI0KUMO
- TemnepaTypa Ha camo3anaJjiBaHe: He e npunoxumo.
- Temneparypa Ha pa3jarane: He e mpunoxumo.
‘pH He e onpeneneno.
- KuHeMaTH4YeH BUCKO3MTET HEIPUI0KUMO
- Pa3TrBOpuMocCT
-Bona: HEPa3TBOPUMO
- KoedunmeHT Ha pa3npeaeneHue n-0KTaHOJ/BOAA

(J1IOTapUTMHYHA CTOIHOCT) Henpunoxumo.
- Hansirane Ha mapure: HETPUIIOKUMO
- ILrbTHOCT TpH 20 °C: 2 r/em?’
- IlapTHOCT Ha MapuTe HEIPUIOKAMO
- XapaKTepUCTUKHU HA YaCTUIIUTE Bux Touka 3.
9.2 ipyra uapopmanust
- Undopmanus BbB BPb3Ka ¢ KJIAaCOBeTe Ha

¢uznyHa onmacHocT
- Ekcniio3uBu IIpoayKTHT HE MpEACTaBIIABA ONACHOCT OT EKCIIIO3HUS.
- 3amanmMu ra3ose oTnaaa

(npoabIDKEHHE Ha CTp.S)
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- Aepo3ouun oTnaaa
- Oxcuaupany ra3ose oTmnana
-T'a3oBe Mo HAJIAraHe ormnajaa
- 3anaJuMM TeYHOCTH oTmaga
*3amanuMM TBBP/M BelecTBa oTmaga
- CaMOaKTHBHPAILIHU ce BelecTBAa U CMeCH oTnaaa
- IIupodopHU TeuHOCTH oTnaja
- IIupodopHH TBBLPAM BelIeCTBA oTnaja
- CaMoOHarpsiBallu ce BelecTBa U CMecH oTnaja
- BengecTBa U cMecH, OTAIALIN 3aNaJJMMH ra3oBe

NP KOHTAKT C BOAA oTnaaa
- OKkcHAUPAIIT TEYHOCTH oTmaga
- OkcHaUpAany TBBPAU BellecTBa oTmaga
- Oprann4yHM NepoKCcUIU oTmnana
- BemrecTBa WM cMecH, KOPO3HBHH 32 MeTAIHU oTnaaa
- JleceHCMOMIM3UPAHU €KCILI03UBH oTmana

PA3JIEJI 10: CTaOMJIHOCT 1 peaKTUBHOCT

10.1 Peakunonna cnocooHoct Hsima HAIMYHY ApYTY BaKHU CBEICHMSL.
-10.2 XuMu4Ha cTa0WJIHOCT

Hsma onmacHu peakiny, Korato ce 00paboTBa U ChXpaHsABa B CHOTBETCTBHE C paslopeaouTe.
- 10.3 Br3mo:kHOCT 32 onacHu peakuuu He ca u3BeCTHU onacHU peaknuu.
- 10.4 YciioBus, kouto TpsidBa 1a ce n3dsarsat Hsima HanuyHM Opyry BaKHU CBEJCHUS.
10.5 HecsBMecTMHu MaTepuanu: HiAMa HaTM4HU IPYTH BaXKHU CBEIEHHS.
-10.6 OnacHu NPOAYKTH HA pa3najgaHe: BpriepoaeH OKUC U BBIIIEPOJECH JBYOKUC

PA3JIEJI 11: ToxkcukoJsioruuaa uHgopmanus

- 11.1 Undopmanus 3a KjJacoBeTe HA ONACHOCT, onpeaeaenu B Pernament (EO) Ne 1272/2008
- OcTpa TOKCHYHOCT BB3 OCHOBa Ha HAJTMYHHUTE JaHHU HE Ca U3IBJIHEHH KPUTEPUHTE 3a KiIacUpUIMpaHe.

- PesieBaHTHM 3a KaTeropuzauusTa croiinoctu Ha LD/LCS0 (siertanHa q03a/;1eTajiHa KOHIEHTPAIUs)

109-16-0 TpHeTHICHIINKO JTUMETAKPHJIAT
Opanno | LD50 |2.000 mr/kr (mouse)
10.800 mr/kr (rat)

- KoposuBHOCT/IpazHeHe Ha Ko/KaTa
B®3 ocHOBa Ha HAJIMYHWUTE JaHHU HE €A M3ITBJIHEHU KPUTEPUUTE 3a KiIacupUIupaHe.
- CepHO3HO yBpe:KIaHe HA OYHTe/APa3HEHe HA OYUTe
Bb3 ocHOBa Ha HAJIMYHKTE JaHHU HE Ca M3IIBJIHEHU KPUTEPUUTE 3a KiacupHIUpaHe.
- CeHCHOMJIM3anMsl HA IMXATEJHUTE MBbTHINA HJIH KOKATA
Moke 1a TPUUUHY aJeprUYHa KOJKHA PEaKI[Hsl.
- MyTareHHOCT Ha 3apOJAMIIHUTE KJIETKHU
Bb3 ocHOBa Ha HAIMYHWUTE JAHHU HE Ca U3IIBIIHEHU KPUTEPUUTE 3a KiIacupuLIupaHe.
- Kanueporennoct Bb3 ocHOBa Ha HAIMYHNTE JaHHM HE Ca U3IBIHEHN KPUTEPHHTE 3a Kiacuduiupane.
- TOKCHYHOCT 32 PeNPOAYKIHITA
Bb3 ocHOBa Ha HAJIMYHKUTE JAaHHU HE Ca M3IIBIHEHU KPUTEPUUTE 3a KiacupHLIUpaHe.
- CTOO (cneuu¢uyHa TOKCHYHOCT 32 ONpe/IeJIeHH OPraHi) - eTHOKPATHA eKCIIO3HIUS
B®3 0cHOBa Ha HAJTMYHUTE JAHHU HE Ca U3IIBJIHCHH KPUTCPUUTE 3 KITacCU(pHUIIMPAHE.
- CTOO (cnenu¢puYHA TOKCHYHOCT 32 OIpe/ieJIeHH OPraHy) - HOBTAPSAINA ce eKCIO3UIHA
Bb3 ocHOBa Ha HAIMYHWUTE JAaHHU HE Ca U3IIBJIHEHU KPUTEPUUTE 3a KiIacupuLuupaHe.
- OnacHoOCT Npy BAUIIBAaHE
B®3 ocHOBa Ha HAJIMYHWUTE JaHHU HE €A M3ITBJIHEHU KPUTEPUUTE 3a KiIacupUIupaHe.

(npoabinKeHHE Ha CTP.6)
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(npoaBIDKEHHE OT CTp.S)
- 11.2 Undopmanus 3a Ipyra onacHoOCTH

- CBoiicTBa, HapymIaBamy (yHKIMUTE HA eHIOKPHHHATA CHCTEMA

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

PA3JIEJI 12: Exonornuna uHgopmanus

-12.1 Toxkcu4HocT

- AKBaTHYHA TOKCHYHOCT: HsIMa HanmM4YHM IpYTH BaXKHU CBEIICHUSL.

12.2 YceroiiunBocT U pasrpaguMocT Hsima Hann4HY APYTH BayKHH CBEACHUS.
- 12.3 Buoakymyaupama cnocooHoct Hsima HanuuHy Apyru BasKHU CBEICHUS.
- 12.4 TIpenocumoct B mouBaTa HsimMa HaIM4YHU APYTH BaXKHU CBEACHUS.

12.5 Pe3yarartu ot ouenkara Ha PBT u vPvB

- PBT: Henpunoxumo

-vPvB:
3896-11-5 ‘ 2-(2'-xuapokcu-3'-1-0yTri-5'-Me i eHm)-5-X10pOeH30 TPHA30I

-12.6 CBoiicTBa, HapymIaBaimy GyHKIMATE HA €eHIOKPHHHATA CHCTeMAa
3a nHpOpMaNKsI OTHOCHO CBOICTBATa, pa3pyllaBally eHIOKPUHHATA CHCTeMa, BIKTE paszmen 11.
-12.7 ipyru HeGJaronpusaTHU eeKTH
- /IpyTH eKOJOTHYHH YKA3aHUS:
- O6mu yka3zanus: B oOuus ciyyaid He 3acTpaliiaBa BOAUTE

PA3JIEJI 13: O0e3Bpe:kaane Ha OTHAABUMTE

-13.1 MeToau 3a TpeTHpaHe HA OTHAABIH
- [Ipenopbka:
He OuBa na ce u3xBbpiist 3aeJHO ¢ OUTOBUTE OTHAbIH. [la He ce JOoImycKa MOoNaJaHe B KaHATH3aIHATA.

- Hemo4yMcTeHH ONIAKOBKH:
' Hpenopmca: OmnakoBkaTa CJIe[Ba 1a C€ OTCTPAHU CIOPEA U3UCKBAHUATA Ha Hapea6aTa 3a OIIAaKOBKHUTC.

PA3EJI 14: Undopmannsi 0OTHOCHO TPAHCTIOPTHPAHETO

- 14.1 Homep no cnucbka Ha OOH niu upenTHGUKATUOHEH HOMEP
“ADR, ADN, IMDG, IATA oTnaga

14.2 TouHo HauMeHOBaHME HA MpaTKaTa no cnucbka Ha OOH
“ADR, ADN, IMDG, IATA oTnaga

- 14.3 Kiiac(oBe) Ha OMACHOCT NMPU TPAHCHOPTUPAHE

- ADR, ADN, IMDG, IATA
- KJ1ac oTIaga

- 14.4 OnakoBb4Ha rpyna
- ADR, ADN, IMDG, IATA oTmaza

- 14.5 OnacHocTH 32 OKOJIHATA Cpefa: HEIPWIOKUMO

- 14.6 Crieniuajinu npeana3sHu MepKH 3a
norpeduTeIMTE HEIPUIOKUMO

- 14.7 MopcKu TPAHCIIOPT HA TOBapH B HACHUITHO
ChCTOSIHHE ChIJIACHO HHCTPYMEHTH Ha
MekIyHApOAHATA MOPCKA OPTaHH3ALMS HETPHUIOKUMO

(mpoabinKeHue Ha cTp.7)
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Crpaununa: 7/7

NupopmanuoHeH JMCT 32 0€30MaCHOCT
cbriacHo Perinament (EO) Ne 1907/2006, Ynen 31

nata Ha otnedarBane: 11.09.2024 Howmep Ha Bepcusta 2 (3amMecTBa Bepcus 1) npepaboreno Ha: 11.09.2024

Toproscko HaumeHoBaHue: CLEARFIL DC CORE PLUS ; A & B Paste

(npoabInKEHHE 0T cTp.6)

‘ - UN "Model regulation": oTnazua

PA3JIEJI 15: Uudgopmanusi OTHOCHO HOPMATHBHATA ypenoda

15.1 Cnenu¢uyHU 32 BelIECTBOTO WM CMECTa HOPMATHBHA ypen0a/3aK0H0IATEJICTBO OTHOCHO
0e30MacHOCTTA, 3PaBeTO U OKOJIHATA cpeaa
- nupektuBa 94/33/EC [la ce monxosxaa BHUMATEIHO, KOIaTo ¢ TO3M NPOJIYKT OopaBsT Jinia nox 18 r.
- nupekTuBa 94/85/EEC: Hsma Hanu4HU OpyTrU BaKHU CBEACHHUS.
- IToumenno nocouenn onacum Bemecrsa - [IPUJIOKEHUE 1
He e n36poeHo HATO €HO OT ChIABPIKAIINTE CE BEIIeCTBa

- Pernament (EC) Ne 649/2012
He e n36poeHo HATO €HO OT ChABPIKAIINTE CE BEIIEeCTBA

- Persament (EQ) Ne 273/2004 oTHOCHO MpPeKypPCOPUTE HA HAPKOTHYHUTE BellleCTBA

Hee I/I36pO€HO HUTO €JHO OT ChAbPIKAIIUTE CC BCIICCTBA

- Peraament (EQO) 111/2005 3a onpeaensiHe Ha NPaBUJIa 32 MOHUTOPUHT HA ThPrOBUATA MEXKIY
OOIIHOCTTA U TPETH CTPAHH B 06J1aCTTA HA MPEKypPCcOpUTe

He e n36poeHo HATO €HO OT ChIABPIKAIINTE CE BEIIeCTBa

*PEI'JIAMEHT (EC) 2024/590 oTHOCHO BellecTBa, KOMTO HAPYLIABAT 030HOBHUS CJIOM

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

- lombaHMTeIHA KIacupukaums no Hapeadarta 3a onacHute BemecrBa Ilpuno:xenue 11

- BenrecTBa, mpeau3BUKBANIU cepro3HO fe3mokoiicTBO cbriiacno REACH, unen 57

3896-11-5 ‘ 2-(2'-xunapokcu-3'-T-0y THiI-5'-Me THII(h eH I )-5-XTOpOCH30 TPHA30IT

-15.2 OneHka Ha 0€30IaCHOCT HA XUMHYHOTO BEIIECTBO MJIM CMeC
Xumudecka 0€30IMacHOCT 32 OLICHKA HE € H3BBPIIICHA.

PA3JIEJI 16: Ipyra ungopmanus

JlaHHUTE 1MOYMBAT HAa HACTOSALIOTO PABHHUILE HA NO3HAHUATA HU, HO T€ HE IIPEICTABIIABAT rapaHIys 3a
CBOifcTBaTa Ha IPOAYKTA U HE 00OCHOBABAT JOTOBOPHO NPABOOTHOIICHHUE.

To3u nHpOpMaOHEH JIUCT 3a Oe30macHOCT e B cboTBeTcTBHE ¢ Permament (EO) Ne 1907/2006, Unen 31
n3meneH ¢ Permament (EC) 2020/878.

- CbIIeCTBeHHU yTalKu
H241 Mosxe m1a nmpean3BUKa MoKap WK €KCIUIO3Hs PU HarpsiBaHe.
H317 Moe 1a mpuurHU aJIeprudHa KO>KHA PEaKITHS.
H319 Ipenu3BukBa cepro3HO Apa3HEHE HA OYUTE.
- Knacudpukauus B cborBercTBHe ¢ Persiament (EQ) Ne 1272/2008
Krnacudukaimsra Ha cMecta € 6a3upaHa OCHOBHO Ha METOJIa 33 U3YMCIICHUE MIPH U3M0JI3BaHe HA (HH3HMUCCKU
cBoricTBa cbritacHo Permament (EO) 1272/2008.

' C'b](pa].l[eﬂl(lfl H AKPOHUMM:
ELINCS: European List of Notified Chemical Substances
SVHC: Substances of Very High Concern
Org. Perox. B: Oprannunu nepokcuau — Tun B
Eye Irrit. 2: Cepro3Ho yBpexaane/npasnene Ha ounte — Kareropus 2
Skin Sens. 1: Koxna cencubmm3anus — Kareropus 1
Skin Sens. 1B: KoxHna cencubunmusanus — Kareropus 1B

: ﬂaHHl/ITe B CPAaBHECHME C MpEAUIIHATA BEPCHUSA Ca IPOMECHEHU.
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