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

nata Ha otnedarBane: 02.10.2023 Howmep Ha BepcusTa 1 npepaboteno Ha: 02.10.2023

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

NnpeAnpUsITHETO

1.1 MaenTHUKATOP HA POAYKTA
- Thproecko Hanmenopanne: SUPER ROCK Ex

- Homep Ha apTukyJa: 848

- Homep Ha perucrpanus He e npunoxumo

1.2 UnenTudnuupann ynorpeéu Ha BeleCTBOTO HJIH CMeCTa, KOMTO ca OT 3HA4YeHHe, U ynoTpedu,
KOHMTO He ce Mpenopb4YBaT
Hsama Hanuuau ApPYTH BaXXHU CBCIACHUA.

- IIpuitoxeHHe HA BelIeCTBOTO / HA PUTOTOBJICHUETO JleHTaleH MaTepural

- 1.3 IoapoOHu JaHHHU 32 JOCTABYMKA HA HHPOPMANMOHHHSA JIMCT 32 6€30MacHOCT
- 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 uagopmanusi HampasJjenne: Jloctapunk
- 1.4 TesiepoHeH HOMEP NPH CHICHTHU CIIYYAH:
[Bulgaria] HALTUOHAJIEH LIEHTBP I1O TOKCUKOJIOT U, MuoromnpoduiHa O0HUIA 32 aKTHBHO
JnedyeHue u cnemna meauuuna ,,H.W. Tluporos*: +359 2 9154 233
3E Company; (UK) 0 800 680 0425 (GB) +44 20 35147487 (AU) +61 2 80363166 *Kuraray Access Code:
334674

PA3JAEJI 2: Onucanue HA OMACHOCTHUTE

2.1 Knacudgunupane Ha BeleCTBOTO MJIM CMeCTa

- Knacudukauus B cborBercTBue ¢ Periiament (EO) Ne 1272/2008
[MpenaparsT He ¢ kKiacu(UIUPaH CIOPE]] PETJIAMEHTa OTHOCHO KIIaCH(UIIMPAHETO, ETUKUPAHETO U
onakoBaHeTo (CLP).

2.2 EleMeHTH Ha eTHKeTa
- ETnkerupane B crorBeTcTBUE ¢ Pernament (EQ) Ne 1272/2008 otnaga
- ITuKkTOrpamMM 3a OMacHOCT OTHaja
- CurHaaHa ayma otnajaa
- IIpexynpesxaeHus 3a OMACHOCT 0T
2.3 Ipyru onacHoOCTH
W36srBaiiTe na numate nuraiidan npax / CTPyKKH.
KoHkpeTHa omacHOCT OT MOAXTB3BaHE BBPXY PasiIsAT MPOAYKT.
- PesysairaTu ot onenkara Ha PBT u vPvB
- PBT: Henpuioxumo
- vPvB: Henpuinoxumo

PA3JIEJI 3: ChcTraB/mHopmanus 3a CbCTaBKUTE

-3.2 Cmecn
- Omucanue: CMec OT MOCOYCHHUTE MO-I0JTy BEIIECTBA C 0€30MaCHU MPUMECH.

- OnacHU ChbCTaBHU BellleCTBA: OTIa/A
- JIpyru cbecTaBKM
CAS: 10034-76-1/ Kanuues cyndat nmoayxuapar
[TurmenTu
- JIoOMbJIHNTETHN YKA3aHUS:
Peructpaunonen Ne 01-2119444918-26-0274 (CAS: 7778-18-9/ Kanuues cyndar)
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PA3AEJI 4: Mepku 3a mbpBa MOMOIIL

4.1 Onncanne Ha MEPKHUTE 32 TbPBa MOMOII]

- OO0y yxa3zanusi: He ca HeoOX0qMH CIIEIMATTHA MEPKU.

- Cnen saumBaHe: [TonaBane Ha 9UCT BB3IyX, IPH OIUIAKBAaHUS OOPBIAHE KbM JICKap.

- CJ1eJ] KOHTAKT ¢ KokaTa: [1o mpuHIUI MPOIYKTHT HE APa3HHU KOXKaTa.

- CJen KOHTAKT ¢ OYHTe:
W3ruiakBaHe Ha OYMTE ITPU OTBOPEHU KIIEMayy C Tevalla BoJia B IPOIbJDKEHHUE Ha HIKOJIKO MUHYTH.

- Cen morsrbmane: [Ipy npoxbsinKaBamy OIIakBaHUS J1a ce KOHCYIITHpA JIeKap.

- 4.2 Hajli-chIecTBEHH OCTPU ¥ HACTHIIBAIIY CJIe]] U3BECTEH MEPHOI OT BpeMe CUMITOMM H epeKkTH
Hsma HanwyHE Opyry BaKHU CBEJICHUS.

- 4.3 Yka3anue 3a He0OX0JUMOCTTA OT BCAKAKBU HEOTJIOKHHM MEIMIIMHCKHU IPHKH U CHEIMAJIHO JIeYeHue
Hsma HanuuHu qpyry BaKHU CBEJICHUS.

PA3JIEJI 5: IIpoTuBOnoOXKapHHU MEPKHU

- 5.1 CpeacTBa 3a raceHe Ha Ioxap

- Iloaxonsimm racsauu cpeacrsa: [IponykTsT He e 3ananum.

5.2 Oco0eHn OnacHOCTH, KOUTO NPOU3THYAT OT BeleCTBOTO UJIM CMecTa
Hsama nanuunn APYTH BaXXHU CBCIACHUA.

5.3 CbBeTH 32 NOKAPHUKAPHUTE

- CrenMaJIHy 3alIUTHH cpefcTBa: He ca HEOOXOIMMH CTICIIMATHU MEPKH.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

- 6.1 JIM4YHN MpeaNna3Hu MePKH, NPeANa3HU CpeCcTBA U MPOoLEeAYPH NPHU crelrHu ciay4daun Bk paznen 8.
- 6.2 Ilpexnma3Hu MepKH 3a ona3BaHe HA OKOJHATA cpexa: He ca HeoOXoanMu crieriMaTHi MEPKH.
6.3 MeToam 1 MaTepHuaJii 3a OrpaHUYABaHe H MOYHCTBaHe: MexaHN4HO chOnpaHe.
- 6.4 Ilo3oBaBaHe Ha APYTrU pa3jeu
He ce ocBo0O0>k1aBaT ornacHy BelecTBa.
3a napopManus 3a 6e30MaCHOTO MaHUITYTHPAHE BHXK IIaBa 7.
3a nHpOpMAaNHS 32 JIMIHUTE MPEINa3HU CPESIICTBA BIXK I1aBa 8.
3a nHpOpMaIHs 3a OTCTPAHIBAHETO BHXK ri1aBa 13.

PA3JAEJI 7: O6padoTka U CbXpaHeHue

7.1 Ilpeanazuu Mepku 3a 0e3onacHa padora
Ja ce mpenoTBpatsaBa 00pazyBaHETO Ha Tpax.
[a ce ocurypu 1o6po mpoBeTpeHue/acuupalist Ha pabOTHOTO MSCTO.
- Yka3aHus 3a Ipe0TBPAaTABaHe HA MOKAP U eKkciuio3nu: He ca HeoOXoanMu crieninaiHi MepKH.

7.2 YenoBus 3a 6e30MaCHO ChbXpPaHsiBaHe, BKIIOYHTEIHO HEChbBMECTUMOCTH

- CbXpaHeHHe:

- I3uckBaHus KbM CKJIAJ0BHTE NOMeLeHUs U pe3epBoapuTe: Hsima cnenmaniy H3MCKBaHUS.
- Yka3anus npu oouio cbxpanenue: He e HeoOxoaumo.

- JIpyru 1aHHHM OTHOCHO YCJIOBHUSITA B cKJIafioBeTe: Jla ce cbXpaHsBa Ha CTaliHa TeMIIepaTypa.
7.3 Cneundguuna(u) kpaiina(u) ynorpeda(u) Hsima HanuuHu Apyru BaXKHU CBEJICHUSI.

PA3JIEJI 8: KoHTpPOJI Ha eKCNIO3MIHUATA/JTNYHHU NPeANa3Hu CPeACTBA

- 8.1 ITapameTpu HA KOHTPOJI
- CbCTABHM YaCTH ChC CBbP3aHH ¢ PA0OTHUTE MeCTa, MOJIeKAIU HA ClIeleHe TPAHUYHHU CTOIHOCTH:
ITpoyKTHT HE ChABPKA PEICBAHTHU KOIUIECTBA BEIIECTBA ChC CBBP3aHM C PAOOTHHUTE MECTa MOJUIEKAIIN Ha

CJICACHC T'PaHUYHHU CTOMHOCTH.
(npoxbinKeHue Ha cTp.3)
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. I[OH'I).]'IHI/ITQJIHI/I YKazaHus: Karo ocHoBa CJIY’KUXa BaJIMAHUTE IPU CbCTaBAHETO JIMCTH.

- 8.2 KoHTpOJ1 HA eKCIO3UIUsITA

- Iloxxoasiiy MH:KeHepeH KOHTPOoJ Hsama npyru naHHu, BUX To4Ka 7.

- UHANBHAYaTHH MEPKH 32 3aIMTAa, KATO HAIPUMeEP JHYHH NPeINa3Hu CPeACTBa

- Q01N Mpeana3Hu M XUTMeHHH Mepku: [la He ce BOAUIIBAT Mpax/IiuM/MbIa.

- 3ammTa HA AUXATEJTHUTE IMbTHIIA
[pu KpaTKOBPEMEHHO WK CJIa00 HATOBApBAHE Jla C€ U3IOA3yBa JUXaTeNCH QMIThD; P MHTCH3UBHA, PECII.
MO-TIPOABIDKUTEITHA SKCIIO3HIINS J1a CE U3II0JI3YBA HE3aBUCUM OT OKOJTHUS BB3IIyX PECIHPATOP.

- 3ammura Ha pruere He e HeoOxoaumo.

- MartepuaJj 3a pbKaBHIH
W360pBbT Ha mOAXOsIIA PHKABUIIA 3aBHCH HE CaMO OT MaTepHaia, a ¥ OT APYTH KaueCTBEHN XapaKTePUCTUKU
U € pa3Nu4eH IpU Pa3INIHUTE TIPOU3BOIUTENH. Thi KaTO MPOAYKTHT IPEACTABISIBA MIPETIapaT OT HIAKOIKO
BEIIIECTBA, YCTOMYMBOCTTA Ha MaTEPHAINTE 32 PhKAaBUIM HE € MIPEIBUANMA 1 ITOPaaH TOBA TPsiOBa 1a Obae
MpoBepsABaHa MPeAn yroTpedaTa uM.

- BpeMe 3a npoHMKBaHe HA MaTepHaJia 3a PbKABHIA
TouHOTO BpeMe Ha IpoOHB cieeBa 1a ce y3Hae OT IPOM3BOIUTEN Ha 3allIUTHU PHKABHUIIN U JIa CE CIa3Ba.

- 3ammTa HA OvYUTe/INNEeTO 3alUTHU OYnIa

PA3JAEJI 9: ®u3n4Hu M1 XMMUYHH CBOMCTBA

9.1 Undopmanus 0OTHOCHO OCHOBHHMTE (PM3MYHN U XMMHYHH CBOIiCTBA
* ATperaTtHo CbCTOSIHHE TBBPIO
- BAT KasBO
Cus

* Mupuc: 6e3 MupHu3Ma
- Touka Ha ToneHe/TOYKA HA 3aMpPb3BaHe: HE € OIIPENACIICHO
- Touka Ha KHIleHe WM HAYAJIHA TOYKA HA KUIIeHe

U UHTEPBaJI HA KUIEeHe HE € ONpEAEICHO
- 3amaaumocTt BemecTBoTO HE € 3anaINMO.
- Jlo1HA ¥ TOpPHA TPAHUIA HA eKCIVIO3UBHOCT
- JlosiHa: HE € OIIPEIEIIEHO
-T'opna: HE € ONpEeAEICHO
- IlmamHa Temnepatypa HE € OTIpPeJIeNIeHO
- TemnepaTypa Ha camo3anajiBaHe: He e onpeneneno.
- TemnepaTtypa Ha pa3jarane: HE € OTpeIeTICHO
‘pH HE € ONpeAEIeHO
- Bucko3urer: HE € OTIpeJIeNIeHO
- KuHemMaTH4eH BUCKO3HTET HE € OTpeeICHO
- THHAMMYEH: HE € OTpeIeTICHO
- PasTBOpUMOCT
- Bopa: HECMECHMO, PECII. C1a00 CMECHMO
- KoedunuenT Ha pa3npegeneHue n-OKTaHOJ/BOAA

(JIOrapuTMHYHA CTOIHOCT) HE € OIIPEACIICHO
- Hansirane Ha mapure: HE € ONpeAEIeHO
- IITbTHOCT M/WJIH OTHOCHTETHA ILTBTHOCT
- TlrsTHOCT pu 20 °C: 2,3 r/em’
- OTHOCUTEJIHA MJIBTHOCT HE € OIpeIeICHO
- IlIbTHOCT HA mMapuTe HE € ONpeAEIeHO
- XapakTepMCTUKHU HA YACTHLIUTE He e onpeneneno.
9.2 Ipyra ungopmanus
- BaskHHM JaHHU 32 oNa3BaHe HA 3IPABETO U

O0KOJIHATA CpeJa, KAKTO U 32 CHTYPHOCTTA
- EKcIJI03MBHM CBOjicTBA: IIpogyKThT HE € B3pUBOONACEH.

(npoabinKeHUe Ha cTp.4)
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- IIpoMsiHA HA CHCTOSIHHETO
- OKcnaupamm razose oTnaaa
-T'a3oBe moj HaJIsATaHe oTnaza
*3anmaJanuMu Te4HOCTH oTmaza
*3amajauMM TBBP/M BelecTBa oTmaza
- CaMOaKTHBHPAIIHU ce BelecTBAa U CMeCH oTnaaa
- IIupodopHu TeUHOCTH oTnaza
- IIupoopHU TBHPAH BelIeCTBA oTnaja
- CaMoOHArpsiBally ce BelecTBa U CMeCH oTmaza
- BengecTBa U cMecH, OTAeIALIN 3aNaJJMMHU ra3oBe

NP KOHTAKT C BOAA oTnaaa
- OKkCHAUPAIIT TEYHOCTH oTmaza
- OkcHaupany TBbPAU BellecTBa oTmaza
- OpraHn4yHM NepoKCcUIU oTnaaa
- BemrecTBa WM cMecH, KOPO3MBHH 32 MeTAJIHU oTnaaa
- JleceHCHOMIM3UPAHU eKCILI03UBH oTmana

PA3JAEJI 10: CTa0MJIHOCT M PeaKTHBHOCT

10.1 PeakumnonHa cnocooHoct Hsima HamM4HM Apyry BaXKHU CBEICHMUSL.
-10.2 XuMHYHA CTAOMIHOCT
- TepmuuHo pa3iaraHe /ycjJoBHs, KOUTO TPSAOBa 1a ce U30ArBaT:
Hsma pa3narane npu HaJUIeKHO ChXPAaHCHUE M MAHUITYJINPAHE
- 10.3 Bp3mo:kHOCT 32 onacHu peakuuu He ca U3BECTHH OMaCHU peakLuy.
- 10.4 YcoBusi, KOUTO TPsAOBa 1a ce u30sareat Hsiama HaIMYHU IpYry Ba)KHU CBEJCHUSL.
- 10.5 HecbBMecTuMu MaTepuaiu: HiMa HanuyuHu Apyru BaXKHU CBEICHUS.
-10.6 OnacHu NPOAYKTH HA pa3najgaHe: HUKOU

PA3JIEJI 11: ToxkcukoJjiornuHa uHgopmanus

- 11.1 Undopmanus 3a KJacoBeTe HA ONACHOCT, onpenaesaeHd B Pernament (EO) Ne 1272/2008
- OcTpa TokcHYHOCT B3 OCHOBa Ha HAIMYHKTE JTaHHU HE Ca M3ITBJIHEHN KPUTEPHUUTE 32 Kiacu(pUIUpaHe.
- Kopo3uBHOCT/Ipa3HeHe Ha KoKaTa
B®3 ocHOBa Ha HaJIMYHKUTE JaHHU HE Ca M3IIBJIHEHU KPUTEPUUTE 3a KilacupHrIupaHe.
- Cepno3HO yBpexK/1aHe HA ouuTe/Apa3HeHe HA ounTe CaMO MEXaHUYHU e(DEeKTH.
- CeHCMOMIIM3aNMsI HA TMXATEJHUTE MBTHIIA HJIN KOKATA
Bb3 ocHOBa Ha HATMYHWUTE JAHHU HE Ca M3IIBIIHEHU KPUTEPUUTE 3a KiIacupuIupaHe.
- MyTareHHOCT Ha 3apOANIIHUTE KIETKH
B®3 ocHOBa Ha HAIMYHWUTE JaHHHU HE Ca M3ITBIIHEHU KPUTEPUUTE 3a KiIacupHuIupaHe.
- KanueporenHoct Bb3 ocHOBa Ha HAIMYHUTE JaHHU HE Ca U3IBIHEHW KPUTEPHHTE 3a Kiacuduupane.
- TOKCHYHOCT 32 PeNnpPoOAYKIHUITA
B®3 0CHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTCPUHUTE 3 KITacU(BHUIIHPAHE.
- CTOO (cnenu¢uyHAa TOKCHYHOCT 32 OIpe/ieJIeHH OPraHN) - eJHOKPATHA eKCIIO3HIUS
Bb3 ocHOBa Ha HATMYHWUTE JAHHU HE Ca M3IIBIIHEHU KPUTEPUUTE 3a KiIacupuLIupaHe.
- CTOO (cnenudpuyHa TOKCMYHOCT 32 ONpeAeJIeHH OPraHM) - MOBTAPSIIIA ce eKCIO3UIUS
B®3 ocHOBa Ha HAIMYHWUTE JaHHU HE Ca M3ITBIIHEHU KPUTEPUUTE 3a KiIacuHuIupaHe.
- OnacHoOCT Npu BAULIBaHe
B®3 ocHOBa Ha HAJIMYHKUTE JaHHU HE Ca M3IIBJIHEHU KPUTEPUUTE 32 KiacuprIupaHe.
-11.2 Undopmanus 3a APyru ONacCHOCTU

- CBoiicTBa, HapymaBamy (yHKIMUTE HA eHIOKPHHHATA CHCTEMA

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

-12.5 Pe3yaraTu ot onenkara Ha PBT u vPvB

- PBT: Henpuioxumo

- vPvB: Henpuinoxumo

-12.6 CBoiicTBa, HapymIaBaly GyHKIMATE HA €HIOKPHHHATA CHCTeMAa
ITporyKTHT HE ChABPIKA BEIIECTBA ChC CBOMCTBA, pa3pyllaBallll €HIOKPHHHATA CHCTEMA.

-12.7 Ipyru HeGJaronpusAaTHH edexTH

- JIpYTH eKOJOTHYHH YKA3aAHUS:

- O01M yKka3aHus:
Kiac na 3ambpcsiBane Ha Bogute 1 (coOcTBeHa kinacudukaiys): ¢1abo 3aMbpCsBaIio BOAUTE
Jla He ce nomycka MomnajiaHeTo Hepa3peaeHo, PECIl. B O-TOJIEMHU KOJIMYECTBA B IIOANOYBEHUTE BOJIH, BOAHU
OaceitHn WM KaHAJIM3aUsITa.

PA3JIEJI 13: O0e3Bpeskaane Ha OTHAABUMATE

-13.1 MeToau 3a TpeTUpaHe HA OTHAABIU
- Ilpenopbka: [To-Manku KonmyecTBa MOTaT Aa ce IEMOHUPAT 3a¢IHO ¢ OUTOBUTE OTIIA BIIH.

- HemouMcTeHN ONIAKOBKH:
: Hpenopmca: OTCTpaHHBaHe B CbOTBCTCTBHUE C IIPECANNCAHNUATA HA KOMIIETCHTHUTEC BEAOMCTBA.

PA3EJI 14: Undopmaunsi 0THOCHO TPAHCTIOPTHPAHETO

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

14.2 TouHo HauMMEeHOBaHME HA MPaTKaTa no cnucbka Ha OOH
“ADR, ADN, IMDG, IATA oTmnaga

- 14.3 Kiac(oBe) Ha OMACHOCT NMPHU TPAHCHOPTUPAHE

- ADR, ADN, IMDG, IATA
- KJ1ac oTIIaza

- 14.4 OnakoBb4HA rpyna
-ADR, ADN, IMDG, IATA oTmaza

- 14.5 OnacHocTH 32 OKOJIHATA Cpefa:
- Mopcku 3aMbpCHTEII: He

- 14.6 CriennaJiHu MpeINa3HU MEPKH 32
MoTpeduTeTUTE HETPIIOKUMO

- 14.7 MopckH TPaHCIIOPT HA TOBApH B HACHITHO
ChCTOSIHHE ChIJIACHO HHCTPYMEHTH HA
MeskayHAPOIHATA MOPCKA OPraHu3anus HETIPUIIOKUAMO

- UN "Model regulation": oTnaga

(IpoaBIDKeHNe Ha CTp.0)
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PA3JEJI 15: Undopmaunsi 0THOCHO HOPMATHBHATA ypeada

-15.1 CrienpuyHHU 32 BelIeCTBOTO MJIM CMECTA HOPMATHBHA ypen0a/3aKOHOAATEJICTBO OTHOCHO
0e30macHOCTTA, 31PaBeTO U OKOJIHATA cpela
- nupexTuBa 94/33/EC [la ce nmonxoxaa BHUMATEIHO, KOTaTo ¢ TO3HM NPOIYKT OopassT jnia nox 18 r.

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

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

- Pernament (EC) Ne 649/2012

- Persament (EQ) Ne 273/2004 0THOCHO NPEeKypPCOPUTE HA HAPKOTHYHUTE BellleCTBA

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

- Peraament (EO) 111/200S 3a onpeaensiHe Ha NPaBUJIa 32 MOHUTOPUHT HA ThPTrOBUATA MEXKIY
OOIIHOCTTA U TPETH CTPAHH B 06/1aCTTA HA MPEKypcopuTe

He e n36poeHo HATO €HO OT ChABPIKAIINTE CE BEIIeCTBA

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

PA3JIEJI 16: Ipyra ungopmanus

JlaHHWTE MOYMBAT HA HACTOSIIOTO PABHUILE HA MO3HAHUSITA HU, HO T€ HE MPE/ICTABISIBAT rapaHIIns 32
CBOICTBATA Ha MPOAYKTa U HE 000CHOBABAT JOTOBOPHO IPABOOTHOIICHHE.

- Cpkpautenns u akpoaumu: ELINCS: European List of Notified Chemical Substances
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