Crpanuna: 1/6

NupopmanuoHeH JMCT 32 0€30MaCHOCT
cbraacuo 1907/2006/EO, Yiien 31

nata Ha otnedarBane: 17.05.2024 Howmep Ha Bepcusta 2 (3amecTBa Bepcus 1) npepaboteno Ha: 17.05.2024

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

NnpeANnpUsITHETO

1.1 AaeHTH(UKATOP HA NPOAYKTA
- Thproecko Hanmenopanne: KATANA Zirconia, KATANA Zirconia Block

- Homep Ha apTukyJa: 828, 889

- 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
[TpenaparsT He € KIacu(UUUpPaH CIOPE] PErJIaMEHTa OTHOCHO KJIaCH(UIIMPAHETO, ETUKUPAHETO U
onakoBaHeTo (CLP).

- JIOMbJIHUTETHH ]
MenuuuHcknTe U3aenus, kakto ca onpenenenu B Pernament (EC) 2017/745 n xonTo ca MHBa3UBHM WITH CE
M3MO0JI3BAT B NMPSIK (PU3NUECKH KOHTAKT C YOBEIIKOTO TSUIO, ca 0CBOOOJIEHHU OT pasnopenoure Ha Pernmament
(EO) Ne 1272/2008 (CLP/GHS), o6ukHOBEHO aKo ca B 3aBBPILECH BUJI M IPEAHA3HAYCHH 3a KpalHUA
oTpeduTe.

2.2 EeMeHTH HA eTHKeTa

- ETukerupane B cboTBeTcTBUE ¢ Periament (EO) Ne 1272/2008 otnaga
- IIuKkTOrpaMu 3a OMACHOCT OTIAaJa

- CurnaJjina gyma ornazaa

- IIpenynpeskaeHns 3a OMACHOCT OTIaIa

2.3 Ipyru onacHoCTH

- PesysairaTu ot ouenkara Ha PBT u vPvB

- PBT: Henpuioxumo

- vPvB: Henpuinoxumo

PA3JIEJI 3: ChcraB/mHdopmanus 3a CbCTaBKHUTE

- 3.2 Cmecn
- Omucanue: CMec OT MOCOYEHUTE MO-I0Ty BEIIECTBA C 0€30IIacHU MPHUMECH.

- OnacHU CHCTAaBHU BellecTBa: OTMaaa
- JIpyru cbcTaBKH

[{upkoHueB okcu

Utpues okcup

(npoabiDKEHHE Ha CTp.2)
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[Murmentu

PA3AEJI 4: Mepku 3a mbpBa MOMOIIL

4.1 Onucanne Ha MEPKHUTE 32 MbPBa MOMOII]

- O0M yKka3zaHus:
W36srBaiiTe momup oduTe.
W36srBaiiTe momup Koxkara.

- Cnen saumBaHe: [lonaBaHe Ha YUCT BB3IyX, IPH OIUIAKBAHUS OOPBIAHE KbM JICKap.

- Ciex KOHTAKT ¢ KokaTa: [To mpuHIUI NPOAYKTHT HE Ipa3Hu KoXKata.

- CJem KOHTAKT ¢ OYHTe:
W3nnakBaHe Ha OYXTE MPH OTBOPESHHU KJIETIAYH C T€Yalla BOAa B MPOABDKCHUE Ha HAKOJIKO MHHYTH.

- Cen morsrbmiane: [1py npoxemKaBamy OIUIaKBaHUS J1a ce KOHCYIITHPA JIeKap.

- 4.2 Haji-cbliecTBeHH OCTPU U HACTHIBAIIM CJIe/l U3BECTEH MEPUOI OT BpeMe CUMIITOMH U e(heKTH
Hsma HanwyHYM qpyry BaKHU CBEJICHUS.

4.3 Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHH MeJUIIMHCKH IPHKH H CIIEIIMAJIHO JeYeHue
HHMa HAaJIUYHN leyl"ld BAaXHU CBCACHUA.

PA3JIEJI 5: IIpoTuBOnoOkKapHu MepPKHU

- 5.1 CpeacrTBa 3a raceHe Ha Ioxap
- TlopxoAsilM racsiy cpefcTBa:
CO2, orueracsii rpax Win JUcIeprupana BojiHa cTpys. bopba ¢ mo-ronemu noxapu ¢ qucreprupasa BoHa
CTpYs WJIM yCTOHYMBA Ha aJIKOXOJI IIsHA.
Cpo0Opa3siBaHe Ha MEPKHTE 3a MOTYIIaBaHE Ha M0Kapa C OKOJIHATA Cpejia.
- 5.2 OcoGenn 0MacCHOCTH, KOUTO MPOM3THYAT OT BeIIECTBOTO MJIM CMECTa
Hsama nanuunn APYTH BaXXHU CBCACHMU.
5.3 CbBeTH 32 NOKAPHUKAPUTE
- CrnienMaJIHy 3alIMTHH cpefcTBa: He ca He0OX0MMMH CTIEIIMATHU MEPKH.

PA3JIEJI 6: Mepku npyu aBapuiiHO H3IIyCKaHe

- 6.1 JIuuHN mpeana3zHu MEePKH, MPeANAa3HU CPeICcTBA U MPOoLeAyPH MPHU cielnHu ciay4yan Bix. paznen 8.
- 6.2 IlpeanasHu MepKH 3a oNa3BaHe HA OKOJIHATA cpefa:
Jla He ce nomycka IonaiaHeTo B KaHaIM3alUsATa/TIOBbPXHOCTHH BOJIU/TIOANIOYBEHHU BOJIH.
6.3 MeToam 1 MaTepHaJii 3a OTPAHMYABAHe M MIOYHCTBAHE:
OrpannueTe pa3nBa, cie]l KOeTO ITOCTaBeTe B MOAXoAsm] cbl. CBenere 10 MUHIMYM 00pa3yBaHETO Ha Mpax.
He m3nuBaiiTe B kKaHAIM3AIUATA U IPEIOTBPATETE TIOMAJaHETO BHB BOAHU IIBTHUIIIA.
Crbepere MaTepHala ¢ MpaxocMyKadKa T METJIa U TO MTOCTaBEeTe B TOIXOAAI Ch 32 U3XBBPIIIHE.
OcurypeTe BEeHTHIAIHS.
Wznom3BaiiTe moaAXO0qIIN JIMIHA Tpeana3au cpeactsa (JIIIC).
- 6.4 Ilo3oBaBaHe Ha IPYru pa3jeju
3a uadopmanus 3a 6e3011aCHOTO MaHHITYJIMPAaHEe BUXK IJ1aBa 7.
3a uaopmanus 3a IMYHUTE TIPEIa3HN CPEJICTBA BIDK IJ1aBa §.
3a nuHpOpMaIHs 3a OTCTPAHIBAHETO BIK Ii1aBa 13.

PA3JEJI 7: O6padoTka u cCbXpaHeHue

7.1 Ilpeana3uu Mepku 3a Oe3onacHa padora
He ca HeoOxoanmu crieraiiHi MEpKH.
W36srBaiite monmp koxara u ounte. Jla He ce mormbma. M30sarBaiite obpazyBanero Ha npax. He BaumBaiite
npax / myuiek / ra3 / ium / u3napeHust / aepo30Jiu.

- Yka3anuga 3a NnpeaoTBpaTsiBaHe HA MOYKAP U €EKCIIJIO3UM: He ca HCO6XO,Z[I/IMI/I CIICMaJTHU MEPKH.
(npoabinKeHue Ha cTp.3)
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7.2 YenoBus 3a 6e301aCHO ChXpaHsiBaHe, BKJIIOYHTEJIHO HEChbBMECTUMOCTH
- CbXpaHeHHe:
- I3MCKBaHUSA KbM CKJIATOBUTE MOMeIeHus1 U pe3epBoapute: Chxpansaiite mpu temmneparypa 10-30 °C
- Yka3zanus npu oduro crxpanenne: He e Heo6xoanmo.
- JIpyru 1aHHH OTHOCHO YCJIOBUSITA B CKJIA/I0BETE:
PesepBoapbT 1a ce IppKU IUTBTHO 3aTBOPEH.
Jla ce ma3u OT TOILIMHA U MPEKU CITHHYCBH JTHUM.
Ja ce cpxpaHsiBa Ha CTailHa TeMmneparypa.
-7.3 Cneunduyna(u) kpaiina(u) ynorpeda(un) Hama HanmuuHu Ipyry BaXKHU CBEJICHMUS.

PA3AEJI OHTPOJI HA €KCIO3UIUATA/IMYHY NPeINAa3Hu CPeACTBa

- 8.1 IlapameTpu HA KOHTPOJI

- CbCTABHM YaCTH ChC CBbP3aHU ¢ Pa0OTHUTE MecTa, MOJIeKALIU HA cliefileHe TPAHUYHY CTOIHOCTH:
ITpoyKTHT HE CHABPIKA PEIIEBAHTHN KOJIWIECTBA BEIIECTBA ChC CBBP3aHM C PAOOTHHUTE MECTa MOJUIE)KAIIN Ha
CcJleieHe TPAaHNYHU CTOHHOCTH.

- lombJIHMTETHH YKka3aHus: KaTto ocHOBa ciy»kHXa BaJMIHUTE IIPU CHCTABIHETO JTHCTH.

- 8.2 KoHTpO.1 HA eKCIO3UIUsATA

- Tloaxoasiin HHKeHepeH KOHTPoJI HsiMa fpyru aHHu, BHOK TOYKa 7.

- UHANBUAYATHH MEPKH 32 3alUTa, KATO HAIPUMeP JUYHH NpeINna3Hu cpeAcTBa

- OOy npeAna3sHu ¥ XUHTHEHHHU MEPKH:
Crnensa na ce cp0OII0AaBaT OOMYAHUTE MPEIOXPAHUTEITHH MEPKU TP padboTa ¢ XUMHUKAIIH.

- 3amuTa Ha AUXaTeJIHUTe MbTHIIA [IpernoppunTenHa € pecmupaTopHa MackKa.

- 3amuTa Ha pbleTe
MarepuanbT Ha pbKaBHIaTa TPsIOBa J1a € HENPOITYCKIIMB U YCTOWYMB Cpely NPOIyKTa / BEIECTBOTO /
mpermnapara.
[MTopanu numica Ha TecTOBE HE MOXKE J1a ObJie JaJieHa MPeropbKa 3a MaTepraia Ha PbKaBHLUTE 3a TPOIyKTa /
npenapara / cMecTa 0T XUMHKAJIH.
N360p Ha MaTepunaa 3a pbKaBHLM C OTJIe]l Ha BpEMEHaTa 3a MPOOUB, CTENEHTa Ha IIPOHUKBAHE U
JIeTpaaIusTa.

- MaTepuaJ 3a ppKaBULU
W360pbT Ha noaxo/s1a PbKaBHUIla 3aBICH HE CAaMO OT MaTepHaa, a U OT APYrH KaueCTBEHH XapaKTEPUCTUKU
U € pa3jIn4cH IIPU Pa3IMYHUTE IPOU3BOAUTENN. Thi KaTO MIPOAYKTHT IPEACTABIIABA IPpENapaT OT HAKOJIKO
BCIICCTBA, yCTOﬁ‘lHBOCTTa Ha MaTCpUAJIUTC 3a pPbKaBUIIU HE € TpEABUANMA U ITOpaJu TOBA Tpﬂ6Ba aa 6’])£[e
NpoBepsIBaHa Mpeau yrnorpedara um.

- Bpeme 3a npoHNKBaHe HA MaTepHaJia 32 PbKABHIH
TouHOTO Bpeme Ha MPOOHB cieeBa 1a ce y3Hae OT IPOM3BOIUTENS Ha 3allIUTHU PHKABHIIN U JIa CE CIa3Ba.

- 3amuTa Ha OYUTE/JTHIETO 3AUTHA OYNIIa

PA3JIEJI 9: ®u3nyHu 1 XUMHUYHH CBOMCTBA

9.1 Undopmanust 0OTHOCHO OCHOBHMTE (pM3MYHN U XMMHYHH CBOICTBA
* ATperaTtHo CbCTOSIHHE TBBPJO
- Bar OIIBETECHO
* Mupmuc: 6e3 MupHu3Ma
- Touka Ha ToNeHe/TOYKA HA 3aMPb3BaHe: He e onpeneneno.
- Touka Ha KHIeHe WJIH HAYaIHA TOYKA HA KUTeHe

M HHTEPBaJI HA KUIIeHe He e onpexeneno.
- 3amaaumoct He e onpeneneno.
- J10JIHA M TOPHA T'PAHNIA HA eKCIIJIO3MBHOCT
- Jloana: HENIPUIIOKUMO
‘T'opHa: HEIPUIOKUMO
- TlnamHa TemnepaTtypa HEIPUI0KUMO

(npoabinkeHue Ha cTp.4)
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- TemnepaTypa Ha camo3anaJjiBaHe:

- Temneparypa Ha pasJarane:

- KuHeMaTH4eH BUCKO3HTET

- Pa3rBOpuMocCT

-Bopa:

- KoeunueHT Ha pa3npeeaeHue n-0KTAHOJ/BOAA
(10orapuTMHU4YHA CTOIHOCT)

- Hajisirane Ha mapure:

- Hansirane Ha nmapure:

- IlabTHOCT:

- IlopTHOCT Ha MapuTe
- XapaKkTepUCTHKH HA YacTHIUTE

He e npunoxumo.
He e npunoxumo.
He e onpeneneno.
HETIPHIIOKHUMO

HEPa3TBOPUMO

Henpunoxumo.
HEIPUIOKAMO

KATANA Zirconia 6 r/cm’ (ipu 20 °C)
KATANA Zirconia Block 3,3 r/em’ (ipu 20 °C)
HE € OIPEJIENIEHO

HENPHIIOKHUMO

He e onpeneneno.

9.2 ipyra nuadopmanust

- Undopmanusi BbB Bpb3Ka € KJIacoBeTe HA
¢uzuyna onacHoct

- Ekcnuiosusu

*3anmanumu razose

- Aepo3osiu

- Okcuaupany ra3ose

-T'a3oBe mox HajsiraHe

3ananuMM TEYHOCTH

*3anaauMu TBBPAM BelllecTBA

- CaMOaKTHBHPAIIHU ce BelecTBAa M CMeCH

- IInpoopHH TeYHOCTH

- [lupodopHu TBHPAM BeliecTBA

- CaMoOHArpsiBaIlM ce BellleCTBAa M CMecH

- BemecTBa 1 cMecH, OTAEIAIIN 3al1AJIMMHU ra3oBe
NP KOHTAKT C BOAa

- OKkcnaupamy Te4HOCTH

- OKCHAUPAIU TBBPAU BellecTBa

- Oprann4yHy NepoOKCHIN

- BemmecTBa HJIM cMeCH, KOPO3HMBHH 32 MeTAIH

- leceHCHOMJIM3NPAHH €KCITI03HMBH

[IpoayKTHT HE MPEACTABIIABA OMIACHOCT OT €KCIIO3HS.
OTIIaaa
oTIIaja
OTIIaga
OTIIaJa
OTIIaxa
OTIIajga
OTIIaJga
OTIIaa
OTIIaaa
OTIIaJa

OTIIaa
OTIIaxa
oTmazaa
OTIIaga
OTIIaa
OTIIaaa

PA3JIEJI 10: CTaOMJIHOCT M PEAKTHBHOCT

10.1 PeakuuonHa cniocodHocT HsiMa HanmuMuHU Opyry BaXKHU CBEJCHHUS.

-10.2 XuMH4YHA CTA0OHTIHOCT

- Tepmu4uHo pasnarane /ycjioBHsl, KOUTO TPAOBA Ja ce N30ArBaT:
Hsima pasnarane npu HaJUIS)KHO CbXpaHEHHE W MAHUITYJIUPaHEe
10.3 Bn3moskHOCT 32 onacHU peakuuu He ca M3BECTHH ONTaCHH peakLuy.
- 10.4 YcyoBus, kouto TpsidBa aa ce n3dareat Hsama HanuuHy Opyru BaKHU CBEJCHUS.
-10.5 HecbBMecTumMu MaTepuam: HiAMa Halu4HU ApYTU BaXKHU CBEIEHUS.
+10.6 OnacHu NPOAYKTH HA pa3najgaHe: BbriepoleH OKUC U BBITIEPOJEH JBYOKUC

PA3JIEJI 11: ToxkcukoJsornuaa nuagopmanus

-11.1 Nndopmanus 3a KIacoBeTe HA OMACHOCT, onpe/ejienu B Pernament (EOQ) Ne 1272/2008
- OcTpa TokcH4HOCT B3 OCHOBa Ha HAIMYHKTE JJAHHU HE Ca M3ITBJIHEHU KPUTEPUUTE 32 Kilacu(ULrpaHe.

(npoabinKEHUE Ha CTp.S)
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- Kopo3uBHOCT/Ipa3HeHe HA KOKaTa

B®3 0CHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTCPUHUTE 3 KITacCU(BHUIIUPAHE.
- CepHO3HO yBpes/JIaHe HA OUHMTe/APa3HeHe HA 0YUTe

B®3 ocHOBa Ha HATMYHUTE JAHHU HE Ca W3ITBJIHEHH KPUTEPUHTE 3 KIacH(pHUIUPAHE.
- CeHcuOuIm3anus Ha JMXaTeJHUTE MbTUIIA WM KOXKATa

B®3 ocHOBa Ha HATMYHUTE JaHHU HE Ca U3ITBIIHEHH KPUTEPUHTE 3 KITacH(PHUIIPAHE.
- MyTareHHoOCT Ha 3apOJMIIHUTE KJIETKHU

B®3 0ocHOBa Ha HATMYHUTE JaHHU HE Ca U3ITBJIHEHU KPUTCPUHTE 32 KITacU(pHUIIHPAHE.
- KanueporenHoct Bb3 ocHOBa Ha HaJIMYHUTE JaHHU HE Ca U3IBIIHEHU KPUTEPHUTE 3a Kiacuduiupase.
- TokcHYHOCT 32 pempoayKIUATA

B®3 ocHOBa Ha HATMYHUTE JAHHU HE Ca W3ITBJIHEHH KPUTEPUHTE 3 KIacH(pHUIUPaHE.
- CTOO (cnenuduyHa TOKCHYHOCT 32 ONpeAeeHH OPTraHM) - eITHOKPATHA eKCIO3H LM

B®3 ocHOBa Ha HATMYHUTE JaHHU HE Ca W3ITBIHEHU KPUTEPUHTE 32 KITacHPHUIIPAHE.
- CTOO (cneuu¢puyHA TOKCHYHOCT 32 ONpe/ieJIeHH OPraHM) - MOBTAPSAILIA ce eKCMO3UIMA

B®3 0cHOBa Ha HATMYHUTE JaHHU HE Ca U3ITBIIHEHH KPUTCPUHTE 32 KITacCU(pHUIIHPAHE.
- OnacHocT Npu BAULIBAHE

B®3 0cHOBa Ha HAJTMYHUTE JaHHU HE Ca U3IIBJIHEHH KPUTCPHUHUTE 32 KITacU(pHUIIMPaHE.
-11.2 Wndopmanus 3a Ipyru onacHoOCTH

- CBolicTBa, HApYMIaBalH (PYHKIMATE HA €HIOKPHHHATA CHCTeMAa

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

PA3JIEJI 12: Exonornuna uagopmanus

12.1 Toxkcu4HoCT

- AKBaTHYHA TOKCHYHOCT: HsIMa HamM4YHM IpYTH BaXKHU CBEICHUSL.

12.2 YceroiiunBocT U pasrpaguMocT Hsima Hanu4yHY APYTH BaXKHU CBEACHUS.

-12.3 buoakymyaupama cnocodHoct HsiMa HanuuHu Ipyru BaXKHU CBEJICHUS.

-12.4 TIpenocumoct B no4yBarta Hima HaIM4HU IPYTH BayKHH CBEACHUS.

- 12.5 Pe3yaraTu ot onenkara Ha PBT u vPvB

- PBT: Henpuioxkumo

- vPvB: Henpuinoxumo

-12.6 CBoiicTBa, Hapymapamy GyHKIMATE HA CHAOKPHUHHATA CHCTEMa
[TpoxyKTHT HE CHOBPIKA BEIIECTBA ChC CBOWCTBA, pa3pyIlaBallll €HJIOKPHHHATA CHCTEMA.

-12.7 ipyru He0JaronpusATHH epeKTH

- /IpYTH eKOJOTHYHH YKA3aHUS:

- Q01 yKkazaHus:
Kiac Ha 3ambpcsiBane Ha Bogute 1 (coOcTBeHa Knacudukaims): ¢abo 3aMbpCcsBaIio BOAUTE
Jla He ce nomycka MomnajiaHeTo Hepa3peaeHo, PECIl. B O-TOJIEMHU KOJIMYECTBa B IIOANOYBEHUTE BOJIH, BOAHU
OaceiHn WM KaHAJIM3aLMsITa.

PA3JIEJI 13: O0e3Bpe:kaane Ha OTHAABUMTE

-13.1 MeToau 3a TpeTHpaHe HA OTHAABIM
- IIpenopbka: [o-Manku KonuyecTBa MOTaT Aa ce IEMOHUPAT 3a¢THO ¢ OUTOBUTE OTIIA BIIH.

- Hemo4uMcTeHH ONAKOBKH:
: HpenopLKa: OTCTpaHHBaHe B CbOTBCTCTBHUEC C MMPECANNCAHNATA HA KOMIIECTCHTHUTEC BEAOMCTBA.

PA3EJI 14: Undopmannsi 0OTHOCHO TPAHCTIOPTHPAHETO

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

(npoabInKEHHE Ha CTp.6)
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- 14.2 TouHo HaMMeHOBaHMe 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

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

- 14.5 OnacHoCTH 32 0KOJIHATA cpela: HETNPUIIOKUMO

- 14.6 CneniuaTHu MpeANa3HU MEPKH 32
moTpeduTeTUTE HETMPIIOKUMO

- 14.7 Mopcku TPaHCIOPT HA TOBapH B HACHITHO
ChCTOSIHHE ChIJIACHO HHCTPYMEHTH HA
MeskayHAPOIHATA MOPCKA OPraHU3aIus HETPUIIOKUAMO

- UN "Model regulation": oTnaga

PA3AEJI 15: Undopmannsi 0THOCHO HOPMATHBHATA ypeada

-15.1 CiennpuyHHU 32 BelIeCTBOTO MJIM CMECTA HOPMATHBHA ypen0a/3aK0HOATEICTBO OTHOCHO
0e30macHOCTTA, 3PaBeTO U OKOJIHATA cpela
- nupekTuBa 94/33/EC [la ce nmoaxosxaa BHUMATEIHO, KOTaTo ¢ TO3M NPOIYKT OopaBsT Jimia nox 18 r.
- nupextuBa 94/85/EEC: Hsma Hanu4HU APYTH BaXKHU CBEACHUS.
- IlonmenHo nmocoyenu onacuu Bemecrsa - IPUJIOXKEHUE 1
He e n30poeH0 HUTO €AHO OT ChABPIKALIUTE CE BELIECTBA

- Pernament (EC) Ne 649/2012
He e u30poeHo HUTO €IHO OT ChABPIKALIUTE CE BELIECTBA

- Persiament (EQ) Ne 273/2004 0THOCHO MpeKypCcoOpUTe HA HAPKOTHYHUTE BellecTBa

He e n36poeHo HATO €HO OT ChIABPIKAIINTE CE BEIIeCTBA

- Peraament (EQO) 111/2005 3a onpenensiHe Ha NPABHJIA 32 MOHUTOPUHT HA ThPrOBUSATA MEXKIY
OOmHOCTTA M TPETH CTPAHH B 00J1aCTTa HA MPEKYPCOPHTE

He e u30poeHo HUTO €IHO OT ChABPIKALIUTE CE BELIECTBA

- PETJIAMEHT (EC) Ne 1005/2009 oTHOCHO BemecTBa, KOUTO HAPYIIABAT 030HOBHUS CJI0M —
HNPUJIOKEHHE I (O30H0HapyLIaBan NOTeHIIUAT)

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

-15.2 Ouenka Ha 0e30MACHOCT HA XUMHYHOTO BELIECTBO HJIM CMeC
Xumudecka 0€30IaCHOCT 32 OLICHKA HE € U3BBPIIICHA.

PA3JIEJI 16: [Ipyra undgopmanust

JlaHHWTE TOYMBAT HA HACTOSIIOTO PABHUILE HA TO3HAHUSTA HU, HO T€ HE NPE/ICTABIIsBAT TapaHIus 3a
CBOMCTBaTa Ha ITPOJYKTa U HE 00OCHOBABAT JOTOBOPHO IIPAaBOOTHOIICHHE.

To3zun nHpOpMaIoHeH JHcT 3a 6e3onacHOCT € B choTBeTcTBHE ¢ Pernmament (EO) Ne 1907/2006, Unen 31
n3meneH ¢ Permament (EC) 2020/878.

- Knacudpukauus B cborBercTBHe ¢ Persiament (EQ) Ne 1272/2008
Krnacudukaimsra Ha cMecta e 6a3upaHa OCHOBHO Ha METOJIa 32 U3YMCIICHUE MIPH U3M0JI3BaHE HA (HH3HMUCCKU
cBoricTBa cbritacHo Permament (EO) 1272/2008.

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

- JlaHHHMTe B CpaBHEHHeE C NMPEINIIHATA BEPCHsI Ca MPOMEHEHH.
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