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Fenofibrate impurity B

Emv;;rg;zg;g;f; Bconpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e damet  CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlata Ha u3naBane: 11/04/2025 Bepcus: 1.0

PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

®dopma Ha NpoJyKTa . BemectBo
HaumeHoBaHMe Ha BEIIECTBOTO : Fenofibrate impurity B
XHMMHYECKO HAUMEHOBaHHE : Fenofibric acid

EO Ne 1 255-626-9

CAS Ne 1 42017-89-0

Kopx Ha nponykra : 202500276

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edqm.eu, www.edgm.eu

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302

OmacHo 3a BoJHAaTa cpejia — XpOHUYHA OIIaCHOCT, KaTeropus 4 H413

3a meianus Teket Ha H- n EUH-npenynpeskieHusTa 3a OIacCHOCT: BXK. pa3nen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

Bpenen npu normeiane. Mosxe 1a IPHYUHHE ABITOTPACH BpeeH eeKT 3a BOJHUTE OPraHU3MU.

Erukerupane B crorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

ITuxrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
IIpenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norisliase.

H413 - Moxe a IpUYuHE ABATOTPACH BpeeH eeKT 3a BOAHUTE OPraHU3MU.
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Fenofibrate impurity B

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3Mue phleTe A0 JAKTUTE U JIMLETO CTAPATEIHO Clie/l ynoTpeba.
P270 - la He ce sae, nue Wiy My nNpy ynotpebda Ha NpoayKTa.
P273 - Jla ce n30sirBa u3nyckaHe B OKOJIHATa Cpeja.
P301+P312 - [IPU [TOTJITBILIAHE: Ilpu Hepaznonoxenue ce obanere 8 LIEHTBP 1O
TOKCHKOJIOT' M unu Ha nexap.
P330 - U3nnakuere ycrara.
P501 - CoapprkaHneTo/ChabT Aa CC U3XBBPIIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTHaJbliH, B ChOTBETCTBHE C MECTHHTE, PCTHOHAIIHY, HALIMOHAIHY H/MJIN MEXIyHapOIHU
pasnopenou.

Etukerupane B choTBeTCTBUE C: V3KII0YEHHS 32 BBTPELIHU ONIAKOBKU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.

He ce u3nckBa eTuKeTHpaHe

2.3. JIpyru onacHoCTH

I[pyra HH(bOpMaLH/Iﬂ . Buumanme - BCIIECTBO, KOETO BCEC OLIEC HE € U3IUTAHO HAII'BJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTAa Pernament (EO) Ne 1272/2008 [CLP]
Fenofibric acid CAS Ne: 42017-89-0 <100 Acute Tox. 4 (opanna), H302 (ATE=1242
EO Ne: 255-626-9 mg/kg TelxecHo Terio)
Aquatic Chronic 4, H413

3a meinnus Teker Ha H- 1 EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepPKHUTe 32 MbPBa MOMOLI

ITepBa nomons - 00N MEpKU : BbB Bcuuku ciyyan Ha CbMHEHHE, WM aKO CHMIITOMUTE IPOIBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa oMo IPH BUIIBaHE : M3Bezmere nMIeTO Ha YHCT BB3YX U I'O IIOCTaBETE B IIO3MIIMS, YIIECHIBaIA AUNIaHeTo. [[a ce octaBu
NOCTpaJialiys Ja CU oduHe. B cirydaii Ha npuomasane: [ToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa nomoNI IPH KOHTAKT € KOXKaTa : Jla ce cBanmy 3aMBbPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBhK OT KOXKAaTa Ja Ce M3MHUE C MEK CallyH H
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo IbPXKUTE OYUTE MINPOKO OTBOPEHH. [loThpceTe MeqUIMHCKa HOMOL, aKO
0oJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IIPOBIDKAT.

ITspBa HOMOI TIPH MOTJTBIIAHE : Msnnaksere ycraTa ¢ Boza (caMo aKo IIOCTpaJalusaT € B Ch3HaHHe). Hukora He aBaiite HUMIIO TIpe3
ycrara Ha 4oBek B Oe3ch3Hanue. HesabasHo ce obanere B LIEHTHP I[10 TOKCUKOJIOI' M S/Ha
neKap.

4.2. Hajli-chblecTBeH! OCTPH M HACTBIIBALIHU CJIe/l U3BECTEH NEPUO] OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

4.3. Yka3aHue 3a He00X0AMMOCTTA OT BCIKAKBH HEOT/I05KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma Hann4Ha I0MBJIHUTETHA HHPOPMAIUST

5.1. Cpeacrsa 3a raceHe Ha moxxap

IMoaXO/sIIH T0XKAPOTACUTEIIHI CPEICTBA : Jla ce u3mon3Bat cpejcTBa, MOAXOMALIM 3a FACCHE Ha MOXKApH B ChCEACTBO. BhrieponeH auokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OT'bHSI.
Hernoaxosiuy moxaporacuTelIH| CPeICTBa : Jla He ce n3mon3Ba CUIHA BOJHA CTPYSL.
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Fenofibrate impurity B

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OnacHu NPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1moxxap . Hemwanoto TOpeHe OCBOGO)KI[aBa OmaceH BBIVIEPOJACH OKHUC, BBITIEPOJACH ABYOKHUC U APYTd TOKCUYHH
TazoBe. Bb3MOXKHO € OTJeNIHETO Ha TOKCHUHHU H3MIapCHUs.

MHcTpyKuunu 3a raceHe Ha HOXXapH : Jla He ce momycka U3moj3BaHaTa B 6opbara ¢ moxkapa BojJa Jia 3aMbpPCH OKOJIHATa Cpefa.
3aiyta Ipy raceHe Ha moxap : Jla He ce mpeanprema Hameca 0e3 MOAXOSIIO 3ALMTHO 000pyABaHe. ABTOHOMEH H H30JIHMPALL]
arapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IH MEpPKH : I{a ce n30srBa KOHTAKT C KoOXaTa, O4UTE U APEXUTE.

3a nepcoHasl, KOWTO He 0TroBaps 3a CHEUIHH CJIy4Yan

ABapuiiHu Mm1aHOBE : Jla ce OTCTpaHu HEHYKHUS NIEPCOHA.

3a JMIATA, OTTOBOPHHU 32 CHELIHHU CJIy4Yau

3aImuTHY cpesicTBa : Jla He ce npenpremMa HaMmeca 6e3 IOAXO/ISIIO 3aIUTHO 060pyABaHe. 3a noBede HHMOpMALKs,
BIoKTe pasznen §: "KOHTpol Ha ekcro3uusITa/ IMYHU MpeJa3Hu cpeacTna’.

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHaTa cpeaa. HpelIOTBpaTCT € HaBJIN3aHETO B KAHAJIU3AIMSTA M B OOIIECTBEHUTE BOJIHU.

3a 3agbpprkaHe : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B IIOJXOIAI KOHTEHHEp 3a 00e3BpeK1aHe Ha OTIIAaIbIIH.
Mertoau 3a mouncTBaHe : Ilouncrere 3aMBpCEHNTE NOBBPXHOCTH OOMITHO ¢ BoJa. IlouncTBane ¢ MOMINTA Ha JIETEPTEHT.

Bmxre Paznen 13 otHOcHO nHbOpMarus 3a 06e3BpekIaHe Ha OTIALBIHTE.

Tpenmasuu Mepku 3a 6e3omacHa pabora : Jla ce n30srBa BCSKaKBa M3JUIIHA eKCo3umus. [la ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU . Jla He ce siae, MUe WIK MyIIH P ynoTpeba Ha npoAykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOTO IIOMCHICHHC. I[a C€ UBMUAT PBUECTE NPECAU NOYUBKUTE U CICT
TIPUKITIOYBAaHC HA pa60TaTa.

Vcnosus 3a CbXpaHsABaHE : I{a C€ CbXpaHsBa HA I[OGPC TIPOBETPUBO MSACTO. CpabT 1a ce ChbXpaHsABa INIBTHO 3aTBOPECH. I[a ce
T1a3u OT TOIVIMHA U MpsKa CJIbHYCBA CBETINHA.
OnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTBﬁHepH.

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 8: KonTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hi CPeACcTBA

Hsima HanmuHa JOMIBJIHUTETHA PIH(I)OpMaI.IHﬂ
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Fenofibrate impurity B

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

MMoaxoasig HHKEHEPEeH KOHTPOJI

TMoaxoasiiy MHKeHepPeH KOHTPOJI:
Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTeJIHA BEHTUIIAIMS, TaKa U BEHTUJIALKS Ha 00II0TO
nomemenue. C Marepraia TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammuTa HA OYHTE U JHIETO

3ammuTa Ha ounTe:

Ja ce HocsT npeanasznu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3amuTa Ha KokKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HocH TOAXOAAIIO Tpena3Ho 06nekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amura Ha phLeTe:
Jla ce HOCST MOAXOISIY PHKABULY. XUMUYECKH YCTONUNBY npena3nu pbkasuny. (EN 374)

3ammTa HA UXATEJTHUTE MHTHIIA

3amuTa Ha AMXATEJHATE BTHINA:
B ciyuait Ha o6pa3yBaHe Ha IIpax jia ce W3I10JI3Ba arnapar 3a Aumane ¢ puiarsp: P3

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmansi OTHOCHO OCHOBHHUTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ATrperatHo cbCTOSHUE : TBBpIO BELIECTBO
IBsT . He e Hanmuuno
MonekyiaHa Maca : 318.75 g/mol
Mupuc : He e Hanuuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE : =180 °C

Touka Ha 3aMpb3BaHe . He e HamnuHO
Touka Ha KHIICHE . He e HamuunO
3amaaumoct . He e HannuHO
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npuoxumo
Temmeparypa Ha camo3amajBaHe . He e npuoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo
pH : He e manuuno
pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHYeH . He e npuoxumo
PazrBOpumMocT . He e mHamuunO
KoedummenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansrane na napure . He e mamuunO
Hansrane na mapute npu 50°C : He e manuuno
IIneTHOCT . He e mamuuno
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHUTENHA IUTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha wactuiure . He e mamuuno
9.2. Ipyra unpopmanus

Hsima Hanmana JOITBJIHUTCITHA HH(I]OpMaI_II/ISI
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Fenofibrate impurity B

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

JI 11: TokcukoJornyHa mHpopmManus

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jluncat nanxm)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

Fenofibric acid (42017-89-0)

LD50 opanso mrbx 1242 mg/kg
KoposusHoct/npasHene Ha Koxara : He ce xnacudunupa (Jluncsat nanxm)
Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUnuTe . He ce ximacuduuupa (Jluncsat 1aHam)
CeHcubunM3anys Ha JUXaTelHUTE MbTUINA K koxata  : He ce kimacuduuupa (JIuncear nanam)
MyTareHHOCT Ha 3apOJIUIITHATE KIECTKA : He ce xmacudumupa (JIuncear nanHm)
Kanneporennoct : He ce xnacudunupa (Heybenurennu ganam)
TokcHuuHOCT 32 PEIPOLYKIHATA . He ce xnacuduuupa (JIuncear jaHH#H)
CTOO (crneuuduyHa TOKCHYHOCT 32 ONPECIeHU : He ce knacu¢umpa (Jlunceat nanxm)

OpraH1) — eJHOKPATHA eKCIIO3MLIUS

CTOO (cnenn@uyHa TOKCHYHOCT 3a OIPEIEICHA : He ce xnacudunupa (JIunceat nanau)
OpraHi) — IOBTapsIIlia CE EKCIIO3ULHS

OmnacHOCT IIpU BAUIIIBAaHE . He ce xnacu¢mumpa (JIuncsat nanxm)

Hsma Hanu4Ha qOMBIHUTENHA HHOPMAIHS

PA3JIEJI 12: Exonoruyna ungopmanus

OmnacHo 3a BoJHATa cpeaa, KpaTKkocpouHa (0cTpa) : He ce xnacugunupa (Bb3 0cHOBa Ha HAJTMYHUTE IAHHU, HE Ca M3ITBJIIHEHU KPUTEPHUTE 32
KnacuHImpaHe)
OmacHo 3a BogHATa cpefia, JbITOCPOYHA (XPOHUYHA) : Mosxe fa IPUYMHU IBIATOTPACH BPEeH epeKT 3a BOAHUTE OPraHM3MH.
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Fenofibrate impurity B

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Fenofibric acid (42017-89-0)

Y CTOHYMBOCT M pasrpajuMoCT | Pasrpaxna ce 65p30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He e mpunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxxumo He e npunoxumo

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt o Mope
He e npunoxumo
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Fenofibrate impurity B

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOIHATa MOPCKA OPraHu3aIust

He e npunoxxumo

31EJI 15: Uadopmanys OTHOCHO HOPMATHBHATA ypenda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0OH0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpunoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xanannar-BemecTsa

PersiaMeHT OTHOCHO BelllecTBa, KOMTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 32 M31esMsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe peskuM Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKkepcKkaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOHA yrnoTpeda.

Per;iameHT 0THOCHO mpeKypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIUCHKA € MIPeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOoTH4YHHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOYEHO(H) B criuckka ¢ [Ipekypcopu Ha HapkoTiyHuTe BenecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJICTBOTO M ITYyCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BEUIECTBa, N30JI3BaHH 32 HE3aKOHHO IIPOU3BOCTBO HAa HAPKOTUYHH MIIH ICUXOTPOIIHH BEILIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HannyHa nombIHUTENTHA HHOPMALIUS

3AEJI 16: Ipyra nangopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0OacHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opaina), Kareropus 4

Aquatic Chronic 4 OmnacHo 3a BOJJHaTa cpejia — XPOHUYHA OMACHOCT, KaTeropust 4

H302 Bpenen npu norneimane.

H413 Moske 1a MPUYMHHU IBIATOTPACH Bpe/ieH eEeKT 3a BOJHUTE OPraHM3MHU.

Wudopmanmonen muct 3a 6ezonacHoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxkaiia ce B To3u MHdopmaroneH uct 3a 6e30MacHoCT, € MoJdy4eHa OT H3TOYHUIIU, KOUTO CMSTaMe 3a
HajeKHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAaKBa rapaHIus, N3pUYHA WK [0/pa3oupaliia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA N
MeToauTe 3a paboTa, ChXpaHeHue, yrnoTpeba mik 00e3Bperxk/IaHe Ha MPOLYKTa Ca U3BBH HAIlHMsl KOHTPOJI M MOJKE [ja ca M3BbH HalllaTa KoMIeTeHTHOCT. [lopagu
Ta3y ¥ APYTH IPUYUHHU, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, MICTH HJIM Pa3XO/1, IIPOUSTHYAILN OT HJIN CBBP3AHN
110 HAKaKbB HAYMH C pab0TaTa, CbXPAHCHHETO, yIOoTpeOaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
Jla ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CC M3I0I3BA KAaTO ChCTaBKa Ha APYTU MPOIYKTH, HATHYHATA HH(pOPMAIMs OU MOTTIa [1a Ce OKaxKe
Henpuiokuma. Ta3u HHpopMaLMst ce OCHOBaBa HA HAIIMTE TEKYIIH MO3HAHMS U € NPEAHA3HAYCHA JIa []ajic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
37paBeona3BaHeTo, 0€30MacHOCTTa U OKOJIHATa cpejia. Ilopaau ToBa, TS He TpAOBa 1a ce THIKYBa KaTO TapaHIus 3a CBOMCTBATa Ha IMPOLYKTA.
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