e e g3l Pefloxacin for system suitability

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3naBane: 05/01/2024 Bepcus: 1.0

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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa : Cmec
HanmeHoBaHue Ha MpOyKTa : Pefloxacin for system suitability
Kon na npoxykra : 202400001

1.2. UneHTHUIMPAHH BU/I0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NpenopbLYBaT

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeoa : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATIN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BEIECTBOTO/CMECTa : Camo 3a npodecroHanHa ynorpeda
OyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

OrpannueHns 3a ynorpeda . Jla ne ce uznonssa : [lornmemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO WJIH CMeCTa

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

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a meinnus Teker Ha H- 1 EUH-nipenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

HeﬁHaFOﬂpHﬂTHlfl (l)l/lfﬂlKOXPlMM‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTH“ e(l]eKTl/l 3a 3APpaBE€TO HA YOBE€KA U OKOJIHATa cpeaa
OnpegenﬂHe Ype3 CKCIICPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTCJICTBA.
2.2. EnemMeHnTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHocT (CLP) : H319 - IIpenu3BuKBa CepruO3HO Apa3HEHe HA OUYHTE.
IMpenopsku 3a 6e3omacHocT (CLP) : P264 - Jla ce m3Mue phlieTe 10 JAKTHTE H JIMLETO CTApaTeNHO Clie]] yrnoTpeba.

P280 - M3non3Baiite npea3Hu phKaBULU/IPENa3HO 00ICKIO/pe/na3Hi OYriIa/Ipea3Ha Macka

3a JHIe/Ipeana3Hy CPEeCTBa 3a 3allliTa Ha CIyXa.

P305+P351+P338 - [IPU KOHTAKT C OUMTE: npomuBaiite BHUMATEIHO C BOJA B IPOABIDKCHHE

Ha HAKOJKO MUHYTH. CBajieTe KOHTaKTHHTE JICIIH, aKO UMa TAKHUBA H JOKOJIKOTO TOBA € BH3MOXKHO.

ITpoxbioKeTe ¢ M3ILUIAKBAaHETO.

P337+P313 - [Ipu npoabHKUTENHO Apa3HeHe Ha ounTe: [IoThpceTe MeIUIMHCKH CHBET/IIOMOII.
ETuxernpaHe B ChOTBETCTBHE C: H3KITIOUCHHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChAbPKaHUETO He npeBuniaBa 10 ml
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Pefloxacin for system suitability

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

He ce n3uckBa €TUKETHPaHe

He cpabprka PBT w/unu vPvB BewectBa > 0,1%, ouenenu B chotBerctBre ¢ REACH, Ipunoxenne XIII

CmMecTa He ChABPIKA BellecTBO(a), BKIIIOYCHO(H) B CIIUCHKA, H3roTBEH B choTBeTcTBHE ¢ wieH 59(1) or REACH, 3a mpurte)xaBane Ha CBONCTBA, HAPYLIABALIN
(yHKUMHTE Ha CHIOKPUHHATA CHCTEMA MIIH € YCTAHOBCHO, Y€ BEIIECTBOTO(TA) HE € MACHTH(UIIMPAHO KaTO IPUTEKABAILO CBOWCTBA, HApyLIaBaIM QYHKIMHTE Ha
CHIOKPHHHATA CHCTEMa B CHOTBETCTBUE C KpuTepuute, onpenenenu B Jenerupan Permament (EC) 2017/2100 na Komucusra wiu B Perimament (EC) 2018/605 na
Komucusita B KOHIIEHTpaLusl, paBHa Ha WK no-roisma ot 0,1 %

PA3JIEJI 3: ChcraB/uHdopmanusi 32 CbCTABKUTE

He e npunoxumo

HaumeHnoBanue HMnenTudguxarop Ha % Knacnduxanust B CbOTBeTCTBHE €
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Pefloxacin mesilate dihydrate - 95 - 100 Eye Irrit. 2, H319

3a meanus Teket Ha H- n EUH-npenynpesxneHusTa 3a OHacHOCT: BXK. pa3nen 16

PA3JIEJI 4: Mepku 3a nbpBa oMo

H’BpBa TOMOII ITPpU KOHTAKT C KOXKaTa . )Ia C€ OTCTpaHHU MaKCUMAJIHO 4Ype3 HSGBpCBaHe (C YUCTa U MEKa IoImruBalia K'Lpl'[a).

prBa oMol IMTPpU KOHTAKT C OUUTE . WsmnmakHere ounTe ¢ Boga Kato npeamna3Ha Mspka.

Hsima Hanmu4Ha TONBIHUTENHA HHOpMAIHS

Hsima Hanu4Ha TOonbIHUTENHA HHOOpMAIHS

S: IIpoTHBONOKAPHU MEPKH

Tloaxomsmm moXKaporacuTENHH CPEACTBA . OJesiyio 3a 3aracsiHe Ha OT'BbHSI.

OnacHocCT OT moXxap : Bwx maparpad 2.2.

I/IHC’I‘pyKLIHPl 3a racCHE Ha MOXKapu : )_Ia C€ U3N0J3BaT CPEACTBA, NOAXOAAIIHU 32 raCCHE Ha I10XKapu B CbCEACTBO.

PA3JIEJI 6: Mep CKaHe

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBapsl 32 CIICLIHHU CJIy4Yan

ABapuiiHu MIaHOBE . Jla ce u30srea BCIKaKBa M3JMIIHA €KCIIO3UIIUS.
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Pefloxacin for system suitability

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

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHEUIHH CJIy4Yan

Hsima HanmuHa OMIBJIHUTETHA HH(I)OpMaHHﬂ

Hsma nanuyHa qonbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qonbIHUTENHA HHOOpMALHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

JI 7: PaGoTa u cbXpaHeHue

Hsma HanmuvHa JOTBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Bux maparpag 1.

0J1 Ha €KCIO3UIUSITA/IUIHI npeanmasHu cp

8.1.1 HanMoHa/IHKM TPAaHUYHM CTOHHOCTH HA NPO(ECHOHAIHA eKCIO3UIUs M OHOJIOTHYHHE FTPAHMYHH CTOHHOCTH

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

8.1.2. IIpenopbuuTEeIHN NPOLEAYPH 32 HAGII0/IEHHE

Hsma nannana gonsiHuTENHAa MHOOPMAIHS

8.1.3. 3ambpcuTeH Ha Bb31yXa, 00pa3yBaHH [0 BpeMe Ha NpeANnucaHaTa ynorpeda
Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

8.1.4. DNEL u PNEC

Hsma nannana nonmsiHuTENHAa MHGOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Ioaxoasi] MH:KEHePeH KOHTPOJI

Hoxaxoasi HHKeHEPEH KOHTPOT:
/Jla ce chxpansiBa B JJoOpe npoBeTpruBo noMerieHre. OOMKHOBEHO e M3UCKBAT KAKTO MECTHA CMyKaTelIHA BEHTHIIALMSA, TAKa U BEHTUJIAIUS HA OOIIOTO
HOMEIIIEHHE.

8.2.2. JIn4uHM npeana3sHu cpecTBa

8.2.2.1. 3ammTa Ha OYMTE H JHUIETO

Hsma HanuvHa HOTBIHUTETHA HHPOPMAIIHS
8.2.2.2. 3amuTa HA KoKaTa

3amuTa Ha KOXKATA H TSJIOTO:
JlaboparopHa npecTuika
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Pefloxacin for system suitability

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

3amuTa Ha phLeTe:
3auMTHA PHKABUIIN

8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHIA

Hsima HanuyHa AOMBIHUTEIHA HH(bOpMa].IPIH

8.2.2.4. TepMUYHH ONIACHOCTH

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

8.2.3. KoHTpO./1 Ha eKCNO3HIMATA HA OKOJIHATA cpeaa

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/IH

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHTE (U3UYHM M XMMHUYHH CBOHCTBA

ATrperatHo cbCTOSHUE . TBBpIO BELIECTBO
IBsT . He e Hamuuno
Mupuc : He e Hanuuno
I'panuuara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HanuuHo
Touka Ha 3aMpb3BaHe . He e HannyHo
Touka Ha KUIIEHE : He e HanuuHo
3amaaumoct . He e HannuHO
I'paHuLM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha EKCITIO3UBHOCT : He e npunoxumo
ITnamua TeMnepaTypa . He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3naraHe . He e HanuuHo
pH : He e manuuno
pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHUEH . He e npuoxumo
PazrBopumoct . He e mamuuno
KoeduimenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansrane na napure . He e mamuuno
Hansaraune na napute npu 50°C : He e nanuuno
IIneTHOCT . He e mamuuno
OTHOCHUTENHA IUTBTHOCT . He e HannuHo
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pasmep Ha gacTuiure . He e mamuuno
9.2. Ipyra unpopmanus

9.2.1. Uudopmanusi BbB Bpb3Ka ¢ KJacoBeTe HA (U3MYHA ONACHOCT

Hsma HanuyHa AONBIHUTEIHA I/IH(l)OpMaLH/IH

9.2.2. JIpyru XapaKkTepucTHKH 32 06e30MacHOCT

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3IEJI 10: Ctadu T M PEAKTHBHOCT

10.1. PeakunonHa cnocooHoct
CrabueH pu HOPMAJIHH YCIOBHSL.
10.2. XuMH4HA CTAOMITHOCT

HsiMa HanndHa JOMBIHATETHA HHOOPMALIHS
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Pefloxacin for system suitability

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

10.3. BE3MO:KHOCT 32 ONIACHH PeaKINH

He e uzBectHo.

10.4. YcoBusi, KONTo TpsidBa /1a ce H30ArBaT

Hsima HanuyHa A0NBIHUTEIHA I/IH(i)OpMaLII/Iﬂ

10.5. HecbBMecTUMH MaTepHAJIH

Hsima npu HopManHa ynotpe6a. Biokre Pasnen 7.

10.6. OnacHu NPOAYKTH HA pa3najaHe

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIS OITaCHU HU3IIapCHUS.

31EJI 11: Toxkcukoaoru4sa nHgpopmManus

11.1. Uudopmanus 3a Kj1acoBeTe Ha ONACHOCT, onpenejeHu B Perinamvent (EO) Ne 1272/2008

OcTpa TOKCHYHOCT (OpasHa) . He ce xnacu¢muiupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3IIBIHCHU KPUTEPHUTE 32
KIacu(pHIIpaHe)

OcTpa TOKCHYHOCT (epMaiHa) . He ce xnacu¢uiupa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3IIBIHCHU KPUTEPHUTE 32
KIacu(pHIIpaHe)

OcTpa TOKCUYHOCT (BIMIIBAHE) : He ce xnacu¢ummpa (Bb3 ocHOBa Ha HaTMYHHUTE JaHHH HE Ca M3IM'BIHCHU KPUTEPHUTE 32
KIacupHIIpaHe)

Kopo3uBHOCT/Apa3HEeHE Ha KOKaTa . He ce knacudumupa (Bb3 ocHOBa Ha HATHYHHUTE JaHHH HE Ca U3IIBIHCHU KPUTCPUUTE 32
KIacuuIpane)

Cepro3HO yBpesK/aHe Ha OUHTe/IpasHEeHEe Ha OUUTe : Ilpenu3BuKBa cepruO3HO Jpa3HEHE HA OYUTE.

CeHcubunm3anys Ha JUXaTelHUTE MbTUIA i koxkata  : He ce kiacuduumpa (B3 ocHOBa Ha HAJIMYHNTE JaHHU HE Ca M3IBIHEHH KPUTEPHUHTE 32
KJIacupHIIpaHe)

MyTareHHOCT Ha 3apOJUIIHHTE KJIETKH . He ce xnacu¢uimpa (Bb3 ocHOBa Ha HATMYHHUTE JaHHH HE Ca M3II'BIHCHU KPUTEPHUTE 32
KJIacu(puIpaHe)

Kanrmeporennoct . He ce xnacudmummpa (Bb3 ocHOBa Ha HAMMYHHUTE JaHHH HE Ca M3I'BIHCHU KPUTEPHUTE 32
KJIacuuIpane)

TOKCHYHOCT 3a PENPOAYKIHUATA : He ce knacudunupa (Bp3 ocHOBa Ha HAMTMYHUTE JAaHHHU HE Ca U3ITBJIIHEHU KPUTCPUUTE 32
KJIacupHIEpaHe)

CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICICHU . He ce xnacu¢uimpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3MBIHEHH KPUTECPHUTE 32

OpraHu) — €JHOKPATHA CKCIIO3H LU KnacuuIupaHe)

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xnacu¢uimpa (Bs3 ocHOBa Ha HaJIMYHHUTE JaHHH HE Ca M3IBIHEHH KPUTEPHUTE 32

OpraHy) — HOBTapsIIIa Ce eKCIIO3UIHS KJIacHHIIpaHe)

OmnacHOCT IIpH BAUIIIBaHE . He ce xnacu¢ummpa (TexHnuecka HEBB3MOXKHOCT 32 IIOTyYaBaHE HA TaHHH)

11.2. Uadopmanusi 32 APYrH ONACHOCTH

Hsma Hanu4Ha I0MbJIHUTENTHA HHOPMAIUST

3AEJI 12: Exonoruyna undopmanus

12.1. TokcH4HOCT

Exosorust - 061110 : He npexcraBsiBa KOHKpPETHa OMTACHOCT 32 OKOJIHATA CPEia.

OnacHo 3a BOJHATa cpeja, KpaTkocpouHa (ocTpa) . He ce knacuduuupa (Bb3 ocHOBa Ha HATMYHUTE JTAaHHHU HE Ca U3ITBJIHEHU KPUTEPUUTE 32
KJacuupane)

OnacHo 3a BOJHATa cpeja, IbIAroCpoYHa (XPOHUYHA) . He ce knacuduuupa (Bb3 ocHOBa Ha HAMYHUTE JAaHHHU HE Ca U3ITBJIIHEHU KPUTEPUUTE 32
KJIacuupane)

He ce pasrpaskna 6b6p30

12.2. YeToHYNBOCT H Pa3rpajuMocT

Hsima HanuyHa AOMBIHUTEIHA I/IH(I)OpMaLH/IH
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Pefloxacin for system suitability

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

He e mpunoxumo He e mpunoxumo He e npunoxumo

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Kitac(oBe) Ha onacHOCT NPH TPAHCIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHoCTH 32 OKOJIHATA cpeaa

He e npunoxxumo He e npunoxxumo He e npunoxxumo

Hsima nombiiHHTEIHA HANTMYHA I/IH(bOpMaI.IPIﬂ

CyxonmbTeH TPAHCIIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bb3ayumeH TpaHcnopT
He e npunoxumo

He e npunoxumo
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Pefloxacin for system suitability

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn na EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He cpappixa BemecTBo(a), BritodeHo(n) B [Ipmnoxenne XVII na REACH (YcnoBus 3a orpaHudaBane)

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He cpabpika Bemecto(a), BmoyeHo(u) B [Ipunoxenne XIV na REACH (Crnuchk Ha BeliecTBaTa 3a pa3peliaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He cpappixa BemecTBo(a), BKItodeHo(n) B ciucbka Ha REACH ¢ xannnnar-senecTsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO ChIVIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cjoii (EC 1005/2009)

He cpappika BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C BEIIECTBA, KOUTO HapymiaBat 030HOBHs cioii (Permament EO 1005/2009 oTHOCHO BelecTBa, KOUTO
HapylIaBaT 030HOBHUS CJIOH)

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha nma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpPE/ICICHH BEIIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICHXOTPOITHHU BEILECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmana JOIIBJIHUTCITHA HH(I)OpMaLIPI}I

15.2. Onenka Ha 0€30MACHOCT HA XUMHUYHOTO BEIIECTBO HJIH CMeC

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpeskaenusiTa 3a oacHocT:

Eye Irrit. 2 Cepro3HO yBpexaaHe/npa3HeHe Ha ounte, Kareropus 2

H319 IIpean3BuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

Knacuduuupane u mpoueaypa, H3moJI3BaHa 3a moJy4aBane Ha KiacH(pukanusTa 3a cMecu cbriaacHo Peraament (EO) Ne 1272/2008
[CLP]:

Eye Irrit. 2 H319 W3uucaureneH MeTos

Nudpopmannonen smer 3a 6ezonacuoct (MJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpikamia ce B To3u MHpopMamoHeH JIucT 3a 6e30MacHoCT, € HOJIyYeHa OT H3TOYHHUIIN, KOUTO CMsTaMe 3a
Ha/IeKIHU. Bpopekn ToBa, nHdopManusaTa ce mpegoctaBs 0e3 HUKaKBa rapaHiysl, U3pHYHA WIH T0Apa3oupalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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