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TMHMA 1: IIpoco10piop6g 0vGiag/peiypatos Kol ETapeiog/emysipnons

1.1. AvayvepioTikog KOOKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog . Levofloxacin for system suitability
Xnuwn Ovopacio : Levofloxacin hemihydrate
apBpuog CAS : 138199-71-0

Kodwog mpoidvtog 1 202600074

1.2. Zvvo@eic TPocdLopllopeves YPNGELS TG OVGING 1] TOV MEIYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTikéc mTpoPremopeveg yprosig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épgvva kot avamtuén
Teyvikég dOKIUES KOl AVAADGELS
Movo Y10 emayyeEApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKa 1) OLKLOKT Xp1iom
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTiOV dEdOPEVEOV GPaLEiag

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@edgm.eu, www.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds TMAedVOV £Metyovsag avaykng : +33(0)390215608

TMHMA 2: I[1poco10piopog emKIvouvOTNTOS

2.1. Ta&wvoépnon g ovoiog 1| TOL pelypoTog

Kataraein oopoova pe v odnyia 1272/2008 EK [CLP]

O&ela to&codTta (amd Tov 6TOHNTOC), Katnyopio 4 H302

Eww to&ucotnta 6 0pyova-otod)ous VoTEPO oo pic QTS H370

£xbeon, katnyopio 1

Ewu to&ucotnta o 0pyova-otoyovs votepa and exovelnupévny  H372

£xbeon, katnyopio 1

I peg keipevo tov dnhooemv H kot EUH: BAéne tunqua 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kot 6T0 TEPIPdALOV

Emprapés oe mepintmon katdmoong. Ipokaket BraPeg ota dpyava. [pokadel PAafes ota dpyavae votepa amd mapateTapévn 1 exavelAnuuévn ékbeon.

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds copgove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivovvov (CLP)

GHS07 GHS08
Ipoewomomtikn Aé€n (CLP) : Kivdvvog
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Levofloxacin for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

AnAdoelg emkvdvvomtag (CLP) : H302 - Emprapéc oe mepintwon katdmnoong.
H370 - IIpoxaiei PAéPec ota Opyava (KEVIPIKO VEVPIKO GOGTNLLA).
H372 - TlpokoAei PAGBeg ota Opyave (rap, MVookeheTikd cOGTNIO, KAPSLHYYELONKO GOOTN LA,
TEPLPEPIKA VEDPOL, TEMTIKO GVOTN L0, (VOGOTOUTIKO GUGTNIA) VOTEPX O TAPATETAUEVN 1
emavelnupévn ékbeon.

AnAdoeilg Tpoevraéng (CLP) . P260 - Mnv avanvéete okovn/avadopidosis/aépio/otayovidia/otnods/ekvepduata.
P264 - ITAovete ta gépua, Tovg myeLs (avtifpdyia) Kot 10 TpOomTO GYOAUCTIKA LETH TO XEPLOUO.
P270 - Mnv 1pdrte, mivete 1 Komvilete, OTAV XPNCUOTOLEITE OVTO TO TPOTOV.
P301+P312 - XE IIEPIIITQXH KATAIIOXHX: Katéote to KENTPO AHAHTHPIAXEQN 1) éva
ytpd, av oicbavieite adwbecio.
P308+P311 - XE IIEPIIITOQXH ékbeong 1 mbavig ékbeong: KaAéote to KENTPO
AHAHTHPIAZEQN 1} éva yuutpo.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobeoio.
P321 - Xpeidleton 8 ayoyn (PAéne copminpopatikég odnyieg tpdTav Pondeidv oty etikéta).
P330 - Eemldvete 10 oTOUA.
P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov meplexopévov/aepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV amoPATOV,
GOUOMVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot Sebvelg KavovioHove.

Iipoaven ocoppove pe: E€oipeitar n eomtepiki] cvokevooio, To tepreydpeva Tng omoiag dgv vaepPaivovv Ta 10ml.

Ewovoypappata kivdvvov (CLP)

GHSO08
2.3. Alhhor kivovvol
Alheg TAnpoopieg : Tepiéyer: Evepyd ovotatikd (o€ @approkenTikd mpoidva).

IIpocoyn - N Tapodca ovaio dev Exet aKOUN SOKIUACTEL TAPMGC.

TMHMA 3: Z0vOeon/TApo@opiss Y10 TO GVGTATIKG,

3.1. Ovoigg

Ovopa AvayvopieTikog KOOIKOG % Koraraén cdopeova pe tnv odnyia
TPOidVTOg 1272/2008 EK [CLP]

Levofloxacin hemihydrate apBpdg CAS: 138199-71-0 <100 Acute Tox. 4 (A6 tov otopatog), H302

(ATE=1478 mg/kg copatikod Bapovg)
STOT SE 1, H370
STOT RE 1, H372

IIpeg keipevo tov dnhdoemv H kor EUH: BAéne tuqua 16

TMHMA 4: Métpa npatov fondeiov

4.1. Meprypoon péTpov TpOTOYV fondsiov

evikd pétpa tpodTev Ponbeidv . Ye mepintoom ap@PoAdV 1| €4V T0 GUUTTOUATO ETUEVOVV, KOAEGTE YLOTPO.

Métpa tpdtev Bonbetdv petd and slomvon : Metagépete Tov mofovta oTov Kabapd a€pa Kot apnoTe TOV Vo EEKOVPOCTEL 6€ GTAOT TTOV
S1evKoADVEL TV avomvor|. Apriote Tov Tafdvta va Eekovpaotel. e nepintoon adwbeciog :
Zopfovievdeite/Emoxeqbeite yiotpo.

Métpa tpdTev Bondeidv petd omd exaen pe To dEpuo : ATOPOKPUVETE TO LOADGUEVO POVYIGHO, TAVVETE OAN TNV eKTEDEUEVT TEPLOYN OEPLATOG LE ATOAD
GamTOvVL Kot VEPOD, Kat TN cLvEXELD Eemévete pe (eoTO vepo.

Métpa tpdtev Bondeidv petd amd exapn pe o PaTio . Eemhovete pe vepd kpatdvtog ta Bréeapa kakd avorytd. Zvpfovlevteite yiatpd edv cvveyiletat o
TOVOG M 1 KOKKWVikaL.

Métpa tpdtov Bondeidv petd amd katdmoon 1 Eemhdvete o otOpa pe vepd (Lovo edv to dropo dratnpel tig atofoelg Tov). Mnv yopnynoete moté
0TWNTOTE OO TO GTOUA GE ATOUO TV £XeL XAoeL Tig aiohnoelg tov. Kodéote apéowng to KENTPO
AHAHTHPIAZEQN/yatpo.
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Levofloxacin for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmA£ov TANPOPOPieg

Aev vdpyovv emmAov TANPoPopieg

TMHMA 5: ¥ L Y10, TV KOTOTOAEUON

Katdinka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAinia yio v nepipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopodg pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTikd HEGO : Mn ypnoonoteite peydin pon vepov.

X TePInTOON TUPKAYLIG TOPAYOVTaL ENKIVOVLVO : H atelig kavomn aneglevbepmvet entkivouvo povo&eidio Tov avhpaka, d10&eidto Tov dvOpaia Kot
mpoidvta amocHvheong Ao To&d aépta. [TiBovn amoBoin To&tkod vEQoug.

MéTpa Y100 TNV KOTOTOAEUNOT) TG TVPKOYLG 1 Amo@edyete T S1puyT TOL VEPOL TNG TVPOSPRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepfaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEVGTIKI GUGKELT HE HOVAOCT).
OLOGOUN TPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

Tevikd pétpa : ATIOQEVYETE TNV ENOPT| TOV TPOIOVTOG LE TO SEPLOL, TO LATIO 1] TO POVYIOUO.

I TpocOTIKS GALO 076 TO TPOSOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a dtopa mov Tpoceipovy TpAdTES foriOeieg

E&omhopdg mpoctaciog : Mnv erepBaivete ywpig katdAinio eEomhiopd. o nepiocdTepeg TANpo@opieg avatpéste otV
evomra 8 :""Eleyyog tng ékbeong-Atopkn tpoctacia.

Na anopedyerar 1 Elevbépmon oto mepipdrrov. Epmodiote Ty €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTVLO VEPOL.

T v arobnkevon 1 ATOpPOPNGTE TO LE £VOL 0OPAVES VAIKO Kot TomoBetnoTe T0 6€ Evav KatdAAnio mepiéktn didbeong
amofANTOV.
MéBodot kabapiopon : Eemhivete TIC LOAMGLEVEG EMPAVELEG pe GpBovo vepd. Kabapiopog e amoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xeipiopoég kon amo0ikevon

IIpo@ura&els yio ac@aAn PG 1 Amogevyete kaOe nepirt Ekbeon. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal OOGTA.

Meétpa vytewvng 1 Mnv tpdre, mivete M| komvilete, otav ypnoiponoteite ovtd To Tpoidv. Ta poivouéve evévpota
epyaciog dev mpémet va Pyaivovy amd to xdpo epyacioc. [Thdvete ta xéplo oag mpv omd kabe
£pYOOLOKO StEAEYLHA KO LETE TO TENOG TNG EPYAGINGC.
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Levofloxacin for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

7.2. ZovOnkeg a6Qaiovg QOLAENS, cupTEPLONPAVOREVAOY TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV dpeon nAlokt aktvoBolia.

YAkd cvuokevaciog 1 AltnpioTe GTOVG OPYLKOVG TEPLEKTES.

7.3. Ewducn} Telukn xpnion 1 (p1oeis

Aev vdpyovv emmAov TANPoPopie

TMHMA 8: 'Eleyyog g ék0gonc/atopiki mpoctacio

8.1. [TapapeTpor eréyyov
Aev vdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Kataiinior pnyavikoi éreyyon:
Dpovriote Gote 0 YDPog epyaciog va eEaepiletol 6moTd. ZvvnOmg amoTeital GUGTNLL YEVIKOD UNYOVIKOD EQEPIGLOD TOV YDPOV. LTO HETPO TOV SuUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUSTNPLUKT YOAUV).

ATOPIKOG TPOOTATEVTIKOG EEOTAO NGOG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Ipocrocia 0pOaipdv:

Dopdre GLoKeELT TPocTaciog Yo Ta patia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTGAANAO TPOGTOTELTIKO povyicHd. Xprion og epyactipla : modid epyactnpiov. (EN 13034)

Ipootacia TV yePLOV:
Na popdrte kordAAnia yavte. [Ipoostatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTucio TOV AVATVEVGTIKAOV 00(DV:
X mepintmon Tapaywyng oKOVIG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e gpiktpo : P3

TMHMA 9: ®voikég Ko YnNUIKES WOOTNTES

9.1. Zroyyeio Yo TG fAGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon kotdoTacm 1 Xteped

APDHOL I KUIpvonds-Aevkd. Avorytd kitpwvo.
Epgdvion : Crystalline powder.
Mopuoxn pada 1 370,4 g/mol

Oopn 1 Mn Swbéopo

Op1o oopng : Mn dwbéoyo

Inueio &emg 1 =225 °C (amocvvOeon)
Inpeio m&ewg : Mn dwbéoyo

Inpeio Bpacpod : Mn dwbéoyo
Evplextomta : Mn dwbéoyo
Xopniotepo 6pio £kpnéng 1 Agv oydet

Avdrtarto 6pro ekpn&pdmrag 1 Agv oydet

Znpeio avaereéng 1 Agv oydet
Bgppokpacio avtavaereéng 1 Agv oydet

Bgppokpacio arocvuvieong

: Mn dwbéoyo

pH : Mn dwbéoyo
Awdivpo pH : Mn dwbéoyo
EDEC, KIVEUOTIKOG (17) 1 Agv oydet
Awrvtomra : Nep6: 10-33,3 g/l
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Levofloxacin for system suitability

Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ZUVTEAEOTNG KOTAVOUNG 6€ HETYILO N-OKTOVOANG/VEPOD

(Log Kow)

Téon atudv

ITieon atpov ot Ogppokpacio 50°C
TMukvotta

ZyETIKN TUKVOTNTOL

ZyeTikn TokvOTTA ATU®OV 6Tovg 20°C
MéyeBog copatidiov

9.2. Aownéc TAnpoopics

Agv vdpyovv emmALov TANPOPOpieg

: Mn Swbéopo

: Mn dwbéopo
: Mn dwbéopo
: Mn dwbéopo
: Mn dwbéopo
1 Agv oydet

: Mn Swbéopo

TMHMA 10: Z100gpdTNTO KO OVTIOPOCTIKOTITO.

10.1. AvridpoocTiKOTNTO

Aev vdpyovv emmAov TANpoPopie

10.2. Xnpwkn otabepétnta

Agev vdpyovv emmAéov TANpoPopieg

10.3. BavoTnTO EMKIVOLVOV OVTIOPACEDV
Aev vrtapyovv emmAéov TANPOPOpieg

10.4. ZvvOnkeg Tpog amouyn

Agv vrtdpyovv emmAéov TANPopopieg

10.5. Mn cvpBata vika

Agv vrdpyovv emmAéov TANpopopieg

10.6. Emxivovva wpoiovta amwocHvieong

Agv vrdpyovv emmAéov TANpopopieg

TMHMA 11: To&ikoloyikég TANPOPOPIES

11.1. ITAnpo@opisg yro TIg TAEELS KtvdOvov, 6mms opilovtar otov kKavoviepd (EK) apr. 1272/2008

Oé&ela to&ucdmra (amd oToONHATOC)
Oé&ela to&ucdmra (Seppotikn)
Oé&eia to&ucdmra (avamvon)

: EmProfés oe mepintowon kotdmoong.
: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvopnpévog (EAdepatikd dedopéva)

Levofloxacin hemihydrate (138199-71-0)

LD50 amd tov 6T0p0T0g 68 0povpaiong

1478 mg/kg

AGBpmon ko epediopdg Tov d€ppatog

oBoapn o@Oaipkn BAAPN/epebiopde
EvaisOntomoinem tov avamvevstikob 1
gvaucOntomoinom Tov d€ppaTog

MetoAha&lyéveon YEVVITIKOV KUTTApmV
Kapkvoyéveon

To&wodmTa 6TV avamopay®Yn

Ewdum to&ucotnta ota 6pyava-ctoyovs (STOT) —
epanag éxbeon

Ewwn to&ikomra ota 0pyava-otoyovg (STOT) —
emavelnppévn €kbeon

Enucvdvvotnto avappdenong

: Mn ta&wvopnpévog (EAdepatikd dedopéva)
: Mn ta&wvounpévos (Baoet tov dtubécimv dedopévav, ta kptripta Tagvounong dev TAnpovvrat)

1 Mn ta&vopnpévog (EAepatikd dedopéva)

1 Mn ta&wopnpévog (Baoet tov dwabéoipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)
: Mn taéwopnuévos (Baoet tov dabécipmv dedopévav, ta kprripta Tavopnong dev mAnpovvrat)
;. Mn tag&wvopnpévos (Baoet tov dabécyiov dedopévav, ta kprripo tatvounong dev mAnpovva)

: Ilpokaiel BraPeg ota Opyava (KEVIPIKO VEVPIKO GVGTNUAL).

. TIpoxahiei PAaPec ota dpyave (Mmap, MVOGKEAETIKO GVGTNLLE, KAPILUYYELNKO GUGTNLOL, TEPIPEPLKE

vehpaL, TETTIKO GUGTNLO, (VOGOTOUTIKO GUGTNLUO) VOTEPE OO TOPATETOUEVT 1 ELOVEIAUUEVT
£xbeon.

1 Mn tag&vounpévog (EAAeipatikd dedopéva)
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EL (eAnvicd) 5/8



Levofloxacin for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

Agv vdpyovv emmA£ov TANPOPOPieg

TMHMA 12: Oworoyikég TANpoQopies

Emwcivduvo yio to vdartivo mepiBdrrov, Bpayvrpodbecpog @ Mn tagwounuévog (EAeyaticd dedopéva)
(080¢)

Emcivduvo yio to vdartivo mepiBdrrov, pokporpodbeopog : Mn tagwounuévog (EAeyaticd dedopéva)
(xpdviog)

Levofloxacin hemihydrate (138199-71-0)

AVOEKTIKOTNTO KO IKOVOTNTO 0T0dOUNoNG Aev voiotaton Taygio anocvvieon

Agv vdpyovv emmALov TANPOPOPies

Agv vdpyovv emmAéov TANPOPopies

Aev vrdpyovv emmAov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 0100gon

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPA

Toupovo pe ADR /IMDG / IATA
ADR IMDG TATA

14.1. Ap1Opéc OHE 1 aprOpog TavtotnTog

Zopeavo pe Tig StoTdEels PeTapopig To TPoidv atod de yapaktnpiletat og emkivouvo

14.2. Oweia ovopacio arostoiig OHE

Mn poOulopevo Mn poOuildpevo Mn poOulopevo

14.3. Ta&n/-€1g KivdOvov KOTA TN HETAPOPA

Mn pvBulopevo Mn pvBuldpevo Mn pvBulopevo

14.4. Opddo cvokevaciog

Mn poOulopevo Mn poBuldpevo Mn povOulopevo
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Levofloxacin for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

ADR IMDG IATA

14.5. IleprforhovTiki] emKIvOLVOTNTA

Mn poBulopevo Mn pvBulopevo Mn poBulopevo

Agv vapyovv emmAéov Stabéotpues TANPOEopies

14.6. EWdwukéc mpo@uAdEels yia Tov (pioetn

Eniyswo peragopd
Mn pvOuildpevo

petapopd pécm Boraoong
Mn poOuilopevo

Evoépra petagopd
Mn pvOulopevo

14.7. Oardooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Xtovyeio vopo0etikod yopaxtipa

15.1. Kavovicpoi/vopoOecio oyetikd pe Ty a6@aiera, Tnv vyeio Ko 7o agpifdirov Yo Tnv ovoia 1 T0 peiypa
Kkavoviopoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev nephappaveton oto Mapdptnua XVII tov REACH

Hapaptpa XIV 100 REACH (Katdloyog ad£1060Tn61G)
Aev teprapfavetot oto Mapapmpa XIV tov REACH (Katdroyog ade1086tnong)

Kataroyos vroyiguov overdv REACH (SVHC)

Aev nepthapfavetor otov Katdloyo vroyneuwy ovoidv REACH

Kavoviopog mepi 6ovtog (2024/590)

Aev teptlapfavetotl 6tov KatdAoyo ovcumv mov e&acbevilovv to 6lov (Kavoviopdg EE 2024/590)

Kavoviopog tov Zvpfoviriov (EK) yia Tov £heyyo e1d®@v Simhig ypfiong
Aev nepthappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia to £i6n Sumhng xprions.

Kavoviopog mepi ekpnktik®@v mpédpopmv overdv (EE 2019/1148)

Agv avaypaeeTol 6ToV KaTdAoyo TPOdPOU®Y 0VGLMV EKpNKTIKOV VA®V (EE)

Kavoviepég mepi mpodpopmv ovortdv vopkotik®dv (EK 273/2004)

Agv avoypageTon 6Tov Katdroyo Tpodpopav ovcldv vapkotikov (EE)

15.2. A&ordynon ymuikis ao@dierog

Aev vdpyovv emmAov TANpoPopieg

TMHMA 16: Alheg TAnpo@opisg

IMTpeg keipevo ppacemv H xan EUH:

Acute Tox. 4 (And Tov O&eia To&wotnta (06 T0V 6TOHATOC), KoTnyopia 4

GTOLATOC)

STOT RE 1 Edun to&ucdtnta o€ dpyava-otoxovs Dotepa and enavelnupévn ékbeon, katnyopia 1
STOT SE 1 Educn to&ucotnta og Opyava-ctoxovs Votepa and pio epamaé £xbeon, katnyopia 1
H302 Emprapég oe mepintmon kordmoong.
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Levofloxacin for system suitability
Agltio Agdopévev Acpaleiog

oOpeova pe tov Kavoviopd REACH (EK) 1907/2006 6nwg tpornonomdnke and tov Kavoviopd (EE) 2020/878

I peg keipevo ppacewv H ko EUH:

H370 Ipokaiei PAaPeg ota dOpyava (KeVIPKd VEVPIKO GUGTNUA).

H372 TIpoxaiei PAGPesg ota dpyave (Rmap, MVOGKEAETIKO GVGTNA, KAPILOYYELOKO GOOTN LA, TEPLPEPIKA VEDPOL, TETTIKO GUGTNLOL,
OVOGOTOMTIKO GVOTNLLEL) VOTEPO. OO TOPOTETAUEVT 1) ETAVEIANUUEVT EKOEON.

Aghtio Agdopévaov Acpakeiog (AAA), EE

ATIOIIOIHXZH EY®NHZ Ot mAnpogopieg mov mepiéyovtal o antd 10 dehtio mpoépyovtar and myég Tig onoies Bempodpe a&iomotes. [Tapoia avtd, divovtot
YOPIG Kapio gyydnon, pntm N appnTn, Yo v akpifetd tovg. Ot cuvinkeg N ot pEBodot yeiptopod, amobnkevong, ypnong 1 ardppLyng ToL TPOIOVTOG deV
VIOKEWVTOL OT S1KN HaG VOHVI Kot PHTopel Ko VoL v EUmITTONY Kot 6TIG ApprodtoTTég pog. I'l'ontong kot yio GALovg AGYOUG, 0moTolovpaoTe KGOe vBvvn oe
TEPIMTOON UTMOAELNG, VAKNAG 1| YPNUOTIKNG CNuicg 0o, 1 LLe OTTOL0ONTOTE TPOTO GUVIEVELEVT LLE, TO YEPLGUO, TNV 0t0ONKELON 1] TN ¥PNON TOL TPOIOVTOG. AVTO TO
Aghtio Agdopévav Acpareiog cuvTaydnKe KeL TPEMEL VO YPTGILOTOLEITOL Y10l TO GUYKEKPILEVO TTPOTOV. Edv T0 Tpoidv ypnoiponoteitent g cuoTtatikd GAAOL
TPOIOVTOG, O TANPOPOPIES TTOV TUPEXOVTUL £ EVOEXETOL VO LNV EIVOL EQUPUOCILES. VTEG 0L TANPOPOPieg PacilovTol GTIC TPEXOVOES YVMGELS LLOG KoL
TPoopilovTal Yo VoL TEPLYPAYOLY TO TPOIOV ATOKAEIGTIKA Y10 AOYOLG VYEINS, AGQUAENS Kot TEPPAAAOVTIKOV OmOITOEWY. ZVVETMG, Oev o mpémet vo. OewpnOel
OTL £YYLATOAL OTOLUONTOTE GUYKEKPILEVT] 11OTNTA TOV TPOIOVTOG.
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