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European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

TMHMA 1: IIpocdropiopog ovoiag/peiypatog ko erorpeiog/emyeipnong

1.1. AvayveproTikog KOOKOS TPoidvTog

Mopen mpoiovtog : Ovoia

Ovopo ovoiog : 7-chloro-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydroquinoline-3-carboxylic acid
Xnuwr Ovopoacio 1 T-yAmpo-1-kuihorponvro-6-p0opo-1,4-51wdpo-4-o&okvorivo-3-kopBo&uiicd o&d
No. koraAidyov : 607-262-00-0

Kwd.-EE : 405-050-0

apipog CAS : 86393-33-1

Kmdwog mpoiovtog : 202000330

Suvdvopo : Fluoroguinolonic acid

1.2. Zuvogeig Tpocdlopiiopeveg P GELS TG OVGIAG 1) TOV PEIYIATOG KU OVTEVOEIKVVOIEVES YPNOELS

1.2.1. Zyetikég mpoPremdpeveg ypfosig

Kopuo kotnyopia yprong : To mpoidv mpoopiletar yio TV Epgvva Kot avamTuén Kot TV EXayYEALOTIKT EKTOIOEVOT).
Xpnon g ovciag/tov peiypatog : Movo Yo emoyyeAHATIKY XpIOT
Kotnyopia Aetrovpyiog 1 xpriong T Xnukég ovaieg epyactnpiov

1.2.2. Avtevdgikvodpeveg ypnoeg
ITepropiopoi otn xprion : Mn gpnowonoteite : Katdmoon, Ewonvony, Aeppatikd

1.3. Zroygia Tov Tpoun0evTi) TOL derTiov dEdopEvaV UGQUAEiNG

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, C530026

F— 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. Ap1Opog TNAEQAOVOL EMETYOVOUS AVAYKNG
ApBudc mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: [1poco10piopog emKIvOUVOTNTOG

2.1. Ta&woépnon g oveiag 1| Tov peiypatog

Katareén oopoova pe v odnyie 1272/2008 EK [CLP]

O&ela to&woma (amd Tov oTopaToC), Katnyopio 4 H302
Emucivduvo yia to vddrtivo mepiBdriov — Xpoviog kivduvog, katnyopiog 3 H412
IMAnpeg keipevo tov dnrdocewmv H kon EUH: BAéne tufpa 16

AvemOOUNTES QUOIKOYNIKES EMIPAGELS, KAODGS Kot EMIPAcELS 6TV avOpOTIVY VYEiX Kot 6T0 TEPLPdALovV
Andgaon HECE Kplong EPTEIPOYVOUOVAV KOl ATOSEIKTIKNG 1o)Y00G.
2.2. Zroyeio eTIKETOG

Xapaktnpropds coppove pe tov Kavovioné (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kvddvov (CLP)

GHS07
[pogwomomtikn AéEn (CLP) . Ilpoocoyn
Ankaoceig emukivdvvotntog (CLP) : H302 - Emproféc oe nepintmon kotdmoong.

H412 - EmBAafés yio toug v8popiovg opyavicpods, He HOKPOXPOVIEG EXUTTMOELS.
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7-chloro-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydroquinoline-3-carboxylic
acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopd (EE) 2020/878

Anidacelg mpoevraéng (CLP) : P264 - TIMvete ta yépra, Toug Txels (avTifpdylal) Kot To TpOcOTO GYOAASTIKA LETE TO XEPIOUO.
P270 - Mnyv tpmr1te, mivete 1 Komvilete, OTAV XPNOLOTOIEITE VTO TO TPOIOV.
P273 - No amopevyetar 1 ehevBépmon oto TepBaAlov.
P301+P312 - XE IEPIIITQXH KATAIIOXHE: KoAéote to KENTPO AHAHTHPIAXEQN 1 évo.
ywTpo, av arcbavieite adwobeoio.
P330 - EemAivvete 10 oTOU.
P501 - AuiBeom oV TEPLEXOUEVOV/TEPLEKTN GE OMIEID GLAAOYNG ETKIVELVEOVY 1 EOIKAOV AmoPANT®V,
GUHOOVA LLE TOVG TOTLKOVG, TEPLPEPEINKOVGS, £BVIKOVG 1)/Kat dieBveic Kavoviopode.

ZApavon cOUPOVO pe: eE0peital 1 E0MTEPIKT GUOKELAGIN, TO TEPLEYOLEVO. TNG omoing dev vrepPaivouy ta 10ml

Agv ararteiton ofpavon

2.3. AALot Kivovvor

Aev vdpyovv emmAéov TANPOQOpieg

TMHMA 3: ZOvOeon/TAnpo@opies Y10 TO GVOTATIKG

3.1. Ovoigg

Ovopa AvVayvopeTIKOS KOdwkég | % Katdraén copomva pe v odnyia
TPOIOVTOG 1272/2008 EK [CLP]

T-yAwpo-1-kvihonporvro-6-pHopo-1,4-5wdpo-4- apopog CAS: 86393-33-1 <100 Acute Tox. 4 (Am6 tov otopatog), H302

o&oktvolvo-3-kapPo&uiikd o&d Kwd.-EE: 405-050-0 (ATE=500 mg/kg copatikod Bapovg)
No. koaraAdyov: 607-262-00-0 Aquatic Chronic 3, H412

IMAnpeg keipevo tov dnrdcewmv H ko EUH: BAéne tufpa 16

3.2. Meiypota

Agv 1oy0gt

TMHMA 4: Métpa apdTtov fondsiov

4.1. Ileprypagn péTpov TpOTOV fondeidv

Métpa tpdTev Bonbeidv Hetd and emaen He To PO . KoBapiote ™ peyoivtepn duvorh moodtnto okovmilovtdg ) (kabopd kot palakd amoppoenTikd
mavi).
Métpa npdtav Bondeidv petd and exagn pe o paTio 1 Eemlovete ta patio pe vepd yuo Adyoug ao@aieiog.

4.2. ZNPavTIKOTEPO. CUPTTONATO KON EMOPAGELS, GPECES 1| NETUYEVECTEPES

Agv vrdpyovv emmAéov TANpopopieg

4.3."Evo€1En 0010601 TOTE AMOLTOOPEVG GIESTS LOTPIKNG PPOVTIdUG KoL E101KN G Oepameiag

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPUN O TG TVPKAYLAG

5.1. MvpooPeotikd péca

KotdAinio péoa mopdcPeong : KovBépta mupdopeonc.

5.2. E1dwkoi T0ol EMKIvOuvOTITOS TOV TPOKVTTOVV 0Td TV 0VGia 1| TO peiypa
Kivduvog mopkaytdc © BMéme tuqpa 2.2.

5.3. Zv6Td0os1g Y10 ToVg TUPOGPEoTEG

Métpa Yo, TNV KOTOTOAEUNGT| TG TUPKAYLAG : Xpnowonomote LEGH KoTdoPeons KatdAnia yio Ty TepaAlovca TupKayid.
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7-chloro-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydroquinoline-3-carboxylic
acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopo (EE) 2020/878

TMHMA 6: Métpo o€ TepinTmon 0KoVoLIS EKAVONG

6.1.1. I'e Tpoc®mKd GALO A6 TO TPOSMOTIKG EKTUKTNG UVAYKNG

Métpa €kTaKTNG 0vayKNg : Amogevyete kdBe mepurtn €xbeon.

6.1.2. e GTopa mov TPooPEpovy TPMOTES Por Bereg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAéov TANPOOpieg

Agv vdpyovv emmaAEOV TANPOQEOPiEg

TMHMA 7: Xeipiopoég kot amodnkevon

Agv vdpyovv emmAEOV TANPOQOPieg

Agev vdpyovv emmAEOV TANPOQOPieg

BAéme tunpa 1.

TMHMA 8: ‘Eleyyog g ék0eonc/atopiki tpootacio

8.1.1 EOvikég oprokés Tipég emayyeipatikig £k0song ko frohoyikég oprokés Tipég

Agev vdpyovv emmAéov TANPOQOpieg

8.1.2. Zuvietdpeves drudikociss TapakorovOneng
Agv vdpyovv emmAEOV TANPOEOPIiES

8.1.3. Zynpotifovror stoycia pomaveng Tov aépa
Agev vdpyovv emmAéov TANPOQOpieg

8.1.4. DNEL kax PNEC

Agv vdpyovv emmAEOV TANPOEOPIiEg

8.1.5. Ileproyég eréyyov

Aev vdpyovv emmAéov TANPOQOpieg

8.2.1. Katdrinhot pnyavikoi £leyyor

Katariinior pnyavikoi éreyyon:
Awnpiiote o KoAd e&oeptlopevo ydpo. Zuviog amatteitol cOGTNIA YEVIKOD HNYovIKoD EE0EPIGILOD TOV XMHPOL.
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7-chloro-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydroquinoline-3-carboxylic
acid
Agltio Agdopévov Acpareiog

ovppova pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopd (EE) 2020/878

8.2.2. ATopkOg TPOGTATEVTIKOG EEOTMONOG

8.2.2.1. IIpocTacio TOV NATIAV KUl TOV TPOGATOV

Aev vdpyovv emmAéov TANPOQOpieg
8.2.2.2. IIpoctacia déppatog
Ipoctacio Tov déppatog:

oS8 EpyacTnpiov

Mpoctocio TOV yEPLOV:
IIpoctotevtikd yavtio

8.2.2.3. IIpo6Tacic TOV AVUTVEVGTIKAV 00DV

Agv vrtdpyovv emmAéov TANpopopieg

8.2.2.4. O@gppikoi Kivovvor

Agv vdpyovv emmaAEOV TANPOQEOPiES

8.2.3. Oprofétnon ko TapaxorovOnon g tepifariovroroyikig £ékBeong og Kivdvvo

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 9: ®vokég Ko Y UIKES 10T TES

9.1. Zroyeia o TIg PaoIKES PUOLKEG KO YNIIKES 1G0T TES

Puown KoThoTaom . Xteped
APDHOL : Mn dwbéorpo
Oopn : Mn dwbéorpo
Op1o oopng : Mn dwbéorpo
Inueio Eemg : Mn dwbéorpo
Inueio m&emg : Mn dwbéorpo
Inueio Bpoaciov : Mn dwbéorpo
Evpiextomta : Mn dwbéorpo
Opra kKtvdvvov ekpriéemg 1 Aev oyet
Xoauniotepo 6pro Ekpnéng 1 Aev oyvet
Av@Tato 6plo ekpnEpdTTog : Aev oyet
Enpeio avaoreéng . Aev woyvel
Bgppokpacio avtavaereéng 1 Agv woydet
Bgppokpacio arocHvieong © Mn dwbéoipo
pH © Mn dwbéorpo
Adropo pH © Mn dwbéorpo
EDAES, KivepaTikog (1) . Aev woyvel
Awdvtomta © Mn dwbéorpo
YUVTEAEOTNG KOTAVOUNG O€ HETYLLO N-OKTOVOANG/VEPOD © Mn dwbéorpo
(Log Kow)

Téon oTudv © Mn dwbéorpo
[ieon atpov ot Beppokpacio 50°C © Mn dwbéoipo
IMukvotnto © Mn dwbéorpo
EyETIKN TOKVOTITOL © Mn dwbéoipo
ZyeTIKN TOKVOTNTA OTU®OV 6ToVG 20°C 1 Agv woydet
MéyeBog copatidiov : Mn Swbéorpo

9.2. Aowrtéc TAnpogopisg
9.2.1. IIinpogopieg GYETIKA BE TI KLAGELS PUOIKOD KIvdHVOL
Aev vdpyovv emmAéov TANPOQOpieg

9.2.2. AhLo. YOpOKTNPLOTIKG 00QUAEiog

Agv vrtdpyovv emmAéov TANpoPopieg
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7-chloro-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydroquinoline-3-carboxylic
acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopo (EE) 2020/878

TMHMA 10: Xt00gpdtnTo KOl OVTIOPAGTIKOTNTO,

21abepd Vo KOVOVIKEG GUVONKEG.

Aev vdpyovv emmAEOV TANPOQOPiES

Kavévag yvootog/-1/-0.

Aev vdpyovv emmAéov TANPOQOpieg

Kapio og kavovicr xprion. BAéne tpnqua 7.

Ortov Beppaivetan LEXPL TOL GNUEIOL SACTOONG, EKTEUTEL ENKIVIVVOVG KOTVODG.

TMHMA 11: To&wkoroyikég TAnpopopisg

111, Minpogopiss 1ia T e kvdivov, émog opilovean otov kavoviond (EK) api0. 12722008
O&elo to&koTTaL (0d GTOHATOS) . EmPrapés oe mepintmon katdmoong.
O&ela to&otTa (deppatikn) : Mn ta&wopnuévog

O&ela to&koTaL (avarvon) : Mn ta&wopnuévog

AGBpwon kot gpebiopdg Tov dEppatog : Mn ta&wopnpévog

ToPapn opboipkn PAaPn/epediopdg : Mn ta&wopnpévog
EvaicOntomoinem Tov avamvenosTikov 1 : Mn ta&wopnuévog

gvaucOnTomoinom Tov dEPUOTOG

Metorho&ryéveon YEVVINTIKAOV KOTTAP®OV : Mn ta&wopnuévog

Kapkwoyéveon : Mn ta&wopnuévog

To&wodTa Y10 TV avamopayoyn : Mn ta&wopnpévog

Ewdum to&icomta ota 6pyava-ctoyovg (STOT) — : Mn ta&wopnpévog

epanag éxbeon

Ewum to&ucomrta ota 6pyava-ctoyovs (STOT) — : Mn ta&wopnuévog

emavenupévn kbeon

Enucivduvotnto ovappdenong : Mn ta&wopnuévog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 12: OwoAloyikéc TANpoQopies

Owoloyia - yevikd : Aev mapovoidlel 1iaitepo kivouvo yio To mepBAALOV.

Enucivduvo yia to vddtivo mepiBdilov, Bpayvrpodbeopog : Mn ta&wopnpévog

(0&bg)

Emucivduvo yia to vddtivo mepiBdrlov, pakporpodbeopog : EmProféc yio tovg v3poPiovg opyavicpols, e HOKPOYPOVIEG ETTTAOGELS.
(xpoV106)

Aev voiotatot toygio amocvvieon
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7-chloro-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydroquinoline-3-carboxylic
acid
Agltio Agdopévov Acpareiog

oopgova pe tov Kavoviepdo REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopo (EE) 2020/878

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmAEOV TANPOQOPiES

Aev vdpyovv emmAéov TANPOQOpieg

Aev vdpyovv emmaAéov TANPOQOpieg

Agev vdpyovv emmAEoV TANPOQOpieg

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 13: Xtovyeio oyeTikd pe tn ovd0eon

Agv vdpyovv emmAEOV TANPOQOPieg

TMHMA 14: ITAnpo@opies GYETIKA PE TN HETAPOPT,

Zopeavo pe ADR / IMDG / IATA
ADR IMDG IATA

14.1. Ap1Opog OHE 1 aprOpog tovtéTTOg

Aev 1oy0et | Aev 1oy0et l Aev 1oy0et

14.2. Oweio ovoposia aroctoliig OHE

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

14.3. Ta&n/-e1g KivdHvov KaTh TN PETO.QOPE

Agv 1oy0eL ‘ Aev 1oy0et ‘ Aev 1oy0et

14.4. Opaoda cvokevaciog

Aev 1oy0et I Aev 1oy0et l Aev 1oy0et

14.5. ep1parhovTiKi] ETIKIVOUVOTNTA

Agv 1oy0gt ’ Agv 1oy0gL ‘ Agv 1oy0gt

Agv vrdpyovv emmiéov drabioieg TAnpoeopieg

Eniyewa peragopd
Agv 1oy0gL

peta@opa péow Bardoong
Aev oydet

03/04/2023 (Huepopnvia ékdoong) EL (eMnvikd) 6/7



7-chloro-1-cyclopropyl-6-fluoro-4-oxo-1,4-dihydroquinoline-3-carboxylic
acid
Aghtio Aedopévav Acpaleiog

ovppova pe tov Kavoviepdé REACH (EK) 1907/2006 6nwg tpomonomdnke and tov Kavoviopd (EE) 2020/878

Evoépra petagopd
Agv 1oyvet

14.7. O@alacoieg peTa@opig yOoNv cdpova pe Tic Tpatelg tov IMO

Agv 1oy0et

TMHMA 15: Xtoyygio vopo0etikov yopaxtipo

15.1. Kavoviopoi/vopoOscio 6YETIKG pe THY 06QaLELD, TNV VYEIN KoL TO TEPLPaLlov Yia TNV 0VGia 1] TO peiypa
15.1.1. kavoviopoi EE

Hapaptnpa XVII tov REACH (Ilpoimobéceig mepropiopov)

Aev meprapfavetor oto Hapaptnua XVII tov REACH

Hapaptnpae XIV tov REACH (Katdloyog 08£1000Tn61|G)

Aev neprapPdveton oto Hapaptnpa XIV tov REACH (Katdroyog adetoddtnomng)
Katarhoyog vroynorov ovordv REACH (SVHC)

Aev meprapfavetor otov Katdhoyo vroyneuwv ovoidv REACH

Kavoviepog PIC (EE 649/2012, IIponyoduevn cvvaivesn pETd omd evnpuépmaon)
Aev gpappoletor.

Kavoviepog POP (EE 2019/1021, "Eppovor opyavikoi pomor)

Aev gpappodletarl.

Kavoviopog nepi e€aodévnong Tov 6Covrog (EE 1005/ 2009)

Aev meptlapfévetol otov Katdrhoyo ovoiav mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

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

Aev mepiéyet kopio ovoio(eg) mov mephapfdvetai(ovrat) 6Tov Katdhoyo mpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v epmopio. kot
™ XpNoN TPOSPOUMY OVGLDV EKPNKTIKAOV)

Kavoviopog ngpi Tpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyet ovaia(eg) mov mepthapfavetar(oval) 6Tov KotdAoyo mpddpopmv ovetdv vapkoTikev (Kavoviepdg EK 273/2004 oyetikd pe Tig TpdSpopes ovcieg
VOPKOTIKOV)

15.1.2. EOvikég dwotdieg

Agv vdpyovv emmAEOV TANPOQOPIiEg

15.2. A&wohdynon ynkig acodisiog

Agev vdpyovv emmAéov TANPOQOpieg

TMHMA 16: Alheg TAnpo@opies

ITiqpeg keipevo ppacewv H ko EUH:

Acute Tox. 4 (A Tov Oé&eia To&kotnTa (amd T0V 6TONHATOG), KaTnyopio 4

GTOLOTOC)

Aquatic Chronic 3 Emicivuvo yia to vddrvo meptparlov — Xpodviog kivéuvog, kornyopiog 3
H302 EmPrapéc oe mepintwon katdmoong.

H412 EmPrapés yia Toug v3pofovg opyovioprovs, He LoKpOYPOVIES ETTTOGELS.

Aghtio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHEH EY®NHEX Ot tAnpo@opieg mov mepléyovtat 6& avtd 10 XTI TPoépyovTal 0md TNYEG TIg omoieg Oewpovpe aiomiotes. [Topdra avtd, divovtot
XOPIG Kopio yyvmon, pnTn M appnTn, Yo Ty akpifeld tove.
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