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TMHMA 1: IIpoco10piop6g 0vGiog/peiypatos Ko ETapeiog/emysipnong

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Metypa
Ovopa tov TpoidvTog : Pefloxacin for system suitability
Kodiog mpoidvtog : 202400001

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

1.2.1. Xyetkég mpoPrenopeveg yproeig

Kbpu katnyopia ypnong . To mpoidv mpoopileTal yia TV £pevva Kot avamTuén Kot TV EnayyELLOTIKY ekTaidgvon.
Xpnon g ovoiog/Tov peiypotog : Movo yo emoryyeALaTIKy ¥prion
Kamnyopia Aetrovpyiog 1 xpriong 1 Xnpkég ovoieg epyastnpiov

1.2.2. Avtevogikvodpeveg ypnosig
Iepropiopoi otn xprion : Mn ypnowonoteite : Katdmoon, Ewonvony, Aeppoticd

1.3. Ztoyeia Tov TpopunOcvTi) TOL dEXTiOV dEdOPEVEOV aGPaLEiag

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.edqm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds Aepdvov emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIVOUVOTNTOS

2.1. Ta&wvépunon g 0vGiag 1| TOV PEIYPRATOG

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

ZoPapn opbarpkn BAAPN/0@Bakpkdg epebicpdg, kKatnyopio 2 H319
ITAnpeg keipevo tv niocewv H ko EUH: BAéne tpnpa 16

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kon 6T0 TEPIPdALOV
ATOQOON LEG® KPIoNG EUTEPOYVOLUOVOV KOl OTOSEIKTIKNG 1GYVOGC.
2.2. Zroyeia eTIKETOG

Xapoktnpiopog copeava pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kivdovvov (CLP)

GHSO07
Ipogworomtikn AEn (CLP) . IIpocoyn
AnAdoelg emkivdvvottag (CLP) : H319 - IIpokodei cofapd o@Boipkd epebiopd.
AnAdoelg Tpoeviaéng (CLP) : P264 - ITAdvete ta xépua, Toug Tyels (avTifpdyiar) Kot To TpOCOTO GYOAUGTIKA LETA TO XEPIOUO.

P280 - No popdte TPOOTATEVTIKA YAVTIO/TPOCTATEVTIKA EVEVLLOTO/ LECO OTOMIKNG TPOGTAGIOG Y10 TOL

UATLO/TO TPOCMTO/TAL OVTIAL.

P305+P351+P338 - XE IIEPIIITQXH ETTAOHE ME TA MATIA: EenAdvete TpOcEKTIKG LE vEPO

Y10 OPKETE AETTA. AV VITAPYOVV POKOT ETAPNC, APALPESTE TOVG, OV Eivol E0KOA0. Zuveyiote va

Eemlévere.

P337+P313 - Edwv dev voywpel 0 09pBaipikds epediopdg: Zvppovievdeite/Emokepdeite yratpd.
Zpavon cOUQovo. pe: eEapeital 1 E6MTEPIKT GUOKELAGIM, TO TEPLEXOLEVO TNG omoiag dev vepPaivovy ta 10ml
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Pefloxacin for system suitability
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv amarteitol oypavon

Aev mepiéyet ovaieg PBT f/kon vPVB > 0,1%, ot omoieg éxovv a&toroynOet coppava pe to Hapdpmpa XIII tov Kavoviepod REACH

To peiypa dev mepiéyel ovoio(eg) mov meptrapfdvetol otov Katdroyo mov kortaptiletor cvpeova pe o Apbpo 59 Hapdypapog 1 tov kavovicpod REACH yua tig
1310t TEG EVOOKPVIKTG dloTapoyng N n(ot) ovoia(eg) dev avayvmpiletar(oviar) 6Tt ExeY(0VV) W1OTNTEG EVOOKPIVIKNG SLOTAPAYNG COUOOVO. LE TO. KPLTHPLO TOV
opilovrtar otov kat' e€ovoloddmon Kavoviepd g Emtponng (EE) 2017/2100 1} tov Kavovioud g Emtponng (EE) 2018/605 oe cuykévipmon ion 1 peyaivtepn
o6 0,1 %

TMHMA 3: X0Hv0eon/ainpo@opies yio T0 GVOTUTIKA

Aev woyvet
Ovopa AvayvopeTiKOg Kodikég | % Katdraén copoova pe tnv odnyia
TPoidvTOg 1272/2008 EK [CLP]
Pefloxacin mesilate dihydrate - 95 - 100 Eye Irrit. 2, H319

IIMpeg keipevo tov nkdcsmv H koar EUH: BAéne tpuipa 16

TMHMA 4: Métpa npaTov fondsiov

Métpa npdTmv fondetdv HeTd and enaQr He TO SEPHOL : KoBapiote ™ peyaivtepn duvorr mocotnto okovmilovtdg ) (kabapd Kot Hodakd amoppoenTikod
Tavi).
Meétpa npdTmv fondeidv Petd and enapn pe o LATio : Eemlovete to patio pe vepod yio Aoyous acpodeiag.

Agv vrtdpyovv emmAéov TANPoPopieg

Agv vrtdpyovv emmAéov TANpopopieg

TMHMA 5: Métpa yio. TNV KOTOTOAEPN 0N TS TVPKAYLAG

KatdAnka péca mopdcPeong . KovPépra mupooPeonc.

Kivévvog mopkayidc : BMéme tpnpa 2.2.

Métpa Y10 TV KOTOTOAEUNGT TG TUPKOYLOG ;. Xpnoworomote péca KotdoBeons katdAnia yio v tepiparlovca TopKayid.

TMHMA 6: Métpa o€ TepinTon aKoVoLUS EKAVONG

6.1.1. I'a TPocOTIKG GALO 0TT6 TO TPOGMOTIKO EKTAKTNG UVAYKNG

Métpa £KTOKTNG OVAYKNG : Anogevyete kdbe mepirtn ékbeon.
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Pefloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

6.1.2. T Gropo Tov TPocPépovy TPpATES fonidereg

Aev vrdpyovv emmAéov TANpogopieg

Agev vrdpyovv emmAéov TANpogopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALOV TANPOPOPiES

lppr, Kol amofnkevon

Agv vdpyovv emmALov TANPOPOPiEs

Agev vdpyovv emmAov TANPOPOpie

BAéme tunpa 1.

TMHMA 8: 'Eleyyoc tg ékBeonc/atopikn mpoctacio

8.1.1 EOvikég oprokés Tipég emayyeipotikig £k0eong ko frohoyukég oprokés Tipég

Agv vrdpyovv emALOV TANPOPOPIES

8.1.2. ZuvioTOpEvES S1001KOGiES TOPAKOLOVONONG
Agev vdpyovv emmAéov TANpoPopieg

8.1.3. Zymportifovror sToygia pomaveng Tov aépa
Agv vdpyovv emmALov TANPOPOPies

8.1.4. DNEL kox PNEC

Agev vrdpyovv emmAéov TANpoPopieg

8.1.5. Ileproyég eréyyov

Agv vdpyovv emmALov TANPOPOPiEs

8.2.1. Katdiinkior pnyavikoi éreyyor

Koataiinhor pnyavikoi éreyyou:
Awnpiote og KaAd eEaeptlopevo ydpo. Zuvibg amatteitol GOGTNUA YEVIKOD UNyavikoD) eE0EPIGHOD TOL XDPOL.

8.2.2. ATopikdg TPOoTATEVTIKOG EE0TMONOG

8.2.2.1. IIpooTacio TOV HOTIOV KOl TOV TPOGATOV
Agv vépyovv emmALOV TANPOPOpieg

8.2.2.2. TIpostacio Tov déppatog

Ipootacia Tov déppotoc:

mod14 £pyooTNPiov

IIpoctacio TOV yEPLOV:
IIpoctatevtikd yavtio
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Pefloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

8.2.2.3. [IpocTucio TOV AVOTVEVGTIKAOV 00OV

Aev vrdpyovv emmAéov TANpogopieg

8.2.2.4. Ogppikoi kivéuvvol

Agv vrdpyovv emmAéov TANpopopies

8.2.3."Eleyyor meprfarrovrikig ékbeong

Agev vdpyovv emmAéov TANpoPopieg

TMHMA 9: ®voikég Kol ynNUIKEG 1016TNTEG

9.1. Zroyyeia Yo TG fUGIKES QUOIKES KA YNMIKES 1O10TNTES

DVoIKH KOTAGTOOT o Xteped
APOLOL : Mn dwbéoyio
Oopn : Mn dwbéoyo
Opo oopng : Mn dwbéoyio
Inueio &emg : Mn Swbéopo
Inueio m&emg : Mn Swbéopo
Inueio Bpacpod : Mn dwbéoyio
Evpiextoémto : Mn Swbéopo
Opto kvdvvov ekpnéemg 1 Agv oydet
Xapnhotepo 6pio £kpnéng 1 Agv oyoet
Avdtato 6pro expnEpomrag : Agv oydet
Inueio avapredng 1 Asv oyoet
Bgppokpacio avtavaereéng 1 Agv oydet
Bgppokpacio arocvuvieong : Mn dwbéoyo
pH : Mn dwbéoyo
Adiopo pH : Mn Swbéopo
EDEC, KIVELOTIKOG (17) 1 Agv oydet
AwAvtomTo : Mn dwbéoyto
ZUVTEAEOTIG KOTAVOUNG GE HELYILOL N-0KTOVOANG/VEPOD : Mn dwbéoyio
(Log Kow)

Téon atumdv : Mn Swbéopo
ITieon atpov oe Beppokpacio 50°C : Mn Swbéopo
Tukvotta : Mn dwbéoyo
ZyeTKN moKvOTHTOL : Mn Swbéopo
ZyeTkn mokvoTnTa aTHAV otovg 20°C 1 Agv oyoet
MéyeBog copatidiov 1 Mn Swbéopo

9.2. Aoutéc TAnpogopieg
9.2.1. IIxnpo@opieg oyeTIKA pe TIS KLAGELS PVOLKOV KIVOUVOL
Aev vrdpyovv emmAéov TANpoPopieg

9.2.2. AMA0 YOPUKTNPIGTIKA 0.6QULEiNG

Agv vdpyovv emmALov TANPOPOPiES

TMHMA 10: Z100gp4TNTO KO OVTIOPOCTIKOTITO.

10.1. AvnidpacTikOTNTO

2100epd VIO KAVOVIKEG GUVOTNKES.

10.2. Xnpwkn ctabepétnta

Aev vdpyovv emmAov TANPOPopieg

10.3. IBavéTNTO EMKIVOLVOY AVTIOPAGEDY

Kavévag yveootodg/-1/-6.
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Pefloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

Agv vdpyovv emmALov TANPOPOPiEs

Kapio og kavovucr yprion. Biére tunpa 7.

‘Ortov Oeppaivetar péypt Tov onpeiov S106TOCNG, EKTEUTEL EXKIVEVVOVG KOTVODG.

TMHMA 11: To&wkoloytkég TAnpopopisg

Oé&ela to&codmTa (amd GTOHUTOC) 1 Mn ta&vounpévos (Baoet tov dtubécimv dedopévav, ta kptipia Tagtvounong dev TAnpovvrat)
Oé&ela to&ucodmra (Seppotikn) 1 Mn ta&vounpévos (Baoet tov dtabécimv dedopévav, ta kptipia Tagvounong dev TAnpovvtat)
Oé&ela to&ucodmra (avamvon) 1 Mn ta&vounpévos (Baoet tov dtabéciomv dedopévav, ta kptipia Tagtvounong dev TAnpovvtat)
ABpwon kot epebiopdg Tov dEPHATOG : Mn ta&wopnpévog (Baoet tov dabéoimv dedopévmv, ta kprmpia To&vopnong dgv tAnpodvrat)
XoBopn opbakpky PAAPN/epediopdg : Ilpokodei coPapd o@Botukd epediopd.

EvaisOntomoinem tov avamvevotikod 1 : Mn ta&wvopnuévos (Baoet tov dtubécimv dedopévav, ta kprripta Taévounong dev mAnpovvrat)
gvaucOntomoinomn Tov dEppaTog

MetaAro&ryéveon YEVWINTIKOV KUTTApOV 1 Mn ta&vounpévos (Baoet tov dtabécitov dedopévav, ta kptripta Tagvounong dev TAnpovvtat)
Kapxwoyéveon : Mn to&wopnuévog (Baoet tov dtoféoipav dedopévav, Ta kprnpio toSvounong 6ev mAnpovval)
To&wdmta TNV avomapayoyn : Mn to&wopnpévog (Baoet tov doféoipmv dedopévav, ta kprrnpia ta&vounong dev mAnpovval)
Ewdu to&uwcotnta ota dpyava-ctoyovg (STOT) — : Mn ta&wounuévog (Baoet tov dtobéoipov dedopévav, ta kprtnpio to&vounong dev minpovvaon)
epamag éxbeon

Ewdun to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mn ta&wvounpévog (Baoet tov dobéoipov dedopévav, ta kKprtnpla ta&vouncong dev minpovval)
emavelnupévn ékbeon

Enucvduvotnta avappdenong : Mn ta&vounpévog (Advvapio GOAROYNAG SESOUEVMV Yl TEXVIKOVG AOYOVG)

Agev vrdpyovv emmAéov TANpoQopieg

OwkoroYIKEG TANPOPOPIES

Owcoroyia - yevika : Agv mapovoldlet Wiaitepo Kivduvo yia to mepPaiiov.

Emikivduvo yo to vddtvo mepidarov, Bpayvrpddecpog : Mn ta&wvopunpévog (Baoet tav dwubéocipumv dedopévav, To kpreipla tagvounong dev Thnpovvrot)
(0&bg)

Emkivduvo yuo to vddtvo mepifdArov, pakporpdeopog : Mn ta&vopunpévog (Baoet tav dwubéoipumv dedopévav, To kpreipla tagvounong dev Thnpovvot)
(xpoV10G)

Aev vpiotato Tayeio amocuvheon

Agv vdpyovv emmALOV TANPOPOPIiES

Agv vdpyovv emmA£ov TANPOPOpies

Aev vdpyovv emmAov TANPOPopies

Aev vrdpyovv emmAéov TANpoPopieg
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Pefloxacin for system suitability
Agltio Agdopévev Acpaleiog

ooppava pe tov Kavoviopd REACH (EK) 1907/2006 6mog tporomomdnke omd tov Kavoviepo (EE) 2020/878

Agv vdpyovv emmALov TANPOPOPiEs

Aev vdpyovv emmAov TANPOPopie

Aev vrdpyovv emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA IE T LETAPOPA

Yopeovo pe ADR / IMDG / IATA
ADR IMDG TATA

14.1. ApwOpég OHE 1 apBpéc tavtétnTag

Agv 1oy0€t Agv 1oy0€t Aev 1oy0et

14.2. Oweia ovopacio amostorlic OHE

Agv 1oy0gt Agv 1oy0g1 Aev 1oy0et

14.3. TaEn/-e1g KtvdHvov KOTA T PETOPOPE

Aev 1oy0et Agv et Agv oyvet

14.4. Opada cvokevaciog

Agv 1oy0et Agv 1oy0€L Aev 1oy0et

14.5. IleprparrovTiKi emKIVOUVOTTA

Aev 1oy0et | Aev 1oy0et | Agv oyvet

Agv vrdpyovv emmAéov Stabéctpueg TANPOEOpisg

Eniysiwo petagopa
Agev 1oyvet

HETOPOPE pécm Buhacong
Aev woyvet

Evoépuo petagopd
Agev 1oy0et

Aev 1oy0et

TMHMA 15: Ztorygio vopoOetikod yopaxtipa

15.1.1. kavovicpoi EE

Hopaptmpe XVII oo REACH (Ilpobmodiceis mepropiopov)

Aev nepiéyerl kopia ovoio(eg) mov meprapfavetorovrar) oto MHapaptnua XVII tov REACH (Ilpodnobiceig meplopiopon)
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Pefloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

Hapaptpa XIV 100 REACH (Katdroyog 0.0£1060Tn61G)
Aev mepiéyet kopia ovsio(eg) mov meptrapfavetoiovrar) oto [apdapmmua XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyiguov overdv REACH (SVHC)

Aev mepiéyel koapia ovoio(eg) mov meprapfavetoiovrat) 6tov Katdroyo vioyneuy ovoidv REACH

Kavoviopog PIC (EE 649/2012, IIponyovpevny cuvaiveon petd amd evnpépmon)

Aev gpappoletor.

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

Aev gpappodletar.

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

Aev mepiéyet kopia ovsio(eg) mov mephapfdvetoi(ovtat) 6Tov Katdroyo ovsidv mov e&ucbevilovv to 0ov (Kavoviopog EE 1005/2009 oyetikd pie Tig 0voieg mov
e&aobeviCouv ™ otifdda Tov 6lovtog)

Kavoviopog nepi ekpnkTik®v Tpodpopmv overdv (EE 2019/1148)

Aev mepiéyel kopia ovoio(eg) mov mephapfdvetoi(ovrat) 6Tov Katdloyo Tpddpopmv ovotdv ekpnktikdv (Kavoviopog EE 2019/1148 oyetikd pe v gumopio. kot
™ XPNON TPOSPOUDY OVGLDV EKPNKTIKAOV)

Kavoviopog mepi mpodpopmv over®dv vapkotikav (EK 273/2004)

Aev Tepiéyet ovoio(ec) mov TepAapBaveTa(oviot) 6Tov KotdAloyo Tpodpopmy ovstdv vapketikav (Kavoviopog EK 273/2004 oyetikd pe tig tpdSpopeg ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drwataéerg

Agv vdpyovv emmA£ov TANPOPOpie

15.2. A&ordynon ymuikis o.o@dierog

Aev vdpyovv emmAov TANPOPopie

TMHMA 16: Alheg TAnpo@opisg

IMpeg keipevo ppacemv H xan EUH:

Eye Irrit. 2 YoBapn opboipkn BPAABN/0@BaAuKdg epebiopdc, katyopio 2

H319 TIpoxarei coPapd opBaikd epebiopo.

Katnyopromoinon ko tp@TéKoALO Y10 TNV KATNYOPLOTOINGT TOV PIYRATOV 6ORQ@Va pe Tov kavoviopo (EK) 1272/2008 [TEX]:

Eye Irrit. 2 H319 MéBodog vroroyiopon

Aektio Agdopévov Acpaleiag (AAA), EE

ATIOIIOIHEH EY®NHE Ot nAnpogopieg mov mepiéyovtal o€ antd to dektio mpoépyovtat and mnyEg Tig omoieg Oewpodue agiomotes. [Tapdra avtd, divovtot
xopic Kapio eyyomen, pnm N dppnTn, Yo TV aKpifeld Toug.
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