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TMHMA 1: IIpoco10piop6g 0v6iag/peiypatos Kol ETapeiog/emysipnong

1.1. AvayvepieTikog KOOKOg Tpoidvtog

Mopen mpoidvtog : Meiypa
Ovopo Tov TPoidvTog . Norfloxacin for system suitability
Kodwog mpoidvtog 1 202200444

1.2. Tovogeic mpocdtopilopEvEg YPIGELS TS 0VGIAG 1] TOV PEIYIOTOG KOL OVTEVOELKVOOIEVES YPNGELS

1.2.1. Zyetikéc mpofhemdpeveg yposeig

Kbpu katmyopia ypnong : To mpoidv mpoopiletar yia TNV £pevva Kot avATTVLEN KoL TNV ETAYYEALATIKY EKTOIOELOT.
Xpnion g ovsiag/Tov peiypotog : Mobvo Yo emaryyeApaTIKN YpIRoN
Katyopia Aettovpyiag 1 ypnong : Xnukég ovoieg epyaotnpiov

1.2.2. AVTEVOEIKVUONEVES (PN GEIS
Iepropiopot ot xprion © Mn ypnowonoteite : Katdmoon, Etonvon, Aeppaticd

1.3. Zroygia Tov TpopunBcvT) TOVL dEXTiOV dEdopEvEV acPadsing
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1.4. Ap1Opog THAEQ®OVOL EMETYOVGAS AVAYKNG

ApBpog mrepdvov eneiyovoag avaykng : +33(0)390215608

TMHMA 2: IIpo6o10piopog EMKIVOUVOTNTOS

2.1. Ta&woépnon g oveiag 1| TOV peiypatog

Kotaraén copoove pe v odnyia 1272/2008 EK [CLP]

ZoPBopn opBaipkn PAAPN/0@Buikdg epedicpodc, katnyopio 2 H319
Emkivduvo yio to vdativo meptBaiiov — Xpoviog kivdvvog, katnyopiog 3 H412
IMnpeg keipevo tv nidoewv H kon EUH: BAéne tunqpa 16

AvemBQOpnTEg QUOIKOYNMIKES EMIPAGELS, KAODG KUt EMIPAGELS 6TNV avOpOTIVY VYEio Kan oTo TEPIBailov
Amdeaon HEGE KPIoTG EUTEPOYVOUOVAV KO ATOIEIKTIKNG 1)YD0G.
2.2. Zroyeio eTIKETOG

Xapaxtnpiopos cvpeova pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]
Ewovoypappata kwvdvvov (CLP)

GHSO07
[pogdomomtikn Aé€n (CLP) . IIpocoyn
Anhaoeig emkwvdvvomrag (CLP) : H319 - IIpokaiel cofapd opbaiuicd epebiopod.
H412 - EmPAafés yio toug v8popiovg opyavicpods, He HOKPOXPOVIES ETTTMCELG.
Anidoeig Tpoevraéng (CLP) : P264 - TTIiovete ta yépia, toug mxels (avtiPpdyia) kot 10 Tpdommo oXOAUCTIKA HETE TO XEPLOUO.

P273 - Na anopgdyetor 1 Elevbépmon oo meptBarrov.

P280 - Na popdte mpootatenTikd yEvTio/TpooTatevTiicd evoOIaTo/LEGO 0TOMIKNG TPOGTAGIAG Yo TO.
naTi0/10 TPOoMTO/TOL OVTLE.

P305+P351+P338 - XE IEPIIITQXH EITA®HE ME TA MATIA: Eenlbvete TpoceKTIKA e VEPD
Y10 0PKETE AEMTE. AV VILAPYOVV PAKOT ETAPNC, APALPESTE TOVG, AV Efvat E0KOA0. ZvveyioTe v
Eemhévere.
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Norfloxacin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpororomifnke amd tov Kavoviopuo (EE) 2020/878

P337+P313 - Edv dev voympei 0 0pBaipikog epebiopdg: Zvppovievbeite/Emokepbeite yratpod.
P501 - AwéBeon tov Tepieyopévon/meplEéktn oe onpeio GLALOYNG EMKIVOLVOV 1) EWBIKOV anofANToV,
GULPOVO LLE TOVG TOTKOVG, TEPLPEPELNKOVG, £0VIKODS 1/Kan diebveig kavoviopovs.

Zrpavon oOpemvo. pLe: eEapeital 1) EMTEPIKT GLOKEVAGIM, Ta TEPLEYOLEVA TG OToi0G dgv vrepPaivovy ta 10ml

Agv amonteitol ofjpavon

2.3. AlLot Kivovvolr

Aev mepiéyetl ovoieg PBT/VPVB > 0,1%, ot omoieg éxovv a&oloynBei coppwva pe to Iapdpmpa XIII tov Kovoviopod REACH

To piypo dev mepiéyet ovoia(eg) mov TepLapPaveTal 6Tov KatdAoyo mov kataptiletor odppmva pe o dpdpo 59 mapdypagog 1 tov kavovicpod REACH ya tig
B0 TEG EVOOKPIVIKNG Statapoyis 1 dev avayvepiletat 0Tt XL 1310TNTES EVOOKPIVIKNG SLaTapoynG COUP®VA LE Ta KPLTpLo mov opilovtatl 6Tov Kot'
e&ovsloddtnon Kavoviouo g Emtponng (EE) 2017/2100 1 tov Kavoviopd g Emrponng (EE) 2018/605, oe cuykévtpwon ion 1 peyordtepn omd 0,1%

TMHMA 3: XvvOeon/TtAnpo@opisg Y10 T GLOTATIKA

3.1. Ovoigg

Agev 1oy0et

3.2. Meiypota

Ovopa AvVayvopeTiKOg Kodikég | % Kataraén copomva pe v 0dnyia
TPOidVTOg 1272/2008 EK [CLP]
Norfloxacin - >95- <100 Eye Irrit. 2, H319
Aquatic Chronic 3, H412

[TA\npeg keipevo tov dnidoewv H kon EUH: BAére tunpa 16

TMHMA 4: Métpa npdTtov fondsidv

4.1, lleprypopn pETPOV TPAOTOV fonbetadv

Métpa tpdtev Bondeidv petd omd emaen e To d€pua : KoBapiote ™ peyarvtepn dvvarh mocdma okovrilovtds ) (kabapd Kot LoAaKS amoppoenTikod
Tavi).
Métpa tpdtev Bondeidv petd omd exapn pe To paTio © Eemldvete to pdtio pue vepod yuo Aoyouvg acpodeiog.

4.2. ZNpavTiKOTEPH COPTTONATO KU1 EMOPAGELS, GPEGES 1] NETAYEVEGTEPES

Aev vrdpyovy emmAfov TANpoPopieg

4.3."Evd€1&n 0mo10.601TOTE ATULTOOPEVIG GUEGTS LOTPIKNG PPOVTIdUG Ko £101KN G Ogpaneiog

Agv vrdpyovv emmAéov TANPOPOpieg

TMHMA 5: Métpa yio TV KOTOToAEPN 0N TG TVPKAYLAG

5.1. MvpooPeotikd péoa

KatdAnia péoa mopdofeong : KovBépta mupdcPeong.
5.2. Exdukoi kivouvol Tov TpoKvITOUY Al TNV 0vsia 1| TO peiypo
Kivdvvog mupkaytdg 1 BAéme tpunpo 2.2.

5.3. Zvotaosig Yo Tovg mupocPicTeg

METpa Yo TV KOTOTOAEUNGCT| TG TUPKAYLAG . Xpnowonomote péca KoTdoPeons KOTGAANAN Yo TNV TEPPAALOVGO TUPKAYLA.
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Norfloxacin for system suitability
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouo (EE) 2020/878

TMHMA 6: Métpa 6€ TEPINTOON 0KOVOLOG EKAVGTG

6.1.1. I'a TPOSOTIKGO GLLO A6 TO TPOSCMOAUKG EKTUKTIG UVAYKNG

Métpa €KTaKTNG OVAYKNG . Amogevyete kGOe mepit Ekbeo.

6.1.2. T Gtopa mov TPocPipovy TPMOTES Pordeieg

Agv vrdpyovv emmAéov TANpopopieg

Aev vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANpoPopieg

Agev vrdpyovy emmAfov TANpoPopieg

TMHMA 7: Xepiopog kon arodnkeoon

Agev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

BAéne tuqpa 1.

TMHMA 8: ‘Eleyyog tng ék0eong/atopiki npoctacio

8.1.1 EOvikég oprakis Tipég emayyshpotikig £k0eong Kot froloyukés oprokis Tipnég

Aev vadpyovy emmAfov TANpoPopieg

8.1.2. ZunieTdpEvEg d10d1Kacics Tapakorovdneng

Agv vrdpyovv emmAéov TANPoPopieg

8.1.3. Zympatifovrar sToygia pdravens tov afpa

Aev vrdpyovy emmAfov TANpoPopieg

8.1.4. DNEL ka1 PNEC

Agv vrdpyovv emmAéov TANpoPopie

8.1.5. Ieproyés eréyyov

Aev vrdpyovy emmAfov TANpoPopieg

8.2.1. Katarinkotr pnyovikoi £reyyot

Katalinior pnyovukoi éreyyor:
Awnpniote og kaAd e&aepilopevo xdpo. ZuviBwg amotteitonr GOGTNHE YEVIKOD UNXOVIKOD EEAEPIGHOD TOV YDPOV.

8.2.2. ATOpKOG TPOOSTATEVTIKOG £E0TAMGPOG

8.2.2.1. TIpooTucio TOV HUTIAV KUL TOV TPOGAHTOV

Agv vdpyovv emmAfov mANpopopieg
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Norfloxacin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpororomifnke amd tov Kavoviopuo (EE) 2020/878

8.2.2.2. llpoctocia déppatog
IIpootacio Tov déppatoc:
oS8 epyasTnpiov
Ipootacio TOV (ePLOV:
IIpoototevTiKd yavtio

8.2.2.3. IIpocTocio TOV UVOTVEVGTIKAOV 060GV

Agv vrdpyovy emmA£ov TANPOPopieg

8.2.2.4. Ogppkoi kivovvor

Agv vrdpyovv emmAéov TANpoPopieg

8.2.3. OproBétnon ko TapakorovOnon g neprfariovroroyikis ékOeong o€ Kivovvo

Agv vrdpyovy emmA£ov TANPOPopieg

TMHMA 9: ®vo1kég Kot ynpiKég 1010t TEG

9.1. Zroygia Yo TG fUGIKES QUOIKES KA YNUIKES 1O10TNTES

Mopon T Zteped
APDOUOL © Mn dwbéopo
Oopny : Mn dwbéopo
10p1o ocudv : Mn dwbéopo
onueio Méng / meproyn TENG © Mn dwbéopo
Enpeto mh&ewg © Mn dwbéotpo
Enpeio Bpacpod © Mn Swbéotpo
Evpiextomra : Mn dwbéopo
Opra kvdvvov ekpnéems 1 Aev oyoet
Xoaumiotepo 6pro Ekpnéng 1 Aev oydet
Yynmidtepo 6pro Ekpnéng 1 Aev oydet
Enueto avapreéng 1 Aev oydet
Beppokpacio avtavaereéng 1 Aev oydet
Beppokpacio didonacng : Mn Swbéopo
pH : Mn dwbéopo
Awdropo pH : Mn dwbéopo
1EDdeC, KIVEpoTicog (1) . Aev woybdel
Awdvtémto : Mn dwbéopo
ZUVTEAEOTNG KOTAVOUNG GE UELY IO N-OKTOVOANG/VEPOD : Mn dwbéopo
(Log Kow)

ITieon atpov : Mn dwbéopo
ITieon atpov oe Beppokpocio 50°C : Mn dwbéopo
IMukvomta : Mn dwbéopo
ZYETIKN TOKVOTNTA : Mn dwbéopo
ZyeTIKT TOKVOTNTA ATU®V 6Tovg 20°C T Agvioydet
Méyebog copatidiov : Mn dwbéopo

9.2. Aowréc TAnpogopisg
9.2.1. IIAnpo@opics 6YETUKA PE TIC KAAGELS PUGIKOD KIVdVVOU
Agv vrdpyovv emmAéov TANpoPopie

9.2.2. AMA0 (OpOKTNPIGTIKA 06QULEing

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 10: Z100gpdtNTO KOL OVTIOPOCTIKOTITO.

10.1. AvnidpacTiKoTnTa

2100epd VIO KAVOVIKEG GUVOTKEG.
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Norfloxacin for system suitability

Agltio Agdopévov Acpaleiog

oopeova pe tov Kavoviepd REACH (EK) 1907/2006 6nwg tpomonoudnke and tov Kavoviopd (EE) 2020/878

10.2. Xnpwn otabgpotnTa

Agv vrdpyovv emmAéov TANPoPOpieg

10.3. IBavéTNTA EMKIVOUVOY AVTIOPACEOV
Kavévog yvootdg/-1/-6.

10.4. ZovOkeg TPog amoPuynv

Agv vrdpyovy emmA£ov TANPOPopieg

10.5. Mn cvpBata vika

Kapia oe kavovikn yprion. BAéne tpuqpa 7.

10.6. Emcivovva mpoiévra amocvvleong

Ortav Beppaivetat péypt Tov onpeiov S106TOONG, EKTEUTEL EMKIVIVVOVS KOTVODG.

TMHMA 11: To&wkoroyikég TANPOPOPiES

11.1. ITAnpo@opicg yia Tig TAEES Kivovvov, 0Ttmg opilovtar 6Tov kKavoviopd (EK) apif. 1272/2008

O&eia To&komra (amd oTOUUTOG)
O&eia To&ikotmro (deppatikn)
O&eia To&uotTa (avomvon)

1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta KpiTipio Ta&tvounons dev TAnpovvToL)
1 Mn ta&wvounpévog (Baoet tov dtabféoipmv dedopévav, Ta Kpiripio To&vounons dev mAnpovvot)
1 Mn ta&wvounpévog (Baoet tov dtabéoipmv dedopévav, Ta kpiTipio Tagtvoumons dev TAnpovvToL)

Norfloxacin

LD50 a6 tov 6t6p0T0G 68 epovpaiong

> 4000 mg/kg RTECS number: VB2005000

AGBpmon kot epediopog Tov déppatog

ToPBopn opBoaipikn PAARN/epebiopog
Evaicbntomoinon tov avomvevstiko) 1
gvaucOntomoinon Tov d€ppatog

MetaAha&lyéveon YEVVNTIKOV KUTTApmV
Kapxivoyéveon

To&dTNTA Y10 TV AVOTOPAYOYT

Ewwn to&icomra ota opyava-otoyovg (STOT) —
epanag £xbeon

Ewwm to&icomra ota opyava-otoyovg (STOT) —
emavenupévn €ékbeon

Enmkivduvomra avappoonong

© Mn tag&vopnpévos (Baoet tov dabécyov dedopévav, ta kptripta Tagvounong dev minpovval)
. TIpoxaiei coPapd opOaipkd epebiopo.
1 Mn ta&wvopnpévog (Baoet tov dtabéoipumv dedopévav, Ta KpLripio ToEvounong dev mAnpovvoL)

© Mn taé&wopnpévos (Baoet tov dabéciumv dedopévav, ta kptripta Ta&vopnong dev mAnpovvrat)
© Mn ta&wvopnpévos (Baoet tov dabéciov dedopévay, ta kptripta tagvounong dev tAnpovvrat)
© Mn ta&wvopnpévos (Baoet tov Suabéoipmv dedopévav, ta kpiriplo TaEvounong dev mAnpovva)
1 Mn a&wvounpévog (Baoet tov dabéoipumv dedopévav, ta kpiripio Ta&vounong dev TAnpovvot)

© Mn ta&wvopunpévog (Baoet tov Stabéoipwv dedopévav, Ta Kpiriplo TaEvounong dev minpovval)

© Mn taé&wvopnuévog (Advvapio GVAROYAG SESOUEVMV Y10l TEYXVIKOVG AOYOVG)

11.2. ITAnpo@opicg yro GAAOVS TOTOVG ETIKIVOIVVOTITOS

Aev vrdpyovy emmAfov TANpoPopieg

TMHMA 12: Owkohroyikég TAnpo@opisg

12.1. To&ikétnTO

Owoloyia - yevikd

Emkivduvo o to vddatvo meptBailov, Bpayurpodeciog
(0&0¢)

Emikivduvo yio to vdativo meptBailov, pakporpodeciog

(upoviog)
Aev voiotator Tayeio amocvvieon

© Aev mopovcidlet Waitepo Kivouvo yio to mepBaiiov.
1 Mn ta&wvopnpévos (Baoet tov dabéciov dedopévay, ta kptripta tagvounong dev TAnpovvrat)

© EmProfés yia toug v3popiovg opyavicpols, Le HOKPOYPOVIES ETTTMCELS.

Norfloxacin

LC50 - Yapua [1]

1000 mg/1 (96 dpeg) (Tov yAvkoD vepov) (Ctenopharyngodon idella)

EC50 72h - ®vkua [1]

16.6 mg/1 (72 mpeg) (Scenedesmus capricornutum) (Tov YAVKOD vepoD QOKLAL)
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Norfloxacin for system suitability
Agltio Agdopévov Acpaleiog

ooppava pe ov Kavoviopd REACH (EK) 1907/2006 6mog tpomomomdnke omd tov Kavoviouo (EE) 2020/878

Agv vdpyovv emmAfov mANpoPopieg

Agv vrdpyovv emmAéov TANpoeopieg

Agv vrdpyovy emmA£ov TANPOPopieg

Agv vrdpyovy emmA£ov TANpoPopieg

Aev vrdpyovy emmAfov TANpoPopieg

Agv vrdpyovy emmAfov TANpoPopieg

TMHMA 13: Xtovyeio oyeTika pe T 61d0gon

Agv vrdpyovy emmAéov TANpoPopieg

TMHMA 14: ITAnpo@opieg 6YETIKA PE T1| PETAPOPE.

Zopeovo pe ADR /IMDG / IATA
ADR IMDG IATA

14.1. ApOpog OHE 1 aprOpog tovtétnTog

Aev 1oy0et ‘ Aev woydet | Agv woyvet

14.2. Oweia ovopacio arostolig OHE

Agv 1oy0et ‘ Agv 1oy0et | Aev 1oydet

14.3. Taén/-e1g KtvdOvov KaTa TN HETO.POPE

Aev 1oy0et ‘ Aev woydet | Agv et

14.4. Opdodo cvokevaciog

Agv 1oy0et ‘ Aev 1oy0et | Aev 1oybdet

14.5. Mep1porlovTiKi ETKIVOVVOTNTO

Agv 1oy0gL Agv 1oyvet Agv 1oy0g1

Aev vdpyovv emmAfov Stabéctpes TANPOEOpPis

Eniyewo petagopa
Agv 1oydel

petagopd pécw Baraoong
Aev woyvet

Evaépra petagopd
Agev 1oy0et
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Norfloxacin for system suitability
Agltio Agdopévov Acpaleiog

ovppmva pe tov Kavoviepd REACH (EK) 1907/2006 énwg tpororomifnke amd tov Kavoviopuo (EE) 2020/878

14.7. @aldooreg peTa@opis yOoNy cvppmva pe Tig Tpasels ron IMO

Agev 1oy0et

TMHMA 15: Ztoryeio vopoOetikod yopoxtipo

15.1. Kavovicpoi/vopoOecio 6yeTikd pe TNV 06QAAELN, TNV VYEIO KO TO TEPLBAALOV VIO TNV OVGIA 1] TO pEIYRO
15.1.1. kavoviopoi EE

Hapaptnpa XVII Too REACH (ITIpoimobéceig mepropiopov)

Aev nepiéyet kapia ovoio(eg) mov meprapfdavetor(ovrar) oto [apaptnpo XVII tov REACH (Ilpodnobéceis meplopiopon)

Hopaptpae XIV Tov REACH (Katdhloyog ad€1086tn0mG)
Aev mepiéyet kapia ovoio(eg) mov neprapPaverar(ovrar) oto [apapmua XIV tov REACH (Katdloyog adgi0ddtnong)

Katdroyog vroynerov oveidv REACH (SVHC)

Aev Tepiéyer kapia ovoia(eg) mov mephappavetar(oviat) oTov Katdhoyo vroyneiov ovciwv REACH

Kavoviopég PIC (EE 649/2012, ITponyoduevn cuvaiveon petd omdé evpépmon)

Aev gpapuoletat.

Kavoviopog POP (EE 2019/1021, 'Eppovot opyavikoi pomor)

Aev gpappoletat.

Kavoviopég mepi e€aobévnong Tov 6Covrog (EE 1005/ 2009)

Aev mepiéyet kapia ovoio(eg) mov meprapPdaverar(ovtar) otov Katdroyo ovoldv mov e&acbevitouv to 6lov (Kavoviopog EE 1005/2009 oyetikd e Tig ovoieg mov
e&acbeviCouv ™ otiPfdda Tov 6Covtog)

Kavoviopog mepi ekpnkTik@v tpodpopmv ovordv (EE 2019/1148)

Aev Tepiéyel kapia ovoia(eg) mov meplappavetar(oviat) 6Tov Katdioyo Tpddpopmv ovclmv ekpnktikdv (Kavoviopuodg EE 2019/1148 oyetikd pe v epmopio Kot
™ XpHon TPOSPOL®Y OLCLDY EKPNKTIKDOV)

Kavoviopdg mepi mpodpopmv oveidv vapkotikdv (EK 273/2004)

Aev mepiéyetl ovoio(eg) mov mepthapfavetayoviat) 6Tov Katdloyo npddpopmy ovotdv vopkatikdv (Kavoviopog EK 273/2004 oyetucd pe tig mpddpopes ovoieg
VOPKOTIKOV)

15.1.2. EOvikég drotaserg

Agv vrdpyovv emmAéov TANPOPOpieg

15.2. A&ohdoynon ymuikig ocQaielog

Agv vrdpyovv emmAéov TANPOPOpieg

TMHMA 16: ALAheg TANPOQOPiES

I peg keipevo ppacewv H ko EUH:

Aquatic Chronic 3 Emwcivduvo yio to vddartvo meptBairov — Xpoviog kivduvog, katnyopiog 3
Eye Irrit. 2 YoPoapn o@Oaipcr BAAPN/00Batkdg epebiopdg, kKatnyopio 2

H319 TIpoxaiei coPapd opBaipikd epediopo.

H412 EmProfég yia Toug v3pOPLovg opyaviopons, e LoKpOXPOVIES EMATOOELG.

Katnyopromoinon ko mp@téKoriio yio THY KATIYOPLOTOINGT TOV IYRATOV oOp@®va pe Tov kavoviepo (EK) 1272/2008 [TEX]:

Eye Irrit. 2 H319 Mé0080¢ VTOAOYIGHOD

Aquatic Chronic 3 H412 Mé60d0g vrtohoyiopoh

Agltio Agdopévov Acpaleiog (AAA), EE

ATIOTIOIHZH EY®NHEX Ot mAnpopopiec mov mepiéyovial o€ avtd 10 deATio mpoépyovtal amd mnyEs Tig omoieg Oempovpe a&idomotes. [Tapdra avtd, divovtor
xopig kapio eyydnon, pnm N dppnn, yro mv axpifeid Toug.
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