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

1.1. AvayvepioTikg KOOIKOS TPoidvTog

Mopen mpoidvtog : Ovoia

Ovopa oveiog : Enrofloxacin for system suitability
Xnuwn Ovopacio : Enrofloxacin

apOpuog CAS : 93106-60-6

Kodwdg mpoiévtog 1 202500615

1.2. Zvvo@eic TPocdopllopeves YPNGELS TG OVGIAG 1] TOV MELYIATOS KOL OVTEVOELKVVONEVES Y P1)OELS

YyeTiké TpoPremopeveg yposig

Xpnon g ovoiog/Tov peiypotog : Emompovikn épguva kot avamtuén
Teyvikég dOKIUES KO AVAADGELS
Movo Y10 emayyeApATIKN XpNON

Kamnyopia Aetrovpyiog 1 xpriong 1 Xnukég ovoieg epyastnpiov

AVTEVIEIKVVONEVES AP OELS

Teplopiopoi ot xpron 1 Oy v TpOQUULEL, GApRLOKE 1) OLKLOKT Xp1iomn
1.3. Ztoyeia Tov TpopunOcvT) TOL dEXTioV dEdopEvEV 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.edgm.eu

1.4. Ap1Opog THAEQAOVOL EMETYOVOAS AVAYKNG

ApBpds AedvoV emetyovsag avaykng : +33(0)390215608

TMHMA 2: I1poco10piopog emKIvOUVOTNTOS

2.1. Ta&wvopnon g ovoiog 1 TOV peiypoTog

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

ZoPapn opboipkn BAAPN/0@Baipkdg epebicpdg, kKatnyopio 2 H319

To&wdTo 6TV avorapaywyn, Katnyopio 2 H361

Ewu to&ucotnta o dpyova-oto)ovs votepa and exovelnupévny  H373

£xbeon, katnyopio 2

Emcivduvo yua 1o vddrvo mepifdirov — 0&og kivduvog, katnyopiog 1 H400 M=10)
Emcivduvo yio to vddtvo mepifdAiov — Xpoviog Kivduvoc, H410 M=10)
Kkatnyopiag 1

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

AvemOOUNTEG QUOIKOYNMKES EMIPAGELS, KAODS Kot EMIPAGELS 6TV avOpOTIVY VYEio Kan 6T0 TEPLPdALov

IToAb to&ko Yo Tovg VEPOPLOVG OPYAVIGLOVG, LE HOKPOYXPOVIES ETTTMOGELS. Y TomTo Y1 TpdKANon PAAPnG ot yovipdmta 1 oto éufpvo. [lpokaiel cofapd
opOoApd epebiopd. Mmopei va mpokarécet PAAPeg ota dpyava VoTEP 0d TAPATETOUEVN | EmAVENUUEVT EKOEGT.

2.2. Zroyyeia eTIKETOG

Xapaxtnpropds coppove. pe tov Kavoviopé (EE) Ap. 1272/2008 [CLP]

Ewovoypappata kivovvov (CLP)

GHSO07 GHSO08 GHS09
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Enrofloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

Ipogworomtikn AéEn (CLP) . Ilpocoyn

AnAdoelg emkvdvvomtag (CLP) : H319 - Ilpokodei coPopd opBoiuikod epediopno.
H361 -"Yronto yo mpdxinon PAAPNG ot yovipdtnta 1y oo épufpuo.
H373 - Mnopet va ipokarécet BAaPeg ota dpyava (MvookeAeTikd GVOTNLA, KOPILOYYELIKO
GUOTNUA, VEVPIKO GOGTNUA, TEXTIKO GVGTNLLO, 0VOGOTOMTIKO GUGTNLA, OPYIS) VOTEPA ATO
mopoTETAUEVT 1 ETAVELANupéEVT EkBeon.
H410 - TTIoAd T0&1K6 Y10 TOLG VIPOBLOVG OPYAVIGLOVGS, LE LOKPOYPOVIES EMATOCELS.

AnAdoetg Tpoeoiaéng (CLP) : P201 - Egodwaoteite pe TG £181kéG 0dMyieg mpv omtd T xprion.
P202 - Mnv 10 gpnoiponomoete mpv S0 ACETE KOl KOTAVOGETE TIG 001YiES TPOPOANENG.
P260 - Mnv avanvéete okovn/avabodoeis/aéplo/otayovidia/otnods/ekvepduata.
P264 - ITAovete ta gépra, Tovg TS (avtifpdyia) Kot 10 TpOomTO GYOAUGTIKA LETA TO XEPLOUO.
P273 - No amogevyeton 1 ehevdépwon oto meptBdAiov.
P280 - No popdte TpOoCTATEVTIKG YAVTIO/TPOGTOTEVTIKG EVOVLATO/UEGO ATOUIKNG TTPOCTAGIOG Y10 T
LATI0/T0 TPOCMOTO/TOL AVTLAL.
P305+P351+P338 - XE IIEPIIITQXH EITA®HX ME TA MATIA: ZEenlivete TpocekTiKd pe vepd
Y10 0PKETE AemTd. AV VIAPYOLY POKOT ETAPNC, OPAPESTE TOVGS, AV ivar £0KOL0. XuveyioTe va
Eemhéverte.
P314 - ZupPovievbeite/Emokepeite yiatpd edv arcbavieite adiobdeoio.
P337+P313 - Eav dev vroyopei 0 00Baipikig epebiopdc: Zvppovievdeite/Emokepbeite yotpd.
P391 - Maléyte T yopévn mocdTa.
P405 - dvrdooeton KAEWOUEVO.
P501 - AudBeon tov meplexopévov/nepléktn o€ onpeio GLALOYNG ETKIVOLVEOVY 1 EWIKOV aroPARTOV,
GOUPOVO [LE TOVG TOTKOVG, TEPLPEPELOKOVS, £OVIKOVG /Kot SebVelg KOvoviGHOovE.

ZNpavon coppova pe: E&apeitor n ecwtepikn) cvokevaoio, Ta teplexoeva g omoiag dev veepPaivovv to 10ml.

Ewovoypappoata kvdovov (CLP) :

GHS08

2.3. AALot Kivovvolr

Aev vdpyovv emmAov TANpoPopie

TMHMA 3: Z0vOeon/TAnpo@opies Y10 T0 CVGTATIKG,

3.1. Ovoieg
Ovopa AVayvopeTIKOg KOOKog % Katdraén copoova pe v odnyia
TPOidVTOg 1272/2008 EK [CLP]
Enrofloxacin ap1Opog CAS: 93106-60-6 <100 Eye Irrit. 2, H319
Repr. 2, H361

STOT RE 2, H373
Aquatic Acute 1, H400 (M=10)
Aquatic Chronic 1, H410 (M=10)

ITAnpeg keipevo tov niocewv H kot EUH: BAéne tuniua 16

TMHMA 4: Métpa apdtov fonbsiov

4.1. Ieprypapn péTpov TpaTtomy fonderiodv

Tevikd pétpa tpodTev Ponberdv 1 Ye mepintoot apBoAdV 1| €AV T0 GUUTTOUATO ETUEVOVV, KUAEGTE YLOTPO.

Métpa tpdTev Bondeidv petd and silomvon 1 Metagépete Tov Tofovta 6Tov Kabapd aépa Kot apnoTe TOV Vo EEKOVPOCTEL GE GTAGT) TOV
S1evKOADVEL TNV avomvor]. Apriote Tov Tafdvia va Eekovpaotel. Xe nepintoon adwbeciog :
ZvpPovievdeite/Emioxeqbeite yotpo.

Métpa tpdTev Bondeidv petd omd emagn pe To dEpuo : ATOPOKPUVETE TO LOAVGUEVO POVYIGHO, TAOVETE OAN TNV EKTEDEIUEVT TEPLOYN OEPLATOG HE OTAAD
GOaTOVVL Kot VEPO, Kal TN cuVEXELD EemAévete pe (eoTd vepod.
Métpa tpdTev Bondetdv Hetd amd emapn e To LATIo : Eemldvete apéomg Kol TOPATETOUEVO [E VEPO KPATMOVTAG avoryTd To. PAEQapa TOVAG IGTOV 15

Aentd). Edv vdpyovv @oaicoi emaens, apatp€ste Toug, epOcov eival evkolo. Xuveyiote vo Eemiévete.
ZvpPovievteite yatpd £dv cuveyiletar 0 TOHVOG 1) 1) KOKKIVIAQL.
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Enrofloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

Métpa tpdTmv onderdv petd and katdmoon : Eemhdvete 1o otopa pe vepd (LOvo edv To dtopo dratnpet Tig aoBnoelg tov). Mnv yopnynoete moté
0TINTOTE 0O TO GTOHN GE GTOWO OV £EL YAGEL TIG aucOnoetlg Tov. ZupPovievbeite/Emokepbeite
apécmg yatpd.

ZOUTTOUOTO/EMOPAGELS LETO OO ETAPY LE TOL pATLo : Ilpokarel coPapd o@Baiukd epebiopd. Epubpotnra, movog.

Aev vdpyovv emmAov TANPOPOpie

TMHMA 5: M£tpa y10. TNV KOTOTOAENN O] TG TUPKAYLAG

Katdnka péca nopdcPeong : Xpnowomomote péca Kotdofeons katdAnia yio v epipdrrovca mopkayid. Ato&eidio Tov
avOpora. Yekaopog pe vepd. Enpn okovn. KovBépta mupdoPeonc.
AxatdAnko TopocPesTiKd HEGO : Mn ypnoonoteite peydin pon vepov.

g TePINTOON TUPKAYLIG TOPAyOVTOaL ENKIVOVLVO : H atelig kavomn anglevbepmvet enticivéuvo povo&eidio Tov avBpaka, d10&eidio Tov dvOpaia kot
mpoidvta amocHvheong Lo ToEd aépta. [TiBovn amoBoin To&tkov vEQoug.

Métpa Y100 TNV KOTOTOAEUNGT) TG TVPKOYLOG 1 Amo@ebyete T S10puYT TOL VEPOL TNG TVPOSHRESNS 6TO TEPIPAAAOV.
TIpoctacio katd v TupdsPeon : Mnv enepPaivete xmpig katdAAnio eE0mAGHO. AVTOVOUN OVOTVEDGTIKI GUGKELT HE HOVAOGOT).
OLOGOUN TTPOCTUTEVTIKT) GTOAN.

TMHMA 6: Métpa 6€ TEPINTOGN 0KOVOLOG EKAVGTG

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

I TpocOmKS GAL0 076 TO TPOGOTIKO EKTUKTNG AVAYKNG
Métpa £KTOKTNG OVAYKNG : ATONOKPUVETE TO TEPLTTO TPOCOTIKO.
I'a aropa mov Tpoceipovy TpATES foriOsieg

E&omhopdg mpoctaciog : Mnv erepPaivete ywpig katdAinio eEomhiopd. o nepiocdtepeg TANpo@opieg avatpéste oTnv
evomta 8 :""Eleyyog tng ékbeong-Atopkn tpooctacia.

Na anopedyetar 1 Erevbépmon oto mepipdrrov. Epmodicte T €i6080 6T0VG 0mOYETEVTIKOVG 0y@YOVG 1) 6TO dNUOGLO SIKTLO VEPOL.

INa v amobnkevon : Amoppo@noTe T0 Pe £va adpavEG DAIKO Ko TOTODETHOTE TO G€ évav KATAAANLO meptéktn S1ébeong
amofANToV.
MéBodot kabapiopon : Eemhivete TI LOAMGUEVEG EMPAVELEG pe GpBovo vepd. Kabopiopog e anoppumavtikd.

Agite To Tunpa 13 yo tAnpogopieg oyetikd e m didbeon.

TMHMA 7: Xepiopoég kon amo0ikevon

Emmdéov kivdvvor katd v encepyocio : Eyxvopovotoeg kot Onialovoeg va pmv £pyovtal o€ Kopio EToQT 1e TO TPOidV.
ITpopuld&ers Yo acorn XEPIGHO 1 Amogevyete kaOe mepirt Ekbeomn. Dpovticte dOTE 0 YOPOG epyosiag va e&uepileTal GOOTA.
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Enrofloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

Métpa vylewng : Mnv tpdre, nivete M| komvilete, Otav ypnoponoteite ovtd to mpoidv. Ta poivouéve evévpora
epyaociag dev mpémet va Pyaivovy amd to ydpo epyaciac. [IMdvete ta xépla oag mpv omd kabe
£PYOOLOKO SIEAELO KoL LETE TO TENOG TNG EPYAGINGC.

7.2. ZovOnkeg a6Qaiovg QOLAENS, CUPTEPILONPAVOREVAOV TVYOV acvpfoToTiTOV

ZovOnkeg eOAagng : Amofnkedeton og KoAG aeplopevo xmpo. O meptéktng dwatnpeiton epuntikd KAEWTOG. AmoQevyeTe
™ (éotn Kot TV Gpecn nAlokt aktvoBolia.
YAkd cuokevaciog 1 AltnpioTe 6TOVG OPYLKOVG TEPLEKTES.

7.3. Ewdun} telukn xpion 1 p1oeis

Aev vdpyovv emmAov TANpoPopie

TMHMA 8: 'Eleyyog ¢ ék0eonc/atopiki tpoctacio.

8.1. [TapapeTpor eréyyov
Aev vrdpyovv emmAéov TANpoPopieg

8.2."Edeyyon ék0eong

Katarlinior pnyavikoi £heyyon

Katarlinior pnyavikoi éreyyon:
Ppovricte Gote 0 YDPog epyaciog va eEaepiletol cmoTd. TovnOmg amoTeital GHGTNLL YEVIKOD UNYOVIKOD EEQEPIGLLOD TOV YDPOV. LTO HETPO TOV SLUVATOD M)
APNOT TOV TPOIOVTOG TPEMEL VaL YIVETOL GE EPYUCTNPLUKT YOAV).

ATOPIKOG TPOOTATEVTIKOG EEOTTAO NG

IIpootucio TOV HOTIAOV KOL TOV TPOGAHTOV

Mpootocio 0@OIAN®V:

Dopdre cLoKeLT TpocTaciog Yo Ta pdtia. [Ipoostatevtikd yvaid pe TAdylo Tpootatevtikd. (EN 166)
Ipootacio Tov déppatog

Ipootacia Tov déppotoc:
Dopdre KOTAAANAO TPOGTOTEVTIKO povyicpd. Xprion og gpyaotipia : modid epyactnpiov. (EN 13034)

Ipootacio TV yePLOV:
Na popdte kordAAnia yavtue. [Ipoctatevticd yavto avOektikd og ynukd mpoiovra. (EN 374)

IIpootucio TOV AVATVEVGTIKOV 00DV

IIpooTusio TOV AVATVEVGTIKAOV 00(DV:
Xe mepintmon Tapaywyfig oKOVNG, PTCLLOTOWGTE TPOSTUTEVTIKY HAoKa 1e giktpo : P3

TMHMA 9: ®voikég Ko YNRUIKES WOOTNTES

9.1. Zroyyeia Yo Tig faGIKES QUOIKES KA YNMIKES 1O10TNTES

Duon KotdoTacm

APOLOL

Epodvion

Mopraxn palo

Oopny

Op1o oopng

Inpeio Eemg

Inpeio m&ewg

Inpeio Bpacpod
Evplextomta

Xopniotepo 6pio £kpnéng
Avdrtato 6pro ekpn&dmrag
Inueio avagregng
®gppokpacio avtavaereéng
Bgppokpacio arocvuvieong
pH

Yteped

1 Avokto kitptvo. Avoryto kitpvo.

Crystalline powder.
359,4 g/mol

Mn dwbéoyo

Mn dwbéoyo
~220°C

Mn dabéoyo

Mn dabéoyto

Mn dabéoyto

Aev 1oy0et

Agv 1oy0et

Agv 1oyvet

Agv 1oy0et

Mn dabéoyto

6,5 - 7,5 (1% Ydotucd dtdivpa)
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Enrofloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

Awiopo pH : Mn dwbéoipo
EMdeG, Kvepotikog (1) 1 Aev oydet
Awdvtomra : Nepo: <0,1 g/l
2uvTedeoTg KOTOVOUNG OE pelyHo N-0KTOVOANG/VEPOD : Mn dwbéoipo
(Log Kow)

Téon atumdv : Mn dwbéopo
Ilieon atpov oe Beppokpascio 50°C : Mn dwbéoipo
TTvukvoémta : Mn dwbéopo
TyETIKN TOKVOTNTO : Mn dwbéopo
ZYETIKN TUKVOTNTO 0TUAOV 6ToVG 20°C : Agv oydet
Méyebog copatidiov : Mn dwbéopo

Agev vrdpyovv emmAov TANPOPopieg

TMHMA 10: Xta0gpdtnTo Kot avIidpaoTIKOTNTO

Aev vdpyovv emmAéov TANpoPopie

Agev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrtdpyovv emmAéov TANPoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vdpyovv emmALov TANPOPOPies

TMHMA 11: To&koroyikég TANPOPOPIES

Oé&ela to&icodmra (amd oToOHATOS)
Oé&ela to&ucdmra (Seppotin)
Oé&eia to&ucdmra (avamvon)

: Mn ta&wopnpévos (Baoet tov dtabéciumv dedopévav, ta kprripta Ta&vopnong dev mAnpovvrat)
: Mn ta&wvounuévos (Baoet tov dtubéciumv dedopévav, ta kprripta Taévounong dev TAnpovvrat)
: Mn ta&wvopnpévos (EAdepatikd dedopéva)

Enrofloxacin (93106-60-6)

LD50 and tov 6tdpatog 68 0povpaiovg

5000 mg/kg

LD50 péom tov d€pPatog 68 KovvEAL

2000 mg/kg

AGBpmon ko epebiopog Tov d€ppratog

ZoPapn opbaipkn PAPN/epedionog

EvaisOntonoinon tov avomveustikod 1
guaieOntonoinon Tov déppratog
MetaAro&ryéveon yevWNTIKOV KUTTapOV
Koapkwvoyéveon

To&wodmTa 6TV avamopay®yn

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

pH: 6,5—7,5 (1% Ydotiko diédvpa)

: Ilpokaiel coPapd o@Baipcod epebiopo.

pH: 6,5 —7,5 (1% Ydatwkd didivpo)

: Mn ta&wopnpévog (Baoet tov dabéoiumv dedopévmv, ta kprmpia To&vopnong dgv tAnpodvral)

: Mn ta&wopnuévog (Baoet tov dtobéoipov dedopévav, ta kprrnpia ta&vounong dev minpovvan)
: Mn ta&wvopnuévos (Baoet tov dtabécimv dedopévav, ta kprripta Taévounong dev mAnpovvrat)

: Yronto yio mpdrinon BAAPng ot yovindtnto 1} 6o EuPpvo.
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Enrofloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

Ewdu to&uwcotnta ota dpyava-otoyovg (STOT) — : Mn ta&wopnpévog (EMeiparticd dedopévar)

epano ékbeon

Ewdu to&ucotnta ota 6pyava-ctoyovs (STOT) — : Mmnopei va mpokarécet BAaPeg ota dpyava (MvockeAeTIKO GG, KOPILOYYEWKO GVGTNLA,

emavelnupévn ékbeon VEVPIKO GOGTNUO, TEXTIKO GUGTNLLO, (VOGOTOUTIKO GOGTNLLM, OPYLC) VOTEPO. OO TOPATETAUEVT T
gmavelnupévn ékbgon.

Enucvduvotnta avappdenong 1 Mn ta&vounpévog (EAepatikd dedopéva)

Agev vrdpyovv emmAéov TANpoQopieg

TMHMA 12: Owoloyikég TApopopisg

Emiivduvo yia to vdativo meptBdirov, Bpayunpodbecpog : ITodd To&ikd yio Tovg VOPOBLOVG OPYAVIGHOVGC.

(0&bg)

Emkivduvo yo to vddtvo mepifdArov, pakporpddeopog : IToAd To&kd yio Toug vPOPLOVS 0pYAVIGUODG, HE HOKPOYPOVIEG EMTTMOCELS.
(xpoV10G)

Enrofloxacin (93106-60-6)

LC50 - Yapu [1] 79,5 mg/1 (96 @peg, Lepomis macrochirus (I'okalordoyapo)) (Ae dievkprviletar)

EC50 - Kapkvoedn [1] 0,0143 mg/1 (48 dpeg, Penaeus vannamei) (Ae dievkprviletar)

Enrofloxacin (93106-60-6)

AvOeKTIKOTNTO KoL IKOVOTNTO ATOdOUNGNG Toyfmg amodounoipuo

Aev vrdpyovv emmAéov TANpoPopieg

Agev vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpoPopieg

Agv vrdpyovv emmAéov TANpopopieg

Agv vrdpyovv emmALOV TANPOPOPIiES

TMHMA 13: Xtovyeio oyeTika pe tn 61d0gon

Agv vdpyovv emmA£ov TANPOPOpie

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

Yopeove pe ADR / IMDG / IATA
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Enrofloxacin for system suitability

Agltio Agdopévev Acpaleiog

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

ADR IMDG IATA
14.1. ApwOpoc OHE 1 ap@pdg tavtotnTog
UN 3077 UN 3077 UN 3077

14.2. Oweia ovopacia amostoric OHE

TTEPIBAAAONTIKA EINIKINAYNEX OYZXIEZ,
XTEPEEZ, E.A.O.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Heprypaei eyypaowv petagopds

UN 3077 IIEPIBAAAONTIKA EITIKINAYNEZ
OYZIEZ, XTEPEEZ, E.A.O., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S., 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Ta&n/-g1g KivdOvov KOTA TN PETAPOPE.

14.4. Opada cvokevaciog

I

1II

I

14.5. Ileprforrovtikn emKivovvéTnTo

Emwcivduvo yo to mepipdiiov: Now

Emcivouvo yuo to meptBdiiov: Not
MoAvoHoTIKOS TaPAYOVTAS Y0l TO VIATIVO
neppdiiov: Now
ApOudéc EmS (TTupkayid): F-A
ApOuodc EmS (Awppon): S-F

Emwcivduvo yio to mepipdiiov: Now

Aev vrapyovv emmAiéov dabéaies TAnpopopieg

14.6. Exdukég Tpo@uAa&els yia tov ypiotn

Eniyewo petagopa

Kddwag ta&vopnong (ADR)

Ewwég datdéerg (ADR)
Mepropiopéveg moodteg (ADR)
E&upovpeveg mocdteg (ADR)
Odnyieg ovokevaciog (ADR)

Ewwég datdéelg ovokevooiog (ADR)
Awtdéelg pektg ovokevacieg (ADR)

Odnyieg Yo popNTEG de&OUEVES KL EUTOPEVUOTOKIPATIOL

x0onv (ADR)

Ewwcéc dratdéers yio popntés deEapeveg Ko
eumopevpotokiPdTie 6NV (ADR)

Koduodg de&apevig (ADR)

Oynua yo petagopd deEapevig

Katmyopia petagopds (ADR)

Ewwéc datdéers yio ) petagopd - Kora (ADR)
Ewwéc dratdéers yuo t petagpopd - Xvdnv (ADR)
Ewwég datdéers yio t petagopd - Poptwon,
eKQOpTOON Kat xepopos (ADR)

ApBv avayvdpilong kwvdovou (Kéurep ApBu.)
Toptokoi dickot

Kodwods tepropiopdv yio onpayyes (ADR)

;. M7

. 274,335,375, 601
. Skg

. El
. P002, IBCO8, LP02, ROO1
. PP12,B3

. MP10

. T1, BK1, BK2, BK3

. TP33

. SGAV, LGBV
AT
: 3

. V13

. VC1,VvC2
: CV13

: 90

90
3077
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Enrofloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

petapopd pécm Boraoong

Ewduc mpopreyn (IMDG) 1 274,335,375, 966, 967, 969
Mepropiopéveg moodmteg (IMDG) : Skg

E&apovpeveg mocdmreg (IMDG) : El

Odnyieg ovokevaociog (IMDG) : LP02, P002

Ewducés datdéers ovokevaoiog (IMDG) : PP12

Odnyieg ovokevaoiog eunopevpotokiBotiov-de&opevav : IBCO8

(kddwcog IMDG)

Ewucés dataées IBC (IMDG) : B3

Odnyieg yio de€apevég (IMDG) : BKI1, BK2, BK3, T1
Ewducés drataéers v deEapevég (IMDG) : TP33

Katyopieg poptiov (IMDG) A

Amobnkevon ko yepopds (IMDG) : SW23

Evoépua petagopd

PCA E&upovpeveg mocdmreg (IATA) . El
PCA Tlepropiopéveg mocotteg (IATA) : Y956
Kabapn péyom mocdta yo mepopiopévn tocdémta  : 30kgG
EMTPETOLEVT Y10 EMPOTIYE AEPOCKAPT KO YLOL

aepookden petapopds poptiov (IATA)

Odnyieg ovokevaoiog ya emPatnyd agpookden (IATA) : 956

Kabapn péyiom mocdtnta yio emBatnyd aepookaen : 400kg

KO yuoL 0epockaen petapopds eoptiov (IATA)

Odnyieg ovokevaoiog LOVO Yol AEPOGKAPT LETUPOPES 1 956

poptiov (IATA)

Méyiot mocOTNTO. LETAPOPAG OTOKAEIGTIKG AT : 400kg

aepookden petapopds poptiov (IATA)

Ewwég dotases (IATA) 1 A97, Al1S8, A179, A197, A215
Kwdwkog ERG (IATA) : 9L

14.7. Oaldooreg petapopis yHony coppmva pe Tig Tpaters ron IMO

Aev 1oy0et

TMHMA 15: Xtorygio vopoOetikod yopoxtipa

15.1. Kavoviopoi/vopoOeoio 6yeTikd pe Tnv a6@arera, tTny vysio kou to nepifariiov yia Ty ovcia 1 To peiypo
kavovicpoi EE

Hapaptpa XVII tov REACH (IIpoimobéceig mepropiopov)
Aev nepthapfaveton oto Mapaptnua XVII tov REACH

Hapapmpa XIV 100 REACH (Katdroyog a.d£1060Tn61G)
Aev neptrappaveton oto Mapaptmuoa XIV tov REACH (Kotdhoyog adetoddtnomng)

Kataroyog vroyigiov overdv REACH (SVHC)

Aev nephapfaveton otov Katdroyo vroyneuwy ovoidv REACH

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

Aev nepthapfdveton otov Katdloyo ovstdv mov e&acbeviCovv to 6Cov (Kavoviopog EE 1005/2009)

Kavoviopiog tov Zvpfoviriov (EK) yia Tov £heyyo e1d®@v Simhig ypfiong
Aev nephappaveton otov Kavoviepd (EK) tov ZvpBoviiov yia ta £idn Sumhng xprions.

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

Aev Tepiéyet kapio ovaia(eg) mov nephappdvetarovtat) 6Tov KatdAoyo Tpddpopmv ovoldv ekpnktikdv (Koavoviopoc EE 2019/1148 oyetikd pe v epmopio Kot
™ xpHoN TPOSPOUMY OVCLOV EKPTKTIKDV)

Kavoviopog nepi mpodpopmv overdv vapkotikdv (EK 273/2004)

Aev mepiéyel ovoio(eg) mov mephappavetayovior) otov Kotdhoyo mpddpopmv ovetdv vapkatikdv (Kavoviopog EK 273/2004 oyetikd pe 11 TpOSpopes ovoieg
VOPKOTIKOV)
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Enrofloxacin for system suitability
Agltio Agdopévev Acpaleiog

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

15.2. A&oroynon ympuikng ao@aieloag

Agv vdpyovv emmALov TANPOPOPiEs

TMHMA 16: Alheg TAnpo@opisg

I\ peg keipevo ppacswv H ko EUH:

Aquatic Acute 1 Emucivduvo yio to vddtivo meptBdrlov — 0&0¢ kivduvog, katnyopiag 1

Aquatic Chronic 1 Emwivduvo yua to vddtvo mepifdAiov — Xpoviog kivduvog, katnyopiog 1

Eye Irrit. 2 ZoBapn o@Baipkn PAGPN/0pBatuikdg epediopdg, katnyopio 2

H319 Ipokaiel cofapd opOuipid epebiopo.

H361 "Yronto y mpdxinon BAAPNG otn yovidtta 1) 670 £UPpvo.

H373 Mmnopei va tpokarécet PAaPeg ota Opyova (MvooKkeeTIKd GOGTNHO, KAPILAYYELONKO GUGTNLLOL, VEVPIKO GOGTNUO, TEXTIKO

GUGTNUO, AVOGOTOMTIKO GUGTNA, OPXIC) VOTEPC OO TOPATETAUEVT 1) ETAVEIANUUEVT EKOEST.

H400 TToA) T0&1Kd Y1t TOVG VIPOPLOVG OPYAVIGHOVG.

H410 TToA) o€ Y1 ToVG VIPOPLOVG OPYAVIGHOVG, LE LAKPOXPOVIES EMATOCELG.

Repr. 2 To&wdmTa 6TV avorapaywyr, katnyopio 2

STOT RE 2 Edu to&ucotnta o Opyava-ctoyovs Votepa and exovelnupévn ékbeon, kotnyopia 2

Aghtio Agdopévav Acpareiog (AAA), EE

ATIOIIOIHZH EY®NHZX Ot minpogopieg mov mepiéyovtat 6g avtd 10 deAtio mpoépyovtar amd mnyég Tig onoieg Oempovue a&dmiotes. [apdra avtd, divovat
xopis Kapio eyyomon, pntm N dppntn, yio v akpifetd tovg. Ot cuvifkeg M ot pébodot xeptopov, amobnkevong, xpiong 1 ardPPYNG TOL TPOIOVTOG deV
VIOKEWTAL 6T S1KH pog €0OHVN Kot PITOPET Kat VoL NV EUTITTOVY Kot 6TIS appodtotTég Log. [''avtong Kot yio GAAoVG AdYoVS, omomotovpacte kabe evbovn o
TEPINTOON AMDAELNG, VAIKNG 1) XPNHOTIKAG {NUiog amd, 1 e 0TotodNmoTe TPOTO GUVOEVELEVT LE, TO YEIPIGHO, TNV amodnKevo 1) TN XP1oN TOL TPOIOVTOS. AVTO TO
Aehktio Agdopévav Acpaleiog cuvtdyOnke Kel TPETEL VoL XPNGULOTOLEITAL Y10 TO GUYKEKPLLEVO TPOTov. Edv to mpoidv ypnoiomoteiteat ©g cuatatikd GAlov
TPOTOVTOG, Ol TANPOPOPIES TTOV TAPEXOVTOL GG EVOEYETOL VOL UMV EIVOL EPUPUOGLUES. VTEG Ot TANPOPOPieS BacilovTal 6TIC TPEYOVGES YVAOGELS UG KOL
TpoopilovTal yio. vo. TEPLYPAYOLV TO TPOTOV OTOKAEIGTIKA Y10 AOYOVG VYELNG, o@aAelog Kot TEPPAAAOVIIKOV ATOITHOEDV. ZVVERMS, dgv Oa Tpénet va HewpnOet
OTL £YYVATOL OTOLOINTOTE GLYKEKPYLEVT 1O1OTNTOL TOV TPOTOVTOG.
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