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IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

K-FLOR 300 mg/ml gvéoipo didAvpa yio foogdn, mpodfata kot xoipovg

2.  MOIOTIKH KAI TTIOXOTIKH XYNOEXH
Kabe ml nepiéyet:

ApaocTIKO(G) 6veTOTIKO(E):

Florfenicol 300 mg

"Exdoya:
oroTiki) 60vOgon KOO OV KoL GAL®V gg::’:‘“ﬂ(;”"}?:“ﬂ ((:v o rgmpf)(pzpl,sg ow‘rs?m
GUGTUTIKDV TIHOVILKES Y10.T1] GOGTH XOpNYIoN T

KTNVWWTPLKOD QUPUUIKEVTIKOD TTPOIOVTOG

N-Methylpyrrolidone 250.0 mg
Propylene glycol
Macrogol 300

Awyég, xitpvo didhvua, yopic opatd coUATIOW.
3. KAINIKEX ITAHPO®OPIEX

3.1 Eiom {oov
Booe1dn, mpdPata kat yoipot.

3.2  Ogpomevtikég evosiEels Yo ka0g gidog {Mov

Booewon:
Ogpaneio TOV AOWDEEDMV NG AVOTVELOTIKNG 0000 ota Poogdr] Aoyw Mannheimia haemolytica,
Pasteurella multocida xon Histophilus somni, Baxtiplo evaicOnta otn eAOp@eVIKOAN.

[pdPara:
Oepomeio TV AOUDEED®Y TG OVATVEVLGTIKNG 0000 TV Tpofatoctdav Aoyw Mannheimia haemolytica
wat Pasteurella multocida., Paxtipilo vaicOnTa ot AOPEEVIKOAN.

Xoipou
O¢pamneio 0Ee1dV EEAPGE®V TNG AVATVELCTIKNEC VOGOV T®V YOlp®V TOV TPOKAAEITUL 0d GTEAEYN TOV
Actinobacillus pleuropneumoniae ko Pasteurella multocida, Boxtiplo evaicOnta 6T QAOPEEVIKOAN

3.3  Avrevositeg

Noa pnv xpnopomoteitor 6€ EVAAKOUG TaDPOLS Kol KPLdplo Tov Tpoopiloviol Yo ovomopoymykong
GKOTOVG,

Na unv yopnyeiton 6€ KATPovg Tov TpoopilovTal Yo ovVamTopaywymn.

No unv ¥p1oILOTOLEITAL GE TEPTTMOGELC VIEPELOICONGING GTO dPAGTIKO GLGTOTIKO 1| GE KATO10 aTd Ta
£Kdoy0L.



3.4 E101kéc mpoELdOTONGELS

Mnv vrepPaivete tn cuvict@peyT d00T Bepameiog N TN cvvicT®peVN didpkela Bepaneiog.
3.5 Idwitepeg mpo@uraters Katd TN yp1on

AVT0 TO POPUAKEVTIKO TPOTOV eV TEPIEYEL KAVEVH OVTIUIKPOPLOKO GUVTIPNTIKO.

[dwritepec TpouAGEELC Yia TV 0c@OAN ¥prion ota £i0n (dhmv:

H aopddeia tov mpoidvtog dev Exel tekunplmbel oe mpdPata nhikiog KATm TV 7 BSOUAd®V.

Na pnv ypnowponoteital og xoipidia Pépovs Kdtw Tmv 2 KI®V.

H ypnon tov knviatpikod @oppakeutikov tpoiovtog Ba mpénet va Paciletor oe dokipég evaicinoiog
Baktnpiov mov &yovv amopovwbel and 1o {®o. Edv avtd dev givon duvatd, n Bepaneio Bo npémel va
Baciletar og TOoMUKEG (TEPIPEPELNKO, EMIMESO EKUETAALEVLGTC) EMOTLUOAOYIKEG TTANPOPOPIES GYETIKA UE
v evauctnoio Tov Paktnpiov-cTtoy®V.

O emionpeg, eBVIKEG KOl TEPLPEPELOKES AVTILUKPOPLOKES TOAITIKEG Oa TpEmel va AauPavovTol vToy
K0T TN XP1NOT| TOL TPOTOVTOC.

Xpnon tov TpoidvTog mov TapeKKAIVEL TV 0dnyidv mov meptiapfdavovtor otny IIXIT evééyeton va
avénoel T ovyvotnTe, EUPaviong Paxtnpiov avOeKTIKOV oTn EAOPQEEVIKOATN Kol VO UEIDGEL TNV
AOTELEGUATIKOTNTO TNG Oepameiag pe AGAAEG OUQEEVIKOAEG, AOY® TNG SLVOTOTNTOG OVATTLENG
StoTavpodpevng avleKTIKOTNTOG.

Idwaitepec Tpo@LAGEELC TOV TTPETel vo Aaudvoviol amd To GTOLO TOL YOPNYEL TO KTNVITPIKO
QOPUOKEVTIKO TTPOoidV o€ {ma.:

Av106 10 TPOTOV Pmopel va Tpokarécel vepevoictncia (addepyia). Atopa LE YVOOTH vIepevalcincia
OTNV QAOPQPEVIKOAY, GTNV TPOTVAEVIKY YAVKOAN Kol OTIS TOALOIOVAEVIKEG YAVKOAEG TpEmEL v
ATOPEHYOVV TNV ETAPT LLE TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

Amd epyootnplokés peAéteg oe KOLVEAD Kol opovpaiovg pe to €kdoxo N-peBvromvppoAirddvn
TPOEKLYAV OTOSEIKTIKA GTOLYELN EUPPLOTOEIKDY eMdPAcE®Y. Ot YUVOIKEC GE OVATOPUYMYIKT NALKIO,
ol &YKLEC YV-VOIKEG M Ol YUVOUKEG Y10, TIG OToieg Lmhpyel voyio OtTL givon €ykveg Oo mpémel va
YPTOULOTOLOVV TO KTN-VIUTPIKO QUPIOKEVTIKO TPOIOV LE 10104TEPT) TPOCOYN, MOTE VO, ATOPEVYETAL 1)
TLUYOLO VTOEVESDT

Xopnynote T0 KINVIATPIKO PAPLAKEVTIKO TPOIOV LLE TPOGOYN Y10 VO OTOPVYETE TNV TUYOIO CVTOEVEDT).
Y mepintmon mwov katd Adbog kdvete avtoéveot, (NTote auécmg TPtk GVUPoVAN kot deifte otov
10TPO TO PUALO 0ONYIDV XPAONG 1 TNV ETIKETA.

Av106 10 TIPOidV Pmopel vo TpokaAécel EpEOIGHO TOV FEPLOTOC KOL TOV HOTIOV. ATOQVYETE TNV EMAPT
TOV TPOTIOVTOC UE TO dEPOL T} T LATIO. XE TEPIMTOOT EXAPNG LE TO SEPLLA 1] TO LATLO, EETAVVETE OUECMG

Vv mpocPePAnuévn meployn pe apbovo kabapod vepo.

Av gppavicete countdOUoTo LETO amd Ekbeomn, Ommg deppatiko eEavOnua, avalnrorte wtpikn fondeia
Kot Tapte pali cag to EOALO 0dNYIDY ¥PNONG 1 TNV ETIKETA.

Idwaitepec TPOQLAGEELS Y10 TNV TPOGTAGIC TOV TEPIBEALOVTOC:

H yprion avtod 100 KTNVIATPIKoD QapUOKELTIKOD TPOTOVTOG UTOpEl va EVEYEL KIVOUVO Yia Ta yepoaio
QVTA, TO KLOVOPBOKTAPLOL KOl TOLG OPYOVIGUOVG DITOYELDY VOUTMV.



3.6 AvemOounta copfavra

Booeon:

[ToAv ondvia Avaevro&io

(<1 oo / 10.000 vro Oepamcio (ha, | Avope&ia (ueimon g Opeing) kot yaAopd kdémpava'. *
CLUUTEPILOUPAVOUEVOV TOV dAeypovn 6to onueio g éveonc?.
LELOVOLEVOV OVOPOPDV):

' Ta, {dha mov vroPAidnkay oe Oepameio avapp@VoOLY YpRYopo. Kot TARPOG UETE TOV TEPUOTIGUO THG
Bepamneiog.

2 H @heypovh epupéver yia 14 nuépec, pmopei va mopatnpndel petd omd evSopnikhy kol vrodopia
YOpNyNomn 1ov TpoidvIoc.

[IpdPata:

[ToA0 omdvia Avope&ia (peimon g 6peéng) 3

(<1 Loo / 10.000 vro Oepancio (bo, | PAeypovn oto onueio g éveonc?.
CUUTEPILOUPAVOUEVOV TOV
LELOVOLEVOV AVAPOPDV):

3 Ta {do. mov vroPAROnkav o Oepancio avappdvoLY YpRyopo Kot TAP®G HETE TOV TEPUATIOHO TNG
Bepamneiog.

* Mropet va mapatnpnOei petd v ev8opvikh xopRynon tov mpoidvtog. Tvvnbwc, sivar fma kot
Tapodtkn. Mmopel va empetvel Eog Kot 28 nuépeg

Xoipot:

[ToAb cvyva [Mapodikr| dtbppota koM TpoKTIKN Kot 0pOkn dtoTopoyn

r r . r 5
1 Lo / 10 vr6 Oepansia Lba): NOS (repimpoktikd Kot opdikd ephonuo/oionua)’.

YrepBeppia (40°C) mov oyetileton gite pe pérpla
KOTAGTOM gite pe pétpio duoemvoto, 6.

[ToAb omévia Oidnpa oto onueio g éveong .

(<1 oo / 10.000 vro Oepameio (ha, | Pheypovi 6to onueio g éveong ®.
CUUTEPILOUPAVOUEVOV TOV
LELOVOUEVOV OVAPOPDV):

> Avtég ot avtidpdoelg sivar ouvi0elg mapatnpodueveg avembounteg evEpPYELES, Ol omoieg pumopel vo
gmmpedoovy 10 50% tov (dov. Mropovv vo, tapatnpnovv yio pia efdoudda.

6 Avtég ot avtidpaoelg mapatnpridnkav og tepinov 30% twv yoipov mov ElaBav epaneio o efdopdda
N TEPIOGATEPO UETA TN YOPNYNON TNG OEVTEPTG OOONG GE GVVONKES EKTPOPTG.

" Mmopet vo topatnpnOei yio £og kot 5 nuépeg.

8 Mropet vo mapatnpnOei yio £og kat 28 nuépeg.

H avagopd avembountov coppdviav eivar onpavtikny. Exitpénel tn cuveyn mapakolobOnen e
ACQAAELNG EVOC KTNVIOTPIKOD OPUAKEVTIKOD TPo1dvTog. O avapopEés TPEMEL VO ATOGTEALOVTOL, KATH
TPOTIUNOT LECH KTNVIATPOV, EITE GTOV KATOYO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTIKO OVTITPOGMITO
Tov gite otV €Bvikn apuddia apyn HEc® Tov EBVIKOD cLaTHLATOC ovapPopds. Avatpéte emiong otV
TEAEVTAIO TTOPAYPOPO TOV PVALOVL OO YUDV YPNONG Y1l TAL OVTIGTOLYO GTOLYEID EMKOVOVING.

3.7 Xpion katd TV KON61, T YoAOVYiR 1] TNV ®OTOKIM

H aopdleia Tov kviaTpikod QopROKEVTIKOD TPoidvTog dev £xel Tekunplmbel og boogdn, Tpdfata
Kol oipot. Katd Tn S1dpKeL TG KUMONG, TNG Yolovyiag, Tng wotokiag 1 o€ {da mov Tpoopilovral yia
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avamopa-yoyn. Meléteg og melpoapotdlma dev amokaivyav evOeiEels epPpvo- i epPfpuoTo&ikon
SLVOULKOD Y10 T QAOPPEVIKOAT. ATO £pYACTNPLOKES LEAETEC GE KOVVEALD KOl 0POVPAIOVG LLE TO
£K60y0 N-pefvAomuppoAldoVN TPOEKVYAV OTOJEIKTIKG GTOLYEID EUPPLOTOEIKDY EMOPACEDV.
XpNGILOTOGTE TO LOVO GOUGMVA UE TNV EKTIUNGT 0QELOVG/KIVODVOL amtd TOV LITEVOVLVO KTIVINTPO.

Tovwomro:
Mnv xpnoiponoleite 6 EVIAMKOVS TADPOVGS, KPLpAKLo Kot ayployohpovva Tov mpoopiloviol yia

avamapoyoyn (PA. evotnta 3.3).

3.8 Alnremdpdosig pe GAla QUPROKEVTIKG TPOIOVTO KUl GALES pOPPEG alinieniopaocng
Agv givon yvooti kopio.

3.9 Odoi yop1ynong kot 60coroyia

Booegdn): Evdopikn 1 vtodopia xoprynon.
IIpdPata kar yoipot: Evdouvikn yopnynon

lNo Oepaneia
Boogwon:

Evdopvikn 086g: 20 mg eropeevikoingkg copatikod fapovg (t1codvvapo pe 1 ml tov mpoidvrog/15 kg
coOUoTIKOD Bdpovc) yuo yopnynon 800 eopég pe 48 dpeg dapopd petald Tov dVo dOGEMY Kal ¥pNomn
Belovag 16 gauge.

Y7rodopia 006¢: 40 mg proppevikoAngkg copatikod Bapovg (toodbvapo pe 2 ml tov Tpoidvtog/15 kg
cOUNOTIKOD Bapovg) Yo epdmaé yopnynomn ue ypnomn Perdvog 16 gauge. O Ooykog TG 06GNE 7OV
yopnyeitan oto exdotote onpeio éveong dev mpénet va vepPaivel Ta 10 ml.

H éveon mpémet va yopnyeitor povo otov Tpdymio.

[IpdPara:

20 mg @AoppevikoAngkg copotikod PBapovg (toodvvapo pe 1 ml tov mpoidvrog/15 kg copatikon
Bapovg) pe evdouvikn €veon MUEPTCI®MG Yo TPELG cvvexouevee nuépes. H yopnyovuevn ddon ava
onueio éveong dev pémetl va vrepPaivet Ta 4 ml.

Xoipou

15 mg ploppevikdingkg copatikod Bapovg (toodvvapo pe 1 ml tov mpoiovrog/20 kg copatikon
Bapovg) péowm evOOUVIKNG EVECTIG GTOV UL TOL TPAYNAOL TOL AoV 000 QOPEC UE UECOSIACTNUA
48 opav kot ypron Perdvag 16 gauge.

H yopnyovpevn d6om ava onueio £veong dev mpémet va vepPaivet ta 3 ml.

I'a evdopvikn ypnon, cvvictdtol 1 Oepaneio Twv {Oov oto TpOLN 6TAd10 TG VOoOL Kot 1 a&loAdynon
g avtamokpilong otn Oepaneia evioc 48 wpdv amod T devTepn £veot). AV Ta KAMVIKA GUUTTOUOTA TNG
QVOTTVEVGTIKNG VOOOU EUPEVOVY 48 DPEG LETA TNV TEAELTAi Eveo), 1 Oepaneio Oa mpémet vo, aAhalel
UE XpNoT GAAOVL GKEVAGHOTOC 1| GAAOL avTIBloTiKoD Kot Vo cuveyiletal Emg OTOV VITOYMPNIGOVY TA
KAWVIKG GUUTTOUOTOL.

2KOLTIOTE TO IO TPOTOV AVTANGETE KAOE dOOM. XPGLOTOLEITE GTEYVT], AMOGTEIPWUEVT] BeEAdval Kot
oopyya.

IMa va dtaceoriletat n cwot) docoAoyia, T0 couatikd Bapog Oa tpénetl va kabopiletal 660 To dvuvaTov
aKPIPECTEPO TPOKELEVOD VO OTTOPEVYETAL 1) YOPTYNON UIKPOTEPNG dOGMC.

Kabmg dev mpémetl va yivetar didTpnon tov eroidiov Tave omd 20 popég 6T TEPITT®OT TOV PLAdion
tov 100 ml kot 40 popég otn nepintwon tov eroAdiov Tov 250 ml, o xpnoTng TpEnel va eMALYEL TO
KaTaAANAOTEPO péyefog @laAdion coupmva pe 1o ved Bgpomeio €idog ot6)0. Otav vrwoBdiiovtal
TaTdOYpova o€ Bepomeio opddeg {O®V, YPNOIYLOTOIGTE pia BEAOVa avappdENong oL £xel TomobetnOel
0TO TOUO TOV QLOALGIoV ®ote va omoeevyfel 1 vmepPolikn didtpnon tov modpatoc. H Peldva
avappOENoNG TPETEL VO apalpeiTol Letd ) Oepaneia.



3.10 ZvprtOpote vIEPOOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTICNG KOl AVTIOOTH)

210 Poogldn, pmopel va epupaviotel peimon G Katavalmoong Tpoepns Kot Tapodikd yaloapd KOTpava
KaTd TN ddpketo Tng meptodov Bepaneioc. Ta {da mwov vrofAndnkay o Bepancio avappdvoLvy ypryopa
Kol TANPOG LETE TOV TEAOG TNG Oepameiag.

210 mpoPata Emerto amd yopnynon 3mAGGIOG SO0MNG M KOL TEPIGCOTEPO OO TI| GUVIGTAOUEVN,
mapotnpnke mopodikn pelmon g KatavdA®ong Tpoeng kot vepov. EmumAéov dgvtepoyeveig
avemBounteg evépyeleg mov onpueldOnkay tepteAdpupavay avEnuévn cuyxvotnta epeaviong Anbapyov,
amicyVaoTg Kol YOAoPOV KOTPAvVOV.

KAion tov kepohod mapatnpnOnke petd tm yopnynon 000mng STAGCIHGUTO TN GUVIGTOUEVY] Kot
BeopnOnie 0Tt Katd oo TOavOTNTA 0PENOTAY GE EpeBIGO TOV omueiov TG Eveon.

Xoipot émetta amd yoprynomn 3mAaciag 600mG 1 Kot TEPIGTOTEPO OO TN GLVIGTMLEVT, TOPATNPNONKE
Helmon TG KATOVAAW®GNG TPOPTIS, TNG EVVOATOGTNG Kt TG TPOSANYNS Pépoug.

"Emeita and yopiynomn StAdciog d6omG 1 Kot vynAOTEPNG OO TN GUVIGTMUEVT, £XEL EMioNG oNueElmOE]
€UETOG.

3.11 Ewwoi nepropiopoi p1ong Ko £101Kkég cuvOKes ypfione, coprepriapfavopévov
TEPLOPLOUAV GTI] YP1NGT] GVTLIKPOPLOKAV KUl UVTITOPUGLTIKAV KTNVINTPIKOV
PUPUUKEVTIKOV TPOTOVTMV TPOKELREVOD VO, TEPLOPLOTEL 0 KivOLVog avamTvEng
avOEKTIKOTNTOG

H ypfion tov KTnviatpikod QoppoaKeuTikod mpoiovtog Ba npénel va Paciletal o dokipuég evarstnoiog
Baktnpiov mov £yovv amopovbel and o (®o. Edv avtd dgv sivar duvatod, n Oepameio 0o mpémel va
Baciletan oe TomuKég (TEPLPEPEINKO, EMIMESO EKUETAAALEVLGTC) EMONLOAOYIKEG TANPOPOPIES GYETIKA LE
v vactncio tov Paktnpiov-ctdy®v.

O emionpec, eBviKég Kot TEPLPEPELOKES AVTIUKPOPLaKES TOATIKES Ba Tpémel va Aapfdavovtol vToy
KOTA T (PNOT TOL TPOTOVTOG.

Xpfion tov TPoidvVTOg OV TAPEKKAIVEL TV 0dNydV mov Ttepilapfavovtar otny IIXIT evoéyeton va
avéNoel T ovyvotnta eueaviong Paxtnpiov avlekTiKdOV ot EAOPEEVIKOAN Kol VO, UEIDGEL TNV
AmOTELEGUATIKOTNTO TNG Oepameing pe AGAAEG OUEEVIKOAEG, AOGY® TNG SLVOTOTNTOG OVATTLENG
SLOOTAVPOVUEVNG AVOEKTIKOTNTOG,

3.12 Xpdvor avapoviig

Kpéog kot edddyuot 1otoi::

Boogion evoopikn ypnon (20 mg/kg copatikod Bapovg, 600 Popég): 30 nuépeg

vrodopla xpnon (40 mg/kg copatikod Bapovg, dHo Popéq): 44 nuépeg
[IpoPata 39 nuépeg
Xoipot 18 nuépec
I'éra:

Agv emupémetol 1 ypHon o€ yohokTomopay®ywkd (do To omoio mapdyovv yOAo Yoo avOpdmivn
KaTovAA®oT, copmeptiapfovouévav tov eykvov (dwav ta onoio tpoopifovtal va Tapdyovv yoio yio
avOp®OTIVY KoTavIA®ON.

4. DOAPMAKOAOI'IKEYX IAHPO®OPIEX
4.1 Kmodwkég ATCvet: QJO1BA90O

4.2 DoppoKodVVOUIKI

H @lopeevikodn eivar éva ouvOetikd ovTiflotikd €vpEéog PACUATOS OTOTEAEGUATIKO EVOVTL TOV
neplocOTEPOV OeTIKDV Katd Gram kol apynTIKOY Kot Gram opyaviGU®Y OV OIOUOVMOVOVTOL A0 T,
owootta {oa. H ploppevikdin evepyel avaoTEAAOVTAG TNV TP®TEIVIKT obVOeoT og procoukd eninedo
ka1 givar Baktnplootatiky). Epyaotnplokol éheyyol (in vitro) €govv deiel 0Tl | GAOPPEVIKOAN Etvar
OpOOTIKN] KOTA TV CLYVOTEPO OMOHOVOVUEVODV Poktnplokdv mafoyovov mov gufdvoviol yuo Tig



OVATVEVOTIKEG VOoOVC e mpoPatoctdon Kot Pooegdn}, ta omoio. mepthapfdvovv ta Mannheimia
haemolytica, Pasteurella multocida, evo Yo ta fooeldn| kon to Histophilus somni.

Epyoomplaxég doxiég (in vitro) éxovv Ocifel OTL M QAOPQEVIKOAN €lval dpaCTIKY £VOVTL TOV
Baktnplokdv wafoyoveov 7OV ATOPOVAOVOVTIOL GUYXVOTEPO OTIG OVOTVELOTIKEG VOCOUG TV YOip®V,
ocopmepthappavopévev tov Actinobacillus pleuropneumoniae xon Pasteurella multocida.

H o¢Aoppevikodn Oempeitor Poktnprootatikdc mapdyoviag. Qotdco, in vitro UeAETEG 1TNG
OAOPPEVIKOANG KATOOELKVOOLV POKTNPLOKTOVO dpdom évavtt twv Mannheimia haemolytica, Pasteurella
multocida kon Histophilus somni.

H avBektikdmrta 611 @AopeevikOAn ogeiletal Kuplog 6TV TAPoLGio EWIKOV aVIAOV ekpong (TT.y.
florR) 1} moAhamhdv vrootpopdtov (.y. ActAB-TolC). Ta yovidia mov avTieToryodV 6€ aVTOvG TOVG
UNYOVIGHOVE KOOIKOTOLO0UVTOL GE YEVETIKA GTOYELN OTT®MG TAOCUION, TpaveTolOVio 1) KOGETEG YOVIdi®V.
Eivar duvatn 1 dlactavupovpevn avOeKTIKOTNTO UE TN YA@PAUPeVIKOAN. To yovidio floR kot ta avaioyd
OV €YOVV gvIOmIoTEL KVpiWG 68 gram-apvnTikd Poktiplo, eved T GAAA yovidia avBekTikOTnTag £X0VV
aviyvevbel kupimg og Betikd katd Gram Poktiplo.

Mo v elopeevikOAn GTNV AVOTVELGTIKN) VOcO TV Poosdmv Yy Mannheimia haemolytica,
Pasteurella multocida and Histophilus somni ta 6pia evoanctnciog CLSI (CLSI-2018) givat: evmabn <
2 pug/ml, evordpeca 4 pg/ml ko avOektikd > 8 pg/ml.

INo v ehopeevikOAn GTNV OVATVELGTIKY] VOO TV Yoipwv yw Pasteurella multocida to Opwo
evaioOnoiag CLSI (CLSI-2018) etvor: gvmadn| < 2 pg/ml, evdidpesa 4 pg/ml kot ovBextikd > 8 pg/ml.

43 @oppoKoKIVTIKY

Boogwon:

H evdopvikn| éveon otmn cuvictdpevn 06on tov 20 mg/kg Statnpel amotelecpatikd eninedo 6To aipo
TV fooeddv Yo 48 dpec. H péyiom péon ocvykévipwon otov opd twv 3,37 pg/ml (Cmax) Aappdvet
yopa otig 3.3 dpeg (Tmax) petd tn yopnynon g 06onc. H péon cvykévipmon otov opod 24 dpeg LETA
N yopnynon g 66ong frav 0.77 pg/ml.

H yopnynon tov mpoidviog pécm tng vTodoplog 0000 OTN GUVICTOUEVT] docoioyia tov 40 mg/kg
dwatnpel anotelecpoTikd enineda oto aipa Tmv Poogddv (dnh. Tave amd v tiun MICy tov Kuplov
avamveLoTIK@OV Taboyovev) yo 63 opec. H péyiom ovykévipoon tov 5 pg/ml mepinov otov opd
(Cmax) Aoupaver yopo mepimov otig 5.3 mpeg (Tmax) petd ) yopnynon tg 66ong. H péonm
GUYKEVTPMGT 6TOV 0pd 24 dPeC LETE TN YopNynom g 60omng eivar tepimov 2 pg/ml.

O appovikdg Hécog ypodvog Nuimng amopdikpuveng frav 18.3 dpec.

[IpoPara:

Metd amd apyikn evoopviKy xopnynon eropeevikoing (20 mg/kg), n péon Héylom GuyKEVIpmoN TV
10.0 ug/ml otov opd emitvyydveral 1 mpa apyotepa. ‘Emeito amd v tpitn evéouvikn yopriynon, n
uéylotn cuykévipoon tov 11.3 ug/ml etov opd emrvyydveror Exetta omd 1.5 dpa.. O ypdvog nulong
amopdkpuveng vroloyiotnke otic 13.76 £ 6.42 opec. H frodiabeciudtnta ivar tepinov 90%.

Xoipou

Metd amd apyikn evOOULIKT XOP1YNOT GAOPPEVIKOANG, UEYIGTES CLYKEVIPOGELG GTOV 0pO peTaly 3.8
kot 13.6 pg/ml emrvyydvovion 1.4 dpeg apydTEPO KOl 0L GUYKEVTPDOGELG EEAVTAODVTOL [1E LEGO TEAMKO
xpévo nuilong 3.6 opov. ‘Encita amd o de0Tepn EVOOUVIKT XOPTYNOT, LEYIGTEG CLUYKEVTPMDGEIC GTOV
0p6 petalo 3.7 kon 3.8 pug/ml emrvyyavovral 1.8 dpeg apydtepa. Ot GUYKEVIPDOGELS GTOV 0pO TEPTOVY
Kéto ond To 1 pg/ml, v Ty MICq yia ta oToygvopeva yoipela Taboyova, 12 Emg 24 dpeg PHeET TNV
gvoopikn yopnynomn. Ot GUYKEVIPAOGCEL PAOPPEVIKOANG TTOV EMLTVYYGVOVIOL GTOV TVEVUOVIKO 10TO
AVTIKOTOTTPILOVV TIG GUYKEVIPAOOELS OTO TANGUO, LE OVOAOYIO GUYKEVIPMOTG TVEVLOVA/TAAGHLOTOC
mepimov 1.

‘Emterta amd yopnynon o€ x0ipovg HEcm TG VOOUVIKNG 0500, 1| PAOPPEVIKOAN ATEKKPIVETOL TOXEMG,
Katd Kupro Adyo ota ovpa. H ploppevikdin petaforileton extevmg.



Heprpariovtikég 1010TNTES

H @Aopoevikorn sivor To&ikn yuo To xepoaio pUTA, To KLOVOBUKTAPLO KOl TOVG OPYUVIGHODS TOV
VIOYELOV VOAT®V.

5.  ®APMAKEYTIKA XTOIXEIA
5.1 Kopiec aocvppotoTnteg

Adyw EAAelYNG HEAETMOV GUUPATOTNTOC, TO TUPOV KTNVIOTPIKO QUPLOKEVTIKO TPOioV Ogv TPETEL VA
AVOUELYVOETOL e GAAD KTNVIOTPIKE POPUOKEVTIKG TPOTOVTA.

5.2 Awpkewa {ong

Augpxeto oNG TOV KTNVIOTPIKOD (OPUAKEVTIKOD TPOIOVTOG GOUPMVA LE TN GLoKEVAGiN TdAnong: 30

Hnveg
Avdpxera {ong LETE TO TPOTO AVOLYUA TNG GTOYEIDOOVS GLGKELOCTNG: 28 MUEPES

5.3 Iowitepeg Tpo@uAaiels katd T POAAEN TOV TPOiIdVTOG

dvidocoete T0 PLOAid0 oTo EEMTEPIKO KOVTI Y10l VO, TO TPOGTUTEDGETE ATO TO PG,
Agv vapyovv €101KEG 0dMYieg S1oTHPNONG Y10 AVTO TO KTNVITPIKO PUPUAKEVTIKO TPOTOV.

5.4 ®von ko 6OVOEGT TNG GTOLYELDOOVS CVGKEVUGING

Duorido (COEX) PP/HV/EVOH/HV/PP yopnrtikotntoag 100 kot 250 ml kheicpévo pe ELaotikd oo
Bpopofovtvriiov Tomov I kot cEPAYIGUEVO WHE OTOCTAOUEVO TOUO OTO CAOVUIVIO/TAOCTIKO
GLUOKEVAGLEVO YWPLOTA GE XEPTIVO KOVTL.

Mevén cvokevocioc:

Xdaptvo kovuti mov mepiéyel 1 prokidio twv 100 ml
Xdaptvo kovuti mov mepiéyel 1 prokidio twv 250 ml
Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.

5.5 Ewwkég mpo@uAagels amoppyng vog un yPGLHOToI0EVTOg KTVIOTPIKOD QUPUOEKEVTIKOD
TPOIOVTOG 1] GALOV VAKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1GT TOV TPOIOVTOGS, UV VITAPYOLY

Ta pdppoxo dev TPEMEL va. OmMOPPITTOVTOL HEGH TOV AVUATOV 1] TOV OIKIOKOV AmofATOv

To KINVIATPIKO PAPUAKEVTIKO TTPOTOV OEV TPETEL VO, EIGEPYETAL GTOV VOPOPOPO 0pilovTa, EVOEYETOL T
QAOPPEVIKOAN Va glvar emkivouvn yio Tovg 1xBeic kat dAAovg VOPOPLOVE OPYaVIGHODG.
XPNGILOTOGTE TPOYPALLATO ETIGTPOPNS POPUAK®V Y10 TV OTOPPIYT| U1 XPNOLOTO0EVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®VY OV TPOEPYOVTAL amd TN (PO TOVG
GUUPMOVO, LLE TIC TOTIKEG TOITNOELS KOt UE TUYOV EOVIKA GLUGTAOTO GLAAOYNC TOV 1GYVOVY Y1d TA
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX
Laboratorios Karizoo S.A.

Poligono Industrial La Borda - Mas Pujades, 11-12,

08140 Caldes De Montbui (Barcelona), Spain

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

CY: CY00873V



8. HMEPOMHNIA ITPQTHX EI'KPIXHX
Huepopnvia Ing éyxpiong
CY: 12/09/2022

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

04/2025
10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKOQN ITPOIONTQN

Na yopryeital LOvov e KTNVIOTPIKE GLVTAYT].
Xopnynon vmo v emiPAEYN KTNVIATPOUL.

Aentopepeic TANPoeopieg Yo TO v AOY® KTNVIATPIKO QOPUOKEVTIKO Tpoidv givor dtabéoieg otn fdaon
dedopévov g EE yia o ktnviatpikd mpoidvra.



ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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HAHPO®OPIEX TIOY HPEITEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAYIA
{ Xaptivo KovuTi }

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

K-Flor 300 mg/ml evéciuo dtdivua

| 2. ILYNOEXIH LE APAXTIKH(EX) OYZIA(EL)

Kabe ml nepiéyet:

ApPUGTIKO GVGTUTIKO:
Florfenicol 300 mg

3. YYXKEYAXIA

100 ml
250 ml

| 4. EIAOX(H) ZQOY(QN)

Booe1dn, mpdPata kat yoipot.

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHZHX

Booegdn- Evéopikn 1 vmoddpia yopnynon.
[IpoPara kot yoipot- Evdopwikn yopiynon

| 7. XPONOI ANAMONHE

Xpovog avapovig:

Kpéog kot edddyuot 1otoi::

Boogion evoopikn ypnon (20 mg/kg copatikod Bapovg, 600 Popég): 30 nuépeg
vrodopla xpnon (40 mg/kg copatikod Bapovg, dHo Popéq): 44 nuépeg

[IpoPara 39 nuépeg

Xoipot 18 nuépec

I'éAa:

Agv emupémetol 1 ypHon o€ yohoktomopaymywkd (do To omoio mapdyovv yOAo Yoo avOpdmiv
KATOVAA®GT, cupTEPIAAUPOVOUEVOV TOV £YKVOV (DY Ta onoio Tpoopifovtal va Tapdyovy yoio yio
avOpdOTIVY KoTavIA®ON.

8. HMEPOMHNIA AHEHX

Exp.
Metd to mpadTo dvorypa ypnom £mg...
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9. EIAIKEX XYNOHKEX ATATHPHXHX

Dvidooete 10 PLOAdSI0 610 EEMTEPIKO KOVTI Y10l VO TO TPOGTAUTEVGETE QMO TO PMG.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX IIPIN AIIO TH XPHXH»

Awpdote 10 PUALO 0INYIDOV XPOTG TPV OO TN XPTION.

‘ 11. OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKNY YP1OM.

12. OI AEEEIX «<NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEITIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv ta mandid.

13. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Laboratorios Karizoo S.A.
Poligono Industrial La Borda - Mas Pujades, 11-12,
08140 Caldes De Montbui (Barcelona), Spain

14. APIOMOI AAETAY KYKAO®OPIAX

CY: CY00873V

15. APIOMOX ITAPTIAAX

Ioprtioa {apOuoc}
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

{@wridro}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

K-Flor 300 mg/ml evéciuo dtdivpa

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe ml nepiéyet:

ApPUoSTIKO GVGTUTIKO:
Florfenicol 300 mg

| 3. EIAOX(H) ZQOY(QN)

Booe1dn, mpdPata kat yoipot.

| 4. OAOI XOPHTHEHX

Booedn] - IM 1 SC yprion
[IpdPata kot yoipot - IM yprion
Awpaote 10 QUALO 0INYIDV XPNOTG TPV 0T TN YPNOT.

5. XPONOI ANAMONHX

Xpovog avapovig:

Kpéag kot edmdipot 1otoi::

Booegn evoopikn xpnon (20 mg/kg copaticod Bapovg, 600 Popég): 30 nuépeg
vodoplo xpnon (40 mg/kg couatikod Papovg, 600 Popéq): 44 muépeg

[pdPata 39 nuépeg

Xoipot 18 nuépec

I'aa:

Agv emTpéneTal 1) p1oT O€ YOAOKTOTOPAy®YKd (Do Ta omoia mapdyovy YaAa yio avOpdmTivn
KaTavaAmon, copmepthappavouévoy tov eykimv (dov Ta omoia Tpoopilovtal vo Tapdyovy YaAa yio
avOp®TIVY KoTavalmon

‘ 6. HMEPOMHNIA AHEHX

Exp. {uweeee}

Metd to mpdTo dvorypa ypnon £wg...

7. EIAIKEX XYNOHKEX AIATHPHXHX

Ddvidooete 10 QoA 6TO EEMTEPIKO KOVTI Y10l VO, TO TPOGTUTEDGETE OO TO MG,
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8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Laboratorios Karizoo S.A.
Poligono Industrial La Borda - Mas Pujades, 11-12,
08140 Caldes De Montbui (Barcelona), Spain

9. APIOMOZX ITAPTIAAX

Moprtioa {apOpog}
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG
K-Flor 300 mg/ml evécipo dtdivpa yro foogtdn, Tpofata Kot yoipovg
2. Xovleon

Kabe ml nepiéyet:

ApuocTIKO(G) 6v6TOTIKO(G):

Florfenicol 300 mg

"Exdoya:
IowoTiki) 60vOES EKOGYMV KO GALOV ?{3::):“(“ cva:C. on avot n)mpf)(popl'sg aoTES
CVGTUTLKGY TMPAVTIKES Y10 TN 60T Y0piiynon Tov

KTNVIWITPIKOD PUPPROKEVTIKOD TPOIOVTOG

N-Methylpyrrolidone 250.0 mg
Propylene glycol
Macrogol 300

Awyég, Kitptvo d1divpa, omaAAAYIEVO OO OpaTO COUATIOWL
3. Eion {oov

Booedn], mpoPara kot yoipot.

4. OepoamevTiKEg EvoEiEels

Booewon:
O¢pomeio TOV AOUDEEDY TNG AVOTVELGTIKNG 0000 ot fooedr] Adyw Mannheimia haemolytica,
Pasteurella multocida xon Histophilus somni, Baxtipilo evaicOnta ot eAOPQEVIKOAN.

[IpoPara:
Ogpaneio TV AOUDEEDV TNG AVATVELCTIKNG 0000 TV TPofatoelddv Aoyw Mannheimia haemolytica
wal Pasteurella multocida, Boxtiplo evoicOnta 6T EAOPPEVIKOAT.

Xoipot:
Oepomeio 01V €E£APCEDV TNG AVATVEVGTIKNG VOGOV TMV XOIp®V TOL TPOKUAEiTOL aTd GTEAEYN TV
Actinobacillus pleuropneumoniae xan Pasteurella multocida, Paxtipia gvaicOnta otn AOPPEVIKOAN

5. Avtevoeigeag

Noa punv xpnoonoleital 6 EVAAMKOVE TOOPOLS Kot KpLdpto Tov Tpoopilovtal Yio avamopayytkong
GKOTOVG,.

Na pnv yopnyeital 6€ KATPOLE TOL TPOOPILOVTOL VI OVATAPOYWYT.

Noa unv xp1oULOTOLEITAL GE TEPITTMOGELS VIEPELOICONGIOG GTO dPAGTIKO GLGTUTIKO 1) GE KATO10 amd Ta
£K60Y0L.
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6. Ewdkéc mpogridomonoels

Ewducég mpogidomomoerc:
Mnv vrepBaivete tn cuviet@peyT d0oT Bepaneiog N TN cvvicT®peVT didpKela Oepaneiog.

[dwitepec TpouAGEELC Yia TV 0cQOAN ¥pTon ota £i0n (dhmv:

H aopddeia tov mpoidvtog dev Exel tekunplmbel oe mpdPata nhikicg KATm TV 7 BSOUAd®V.

Na unv ypnoonoteital o€ xo1pidia Papove KAt Tmv 2 KImV.

H ypnon tov ktnviatpikod @oppakeutikov tpoiovtog Ba mpénet va Paciletor oe dokipég evaicinoiog
Baktnpiov mov &yovv amopovwbel and 1o {®o. Edv avtd dev givon duvatd, n Bepaneio Bo npémel va
Baciletan oe Tomucég (TePLpePEIKO, EMITESO EKUETAALEVLGNC) EMLONLOAOYIKEG TANPOPOPIES GYETIKA LiE
v evactncio Tov Paktnpiov-cTtoy®y.

O emiomnpeg, eBvIKEG KOl TEPLPEPELOKES AVTILUKPOPLOKES TOATIKEG Ba TPEmeL va AapuPavovTol vToy
KOTA T1) YP1OT TOL TPOTOVTOG.

Xpnon tov TpoidvTog mov TapeKKAvEL TV 0dnydv mov meptiapfdavovton oty IIXIT evééyeton va
avénoel T ovyvotnTe, EUPaviong Paxtnpiov avOeKTIKOV oTn QAOPOEVIKOAN Kol VO UEIDGEL TNV
AmOTELEGUATIKOTNTO TNG Oepameing pe GAAEG OUEEVIKOAEG, AGY® TNG SLVOTOTNTOG OVATTLENG
StoTavpodpevng avleKTIKOTNTOG.

Idwaitepec Tpo@LAGEELC TOV TTPEmel vo Aaufdvoviol amd To GTOLO TOV YOPNYEL TO KTNVINTPIKO
QOPUOKEVTIKO TTPOoidV o€ {ma.:

Av106 10 TPOTOV Pmopel va Tpokarécel vepevoiotncia (addepyia). Atopa LE YVOOTH vIEpevaIcHnGia
OTNV QAOPQPEVIKOAY], GTNV TPOTVLAEVIKY YAVKOAN Kol OTIS TOALOIOVAEVIKEG YAVKOAEG TpEmEL va
ATOPEHYOVV TNV ETAPT LLE TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV.

Amd epyaotnplokés peAéteg oe KOLVEAM Kol opovpaiovg pe to €kdoxo N-peBvromvppoirddvn
TPOEKLYAV ATTOJEIKTIKA GTOotKEln EUPPLOTOEIK®Y eMdpAce®Y. O1 YUVOIKES GE OVATOPAYMYIKN NALKIa,
ol &YKLEC YL-VOIKEG M Ol YUVOUKEG Y10 TIG OTOieg LApyEL voyio 6Tl givan €ykvec Oo mpémel va
YPTCULOTOLOVV TO KTN-VIOTPIKO QUPIOKEVTIKO TPOIOV LE 10104TEPT) TPOCOYN, MOTE VO, ATOPEVYETAL 1)
TUYOL0 OV TOEVESDT

Xopnynote TO KINVIATPIKO PAPLAKEVTIKO TPOIOV LE TPOGOYN Y10 VO OTOPVYETE TNV TUYOI0 CVTOEVEDT).
Xe mepintmon mov katd Adbog kdvete avtoéveot, (NTNoTe AUEcmS TPtk cupPovin kot deifte otov
10TPO TO PUALO 0ONYIDV XPNONG 1] TNV ETIKETA.

Av106 10 TPOIOV UmopEl Vo TPOKAAEGEL EPEOIGO TOV SEPLOTOC KOL TOV HOTIOV. ATOQVYETE TNV ETAPY
TOV TTPOTOVTOC e TO dEPLOL T} T LATIO. XE TEPITTMOT EXOPNC UE TO SEPLA 1 TOL LATLO, EETAVVETE OUECMG
Vv TpocPePAnuévn meployn pe apbovo kabapod vepd.

Av gpopavicete copntdpoTo HETA amd Ekbeomn, OTmg deppatikd eEdvinua, avalnorte wpikn fordewa
Kol whpte poli oag To @OAAO 00N YLDV YPONG 1 TNV ETIKETA.

Idwaitepec mpo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPEGAAOVTOC:

H ypnion autol T0v KTNvIaTpIkoy QapuaKeLTIKOD TPOIOVTOG UTOPEl va EVEYEL KIVOUVO Yia Ta yepoaia
OLTA, TO KLOVOPBOKTIPLOL KO TOVG OPYOVIGLOVG DITOYELOV VOATMV.

Eyxvuocbvn kot yorovyio

H aopdleia Tov kviaTpikod QopROKeDTIKOD TPoidvTog dev £xel Tekunplmbel oe boogdn, TpdPata
KoL Yoipot. Katd tn dtdpkela g KONoNG, TS YaAovyiag, Tng motokiag 1 o€ (da mov Tpoopilovtal yio
avamapo-yoyn. Meléteg o mepapatolma dev anokdAvyay evosi&elg epPpvo- 1 euPpvotosicon
SUVOIIKOD Y10 TN EAOPPEVIKOAT. ATO EPYACTNPLOKES LEAETEG GE KOVVEALD KO 0POVPOIOVS LE TO
£K60y0 N-pebvAomuppoAldOVN TPOEKVYAY OTOSEIKTIKG GTOLYEID EUPPLOTOEIKMY EMOPAUCEDV.
XpNGIUOTONGTE TO HOVO COUG®VA LE TNV EKTIUNGT 0QELOVG/KIVODVOL amd ToV LITEVBVLVO KTNVINTPO.

Tovom o
Mnv ¥pNCIILOTOLEITE GE EVAIKOVE TAPOVE, KPLopdKLa Kot ayployohpovva Tov tpoopiloviot yio

avamapoyoyn (PA. evotnta 5).

AMNAETIOPACEIC e GAAO QUPUOKEVTIKG TPOTOVTO KOl OAAEC LOPPEC OAMNAETIO paONC
Agv glval yvo ot Kopio.

18



2VUNTOUOTO VIEEPSOGOAOYIG (Kot KaTd TEPITT®OT, HETPA AVTIUETOMIONS Kol ovTid0To!)

2to Pooctdn, Umopel vo EUPOVIOTEL PElmOT NG KATUVAAM®ONG TPOPNG Kol YOAUPH KOTPAVA, KATA TN
duapkela g meplddov OBepaneiag. Ta {da mov vrofAndnkav ce Bepaneio avappdvovy ypriyopa Kot
TAMNPOG peTd tov Téog TG Bepameiog.

2t0 mpoPata Emerto amd yopnynon 06ong 3MAACOg M KoL TEPIGGOTEPO OO TI| GUVIGTAOUEVN,
mapoTnPeRoNnKe mOPodIKN pelmon NG KATUVAA®ONG TPoeng Kot vepov. Emumléov dgvtepoyeveig
avemBounteg evépyeleg mov onpeldOnkay teptehdpupavay avEnuévn cuyxvotnta eueaviong Anbapyov,
amicyVooTg Kol YOAopOV KOTPAvoV.

KAion tov kepahod mopatnpnnke petd ) yopnynon 60ong SmAGGG amd Tr GLVICTMUEVY] Kot
BepnOnie 0Tt Katd oo TOAVOTNTA 0PENOTAY GE €peBIGLO TOV omueiov TG EveonG.

Xoipot émetta amd yoprynomn d6ong 3TAACIOG 1| Kot TEPIGTOTEPO OO TN CUVIGTMUEVT, TOPATPNONKE
UEI®ON TNG KATUVAAWDGNG TPOPTS, TNG EVOOATOGONG Kot TNG TPOSANYNS Bépoug.

‘Enerta and yopnynon d6ong STAdciag 1) kot vymAdTePNS amd TH GUVIGTAOUEVY, £XEL EMioNG onuelwdel
€LETOG.

E1dikoi mepropiopol ypriong ko e1d1kég cuvOnKeg ypnong:

H ypfion tov KTnviatpikod QoppaKeuTikod mpoiovtog Ba npénel va Paciletarl o dokipuég evarstnoiog
Baktnpiov mov £yovv amopovbel and 1o (®o. Edv avtd dgv givar duvatod, n Oepameio 0o mpémel va
Baciletan oe TomuKéG (TEPLPEPELNKO, EMITESO EKUETAALELGTC) EMONLUOAOYIKEG TANPOPOPIES GYETIKA LE
v vactncia tov Paktnpiov-ctdyov.

O emionpec, eBviKég Kot TEPLPEPELNKES AVTIUKPOPLaKES TOATIKES Ba Tpémel va Aapfdavovtol vToy
KOTA T1) (PNOT TOL TPOTOVTOG.

Xpfion tov TPoidvVTog mOV TAPEKKAIVEL TV 0dNydV mov Ttepilapfavovtar otny IIXIT evoéyeton va
avéNoel T ovyvotnta eueaviong Paxtnpiov avlekTiKdOV ot EAOPEEVIKOAN Kol VO UEIDGEL TNV
AmOTELEGUOTIKOTNTO TNG Oepameing pe AGAAEG OUEEVIKOAEG, AGY® TNG SLVOTOTNTOS OVATTLENG
SLOGTAVPOVUEVNG AVOEKTIKOTNTOG,

Kopiec acvpPatdtnreg
Adyo EAdetyng HELETMOV GUUPATOTNTOC, TO TOPOV KTNVIOTPIKO QOPLOKEVTIKO TPOiOV Ogv TPETEL VAL
AVOUETYVOETOL e GALD KTNVIOTPIKE POPUOKEVTIKG, TPOTOVTO,

7 AvemO@opnta coppavra

Boog1dn:

[ToAv ondvia Avaevro&io

(<1 Lho / 10.000 vrd Oepameio (bo, | Avope&io (ueiwon ™mg 0peing) ko yaropd kompava!'.
CUUTEPILOUPAVOUEVOV TOV dAeypovn 6to onueio g éveonc?.
LELOVOUEVOV OVAPOPDV):

' Ta, {dha mov vroPAidnkay oe Oepameio avapp@VOLY YPRYOPO. Kol TARPOS UETE TOV TEPUOTIGUO THG
Oepameiag.

2 H eleypovr] eppéver v 14 nuépec, pmopel vo mopatnpndel petd amd evdopwiky kot vroddpia
YOPTYNON TOL TPOIOVTOC.

IIp6Para:

[ToAv ondvia Avopetia (ueimon g 0peéng) °

(<1 {oo / 10.000 vrd Bepancio (do, | DAeyuovn oto onueio g Eveonc?.
CLUTEPILAUPAVOUEVOV TOV
LELOVOUEVOVY OVAPOPDV):

3 Ta {do. mov vrofAnOnkav oe Oepameio avappdvoLY YpRyopo Kot TAP®G HETG TOV TEPUATIOHO TNG
Oepameiag.

4 Mmopet va mapotnpnOei petd v evSopvixh yopiynon tov mpoidvroc. Tvvndmc, sivar fma kot
Tapodtkn. Mmopel va empeivel Eog Kot 28 nuéPeg
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Xoipot:

IToAb cvyva [Mopodikn dtdppota KoM TPOKTIKN Kot 0pOikn drotapayn

7 7 , ’ 5
1 Lho / 10 vr6 Oepansia ba): NOS (nepimpoktikd Kot ophikd ephnuo/oionua)’.

YrepBepuia (40°C) mov oyetileton gite pe pérpia
KOTAGTOM gite pe pétpio duomvoto, 6.

[ToAv ondvia Oidnpa oto onpueio g éveong .

(<1 Lmo / 10.000 vrd bepameio {da, | Dreypovh 6to onueio g éveong 5.
oLUTEPIAAUPAVOUEVOV TOV
LELOVOLEVOV OVOPOPDV):

3> Avtég o1 avTIdpaoel eivol GLVABEIG TaPUTNPOVUEVEG OVETIOVUNTEG EVEPYELECS, Ol OmOieg pmopel vo
ennpedoovv 10 50% tov (dov. Mropovv va tapatnpnovv yio pia efdoudda.

6 Avtég ot avtidpdoeig mapatnpriOnkoy og nepimov 30% tov yoipwv mov fhafav epancio wa efdouddo
N TEPIGGOTEPO UETA TN YOPTIYNON TG 0€0TEPTG 0OGNC VIO GLVONKEG TTEdiOL.

" Mmopet vo topatnpndei yio £og kat 5 nuépeg.

8 Mropet va tapatnpndei yio £og kot 28 nuépeg.

H avagopd avemBountov coppdviov etvar onpoavtikny. Emtpénet tn cuveyn mopoakolovOnon g
AGPAAELOG EVOG KTNVIOTPIKOD POPUUKEVTIKOD TTPOidVTOG. Ot avapopEg TPEMEL VO ATOGTEAALOVTOL, KOTAL
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYXO TNG AOELNG KUKAOQOPIOG 1) GTOV TOTIKO OVTITPOGMTTO
TOV gite oV €Bvikn apuddio apyn LECH TOL E0VIKOD GLGTHNTOC avaPopds. Avatpéte emiong oty
TEAEVTOIO, TTOPAYPOPO TOV GVALOL OO YLDV YPNONE Y10 TA OVTIGTOLY O GTOLYEID, EMKOVMOVING.

8. Aocoloyia Yo kKG0g €i00g, TPOTOS KAl 0001 Yopnynong

Boog1dn- Evdouvikn 1 vwoddpa yopnynon.
[IpoPato kot yoipor- Evdouvikn yopnynon

"o Bepancia
Boog1dn:

Evdopwikn 086g: 20 mg eropeevikdoincgkg copatikod Bapovg (1codvvapo pe 1 ml tov Tpoiovrog/15 kg
COUOTIKOD Bapovc) mov yopnyeital 600 Qopég e pecodidotnua 48 wpav kot ypron Perdvag 16 gauge.
Ymodopia 066¢: 40 mg proppevikoing/kg copatikod fapovg (toodbvapo pe 2 ml Tov Tpoidvtog/15 kg
ocopatikod Bapovg) v € dmaf yopriynorn pe yprion Perdvag 16 gauge. O Oykog g d60NG MOV
yopnyeitar oto exdotote onpeio éveong dev mpénet va vepPaivel Ta 10 ml.

H éveomn mpénet va, yopnyeital Lovo otov Ttpdynio.

[pdPara:

20 mg eAoppevikoingkg copotikov PBapovg (1oodvvapo pe 1 ml tov mpoidvrog/15 kg copotikov
Bapovg) pe evdopvikn €veon muepnoimg Yo Tpelg cvvexoueves nuépeg. H yopnyovuevn d6on ava
onueio éveon|g dev pémel va vrepPaivet Ta 4 ml.

Xoipot:

15 mg ploppevikdingkg copotikod Papovg (toodvvapo pe 1 ml tov mpoiovrog/20 kg copatikon
Bapovg) HEcm EVOOUVTKNG EVECTG GTOV LV TOV TPUYHAOD TOV A0V dV0 QOPEG E LEGOIIOOTILLOTO TV
48 opav kot ypnomn Perovag 16 gauge.

H yopnyovpevn d6om ava onueio £veong dev mpémet va vepPaivet ta 3 ml.

IMa evéopvikn ypnon, cvvietdton 1 Oepamneio Tov (OmV 610 TPMOILO 6TAS10 TG VOGO Kot 1 a&loAdynon
g avtamokplong otn Oepameio evidc 48 opdv amod T devTEPN EvEST). AV TA KAVIKG GUUTTOUOTA TNG
QVOTVEVGTIKNG VOOOU EUPEVOVY 48 DPeG LETA TNV TELevTain Eveon, 1 Oepaneio Oa mpémetl vo, adlhalel
HE xpnor GAAOL GKEVAGHOTOG 1| AAAOL avTIBloTIKOD Kot Vo cuveyiletal £mg OTOVL VTOYMPNGOLVY Ta
KAWVIKG GOUTTOUOTOL.
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YKOVTGTE TO TAOUO TPOTOV OVTANGETE KAOE dOOT. XP1CLLOTOLEITE GTEYVY], ATOCTEPOUEVT BELOVA KoL
oopLyya.

INo va daceariletor N cmoth docoAoyia, To coUaTiKo Bdpog Ba tpénet va kabopiletar 660 10 dSuvatov
aKPIPECTEPA TPOKELUEVOD VO OTOYEVYETAL 1) YOPTYNON UIKPOTEPNG dOGNC.

Kabng dev mpémet va yivetor didtpnon 1ov eroidiov tave and 20 popég ot mepintwon Tov PaAdiov
tov 100 ml kot 40 popéc otn nepintwon tov eroAdiov Tov 250 ml, o ypnotng Tpénel va eMALYEL TO
KatoAAnAotepo péyebog praidiov copeova pe to vad Bepaneia €idog otdy0. Otav vrofdAilovrol
TaVTOYpova o€ Bepameio opddeg LDV, YPTNOYLOTOOTE Mo PEAOVA ovappOENoNG OV £xel ToToBeTnOel
GTO TTOUO TOV QloAiov dote va amoeevybel 1 vrepPoikn Sdtpnon tov modpatoc. H Peidva
avappOeNoNG TPEMEL VoL apatpeitor petd  Beponeia.

9. Odnyieg 1o ™) cooTi) YopRynon

Kopio

10. Xpodvor avapoviig

Kpéag kot edmdipot 1otoi::

Booegn evoopikn xpnon (20 mg/kg copaticod Bapovg, dHo Popég): 30 nuépeg

vodopla xpnon (40 mg/kg couatikod Papovg, 600 Popéq): 44 uépeg
[pdPata 39 nuépeg
Xoipot 18 nuépec
I'éa:

Agv gmupémetal 1 ypfon o€ yYohokTOmOpay®ywkd (do To omoio mapdyovv yOAo Yo avOpdmivn
KatavaAwmeon, coprepiiapfovouévav tov eykvov (v ta onoio poopilovial va Topdyovy yoio yio.
avOp®OTIVY KoTavalmon.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidooetal og Béon, v onoia dev PAETOVV Kot dev Tpooeyyilovy Ta Tandid.
dvidcoete T0 PLOAidL0 6To EEMTEPIKO KOVTI Y10l VO, TO TPOGTUTEDGETE OO TO PMG.
Agv vapyovv €181KEG 0dMYieg SloThPNONG Y10 AVTO TO KTNVITPIKO PUPUAKEVTIKO TPOTOV.

Na pn xpnoiponoteital autd To KTNVINTPIKO GOPUOKEVTIKO TPOidV HeTd TV nuepopunvia Anéng mov
avaypaeetal oty TikéTa Kot 6to Kouti petd to EXP. H nuepounvia AMéewc coumintet pe v
TEAEVTAIO NUEPO TOL CUYKEKPUEVOD UNVOL.

Awdpketa {ong PLETA TO TPMTO AvOryHo TOL TEPLEKTN: 28 NUEPES

12. Ewwkég mpo@urdiers amoppryng

Ta eapuaxo dev TPETEL VO AMOPPITTOVTOL HEGH TOV AVUATOV 1] TOV OIKIOKOV AmTofANTOV

To KINVIATPIKO PAPUAKEVTIKO TTPOTOV EV TPETEL VO, EIGEPYETAL GTOV VOPOPOPO 0pilovTa, EVOEYETOL T
OAOPPEVIKOAN Va glvar emkivouvn Yo Tovg 1yBeic kot dAAovg vOPOPLoVS opyaVIGHOVG.
XPNCILOTOGTE TPOYPAUUATO, ETIGTPOPNC POPUAK®DV Y10 TV OTOPPIYT| U1 XPNOLLOTOINOEVTDV
KTNVIOTPIKOV QAPLOKEVTIKMV TPOIOVIAOV 1) GAL®Y DAMK®OV 0L TPOEPYOVTL OTd TN YPNOT TOLG
GOV, [LE TIG TOTIKEG ATOITNOELG KOl LE TUXOV 1oybovTa eBvikd cvotiuate cvAloyng. Ta pétpa
QVTA UTOCKOTOVV GTNV TPOCTAGIN TOL TEPPAAAOVTOC,.

Supupovievdeite Tov kKTNViaTpd 6aG Yo TOV TPOTO ATOPPIYTS TOV XPNOUOTOMOEVTI®OV PapUdK®V.
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13. Ta&vopunon TOV KTNVICTPIKAV QUPUIKEVTIKOV TPOTIOVTMV

Na yopryeital LoOvov e KTNVIOTPIKE GLVTAYT.
Xopnynon vmod v eniPAEYT KTNVIATPOUL.

14. ApwOpoi dog10g KOKLOQOPIOG KOl GVGKEVAGIEG
CY: CY00873V

Meyébn cvokevaociog:

Xdaptvo kovuti mov mepiéyel 1 prodidio twv 100 ml

Xdaptvo kovuti mov meptéyetl 1 prakidio twv 250 ml

Mmropei va pnv KuKAOQOpovV OLEG 0L GLGKEVAGIEC.

15. Hpepopnvia tehevtaiog avadempnong 10v GUALOV 00N VLAV YPNONS
04/2025

Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dabéaiueg ot
Baon dedopévav g EE yio ta ktmviotpikd Tpoidva.

16. ZXtoyycio emkolvoviag

Kéroyoc tne ddsiac kukAo@opiac Kol GTOLYELD ETIKOIVMVIOS Y10 THV. ova@Oopa THoVOAOYODLLEV®Y
OVETIOOUNTOV EVEPYELDV:

Laboratorios Karizoo S.A.

Poligono Industrial La Borda - Mas Pujades, 11-12,

08140 Caldes De Montbui (Barcelona), Spain

[MopookevacThc LITEVOBVVOC Y10 TV OTTEALLOEPOON TOV TOPTIO®V:
Vet-Agro Multi-Trade Company Sp. z 0.0.

Gliniana 32

20-616 Lublin, Poland

Tomikdc avTITPOCOTOC KOl GTOUYELQ ETUKOVOVINC Y10 TNV 0voQOopd THovoAoYoLLEV®V QVETLOOUNTOV
EVEPYELDV:
EL: XEAAA®APM AE

1° yAp. A. Monoviog — Mapkorodrov,

T® 100, 19002, ITorowvia

TnA.: +30 2106800900

E-mail: info@hellafarm.gr

CY: M.P Feed Co. Ltd
P.O Box 16, 7731
Skarinou
Larnaca — Cyprus

IMoa omoladnmote TANPOPOPIo, GYETIKA LE TO TUPOV KTNVINTPLIKO QUPLOKEVTIKO TPOidV, TapaKoAeicOe
va amevBuvleite 6TOV TOTIKO AVTITPOGOTO TOV KATOYOL TNG AOELG KUKAOPOPING.
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17. Alheg winpo@opisg

Yroyeio EOvikod cvetipotog avagopdg:
EBvikdc Opyaviopog Gapudkmv

TnA: 213 2040213

Email: vetpharmacovigilance@eof.gr
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