ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIETIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rexxolide 100 mg/ml evéoyo didhvpa yio foogtdn, xoipovg kat Tpdfata

2. MOIOTIKH KAI MIOXOTIKH LYNGOGEXH
Ka0e ml nepiéyet:

APOUGTIKO CVGTUTIKO:
TovAaBpopvkivy 100 mg

"Exdoyo:
Monothioglycerol 5 mg

BA. tov mApn katdAoyo ekddywv 610 kKe@Arawo 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéoyo dwdiopa.
Ao yEg dypmpo £mg eEAaPPOC KITPIVO S1IAV L.

4. KAINIKA XTOIXEIA
4.1 Eiom {oov
Booegdn, yoipot kot TpoPata.

4.2 OgpomevTikég evoeitelg mpoosoropilovrag Ta £idon LOwv

Boogon:
IMa ) Bgpaneio Kot ™ petadAasn e avamvevotikig vocov Boogdmv (BRD) mov oyetiletan pe ta faxthipia

Mannheimia haemolytica, Pasteurella multocida, Histophilus somni xox Mycoplasma bovis gvaicOnto otnv
tovhaBpopvkivn. H mapovsio g vosov oty opdda Tpénet va dlomiotmbel Tptv amd ) (p1or Tov Tpoidvtog.
T ™ Bepameia T Aopmodovg kepatoemmepukitidag (IBK) mov oyetieton pe ™ Moraxella bovis

guaicnn oy TovAabpopvkive.

Xoipotu:

IMoa ) Begpaneia Kot ™ peTa@OAAEN TN OVATVELGTIKNG VOGOL TV Yoipmv (SRD) mov oyetiletan pe ta
Baktnpwa Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae,
Haemophilus parasuis ko1 Bordetella bronchiseptica gvaicOnrto otnv tovAabpopvkivn. H mapovcia
NG VOOOU TNV Opdda TPEMEL VA, SLMIGTOOEL TPV amd T ¥PNon ToL TPoidvToc. To KTVIaTPIKO
QOPUAKEVTIKO TTPOTOV Bl TPETEL VO YPTGLLOTOLEITOL LOVO EQPOCOV 01 YO1POL OVOUEVETOL VO ELPAVICOVY
™ vO60 péca o€ 2-3 Muépes.

[péBata:
IMa ) Begpancia TV apyKdV oTadimv AoUdO0VE Tod0dEpLATITIONG TV TPpoPdtmV (foot rot) Tov
oyetileton pe to maboyovo Dichelobacter nodosus, dmov amouteiton cuoTnUATIKY Oepameia.

4.3 Avrtevositeag

Na pn ypnoiponoteital e mepintmon vrepevosnciog oto avTiBroTikd TS opuddas TOV LOKPOAdimY
N o€ KAmo1o amd ta £KSoYa.



4.4 E0wkéc mpoeldomonjoels Yo ka0g gidog {Mov

Awootovpodpevn aviekTikdtTnTo Topatnpeital pe dAlo pokpoAidto. Na pun yopnyeitat tontdypova pe AL
OVTILIKPOPLaKd o £x0VV TOPOLOLO TPOTO OPAcNS, OTMC vl To LOKPOAIdLo 1] o1 AtvKo apideC.

HpéBara

H anoteleopatikdtnta TG aviyukpofrokig Bepameiag Tne AOUdI0VE TOd0SEPLOTITIONG TV
npoPatwv Bo propovoe vo petmbel amd GAAovg Tapdyovies, 6T VYPEG cLVONKES TEPIPAALOVTOG,
KaBMG Kot akatdAANAn dwayeipion g extpoens. H Bepameio tng Aotuddovg mododepratitiong tmv
npoPatwv Ba Tpénel cuvenmg va. yivetor padl pe dALo LEGH dLOXEIPIOTG TG EKTPOPTG, Y10 TAPADELY LA
eEaoc@aiion Enpov meptPdAalovtoc.

H avtifrotikn Oepaneio otnv kadon0n tododeppatitida twv tpoPdtwv dev Bempeiton amapaitntn. H
TovAabpopokiv, KatédelEe TEPLOPIGUEVT] OMOTEAECUATIKOTNTO G TPOPata e GoPapd KAVIKA
CUUTTOHOTA 1] YPOVIO AOLLMOT TOS0JEPLATITION, KAl GLUVERMOC Oa Tpémel va. divetal LOVO 6T TPMLLLOL
GTAOL TNG TOO0OEPLOTITIONG.

4.5 Idwitepeg mpo@uiasels Katd T ypion

Idwitepec mpouAdEeic katd tn yprion oe {oa

H ypfion 1ov ktviaTpiKod QopraKeDTIKOD TpoidvTog TpEmel va PacileTol o doKIEG svastnaciog
TV Bakpiov mov amopovodnkay amd 1o (do. Edv avtd dev eivar duvatod, 1 Bepomentiki ayoyn
npénel vo PacileTor oTo TOMKA (TEPIPEPIENKEG, EMIMESO EKTPOPNG) EMONUIOAOYIKA dedOUEVAL,
GYETIKA LE TNV €VACONGI TOV GTOXELOUEVMVY PakTnpimy.

Ot emionpeg, €BVIKEG KO TEPLPEPELOKES AVTIUKPOPLOKES TOMTIKEG TPETEL Va, AapdvovTol vdym,
OTOV (P CLULOTOLELTAL TO TPOTOV.

H ypnon tov mpoidvtog mov amokAivel and Tig 0dnyieg mov mapéyovion otny IIXII, pmopel va
oavénoet Tov emmoAacd TV Paktnpiov mov eivarl avBektikd otnv TovAabpopvkivn Kol propel vo
HEWOCEL TNV  omoteAecpotTikotTTa NG Oepameiog pe GAAC  POKPOAIdIM, AvKooouideg kol
OTPENTOYPOUIVEG TNG OpddaG B Adym mBavig S100Tanpodpevns avOekTikOTNTaG.

Edv mapovciootel avtidopaon vrepevarstneciog, Bo mpémet va yopnyeitot 1 katdAinin Bepaneio yopig
KaBvotépnon.

Idwritepec mpourdeic mov mpémer va AapuBdvoviot amd To GTOoLo ToL YopNYEl TO PAPUOKEVTIKO TPOidV oe (Mo
H tovAaBpopvkivn eivar gpediotikn yio Toug 0pOaipons. Xe tepintwon mov kot Adbog vdpéet
EMOQEN UE TO PATLO, TAVVETE OUECMG TO LATLN [E KOBapO vePO.

H tovAaBpopvkivn propei va mpokaiécel epebiopd otav Epbel oe emapn e TO OEPLO LLE OTOTEAEGLOL
.Y, €pOPOTNTA TOL déppaToC (epvONUa) 1 / Ko depuatitida.

Xe mepinton mov KoTd AaBog vdpEeL eman| e TO dEPLLO, TAVVETE OUESMG TO OEPLO LLE COTOVVL Kol
vepo.

ITAVvete ta xépla petd amd T xpnon.

Y& mepinton Tuyaiag avtoéveonc, va avalnmoete apéow Tpikn Bondela Kot va emdeilete otov
10TPO TO ECOKAEIGTO GUALO 0NYIDV ¥PNONG 1 TNV ETIKETO TOL PAPUAKEVTIKOD TPOIOVTOG.

Metd and toyaia £€kBeon, edv vrdpyel voyia avtidpacns vrepevactnaciog (n omoia avayvepiletan
Y. OO Payovpa, SVOKOAIN GTNV AVaATVOT], KVIOmoT), 0ldNUe 0TO TPOCHOTO, VoTia, ELETOC) Oo Tpémet
4 va yopnyeitar 1 kaTtdAANAN Oepaneia. Avalntnoete ouécmg 10TPIKT GVUPOVAN Kot EMOEEETE GTOV
10TPO TO ECOKAEIGTO GUALO 0ONYIDV YPNOEMG 1 TNV ETIKETA.

4.6 AvemOounteg evépyseieg (ovyvoTNTO KO GofapiTnTa)

H vmodopio yopiynon Tov KTnviaTpikd QupRoKEVTIKO TPOTOVTOG o€ B00EdT GLYVA TPOKAAEL TAPOSIKES
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avTOPAcELS TOVOL KOl TOTIKEG E010NOELG OTO OTUED TNG £YYVOTG, Ol OTOIES UTOPOVV VO, EMUEIVOVY
€w¢ kal 30 nuépes. Téroleg avtidpdoelg dev Exovv mapatnpndel oTovg Yoipovg Kal ota TPOPata HETA
amd evOOUVIKT yopNynon.

ITaBopopporoyikég avtidpdoels (GLUTEPTAALPOVOLEVOV TMV OVICTPEYIL®Y LETAROADY TNG
GUUPOPTONG, TOL OLONLATOC, TNG VMONG Kot TG apoppayiog) 6to onueio g £yxvuong, Eival ToAd
ovyvéG Y mepimov 30 nuépec Hetd TV éveon ota POOELST] KO GTOVE YOipOLG.

210 Tpofarta, TUPOSIKE CUUTTAONOTO SVGPOPTNG (TPOUOC TNG KEPAANG, TPIPN GTO onueio TG Eveong,
TEPTATNLOL TPOC TOL TOW) Elval TOAD GLYVA LETA OO EVOOVIKN €vEST. AVTE TOL GLUTTOUATO
OTOdPALOVY LEGH OE Alyo AETTTA.

H ocvyvomta tov avemBountov evepysimv kabopiletol og akorlovbmg:

- oAV ovyvn (Tepiocdtepo amod 1 ota 10 vd Bepancio (da mapovotdlovy avemiBuuUNTEC EVEPYELES)
- ovyvn (mepiocdtepo amd 1 alid Aryotepo amd 10 {oa ota 100 vrd Bepaneio Cmar)

- un ovvnOopévn (mepiocdtepo amd 1 aArd Aydtepo and 10 (da ota 1000 vrd Bepaneio (da)

- ondvia (teplocotepo and 1 aAid Atydtepo amd 10 {da ota 10.000 vro Bepaneia (dor)

- ToAD omavia (Ayotepo amo 1 ata 10.000 vd Oepoameio (da, cuumepAapufoavouévoy Kot TV
LELOVOUEVOV AVAPOPDOV).

4.7 Xpnon kota TV KONo1, T Yerlovyia 1 TNV ®oTOoKiM

Ao TIC epyaoTNpLoKEC LEAETEG GE EMIUVEG Kot KOLVEMA dev dlamioTmONKay evosiEelc tepatoyéveong,
euPpvotolotnrog 1 To&koTnTag ot untépa. H acedieia Tov KTnviaTpikon QopuoKeLTIKOD
TPOIOVTOC KATA TN O1dpKela TNG KOOGS I YaAovyiog dev €xet emiPePaiwbel. Xpnoionomorte to
TPOTOV LOVO COLQ®VA LE TNV EKTIUNGT 0PEAOVG/KIVOHVOL atd ToV VITevbuvo KTnviatpo.

4.8 Aliemopdosig pe GALo QUPUIKEVTIKG TPOTOVTO KOL GAAES HOPPES AAMAETIOPOONG
Agyv glval yvootr| Kopio.
4.9 Aocolroyia Kol TpémTOS YOPYNONS

Boogion):

Ymodopla yprion.

Mio epamaé vrodoplo Eveon tov 2,5 mg toviabpopvkiviykg copatikod Bapovg (toodvvapo pe 1
ml/40 kg copoticov Bapovg). T'a ™ Beponeio Tov foosddv dve tov 300 kg copatikod Bdpovg,
dupéote T 860N, OoTE va unyv vaepPaivet ta 7,5 ml avd onueio Eyyoong.

Xoipotu:

Evdopvikn yprion.

Mia gpanag evdopikn éveon tov 2,5 mg toviabpopvkivi/kg copatikov Bapovg (lcodvvapo pe 1
ml/40 kg copatikod Bapovg) otov TpdymAo.

IMoa ) Bepaneia TV yoipov dveo Tov 80 kg copatikod Bdpovg, dwaipéote tn 600M OGTE Vo Unv
vrepPaivel ta 2 ml avéd onpueio &yyvong.

T"a omoladnmote avamvevoTikn vocso, cuvietdtol 1) Bepaneio towv (OoV 6To TPOTA GTASLN ELPAVIONC
NG VOGOV KOl EKTIUNGT) TNG aVTATOKPloNg otr Oepaneia eviog 48 mpmv petd v éveon. Edv ta
KMVIKA GOUTTALOTO TG OVATVEVCTIKNG VOOOU EMUEVOLV 1 AuEAVOVTAL, 1] EAV VTTAPYEL VTOTPOTN, M
Oepancio Tpémel va petafinbet, ypnoponoidvtag £vo A0 avTiBloTiKo Kol Vo GUVEYIGTEL LEYPL T
KAWVIKG GUUTTOUOTE VO ATTOOPALOVV.

[péBata:

Evdopwikn xpnon.

Mia gpdama evdouvikn Eveon tov 2,5 mg troviadpopvkivi/kg copatikod Badpovg (1codvvapo pe 1
ml/40 kg copatikod Bapovg) otov TpdymAo.



T va eEaocpariotel 1 oot docoloyia, Oa mpémel va vtoAoyileTol T0 cOUATIKO Bapog 660 TO
dvvatdv akpipéotepa Yo TV amo@Lyn vrodocoroyioc. I'a moAlamAn didtpnon Tov Praidiov,
ouvioTdrtol 1 xpnomn PeAovag avappoPNong 1| cOPLYYOS TOAAATA®Y SOGEWDVY, LLE GKOTO TNV OTOPLYN
vrepPoAtkng dtdTpnong tov Topatos. To tdpo puropet va datpndet pe acpareta Eoc kat S0 popéc.

4.10 Ymepdocoroyia (COUTTONRATA, RETPO AVTIRHETOMIGNG, AVTIOOTA), EAV EIVOL OTO.PAITNTO

210 foogldn, oe yopNynon 000G TPELS, TEVTE N OEKA POPES LEYOADTEPNG OO T1 CLVIGTAEVT dOOT),
TapoTNPHONKAY TAPOSTKE CUUTTMOLOTO TOV 0T0d0ONKaV o SucPopio GTo GNUELD TNG EyYVoNG Kol
meptehdpufovoy avnovyia, TPOLO TG KEQPAANG, EOGILO TOL £6APOVG e Ta TOdL Kot Bpayvmpdbeon
peimon g Aqung tpoeng. Hma ekpdAion tov pookapdiov Tapatnpndnke ce foogdn, otao onoia
yopnynonke do6om mevianidoia 1 eEamAAGLO TG CUVIGTMUEVNC.

Xe veapovg yoipovg PBapovg mepimov 10 kg otovg omoiovg yopnyndnke 60om Tpelc N TEVTIE POPEC
UEYOADTEPN TNG OEpamEVTIKNG, TOPATNPNONKAV TOPOIIKA CUUTTAOUATO TOV 0TodO0TKaY GE ducPopia
670 onueio g Eyyvong Kot mepleAduPavay Kpawyég kal avnovyia. Etiong, mtapoatmpndnke yordtnta
otav ypnoipomomdnke 1o onichio dkpo m¢ onueio £yyvong.

21006 apvovg (nAkiog Tepimov 6 efSoUddmV), 6€ xop1yNom 60cEmMV KATA TPELS 1| TEVTE POPEG
UEYOADTEPNG OO T GUVIGTMUEVT OGN, TOPATNPNONKAY TUPOITKAE GCLUTTMUATE TOV AT0dOONKAV GE
dvopopia oto onpeio ¢ £yyvong Kot TEPLEAAUPAVAY TEPTATN LA TPOS TA TIG®, TPOUO TNG KEPAANG,
Tpiyo 6To onpeio g £yyvong, Katakiion Kot £yepon, féracpa.

4.11 Xpovog(or) avapovig

Booegdn (kpéag kot dddot 1otot): 22 nuéPE.
Xoipot (kpéag kot edodipot 1otol): 13 nuépeg.
IIpoPata (kpéag kot edddLot 1otol): 16 nuépec.

To mpoidv dev givar eykekpiuévo yia ypnon o€ {ma, To omoia TapdyovV YaAa yio avOpmmivn
KOTOVAAWDGT.

Na pn ypnoiponoteital oe £ykva {ma, ta omoia Tpoopilovratl va mapdyovy yaAa yio avOpdmTivy
KOTOVAA®GT), EVIOC 2 UNVAV A0 TOV OVAUEVOUEVO TOKETO.

5. GOAPMAKOAOI'IKEX IAIOTHTEX

DopuaKobepamev Tk opddo: AVTIBLOTIKA Y100 GUGTNILOTIKY XOPYNOT, LOKPOAIOL.
Kodwog ATCvet: QJO1FA94

5.1 @oppokodVVOUIKES 1O1OTNTES

H tovAaBpopvkivn etvar évoc nu-cuvBeTIKog avTiukpoPrakdg mapdyovtag TS opdous Tov HaKpoAdioy, o
omoiog TpoépyeTan amd Eva mpoidv {Opmongs. Alapépel amd TOAAN GALN LOKPOAIO10 GTO OTL £XEL LOKPAS SIUPKELNG
dpdon, 1 omoia, ev HEPEL, 0peileTal OTIC TPELG apvopddeg mov mepiéyet. ' To Adyo avtd, Exel Ta&vounOel otn
YMHKT DITOKOTIYOPio TV TPLOUAMOT®V.

Ta poaxpoAidia, etvar avtiflotikd pe Paktnplootatiky 0pacn Kol avasTEALOLY TNV amopaitnT
BlocivBeon TV TPOTEIVAOV, LE TV IKAVOTNTO TNG EMAEKTIKNG TOVG TPOOKOAANONG 6TO PaKTNPLOKO
ppocopiaxd RNA. Apovv dieyeipovtag tnv andomacn Tov TenTdOVA-tRNA amd to pifocopa katd
™ JdpKeELn TNG SLOOIKOGTOC TNG LETOYPAPTC.

H tovAaBpopvkivn €xet in vitro dpactikdtnTo Vvl Tov Mannheimia haemolytica, Pasteurella
multocida, Histophilus somni ka1 Mycoplasma bovis, kot Actinobacillus pleuropneumoniae,
Pasteurella multocida, Mycoplasma hyopneumoniae, Haemophilus parasuis ko Bordetella
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bronchiseptica, maBoyova Poktiplo ToL GYeTILOVTAL GLUYVA LLE TNV AVOTVEVGTIKT] VOGO TV PO0EdDOV
KoL TV X0ip@V avtioToyo. AVENUEVEG TIHEG TNG EAIYIOTNG CLYKEVTP®ONG avacToAng MIC &yovv
Bpebei og kamoln amopovopéva otedéyn Ttov Histophilus somni xonActinobacillus pleuropneumoniae.
"Exet amodeyBei n in vitro dpactikotnta katd tov Dichelobacter nodosus (vir), 1o mafoyovo
Baktnplo mov oyetileTon cuyva pe T Aomon mododeppotitidn ota TpdPata (foot rot).

H tovAaBpopvkivn, éxel emiong in vitro dpactikdtnta katd tg Moraxella bovis, 10 Tafoydvo
Baktnplo mov oyetileTon cuyva pe T Aoumon kepatoeminepukitida (IBK) tov foogiddmv.

To Ivetitovto Khvikadv kot Epyactnprokoav Ipotdinwv CLSI £yxet opicel ta 0pra evarcOnociog yio tnv
tovhaBpopvkivn évavil tov M. haemolytica, P. multocida xou H. somni mpo€élevong amd 10
avamveLoTiko Booedav kot P. multocida ko B. bronchiseptica mpoéhevong and T0 aVOTVEVCTIKO
yoipwv, wg <16 pg/ml evaicOnto kot >64 pg/ml avOektikd. ['a to 4. pleuropneumoniae tpoélevong
omd TO OVOTVEVGTIKO Yoipwv, To Oplo evarcOncioc opiletar ota <64 pwg/ml. To CLSI dnpocicvoe
eniong oplo evansOnaciog Yo v TovAadpopvkivn pe Baon o péBodo didyvong dickov (£yypapo
CLSI VETO08, 4th ed, 2018). Agv vapyovv 6pia svaicOnciog yio to H. parasuis. Ovte to EUCAST
o01e 10 CLSI €yovv avamtdéel tomikéc pebodovg yio T SoKIUn avTIOKTNPLOK®Y TUpoyOVTOV KOTA
TOV KTNVIOTPIKOV 00OV T0V Mycoplasma kol cuvendg dev £xovv 10l kpitipla epunveiog.

H avBektikdoTta oto pakpoAidia, umopet va avortuyBel pe HeTAAAOEN TV YOVIdimY Tov
K®dkomo1ovv 1o procmpotikd RNA (rRNA) 1| opiopéveg pipocopaticég Tpoteiveg, e evOIoTiKyg
tpomonoinon (uebvrimon) tng otoyxevopevng Béong 23S Tov TRNA, 1 omoia yevikdg pumopel vo
dnuovpynoet dloeTavpodUEVT] ovBeKkONT PE TIG AMVKOLapUidES KOt TIG GTPETTOYPAUUIVES TNG OGNS
B (avBextucotto MLSg), pe evlvpatikr adpavomoinon, 1 pécm pakpordikng avtiiog expong. H
avOextikomta MLSE pmopet va eivar Sopuki 1 emayduevn. H avBoekticdmta propel va givar
YPOUOCOUATIKY 1] KOSKOTOIEVT e TAAC IO Ko pmopel va eivor petafifaciun edv cuvdcetar pe
tpavemolovia, TAAcuUIoW, OAOKANPOUEVE Kot cVLEVKTIKA oTotygla. EmmAdov, | yovidiwpotikng
TAOoTIKOTNTO TOV Mycoplasma evicydeTon omd TNV oplovTio LETOPOPE LEYOADY YPOUOCMUATIKMOV
Opavopdtov.

Extog and Tig avtipukpoPlokég tng 1010TnTéG, N TOLAAOPOUVKIVY KATASEIKVOEL (VOGOTPOTOTOUTIKES Kol
OVTLPAEYLOVAOOELG dPAGELG OE TEPAPATIKEG LEAETES. XTOL TOAVLOPPOTHPTVA KOTTAPW, TOGO 00OV OGO Kot
yoipwv (PMNs, ovdetepdpiia), 1 TovAabpopvkivn Tpodyel TV amoOTTOoT (TPOYPOUUOTICUEVOS KUTTOPLKOG
0avatoc) Kot TNV KaBopoN T®V OMOTTOVUEV®VY KUTTAP®V OO T LOKPOPAYo. MEIDVEL TNV TAPOYWDYN TOV TPO-
eAeyLovOdmV pesorapntomv Asvkotpieviov B4 kat CXCL-8 kot emdyst Tnv mopaymyn ovVTIPAEYLOVOIMV Kot
TPOKATACTUATIKOV AMmidicov Amo&ivng A4.

5.2 ®@appokokivnTiKa otolysio

210 fo0g1dN, N POPLOKOKIVNTIKT KOTATOUY TNG TOLAAOpOHLKIVIG OTOV YopMynOnke og epdmas
V7odopLa dooN TV 2,5 mg/kg couatikod Bdpove, xapaKTPioTNKE 0o TO)ELD KOl EKTETOUEVT
amoppoeNoN, akoAovBoduevn amd vYNAN katovoun Kot Bpadeia aropdikpovven,. H péyiom
ovyKkévipwon (Cmax) 010 TAAGHa NTtay Tepimov 0,5 pg/ml. Avth emrevyOnke 30 mepimov Aemtd petd
omd ) 1opNYNON (Tmax). O1 GLYKEVTPMOELS TNG TOLVAAOPOUVKIVIG GE OLOYEVOTOUNIEVO TVEVLOVIKO
1070 NTAV CNUOVTIKA peyoADTepEG 6 oYéon He eKelves Tov TAdopatog. Ydpyet ioyvpn omddeién
ONUOVTIKNG GVOCMOPELONG TNG TOVAAOPOLLKIVI] GTO OVIETEPOPIAD KOl GTO KLWEAOIKA LAKPOPAYOL.
Qo1660, N in vivo cuykévipmon g TovAadpopvkivng oto onueio Aoipméng Tov Tvedpova, dev glvat
YVoOoT. Ot LEYI0TEC GVYKEVTPMOELG AKOAOLONONKaY amd o Bpadeia PLEIMON TG GLUGTILLATIKNG
ék0eomg, pe eppovn numepiodo Cong (ti2) Tig 90 mpeg 610 TAdopa. To T0606To décpevong pe Tig
TPOTEIVEG TOV TAAGUOTOG NTAY YOUNAO, TTepimov 40%. O dyKog KaTavoung o otodepn KatdoTaon
(Vss) mov tpocdiopiotnke peTd amd evoopAéPia yopnynon firav 11 I/kg. H Brodiabecipotnto e
tovAaBpopvkivng petd omd vroddpila yopnynon o€ Pooedn Nrav mepinov 90%.

2TOVG 01povG, N POPUAKOKIVITIKY KOTATOMY TNG TOVAABPOLLKIVIIG OTOV YopnyNONKe oG epimas
gvoopikn d6om Tov 2,5 mg/kg copatikov Bdpovg, yopaxtnpiotnke eniong amod tayeio Kot
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EKTETALEVT] ATOPPOPNOT), KOA0VOOVEVT 0td LYNMAN KoTavour| Kot Bpadeia amopdikpvven. H
uéyiotn ovykévrpmon (Cmax) oto TAdopa nrov mepimov 0,6 pg/ml. Avt enttevydnke 30 wepinov
AemTd petd omd ™ yopnynomn (Tmax). Ot GUYKEVIPOGELS TG TOLAXOPOUVKIVIG GE OLOYEVOTOMUEVO
TVELLLOVIKO 16TO NTOV ONUOVTIKA LEYAAVTEPES GE GYEOT LLE EKEIVEC OTO TAAGLAL.

Yrhpyovv 1oyvpEg eVOEIEELS ONLOVTIKNG CLGGOPEVONG TNG TOVAADPOLVKIVIG GTA OVLOETEPOPIAD KOl
OTO KOYEASIKA paKpopaya. 2oTd6G0, 1) in Vivo GUYKEVIPMOOT TG TovAaBpopvKiving oTa onpeio
AOTH®ENG TOV TveLpoVa deV etval Yvmotn. Ot LEYIGTEG CLUYKEVTPOGEIGUKOAOLONON KAV amd 1o
Bpadeia peimon g cvotnuatikng £kBeonc, e eppavi nuimepiodo (ong (t1/2) repinov 11g 91 mpeg
010 TAdopo. To m0G0oTo dEaELONG e TIG TPOTEIVES TOL TAAGLOTOC NNTAV XaUNAO, mepinov 40%. O
OYKog KaTovoung o€ otafepn katdotacn (Vss), Tov Tpocdiopiotnke LETE omd evOOQAEPLa yoprynon
ntav 13,2 I/kg. H frodabecipdtnto tng TouAafpopukiving HETH amd EVOOUDTKT YOP1YNOT O X0ipovg
ntav nepimov 88%.

1o TpOPOTA, M PAPUAKOKIVITIKY KOTATOWT TG TovAadpopvkivng 0tav xopnynonke epdmod
gVOOLTKN 060M TV 2,5 mg/kg couatikod Bapovg, erEPepe PHEYIOTI GVYKEVIPWOOT) GTO TAUGU
(Cmax) g t4&ng tov 1,19 pg/ml o mepimov 15 Aentd (Tmax) petd amd T opNynon Kot Ue
numepiodo Long (t1/2) tic 69,7 dpeg. To TOGOGTO GECUEVONG UE TIG TPMOTEIVES TOV TAAGUOTOS TOV
nepinmov 60-75%. Metd amd evoopAEPLa yopnyNon, 0 OYKOG Katavoung o otabepn katdotaor (Vss)
nrav 31,7 I/kg. H frodabecipdtnto T TovAadpopnkiving Hetd amd vOouvikn xopriynon ota pofota
frav 100%.

6. DOAPMAKEYTIKA XTOIXETA

6.1 Kaotaroyog ekdoywv
Monothioglycerol

Propylene glycol

Citric acid

Hydrochloric acid, dilute

Sodium hydroxide (¢ pvOuiotig pH)
Water for injections

6.2 Kopieg acopparotnreg

Aoy EAdelyng HEAETMV GUUPATOTNTOGC, TO TOPOV KTIVIOTPIKO QOPLOKEVTIKO TPOIOV OV TPEMEL VAL
OVOUELYVOETOL [LE GAAD KTVIOTPIKA QOPUAKEVTIKE TPOIOVTAL.

6.3 Awgpkero Long

Aldpketo {ONE TOV KTNVINTPIKOD QUPLOKEVTIKOD TPOIOVTOC GOUP®VA, LIE TN CVOKEVAGIN TOANONG: 2
YPOVIQL.

Avgpxera {ong LeTd TO TPMTO AVOLYUa TNG GTOXEIMOOVS cuoKevaTiog: 28 NuépeC.

6.4 Iowitepeg mpo@urdéers katd T @OLAEN TOV TPOIOVTOG

To ev AOY® KTNVIATPIKO POPUOKEVTIKO TPOTOV eV amartel 1dlaitepeg cuVONKeS Yo TNV eOAAEN TOV.

6.5 @Yon Kal 6HVOES TG GTOLYELDOOVS CVOKEVUGIUG

Tomov I Atdpavo yodivo @loAidio pe Tdpo YAopoBouTuAIOL ETICTPOUEVO e POOPOTOAVUEPEC KOl
OO GAOV VIOV,

2Vokevaociec:
Xaptivo Kovti 10 omoio meptéyel 1 eraridoro twv 50 ml.
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Xdaptvo kovuti To omoio wepiéyet 1 proridio twv 100 ml.
Xaptvo kovti T0 omoio meptéyetl 1 erarioto twv 250 ml.

Ta groriow twv 500 ml dev mpémet va ypNoULOTOIoVVTOL Y1 ¥0ipoVvg Kot TpoOPata.
Mmropei va, unv KoKAOQPOpPOUV OLEG 0L GLOKEVAGIES.

6.6 E10ukég Tpouiagerg améppryng evog PoIHoToIn0EVTog KTNVIUTPIKOD QUPUIKEVTIKOD
TPOIOVTOG 1] GAAOV VAKAV TTOV TPOEPYOVTUL AT T1) Y P1]O1] TOL TPOIOGVTOS, UV VAP oLV

Kda0e pun ypnoyomoin8év Knviatpikd eoprokenTiKd TPoidv 1 Un xpnotuonombévta vroleippatd
TOV TPEMEL VO, ATOPPITTOVTOL COLG®VA LE TG 1oYH0VoES EOVIKES AmaTNOELS.

7. KATOXOX AAEIAY KYKAO®OPIAZ

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OMowvdia

8. APIOMOZ(0OI) AAEIAX KYKAO®OPIAX

EU/2/20/263/001-003
9. HMEPOMHNIA ITIPQTHX EI'KPIXHY/ANANEQYHY THX AAEIAX

Hpepopnvia 1" éyxpiong: 03/12/2020

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Aemtopepeic TANPOPOPIES Y1 TO €V AOY® KTIVIATPIKO QOPLOKEVTIKO Tpoiov dlatifevtol otov
Sdiktvaxo tomo tov Evponaikod Opyavicpod Popudkov http:/www.ema.europa.eu/.

AITATOPEYXH INQAHXHXE, AIAGEXHX KAI/H XPHXHX

Agv 16y0eL.


http://www.ema.europa.eu/

ITAPAPTHMA I

ITAPAXKEYAXTEX YIIEYOYNOI I'TA THN AIIOAEXMEYXH TQN
ITAPTIAQN

OPOI'H IIEPIOPIZMOI ITIOY A®OPOYN TH AIAGEXH KAI TH XPHXH
ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

AAAOI OPOI KAI ATAITHZEIX I'TA THN AAEIA KYKAO®OPIAX



A. TTAPAXKEYAXTEX YIIEYOYNOI I'TA THN AITIOAEXMEYXH TQN TAPTIAQN

‘Ovouoa kot d1e06vven TV TOPUCKEVOSTMOV TOL Eivorl VTELOVVOL Y10 TNV ATOOEGUEVGT] TV TOPTIOWY

Eurovet Animal Health B.V.

Handelsweg 25

5531 AE Bladel

OAhovoio

B. OPOI'H ITIEPIOPIXMOI ITIOY A®OPOYN TH ATAGEXH KAI TH XPHXH

Na yopryeitar HOvVoV pe KTNVIOTPIKE GLUVTAYT).

I ENAEIZH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

H 6paotikn ovsio tov REXXOLIDE 6nw¢ neptiapfavetor otov mivaka 1 tov [opaptipatog tov
Koavoviopobd No 37/2010 wg akolovbwg:

Doppokoroyikmg [KotdAiouro- Eion AOK Eidn iotov  |[AAAeg OepamevTiKn
OpaoTikn ovoia  [Agiktng {owv mpobmobécel;  [tagwvounon
ToviaBpopvkivn| (2R, 35, 4R,  [[IpdPata, | 450 pgkg Mveg No un Ddappoxa
5R, 8R, 10R, |aiyec 250 pg/kg Afnog YPTOILOTOEITAL [KOTd TV
11R, 128§, 138, 5400 pg/kg "Hmop o (Mda, Tov LoumEewv/
14R)-2-ethyl- 1800 pg/kg Neopoti mapdyovy yolo |AvTiflotikd
3,4,10,13- Yo avBpomvn
tetrahydroxy- [Bogtor 300 pg/kg Mveg KOTOVAADOT).
3,5,8,10,12,14- 200 pg/kg Adinog
hexamethyl-11- 4500 ug’kg  [Hmap
[[3,4,6- 3000 pg/kg  [Neopol
trideoxy-3-
(dimethylamino[Xoipot 800 pg/kg Moeg
)-B-D- 300 pg/kg Aéppa Kot
xylohexopyra- Aimog
nosyl]oxy]-1- OE QUOIKEG
0Xa-6- avoloyieg
azacyclopent- 4 000 ng/kg ‘Hrap
de-can-15-one 8 000 pg/kg Negpoi
EKPPAGLEVO MG
1GOJVVOLLO TG
tulathromycin

Ta éxdoya To omoia meptypdpovtor ot moapdypaeo 6.1 e [IXTI, eite elval emTpendeveg ovoieg Yo
T1g omoiec o mivaxog 1 tov Koavoviopod No 37/2010 avagépet 01t dev amartovvion AOK gite
Bezwpovvron 611 dev gumintovv oto medio epapuoyng tov Kavoviepot No 470/2009, 6tav
YPNOUOTOLOVVTAL GE QLTO TO KTNVINTPIKO PUPLOKEVTIKO TPOTOV.

A AAAOI OPOI KAI ATTAITHZEIZ I'TA THN AAEIA KYKAO®OPIAZ
Ewdwég anartnoeig papuakoemoypbmynong:

H vrmofoin towv ExBécewv ITeprodikng [aparxorovbnong Acpdrelag (EIITA), opeiietl va
oLYYPOVIETAL KOl VO TPAYLLOTOTTOIEITOL LLE TNV 1010 GLYVOTNTA OTMG Y10 TO TPOIOV OVAPOPUS.
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ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. EINIXHMANXH
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IHAHPO®OPIEX ITOY NPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAZXIA

Xaptivo kovti (50 ml/ 100 ml / 250 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rexxolide 100 mg/ml Evéoyo SidAvpa yio foogidn, xoipovg kot Tpdfata

TovhaBpopvkivn

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

TovAabpopvkivn 100 mg/ml

3. DOAPMAKOTEXNIKH MOPO®H

Evéoipo dtdiopa

4. YXYXKEYAXIA

50 ml
100 ml
250 ml

5. EIAOX(H) ZQOY(QN)

Booedn, yoipot ko Tpopara.

| 6. ENAEIZH(EIX)

| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Booe1d1: vmodopia ypnon.
Xoipot ko mpdfata: evOOUVIKN YpNomn.
Awfaote T0 PUALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

| 8. XPONOX ANAMONHX

Xpovot avooviG:

Kpéag kot edddot 1otoi:
Booegdn: 22 nuépec.
Xoipot: 13 nuépec.
IIpoPata: 16 nuépec.

To mpoidv dev givar eykekpiuévo yia ypnomn o€ {ma, T omoia Tapdyovv YéAa yio avOpmmivn
KOTOVAAWDOT.
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Na un ypnoiponoteital o€ ykvo {da, To omoio tpoopilovtal vo Tapdyovy YaAo yio ovOpdmivn
KOTOVAAWDGCT, EVTOG 2 VOV 0O TOV OVOLEVOLEVO TOKETO.

| 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

AwfacTe T0 QUALO 0INYIOV XPNOTG, TPV ATTO TN YPTON.

| 10. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Metd to TpdTo dvorypa ypron £mg 28 nuépe.

11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITO TO IMPOION,AN YITAPXOYN

Amoppryn: PA. ECOKAEIGTO GUALO 0O YLDV ¥P1ONG.

13. OI AEEEIX «AITIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HOEPIOPIZEMOI IOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, av
vaapyovv

AmoxAeloTIKA Y10 KTNVIOTPIKN Xp1on. No datifeTar Lovoy e KTNVIOTPIKT cuVTaYN.

14. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na puAdooetor o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
OMhavdia

16. APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/20/263/001 (50 ml)
EU/2/20/263/002 (100 ml)
EU/2/20/263/003 (250 ml)

| 17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

Lot {apBuoc}
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ITAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®roAioto (yodirve - 100 ml / 250 ml)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Rexxolide 100 mg/ml evéoyo didhvpa yior Boogldn, xoipovg kai Tpofata

TovAabpopokivn

( <

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

TovAabpopvkivn 100 mg/ml

3. DOAPMAKOTEXNIKH MOPO®H

Evéoipo dtdiopa

4. YXYXKEYAXIA

100 ml
250 ml

5. EIAOX(H) ZQOY(QN)

Booeon, yoipot ko Tpopara.

| 6. ENAEIZH(EIX)

| 7. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

Booegdn: SC
Xoipot ko tpdPara: IM
Awpaote To @OALO 0dNYLOV YPNOTG, TPV OO T YPNOoT.

/8.  XPONOX ANAMONHE

Xpovot avoovig:
Kpéag kot edmdipot 1otoi:
Booedn: 22 nuépec.
Xoipot: 13 nuépec.
15



Ipo6Parta: 16 nuépec.

To mpoidv dev eivar eykekpiuévo yia ypnomn o {da, To omoia Tapdyovy YA yio avOpdTvy
KATOVAAWDGT).

Na un ypnoponoteital o€ ykva {da, To onoio tpoopilovtal vo Tapdyovy Yaio yio ovOpdmiv
KOTOVAAWDGT, EVTOG 2 UNVOV 0O TOV OVOLEVOLEVO TOKETO.

| 9. EIAIKH(EX) ITPOEIAOIIOIHXZH(EIY), EAN EINAI ATIAPAITHTH(EYX)

AwfacTe T0 QUALO 0INYIOV XPNOTG, TPV ATTO TN YPT oM.

| 10. HMEPOMHNIA AHEHX

EXP {unvag/étoc}
Metd to TpdTo dvorypa, ¥pron Evioc 28 NuepmV.

| 11. EIAIKEX XYNOHKEX AIATHPHXHX

12. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITO TO IMPOION,AN YITAPXOYN

13. OI AEEEIX «AITOKAEIZTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIZMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHXH, av
VITAPYOVY

AmorAeloTikd yio kTnviatpikn xpnon. Na dtatifetal povov pe KTVINTPIKY CUVTOYT.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
OMavdia

16. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/20/263/002 (100 ml)
EU/2/20/263/003 (250 ml)
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| 17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

Lot {apBuoc}
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

®roAioto (yodivo - SO ml)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Rexxolide 100 mg/ml evéoipo didAivpa yio Boogidn, }oipovg kot Tpdfata

TovAaBpopvkivn

( <

| 2. IHOXOTIKH XYNO®EXH XE APAXTIKH(E) OYXIA(EX)

T ovAaBpopvkivn 100 mg/ml

3. IHHEPIEXOMENO KATA BAPOX, KAT' O'KO 'H KAT' APIOMO AOXEQN

50 ml

4. OAOX(OI) XOPHI'HXHX

Booewdn: SC.
Xoipot ko tpofora: IM.

S. XPONOX ANAMONHX

Xpovot avoovig:

Kpéag kot edmdipot 1otoi:
Booegdn: 22 nuépec.
Xoipot: 13 nuépec.
IIpoPata: 16 nuépeg.

To mpoidv dev givar eykekpiuévo yia ypnomn o {ma, T omoia Tapdyovv yYaAa yio avOpmmivn
KATOVAA®DGT).

| 6. APIOMOZX ITAPTIAOX

Lot {apOuoc}

| 7. HMEPOMHNIA AHEHX

EXP {uqvag/étog}
Metd to mpadTo dvorypa, ¥prion eviog 28 nuepav.
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8. OI AEZEIX «<ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.
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B. PYAAO OAHI'TQN XPHXHX
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DO®YAAO OAHT'TQN XPHXHX:
Rexxolide 100 mg/ml gvéoipo drwdrvpa yio foogidn, yoipovg ko Tpépfata

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX TTAPAXKEYHX ITIOY EINAI YIIEYOYNOX I'TA THN
AINOAEEMEYXH ITAPTIAQN, E©@OXON EINAI AITA®OPETIKOI

Kdrtoyoc e ddsiag KukAopopiag:
Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel

OAhovdia

Ioapaockevoo TS LITEVOVVOC Y10 TNV ATEAEVOEPMGCN TOV TAPTIOWV:
Eurovet Animal Health B.V.

Handelsweg 25

5531 AE Bladel

OAhovdia,

28 ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Rexxolide 100 mg/ml evéoyuo didivpa yio Boogidn, xoipovg kai tpdPata
TovAabpopokivn

3. YYNOEXIH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA ZYZTATIKA
Ka0e ml nepiéyet:

ApPOOTIKO GVGTATIKO:
ToviaBpopvxivy 100 mg

"Exdoyo:
Monothioglycerol 5 mg

Ao yEg dypmpo £mg eEMaPPOC KITPIVO SIOAV L.

4. ENAEIZEIX

Boogidn:

INa ™ Bepomeio kot T petapvraén g avarvenstikng vosov Pooedav (BRD) mov oyetileton pe ta
Baktnpia Mannheimia haemolytica, Pasteurella multocida, Histophilus somni ka1 Mycoplasma bovis
gvaicOnta oty tulathromycin. H mapovsio tng vosov otnv opdda tpénet va. Somiotmbel Tpv amod
ypnon tov wpoidvroc.I'a ™ Bepomeia ¢ Aotuddovg kepatoemimepukitidag (IBK) mov oyetiCeton pe
t Moraxella bovis

guaictnn oty TovAabpopvkive.

Xoipotu:
IMa ) Begpaneio Kot ™ peta@OAAEN TG OVATVELGTIKNG VOGOL TV Yoipmv (SRD) mov oyetileton pe ta
Baxtipa Actinobacillus pleuropneumoniae, Pasteurella multocida, Mycoplasma hyopneumoniae
Haemophilus parasuis xou Bordetella bronchiseptica gvoicOnto oty tulathromycin. H mapovcia tng
vOGOL GTNV OpAdN TPETEL VAL SlamioTBel Tptv amd T (pnomn Tov TPpoidvtog. To KTnviaTpikd
QOPUOKEVTIKO TPOIOV Bal TPETEL VOL YPNGILOTTOLEITAL LLOVO €QPOGOV 01 YOiPOL AVALEVETAL VO ELPAVIGOVY
™ vO60 Héca o€ 2-3 MuUEPES.
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HpdPara
IMa ) Begpaneia TV apyKdV oTadimv AoUdO0VE Tod0dEPLOTITIONG TV TPpoPdtmV (foot rot) wov
oyetileton pe to maboyovo Dichelobacter nodosus, dmov amouteiton cuoTnUATIK Oepameio.

5. ANTENAEIZEIX

Noa pn ypnoiponoteital oe mepintmon vrepevausOnciog ot avTIPLOTIKA TNG OUASUS TOV HOKPOAdIDY
N o€ Kamo1o amd ta £KS0Y.

Na pn yopnyeiton tavtdypova pe dAla pokpoiidta 1 Avkolapides (BA. mapdypapo Eidixés
TPOELOOTO]TELS).

6. ANENIOYMHTEX ENEPI'EIEX

H vmodopio yopnynon tov KTnviaTpikd QuproKEVTIKO TPOTOVTOG o€ B00EdT GLYVA TPOKAAEL TAPOSIKES
ovTIOPAcELg TOVOL Kol TOTIKEG €E0ONGEIS 6TO GNUEID TNG £YYVONG, Ol OTOiEg LITOPOVV VOl EMUEIVOLY
€wc kot 30 nuépec. Téroteg avtidpaoelc dev Exovv mapatnpndel oTovg Yoipovg Kot ota TPOPOTO UETA
omd evOopLIKN Yopnynon.

[MaBopopporoyikég avTidopacelg (CUUTEPIAAUPAVOUEVOV TOV AVASTPEYILOV LETAPOADY TNG
GLUEOPNONG, TOVL OLONIATOG, TNE VoG Kot TNG aoppayiag) 6to onpeio e £yyvong, eivol Told
oLyVEC Yo, Tepimov 30 nuépeg HETA TNV £veon ota o0ELdN Kol GTOVG XOIpPOLG.

2ta Tpdfata, Topodikd cupmTtdpTe SvsPopiag (TPOUOC TG KEPAANG, TPP1 6To onueio TG Eveong,
TEPTATNLLOL TTPOG TO, TOW) €IvOL TOAD GUYVA PETA OO EVOOUVTKN EVEST]. AVTA TO, GUUTTOUATOL
omodpapovV péca og Ayo Aemtd.

H ovyvotnta tov avemBduntov evepyeidv kabopiletol ¢ akoAovOmc:

- ToAY ouyvn (meprocdtepo omd 1 ota 10 vid Bepaneio (da Tapovoidlovy avemBOunTES EVEPYELES)
- ovyv1| (Tteprocotepo amd 1 adid Atydtepo amd 10 {oa ota 100 vid Bepaneio Lda)

- un ovvnBopévn (tepiocotepo and 1 aiid Aydtepo amd 10 {da ota 1000 vd Bepaneia {da)

- ondvia (teplocotepo and 1 oaAAid Arydtepo amd 10 {oa ota 10.000 vro Bepaneio (Ho)

- ToAY omavia (Aydtepo amd 1 ota 10.000 vrd Bepaneio (da, cvuneptiapfovopévov Kot Tmv
UELOVOUEVOV OVOPOPDV).

Edv mapoatnprioete omolodnmote avemBOUnTn eVEPYELD, OKOUO KOL OV OEV OVOPEPETUL GTO
eoKAeleTo DOALO OdNyrdv XpNong 1 apEPAAETE Yo TNV ATOTEAEGUATIKOTITO TOV QOPLUAKOL,
TopoKoAeicOe va EVUEPDOETE GYETIKAOG TOV KTNVINTPO GOC.

7/ EIAH ZQQN

Booedn, yoipot ko Tpoparoa.
8. AOXOAOITATIA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Boogon:

2,5 mg toviabpopvkivng/kg copatikod Bapovg (toodvvapo pe 1 ml/40 kg copotikod Bdpoug).

Mio epdmaé vrodopla éveon. o ™ Bepaneia Tov Poogddv ave tov 300 kg coupatikod Bdpovg,
dtupéote 8001, dote vao unv vepPaivet ta 7,5 ml avd onpeio Eyyvong.

Xoipot:

2,5 mg tovhaBpopwkivi/kg copatikov Bdpovg (1codvvapo pe 1 ml/40 kg copaticod Bapovg) otov
TPAaYNAO.
Mia gpdma evdopvikn éveon. ['a ) Bepaneia Tov yoipov dvo tov 80 kg coupatikod Bdpovg,
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dupéote T 060N MGTE va unv vrepPaivel ta 2 ml avd onpeio Eyyoong.

[péBata:

2,5 mg tovhaBpopwkivi/kg copatikov Bdpovg (1Icodvvapo pe 1 ml/40 kg copoticod Bapovg) otov
TPpAyMAO.
Mia gpanag evoopvikn éveon.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

I'a omoladnmote avamvevoTikn voco, cuviotdtol 1) Oepaneia Twv (Hov 6To TPpOTA GTASN TG VOGOL
ka1 1 a&loddynon g andkpiong otn Bepaneio evioc 48 wpav petd v Eveon. Edv ta khvikd
GUUTTMUOTO TG OVOTVEVGTIKNG VOGO ETUEVOLY 1] 0EAVOVTOL 1 €AV ELPOVIGTEL VTTOTPOTN, M
Oepancio mpémet vo aALAEEL ¥PNOLOTOLDVTOG AALO aVTIBLOTIKO Kol VO GUVEXLGTEL £MG OTOV
VIOY®PNGOLV TO KAVIKG CUUTTOLOTA.,

T va eEaocpariotel 1 oot 6ocoloyia, Oa mpémel va vtoAoyileTon T0 cOUATIKO Bapog 660 TO
duvaTov aKPIPEGTEPA Y10, TV OOPLYT VTodocoroYiag. o ToAAamAn didTpnon Tov eroAdiov,
oLVIOTATAL 1] YPNOT BELOVOG avappOPNONE 1] CLPLYYOC TOALATAMY 0OGEMV, L€ CKOTO TIV OITOPUYT|
vrepPoArtkng dtdTpnong tov Topatos. To tdhpo puropet va datpndet pe acpareta Eoc kot S0 popéc.

10. XPONOX ANAMONHX

Booegdn (kpéag kot eddd1pot 1otot): 22 nuéPEG.

Xoipot (kpéag kot edmdpot wotol): 13 nuépsg.

IIpoPata (kpéag kot edddLot 1otol): 16 nuépec.

To mpoidv dev givar eykekpuévo yia ypron o€ {ma, T omoia Tapdyovv YaAa yio avOpmmivn
KOTOVAAWDOT.

Noa un ypnowonoteiton o€ £ykva {da, Ta omoia Tpoopiloval va mapdyouy yolo yio avOpomivn
KOTOVAA®GT), EVIOC 2 UNVAV G0 TOV OVAUEVOUEVO TOKETO.

11. EIAIKEXZ XYNOHKEX AIATHPHXHX

Na puAdooetol o Béom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

To ev AMoy® KTNVIOTPIKO POPLOKELTIKO TPOTOV Ogv omantel 1dtaitepeg cuVONKES Yo TNV EOAAEY TOV.

Na pn xpnoIHoToteital auTd To KTNVINTPIKO GOPUOKEVTIKO TPOTdV HeTd amd TNV nuepounvia Aéng
oL ovoypagetol oty TkéTa petd EXP.

Aldpketo {ong PLETA TO TPMTO AVOLYLLO TNG OTOLXELMAOVS GVOKEVOTTNG: 28 NUEPES

12. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX)

Ewdwéc mpoetdomomoetg yio ka0e gidog (dov:
AwoTonpovpevn avlekTIKOTNTO TOpATNPEiTaL LE GAAD pokpoAdidia. Na pun yopnyeitor tantdypova pe Gl
OVTIIKPOPLakd o £x0VV TOPOLOLO TPOTO dPAcNS, OTMC vl To. LOKPOAIdLo 1] o1 Atvkolapided.

[péBaza:
H amoteleopatikdmra ¢ aviyukpoPilokng Oepameiog tng AoUddovs T060depUATITIONG TMV
poPatwv Bo propovoe v petmbel amd GAiovg Tapdyovies, 6mws VYPEG cuvOnKkeg mepPdAlovTog,
KaBmG Kot akatdaAANAN dwoyeipion g extpoens. H Bepameio tng Aotuddovg Tododepatitidng Tmv
mpofdtev Ba Tpénel cuvenmg va yivetal pall pe ahAo péca dlayeiplong TG EKTPOPNC, YO TOPAOELY LA
eEaocpdiion Enpob mepifdriovToc.
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H avtiprotikn Bepomeio oty kadon0n mtododeppatitida tov tpoPdtwv dev Bempeitarl anapaitnt. H
TovAaOpopvkivn KATESEIEE TEPLOPIGEVT] OTOTEAECUATIKOTNTA GE TTPOPaTa [Le cOPapd KAVIKA
CUUTTMOUOTO 1] XPOVIO AOIUDOT TOS0dEPUATITION, KUl CLVETDG Ba TpEmeL va diveTol LOVO OTA TPMILA
oTAO0 TN TOOOOEPULOTITIONG,.

Ewikég mpouAdéels yia ) yopriynon ota (ot

H ypriion tov ktnviotpikol QopprokevTikon Tpoidvtog tpénel va Pacileton o€ dokiuéC evatsnoiog
TV Baktnpiov Tov aropovadnkav ard to {do. Edv avtd dev givarl duvatod, n Bepoamentikn aywyn
npénel va Pociletal oto TOTKA (TePLPEPIENK], GE EMIMEDO EKTPOPNC) EMLOTLUOAOYIKE
O€dOUEVD,OYETIKG e TNV gvancOnoio TOV GTOYEVOUEVOV PakTnpimy.

O emionpeg, e0viKEC Kot TEPIPEPEIOKEG AVTIUIKPOPLAKEG TOATIKEG TTPETEL VAL Ao AvovTal vToy,
OTOV YpNoLonoLEiTal TO TPOidY . XPHion TOL TPOIOVTOC TOV ATOKAIVEL Ao TIG 0ONYiec OV
napéyovtor oty XTI, propet va avNoet Tov ETmoANGHO TV BakTnpimv mov eivol avOekTikd
GTNV TOLACOPOLVKIVI Kol WTOPEL VO LLELMOCEL TNV ATOTEASGLOTIKOTNTO, TNG Oepameiog e dAla
HOKPOALSL0, AVKOGOUIOEG KOl GTPETTOYPAIVES TG opddag B Adym mbavig dtaotovpoduevng
ovOEKTIKOTNTOG,

Edv mapovciootel avtidpaon vrepevaiodnciog, Oo wpémet va yopnyeiton n KatdAAnAn Bepareio yopig
kafvotépnon.

Idwitepeg TpouAdéelc mov mtpémnet vo AouBdvovtaol amd To GTOUO TOV YOPNYEL TO KINVINTPIKO
QOPUOKEVTIKO TPOidV og (ha:

H tovAaBpopvkivn eivar epebiotikn yio Tovg o@Baipovs. e mepintwon mov Kotd AdBog vdpEet
EMOPN UE T PATLO, TAVVETE OUEGMG TO LATIH [E KOBapO vePO.

H tovAaBpopvkivn propet va mpokarécel epebiopd otav Epbel oe emapn e TO OEPLUO [LE ATOTEAEGLOL
Y. epLOPOTNTA TOV dEPpaTOG (pVONU) 1) / Ko deppatiTioa.

e mepinton mov kotd AdOog vdpEel ETaPT] e TO dEPLLA, TAVVETE QUECMG TO OEPLLOL LE GOTOVVL Kol
vepo.

IMAbvete ta yépra petd amd ™ xpnon.

e mepinton mov kot AdBog Kavete 0vToéveo, va avalnTioete aUEoms TPk Bordeta Kot va
emoei&ete 6TOV 10TPO TO EGOKAEITTO GUALO 00N YLDV ¥PNONG 1] TV ETIKETA TOV POPUAKEVTIKOD
TPOIOVTOC.

Metd amod toyoaia £€kBeon, ebv vrdpyel voyia avtidpacns vrepevactnaciog (n omoia avayvepileton
Y. Ao Payovpa, SVCKOALD 6TV avamvor, KVidmor), 0idna 610 TPOGMTO, vauTia, EUETOC) Ba Tpémet
4 vo, yopnyeitatl n katdAAnAn Oepaneio. Avalntioete opéoms 1oTpikn cVUPOVAN Kot emOeileTe 6TOV
10TPO TO EGMKAEITTO PUALO 0ONYIDV XPNOEMG 1 TNV ETIKETA.

Eyxopoctvn ko yohovyios:

Ao TIC epyaoTNPLoKEC LEAETEG GE EMILVEG Kot KOLVEMA dev dlomioTmONKay evosiEelc tepatoyéveong,
euPpvotolotnrog 1 To&koTnTag ot UNnTépa. H ac@dieia Tov KTnviaTpikon QopuoKeLTIKOD
TPOIOVTOC KATA TN O1dpKela TNG KOMoMG 1 YaAovyiog dev €xet emiPePaiwbel. Xpnoonomorte to
TPOTOV HOVO COUP®VA LE TNV EKTIUNGT 0PEAOVG/KIVOHVOL atd ToV VITEBvvo KTnVviaTpo.

AMNAETOPACEIC e GAAD QOPUOKEVTIKG TPOIOVTO KO GAAEC LOPOEC OAANAETIOPOOTC:
Agv glval yvo ot Kopio.

Yrepdocoroyia (CUURTOUATA, LETPO AVTLLETATIONG, OVTIIO0TA):

21o foogtdn, Katd tn xopnynomn 60onc TpeLS, TEVTE 1 0EKA POPES LEYUADTEPTG OO T CUVICTMEVN,
TopoTNPNONKAY TAPOSIKA CUUTTMOLOTA TOV 0T0d0ONKAY 68 ducPopia 6To GNUEiD TNG EYYVONGS Kot
mepteldpfovoy avnovyia, TPOLO TG KEQAANG, EOGILO TOL £6APOVG LE TO TOdL Kot Bpayvmpdbecun
peiowon g Aqwng tpoenc. 'Hma ekpviion tov pvokapdiov wapatnpnidnke oe foogldn, oto omoio
yopnyndnke d06on meviamAdoia 1 e£0mTAAGLO TNG GUVIGTAOUEVTS.

e veapong yoipovg Bapovg mepimov 10 kg 6tav Toug yopnynonke d0om TpElg 1 TEVTE POPES
HeYOADTEPN TNG BEPamEVTIKNG, TAPOUTN PO KAV TUPOSIKA CUUTTMOATA TOV aTododnKav o dvopopia
070 onueio g £yyvong Kot TepleAdupavay kpovyég Kot avnovyia. Eniong, mapatnpnnke yolotnto
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otav ypnoipomoidnke To onichio dkpo ¢ to onueio £yyvong.

21006 apvovg (nAkiog Tepimov 6 EfSoUAd®YV), KATA TN XOPNYNOT S00TG TPEIS 1| TEVTE POPEG
UEYOADTEPNG OO T GUVIGTMEVT), TAPOTNPNONKAY TAPOSIKA CUUTTMOLOTO TOL 0T0dOONKaY GE
dvopopia oto onpeio ¢ £yyvong Kot TEPLEAAUPAVAY TEPTATN LA TPOS TA TIC®, TPOUO TNG KEPAANG,
PPN oTo onpeio TG Eyyvong, Katdkiion Kot £yepon, PELACUAL.

Aocvpufatdnrec:
AOY® EAAEIYNG LELET®V OCLUPATOTNTOC, TO TAPOV KTNVIOTPIKO PAPUOKEVLTIKO TPOIOV OgV TPEMEL VAL
OVOLETYVOETOL PE GAAD KTNVINTPIKG QUPUOKEVTIKA TPOIOVTO.

13. EIAIKEX ITIPO®YAAEEIX AITOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKOQN MOY
IPOEPXONTAI AIIO TH XPHZH TOY ITPOIONTOX

Ta @appoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.
YopPovievbeite Tov KTNVIOTPO 1) TOV POPLOKOTOLO GOG Y10 TOV TPOTO OmdpPLYNg TV
ypNooronféviav opudkoy. To HéTpo aVTd amTocKoToVY GTNV TPOGTUGI0 TOV TEPPAALOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aemntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOoidv dlatibevTol atov
dwktvakd tomo Tov Evponaikod Opyavicpod @appdakmy http:/www.ema.europa.cu/.

15. AAAEX IIAHPO®OPIEX

2V0oKELOGIEC:
Xdaptvo kovuti to omoio mepi€yet 1 prokidio twv 50 ml.

Xaptivo kovti T0 omoio meptéyetl 1 erarioro twv 100 ml.
Xaptivo kovti T0 omoio meptéyetl 1 erarioto twv 250 ml.

Mmropei va, unv KoKAOPOPOUV OLEG Ol GLOKEVAGIES.
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