IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

OVIPAST evéoo gvarodpnpa yio Tpodfato

2.  MOIOTIKH KAI ITOXOTIKH LYNOEXH
Ka0e ml tov epforiov mepiéyet:

APUoSTIKA GVGTOTIKG:
Mannheimia haemolytica:

Opotunoc Al, otéheyog S1006/77, Adpavomompuévo 5 x 10® kotTopo*
Opodromog A2, otéleyog S1126/92, Adpavomomuévo 5 x 10® kotTopa*
Opodtumog A6, otédeyog S1084/81, Adpavomoinpuévo 5x 10® kotTopo*
Opodtumog A7, otédeyog S1078/81, Adpavomoinpévo 5 x 10® kotTopo*
Opoéromog A9, otéleyog S994/77, Adpavomomuévo 5 x 10® kotTopa*

* Tlov mpokaiel TovAdytotov 22% peimon g ontikig muokvotntag (OD), katd v pétpnon e
OVOGTOANG TNG OCUVOESTG TNG TPAVOPEPIVIG GTOV 0PSO TOV ALLOTOG KOVVEALOV.

Bibersteinia trehalosi:

Opodtumog T3, otéleyoc S1109/84, Adpavomomuévo 5 x 10® kotTopot*
Opodtumog T4, otérexog S1085/81, Adpavomotnuévo 5 x 10® kotTopot*
Opoéromog T10, otéheyog S1075/81, Adpavomompévo 5 x 10% koTTOpOt*
Opodtumog T15, otéheyog S1105/84, Adpavomompévo 5 x 10® kdTTOoport*

** Tlov mpokahel onpavtikn (p<0,025) avénon tng ontikrg mukvotntog (OD), Katd Tov TPocdopicuo
NG ATOKPIONG TOV AVTICOUATOV GTOV 0pO TOL OiLITOC KOLVEALOV.

AV060EVIGYVTIKES OVOiEG:
Aluminium hydroxide gel 250 mg

"Exodoyoa:

Moocotkn] 6VvOeon av o1 TANPOPOPisg AVTEG

MowoTtiki] 60vOEGT EKOOYMV KOl GAL®V , , , ,
givan ONPOVTIKEG Y10 TN GOGTI] LOPYNON TOV

GUGTUTIKAV . . v s
KTNVITPLKOD QUPUOKEVTIKOD TPOIOVTOG

Thiomersal 0,13 mg

TRIS

Maleic acid

Sodium chloride

Formaldehyde

Water for injections

Adlopavég evaidprpa.

3. KAINIKEX TIAHPO®OPIEX
3.1 Eiom {oov
IIpo6Baro.

3.2 OgpamevTikéc gvocieis Yo kaOe gidog Lmov




Mo v evepyntikn avocomoinen Tov TPofUTmV, MG ETKOVPIKO HEGO Y10 TOV EAEYYO TNG
maotePdioong, mov tpokaAeital and v M.haemolytica xon v B.trehalosi. To gpffolo pumopet vo
YPNOLOTOLEITOL (O ETIKOVPIKO PEGO Y10 TOV EAEYYO TNG TVEVHOVIKNG TaoTEPIOiNGNG 6€ TPpoOPata Kabe
NAwiag amd v eEldyiotn nAkio Tov 3 BOOUAd®MYV, KO Y10 TOV EAEYYO TNG CUOTNUATIKNG
TAoTEPOINOTG OE OMOYUAUKTIGUEVA TPOPata OV TPoopilovTal Yio TAYVVOT 1} Y10 OVATOPOy®YT.

To guPorio pmopel va ypnoonoteitor o £ykveg mpoPatives, MG EMKOVPIKO HEGO Y10, TOV EAEYYO TNG
TAGTEPIOINOTNG OTA APVIA TOVG, e TNV TPoDTODESN OTL AVTA AUUPAVOLY IKOVOTOMTIKY TOGOTNTA
TPOTOYAAUKTOC KATA TIG TpdTEG 1-2 Muépeg T Lmng Tovg,.

Eykatdotaon avociog: Onmg pe Ta TEPIGSOTEPA AOPAVOTOINUEVA EUPOALN, OEV UTOPOVV VO
OVOLPLEVOVTOL OTUOVTIKG EMimeda ovooiog £mc 2 efoopnddes petd and  dedtepr d6om tov guforiov
GTO OPYIKO CYNLO ELPOMAGHLOV.

Aldpkelo avociog: ATOOEIKTIKA GTOLXEID Y10 TNV ATOTEAEGLATIKOTITO TOV GLUGTOTIKOD
Pasteurella/Mannheimia mpoékvyav Le TEPAUOTIKO LOVTEAD LOAVVONC ypnoiomoldvTag To Dialuene
P xon dev givan dSuvatdv va tapacyefodv TAnpoeopieg oxetikd e T didpKelo TG avosiog e Béon
vt T0 GUOTNUA. YTTAPYOUV avapopig OTL 1 EvepyNTIKN avocia (dnAadn ota eviiika (da) drapkel
£€m¢ KoL va £10¢, VO 1M TaNTIKY avooio (dnAadn oTa apvid TV ERPoAMAcIEVEY TpofoTivey e
ovpPoatikd epPoiia katd g Pasteurella) Oa mapapeiverl £oc kot 4 eBoopddeg petd amod T yévvnon.
3.3 Avrevositelg

Kapia.

3.4 E0kég TPOELOOTOMGELS

Na epporrdlovratl povo vym Loa.

3.5 Iowitepeg TPpo@UAAEELS KATA TN PO

[dwitepec TPpoULAAEELS Y10 TNV aoQOAT yprion oTa £idn Chwv:

H dwatpo@ikn Kot 1 LETOPOAIKT KATAGTACT TV £YKV®V TpoPativev eival 1dwaitepng onuosciog katd
Tov euPoracud. Xe nepintwon apeiporiog (nmote ™ GLUPOVAT KTNVIGTPOL.

e kdBe opada (omv, Evoc Lukpdc aptdpnoc (dmv evogyetat vo unv avtomokpifel otov gpportacpo,
G AMOTELEGLOL OVETAPKELOG TOV AVOGOTOMTIKOV. [KavomomTiky] avocoA0YIKT AOKPIoN OVOUEVETOL
uévo ota vy {da, EToUEVMG Eival SNUOVTIKS VO amo@eDyeTal 0 ELPoAMacUOg (O®V OV EYOVV
GLVLTIAPYOLGA AoiumEn N petafolikn duTapayn.

Kotd 10 %e1piopnd tov Tpofdtmv TPETEL VO OTOQEVLYETAL 1] KATATOVION, 1010UTEPOS KATA TO, TEAELTAIN
GTAdL0 TNG EYKVHOGVVNG, TEPL0OOG KT TNV omoia givar avénpévog o kivduvog TpOKANGNG
UETUPOAIKDOV dtaTapaydV, Tov TOAVAE Vo 001 Y|G0VV GE OmooAN.

Idwaitepeg Tpo@uAGEElC TOL TPémel va AapuBdvovTal amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
OOPUOKEVTIKO TTPoidV oe Lda:

e mePINTOOT TOL KATA AABOG KAVETE LTOEVEST, VA avalNTNCETE AUESHS W0TPIKT fondeta Kot va
emdeiEeTE GTOV 1UTPO TO ECHOKAEIGTO PVAAO 00T YLDV YPNOEMC 1} TNV ETIKETO TOL POPLUKEVTIKOD
TPOIOVTOC.

[Switepeg TPOPLAGEELC Y10 TNV TPOCTAGIO TOV TEPIPAAAOVTOG:

Agv 1oyvet.

3.6 AvemOounta copfavra

[pdParo:



Xoyva Adykoon 6To onpeio TG £veonc', OepudTTo 6To onpsio

A 2
(1 é0¢ 10 {da / 100 vrd Bepameia e eveons
{oa):
[ToAb omévia Avtidpaon vrepevarcnoiog

(<1 Lo / 10.000 vrd Oepancio {ma,
GUUTEPIAAUPAVOUEVDV TWV
LELLOVOLEVMVY OVOPOPDV):

' Evdéyeton va vpiotatol m¢ kot 3-4 pivec Heté omd tov epPolocpd. Asv gaiveton va evoyAet
ta (oo 1 vo epmodilel TV KivnTikoTnTo TOL TPAYNAOL.

2 YuvinBwmg oystieton pe T S1dykmon kot mapatnpeitat £m¢ kat 14 nuépec petd Tov
eufoMacpd.

H avaeopd avemiBountov coppdviov sivor onpavtikn. Emtpénet mn cvveyn mapakorobonon g
OCQAAELNG EVOC KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG. Ol avapopEc TPEMEL VO OTOGTEALOVTAL, KATA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPING 1) GTOV TOTIKO OVIUTPOCMTO
ToV gite otV €Bvikn appddio apyn HECH TOL EBVIKOD GLOTAATOSC OVAPOPAG. AvatpéETe GTo PUAAO
001 YLDV YPNONG Y10, TO. AVTIGTOLY O GTOLYEID EMUKOVOVING.

3.7 Xpnion katd v KON 61, TN Yorovyia | TNV ®oTOKiA

Konon:

Mmropel va ypnoiporomel Katd tn StdpkeLd TG KONONG OTIC TPOPATIVES MG EMKOVPIKO UEGO Y10 TOV
€LEYYO0 TNG TAGTEPLOINONG GTA OPVIA TOVG, UE TNV TpobmdOeon 6Tt avtd AapuPdvouy exapkn TocoTNTA
TPOTOYAAUKTOG KOTA T1G Tp®dTEG 1-2 nuépeg g {ong Tovg.

3.8 Aliniemidopaon pe ALY QUPUUKEVTIKA TPOIOVTO KOl AAAEG HOPPES UAMAETIOPAONG

Agv VIAPYOVV TANPOPOPIES GYETIKA LLE TNV ACPAAELN KOL TNV OTOTEAEGLOTIKOTNTA, 0T TNV YPNON TOV
gv AOY® epfoiiov pe omotodnmote dAlo KTnviaTpikd pdppoko. H andeaon yio m yopiynomn tov v
AOY® epPoriov mpv od 1 HETA TN YOPNYNOT) OTOLOVINTOTE GAAOV KTNVIOTPIKOD POPUAKOV, TPETEL VAL,
Aoppdveton katd mepintwon.

3.9 Oodoi yopnynong kot d0coroyia

To guPoiio mpémet va yopnyeitot e LTOSOPLL EVEST] TNV AVE® TAAYLN YDPO TOL TPUYNAOV, TNPDVTOG
T1¢ ouVN eI TPpoPLAAEEIS aonyioc. Oha ta mpdPata wov dev iyav TponyovuEvag epportactel pe To
ev MOy euPorio mpémel va epufoiidlovtol 000 Popés, e pecodidotnua 4-6 efoopadmv, ue 2,0 ml ava
d001. X1 GUVEYELD, ATOLTOVVTOL OVAPVNOTIKOL ERPoilocpol e HECOSIOGTAHATO OYL LEYOADTEPQ TMV
12 pnvaov.

2116 evAKeg TPoPaTives avomapay®yNS, ALTOl 01 TG0 VAPV OTIKOL ELPOAOGLOL TPETEL VL
YOPNYOVVTOL KATE TNV TTEPT000 TPV Ad TOV TOKETO, 4-6 £fd0AdES TPV OO TV OVOUEVOLEVN
NUEPOUN VIO TOKETOV, (¢ EMKOVPIKO PEGO Y10 TOV EAEYYO TG TAGTEPIIINGNG GTO APV TOVG.

211G EKTPOPEG OOV 1 GLYVOTNTA EULPAVIONG TG TACTEPLHINGTG Elvat LeYdAn, pmopel va amorteitot
£€vaG GCUUTANPOUATIKOS aVOUVNOTIKOG EPPOAACUOG LE TO €V AOY® eUPOMo 2-3 gfdopddec Tpv amd To
ot 6TO 01010 TOPOVGLALETAL 1] ETOYIKT £€APOT).

H ¢udAn Tov epPoriov mpénet vo avakiveitol KaAd Tpwv amd T xpnon.

[pénet va Aapfavovtal avotnpég TpoLAGEELS Katd g empoivveng tov gppoiriov. To epporio
TPETEL VAL YOPTYELTAL YPNCYLOTOIDVTOS OTOGTEPMUEVT BEAOVA Kot GVPLYYd, VIO TNV TpobmdBeon OtL
ypPNoLomolEiTal fia VEQ ATOGTEP®UEV PEAdVA KEOE POPA TOV TPLTIETOL TO EAACTIKO TMLLO, DGTE VO,
amo@evyOel 1 empoOAVVEN TOL VITOAOUTOV TEPLEXOUEVOV. Ot chPLYYES Kot 01 feEAdVEC TPETEL VAL



TPOEPYOVTAL OTO CUCKEVAGIEC UTOCTEPMUEVEG UE YOI aKTIVOBOALN 7} Vo £XOVV TPOGPATO.
amootelpmbel pe fpacuod yro tovAdyiotov 20 AemTd.

ZUVIGTATOL ] PO CLTOHOTNG GVGKELNG EUPorlacpov. ETedn ta Toydpuota e eLaAng mov Teptéyet
70 eUPOAI0 dev cvumielovTat, amatTeiTol 1 PO CLOKELVTG EPPolacoD eEomAiouévng pe EuPolo
avappoenone N GAANG avéioyng cvckevng. Ipénet va Aopupdvovtal voéyn ot odnyieg ypnong, ToLv
GLUVOOEVOLVV AVTEG TIG GLOKEVEC Kal Vo ETPEPaIDVETAL 1] YOPNYNOT TANPOLS OOGNG, Waitepa OTOV
ATOUEVOLV GTN PLAAN O1 TeEAELTaieg 0OGELG TOV EPforiov.

Ka0e nuépa petd amd tv oAoKANpo™ Tov EUPOAAGLOV, TEPIEKTES TOV EXOVV LUEPIKAOG
ypnoyoroindei Tpémel va amoppintoviol Kabmg 1 €K VEOV SATPNGT TOV EANCTIKOD TOUATOG

€10 MPNOMNG UTOPEL VO 001 YNCEL GE EMUOAVVOT| TOV EVATOUEIVOVTOG TEPLEYOLEVOV.

To ev AOy® eUPOAIO €XEL TOPACKEVUOTEL LETA OO EPEVVA KoL OVATTTLEN, 1 OTTOi0L 001 YN OE BTNV
epappoyn g véag teyvoroyiag ‘IRP’ yia tnv napackevn tov cuotatikov Pasteurella/Mannheimia
avtob Tov guporiov. H evooudtmon avtdv tov ‘IRP’ cuctatik®v mopéyel evioyvpuévn
OTOTEAEGATIKOTNTO Kol O10GTAVPOVEVT] TPOGTAGIA, T.). TPOSTACIN KOTd ToL opodTLTTOL Al2, O
omoiog dgv mepiEyetal 6to eUPOII0. MeAéteg OoYETIKA e TNV amOKPLoT TOV TPOPAT®V GTO €V AOY®
eUPOMo £0e1&av ATL amattovvToL dVO EVESELS e LEcOddoTNO 4-6 eBSOUAO®Y TPOKELEVOL VL
omokopoTel 610 péyloto to 0¢pelog TG ‘IRP’ teyvoroyiag.

3.10 XvpntoOpate vIEPO060L0YINS (KUl KATE TEPITTOGN, PETPA AVTIPETAOTIONG KOL AVTIO0TA)

Metd and tn yoprynon duridciog 66ong Tov gpforiov, dev mapatnpnidnkay dAla avembdunta
ouupdvta eKTOG OG®V OVAPEPOVTOL OTNY TAPAYPOPOo 3.6 AvemBounta copufdvra.

e opiopéva apvid mov Elafay vrepdocoloyia mopatnpNONKV NTES EUTVPETES AVTIOPACELS.
3.11 Ewkoi meplopiopoi p1)ong Kot E101KEG cuvONKeS ypfiong, copreprrapfavopévov
TEPLOPLOUAV GT1] YP1GT] UVTLUIKPOPLEKAOV KUl UVTITUPUGLTIKAV KTNVITPIK®OV
PUPUOKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS
Agv 1oyvet.

3.12 Xpoévor avopovig

Mndév nuépec.

4. ANOXOAOI'IKEX IAHPO®OPIEX
4.1 Kmdwkoc ATCvet: QI04AB02

T'a v di€yepon g evepynTIKNG avociog KoTd Tng Taoteptdiaong Tmv mpoPdtmy.

5. DPAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acopporotnreg

No punv avopetyvdeton pe GALO KITNVINTPIKO QOPUOKEVTIKO TPOIOV.
5.2 Awpkero Long

Atdpreto LoNg TOL KTVINTPIKOD POPUOKEVTIKOD TPOIOVTOG COLPMVA LE TN GVOKELOGIN TOANGNC: 3
£m.



Avdpxero Long LT TO TPATO GVOLYLO TNG OTOLEIDNDOVE GUGKELOCING: XPNoT €vTog 10 wpmv.
5.3 Iowitepeg Tpo@uAdEels KaTd T POAAEN TOV TPOiIdVTOG

Noa purhdooeton og yoyeio (2 °C — 8 °C).

No punv Katonyvyetol.

No puALCCETOL TPOGTATEVLEVO ATTO TO PG,

5.4 ®Yon ka1 6HVOEGT TG GTOLYELDO0VS CVCKEVUGING

D16 arwd modvaifvAiévio yauning Tokvomrag towv 100 ml kot twv 500 ml wov KAeivel pe eEAaoTIKO
TAOUA EICYDPNONG OO YADPOPOVTOALO KOl TOWO CAOVHLVIOV.

Meyébn cvokevaciog:
Xdaptivo kovti Tov mepiéyel 1 erodAn towv 100 ml 1 tov 500 ml.

Mmopel va unv Kokho@opoOv OAEG 01 GLGKEVAGIES.

5.5 E10wkég mpo@uAGEELS améppLynG VOGS 1N Y PNGLHOTOOEVTOS KTNVIUTPLKOV QUPUUEKEVTIKOV
TPOIOVTOG 1] AALOV VAIKAV TOV TPOEPYOVTUL BTO TN Y P11 TOL TPOIOVTOCS, OV VITAPYOVY

Ta edppoka dev TPETEL VO, ATOPPITTOVIOL LECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.
XPpNOUOTOOTE TPOYPAULOTO ETIGTPOPNG GOPUAKMOV Y0 TNV ATOPPLYT] LT YPNOLLOTOINOEVT®OV
KTNVIOTPIK®OV QUPHOKEVTIKMOV TPOIOVTOV 1] GAADY DAIK®V OV TPOEPYOVTOL 0Td T YP1OT) TOVG
GOLPOVA LLE TIC TOTIKEG AMUITNOELG KO ILE TUYXOV €0VIKA CUGTHOTO GLAAOYNC TOV IGYVOVV Y10 TO,
GYETIKA KTNVITPIKA POPULOKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

Intervet International B.V.

Tomkdc avimpoownoc otnv EAAGSL:
Intervet Hellas A.E.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Ap1Oudg adetog kukAopopiog EAAGdag: 62891/05/25-01-2008/K-0140301

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepopnvia Ing &ykpiong: 30/07/2001.

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

05/2025

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Noa yopnyeiton LOVOV [e KINVIOTPIKY GLVTAYY.



Agmtopepeic TANpoPopieg Yo T0 €V AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv gival Stabéoiueg otn fdaon
dedopévav g EE yu ta ktnviatpikd tpoiovta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

