IEPIAHYH TON XAPAKTHPIZTIKOQN TOY TPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Benestermycin evéopaotikd evardpnpo ENPAg TePtoo0L Y10, ayeAUOES

2. ITOIOTIKH KAI IOXOTIKH XYNOEXH

Ta 5 ml eviopaoTIKOD EVOLOPNOTOG TEPLEYOVV:
ApoocTIKE 6GVGTAUTIKG:

Penethamate hydriodide .............ooovviiiiiiii e 100 mg
Benethamine penicillin ..............cooooiiiiiiiiiiii 280 mg
Framycetin sulphate .............cooiiiiiiiii e 100 mg
"Exooya:

ITowoTiki 6VvOEoN EKOOY MV KOl GAL®OV GLVGTUTIKOV
Aluminium monostearate, sterile

Castor oil, hydrogenated

Paraffin, liquid

Agukd VOPOPOPO EvaldpN .

3. KAINIKEYX IAHPO®OPIEX

3.1 Eiom {oov

Ayerdodeg

3.2 OepamevTiKég vocilelg Yo ka0e gidog Loov

IMa 1t Bgpancio T@v VTOKAWVIKGOV AotudEewv mov moapovotdloviol Katd v Enpd mepiodo Kol ¢
EMKOVPIKO 0TIV TPOANYT VEDV AOUDEEDV KOTA TN ddpKeLo TS ENPOC TEPLOSOL.

3.3  Avrevositeg

Noa un gpnoyonoteitan katd tnv mepiodo e YOAUKTOTAPUY®OYNS.
Noa pn xpnoOToIEITOL GE TEPIMTMOGELS VITEPEVOLISONGiOG 6TO SPACTIKA CLGTATIKA 1| GE KATTO £KSOYO.

3.4 E0wkég mpogrtdomon|oeLg

Omnov vrdpyetl kivduvog epedvione poaotitildwv katd T Bepwvn mepiodo, Ba mpénet va eégtaletatl 1o
EVOEYOUEVO AMYNC TPOGHETOV SLUYEPIOTIKAOV PUETPOV, OTMC KATATOAEUNGT TV IMTAUEV®V EVIOUWOV.

3.5 Idwitepeg mpo@urdiers katd ™ ypion

Idwaitepec TPoQLAGEELS Yo TNV Ac@aAN YpNon oto £idn Ldwv:

H ypniomn tov ktviatpikod eaprokenTikov Tpoidvtog Ba mpénet va Paciletol og dokipéc evarsnaciog ota
Bakmpio oV amopovavovTal oo o dppmaoto (do. Edv autd dev givat duvatd, 1 Oepancia O mpénet va
Baociletar ot TOMIKA (O€ EMIMESD EKTPOPNG KoL TEPLOXNG) EMONUOAOYIKE GTOXEDL OYETUKA LE TNV
evailsOnocio Twv otoyevopevey Paktnpinv, Aappdvovtog vdym eriong Kot TuXOV e@aproloueveg Bvikég
AVTYUKPOPLOKEG GTPOTYIKEC.

H un kotddAnAn ypfon Tov KTNvieTpikod QOpUAKEVTIKOD TPOTOVTOS UTOpEl Vo duéNcEL T GuyvOTIT
EUEAVIoNG TV Baktnpimv Tov eivar avBekticd ot PevLAOTEVIKIAIVY KoL TN QPOUVKETIVY Kot LTopet va
UEIDOEL TNV OIMOTEAECUOTIKOTNTO, TG Oepameiog pe dAAeG evaictnteg 6TV TEVIKIMIVAGCT PTO-AOKTAUES



N apvoyAvkooidec, eEartiog tng mbavig Stootavpoduevng ovOEKTIKOTNTAG.

Idwiitepeg mpoeuAdEelc mov mpémel va AauBdvovionr amd 1o GTORO TOL YOopNYEL TO KINVINTPIKO
OOPUOKEVTIKO TtPoidV g Lda:

ATouo pE YVOOTH VIEPELUGONGIN GE KATO0 Ao To OPUCTIKG GLUGTUTIKG TPETEL VO OTOPELYOLV TV
ETOPY] LLE TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV.

O mevikidiveg umopel vo, mpokarécovy vrepevaictncio (aAlepyia) €merta amnd €veom, €1GmVoN,
Katdmoon N ema®n pe 10 Oépua. Ot aAXEPYIKEG OVTIOPACELS GE OGULTEC TIG OPUCTIKEG OVGIES,
MEPIOTACIOKA, UTOPEl va eitvar coPapés.

I. No pn yxepileote ovtd TO KINVIOTIPIKO QPOPUOKELTIKO 7Tpoidy, edv yvopilete OTL €yete
vrepevatctnoio M O6tav cag €xel do0Bel ovuPfovdny va unv £€pyecte o€ EmOQN UE TOPOUOLL
10100KELAGLOTOL.

2. XelploTeite auTd TO KTNVIATPIKO POPUOKEVTIKO TPOTOV LE LEYAAN TPOCOYN, Y10 VO OITOPVYETE TNV
ékbeon, maipvovtag Odec Tig amaitovpeveg TpoeuAdtels. [TAvvete to dépua Emetta omd Tuyaio ETaQT.
3. Edv moapatnpnBolv avtidpdoelg vrepevaicnoiog éncrta and ékbeon, dmwg deppotikd eEavonua,
0o mpémel vo avalntioete TPk cLUPOVAN Kol vo eMOEEeTE GTOV 1TPO TO ECMKAEIGTO PUAAO
0ONYLDV XPNCEMG N TNV ETIKETA TOV POAPUAKEVTIKOV TPoidvToc. H €€0idnon Tov mpocdnov, TV YEEmV
KoL TOV 0QO0AL®V 1) 1 SVOYEPELL GTNV AvaTTVON, £ival TEPIGGHTEPO GOPAPA CUUTTOUATE, KOl OTALTOVV
EMEIYOLOO TPIKT] TOPAKOALOVON o).

Id10itepeg TPOQLAGEELS Y10 TNV TPOOTACIN TOV TEPIBAAAOVTOC:

Agv 1oy0eL.
3.6 AvemOopunta coppavra

Ayerddec:

IToA¥ ordvia AMdepyin avTidopaon Tov dEPUOTOC
(<1 Cwo / 10.000 vrnd Oepameio Coa, | Avaguraktikh katomAnéio
OUUTEPIAOUBOVOLEVOV  TOV  LELOVOUEVEOV
avaPOPOV):

H avagopd oavembountov coppdviov eivar onuavtikny. Emitpénel ) cvveyn mopakoiovdnon g
AGPAAELNG EVOG KTNVIOTPIKOD QOPLOKEVTIKOD TPOTOVTOS. Ol avapOopES TPETEL VAL OTOGTEAAOVTAL, KOTA
TPOTIUNOT HEC® KTNVIATPOV, EITE GTOV KATOYO TNG AOEL0C KUKAOPOPING 1 GTOV TOTIKO avImpOsmTO
Tov gite otV €0vIKN apuddla apyn HEc® TOL €BViKOD GLOTNUATOG aVaPOPAC. AvatpiEte aTo PUALO
0OMYL®V ¥PNONC Y10 TA OVTIOTOLYO GTOLYEIN EMKOVMVING,.

3.7 Xpiion Katd TNV KONo1, TN Yorovyia 1] TNV @OTOKiA

Mmopei va yproyonoin el katd tn S1dpKeLd Tng KONONG.
No pnv yopnyeitat Katd v Tepiodo TG YOAUKTOTAPUY®YNG.

3.8 AMMAERTIOPOON PE GALD QUPUOUKEVTIKA TPOTOVTA KAl AAAEG HOPPES OAANAETTIOPACTG
Agv glval yvootn| kopio.

3.9 0Odoi yopnynone kai docoroyia

Evdopactikn 060¢

To mepieydevo g cHPLYYaG EIGAYETAL O KAOE PLOGTIKO 0OEVA AUEGMG LETE TO TEAEVTOIO APLEYLLO TNG



YOAOKTOTOPOYWYIKNG TEPLOSOV.

[pwv amd T yoprynon, ot Onrég mpémet va kabapilovrol Kot vo yivetal avtionyio oYoANSTIKA Kot Oa
TPENEL va. SIVETOL 1O10ETEPT TPOGOYN Yol TNV ATOPLYT EMUOAVVONG TOV GTOUIOV TNG cVptyyas. Metd
TNV €YYVCT] TOV KTNVIITPLIKOV QAPLLAKOD, CUVIGTATOL 1] XPTOT VO TPOIOVTOC Yo eUPAnTIon TG ONANg
1N €101KO agPOAL QL.

3.10 ZopntOpeto vTEPS0c0L0YINS (KOl KOTA TEPINTOGT, HETPA UVTIHETOTIONGS KOl AVTIO0TA)

Agv 1oy0eL.

3.11 Ewwoi mwepropiopoi ypiong ko €W0kés ovvOikeg ypiong, ovpmeprroppfavopivev
MEPLOPIGUAY  OTN]  YPNGT  OVTIUKPOPLOKAOV KOlU  OVTIITUPUCLTIKOV  KTNVIWTPIKOV
QUPRUKEVTIKAV TPOIOVTOV TPOKEIPUEVOV VU TEPLOPLOTEL 0 KIVOLVOG OVATTVENG AVTONS

Agv 1oy0eL.

3.12  Xpovor avopovig

Kpéog kot edddyot 1otoi: 9 nuépeg

I'dra: 36 dpeg petd tov Toketo (edv elyxe yopnyndetl tovddyiotov 35 nuépeg TPy Amd ToV TOKETO), 37

nuépeg amd T yopnynon (eav eixe yopnynbei oe didotnuo pikpodTEPO amd 35 NuUEPES TPV amd TOV

TOKETO).

4. DOAPMAKOAOTI'TIKEX TIAHPO®OPIEXZ

4.1 Kowdwog ATCvet: QJISIRC22

4.2 LOGT T NARITN|

H Bevebopuxn mevikidivn ko 1 vdpoimdiodyog meveBapdtn £xovv mTopoHolo PAcud dpAconc. XTovg

HKPOOPYOVIGHOVG, 7oV €ivar evaicbntot in Vitro oto cuvvdvacupd Ttovg, meptAapBavoviol ot

OTPENTOKOKKOL, 01 EVOICONTOL GTNV TEVIKIAIVY GTAPLAOKKOKOL, T0, KOpuvoPaxTnpidio Kot ot avaepofiot

HKpoKokKkol. Mikpoopyavicpoi gvaicOnrtot in Vitro oty @papvketivi TEpILapavouy 6TapuAOKOKKOVS

avOektikovg oty mevikihivn, E. coli kou dAla apvntikd kotd Gram Boktipia.

4.3 ®oppoKoKIVTIKNY

To KTNVIOTPIKO PAPUAKEVTIKO TPOIOV TEPLEYEL EVAL GLVIVAGUO TPIOV avTIPLOTIK®Y Gg Bdor Ppadeiog

amelevBépmong, €101KA oyedlaouévng Yo T Bepaneio g pootitidog Tov ayehddov mov Ppickovtal

o€ Enpa mepiodo.

Metd v £€yxvomn, 1o SPACTIKA GVOTATIKE amerevdepdvovTal apyd amd T PAGT Kol TopOUEVOVY GTO

HaoTO Yoo HokpO ¥poviko dtdotnua. Ta meviKilvovyo dpaoTIKG GLOTATIKA, TOL TEPIEXOVINL GTO

KTNVILTPIKO QUPUOKELTIKO Tpoidv, Ba mapopeivouv oto pootd yw mepimov 3 gfdopddsc. Xtnv

TAgoyneio Tov ayehddwv, 1 epapvketivy Ba tapapeivel 6to pootd yio 10 émg 14 efdopddec.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kvopieg aocoppatotnreg

Agv glval yvootn kopio.



5.2 Avgpkera Lomg

Augpkela {Ong TOL KTNVINTPIKOD POPUAKEVTIKOD TPOIOVTOG COLPMVA LIE TI GUCKELUCIN TOANCNG:

24 pnvec.

Ka6e cupryya mpoopiletar pdvo yia ana ypnon.

5.3 Idwitepeg TPOPVAGEELS KATA T1] @VAAEN TOV TPOTOGVTOG

No unv puAdcocetal oe Beppokpacio peyorvtepn tov 25 °C.

5.4 ®vHon Kol 6VVOEST TG GTOLYELDO0VS CVOKEVOCILUG

KvAwdpoc pe éuporo kot modpo amd morlvabviévio wov mepiéyel 5 ml tov evatopnuatoc. Ot copryyeg

elvar ovokevaopéveg oe Koutid Tov 20 Tepayiov, To oroia tepiéyovy kot 20 pavinidkio avtionyiog

TOV ONAGOV.

55 Ewwkéc mpoourdiers oaméppuyng €vOg  pun  ypNOHoTon0£évTog  KTNVIOTPLKOD
QPUPLIKEVTIKOV TPOIOVTOG 1] AAL®V VAIKAOV TOV TPOEPYOVTAL O.TO TT| PN G TOL TPOIOVTOG,
av VTAPYOVV

Ta edppoxo dev TPEMEL v OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKLUK®OV OTOBANTOV.

XPNOOTOIOTE TPOYPAULATE ETIGTPOPNG QOPUAK®Y Yio TNV omdppyn Un yPNoporonféviov

KINVIOTPIKOV QUPHOKEVTIKOY TPOIOVIOV 1 GAL®YV LMK®V oL TPOoEPYOVTOL omd T YPNon TOLG

COLPOVO UE TIC TOTIKEG AMOITNOELS Kol UE TUYXOV €OVIKA GLGTAUATO GUALOYNAG TTOV 1GYVOLY Y10, TO

OYETIKG KTNVIATPIKA QOPUOKEVTIKA TPOIOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

18393/11-03-2013/K-0096801

8. HMEPOMHNIA MPQTHXE EI'KPIXHX

Huepounvia 1ng éyxpiong: 27/07/1995

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHX THX TIIEPIAHYHX TOQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

05/2025

10. TAZEINOMHXIH TQN KTHNIATPIKOQN ®APMAKEYTIKQN IIPOIONTQN
No yopnyeiton LOVOV e KTNVIOTPIKT GUVTOYTY].

AEMTONEPEIC TANPOPOPIEC Y1 TO EV AOY® KTNVIATPIKO QUPUUKEVLTIKO TPOoTldV gival dtobéoipeg ot Bdon
dedopévav g EE yuo ta kmmviotpikd tpoiovta (https://medicines.health.europa.eu/veterinary).



