ITAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIZTIKOQN TOY [IPOIONTOX

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY IIPOIONTOX | -
Gallifen 200 mg/ml evoudpnpLo yio xopNynon pe OGO VEPS Yo, 0pvidio. Kot Qooio: :
2. IIOIOTIKH KAI ITOXOTIKH LYNOGEXH
Ké&0e ml mepiéyet:

ApacTIKG CLGTATIKG:

Fenbendazole 200 mg

‘Exdoya:

IowoTiki 6UVOson KdGYOV KoL GAA®V

5 IToootukt) 6OVOe
GUGTUTIKOV KN o1

Sodium benzoate (E211) 3 mg

Docusate sodium

Povidone

Hydrochloric acid, concentrated (ywo pOOpion tov
pH)

Water for injections

A€VKO £0G oYEGOV AEVKO EVAIDPNLX Yot XOPYNOT| GE TOGIHO VEPO.
3. KAINIKEX IAHPO®OPIEZ

3.1 Eidn {dwv

Opvit
Dacravol

3.2  Ogpancvtikic evdsiterg yio kade £idog {dov

Ogpaneio opvibiov mov Exovv TpocPAnbdei and Heterakis gallinarum (evilhika otad), Ascaridia galli
(eviihika otéda), Capillaria obsignata (evilka otédw) M Raillietina echinobothrida (eviliko
oTAd).

Oepancio pasiovdy Tov £xovv TPocsPAnOel and Heterakis gallinarum (evijlica ctédiar).

3.3 Avrevéciearg

Na unv xpnoILonolEiTaL 68 TEPITTMON VIEPELAIGONGING 6TO FPACTIKO GLGTUTIKG 1| GE KAO0 aTd O
£xdoyaL.

3.4 Ewdwkég mposidononioeig

To KINVIOTPIKO PAPUAKEVTIKO TPOIOV TPETEL VOL XPNGUOTOIEITAL 6T UEYIGTY] CVVIGTMOUEVT OGN TMV
3 mg/kg/muépa oo 10 Sredoywcés nuépeg yww ™ Oepameion Tov Raillietina echinobothrida mwov
amavTéTol o€ TOVAEPIKE EAEV0EpNG Bookng Kat Tapadostakng ektpoenc. Ta opvibia kpeomapaywyng
EVIATIKNG EKTPOQONG eivan amiBovo va porvvOovy and Raillietina echinobothrida.




H dokomn ypnon avumapasttikdy 1 1 xpion mov mopekkAivel and tig dobeiceg odnyleg oty ITXI1
£VSE ETON VoL VENGEL TNV THEGT EMAOYNG AVTOXNG KOL VOL 0ONYNOEL GE UELOUEVT GTOTEAEGHATIKOTNTO.
H améeoon y1o. ™ xpion Tov KTNVIKTPIKOD GAPHOKEVTIKOD Tpoidvtog O mpémet va Pacileton oy
empPefaioon Tov mapactikod €idovg kot TOv POpTiov M TOv KdVYvoL pdAvveng pe Paom To
EMONUIOLOYIKE XOPUKTNPIGTIKA TOV, Y10l KAOE GUNVOG.

H emavoloppavopevn xpion Yo EKTETAPEVO XPOVIKO didoTtnua, Wlaitepa Katd m xprion g idg
KoTnyopiog ovoldv, avEdvel Tov kivduvo avamtoéng avtoxng. Eviog evog opnvovg, n Statnpnon mg
svaioOnoiag stvar amopaitm yr ™ peivon avtod Tov KvdHvov. Oa TPETEL VO OMOPEVYETOL N
GUGTNHOTIKY KaTd, SusTipoTe epappoyn Oepameiog Kot 1) Oepameio. 0AOKANPOL TOV GRIVOLG. AVT
avTov, £G4V Eivan £ktd, Oa mpénet vo virofdAroviar o€ Bepameia povo emheypéva pepovopéEva ha 1
vroopddeg (oToxevpévn emhekTikn Oepomeia). Avtd O TPEMEL Vo GUVIVAGCTEL pE KaTGAAO. pETPOL
ekTpogig kot Sroeiptong Pookotonmy. Oa mpémet va (nreitan kabodnynon yio kdbe cuyKekpueEvo
GUVOG ad TOV VIEVOLVO KTNVINTPO.

H xpion onTod ToL KTNVIKTPIKOD QUPHAKEVTIKOD TPOIOVTOG Oo TPEMEL VoL AApBEVEL VIOYM TIG TOTKES
TANPOPOPIEG GYETIKG. LE TNV EVTIAOELL TOV TAPAGITOV-GTOX®V, OOV eivan Srobécipes.

TOVIOTOTOL 1) TEPOITEP®  JIEPEUYNOT TEPUITOGE®Y TOAVOLOYOVHEVNG GvTOXfG, ME TN XPNon
KoTdANANG Stayveoticng pebddov (my. Sokiasio peioong tov apdpod v wyGV oTo Kémpave:
(FECRT).

H emPefoumpévn avroyn o mpEmeEL Vo aVOQEPETOL GTOV KATOYXO TG GSewg Kukhopopiag 1 oTig
OPHOBIEG OPYEC.

3.5 Idwaitepeg Tpo@LAGEELS KOTA TN XP1on
I31aitepec TPOPUAGEELS KOTE TNV AoQAAT PN oTa €18 (hv:

H ao@aAEL0 TOV KTNVIATPLKOD QUPHOKEVTIKOY TPOidvTog ot vIepdocodroyia dev éxer agloroynbet oe
opviflo nAkiag k&t Tov 14 npepdv Kt o€ astavovs Nhikiog kate tov 3 efdouddmv.

181aitepec. mpo@uAGLElS mov mpémetl va AauBdvovtal amd TO GTOUO Tov_yopnyel TO KTNVINTPKO

QapuoKkeLTIKd TPOidy ot {ha:

Agv UTOPOvV VoL GIOKAELGTOVV O EpBPLoTO&IKEG EmEpoets. Ot Eykueg yovaikeg mpémet va Lapfavovy
£MTAEOV TPOPUAGEELG KATE TOV XEPIGHO OVTOY TOV KTNVINTPIKOY GAPHAKEVTICOV TPOTOVTOG.

AVTO TO KTNVINTPIKO QUPHOKEVTIKO Tpoidv evdéxstan va eivor tofkd yw tovg avOpdmovg o€
MEPIMTOGT KATATOONG,

AVTO TO KTVIOTPIKO PUPHAKEVTUCO TPOIOV UITOPEL VOL TPOKAAECEL EPEOIGLO TOV LATIOV.

Oa TPEMEL VO AMOPEVYETOL 1| EMAPT TOV KTNVIATPUCOY QUPHAKEVTIKOD TPOTOVTOG HE TO SEPpaL KoL T
HaTee 1 M TV KoTamoo.

Mnv Kanviete, pnv TpATE Kot NV TveTe evé ¥EpilecTe T0 KTNVIOTPIKO PUPHAKEVTIKO TPOTOV.

Ye mepintmon toxoiog katdmoong, Eemdovete to oTopa pE GpOovo kabapd vepd Kou avalnote
1Ty cuuPoLA. e mepintoon Toyaing emapic ue o déppo M T pdtia, Eemhdvete pe GpBovo
KaQopo vepd KoL avalnTHOTE WTPIKT GUUPOVAT.

Metd ) xpNon, Vo TAEVETE TaL XEPLOL GOG.

[81aitepeC TPOELAGEEIS Y10 TV TPOGTAGTA TOV TEPIBEALOVTOC:

To KTNVIOTPIKO PUPHAKEVTIKO TPOIOV eV TPEMEL VoL EIGEPXETUL GTOV VIPOPSPO opilovta, KABhOG 1
QevBevdaloin evdéxetal va eivan emkiviuvn yia Tovg 10eis ko GAAovG v3POBLOVG OpyavIcHOVS.

A6y ™G EMAenyng ektipnomng mepBoAovTikod KivdOVOv, [ XPNCILOTOEITE T0 KTINVINTPIKO
QAPHAKEVTIKO TPOTdV o€ Sdon 3 mg/kg/muépa i 10 nuépeg oe 0pvidior KPEATOMOPAYOYNG EVIUTIKNG
ekTpo@ng (BA. emiong mopdypago 3.4).

3.6 Avem@dpta copfavra
Agv givar yveoto Kovéva.

H avagopé avembountov copfaviov givor onpavtiky. Emrpénet ™ ovvexl mapakoiovdnem tng
AGQELELAG EVOG KTNVIATPIKOD QOPUAKEVTIKOD TTPOidVTog. Ot avapopEég TPEMEL VoL OMOGTEALOVTAL, KOTL
npotiunon HEC® KTNVIGTPOL, EiTe GTOV KATOXO TNG GdE1g KLKAOQOPIAG 1 GTOV TOMKS AVTITPOCMTO
ToV gite 6TV EOVIKN appodia apyf HECH TOV EBVIKOD GLGTHUATOG AVAPOPAS . AVaTpééte 6To PUALO
0dNYHV XPHONG YL0L TO AVTICTOLXA CTOWYEIR EMKOVMVING,

3.7 Xpion Katd v Konon, T yelovyia 1 THY WOTOKI®

BA. emiong moapdypopo 3.10 «Zvumtdpate vrepdocoroyiag (kar katd mEpinToom, pETPO
QVTLHETOTIONG KOl OVTIOOTOL).

[Tmva o mepiodo woTokiag:
Opvidua: Mropet vo. ypnotpomomndei katd t Sieprea g ®oTokiag.

Covidnra:

Opvifie: H ac@IAE0: TOV KTNVINTPIKOD QPOPHOKEVTUCOD TPoiovtog dev éxel emPefaimbel oe apoevikd
nmvé. Emopévac,  xprion o€ apoevikd Tnva Bo mpénet va yivetan povo coupove. pe v aflordynon
0QELOVY/KIVEVVOD 0Tt TV VIEEVBLVO KTNViaTPo.

Dactavoi: H ac@drels Tov KTNVIOTPIKOD QUPUAKELTIKOD Tpoidvtog dev éxel aforoyndel oe
Qactavovg avomapay®yns. Enopévec, o avtd ta mmva 1 xprion Ba mpénel va yiveTol pévo chueeve
pe v a&lorhdynon oQELOVG/KIVEHVOL amd ToV VIEVOLVO KTNVIATPO.

3.8  AlmAenidpaon pe GAAG QUPRAKEVTIKG TTPOTOVTA Ko GAAEG pop@ig aldnlrenidpacng

Agv givar yvooth kopio .

3.9 Odoi yopriynong kar docoroyia

[ xopiynon pe mooipo vepo.

AvaKvAoTE KoL TPV amd TN XpNomn.

H v1o8060A0Yia 00 LTOPOVGE Ve, OSNYNGEL GE AVOTOTEAEGHOTIKY XPTOT KL LTOPEL Vo EVVONGEL TNV
avamtoén avtoxis.

' vo S1u6QoAIGETE T YopyMon TG 6woTg 306MG, T0 GOUATIO Bapog mpEnel vo kabopioTel pe
660 T0 Suvatév peyodvtepn axpifeto. Eav to {Ha mpokertar va vropinbovv og Bepameio GLALOYIKG,
O Tpémel vo. SnpovpynBovy evLOY0 ONOOYEVEG OpAdES, Kat OAa Ta {ha pag opadag Bo TpEmet va
AapBévovy  §6om oL avticToel 6To Popvtepo.

H oxpifeia tng S0copeTpinig cVoKeLNG Oa mpémer va eAEyxeTaL S1eE0IKE.

Tpw emtpéyete ™V TPOGPoST TOV (OHOV 6TO QUPHOKODXO VEPO, TPEMEL Vo ASEWAleTe EVIEADG TO
GOGTNHE TAPOXAG VEPOD, EGV EIVAL EQIKTO, KAl VO TO EETAEVETE HE TO QUPHOKOVXO VERO-DG

emovaineBei Oreg TIg NuEPEG Oepaneiac.

H mpéoinym @approkodyov vepod eEaptdral amd TV KAVIKY KatdoTtoon T
VO ETITOYYAVETOL N GOOTH S0G0AOYIR, T GUYKEVIP®ON TOL mPOidvTog
avaAOYOS.




Ascaridia galli xon Heterakis gallinarum: H 86on givar 1,0 mg @evBevdaloing avé kg copatikod
Bapovg v Muépa (1odvvaung pe 0,005 ml Tov KIVIATPUCOY QUPUOKELTIKOY TpoidvTog). H doon
avTn TPETEL VoL YopNYNOEl Y10 5 GUVEXOUEVEG NUEPEG.

Capillaria obsignata: H 86on givor 2,0 mg @evBevdalodng avé kg cwpotikod Bdpovg mv nuépa
(1608vvaung pe 0,01 ml TOL KIMVINTPKOD QGAPUAKEVTIKOV TPpoidvtog). H ddom avth mpémet va
xopnynoOel yla 5 cuVEXOHEVES NUEPES.

Raillietina echinobothrida: H §6om givon 3,0 mg @evBevdaloing avd kg copatikov Bapovg Ty nuépa
(1608dvoung pe 0,015 ml Tov KIMVIeTpKoy QoppakevTicoy mpoidvrog). H doon vty mpémel va
xopnynOet yua 10 cuvexOueveg NUEPES.

Ynohoyiopog d6ong:

H amoitodpevn MUEPHGIR TOGOTNTE TOV KTNVIATPIKOD QUPHOKEVTIKOD TPOioVTog vmoroyiletal pe
Béon 10 GUVOAIKS ekTiLdHEVO cOMTKO PBapog (kg) oAdkAnpng g opddag tov opvibiov 1 tev
pactavdv Tov Oa Oeparevfolv. Iupakareichs va xpPNGILOTOGETE TOV TUPAKAT® TOTO:

Oepaneio Ascaridia galli xa Heterakis gallinarium:

ml KTVIGTPIKOD QPUPUAKEVTIKOD TPOIGVTOG/MUEPD = GUVOAKO EKTIHOUEVO copatcd Bapog (kg) Tov
opvidimv/easiavdv mov Oa Adpovy Bepansio x 0,005 ml

O¢poneio Capillaria obsignata:

ml KTVIATPIKOD QUPUOKEVTIKOD TPOIGVTOG/MUEPH = GUVOAIKO EKTIHOUEVO copatcd Bépog (kg) Tov
opvibimv mov O AdBovv Bepaneio x 0,01 ml

Qepomeio Raillietina echinobothrida:

ml KTVIOTPIKOD PUPUUKEVTUCOD TPOIOVTIOG/MUEPE = GUVOAKO EKTIHOUEVO SOHATIKG Bapog (kg) Tov
opvibiov mov 6o Lapovv Oepaneio x 0,015 ml

AKOLOVONGTE TIG OSNYIEG MOV OVUPEPOVTOL TAPAKAT® Y10 V& ETOWHECETE TO PAPHAKOVYO VEPOD.
XPNGIHOTOMGTE LIt GUGKEVY HETPNONG ETUPKOVG akpifietag mov Statidetar 670 epmdpro.

Mo kd0s Nuépa Oepaneiag, TPEMEL Vo TUPACKEVALETE PPECKO PAPHAKOVXO VEPO.

Mo gpron oe SeEupeviy QupUaKmV:

T xpion o& opvidla, TPOGOEGTE TV VIOAOYIGHEVI] TOGOTNTO TOV KTNVINTPIKOD (POPUOKEVTIKOY
TPoidvTog o€ 40 dmg 80% TOL NUEPNGLOV GLINPEGIOV VEPOD. I'lal XpHoT GE PAGLVOVG, TPOGHESTE TNV
VTOAOYIGHEV TOGOTNTO, TOV KTNVINTPIKOD QUPUAKEVTIKOD Tpoidvrog o 40% Tov mMueprioiov
oumpeciov vepol. Avadebote pExpL va opoyevomombei opotd to mepiexdpevo g Sefapevig
papuakov To @appaxovyo vepd eppaviletar Bolepd. Aev amauteital TepITEP® avadevon Kotd
xopnynon.

["a xpnon o€ docopeTpicii avriio:

[1pocBEGTE TV VTOLOYIGHEVT TOGOTNTAL TOV KTNVINTPIKOY QUPUOKEVTUCOD TPOIOVIOG 6TO 1)
PAPHAKOVXO VEPO TOV TEPEKTN TOV MNTPIKOD EVOIMPIHATOG TG S0GORETPIKNG avtriag. O Oykog Tov
11 QUPLOKOVYOV VEPOD GTOV MEPIEKTN TOV UNTPIKOY EVOLMPNHATOG TPEMEL va vitoroyiodel pe Pdon
oV TPOKADOPIGHEVO PLOLO Eyyuong G SocopETpucg aviAiag kot 10 40 émg 80% Tov MuePHGIOL
sumpesiov vepod Tev opvibimv 1 1o 40% TV NUEPHGION GITNPEGIOV VEPOD TV PUCIAVAV. AVadedoTe
LEXPL VO OLOYEVOTOMOEL OPATE TO TEPIEYOUEVO GTOV TEPIEKTN TOV UNTPKOL evowpfipartos. To
QappaKovYo vepd eppavitetat Borepo.

Katd ™ dipketo g Oepaneiog Oho Tor {hor TPETEL Ve £XOVV ATEPLOPISTN TPOSPATT GTO PUPUAKOVKO
vEPO WG AOKAEIGTIKT TNy} TOSILOV VEPOL.

Katé ™ Sidpketa ™G Ogpameiog, Kot HeTd omd ™V TANPN KATAVEA®OT TOV GAPHAKOVXOV VEPOV,
TPEMEL VL EMTPENETE 6T0. DO TNV TPOGPAST GE [11] PAPHOKOVYO VEPD TO GVVTOMOTEPO FVVATOV.
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BeBowbeite 0Tt KotavoddOnke OAOKANPM M MOGOTNTO TOV  QUPHOKOV
TOPUCKEVAGTEL

3.10 Zopnrdpote vepdocoroyiog (KoL KATE TEPITTOON, PETPR AVTLRETATLGTY
SR S Al

™

Agv égovv moapotnpndel avembOuNTeEG EVEPYEIEG GE Opvibia KpEaTOTAPUYWDYNG (n)tmidg-zf_ﬁﬁ’ oV 455
NUEPHV) o€ Emg eEamhdoia 1 EXTATAGCL TOGOTNTO TNG LEYIGTNG GUVICTOUEVNG Soco?ib’yiag"rmvé mg
avé kg copatikod Bapovg nuepnoing yia Sidotua 30 nuepdv Kot o€ pootavodg (Mikiog nepimov 3
ePOOUASWV) OE EWG COPAVTATAAGIO TOGOTNTO TG CLVICTAOHEVNS doc0AoYi0g.

Aev éxovv mapatnpnOel avemOOUNTEG EVEPYELEG OE 0pVibio wOoTopoymYNG Kat opvibia avamapaywyng
oV Aapfdvovy TETpOmAdclo. TOGOTNTAL TNG MEYIOTNG ouvicThuevng ddong tov 3 mg avd kg
csopatikod Bapovg nuepnoing (Mo, 12 mg ava kg copatikod Bapovg nuepnsing) yi dihotnua 30
NUEPOY, ©GTOG0, N PIOCUOTNTA TOV An0YOVeV (cupTepLopuBavoLévay TG MElwpEVNg emPinong
KQTé TNV EXOACT, TG HEWHEVNG YoviprdmTag (AyoTepa avyd eKKOAAPONKAV) Kol TOV YAUNAOTEPOV
GOUATIKOY BAPOVG TMV VEOGOMY) EMNPEAGTIKE APVNTIKG GE QUTOV TOV pOUS doong.

[Mopatnpnonke owENuévn cLVOTNTO GUOIKOV VOUIMGOY TV avydv oe d0celg 3 kol 4 Qopég
peyaddTepEG A TN péYIoTN cuvieTduevn doon Tov 3 mg avd kg copoticod Bapovg nuepncing mov
xopnynonkav oe didotnuo 30 nuephv.

Aev mapotnpiOnkay avemOOUNTEG EVEPYEES OTN PUOCIUOTNTO TOV AmMOYOVGV 1 GTO QUOIKE
YUPOKTNPIGTIKG TV 0VYOV 6TO0 SWAGGI0 TG HEYIOTNG SUVICTOMEVNG d0omg Twv 3 mg avé kg
nuepnoing (opvidia) oe didomua 30 nuepdv oe opvidio womapaymyNg Kot opvidia avamapay®yng.

3.11 Ewwkoi mepropiopoi ypiiong ko dikéc ouvvdikeg xpiiong, ovpmepriapfavopivov
TEPLOPIGUAV GTN XPTGT] GVTLLIKPOPLAKDV KOl AVTLTUPUCLTIKOV KTNVIUTPIKAV QUPROKEVTIKAV
TPOTOVTOV TPOKELPEVOV VO, TEPLOPLGTEL 0 KivEVVeg avanTvEng avroyig
Agv et
3.12 Xpévor avapoviig
Opvido:
Kpéag ko €dmdpor 1otoi:
6 Nuépeg Yioe T S60m eevPevSaloAng 1 kar 2 mg avd kg copatikod Bapovg nuepnoing
8 nuépeg yia T 86om PevBevdaloing 3 mg ava kg copaticov Bépovg nuepnoing
Avyd: undév nuépeg
Dactlavoi:
Kpéag kot edmdipot wotol: 6 nuépeg
Avyd: pmdév nuépeg

Mnv elevdepMGETe TOVG GAGIOVOVG YO KUVAYL Y10 TOLAGXIGTOV 6 MUEPEG HETG TO TEAOG TNG
XOPYNONG TOV QUPHAKOV.

4. ®APMAKOAOTIIKEX IAHPO®OPIEX
4.1 Kodukég ATCvet:

QP52ACI3

4.2 Qapumcloﬁvvu;umi

H @evBevdaloin eivat évo, avOeLvOucod mov avikel oty Peviyudaloro-kapPapc opade.
AP TAPEUPAIVOVTOG GTOV EVEPYELIKO HETABOMGHO TOV VIHOTOSHV 1] KEGTOIOV CKWATK®V.

6



H @evBevdalodn avooTéMel TOV TOADHEPIGUO TNG COANVIVIG oToL HIKposoAvVapla  Avtod
napepPaivel oTIG PACIKEG SOMIKES KAl AEITOVPYIKEG 1I0TNTEG TV KVTTAPOV TMV EANIVOOV, OTKG TO
GYNUATIGHO TOV KUTTAPOGKELETOV, TO GYNHATIOHO TOV WIOTIKOV OTPAKTGOV KAl TNV TPOGANYN Ko
£VEOKVTTAPIKY PETAPOPE OPETTIKGOV Ko petaBorkdy mpoioviov. H evBevdaloln eivor dpactikn kon
éxsl Socosfaptmpevn dphon katd tov Heterakis gallinarum (evijhixa otddi), Ascarida galli
(evidika. ot4dwar), Capillaria obsignata (svilhiko otadwe) xou Raillietina echinobothrida (eviliko.
6Tad10) o€ 0pvidio Ko eivan SpacTich Kotd TV evihikev Heterakis gallinarum o€ oo10vovg,

4.3  DoppaKOKIVIITIKY

Metd and ™ xopriynon ond 1o oTopw, N PevBEVIaLOAn amoppopdrtat Hovo HEPKAS MET amd mv
amoppdenon, M eevPevdaloin petofolrileTon ToxXE®mG 6TO MmO KUPIOG GTO GOVAPOLEISIO NG
(0E@evdaloin) Kar o ocLVEXEW oTn GOLAPOVN NG (Goviedvn o&pevdaloing). Zta opvibi, n
GOVAPOVY 0EQevaLOANG Eivol TO KUPLO GLOTATIKO TOV AVIXVEVETAL GTO MAGGHO TOV QGiHATOG,
anoteEdVTAC TEPITOV Ta 3/4 NG suvolikng AUC (dnh. to @Bpotopa tov AUC yio t @evBevdalon,
0Epevialoin kot coveovn o&pavdaloing). H gevBevdaloAn kat ot petafoliteg tng katavépovTal
o6& OLO TO GO, Ol VYNAOTEPEG OHOG CLYKEVIPOGELS avevpiokovtal 6to Mmop. H amoforn tng
PevBeVEalOANg Kol TOV HETOBOMTAOV TNG YIVETOL KVPIOG HEGHD TOV KOTPAVOV.

5. ®APMAKEYTIKA ETOIXEIA
5.1 Kopieg asvpfatétnreg

A6y EMAEWYNG HEAETOV AGUUBATOTNTAG, TO POV KTNVIATPIKO QUPHOKEVTIKO TPOTdV dev mpémet va
QAVOUEYVOETOL [E GALOL KTNVIOTPIKG QUPHOKEVTIKG TPOIOVTOL.

5.2 Awgpkera Lojg

AtgpKeta. (oG TV KTNVINTPIKOD GUPHAKEVTUCOD TPOIOVTOG CUMPMVA LIE TN GVCKEVAsit TdAnong: 30
HIVEG,

Aéprero. {ong HETA TO TPOTO AVOLYHLa TNG CTOEIDSOVG GUCKEVOGTAG: 3 PIVES.

Adprero. {ong Hetd ) Sihvon cVpQova pE TIG 0dNyieg: 24 dpeg.

5.3 ISwitepeg mpoguraters kata T @Oragn TOV TPOi6VTOG

KTnviaTpikd QaproKeLTIKO Tpoidv GOUOMVOL LIE T CUGKEVUGTN THANGG KOL LETA TO TPOTO GvoTypaL:
MnV KoToyOXETE.

DVAACGETAL TPOGTUTEVOLEVO OO TOV TLYO.

Dappokovyo vepd:

MnVv Koty OXETE.

5.4 ®Yon ko cHVOLG TG GTOLYELDOIOVG CLUGKEVAGIAG

Agvin KVAWVSpU @UIAN amd moAvoBvAévio vymiig mokvomroag (HDPE) tov 125 ml kot tov 1
ATpov e Aevkd PrdnTéd Kamakt aceoAsiog omd molvmpomvAévio (PP). Agvkn opboydvia @ékn ard
HDPE tov 1 Aitpov pe ka@etn drapovi paBdo ko xwpic paduovounuévn khipaka pe Aevkd Promtod
Koméuct oc@oeiag omd PP. Agvkd doxeia and HDPE tov 2,5 Atpov kot tov 5 Atpov pe Aevkd
poPdnto PrdwTod Komdkt acpalreiog omd HDPE.

Mmnopei va puny KokLoQopovV OAEG 01 CUCKEVAGIES.

5.5 Eidukig mpo@uidtelg ambppuyng evég xpotpomou]0évrog KTNVIOTPLKOD (UPRAKEVTIKOD
7POI6VTOG 1| GAA®V VAKAY OV TPOEPYOVTOL amrd TI] P61 TOV TPOIOVTOG, AV VAP ovY

Ta Qappake Sev TPENEL VoL AmoppimTovTal HESK TOV ARATOV 1] TOV OKIOKOV amoBANTeov.

To KTNVITPIKO PAPUAKEVTIKO TIPOTIOV JeV TPEMEL VoL EIGEPYETAL GTOV VIPOPOPO opilovta, Kabmg 1
eevBevdaloin evdéxetan v givan mkivduvn ylo Tovg ybeig ko GAAoVG vIPOBIOVG OPYAVIGHOVG.
XPNOUOTONGTE TPOYPAUPOTO ETMGTPOPNG POPUAKOV YOl TNV OTOppLyn UM XPNGUOTOMOEVTOV
KINVIOTPIKGOV QOPHOKEVTIKOV TPOIOVIOV 1| GAA®MY VAKGV OV TPOEPYOVTOL amd Tn YPHom TOvg
GOMOOVO PE TIC TOTIKEG QIOLTHGELS KO UE TUXOV EOVIKE GUGTNHATO GLALOYNG OV 1GYXVOVV Y10 T
GYETIKA KTNVINTPIKA QOPUAKEVTIKE TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAZ

Huvepharma NV

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAXZ

A.A K. EAAAAAX:29106/09-04-2019
A.AK. Kbdmpov: CY00663V

8. HMEPOMHNIA IPQTHE EI'KPIZHX
Huepounvia mpdng £ykpiong: 26/02/2019

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IIEPIAHYHEX TOQN
XAPAKTHPIZTIKOQN TOY IIPOIONTOX

08/2024
10. TAZINOMHEH TON KTHNIATPIKON ®APMAKEYTIKOQN IPOIONTON
Noa xopnYeiToL HOVO HE KTNVIATPIKY GUVTOYT.

Aemtopepeic TANpoPopies Y10 T0 EV AGY® KTNVIKTPIKG QUPUAKEVTIKS TPOoioV eivon Stadéoiueg
ot Péon Sedopévov g EE yua ta knviotpikd mpoiovra (https:/medicines.health.europa.eu/veterinary).




