A. DYAAO OAHI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX

1. Ovopacio ToV KTNVIITPIKOD PUPUAKEVTIKOD TPOIOVTOg

Procapen Injector 3 g evdopactikd evaidpnua yio foogidn

2. YvvOeon
Kd&Pe evdopaotikn cOpryyo tov 10 ml nepiéyet:

ApOucTIKO GVGTUTIKO:
BevlulomevikiAdivn, mpokaivikn povodopik; 3,0 g
(woodvvapa pe 1,7 g BeviulomevikiAdivig)

AguKo £m¢ KITPVOTO EVOIOPTLLAL.

3. Eion {oov

Booe1dn (ayelddeg yoraKTOTOPOYMDYNC)

4. OepoamevTIKég £vOEileg

Mo ™ Bepomeio ™G LOOTITIONG GE AYEAADEC YOAUKTOTOPAYMYNG, 1 OTOl0 TPOKUAEITAL OITd
evaicOntovg oV PeviLAOTEVIKIAAIVI] GTAPLVAOKOKKOVG KOl GTPETTOKOKKOVG,.

5. Avtevoeigelg

No pnv ypnoiponoteital o€ mepintmon

- AModéewmv pe Taboyova Tov Tapdyouy PTa-AdKTOUACT

- vepevacnoiog 6To dPACTIKO GLGTATIKO, GE AALEG OVOIEG TNG OUASAS PTU-AAKTOU®Y N
o€ KAmolo £kd0Yyo.

6. Ewwkéc mpogidomon)oeig

[dwitepec TPoELAGEELC Y10 TNV aoQOAn yprion ota €idn Lhwv:

H ypnon tov kmviatpikod oprokentikov mpoidvtog Oa npénet va Paciletol og doKIég
evooOnoiog Twv aktnpiov mov amopovavovtotl ard 1o {mo. Av avtd dev gival duvato, N
Oepomeio O mpénet vo facileTor oTIC TOTIKEG (TEPLUPEPELNKES, GE EMIMEDO O POKTILLOITOC)
EMONUIOAOYIKES TANPOPOPIEG TYETIKA LE TNV evaicOncia TV otoygvouevev Paktpioy. Ao
TPEMEL VAL AAUPAVOVTOL VTTOWT) Ol ETIGNEC KAl Ol TOTIKES TOATIKES OVTLIUIKPOPLOKEG TOMTIKEG
KATA TN (PNO1 TOL TPOIdVTOG.

H ypnon tov ktnviatpikod @QappoKeLTIKod TPOIOVTOC KATO TOPEKKAIGT TOV OdNYIDV TOV
TAPEYOVTIOL GTO QUALO 0OMNYIDV YPNONG EVOEXETUL VO OLENGEL TOV EMMOAAGLO PaxTnpimv
avlexTik@v oty Peviuiomevikidhivn kol Umopel Vo PEIDCEL TNV OTOTEAEGUOTIKOTNTO, TG
Oepomeiog pe GAAa ovTykpoPlokd Prita-AakTaung (mevikiddiveg kol kepaAoomopiveg) AOy®
™G TOOVOTNTAG SLUCTAVPOVIEVNG OVTOYNG.

H ocition uéoyowv pe andPfinto yoio mov mepiéyel KaTOAOmo MEVIKIMAIVIG Oo mpémel va
amoeHYETOL £0G Kol TO TEAOG TOV XPOVOL OVOUOVIG Y10 TO YOAO (e€0povpévng Tng TePLOSov
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TAPAYOYNG TPOTOYAAOKTOG), O10TL B UTopoVsE Vo TPOKAAESEL AVATTVEN aVOEKTIKOY GTO
avtykpoflokd Paxtnpiov otnv eviepikn HKpoyAmpida Tov pooyov Kot vo avéAcel T
amofoAn avT®V TV PoKTnpi®v 6To KOTPAVA.

Oa TPEMEL VO ETOEIKVOETOL TPOGOYT| KATE TV EQOPLOYT TOV KINVIATPIKOD QUPLOKEVTIKOD
TPOIOVTOG 6€ TEPInT®ON coPapoD 0NUTOS TOL TETAPTNUOPION TOV HAGTOV, OWOTLOTOC TOV
YOAOKTOPOP®V TOP®V /Kl GUGGOPEVGTG VITOAEIUUATOV GTO YOAUKTOPOPO TOPO.

H 6epancio Oo mpémet vo dtokdnteTon Tpdmpo LOVOV ENELTA OO GLVEVVOTON |LE TOV
KTNViaTpo KoM KATL TETO10 B LTOPOvGE Vo 0O YNGEL OTNV OVATTVLEN aVOEKTIKOY
BoKTNPLOKOV GTEAEYDV.

[Switepec TpoELAGEEIS TOV Tpémel va AopfdvovTot omd To GTOUO TOL YOPNYEL TO KINVIATPIKO

QoppokeLTIKd TPoidv oe {da:

o H mevikidAivn kat ot kepaloomopiveg Umopel va Tpokarécovy vepevactnacio
(aAdepyia) peTd omd £veon, EICTVON, KATATOON 1 €Tapn Le To dépua. Ymepevaiotncio
OTNV TEVIKIAAIVI] umopel Vo 00N yNoEL 6€ S10GTAVPOVUEVES AVTIOPAGCELS GTIG
KepaAoomopiveg kal avtioTpoa. Ot aAAepyikKég avTIOPACELS O OVTEG TIC 0VGiEg pmopel
MEPIOTACIOKA VoL Eival GoPapéc.

o Mnv petoyepileote anTO TO KINVIATPIKO POPUOKELTIKO TPOIOV GV YvwpileTe OTL gloTE
evoicnrot oTic TEVIKIAAIVEC 1] KEQPaAOOTOPiveG 1 av Go¢ £xel 000el | GuPPOVAR va v
epyaleote e 0VTA TO TOPUCKEVACLATA.

e Na petoyepileote avTO TO KTNVINTPIKO QUPUOKEVTIKO TPOIOV UE UEYOAN TPOGOYN Yo
TNV OTOELYY TuYaiag emaQng He To Oépua N pe ta patw. To dropa mov gpeavifovv
ovTiOpoon HeTd amd emaQ HE TO KTNVINTPIKO QUPULOKELTIKO TPoidv Ba mpémel va
OmTOPEVYOVY GTO UEAAOV TO YEPIGUO TOL KINVIATPIKOD QOPUOKEVTIKOD TTPoidvTog (Ko
GAA®V TPOTOVTOV TOL TEPLEYOVV TEVIKIAAIVY KOl KEQAAOGTOPIvVN)).

e Koatd to xepiopd 1 1 Yopnynon Tov KIVINTPKOH GOPUAKOL TPETEL VAL OPIETAL
OTOUIKOG TPOGTATEVTIKOG EEOTAMGLOG TTOV amotedeital amd yavtio. [TAvvete To d€pua mov
éxel extebel puetd ™ ypnon. Xe TepinTOoT 0TOIGONTOTE EXAPNG LE TO LATLOL, TADVETE TO
HATIO EMUEADG pe APOBOVO TPEYODUEVO VEPOD.

o Edv eupavicete copntopoto PHeTd TV €kbeon, 6mwg deppaticd eEdvinpa, (ntiote
10 TPIKN CLUPOVAN Kot Sei&TE TO PUAAO 0INYLDOY XPNONG N TNV ETIKETA GTOV YLOTPO..
[IpR&o tov TPOSHTOV, TV YEMDVY 1 TV LOTIOV 1] OVGKOAIN TNV ovaTvon gival o
cofapd copnTOUOTO Kot YpeIGlovTal EXElyoVsa, LTPIKT PPOVTIda.

o [I\évete ta y€pro cOg LETA TN XPNON.

Eyxvpocvvn ko yaiovyio:
XPNOYOTOMOTE TO KTNVIATPIKO POPLUAKEVTIKO TPOiOV LOVOV COLP®VO LE TNV EKTIN O
0QEAOVG/KIVOHVOL Ao Tov LITEOVVO KTNVviaTpo.

AMnAentidpacn pe GAAD QAPUOKEVTIKA TPOTOVTO Ko GAAEC LOPPEC OAMAETIOpaONG:
Y7rapyet mOovoTnTO aVTOY®VIGHOD £VOVTL OVTIPLOTIKOV Kol ¥NUEDEPATEVTIKMOV e GUECT|
Baktnprootatiky dpdon. H enidpoon tov apivoylvkooidwv pmopel va evioyvbel amd Tig
TeVIKIAAIveC. Ot GuVOLAGHOL e GAAD KTNVIOTPIKG QOPUAKEVTIKG TPOIOVTA Y10 EVOOLOCTIKN
xp1on Bo mpénet vo amo@evyovTal AOY® TOaVOY acLUPATOTHTOV.

Kvpieg acvpfatdmrec:
AOY® EMAEYNC LEAETOV GUUPATOTNTOGC, VTO TO KTNVINTPIKO PUPUAKEVTIKO TPOTOV gV
TPETEL VO, AVOULYVOETOL LUE GALOL KTIVIOTPIKA QOPUOKEVTIKG TPOTOVTAL.

7. Avem@opunrta copfavro

Booeg1dn (aryelddeg yohaKTOmopoymynq):



Yrévio

(1 éw¢ 10 Lwa / 10.000 vrd Bepameio {oar):
Avogorakticr avtidpaon (coPopn arlepyucr| avtidpaon)’

AmpocdoploTn CLYVOTNTO
(0ev umopei va. ektiun0el omd to dtbécio dedopéval):
Alepyki| avTidpoon?, avaQLANKTIKO GOK?, OAAEPYIKT SEPUOTIKY ovTidpaon?

' Loym Tov £kdoyov ToAvPLdovn
2 6g {ma mov sivan evaicOnTa 6TV TEVIKIAAIVY /Ko 6TV TpOoKaivn

To {®o Ba Tpémel VoL AVTIUETOTIOTEL COUTTOUUTIKA OV TOPOVCIUCTEL AVETIOO N TN
avtidpaon.

H avagopd avemBountov coppdvtov eivar onuavtikn. Emtpénet  ovveyn napakolovonon
™G aoPAaielog evog mpoidvtog. Edv mapatnprioete onowadnmote avemBOuntn evépyela,
OO0 KOL OV OEV OVOPEPETOL GTO ECHOKAEIGTO PVAAO 0ONYIDV ¥PNoNG N AUEPAAAETE Vi TNV
OTTOTELEGULATIKOTITOL TOL POPLAKOD, TAPAKOAEIGOE VO EMIKOIVOVNGETE, KATAPYAG, LLE TOV
kviatpd cag. Mropeite eniong va avapépeTe omolodNTote avemilfounta coppdvie ctov
KGTOYO TNG GOENG KUKAOPOPING 1) GTOV TOTIKO OVTITPOCMTO TOV KATOYOV TNG AOELNG
KUKAOQOPIOG PN OLLOTOUDVTAG TO, GTOLYEIN ETKOVOVING GTO TEAOG CLTOV TOV PVLAAOV
odnyumdv ¥pNonG, N LECH TOL €BVIKOD 0OG CLGTNATOG AVOPOPAS:

EBvikdc Opyaviopog Gapuakmv

Meooyeimv 284

GR-15562 XoAapyog, AOfva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

Iototomog: http://www.eof.gr

8. Aocoloyia Yo KGO €i00g, TPOTOS KAl 0001 opNynoNg
Evdopactikny ypnon:

3,0 g TpoKaivikng HoVOUOPIKNG TEVIKIAAIVIG, vl TAGYOV TETOUPTNUOPLO TOV LOCGTOV, TOL
avtiotolyel o€: 1 olptyya avd tetaptnuopilo kébe 24 dpeg yia 3 cuveyOUeves NUEPES.

Edv dev vrdpyet caeng Peitioon g Kotdotaons puetd and 2 nuépes Bepaneing, n dSidyvoon
Ba pémetl va eAEyyetan Ko 1 Bepameio va oAAGLEL avaloya e TV TepinTmOon).

g TEPMTMOEIS LOOTITIONG UE CLOTILOTIKG GUUTTOUATA Oo Tpémel va yopnyeitar avtiPioon
KOl TOPEVTEPLKAL.

9. Oonyieg Yo ™ 66T LopyNOoN
Ola T TETAPTNUOPLL TOV HOCTOV TPEMEL VA OUELYOVTOL TPOCEKTIKA OUECHOC TPV omd KAOe
xopnyNnon. Aeov ot OnAég kal ot dkpeg Tov OnAav €yovv kabapiotel kot amoAvpovOei,

yopnyeitar 1 ovpryya avd TETOPTNUOPLO LOGTOV OV £YEL VITOCTEL AoipmEn.

AVT0 10 KTNVITPIKO QUPUAKEVTIKO TPOIOV TPEMEL VO, AVOKIVEITOL KOAAL TPV 0t T YPNOT.

10. Xpévor avapoviig



Kpéag kot edmdpot otol: 5 nuépeg

réra: 6 népeg

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidooetar o€ éon, v omoia dev PAETOLY Kot dev mpooeyyilovy Ta mald1d.

Noa puidoocetar o€ yoyeio (2 °C — 8 °C).
No puAdGcETaL TPOGTATEVEVO TG TO PG,

No pn xpnoiponoteitor auTo T0 KTNVILTPIKO GOPLUAKEVTIKO TPOIOV LETE TNV NUEPOUT Vi
MEng mov avaypdeeTal 6T KOLTL Kot T cvptyya petd to Exp. H nuepopnvia Angewg

CLUTITTEL PE TNV TEAELTOLO UEPO TOV GVYKEKPIULEVOL LNV

Augpxeta {ong LeTE TO TPDTO AVOLYUA TG GTOLYEIDOOVS GUGKELOCING: GUEST) XPTON.

12. Ewwkég mpo@urdterg amoppryng

To @appoko dev TPETEL VO, ATOPPITTOVIOL HECH TOV AVUATOV 1] TV OIKIOK®OV OTOBATOV.
XPNGILOTOGTE TPOYPALLATO, EXIGTPOPNS PAPUAK®V Y10 TV OTOPPLYT| L1 XPNOIULOTO0EVTDV
KTNVWOTPIKOV QOPUOKEVTIKMY TPOIOVIMOV 1) GAL®Y DAMK®V OV TPOEPYOVTOL OO T YPHOT TOVG
COLPOVO LLE TIG TOTIKEG OTOLTNOELS KO e TVYOV 1oyvovTa g0vikd cuathuata cvAloyng. Ta
UETPOL AVTA ATOGKOTOVV GTNV TTPOGTAGi0 TOL TEPPUALOVTOC.

Yvppovievdeite Tov KTNVIOTPO GOG Yo TOV TPOTO OTOPPIYNG TV XPTCILOTONOEVTOV
QOPUAK®OV.

13. Toa&wvopnon TOV KTNVIETPIKAOV QUPUIKEVTIKAOV TPOTIOVTOV

No yopnyeitotl LOvVoV [e KTNVIOTPIKT GUVTAYY.

14. Ap1Opoi Goc1og KUKAOQOPIOG KOl GVGKEVUGIEG
69444/16/24-01-2019//K-0237401

Yvokevacio: Kouti oamd yaptovi Tov TepiExel 24 x 10 ml evdopaoticég cbpryyeg

15. Hpsgpopnvia t1elevtaiog ava@e®pnong Tov GUALOV 00NYIAV (PRGNS

Agmtopepeic TANPoPopieg Yia TO €V AOYM KTNVINTPIKO QUPUOKEVTIKO TPoiov gival d100E011EG
ot Paon dedopévov g EE yia ta ktnviatpikd tpoidvta
(https://medicines.health.europa.eu/veterinary).

16. ZXroyyeio emKowvoviag

Kétoyog tne ads10c KUKAOQOPiag:
aniMedica GmbH




Im Sudfeld 9
48308 Senden-Bosensell
Feppovia

[MopookevacThc VTEVBVVOC Y1 TNV aTeEALVOEPOON TOV TOPTIO®V:
aniMedica GmbH

Im Siidfeld 9

48308 Senden-Bosensell

Feppovia

Industrial Veterinaria, S.A.
Esmeralda 19
08950 Esplugues de Llobregat (Barcelona)

Spain

Tomikol avIITPOGMTOL KOl GTOYEIO EMKOVAOVINC Y10 TNV aVOQOPd THoVOAOYOVUEVOY
OVETOV UNTOV EVEPYELDV:

PHARMAQUA A.E.

YoAmpov 28

Metapdppwon Attikng, 14451

Tel: 0030 210 2811282

Tel: 0030 6980 675395

Email: info@pharmaqua.gr , pharmacovigilance(@pharmaqua.gr




