IHAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

DIVENCE IBR MARKER LIVE Avo@uAomotnpévo vAIKO Kot SIHADTNG Y10 EVEGILO YOAGKTOLLO

2.  MOIOTIKH KAI ITIOXOTIKH XYNOEXH
Kdabe 060 tov 2 ml nepiéyet:

ApOOTIKG GVGTUTIKA:
Zwvtavog Bogtog epmntoiog tomov 1 (BoHV-1) pe gE- tk- dimAn yovidiaxn e&diewyn,
otéleyog CEDDEL 1053 - 1076 CCIDso*

gE- : daypappévn yAvkonpoteivn E, tk- : dtoypappévn kivaon tng Bopudivng
* Moivopatiky Adon Kutrapokariiépyetog 50 %

AV0GOEVIGYVTIKI] 0VGIA:
Montanide IMS 1,010 g

"Exdoya:

MowoTtki] 60vOEGT EKOOY®V Kt
GALOV GVOTUTIKAV
Avoguiomoinuévo VMKO:
Dipotassium phosphate

Gelatin

Glycine

Potassium dihydrogen phosphate
Sorbitol

Sucrose

AwvTng:

Disodium phosphate dodecahydrate
Potassium chloride

Potassium dihydrogen phosphate
Sodium chloride

Water for injections

AVOPILOTOMUEVO DAKO: AEVKO £mG KITPIVO YpOLLaL.

AADTNG: AgVKO NUISIOPOVESG YOAAKTM LA,

3. KAINIKEX TIAHPO®OPIEXZ

3.1 Eiom {oov

Booedn.

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

Evepyntikn avoconoinon tov foogddv amod v nikio tov 10 efdopddmv yio m peioon g
OTEKKPLONG TOV 100, TNG VItephepuiag kot TV KAWVIK®V cupntoudtov e IBR (Aoipumdng

PVOTPOYEUTION TV BOOEODV).

Eyxotdotaon avociog: 3 gfdopddec LETE TNV OAOKANP®GT TOL PAGIKOV GYNUATOS EUPOALAGHLOD.



Aldpkelo avooiag: 6 uMveg Hetd v oOAOKANP®GON TOV BOCIKOD GYNIATOS ELPOAMAGLLOV.
1 étog petd TNV OAOKAP®GT TOV GYNLLOTOG ETOVEUBOALAGLLOV.

3.3 Avrtevositeig

Kopia .

3.4 E101kéc mpoELd0TON|GELS

Na eppordlovror pévo vy {oa.

3.5 Iowitepeg mPoPUAAEELS KATA TN Y P1joN)

Idwaitepec TPOPLAGEELS VoL TNV ac@aAn ypron oto £idn Lowv:

Agv 16y0eL.

Id1oitepeg mpouAGEeic mov mpémel voL AopuBdvovTal ortd To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPOoidV oe LMo

IIpog Tov ypriotn:

Av16 T0 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEXEL TAPAPIVEAOLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel va mpokAnbei Eviovog movog kot ££0i0Mom, W1MTEPMS av 1 £veoT Yivel
o€ apBpwon 1 og SAKTLAO. L€ OTMAVIEG TEPIMTMOGELG AVTO UTOPEL VAL EYEL (OC OMOTELEC AL TNV
UTMOAELN TOV SUKTUAOV, €0 Ogv TTapacyedel dueomn wTpikn povtida. Av Kotd Aabog odg
yopnyNOel avTO TO KTNVIATPIKO QOPUOKEVTIKO TPOIOV, OKOUE KOL 0V 1) TOGOHTNTA EIvaL TOAD pIKpT,
{ntote apéomg 1Tpiky GVUPOLAY, £xovTag pHoll 6og To PUALD 0dNYIOVY xpnons. Edv o movog
empeivel yo mep1ocdTePo amd 12 dpeg petd v wtpikn e€étaom, {NTMoTe Kol TAA 10TPIKN
ouupfovin.

IIpog Tov 1Tpod:

AVT0 TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV TTEpLEYeL mapapvérato. Tuyaia Eveon pe avtd T0
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, OKOLT KOl GE HKPES TOGOTNTES, EVOEYOUEVMS VO TPOKAAECEL
évtovn e£oidnomn, N omoia, UTopPEt, Yo TAPADELY LA, VAL £XEL MG OTOTEAEGLOL IOYOUUIKT VEKPOOT),
aKoOua Kot omdAgLe dakToAov. Amatteitor 1 AMEZH g&gidikevpévn yeipovpytkn opovtida Kot
EVOEYOUEVMG TPMUN S1AVOLEN Kot EKTAVGT) TNG TEPLOYNG TOL EYIVE 1) EVECT), LOLUTEPMS OTAV 0POPEL
T pérya TOL SUKTVAOD 1| TOV TEVOVTAL.

[d1aitepec TPOQULAGEELS Y10 TNV TPOSTAGIN TOV TEPIPAAAOVTOC:

Agv 1oyVeL.

3.6 AvemOvpnta coppavra

Booegdn;:
[ToAvd cuyva dLeypovn 6to onueio g éveong!, avénuévn
(>1 Lo / 10 vrd Ogpomeia (ha): | Oeppokpacio?
Oyt ouyvad Avtidpaon avagulaktikod THmov? , Melwon g
(1 ém¢g 10 Eoa / 1.000 vro TAPOy®YNS YOAKTOG *.
Oepancio {Oa): Mewwpévn TpdsAnym Tpognig 4, petopévn dpactmplomro
4




! Mropei va mapatnpn0et pia ehappid Eog pétpio Tapodikn @AYoV 6to onueio g veong
(dropéTpov €m¢ kot 14 cm), 1 omoio LELDMVETAL YPIYOPA GE OLALETPO EVTOG 2 NUEPDV KO VITOYWPEL
ev1oc¢ 2 efdopdadmv ympig Bepameia.

2 Mropei vo. eppaviotel avénuévn Bepuoxpacio (uéon avénon 1,7 °C, oe pepovouéve (do Eng
2,4 °C) puetd tov epuforacpd. Avti n avénon vroyopel ovddpunta eviog 3 nuepV.

3 Ye mepuTOOEI] aVTISPACEMV  AVAPLAGKTIKOD TOTOV, TPEmEL va yopnyeital KoTdAAnAn
oLUTTOUOTIKY Oepameio.

* Tlapoatnpridnke oe oyeAddeg yoAoKTOTAPOY™YNG, KUPIOS HETG TNV EQAPHOYN TNG APYIKHC SOONC.

H avapopd averBountov cuoppdviov sivor onpovtikni. Emttpénet ) cvveyn topakoilovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD PAPUUKEVLTIKOD TPoiovToc. Ol avapopic TPEMEL VO OMOCTELAOVTAL,
KOTO TPOTIUNGOT HECH KTNVIATPOL, EITE GTOV KATOYO TNG AOELNG KUKAOPOPING 1) OTOV TOTTIKO
OVTITPOGMOTO TOL gite TNV €BVIKN apprdoLa apyr] LEC® TOL BVIKOD GLGTAHUATOS OVAPOPES.
Avatpélte eniong otV TEAELTOLN TAPAYPAPO TOL PVAAOL 00N YLDV ¥P1ONG Y10 TO AVTICTOLYO
otoyyeia emkovaviog.

3.7 Xpnion katd v KO161, TN Yorovyio ] TNV @oToKiw

Kdnon kot yorovyio:

Mmopei va ypnoipomonBei Katd T StipKeLo THS KONONG KOl TG YOAOLYIoC.

3.8 Alniemidopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALEG HOPPES UAMAETTIOPAGTG
Agv vITapyovV TANPOPOPIES GYETIKA LE TNV OCPAAELN KOL TNV OTOTEAECUATIKOTNTO OO TNV XPTOT|
TOV gv A0Y® guPolriov pe omotodmote GAAO KTnviaTpikd eappako. H andpacn yio t yopnynon
TOV €V AOY® gUPoriov Tpv amd N LETE TN YOPT YO OTOL0VONTOTE AAAOD KTNVIOTPIKOD QOPUAKOV,
npénel va AapPaveton Katd mepintwon.

3.9 Odoi yopnynong kot docoroyia

Evdopvikn yprion.

I"a xpron oe Pooedn amd v nAikio Twv 10 fdopddmv Kot Exetta.

Boowod oynuoa epfolocuon: yopnynote 600 66celg (2 ml n kabepia) pe pecodidoTnpa
3 gfdopddmv.

ZyMuo eroavepfoAilacuot: pia 66om twv 2 ml Tpénet vo yopnyeitol o€ SIASTNUA O)L LEYUADTEPO
omd 6 Pveg LeTd TNV OAOKANP®GN TOV BOCIKOD GYNIATOS ELPOAMAGLOV.

ZyMuo erokolovfov eravepfoiacuov: pio 06on Tov 2 ml Tpémet va yopryeitol o dStdoTno Oyl
UEYOADTEPO TV 12 unvov.

To euforto pmopei va ypnoiporonet yio emakdAovdovg exaveUforlacovg LETE TOV EUPOAIOGLO
pe to gpporto DIVENCE PENTA, v dev vtdipyet Tepantépm avaykn yio TpocsTacio EVOVTL TOL
BRSV, tov PI-3 1} tov BVDV.

Edv dev vapyetl mepoartépm avaykn yio tpootacio Evavtt tov BRSV kot tov PI-3, émov vdpyet,
T0 EUPOAIO pmopel va, xpnolpomotn el ylo LeTayEVESTEPOVG EMUVEUPOAIAGLOVG LETH TOV

euporacud pe to epuporio DIVENCE TRIL

Tpomoc yopnynong:




Amo@iyeTe TN LOALVON KATA TNV 0VAGVGTOCT Kol T P on. XPNOOTOIEITE LOVO
OTOOTEPMUEVES BELOVEG KoL GUPLYYEC YO TN YOPNYNON.

AVOGLGTHOTE TO AVOPIAOTOMNUEVO DAIKO LLE TOV OVTIGTOLYO OYKO SLOADTY:

ApOpog 066£®V ava PLOAIOL0 ‘OyKog 010AVTN TOV
Avo@riomopévov vAIKOD npémer va,
ypnorpomonOsei
5 dbcemv 10 ml
20 d6cewv 40 ml
40 d6ce®V 80 ml
50 ddcewv 100 ml

1. Agoipéote 10 €Mdved PEPOS TOV TMUATOG AAOVLUVIOV GTO PLOAId10 TTOV TTEPLEYEL TOV
StoAvTn Kot avappognote 10 ml dykov.

2. Evéote tov 010A0T HéGa 6TO PLUAISI0 TOL TEPLEYEL TO AVOPIAOTOINUEVO VAIKO.

3. Avaxwnote € 6tov T0 AvoPlomouévo VAKO yivel yoldktopa. To grolidio tov
5 d06cemv gival Tdpa £TOHO Yo yprom.

4. To ta euoAidia tov 20, 40 kot 50 066e@v, LOAG TO AVOPILOTOINUEVO VAIKO Yivel
yordktopo pe to 10 ml Staddt, avappoPioTe OLO TO YOAAKTOMUE, TOV TPOEKVYE OO TO
@LoAd10 TOL ePPoriov Kol EVESTE TO HECH GTO PLOAISLO TTOV TTEPLEYEL TOV VTOAOLTO
ST,

5. Avaxkwviote ¢ 0TOL TO AVOPIAOTOINUEVO DAIKO YIVEL YOAAKTO L.

To avacvotapévo euPorto etvar Eva YOAGKTOUO AEVKOD £m0G KITPIVOL YPMUATOG.
[Ipwv and ™ yopnynon aenote o eUPoOro va gtacel o€ Beppokpacio +15 wg +25 °C.

3.10 ZvpntoOpate vIEPO0G0LOYINS (KUl KATE TEPITTOON, PETPU UVTIPETAOTIONG KL
avtiooTa)

Agv mopatnprOniay dAleg avemBOUNTEG EVEPYEIEG EKTOG OO OVTEG TOV TEPLYPAPOVTIOL GTV
gvomta 3.6.

3.11 Ewwkoi mepropiopoi yp1)ong Kot £01KEG cuvOKeS ypfone, copmepriapfavopévov
TEPLOPLOLAY OTI| YP1IOT] AVTIHIKPOPLOKAY KU AVTITOPOCLTIKAV KTIVIOTPIKAOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATTUENS UVTOYNS

Omnotocdnmote mpotifeTal va TAPUCKEVAGEL, VO EIGAYAYEL, VAL £XEL GTNV KATOYN TOV, VO SLOVEIEL,
Vo TOANGEL, VO SLBEGEL KO VO YPNGULOTOLGEL GVTO TO KTNVITPIKO POPUAKEVTIKO TPOTOV,
VIoYpeovTONL Vo, {NTAGEL TN YVOUN TNG puodlag apynS TOV OIKEIOL KPATOVES UEAOVG CYETIKA UE TIG
OYVOVGEC TOMTIKES EUPOAMACHOV, KAODS AVTES Ol OPAGTNPLOTNTES UTOPEL VO TTAYOPEVOVTOL GE
0AOKAN PN N LEPOC TNG ETKPATELNS TOV KPATOLG LEAOVG GOUG®VO e TNV €0vVIKN Tov vopobeaia.

I"oa 10 Tpoidv avtd iomg amatteiton exionun £ykpion Toptidag amd Ty apyn EAEYYOL COUPOVA [LE
TG €0VIKEC amOTIOELC.

3.12 Xpovor avapovig

Mnodév nuépeg.



4. ANOZOAOI'IKEX MTAHPO®OPIEX

4.1 Kaodwkog ATCvet: QI02ADO1

T ™ Si€yepon g evepynTikng avoaciog Evavtt Tov Bdgtov epmntoiod tomov 1 (BoHV-1).

Ta gpfoiacuéva (oo pmopovv va d1opoporoinfovy amd T LOAVCUEVA LE TOV PUOLKO 10 {da
Ady® TG Slaypa@ng Tov deiktn (gE- ) pe ™ Pondela SloyvooTIK@V KIT TOV EUmTopiov.

5. DAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

No unv avoueryvoetal PHe GAAO KTNVINTPIKO PAPUOKO, EKTOC TOV O1ahdTN 0 omtoiog dlutifetan yo
YPNOM HE OVTO TO KTNVINTPIKO QUPHOKEVTIKO TPOIOV.

5.2 Awpkera Long

Augpxeta {ONG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG COLPMVA LLE T1) GVCKELAGIO TOANONG:
18 pnvec.

Avdpxera {ong Tov SOADT GOUEOVO UE TN CLOKEVACIN TOANoNG: 3 £T).

Awgpxeta {ong Letd v ovachoTOCT GCOUPOVA LE TIG 00NYieS: 2 dpeg.

5.3 Iowitepeg mpo@uAaerls katd T OAAEN TOV TPOiIdVTOG

Na puidooetal kot vo petapépetal o€ yoyeio (2 °C - 8 °C). Na punv kotoyovyetot. No puidooetal
TPOGTOTEVUEVO OO TO POC.

5.4 ®Yon kol 6HVOES TG GTOLYELDOOVS CVOKEVUGILUG
Avoorhomompévo VAKS: T'vdiva eroiidia tov 10 ml tomov I mov mepiéyovv 5 ddoets, 20 dooels,

40 d6ce1g M 50 d0Elg, KAEIGUEVA [IE TOUATO EIGYDPNONG Ao EANCTIKO PppofovTuiiov Kat
COPUYICHUEVO LE TALOTA AAOVULVIOV.

Arwddng: Drokidio tolvatbvieviov (PET) twv 10 ml, 50 ml 1 100 ml, kieicuéva pe touota,
gloy®pNong omd eELOSTIKO PP®UOBOVTLAIOD KO COPAYICUEVA LLE TAOUOTO CAOVLLVIOV.

2voKevaociec:
Xaptivo kouti wov meptéyet 1 Praridio tv 5 666wV AOPIAOTOINIEVOL DAKOD Kot 1 glodidto Twv

10 ml S0

Xdaptvo kovuti mov mepiéyel 1 eroridio twv 20 d66emv Avo@ilomomuévon vAtkov kat 1 praiidio
tov 40 ml doAv.

Xaptvo kouti wov meptéyet 1 eraridio tov 40 d6cemv AvoPIAOTOMUEVOL VAIKOD Kot 1 @laiidio
tov 80 ml draddn.

Xaptvo kovti Tov meptéyel 1 eroridio twv 50 d6cewv Avo@ilomomuévov vAkov kat 1 gralidio
v 100 ml d10Av.

Mmopei va pnv KokAo@opohv OAEG Ol CUCKEVAGIEC.



5.5 Edwkég Tpo@uAaEels amdppyng Evog U yPrGLRoToI0EvVTog KTVIOTPLKOD
PUPUIKEVTIKOV TPOTIOVTOS 1] AAL®V VAIK®OV OV TPOEPYOVTAL U6 TN YP1]O1] TOV
TPOIOVTOG, AV VITAPYOVY

Ta pappoko dev TPETEL VOL ATTOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.

Xp1GILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV Y10 TV OTOPPIYT UN XPNOOTONOEVT®DV

KTNVIOTPIK®V QOPUOKEVTIKOV TPOIOVI®V 1 GAA®Y VAIK®OV 0V TPOEPYOVTOL amd TN P11 TOVG

GUUPMOVE, LLE TIG TOTIKEG OTOITNOELG KO UE TUYOV EOVIKA GLGTILOTO GLAAOYNG TOV 1GYVOVV Y1d TA

GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/24/318/001 - 004

8.  HMEPOMHNIA IIPQTHX EI'KPIXHX

Hpepounvia 1ng éyxpiong: 09/08/2024.

9. HMEPOMHNIA TEAEYTAIAX ANAOGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
No yopnyeitor povov pe KTNVIOTPIKY GOVTOYT.

Aentouepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabéaiuec ot
Baon dedopévav g EE ya ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA I
AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévac.



ITAPAPTHMA III

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH



IHHAHPO®OPIEX TTIOY IIPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXTA

Xaptiva KovTid

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

DIVENCE IBR MARKER LIVE Avo@uAomotnpévo vAIKO Kot SIHADTNG Y10 EVEGILO YOAGKTOLLO

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e 660om toov 2 ml mepiéyet:

Zwvtavog Bogtog epmntoiog tomov 1 (BoHV-1) pe gE- tk- dimAn yovidiaxn e&diewyn,
otéheyog CEDDEL 10%3 - 107 CCIDsy

3. YYXKEYAXIA

"Eva @1oAido tov 5 d06emv Avo@IAomotnévon LAKOL kat éva @loAidio tov 10 ml dtaAdvt.
‘Eva @1aAido tov 20 606emv Ao@IAOTOIUEVOL VAIKOD Kot Eva @LoAidlo Tmv 40 ml dadv.
‘Eva graAido tov 40 6060V Avo@IAOTOINUEVOL VAIKOD Kot £va @loAidio Ty 80 ml dadvTn.
‘Eva @uoidio tev 50 66cemv Ao@AOTOMIEVOL DAKOD Kot va gloAidto tov 100 ml dtodvt.

4.  EIAOX(H) ZQOY(QN)

Booegdn.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Evdopvikn yprion.

7. XPONOI ANAMONHX

Xpovog avapovig: Undév nUEPEC.

‘ 8. HMEPOMHNIA AHEZHX

Exp. {up/ecee}
Metd v avachotacn, ¥p1on evios 2 wpav.



9. EIAIKEY YYNOHKEX AIATHPHXHX

Na puidooetal kot vo petapépetal o€ youyeio. Na unv katoyvyetal. No puAdcceTot
TPOGTATEVILEVO AT TO PG,

10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHI'TON XPHXHX ITPIN AITO TH
XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

‘ 11. OI AEZEIX «KAIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKN (PNOM.

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

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/24/318/001 (5 d6cewv)

EU/2/24/318/002 (20 86cmv)
EU/2/24/318/003 (40 56cemv)
EU/2/24/318/004 (50 86c€mv)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}



EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

DroAid10 Moo péVOL VAIKOD (5 86680V, 20 0668V, 40 d00cemV 1] 50 d66EMIV)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

DIVENCE IBR MARKER LIVE Avogilomoinuévo vAtko

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Kdabe 060 tov 2 ml wepiéyet:

Zwvtavoc BoHV tomov 1 pe gE- tk- SumAn yovidaxn e&ddenyn,
otéleyoc CEDDEL 1053 - 1076 CCIDsy

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

5 docelg

20 d60¢1g
40 doce1g
50 d6c¢1g

‘ 4. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 5. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

Metd v avacdotacn, ¥pon EVIOc 2 wpav.



IHAHPO®OPIEX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH
YYXKEYAXIA (EIIIXHMANXH) TOY AIAAYTH

@roAioo ororvty (10 ml, 40 ml, 80 ml 1 40 ml)

1. ONOMAZXIA TOY AIAAYTH

Awdvtng yio DIVENCE MARKER LIVE

2. HEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KATA APIOMO AOXEQN

10 ml
40 ml
80 ml
100 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}



B. PYAAO OAHI'TQN XPHXHX



OYAAO OAHTI'TQN XPHXHX

1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

DIVENCE IBR MARKER LIVE Avo@uAomotnpévo vAIKO Kot SIHADTNG Y10 EVEGILO YOAGKTOLLO

2. 2ovleon

Kdabe 060 tov 2 ml mepiéyet:

ApPOUSTIKE GVGTOTIKA:

Zwvtavog Bogtog epmntoiog tomov 1 (BoHV-1) pe gE- tk- dimAn yovidioxn e&diewyn,

otéheyoc CEDDEL 10%3 - 107 CCIDso*

gE- : daypappévn yAvkonpoteivn E, tk- : dtaypappévn kivaon tng Bopudivng
* MoAvopatikn 60on kuttapokoriépystog S0 %

AV0GOEVIGYVTIKI] OVGIA:
Montanide IMS 1,010 g

AVOPILOTOMUEVO DAKO: AEVKO £mG KITPIVO YpDLLaL.
AADTNG: AgKO NUISIOPOVES YOAAKTM LA,
3. Eion Loov

Booegdn.

4. OepamevTiKég evosielg
Evepyntikn avoconoinon tov foogddv amd v nikio tov 10 efoopddmv yia ™ peioon tng
TEKKPLONG TOV 100, TNG VIEPHeppiag Kol TV KAVIKGOV copuntopdtov g IBR (Aoywmong
PVOTPOUYEUTION TV POOEODV).
Eyxotdotaon avociog: 3 gfdopddeg PLETA TNV OAOKANP®GT TOL PACIKOV GYNUATOSG EUPOALAGHOD.
Aldpkelo avooiag: 6 UNveG et TV 0AOKANp®oT| TOV Pactkol oy LOTOC ELPOAIIGLOV.

1 €10¢ petd v oAoKAP®OGT TOV GYNUOTOG ETAVEUPOALAGLOD.

5. Avtevoeigeag

Koapdia.

6. E101kéc mpoE1domomceLs

Na eppordlovror povo vy {oa.



Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavoviol amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOioV o {ma:

IIpog Tov ypiot:

Av16 10 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TTEPIEXEL TAPUPIVEANLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel vo TpoxkAndei éviovog movog kot €£0idnom, W1TéPmC av 1 £veo Yivel og
apBpwon 1 o€ SAKTLAO. X& CTAVIEG TEPITTOOELS AVTO UTOPEL VOL EYEL MG ATOTEAEGLLOL TNV ATTMAELN TOV
doKTOAOV, 0V Oev Tapacyedel aueon wTpikn epovtida. Av kotd Adbog odg xopnyndel avtod to
KTNVWOTPIKO QAPLOKEVTIKO TPoidV, aKOMO Kot av 1) TocOTnT ival TOAD pikpr, (nTote apécmg
TPtk cupPovn, &xovtag pall cag to POALO 0dMyudV ¥prione. Edv o mévog empeivet yio
ePLocOTEPO 0O 12 dpeg petd v wrpikn e€€taon, (NTNoTe Kot TOAL 1TPIKT GUUBOVA.

IIpog Tov wTpod:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TepLEyel mapapvérato. Tuyaia Eveon pe avtd To
KITNVIOTPIKO QAPUOKEVTIKO TPOTOV, OKOUN KOl GE HKPEC TOGOTNTEC, EVOEYOUEVMS VO TPOKUAECEL
évtovn e€oidnom, N omoia, UTOPEL, Yo TAPASELY LA, VO £XEL MG ATOTEAEGLOL IGYOUUIKT VEKPOOT), KOO
Kot amdAge SakToAov. Amatteiton 1 AMEZH g€e1dikevpévn xeipovpyikn opovidon Kot EVOEXOUEVMG
TPON O1AvOIEN Kot EKTAVOT| TNG TEPLOYNGS TTOL EYLVE 1) £VEST), WOINTEPMOS OTAV aPOPA TN pdryo TOV
SOKTOAOD 1| TOV TEVOVTAL.

Eyxvuocbvn kot yorovyio:
Mmopei va ypnoipomombei Katd T StipKeELD THS KONONG KOl TG YOAOLYIOGC.

AlMnAenidpaon pe GAAL QOPUOKEVTIKG TPOTOVTO KOl AAAEG HOPOEG OAANAETIOpAOTC:

Agv vILapyoVV TANPOPOPIES GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT] TOV
&V AOY® epforiov pe omotodnmote dALO KTnviaTpkd edppoko. H ardeacn yio m xopiynomn tov v
AOY® epfoliov Ttpiv N HETE TN YOPTYNON OTOOLINTOTE AAAOD KTNVIOTPIKOD QOPUAKOV, TPETEL VAL
Aappdveton katd mepinToon.

Yrepdocoroyia:
Agv mopatnpnnikov dAleg avemBOUNTES EVEPYELEC EKTOC OO EKEIVEC TOV OVOPEPOVTOL GTNV EVOTITA

“AvemBounrto evépyeteg .

Eidikol mepropiopol ypnong Kon e1dtkéc cuvOnKeg ypnong:

Onolocdnmote TPoTibeTon Vo TAPUCKEVAGEL, VO EIGAYAYEL, VO £XEL GTNV KOTOYN TOV, VO SIAVEILEL, VOl
TOANCEL, VO S10BEGEL KO VO, PN GILLOTOMGEL OLTO TO KTNVINTPIKO QAPLOKEVTIKO TPoidV, vIoypeohTal
va {ntioel T yvoun g apuodlag opyxng Tov OtKeiov KPAToug LEAOVG GYETIKA LE TIG IOYVOVGES
TOMTIKEG EPPOALOG OV, KAODS VTEG O1 dPACTNPLOTNTEG UTOPEL VO AoyopedOVTOL GE OAOKAN PN 1
UEPOC TNG EMKPATELNG TOL KPATOVE HEAOVG COLP®VA LE TNV €BVIKT] TOV vopobesia.

IMa 1o Tpoidv avtd lomg amatteitol exionun £ykpion TapTidog amd TNV apyr EAEYXOL GOUPOVA LE TIG
€BvIKéG amantnoELC.

Kvpiec acvpPardomreg:
No unv avoperyvoetol pHe GAAO KTNVIATPIKO PAPLOKO, EKTOC TOV SahdTN 0 0mtoiog dwutifetan yio
YPNON HE OUTO TO KTNVIATPIKO POPHOKEVTIKO TPOTOV.

7. AvemOounrteg evépyereg

Booeon:



[ToAd cuyva (>1 (o / 10 vrd Bepancio {ma):

d)eyuovy 6to onueio g éveonc!, avénuévn Oeppokpacio?.

Oy ovyvd (1 £o¢ 10 Loa / 1.000 vd Bepameio (ha):

Avtidpaon avagpuiaktikod THmov®, Meimon tne mapoaywyng yéraxtog *.

Mewwopévn pdcinym tpoenig 4, petwuévn dpactnpromra .
! Mropei va mapotnpn0sl o ehappid Eoc pétpio Topodikn eAeYHovy 6To onueio g éveonc
(Srapétpov mg kot 14 cm), 1 omoio LEW®VETOL YPIYOPa G€ SIAUETPO EVTOG 2 MUEPDV KO VTOYMPEL
ev1oC¢ 2 efdopdadmv ympig Bepameio.
2 Mropel vo epeaviotel avénuévn Ogppokpascia (uéon avénon 1,7 °C, oe pepovouéve {oa og 2,4 °C)
UUETA TOV ePPoMacd. Avth 1 avénon voymdpel avbopunTa eVTOg 3 NUEPDOV.
3 Te mepmTMOELS OVTISPACEDY AVAPLACKTIKOD TOTOV, TPETEL VO, YOPNYEITAL KATIAANAT COUTTOUOTIKY
Oepaneia.
* Tlapoatnpridnke oe oyehddeg yaloxTomapoymyng, Kupiog HETE THY EQAPUOYN TNG APYIKHS SOGNG.

H avagopd avemBountov evepyeimv givar onuavtikn. Ertpénel tn cuveyn mopakolovdnon g
aoc@dAelag evog mpoidvtoc. Edv mapatnpnoste omoladmote avemBOunt evEPYELD, KOO KOl oV OgV
OVOQEPETOL OTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLLATIKOTITO TOV
QopUaKov, TapoKaAeichs vo ETIKOVOVIGETE, KATAapPYAS, LE TOV KTNviaTpd coc. Mmopeite emiong va
avaQEPETE OTOLOONTOTE AVETIOOUNTO GLUPAVTE GTOV KATOYO TNG ASEL0C KUKAOPOPING 1 GTOV TOTIKO
AVTITPOCHOTO TOV KATOYOV TNG GOE10C KLKAOPOPING YPTCIUOTOUDVTAG TO GTOLYEIN, EXKOVOVING GTO
TEAOG VTOV TOV PVALOL 0O YLDV YPNHONG, N LECH TOL €0VIKOD GOG CLGTIHLOTOC avaPopds: {oTolyEln
€0viko0 GLOTILOTOC AVALPOPAC}

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOPIYNONG
Evdopoikn xpnon.
I"a gpron og Pooedn] amd v nAwio twv 10 fdopddov Kot Emetta.

Boowd oynua epfoiocuon: yopnynote 600 d6celg (2 ml n kabepia) pe pecodidotna 3 efoopadmv.

ZyMuo eroveuoAlacpon: pia 66om tov 2 ml Tpénet va, yopnyeitol o€ S1doTnra OYL LEYOADTEPO ATTO
6 uveg Petd TV OAOKANP®GN TOV Pactkol oyNUATOS ELBOAMAGHOV.

Zymuo emakdAiovBov eravepfoitacuon: pio 06on tov 2 ml npénel va yopnyeiton o€ dtdoTnio Oyt
UEYOADTEPO TV 12 unvav.

To euPorio pmopet va ypnoiporon el yio emarxdOlovbovg eravepfoliocpovg petd tov euforlacud pe
t0 euPforto DIVENCE PENTA, edv dev vrdpyel meportépm avaykn yio mpootacio Evavtt tov BRSV,
tov PI-3 1 oo BVDV.

Edwv dev vapyel mepartépm avaykn yio tpoctocio vavtt tov BRSV kai tov PI-3, 6mov vrdpyet, To

guPoro pmopel va ypnotpomoinel yio petayevéotepous enaveUPoAtacods Hetd Tov eLPoAlacud pe
to guporto DIVENCE TRI.

9. Oonyieg Yo T 6T Lopiynon

Amo@iyete TN LOAVVON KATE TNV 0VAGDGTAGCT] KOL T1 XP101. XPNOUOTTOIEITE LOVO OTOCTEIPMUEVEG
BeAdveg ko cOPLYYES Y100 TN YOPNYNON).

AvOoLGTHOTE TO AVOPIAOTOMNUEVO DAIKO LLE TOV OVTIGTOLYO OYKO SLOADTY:


https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx
https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx

ApOpég 606V ava ProAiioto ‘Oykog o1oAvTN TOL
Avo@rromonpévov YAKOU TPEMEL VO,
ypnopomon i
5 d6cemv 10 ml
20 d6cemv 40 ml
40 d6cewv 80 ml
50 d6cewv 100 ml

1. A@opéote 10 EMAVO PEPOG TOV TAOUOTOG AAOVUIVIOV GTO PLOAISL0 TTOL TTEPLEYEL TOV SLOAVT
ka1 avappoenote 10 ml 6ykov.

2. Evéote tov S1oA0Tn PHéEGH GTO PLOAISI0 TTOV TEPIEYEL TO AVOPIAOTONIEVO VAIKO.

3.  Avoxwnote éog 6Tov TO AVOPIAOTOMUEVO VAIKO Yivel YoldkTopa. To groAidio tov 5 docemv
glvol Tdpo ETOLUO Y100 PNoN.

4. Tata euoiidia tov 20, 40 kot 50 066V, LOAG TO AVOPIAOTTONUEVO VALKO YIVEL YOAGKT® O
pe ta 10 ml StodvTn, avoppo@note OA0 TO YOANKTOUN TOV TPOEKVYE OO TO PLOAISI0 TOL
guPoriov Kol EVEGTE TO HUECH GTO PLOAIOI0 TTOV TTEPLEYEL TOV VITOAOLTO SLOADVTN).

5. Avokwviote £0¢ 0TOV TO AVOPIAOTOINUEVO VAIKO YIVEL YOAGKTOLLOL.

To avacvotapévo euPorto etvar Eva YOAGKTOUO AEVKOD G KITPIVOL YPMUATOG.

Ipwv and ™ yopnynon apnote to eUPforio va ptacel o€ Beppoxpacio +15 wg +25 °C.

10. Xpovor avapoviic

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ
Na puAdooetol o Béom, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

Na euAdooetor kKot va petaeépetol og yoyeio (2 °C — 8 °C). Na unv kataydyetot. No puildcceTon
TPOGTATEVILEVO AT TO PG,

Noa pn ypnoipomoteital antd 10 KINVIATPIKO QOPUOKEVTIKO TPOIdV LETA TNV Nuepounvia ANENG mov
avaypaeeTol otny £TIkETo ToV Proadiov petd to Exp. H nuepounvia AMéewc copmintel pe tv

TEAEVTAIO NUEPO TOV CUYKEKPUUEVOD UNVOL.

Avdpxera {ong HeTd TV ovacDoTOoT COUPOVO UE TIG 0dNYies: 2 dpec.

12. Ewwkég mpo@urdiers amoppryng
Ta papuaKo dev TPENEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIOK®OV OTOPANTOV.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GUUPMOVE, [LE TIG TOTIKEG ATOITNOELG KOt e TUYOV 1oybovTa eBvikd cuotiuate cuAloyne. Ta pétpa
VTE OTOGKOTTOVY GTIV TPOGTAGI TOL TEPIPAAAOVTOC.

Svppovievbeite Tov knvioTpd GOG 1 TOV GUPUOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPNOLLOTONOEVTOV QUPUAK®V.



13. Ta&vépnon TOV KTNVITPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yoprnyeital LOvov e KTNVIOTPIKT GLUVTAYY.

14. ApwOpoi doc1og KOKLOQOPIOG KOl GVGKEVUGIEG

Ap1Bpoi éddsiac kukhopopiac: EU/2/24/318/001 - 004

2voKevaociec:
Xdaptvo kovti mov mepiéyel 1 proridio Tav 5 600V AVOPILOTONUEVOD DALKOD Kot 1 ¢loridio Tov

10 ml SrodvT.

Xaptvo kouti wov meptéyet 1 groridio twv 20 d6cemv AvoPIAOTOMUEVOL VAIKOV Kot 1 @ladidio tov
40 ml ST,

Xaptivo kouti wov meptéyet 1 proridio twv 40 d6cemv AvoPAomompuévou vVAIKov Kot 1 glaiidlo tov
80 ml drodvt.

Xdaptvo kovti mov mepiéyetl 1 eroridio Twv 50 d66e@v AvoPIAoTompEVOD VAIKOV Kot 1 glodidto tov
100 ml drodvt.

Mmropei va, v KuKAOQOpOUV OLEG 01 GLOKEVAGIES.

15. Hpepounvia tedevtaiog avae@pnong Tov GUALOV 00NYLAOV YPNGNS

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabfécies ot
Béon dedopévav g EE yia ta ktnviatpukd tpoidvro, (https://medicines.health.europa.eu/veterinary).

16. Xtoyycio emKkolvoviag

Kéroyoc tne ddsiag kKukAo@opiac TopacKeLASTNS VTELOVVOC Y10 TNV OTTOOECUEVCT) TOV TAPTIOMV:

LABORATORIOS HIPRA, S.A.
Avda. la Selva 135

17170 Amer (Girona) SPAIN
Tel: +34 972 43 06 60

Tomikol ovIUTPOGMTTOL KOl GTOYEIO EMKOWVAOVIAC Yo TNV avopopd TOaVOAOYOOUEVOV avETIOOUNTOV
EVEPYELDV:

T"a omoladnmote TANPOPOPIa. GYETIKE LLE TO TAPOV KTNVINTPIKO PUPLOKEVTIKO TPOTOV, TapakaleicOs
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.

Belgié/Belgique/Belgien Lietuva

HIPRA BENELUX NV LABORATORIOS HIPRA, S.A.
Nieuwewandeling 62 Avda. La Selva 135

9000 Gent 17170 Amer (Girona)

BELGIE ISPANIJA

Tel: +32 09 2964464 Tel: +34 972 43 06 60
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https://medicines.health.europa.eu/veterinary

Penyb6smka bearapus
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
NCITAHUA

Tem: +34 972 43 06 60

Ceska republika

HIPRA SLOVENSKO, s.r.o.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335223

Danmark

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel: +34 972 43 06 60

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0

Eesti

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

E\rada
HIPRA EAAAX AE.

Aeoe. ABnvav 80 & Mnpiovov 2-4,
104 41 Kohwvog - AOGHNA - EAAAX

TnA: +30 210 4978660

Espaiia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60
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Luxembourg/Luxemburg
HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIQUE

Tel: +32 09 2964464

Magyarorszag
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANYOLORSZAG

Tel: +34 972 43 06 60

Malta

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANJA

Tel: +34 972 43 06 60

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIE

Tel: +32 09 2964464

Norge

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60

Osterreich

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0

Polska

HIPRA POLSKA Sp.z.0.0.

Ul. Wincentego Rzymowskiego 31
02-697 Warszawa - POLSKA
Tel: +48 22 642 33 06



France Portugal

HIPRA FRANCE ARBUSET, Produtos Farmacéuticos € Sanitarios
7 rue Roland Garros, Batiment H De Uso Animal, Lda

44700 - Orvault - Portela de Mafra e Fontainha - Abrunheira
FRANCE 2665 — 191 Malveira - PORTUGAL

Tel: +33 02 51 80 77 91

Hrvatska

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Ireland

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60

Island

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANN

Simi: +34 972 43 06 60

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821

Kvbmpog

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
IZITANIATRA: +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel. +34 972 43 06 60
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Tel:+351 219 663 450

Romania

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

Tel: +34 972 43 06 60

Slovenija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel: +34 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.o.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANIJA

Puh/Tel: +34 972 43 06 60

Sverige

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60

United Kingdom (Northern Ireland)

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60



16. Alheg mAnpo@opisg

Ta gppforacpéva (da Lropovy va d10popototnBodv amd o LOAVGUEVE. LE TOV PLGIKO 10 {ha AOY®
g dlaypapng Tov deiktn (gE- ) pe tn fondeia S10yvmoTIK®Y KIT TOL EUTOPIoV.
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