IHAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

DIVENCE TETRA Avo@iAomotnpévo VAIKS Kol SIaADTNG Y10l EVEGILO YOAAKTMLLOL

2. IIOIOTIKH KAI ITIOXOTIKH XYNGEXH

Kdabe 060 tov 2 ml mepiéyet:

ApOOTIKG GVGTATIKA:

Zovtavoc, eEacbevnuévog foglog avamvevoTikog cuYKLTIaKOS 10 (BRSV),

otéleyog Lym-56

Adpavorompévog 166 ¢ mapaypinng 3 (PI-3) tov foocddv, otéleyog SF4
Avacuvdvaouévn tpaoteivn E2 and tov 16 g d1dppotag tov foostdmv

tomov 1 (BVDV-1)

Avacvvovaouévn mpoteivn E2 and tov 10 g didppotag twv foosdmv

tomov 2 (BVDV-2)

E2: Aopucny yAvkompwteivny E2

* MoAvopatikn 6001 kuttapokadiiépyetag 50 %

** Movadeg ELISA

AV0060EVIoYLTIKY] OVGiQ:
Montanide IMS

"Exo0y0:

IowoTiKi] 60vOeo EKOOY OV KoL
GAAOV CUGTUTIKDV

Avo@rriomoinuévo vMKO:

Glycine

Sucrose

Gelatin

Sorbitol

Potassium dihydrogen phosphate

Dipotassium phosphate

AwgAvTne:

Potassium dihydrogen phosphate

Disodium phosphate dodecahydrate

Sodium chloride

Potassium chloride

Water for injections

AVOPILOTOMUEVO DAKO: AEVKO £mG KITPIVO YPpOLLaL.
AADTNG: AgVKO NUISIOPOVESG YOAAKTMLLO.

3. KAINIKEX TIAHPO®OPIEX
3.1 Eiom {oov

Booeon.

1032 - 10%° CCIDso*
>206,2 EU**

>31,6 EU**

>21,0 EU**

1,010 g



3.2  OgpamevTikég gvociferg Yo ka0e gidog {@ov
Evepynrtikn avocomoinomn twv foogtdmv amd v niikia tov 10 efdopddwv:

BRSYV «at PI-3: yuo ™ peiowon g anékkpiong Tov 100, g vrepbeppiog, Tov KAVIKOVY
CUUTTOUATOV KOl TOV TVELHOVIKOV GALOLDGEMY.

BVDV: yw ) peioon g wipiog, g vrepBeppiog Kot TG AELKOTEVIOG TOV TPOKAAOVVTOL OO
tov BVDV-1 ka1 tov BVDV-2 ko g amékkpiong Tov 100 mov npokaAgitat ond tov BVDV-2,

Evepyntiki avocomoinon dapaAiidmy Kot ayeAddmy yio TNV PEI®moN TV YEVVICEDY T®V ETILOVA
UOAVGUEVOV LOCYOPIDV KOL TN STACKOVVTIOKT LOALVGT amd tov BVDV (tdmov 1 kot 2).

Eyxatdotaon avooiog:
3 ePoopadeg UETE TV OAOKANP®OT| TOV PacikoD oyfLOTOC ELPOAICUOV.
Emrvyydvertal mpootacio g dtomAakovvtiokng Aoipméng amd tov BVDV (tomov 1 kot
2) 3 gfdopadeg HETA TNV OAOKANPMOOT TOL GYNUOTOG EMAVELBOAUGLOV.
Aldpkelo avosiag:
6 pnveg pPetd v oAoKANP®oT| Tov Pactkol oY UOTOS ELPOAAGHOV.
1 €10¢ peTd TNV OAOKAP®GT TOV GYLOTOG ETOVEUPOAIAGHLOV.
3.3 Avrevoeiteig
Kopio.
3.4 Ewkég TPOELOOTOU|GELS
Na epportalovtor pévo vy {oa.

3.5 Iowitepeg mpo@uraters Katd TN yp1on

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

Agv 16y0eL.

Idwaitepeg Tpo@uAGEELS TOL TTPEmel vo Aopavovial amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPOoidy oe LMo

IIpog Tov ypriotn:

AVTO TO KITNVIATPIKO POPUOKEVTIKO TPOTOV TEPLEYEL TAPUPIVELOLO. LE TEPITTMON TVYOLNG
éveonc/avtoéveong pumopel vo TpokAndei éviovog movog kot €£0idnoT, W1TéPmC av 1 £veon yivel
o€ dpBpmwon N o€ dAKTLAO. X& GTAVIEG TEPIMTMOGELS AVTO UTOPEL VAL £XEL MG OMOTEAEGLOL TV
UTMOAELD TOL OUKTUAOV, £dv Oev TTapacyebel dueon wTpikn povtida. Av Kotd AdaBog odg
yopnyNOel avTO TO KTNVIATPIKO QOPUOKEVTIKO TPOTIOV, KOO KOL 0V 1) TOGOTNTA EIvaL TOAD piKpT,
{nmote auéomg 1Tpiky cVUPovAY, &xovag poll cog To @OALO 0dnyIOVY xpions. Edv o movog
empeivel yo teplocdTepo and 12 dpeg petd v wtpikn e€étaom, {NTMoTe Kol TAAL 10TPIKN
ouppovin.

IIpog Tov wTpod:

AVTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV TepLEyel mapapvérato. Tuyaia Eveon pe avtd 1o
KTNVIOTPIKO QUPUAKEVTIKO TPOTOV, OKOLT KOl GE HKPES TOGOTNTES, EVOEYOUEVMS VO TPOKAAECEL
évtovn e€oidnomn, N omoia, UTOopPEl, Yo TAPASEY A, VO £XEL MG ATOTEAEGLOL IGYOUUIKT VEKPOOT),
axopo Kot omdAglo SakTuAov. Amarteiton 1 AMEXH e€giducevpévn xeipovpykn gpovrida Kot



EVOEYOUEVMG TTPAOUTN O1AVOIET Kot EKTAVGT] TNG TEPLOYNG TOV £YIVE 1] EVECT], WOLOTEPMOG OTAV OLPOPA
TN payo Tov SaKTOAOL 1| TOV TEVOVTA.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOOTAGIN TOV TEPPAAAOVTOC:

Agv 1oyvet.

3.6 AvemOvpnta coppavra

Booeon:
oAb cvyvé ®reypovi 6o onueio g éveong!, avénuévn
1 Lho / 10 vio Bepaneio (ha): Beppokpasio®
Oyt cvyvé Avtidpaon avaguiakticov THmov®, Meimon g
(1 £ 10 Gha / 1.000 vd napoyoyig yéhaktog *
Bepaneio (O): ySIwuévn TpocANYN Tpo@iic ¥, petopévn dpactnpioTta

"owg mapatnpnOei pio ehagpid £og péTpia mapodikr Aeypovh 6to onueio g éveong (Srapétpov
€w¢ ko 14 cm), 1 omoia pewd@veTal ypryopo o€ SAUETPO eVTOG 2 NUEPDOV Ko VITOYWPEL eVTOG 2
gfoopddwv ywpic Oepameia.

2 Metd tov epBolacud pe vrepBoliky d6on icwg eppaviotel avénuévn Oeppokpocio (péon
avénon 1,7 °C, e pepovopéva (oa ¢ng 2,4 °C). H abénomn avt) vroywpetl avBopunta evtog 3
NUEPDV.

3 Te mePImTAOOELS AVTISPACEMY OVOPLANKTIKOD TOTOV, Oa TPEmEL VoL yopnyeiton KatdAAnAn
ocuunTopatikn Bepansia.

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

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
UOQAAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovToc. O avapopic TPEMEL VO OMOCTELAOVTAL,
KOTO TPOTIUNON HEC® KTNVIATPOUL, EiTE GTOV KATOYO TNG ASELNG KUKAOPOPIG 1 GTOV TOTLKO
aVTITPOCHOTO TOL €ite TNV €BvVIKN appodia apyn LEG® TOL £BVIKOD GUOTIHULATOS AVAPOPAG.
AvatpéEre pOAALOL 0dNYLDOV XPNOTG YO TO AVTICTOLYO GTOXELN EMKOVAOVIOG.

3.7 Xpion katd TV KON61), TN Yorov)ia 1] TNV MOTOKId,

Kvnon kot yoiovyia:

Mmropei va ypnoiporomn el katd tn S1dpKele TnG KOTONG Kol TG YOAOLYioG.

3.8 Aliniemiopaon pe GAho QUPRAKEVTIKG TPOIOVTO KO AALES pOPPES aAInAemidpaong
Agv VIApYOVV TANPOEOPIES GYETIKA [LE TNV OCPAAELN KOl TNV OMOTEAEGLLATIKOTITO OtO TV YP1|oM
TOV gV AOY® guPoriov pe omotodnmote GAAO KTNVIaTPKd @appako. H andpacn yio ) yopnynon
TOV gV A0Y® gUPoiiov TPV amd N LETE T YOPTYNON OTO0VONTOTE AAAOV KTNVIATPIKOD (OPUAKOV,
npénel va, AapuPavetal Kot mepintwon.

3.9 Oodoi yopriynong ko d0coroyio

Evdopvum ypnon.

I"a gprion og Pooedn] amd v nAwcio twv 10 fdopddmv Kot Enetta.



Baoiwkd oynua eufoiocuon: yopnynote 600 66celg (2 ml n kabepia) pe pecodidotnua
3 gfdopddmv.

ZyMuo eraveuoilacpon: pia 66om tov 2 ml mpénet vo, yopnyeital o€ StdoTnua O)L LEYUADTEPO
omd 6 Pveg LeTd TNV OAOKANP®GN TOV BOCIKOD GYNIATOS ELPOAMAGLOV.

ZyMuo erokoiovfov eravepfoiacuov: pio 06on Tov 2 ml Tpémet va yopryeitol o dSdoTno oyl
UEYOADTEPO TV 12 unvav.

To euforio pmopet va ypnoiporonet yio exakdAovBovg ETaveUPoAAcHOVG LETE TOV EUPOAIOGLO
pe Divence Penta, edv dev vdpyel TepotTéPm avaykn yio Tpootocia katd tng IBR.

Tpomog yoprynong:
Amo@uyete T LOALVGT KATA TNV OVOCVGTOGCT Kot T ¥pnot. Xpnolonoteite udévo
OTOOTEPMUEVES PELOVEG KOl GUPLYYEC YO TN YOPNYNON.

AvOooLGTHOTE TO AVOPIAOTOMUEVO VAIKO LE OAO TO TEPIEXOUEVO TOL TOPEYOUEVOL SLOAVT Y10l VL
AGPete £vo eVEGILO YOAAKTOLLA.

To avacvotapévo euPorto etvar Eva yoAAKTOUO AEVKOD £0G KITPIVOL YPMUITOG.
Ipwv amd ™ yopnynon apnote to eUPorio vo gtacel o€ Beppokpacio +15 wg +25 °C.

3.10 Zvprtdpote vIEPSOGOA0YINS (KUl KATA TEPITTMO, HETPU AVTIHETOTICNS KOL
avTiooTa)

Agv mopatnpniniay dAlo avemBounto copPavta KTOG and AVTE TOV TEPTYPAPOVIAL TNV
gvomta 3.6.

3.11 Ewwoi mepropiopoi ypiong kor £dikég ovvOkeg ypinons, ovpmepriopfavopivev
MEPLOPICUAOV  OTN] YPNOCT  OVTHUKPOPLOEKAOV KOl  OVTUTUPUOITIKOV KTNVILTPLIKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avARTVENS UVTOYNS

Onoocdnmote TPoTideTal Vo TaPUTKEVAGEL, VO EIGUYAYEL, VO £XEL GTNV KOTOYH TOV, VO SIOVEILLEL,
Vo TOANGEL, Vo, O100£GEL KO VoL YPNGIUOTOMGEL 0DTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV,
vroypeovToL Vo (NTNOEL TN YVOUN TG appodLag apyfg TOV OtKeIoL KPATOVS HEAOVG CYETIKA LE TIG
1OYVOVGEG TOMTIKES EUPOAMACLOV, KAONDS AVTEG Ol OPAGTNPLOTNTEG UTOPEL VOL TTAYOPEVOVTOL GE
0AOKAN PN N LEPOC TNG ETMKPATELNG TOV KPATOLG LEAOVG GOUQ®VO e TNV €0VIKN Tov vopobeaia.

3.12 Xpodvor avapovis

Mndév nuépeg.

4. ANOXOAOI'IKEX NAHPO®OPIEXZ
4.1 Koowkoc ATCvet: QI02AH
Mo ™ oyepon g evepynTikNg avociog €vVOvTl TOL POEIOL AVATVELGTIKOD GLYKLTIOKOD 100

(BRSV), tov 100 ¢ mapaypinng (PI-3) tov fooetddv kat Tov 100 g d1dppotag tov fooelddv TOTOL
1 tov 2 (BVDV-1 100 BVDV-2).



H dudpxela avosiog evog £Tovg petd tov emavepfoitocud yio tov BRSV kot to PI-3 Bacileton ota
OTTOTEAECLATO TOV OPOAOYIKMDY LEAETDV.

I'a tov BVDYV, 1o gpuffoiio mepi€yet povo tnv avocoyovo yavkonpmteivn E2, mov vapyet otov
tomo BYDV-1 kot otov 0mo BVDV-2. Q¢ ek to0T0V, 0ed0pEVOL OTL 0 EUPOAMAGHOC dev TpoKaAel
TNV TOPUYOYN OVTICOUATOV EVOVTL OTOLGONTOTE GAANG TPMTEIVIG TTOL EIVaL TAPOVGH GTOV
BVDV-1 ka1 6tov BVDV-2, drapopetikng and v E2 (epupfoiio-deixtng), ta eppforilacuéva (dao
puropoHv va, dtapopomomnBodv amd to LoAvcpéva pe Tov euotkd 16 {da pe T fondela
SYVOOTIK®V KIT TOV EUTOPion.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppatoTnTeg

No unv avoperyvoetal e GALo KTNVINTPIKO QAPIOKO, EKTOG TOL SLAVTN 0 omoiog dwotifetan yo
YPMON HE OVTO TO KTNVIUTPIKO QOPHOKEVTIKO TPOIoV.

5.2 Awpkero Long

Augpreta {ONG TOL KTNVIOTPIKOV QAPUAKEVTIKOD TPOIOVTOG CULPMVA LLE T1) GVCKELAGIO TOANONG:
18 pnvec.

Augpreta {ong Tov SoAVT GOUEOVA LE TN CLOKEVAGIN TOANONG: 3 £T1).
Avgpretra {ong petd v ovachoTOoT COUPOVA LE TIG 00NYies: 2 dpEg.

5.3 Iowirepeg mpo@urdéers katd T @OLAEN TOV TPOIOVTOG

Na puidooetal kot va petagépetol og yoyeio (2 °C - 8 °C).

No punv Katoyvyetol.

No pUAACCETAL TPOGTOTEVUEVO OO TO POC.

5.4 ®von ko 6OVOEGT] TNG GTOLYELDOOVS CVGKEVUGINGS

Avoorhomompévo vAKo: Nvdiva eroridia tov 10 1 50 ml tomov I mov wepi€yovv 5 d6cElg,

10 d6ceig 1 20 366E1g, KAEICUEVA LE TAOUATO ELGYDPTONG 0O EAASTIKO Bpopofovtuiiov Kot
COPUYICHEVO LE TALOTA AAOVULVIOV.

Awddng: Drodidio tolvatBovieviov (PET) tv 10 ml, 20 ml v 50 ml kAeicuéva pe nopota
E10YOPNOTNG A0 ELUCTIKO BPp®UOPOVTLAIOL Kol GOPAYIGUEVE, LIE TMUOTO CAOLUVIOV.

2VoKevaociec:
Xdaptvo kovti mov mepiéyel 1 proridio Tav 5 600V AVOPILOTONUEVOD DALKOD Kot 1 gloridio Tov

10 ml drodv.

Xaptvo kouti wov meptéyet 1 groridio twv 10 d6cewv Avoprhomompuévou vAkov Kot 1 graiidio
tv 20 ml droAvt.

Xaptvo kouti wov meptéyet 1 Proridio twv 20 65y AVoPIAOTOIMUEVOL VAIKOD Kot 1 graridio
tov 40 ml droAv.

Mmnopei va, unv KoKAOQPOpPOUV OLEG 0L GLUOKEVAGIES.



5.5 Ewwég mpoeurdaiels oaméppiyng &vog  pn xpnopomon0£viog  KTNVIOTPLIKOD
QPUPUUKEVTIKOV 7POIOVTOG 1| GAAMV VAMK®OV 7OV TPOEPYOVTOL Omd TN YP1oN TOL
TPOidVTOG, AV VITAPYOVV

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOPANTOV.

Xp1GILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAKDV YL TV OTOPPIYT U1 XPNOOTONOEVT®DV

KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y VAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG

GUUPMOVE, LE TIG TOTIKEG OTOITNOELS KOt UE TUYOV EB0VIKA GLGTIHLOTO GLAAOYNG TOV 1GYVOVV Y1d TA

GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/24/310/001-003

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing €ykpiong: 10/05/2024

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX MEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeitar LOVoV e KTNVIOTPIKE GLVTAYT).

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPUOKEVTIKO TPoidv eivar dtabéaciec ot
Baon dedopévav g EE ya ta ktmviazpikd tpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA I1

AAAOI OPOI KAI ATAITHZEIX THX AAEIAY 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 TETRA Avo@Aomotnpévo VAIKS Kol SIHADTING Y10l EVEGILO YOAAKTMLLOL

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

Ka0e 660om toov 2 ml mepiéyet:

Zwovtavoc, eEacbevnuévog foglog avamvevoTikog cLYKLTIOKOS 10¢ (BRSV),

otéleyog Lym-56 1032 - 1085 CCIDsy
Adpavomomuévoc 106 ¢ mapaypimng 3 (PI-3) tov Poosdmv, otédeyog SF4 >206,2 EU
Avacuvvdvaouévn tpoteivi E2 and tov 16 g 10yevoig didppotag v Boogidmv

tonov 1 (BVDV-1) >31,6 EU
Avacvvovaouévn mpoteivn E2 and tov 10 g 10yevoig d1dppotag Twv foogdmv

tonov 2 (BVDV-2) >21,0 EU

3. XYXKEYAXIA

"Eva @1aAid1o tov 5 866emv Avo@IAomompuéVon vAKOL Kot £va laAidto Tov 10 ml dtoAddtn.
‘Eva g1aAido tov 10 6660y Avo@homotnUéVOL VAIKOD Kot £va @loAidio Ty 20 ml dtadvTn.
‘Eva, @1aAido tov 20 606emv Ao@IAOTOIUEVOL VAIKOD Kot Eva @LoAidlo Tmv 40 ml dadv.

4. EIAOX(H) ZQOY(QN)

Booegdn.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Evdopvikn yprion.

7. XPONOI ANAMONHX

Xpovog avapovig: Undév nuépec.



‘ 8. HMEPOMHNIA AHEHX

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

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Na puidooetal kot vo petapépetal o€ youyeio. Na unv katoydyetal. No puAdccetot
TPOGTATEVIEVO OO TO PG,

10. OI AEEZEEIX «-ATABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITO TH
XPHXH»

AwBdote T0 PUALO 0NV YPAONG TPV O TN YPNON).

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

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

Na puAdooetol o 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

13. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

14. APIOMOI AAETAY KYKAO®OPIAX

EU/2/24/310/001 (5 86cswv)
EU/2/24/310/002 (10 36Gewv)
EU/2/24/310/003 (20 36c£0v)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuog}



EAAXIETEX ENAEIZEIX ITIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

DroAid10 AoPrioTopévoy VAIKoD (5 d6cemv, 10 d6ccmv 1| 20 d6cemV)

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

DIVENCE TETRA Avo@ulomoinpévo vAko

2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

Kdabe 060 tov 2 ml wepiéyet:

Zwvtavig, eEacBevnuévoc BRSV, otéheyoc Lym-56 1032 - 10%° CCIDsy
Adpavomompévog 10g PI-3, otédeyog SF4 >206,2 EU
Avoovvdvacuévn tpoteivi E2 and tov BVDV-1 >31,6 EU
Avaovvdvacuévn tpoteiviy E2 and tov BYDV-2 >21,0 EU

3. MHNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA APIOGMO AOXEQN

5 d6o¢1g
10 docelg
20 docelg

‘ 4. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ S. HMEPOMHNIA AHEHX

Exp. {uweeee}

Metd v avacdoTtacn, ¥pon EVIOc 2 wpav.



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

®roAioo ororvty (10 ml, 20 ml 1 40 ml)

1. ONOMAZXIA TOY AIAAYTH

Aot yio DIVENCE TETRA

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

10 ml
20 ml
40 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBpog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}



B. PYAAO OAHI'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX

1. Ovopacio ToOV KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

DIVENCE TETRA Avo@Aomotnpévo VAIKS Kol SIIADTNG Y10l EVEGILO YOAAKTMLLOL

2. 2ovleon
Kdabe 060 tov 2 ml wepiéyet:

ApPOSTIKE GVGTOTIKA:
Zwovtavoc, eEacbevnuévog foglog avamvevoTikog cLYKVTIOKOS 10 (BRSV),

otéleyog Lym-56 1032 - 10%5 CCIDso*
Adpavomomuévoc 10¢ ¢ mapaypimng 3 (PI-3) tov Poosdmv, otéreyog SF4 >206,2 EU**
Avacuvvdvaouévn tpoteivi E2 and tov 16 g 10yevoig didppotag v Boosidmv

tomov 1 (BVDV-1) >31,6 EU**
Avacvvovaouévn tpoteivn E2 and tov 10 g 10yevoig d1dppotag Twv foogdmv

tonov 2 (BVDV-2) >21,0 EU**

E2: Aopucn yAvkonpwteiviy E2
* MoAvouatikn 66on kuttapokoriépystag S0 %
** Movédeg ELISA

Av0060eVIoYLTIKY] OVGiQ:
Montanide IMS 1,010 g

AVoPILOTOMUEVO VALKO: AeVKO MG KITPIVO YPOLOL.
Ao TNG: AgVKO NUISIOPUVES YOAAKTMLLO.
3. Eion loov

Booeon.

4. OepamevTiKég EVOEIEEIQ
Evepynrtikn avocomoinomn towv foostdmv amd v nikia tov 10 efdopddwv:

BRSYV kot PI-3: yuo T peiowon g anékkpiong Tov 100, TG vrepbeppiog, Tov KAVIKGV
CUUTTOUATOV KOl TOV TVELHOVIKOV GALOLDGEMY.

BVDV: ywo ) peioon g woupiog, g vrepbeppiog Kot TG AELKOTEVIOG TOV TPOKAAOVVTOL OO TOV
BVDV-1 ka1 tov BVDV-2 kot g anékkpiong Tov 100 mov tpokaAeiton ond tov BVDV-2,

Evepyntikn avocomoinon dapaAidmy Kot ayeAddmy yio TNV HEI®ON TV YEVVICEDY TV ETILOVA
UOAVGUEVOV LOGYOPIDV KoL TN STACKOVVTIOKT LOALVGT amd tov BVDV (tdmov 1 kot 2).

Eyxatdotacn avooiog:
3 efoopddeg petd v oAokAnpwon Tov Pactkod oYNUATOS ELPOALOGHOD.
Emttuyydvetar Tpootacio g dtamhlakovvtiokng Aoiuwéng amd tov BVDV (tomov 1 ko
2) 3 gfdopadeg HETA TNV OAOKANPMOCT TOL GYNUOTOG EMAVEULBOAUGLOV.



Aldpkelo avooiag:
6 uveg Petd TV OAOKANP®GN TOV Pactkol oyNUATOS ELPBOMAGHLOV.
1 €10¢ PETA TNV OLOKAP®GT TOV GYLOTOG ETOVEUBOALAGHOV.

5. Avtevoeigeag

Koapdia.

6. E101kéc mpoE1domomcels
Na epportalovtor povo vy {oa.

[dwitepec mpouAdEEC mov mpémel vo Aopfdvovtol amd to GTOUo 7oV Yopnyel To KINVIATPIKO
QOPLOKEVTIKO TTPOidV og Lma:

IIpog tov ypfiot:

Av16 10 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV TEPIEYXEL TAPUPIVEANLO. XE TEPIMTMOT TVLYOL0G
éveonc/avtoéveong umopel va mpokAnbei Eviovog movog kot ££0idnom, W1MTéPMS av 1 £veoT Yivel
o€ apBpwon 1 6g SAKTLAO. L€ OTMAVIEG TEPIMTMOGELG AVTO UITOPEL VAL EYEL (OC OMOTELECUAL TNV
OTTAOAELN TOV OUKTOAOV, €AV dgv TTapacyedel dupeon aTpik| epovtida. Av kotd AdBog cdg
xopNnyNOel aVTO TO KTNVIATPIKO QUPLAKEVLTIKO TPOTOV, AKOLO KAl 0V 1| TOGHTNTA EIval TOAD LUKp),
{ntote apéomg 1Tpiky GVUPOLAY, &xovTag pHoll 6og To PUALD 0dNYIOV xpnons. Edv o movog
eMEiveL Yo TEPLocOTEPO 0o 12 dpeg Petd v wtptkn e&€taon, (NTNoTE Kot TAAL 1TPIKN
ouupovAn.

IIpog Tov wTpod:

AVT0 TO KTNVIATPIKO PAPUAKEVTIKO TPOTOV TTEpLEYel mapapvérato. Tuyaia Eveon pe avtd T0
KTNVIOTPIKO QUPUOKEVTIKO TPOTOV, OKOUN KOl GE HKPEC TOGOTNTEC, EVOEYOUEVMS VO TPOKUAECEL
évtovn e£oidnomn, n omoia, UTOpPEl, Yo TAPADELY LA, VAL £XEL MG OTOTEAEGLOL IOYOUUKT VEKPOOT),
aKoOua Kot omdAELe dakToAov. Amatteitor 1 AMEZH e&gidikevpévn ye1povpytkn opovtida Kot
EVOEYOUEVMG TTPAOIUN O1AVOLEN Kol EKTAVGT] TNG TEPLOYNE TTOV EYVE 1] EVECT), IOLOLTEPMOC OTAV QLPOPA
™ pAya TOL dAKTOAOL 1 TOV TEVOVTAL.

Eyxvuocvvn kot yodovyio:
Mmropei va ypnoiporon el katd tn SidpKela TG KOToNG Kot TG YOAOLYiog.

AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA KOl AALEG HOPPES aAANAETIOpAOTC:

Agv VITAPYOVY TANPOPOPIES GYETIKA [LE TNV OCPAAELN KOl TNV OMOTEAEGLLATIKOTITO OtO TNV YP1|oM
TOV gV A0Y® guPolriov pe omotodmote GAAO KTNViaTpikd eappoako. H andpacn yia t yopnynon
TOV &V AOY® gUPoriov TPy N LETA TN YOPNYNON OTOIOVINTOTE AAAOL KINVINTPIKOD GopLKoL,
TPEMEL VoL AAUPEvETOL KOTA TEPITTOON).

Ynepdocoroyia:
Agv mapotnpnOnkay dAlec ovemBOuTa cLUPAVTO EKTOG AT EKEIVEC TOV AVAPEPOVTOL GTIV

evotnta “Avembounto coppdvra .

Ewwoi meplopiopoi ypiong kot edkég cuvOnkeg yprong:

Omno10601moTE TPOTIOETAL VO TAPAGKEVAGEL, VO EICAYAYEL, VO EXEL GTIV KOTOYT TOL, VO SLOVEILLEL,
Vo TOANGEL, Vo, S100£GEL KO VoL YPNCIUOTOGEL GVTO TO KTNVIATPIKO POPUAKEVTIKO TPOTOV,
VIOYPEOVTAL VO, (NTNCEL TN YVAOUN TG ApUOdLag apyfS TOV OIKEIOL KPATOVS HEAOVG GYETIKA LE TIG
1GYVOVOEG TOAMTIKEG EUPOMAGHOV, KABDG aVTEG 01 dpacTNPLOTNTES UTOPEl VA amaryopebovTal G
0AOKAN P N LEPOG TNG EMKPATELNG TOV KPATOLG LEAOVG COUG®VA LE TNV €0VIKN Tov vopobeaia.




Kopiec aovpfatdrec:
No punv avopelyvoetot pe GALO KTNVIOTPIKO PApLoKo, EKTOG TOL O10ADTH 0 0Ttoi0g dtaTifeTon Yo
YPNOM LE OUTO TO KTNVIATPIKO QOPLUOKEVTIKO TPOTOV.

7. AvemOOpunTeg evépyereg

Booegdn;:

IToAv cuyva (>1 {do / 10 vrd Bepaneio {ma):

dleypovn oto onueio g éveonc!, avénuévn Oeppokpacio?.

Oyt ouyva (1 émg 10 Lma / 1.000 vd Bepaneio (ha):

Avtidpaon avagpuiaktikod THmov®, Meimon tne mapaywyng yéhaxtog *.

Mewwpévn Tpdsinym tpoenig 4, petwpévn dpactnpromra .

"owg mopatnpnOet pia ehappid fog pétpia mapodiky Aeypovy oto onueio g veong (Stopétpov
€m¢ kot 14 cm), 1 omoio PEIOVETAL YPTYOPO GE SIAUETPO EVTOG 2 MUEPDV Kol VITOYWPEL EVTOG 2
gfoopddwv ywpic Oepameia.

2 Metd tov epPolocpd pe vepPorikn doon iome eppovictel avénuévn Oepuokpacio (uéon
avénon 1,7 °C, e pepovopéva (oa éng 2,4 °C). H advénomn avt) vroywpet avBopunta evtog 3
NUEPDV.

3 Te mepmTAGELS AVTISPAGEMV OVOPLANKTIKOD TOTOV, O TPEMEL VoL XOopNYEiTon KATIAANAN
ovUTTOUATIKY Oepameio.

* Tlapoatnpridnke oe oyehddeg yaloxTomapoymyng, Kupimg HETE THY EQAPUOYY TNG APYIKHS SOGNG.

H avapopd avemBountomv evepyeimv eivan onpovtiki. Emttpénet tn cvveyn mopakorobinon g
aocpdAelag evog mpoidvtog. Edv mapatnproete omoladnmote avemBOunt vEPYELN, OKOMLO KOL OV
deV OVOQEPETOL OTO EGMKAEITTO GUALO 0ONYIDV ¥PNoNG 1 AUPPAALETE Y10 TNV
OTOTEAECUATIKOTNTO TOL POPUAKOV, TOPUKAAEIGOE VO ETUKOIVOVIAGETE, KOTAPYAS, LE TOV
knviaTpd cag. Mmopeite eniong vo avaeépete omoladnmote averidounta cupPfdvio 6Tov KAToYo
g Ade10C KLKAOPOPING 1] GTOV TOTIKO OVTITPOGMOTO TOV KOTOYOV TNG AOE10G KUKAOPOPiag
YPTCLLOTOIDVTOG T GTOLYELN EMKOVMVING GTO TEAOG AVTOD TOL PVAAOL 0dNYIDV XPIoMG, 1| LEC®
TOV €0VIKOD GG CLGTHUOTOC OVOPOPAG: {oTolyEln EBVIKOD CLGTHOTOC OVOPOPECE.

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOP1YNONG

Evdopoikn xpnon.
I"oa yprion og Pooedn] amd v nAwcio twv 10 efdopddmv Kot Enetta.

Boowkd oynua euforocuon: yopnynote 600 66celg (2 ml n kabepia) pe pecodidotnua
3 gfdopddmv.

ZyMuo eraveuoilacpot: pia 66om tov 2 ml mpénet vo, yopnyeitol o€ dtdoTnua O)L LEYUADTEPO
omd 6 Pveg LeTd TNV OAOKANP®GN TOV BOCIKOD GYNIOTOS ELPOAMAGLOV.

ZyMuo erokoiovfou eravepfoiacuov: pio 06on Tov 2 ml Tpémet va yopryeitol o dSaoTno oyl
UEYOADTEPO T®V 12 unvav.



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

To euPorio pmopet va ypnoiporonet yio erakdAov0ovg ETavEUPOAACLOVG LETE TOV EUPOAIOGLO
pe Divence Penta, edv dev vmdpyel mepattépm avaykn yio Tpootocia katd tng IBR.

9. Oonyieg Yo T 6T Lopiynon

Amo@iyete TN HOALVON KATA TNV 0VAGVGTOCT Kol T P on. XPNOOToIEITE Lovo
OTOGTEPMUEVES PELOVEG KOl GUPLYYEC YO TN YOPNYNON.

AvOooLGTHOTE TO AVOPIAOTOMUEVO VAIKO LE OAO TO TEPIEXOUEVO TOL TOPEYOLUEVOL SLOAVT Y10l VL
AGPete €va evéopo YOAAKT®UA.

To avacvotapévo euPorto etvat Eva yoAAKTOUO AEVKOD G KITPIVOL YPMUITOG.

IIpwv and ™ yopnynon aenote to eUPorio va gtacel o€ Beppokpacio +15 wg +25 °C.

10. Xpovor avapoviic

Mndév nuépec.

11. EIAIKEX XYNOHKEX ATATHPHXHXZ
Na pvidooetal o€ BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

Na puidooetal kot vo petapépetal o€ yoyeio (2 °C — 8 °C). Na unv kataydyetol. No puAdocetot
TPOGTATEVILEVO GO TO PG,

Na pn ypnoiponoteital avutd To KTNVINTPIKO GOPUOKEVTIKO TPOTOV LETE TV nuepounvia AnEng mov
avaypaeeTol otny eTkéto Tov proidiov petd to Exp. H nuepounvia AMéewg copmintet pe v
TelevTaio NUEPE TOL CLYKEKPIUEVOL UV

Avgpxera {ong HeTd TV ovacDoTOCT COUPOVA LE TIG 00NYieg: 2 dpEg.

12. Ewwkég mpo@urdiers amoppryng

Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAK®OV OTOPANTOV.
Xp1GILOTOGTE TPOYPAUUATO, ETIGTPOPNS POPUAK®V Yo TV OTOPPIYT U1 XPNOOTONOEVT®DV
KTNVIOTPIK®Y QOPLOKEVTIKAOV TPOIOVTOV 1 GAADV DAIKOV TOV TPOEPYOVTAL OO T XPNOMN TOVG
GOUQ®VA, LLE TIG TOTIKEC OTALTNOELS KAl LLE TUYOV 1oYbovTa £BVIKA cuoTiaTo cVALOYNG. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOGTAGia TOV TEPIPAALOVTOC.

XopPovievbeite Tov KTNViaTPOd GO 1} TOV POPUAKOTOLO GAG Y10, TOV TPOTO ATOPPIYNG TV
YPTOILOTONOEVTOV QOPUAK®V.

13. Toa&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTIOVTMV

Noa yopryeitar HOvov e KTNVIOTPIKE GUVTAYT).



14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG

Ap1Opoi éddsiac kukhopopiac: EU/2/24/310/001-003

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

10 ml S

Xdaptvo kovuti mov mepiéyetl 1 proridio twv 10 366wV Avo@iiomompuévou vAkov kot 1 graAidto
tov 20 ml droAv.

Xdaptvo kovuti mov mepiéyetl 1 proridio tawv 20 366e®V AVoPIAOTOMUEVOL DAIKOV Kot 1 glaAidto
tv 40 ml droAot.

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepounvia tedevtaiog avaBe@pnong Tov GUALOV 00NYIAOV YPNGNS

Agntopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtafécies ot
Béon dedopévav g EE yia ta ktnviatpikd tpotoévrao
(https://medicines.health.europa.cu/veterinary).

16. Xtoyycio emkolvoviag

Kéroyoc tne ddsiag kukAo@opiac, TopacKeELATTNS VITELOVVOC Y10l TV OTOOEGUEVGT) TOV TAPTIOWV
KO GTOLYELD ETIKOVOVIOG Y0 TNV 0vaQOopa TH0VOAOYOOLEV®Y OVETIOV UNTMV EVEPYELDV:

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

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

T"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV KINVIATPIKO PAPLLOKEVTIKO TPOIOV,
nmapakareicOe vo areuBuvieite 0ToV TOTIKO AvTITPOSMTO TOL KATOYOL TNG AOELNG KUKAOPOPLOG.

Tomkol ovTIpOoMTOL KOl GTOUYEI0 ETKOIVOVINC Y10l TNV avVaQOpa THavOAOYOVUEVMV
OVETIOOUNTWV EVEPYELDV:

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
Peny06smka bearapus Luxembourg/Luxemburg
LABORATORIOS HIPRA, S.A. HIPRA BENELUX NV
Avda. La Selva 135 Nieuwewandeling 62
17170 Amer (Girona) 9000 Gent

HUCITAHUA BELGIQUE

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

Ceska republika

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

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

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

Elrada
HIPRA EAAAY AE.

Aewo. ABnvav 80 & Mnpidvov 2-4,
104 41 Kolwvog - AGHNA - EAAAX

TnA: +30 210 4978660

Espaiia

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

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91
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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

Portugal

ARBUSET, Produtos Farmacéuticos ¢ Sanitarios
De Uso Animal, Lda

Portela de Mafra e Fontainha - Abrunheira

2665 — 191 Malveira - PORTUGAL

Tel:+351 219 663 450



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)
IZITANIA

TnA: +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANIJA

Tel. +34 972 43 06 60

17. Alheg minpo@opisg

T'ia tov BVDV, 10 guffdiio mepiéyet povo v avocsoyovo yAvkonpwteivy E2, mov vdpyet otov
BVDV-1 ka1 6tov BVDV-2. Xvvenwmg, ta epfortacuévo (oo pTopodv va dlapoporombody ard o

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

HOAVGHEVH LE TOV QUOTKO 10 (Do pe TN forBela S0y VOGTIKOV KIT TOV EUToPiov.

22



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	ΠΑΡΑΡΤΗΜΑ ΙΙ
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

