HNEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Nobivac Tricat Trio, Avo@AomomMUEVO VAIKO Kail SIHADTNG Y10 EVEGLUO EVOLDPTLOL, Y10 YUTES

2.  MOIOTIKH KAI IOXOTIKH XYNOEXH
Kda0e 06on (1 ml) tov avacvotadévrog eppforiov mepiéyet:

Avopiiomompévo vAIKO

ApPUoTIKA GVOTATIKG:

ZovTavog sEacHevUEVOS KaAVKoTOC TG Yatoc, otédeyog F9: > 10 PFU"

Zovtavog sEachevnuévog 10¢ pvotpoyeitidag g yatag, otélexoc G2620A: > 10>? PFU"
Zovtovog Eacsvnévog 10¢ TavAsvkoneviag g yatag, otédeyog MW-1: > 10** CCIDs.

'PFU: Plaque-Forming Units = Movédeg Gynuatiopod mAGKog
2Cell Culture Infective Dose 50% = 50% MoAvopotiki 3001 KUTTapoKOAMEPYELOG

"Exodoyo:

IowoTiki] 6UvVOEGT EKOOY OV Kol GAL®OV GUOTUATIKAOV

Avoothomotuévo VAIKO:

Disodium phosphate dihydrate

Hydrolysed gelatin

Pancreatic digest of casein

Sorbitol

AwoAoTng:

Disodium phosphate dihydrate

Potassium dihydrogen phosphate

Water for injections

AVoQILOTOMUEVO DAKO: DTOAELKO GUUTNKTO.

AATNG: drovyEg Gypopo SidAvLa.

3. KAINIKEX IAHPO®OPIEX

3.1 Eion Lowv

Téec.

3.2 OepamevTikég evoeiteirs Yo ke idog Lmov

Evepyntum avocomoinon tov yatdv pe 6Komo:

- T Helmon TV KAMVIKOV GOUTTOUAT®V TOV TPOKAAODVTOL AdY® AOTH®MENG 0md TOV KAAVKOTO
g yatag (FCV) ko tov 16 pvotpayeitidag g yatag (FVR),

- TNV TPOANYT] TOV KAVIKOV CUUTTOUAT®V, TNG AEVKOTEVING KOl TNG OTEKKPLONG TOV 100 TOV

TpokalovvTal AdY® Aoinwéng amd tov 16 Tavievkoneviag g yatog (FPLV).

Eykatdotaon avociog: yia tovg 100G FCV kot FVR: 4 ¢fdopddeg yia tov 16 FPLV: 3 gfdouddec.
Awprero avoosiogc: yia tovg 1006 FCV kot FVR: 1 étoc yia tov 10 FPLV: 3 ém

33 Avtevoeigeg
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Avotpélte oty Tapdypapo 3.7.
3.4 E101kéc mpoctdomonoeLs
Na gppoAtdlovtar povo vy Cma.

Ta ovTIcOPOTO UNTPIKNG TPOEAEVOT|S, Ta. 0Ttoila pmopel va dtatnpnBovdy uéypt tnv niia twov 9-12
efdopddwv, gival SuvaTd va £X0VV OPVNTIKY ETOPACT] OTNV OTOTEAEGUOTIKOTNTO TOV EUPOALOGHOD.
X€ MOPOVCIN UINTPIKOV OVTICOUATOV, 0 ELPOALACIOC stvat SuvaTd va, Uy amoTpéyel TeEleimg Ta
KAVIKG GUUTTOUOTO, TN AEVKOTEVIO KO TNV OTEKKPLOT TOL 100 UET amd poivvorn pe tov 10 FPLV .
g OUTEG TIG TEPUTTAOOELS, OTOV AVOUEVOVTOL GYETIKA VYNAEG GUYKEVIPAOOELS UNTPIKAOV AVTICOUATOV,
TO gUPOALAKO TPOYPOLLLY TTPETEL VO, TPOCAPUOLETAL OVAAOYOL.

3.5 Idwitepeg TPoPLAGEELS KATE TN YPion

Idwaitepec TPOPLAGEELS Yo TNV ac@aAn yprion ota. £idn Ldwv:
Agv 1oy0et.

Idwitepeg mpouAGEels mov wpémet va AouBdvovial omrd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TTPOoioV o€ {da.:

e MEPIMTOON TOL KOTA AGO0G KAVETE 0VTOEVEST, VA avalnNTNoETE AUESHOC WTPIKT fondeta Kot va
emOEiEETE GTOV 1UTPO TO ECMKAEIGTO PVAAO 00T YLDV YPHONE T} TNV ETIKETO TOL QOPLUKEVTIKOD
TPOIOVTOC.

Idwaitepec TPOPLAGEELC Y10 TNV TPOGTAGIO TOV TEPPAAAOVTOC:
Agv 1oy0et.

3.6 AvemOounrta coppavra

Idrec:

TToAD cuyvé A16YK®GM 670 onueio g éveong,!

o1 , N
(=1 Coo /10 vmd Bepomsio Cow): [rtapudc, Pryoc, pvikd EKKpua, oTovid, LELOUEVN

opetn.?
Toyvé. Avodog ¢ Beppokposiog.’®
(1 éo¢ 10 Lva. / 100 vrd Bepamneio (oa):
ToAD orévio. [T6vog 010 onueio TG Eveonc, UTOAELN TPLYDLUTOG
(<1 Loo / 10.000 vr6 Beporeia Lo 670 oNUElo NG éveong, KVIIOUOG GTO OMLELD TNG
: p ’ éveong.

CLUTEPIAAUPOVOUEVOV TWV

HEUOVOUEVOV OVOPOPOV): Avtidpdoeig vrepevoichnciog (dniadn kvnopde,
dVomVola, EUETOC, SIPPOLO. KOl KOTATTMON,
ovumepthapBavopévne g ovaeuiotiog).t

AVTI0pacELg GLUVIPOLOV EUTVPETNG YOAOTNTOG GE
veopéc yéreg.”

' Tomuer S19ykoon (< 5 mm), pepikéc Popég emmdVVN, sivar SuvaTdv Vo EPPaVIcTsl 6To GUelo TG
éveong 1-2 nuépeg petd tov epPforlacuo.

2 TTBavov va mapatnpndodv Y1 £m¢ Kot 2 NUEPES PETA TOV EUBOAAGHO.

3 Eivat Suvatov va epgoviotsi dvodog g Beppokpasiog tov cdpatoc (§og 40 °C) yia 1-2 nuépeg
HETE TOV EUPOAMOGLLO.

* Mepixéc popég Bavatnedpec. Edv epgoviotel pio tétota avtidpaot, 0o mpémet va yopnysitat yopic
kaBvotépnon N KatdAAnAn Bepamneio.

> Onwg éxet avapepdei ot BPAoypagic, ot ovTISPAGELS TOL GUVIPOUOV EUTHPETNG YOAITNTOG GE
VEOPEC YATEG UTTOPEL VL ELEOVIGTODV UETE T YP1|OT 0TO10VONTTOTE EUPOAIOV TOL TTEPLEYEL £Vl
GLGTOTIKO TOV KAAVKOTOU TNG YATAG.
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H avagopd avembountov coppdviov etvar onpavtiky. Emitpénet n ocvuveyn mtapakorobbnon g
OCQAAELNG EVOC KTNVIOTPIKOD QOPUOKEVTIKOD TTPOTOVTOG. Ot avapopEc TPEMEL VO OTOGTEALOVTAL, KOTA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNE AOELNG KUKAOPOPING 1) GTOV TOTIKO OVTITPOCOTO
ToV gite otV €Bvikn appodio apyn HECH TOL BVIKOD GLGTHLOTOC avaPopds. AvatpéEte otnV
TOPAYPAPO «ETOLYEIN ETKOWVMVING TOL PVAAOL 001 YLDV XPNONG.

3.7 Xpion kKatd TNY KON 61, TN Yorovyia 1 TNV ®oToKia

Kinon kot yorovyio:

Na unv yopnyeitat katd tn didpKeto TG KOMoNg N S yolovyiog, Kabmg To Tpoidv dev £xel
dokpaoBel og yateg katd T ddpKeLo TG KONOTG 1| O€ YOTES KATd TN S1dpKeLd Tng yahovyioas. O
Covtavig 10¢ g mtavievkomeviag tng yatog (FPLV) glvatl duvatd va TpoKaAEsel oavomapoymykd
TPOPANLOTO GE EYKVEG YATES KOl YEVETIKEG AVOUUAIEG GTOVE ATOYOGVOLE TOVG.

3.8 AlIniemiopacn pe Ao QOPULAKEVTIKE TPOIOVTH KOl GALES POPPEG AANAETIOPOOYG

Agv vTapyovV TANPOPOPIEG TYETIKA UE TNV ACPAAELN KOL TNV OTOTEAECUATIKOTITO OO TV XPNOT TOV
ev Aoy epforiov pe omolodnmote dAL0 KTnViaTpKo edpuaxo. H amdpaon yio T xoprynon tov gv
AOY® gpporiov Tpv amd 1| LETA Atd TN YOPNYNOT OTOLOVINTOTE AAAOV KTNVIATPIKOD Qopudikov o
npénel va AapuPavetol Katd mepinTmon.

39 0doi yopNyNoNg KaL d060L0YiA

Xpnowonomote 1 ml doA0Tn Yo TNV dvacOGTACT] TOV AVOPILOTONUEVOD LAKOD (=1 d60m).
Ontucn epedvion petd v avacHotact): avorytod pol 1| pol YpM®UATOG EVOLDPT L.

Aopnote 10 euPorio va pBdoel oe Bepuokpacio dopatiov kot yopnynote 1 ml guforiov ce kabe {mo
HE VTodOp1a £vEoN.

XP1OYLOTOOTE OTOGTEPMUEVEG CUPLYYES ELPOAOC OV, OTOAAAYUEVEG OO 1YVT] ATTOAVLOVTIKAOV.

Eupoiiokod mpdypappios:

Apywcodc eufforacuoc:

Avo gpuPoitacuol g pag d6omng, e pecodtdotnua 3-4 efoopnddmy.

O mpdToC euPfortacudc pmopet va yopnynoetl amd v nAikio tov 8-9 gfdopddmv kat 0 de0TEPOG
guporacuoc amd v nAkio tov 12 gfdopddov (avatpééte eniong oty Topdypapo 3.4).

Enavepfoiacudc:

Mia povo 66om (1 ml) GOpP@VE e TO TOPAKAT® TPOYPOLLLLOL:

O emavepPoAlOGHOG KOTA TOV KAAVKOTOD TNG YATOS KO TOV 100 pvOTPAYEITIONG TG YATOG TPEMEL VO
dtevepyeitar ke ypodvo (L epPforia mov mepiEyovv ta oteréyn F9 kot G2620, 6mov avtd sivon
Swbéoiua).

O gmavepPoAlaGOG KOTA TOL 100 TNG TOVAEVKOTEVIAG TNG YaTaG uropel va dievepyeitan kabe Tpia
wpovia (pe To otédeyog MW-1, 61tw¢ oto Nobivac Tricat Trio, émov avtd givorl dStabécipo).

3.10 XvpntOpato vrEPS0coA0Ying (KUl KATH TEPITTMO, HETPU AVTIHETOTIGNS KOl 0VTiO0TH)

Metd amd T yop1ynon dekamAdoiag 000G, 610 onpeio g Eveong eival mBavov vo mapatnpn el
N et®OLVY d10YKwon Yo 4-10 nuépec.

Eivar mBavov va epeoavicdel mapodikn erappid dvodog g Beppokpaciog tov copatog (€wg 40,8 °C)
v 1-2 nuépec.

Y& 0plIopéVeC TEPITTAOOELS ival mBavOV vo tapatnpnel yevikevpuévn dvoeopia, fyag, TTOPUOC,
TOPOOIKOG ANBapyog Kot petopévn opeén yio Ayeg nuépeg LETA amd Tov eufoltacud.

3.11 Eowkoi wepropiopoi yprjong kKou e101KES 6LVONKES Yprions, cvopmeprtiapufavopsévev
TEPLOPLOUAV GT1] YP1GT UVTIUIKPOPLEKAV KUl UVTITUPUGLTIKAOV KTNVILTPLKOV
QPUPLIKEVTIKOV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KIVOUVOS avATTLENS OVTOYNS

Agv 1oyvet.

3.12  Xpovor avapoviig
416



Agv 1oyvet.

4. ANOXZOAOTI'IKEX TAHPO®OPIEX

4.1 Kodwkoc ATCvet: QI06AD04.

I ™ d1€yepomn NG EvEPYNTIKNG OVOGIOG OTIC YOTES KOTA TOV KAALKOTIOV TG YATOS, TOV 100
PWVOTPOAYELTIONG TG YOTOG KOl TOV 100 TNG TOVAEVKOTEVIOG TNG YOTUGC.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kvpieg acopfatétnteg

No unv avoperyvoetot He GAAO KTNVINTPIKO POPUOKEVTIKO TPOTOV.

5.2 Awdpxera ong

Awdprela Long TOL KTNVIOTPIKOU POPUAKEVTIKOD TPOIOVTOG COLPMVA LLE TI GUCKELOGIN TOANCONG:

Avoorrorompévo viko: 33 unveg.

AwAdg: 5 €.
Avdprxelo {ong HeTd TNV avachoTooT GOUP®VO. P TG 0dnyieg: 30 Aemtd.

5.3 Iowitepeg mpo@uAGEELS KaTd T POAAEN TOV TPOiIdVTOG

Avopriomompévo vako: Na puidoocetor o€ yoyeio (2 °C — 8 °C).

Na @uAdooeTal TPOSTUTEVUEVO OO TO PG,

Awddng: Mropei va puidooetal o€ Oepuokpacio ikpdtepn tov 25 °C, gpodcov dratnpeitot
EeXOPLOTA OO TO AVOPILOTONUEVO VAIKO.

No punv katonyvyetot.

54 Dvon Kol 6VVOES TNG GTOLYELDO0VS CVOKEVUGIOG

Avoorroromuévo vikd: OraAidio pag d6ong amd yvaAi tomov I (Evp. @apyl.), KAEIGUEVO [ EAUCTIKO
TOUO, ELGYDPNONG OO GA0YOVOPOVTOAIO KOl GOPAYIGUEVO UE TOO GAOVLIVIOL TTOV PEPEL YPMUOTIKY
K®dKomoinom.

Awddng: Drodido pog doomg amd yvarl tomov I (Evp. @apy.), KAelopévo pe ELaoTIKO TOUO
€10 MPNOMNG A6 0AOYOVOBOLTOAO KOl GPPUYICUEVO UE TOWUO CAOVUVIOD TTOL QEPEL YPOUOTIKT
Kod1Komoinom.

Yvokevaoieg: Xaptiva 1] TAASTIKA KouTld pe S x 1 doom, 10 x 1 86om, 25 x 1 660 1 50 x 1 doom
AVOPILOTTOINUEVOD DAKOD KoL SLOADTY.
Mmopel va, unv KokAo@opoOV OAEG 01 GLCKEVAGIES.

5.5 E101kég mpouhaiers amoppiyng evog yp1noiomot)0£viog KTNVINTPIKOY QUPOKEVTIKOD
TPOIOVTOG 1| AALOV VAIKA@V TOV TPOEPYOVTAL ATTO T YP1 G TOL TPOIOGVTOS, AV VITAPYOVY

Ta papuake dev TPETEL VO OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

XPNOUYLOTOOTE TPOYPAUUUOTO ETIGTPOPTC QOPUAK®OV Y10 TNV ATTOPPIYT U1 XPTCILOTONOEVTOV
KTNVILTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAA®V DVAIK®Y TOV TPOEPYOVTAL Omd TN (PTIOT) TOVG
GULPOVA LLE TIC TOTIKEG ATOITNOELG KO PLe TUYXOV EBVIKA CLUGTIOTO GLAAOYNG TOV LGYVOVV Y10 TO.
GYETIKA KTNVITPIKA QOPUUKEVTIKG TPOIOVTA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX
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Intervet International B.V.

Tomikdc avtimpdswroc otnv EAAGO:
Intervet Hellas A.E.

7. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

Ap1Buog adetog kukAopopiog EAAGSag: 46697/28-6-2012 (K-0167001)

8. HMEPOMHNIA NPQTHX E'KPIXHXZ

Huepopnvia Ing éykpiong: 24/08/ 2007.

9. HMEPOMHNIA TEAEYTAIAY ANAGEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

04/2023

10. TAZEINOMHIH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTOQN
Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYT.

Agmtopepeic TANpoPopieg Yo 10 €V AOY® KTNVINTPIKO QOPUOKEVTIKO TPoidv givar dabéoieg otn fdaon
dedopévav ¢ EE yuo ta ktnviwatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).
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