ITAPAPTHMA 1

HEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus L4 evéoiuo evoidpnuo yio 6KOAOVG

2. MOIOTIKH KAI TIOXOTIKH XYNOEXH
Ka0e 060om 1 ml mepiéyet:
APUGTIKA GUGTATIKG:

Evaigpnuo (00pavomomuévo):
Leptospira interrogans opoopddo Icterohaemorrhagiae,

opdrtumog Icterohaemorrhagiae, otéleyoc MSLB 1089 ALR* tithog > 1:51
Leptospira interrogans opoopdda Canicola,

opdrtumog Canicola, otéleyoc MSLB 1090 ALR* tithog > 1:51
Leptospira kirschneri opoopddo Grippotyphosa,

opdtumog Grippotyphosa, otéleyog MSLB 1091 ALRL* tithog > 1:40
Leptospira interrogans opoopdada Australis,

opdrtumog Bratislava, otéleyog MSLB 1088 ALR* tithoc > 1:51

*  MiKpoGUYKOAANGT QVTICOUATOS — AVTIKN avTidpaon.
AV0G0EVIGYUTIKY] OVGid:
Aluminium hydroxide 1,8-2,2mg.

"Exdoya:

IoroTuk1] 6UvOeo EKOOY OV KAl GALOV
GVGTUTIKAOV

Evaiopnpa:

Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate
Disodium phosphate dodecahydrate
Water for injections

H epodvion eitvar  akdAiovdn: vypo vrdorevkov ypdUoTog pe Aemtod inpua.

3. KAINIKEYX MAHPO®OPIEX

3.1 Eiom {oav

YKvAoL.

3.2  OgpamevTiKEg evOEiEELS Yo KAOE €idog {Dov

Evepynrtikn avocomoinon oxvimv amd tnv nhikia tov 6 efdouddwnv:
— Y10 TNV TPOANYN TOV KAWVIKOV GUUTTOUATOV, TNG HOAVVOTC KOl TNG OTEKKPIOTG LECH TMV
o0pwV 1oL TpoKarovvTal otd Tnv L. interrogans opoopdda Australis kot opotumo Bratislava,
— Y10 TNV TPOANYN TOV KAWVIKOV GUUTTOUAT®V Kol TNG OTEKKPIoNG LEG® TOV 0VP®V KaBdg Kot
™ peimwon g poAvvong mov tpokaiovvtat amd v L. interrogans opooudadoe Canicola ko
opotuno Canicola kot v L .interrogans opoopdda Icterohaemorrhagiae, kot opdtomo
Icterohaemorrhagiae Kot



— YL TNV TPOANYN TOV KAWVIKOV COUTTOUATOV Kot T HElwon Tng LOALVGNG KoL TNG
ATmEKKPIONG HEG® TV 00p®V TToL TTpoKorovvTat atd tnv L. kirschneri opoopddo
Grippotyphosa kot opétumo Grippotyphosa.

Eyxatdotaon avoociog:
4 gfoopadeg PeTd TNV OAOKANPWOOT) TOV aPyIKOD EUPOAIAGHOV.

Adpkelo avociog:
Tovldytotov éva £T0¢ Hetd Tov apytkd epporiacd yio Oia o custatikd tov Versican Plus L4.

3.3  Avrevositeig

Kopia.

3.4 Edwkég mposidomonoelg

H wavomointikn avocoandkpion e€aptdtatl amd Ty VIapén TANPOS AVITTVYUEVOD AVOGOAOYIKOD
ovotnuotoc. H avocoegndpkela tov {mov pmopet vo eEaptdrtal amd d1dpopovg TapdyovTes,
GUUTEPTLOUPAVOUEV®V TNG KOKNG KATAGTAONG VYELNS, TNG OPETTIKNG KATAGTAONC, YEVETIKOV
TAPAyOVIOV, TNG TOPAAANANG QOPLOKEVTIKNG Oy®YNG KOt TNV KOTATOVNOT).

Na epportdlovral povo vym Loa.

3.5 Iowitepeg mpo@uAaiels katd ™ (prion

Idwitepec TPpoUAGELSLS Yo TNV ac@OAR YpNon ota £idn Lowv:

Agv 1oyvet.

Idwaitepec Tpo@uAGEEIC TOV TTPEmel vo Aaufdvovtor amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUAKEVTIKO TTPOidV og Lda:

X mepinton mov kaTd AdBog KAVETE AVTOEVEST], vV ovalNTNOETE AUECHS 1 TPIKT Pfonfeta Kot va
emdei&ete 0TOV 10TPO TO ECAOKAEIGTO GVAAO 0OONYUDV YPNCEWDS 1] TNV ETIKETO TOV POPUOKEVTIKOV
TPOIOVTOC.

[Swaitepec mpo@LAGEELC Yo TNV TPOGTAGio TOL TEPPEGAAOVTOC:

Agv 1oyvet.

3.6 AvemOdunrta cvppavra

YxovAou:
Zoyva oidnpo oo onusio g éveonc
(1 émg 10 Lo/ 100 vrd Oepomeio
{oa):
Erivio avTidpdon vrepevoicnciog? (avapoiatio, ayystooidnpuo,
(1 £w¢ 10 Cwa / 10.000 vrd Bepoameion | KukAo@opiky KatamAn&io, Katdppevon, diappola,
{oa): dvonvola, EUETOQ)
avopeia, Lelpévn dpactnpldtnTo
[ToAd ondvia vrepBeppio, AMBapyog, yevikn dvopopia
(<1 Lo / 10.000 vad Oepaneio {da, | 0VOGOSIOUEGOAUPOVUEVT] OUUOAVTIKY CVOLpLia,
CLUTEPILOUPOVOUEVOV TOV avOGO0dl0UEGOANBOVUEV aoAVTIKY] OpopPomevia,
UELLOVOLEVMY OVOPOPDV): avocodlapesorafovuevn moAvapOpitida.




YEva mapoducéd oidnua (o 5 cm) to omoio pumopel va sivar enddvvo, Oepud 1 epvdpod. Tétota
ownuata gite eEapavifovrol avtopata 1 erayloTomolovvTaL PLETA amd 14 nuépeg and Tov epPolaco.

2Av ooppei avtidpaocn vrepevaricdnsiog Ha mpémet va yopnyeitar 1 KotdAnAn Oepameio yopic
kaBvotépnon. Tétoleg avtidpdocelg pmopel va e&elyBovv 6 mo cofopn Katdotaon, 1 onoia propet
va givor ametntikn yo ) {on.

H avagopd avemBountov coppdvrav sivar onuovtikn. Emitpénet m cvveyn mapakoiovdnomn tng
ACPAAELNG EVOG KTIVIATPIKOD POPUAKEVTIKOD TPOoidvTog. Ot avapopég TPEMEL VOL OTOGTEAALOVTOL, KOTA
TPOTIUNOT LEG® KTNVIATPOVL, £lTE GTOV KATOYO TNG ddElng KukKAopopiag eite otnv eBvikn apupddia
apyN LECH TOV €BVIKOV GUGTAOATOG aVOPOPAC. AvATPEETE GTO POUAAO 0OMYIOV YPNHONGS Y10 TO,
avtiotorya ototyein emkovmviag.

3.7  Xpnion katd TNV KONG1, TN YOLOVYIO 1] TNV OOTOKIW

Kvnon kot yolovyio:

Mropei va ypnoiporoindel katd tn didprela Tov deVTEPOL Kut TpiTov oTadiov g eykvpoovvine. H
ACQAAELD TOV TPOTOVTOG KATA TO APYKO GTAS10 TNG EYKVUOGUVNG Kot KATA T OLAPKELL TNG YOAOVYIOG
dev €xet dtepevvnOet.

3.8  AlMiemiopaon pe GAAG QUPROKEVTIKG TPoidvTa Kon GAres popeés arliniemiopoong

Agv VIAPYOVV TANPOPOPIES GYETIKA LE TNV ACPAAELD KOL TIV OTOTEAEGULOTIKOTITA OO TV XP1O1 TOL
ev AOy® gufoiiov pe omotodnmote GAAO KTNVIATPIKO apuako ektdg and to Versican Plus DHPPI kot
to Versican Plus Pi. H amd@acn yio tr yopfynon tov v Adywm gpPoriov mpiv 1 LETE T Yoprynon
OTOLOLONTOTE GALOV KTNVIATPIKOD OPUAKOV, TPEMEL VO AAUPAVETOL KATA TEPITTOON.

O guporiocuog koza g vooov tov Carre, Tov adevoio, Tov mwapfoio kai Tov 10 TS Topoiveplovéviia
(DHPPI):

Eav amatteiton mpootacio évoavit twv DHPPI 1 Pi, ta oxvlid propodv va epPoridlovrar pe dvo
d6oeig Versican Plus DHPPi v Versican Plus Pi avapepetypévov pe Versican Plus L4 3-4 gBdopddeg
petd amd v nAio Twv 6 BSopddmV:

Ta epreydueva tov evog eraidiov Versican Plus DHPPi 1) Versican Plus Pi npénet va avacvotabovy
UE o, TePlexO eV evog novo eraiidiov Versican Plus L4 (avti tov dwaddt). Mol avapeybobdv, to
TEPLEXOUEVO TOV PLoAdiov Ba eivar VTOAEVKOL MG KITPVOTOV XpOUOTOS e ELappd BodepdtnTa
(Pi/L4) 1 ehappo® pol M Kitptvedmod ypdpotog pe ehappd Bodepotnta (DHPPi/L4). Ta
avopEUEYEVE EUPOALO TTPETEL VOL EVIOVTOL AUECHS HECH TNG LTOdOPLG 050D.

3.9 Odoi yopiynong Kot 6060A0Yia
Y7modopia yoprynon.

Aocoloyia Kot TpOTOG YopyNonG:
AvoKIvVIoTE KOAG Kot ApEGMG EYYDGETE LTTOOOPLO. OAO TO TTEPLEXOUEVO TOL PLoddiov (1 ml).

Baoikd epufoMakd mpdypappo:
Avo d6celc Tov Versican Plus L4 pe pecodidotnua 3-4 gfdopdadec petd amd v niikio tov 6
eBoopGO®V.

Hpdypappo eravepfoMacov:
Mo gpanal doom tov Versican Plus L4 yopryoduevn g etfoio faon.

3.10 XvpntOpaTte VITEPS060L0YING (KUl KUTH TEPIATOGT, PETPU AVTIHETOTIONS KOl AVTIO0T)

Agv vtapyovv S100£c1a HESOUEVE AVOPOPIK LLE TNV AGPAAELN TNG VTTEPOOCOAOYING.



3.11 Edwkoi wepropiopoi yp1ong Kol E101kéG cLVOKES ypriong, copreprrapfavopévmy
TEPLOPIGUAY OTI| YP1IO1] AVTIHIKPOPLOKADY KU AVTITOPUCLTIKAV KTVIATPIKAV
QUPLIKEVTIKDV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KivOLVog avamTuéng avtoyg

Agv 1oyvet.

3.12 Xpovor avopovig

Agv 1oyvet

4, ANOXZOAOTI'IKEX NAHPO®OPIEX

41 Kaoowog ATCvet: QI07AB01

To guPorio mpoopileTat Yo TNV EVEPYNTIKY CLVOGOTOINGT VYLOV KOLTAPLOV Kol GKOA®V EVAVTL
acBeveldv mov Tpokarovvton and T Leptospira interrogans opooudda Australis opdtumov
Bratislava, tn Leptospira interrogans opoopdda Canicola opdtumov Canicola, tr Leptospira
kirschneri opoouado Grippotyphosa opdtumov Grippotyphosa kat tr Leptospira interrogans
opoopdda Icterohaemorrhagiae opotvmov Icterohaemorrhagiae.

5. ®APMAKEYTIKA XTOIXEIA

51 Kvipieg acopporoTnreg

AOY®D EMAEIYNG HEAETDV OoLUPATOTNTAG, TO TAPOV KTNVIATPIKO POPUUKEVTIKO TPOTOV dEV TPETEL VO,
OVOUELYVOETOL LE BAAN KTNVIOTPIKE QOPLLOKEVTIKA TPOTOVTQ, EKTOG OO EKEIVA TTOL OVOQEPOVTAL OTNV
napdypago 3.8.

52  Awpkero Long

Atdprero {oNg TOL KTNVIOTPIKOL POPUOKEVTIKOD TPOIOVTOG COUP®VA LE TN GVOKEVACIN TOANONG: 2
£m.

Awgpreto {onNG LETA TO TPMOTO AVOLYLLO TG CTOLYEIMOOVE GVOKEVAGIOG: AUEST] YPNOT).

5.3 Iowirepeg mpouraers kata T @OLaEN TOV TPOIOVTOG

No purhdooetat Kot vo petopépetat o€ yoyeio (2 °C — 8 °C).

Noa unv xatoydyetor.

Noa uAGCCETAL TPOGTUTEVIEVO OO TO PG,

5.4  ®von ka1 6HVOEGT TG GTOLYELDO0VS CVCKEVUGING

Tvédwvo grorido Tomov I mov mepiéyel 1 ml Kheispévo pe ehaotikd Topa and yYAopofovtoiio Kot
KOTAKL oAovpviov.

Meyébn cvokevaciog:
[MAaoTikd kKovTi oV TEPLEYEL 25 Praridia (1 ml).
IMiootikd kovti mov wepiéyet 50 raridio (1 ml).

Mmropei va unv KokAo@opovV OAEG Ol CUGKEVAGIEC.

5.5  E0wkég Tpo@uAaiels amdppyng vog un yp1notomot)0£vTog KTNVIATPLKOD QUPRUKEVTIKOD
TPOIOVTOG 1] GALMOV VAIKAV TOV TPOEPYOVTUL BTO T P11 TOV TPOIOVTOC, OV VITAPYOVV

Ta @dppoka dev TPEMEL VA, ATOPPITTOVTIOL HECH TOV AVUATOV 1 TOV OIKIOKOV AToPANTOV.

5



XPNOYLOTO|OTE TPOYPALLLOTO ETGTPOPTS PAPULAK®OV Y10 TNV ATOPPLYN LN XPNOULOTO0EVTmV
KTNVIOTPIKOV QUPHOKEVTIKAOV TPOIOVTOV 1] GALDY DAIK®OV IOV TPOEPYOVTOL 0Td T YP1OT) TOVG
GOLPOVA LLE TIC TOTIKEG ATOLTIOELS KO LLE TVYOV €0VIKA GLUGTHUOTO GLAAOYNG TOL IGYVLOLV YidL TO,
GYETIKA KTNVITPIKE PAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium

7. APIOMOZX(OI) AAEIAX KYKAO®OPIAXZ
EU/2/14/171/001

EU/2/14/171/002

8. HMEPOMHNIA ITPQTHX ET'KPIZHX
Hpepounvia Ing éyxpiong: 31/07/2014.

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY IIPOIONTOX

10. TAZEINOMHIH TON KTHNIATPIKQON ®APMAKEYTIKOQN ITPOIONTQN
Noa yopnyeitor LOVoV e KTNVIOTPIKT GUVTOYY].

Agmtopepeic TAnpopopieg Yo To v AOY® KINVIATPIKO PUPLOKELTIKO TPoidv givar dtabéoieg ot Pdon
dedopévav g EE yio ta ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11
AAAOI OPOI KAI AITAITHXEIX THX AAEIAY KYKAO®OPIAX

Kavévag.



ITAPAPTHMA II1

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIIIXHMANXH



IHAHPO®OPIEX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus L4 gvéoipo evaumpnpa.

2. XYNOEXH XE APAXTIKH(EY) OYXIA(EY)

KaBe doon 1 ml mepiéyet:
ApuoTIKEG 0VGIES:

Evouopnuo (adépoavomomuévo):

L.interrogans opdtumog Icterohaemorrhagiae ALR rtithog > 1:51
L.interrogans opdtvumog Canicola ALR rtithog > 1:51
L.kirschneri opdtumog Grippotyphosa ALR rtithog > 1:40
L.interrogans opdtumog Bratislava ALR tithog > 1:51

3. YYXKEYAXIA

25x 1 860m
50 x 1 d6om

4. EIAOX(H) ZQOY(QN)

2KkOAOL.

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHEZHE

Ymodopia yoprynon.

| 7. XPONOI ANAMONHE

| 8.  HMEPOMHNIA AHEHE

Exp. {pp/ecee}
Metd to Tp®dTO dvorypo dpecn xpnon.

10



9. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puAdooeTal Kot Vo, LETAPEPETAL GE YVYELD.
No punv KaToyvyetol.
Noa uAdcoETAL TPOGTUTEVEVO OO TO QOG.

10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHI'IQN XPHXHY ITPIN AIIO TH XPHXH»

AwBdote T0 QOALO 0INYIDV ¥PHoNG TPV ATO TN YPNON.

11.  OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIGTIKE Y100 KTNVIOTPIKT XP1oN

12.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOZEITIZOYN TA HHAIAIA»

Na pvidooetar o€ 0éon, tnVv omoia de PAETOVY KoL deV Tpooeyyilovv Ta Tad1d.

13. ONOMA TOY KATOXOQY THX AAEIAYX KYKAO®OPIAX

Zoetis Belgium

14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/14/171/001 25 X 1 860
EU/2/14/171/002 50 x 1 d60n

15. APIOMOX ITAPTIAAX

Lot {apOuog}

11




EAAXIXTEX ENAEIZEIX I1IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (1 ML ENAIQPHMATOYX)

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus L4

tal

‘ 2. HOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

L4
1ml

| 3. APIOMOX MAPTIAAY

Lot {op1Buog}

| 4. HMEPOMHNIA AHEHE

Exp. {up/eeee}
Metd to TpdTO dvorypo dpeon xpnon.

12



B. ®YAAO OAHI'TQN XPHXHX

13



DOYAAO OAHTI'IQN XPHXHXE
1. Ovopocio T0V KTNVIOTPIKOD QUPULIKEVTIKOD TPOTOVTOG

Versican Plus L4, evéoipo vaimprpo yio. GKOAOVG

2. XovOeon
Ka0e 660on 1 ml mepiéyst:
APUOTIKA GVOTUTIKA:

Evaiopnuo (adpavomomuévo):
Leptospira interrogans opoopada Icterohaemorrhagiae,

opdrtumog Icterohaemorrhagiae, otéleyoc MSLB 1089 ALR* tithog > 1:51
Leptospira interrogans opoopdda Canicola,

opdtumog Canicola, otéheyoc MSLB 1090 ALR* tithog > 1:51
Leptospira kirschneri opoouddo Grippotyphosa,

opdrtumog Grippotyphosa, otéleyog MSLB 1091 ALR* tithog > 1:40
Leptospira interrogans opoopddo Australis,

opoturnog Bratislava, otéieyoc MSLB 1088 ALR* tithog > 1:51

*  MipooLyKOAANGT| AVTICOUOTOG — AVTIKT aVTIOPOOT).
AV060EVIGYUTIKY] OVGid:
Aluminium hydroxide 1,8-2,2 mg.

H epedvion givatl n akd6Aovbn: vypd vVWOAELKOL ¥POUATOS e AETTO 1N LaL.

3. Eion Lowv

2KkOAOL.

4. OgpamevTikég evoeilelg

Evepynrtikn avocomoinon oxviwv amd v nhikia tov 6 efdopddwnv:

— YL TNV IPOANYT] TOV KAIVIKOV GUUTTOUATOV, TNG LOADVOTG KOL TNG ATEKKPIoNG LECH TOV
o0pmV 1oL TTpoKarovvTal amtd Thv L. interrogans opoopdda Australis kot opotvno Bratislava,

— Yo TNV TPOANYT] TOV KAIVIKOV GCUUTTOUATOV KOl TG UTEKKPLONG HECH TV 00prV KaHMS Kol
™ peimon g poAvveng mov tpokaiovvtat amd v L. interrogans opooudade Canicola kot
opdtuno Canicola ko v L.interrogans opoopdda Icterohaemorrhagiae, kot opotumo
Icterohaemorrhagiae kot

— Y10 TV TPOANYT TOV KAVIK®V GCUUTTOUATOV Kol T LElmon TS LOAVVONC KAl TG
amEKKPLoNG HEC® TV 00p®V TToL TTpoKaiovvTol and tnv L. kirschneri opoopdada
Grippotyphosa kat opétumo Grippotyphosa.

Eykatdotaon avooiag:
4 gfoopadeg PeTd TNV 0AOKANPOOT] TOV apyLkoD EUPOALOGHOD.

Awipkelo avociog:
TovAdyiotov éva £toc LeTd Tov apyIkod eufollacud yo OAa o cuotatikd tov Versican Plus L4.
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5. Avtevoeileilg

Koapia.

6. E1dikéc mpogidomon|oeig

Ewwéc mpoedomomoeic:

H wavomomtikn avocoamdkpion e€aptdtal amd Ty Vopén TANPOE AVITTUYUEVOD VOGOAOYIKOD
ovotnuotoc. H avocoendpkela tov {mov pmopet va eEaptdrtal amd d1dpopovg TapdyovTes,
GUUTEPTLOUPAVOUEV®V TNG KOKNG KATAGTAONG VYELONS, TNG OPETTIKNG KATAGTAONC, YEVETIKOV
TAPAYOVIOV, TNG TOPAAANANG QOUPHOKEVTIKNG Oy®YNG KOl TNV KOTATOVNOT).

Na epporrdlovratl povo vym Loa.

[dwitepec TPoUAGEESLS Yo TNV ac@OAR ypNon ota £idn Lowv:
Agv 1oyvet.

Idwitepeg TpoeuAdéeic mov wpénel va AapuBdvoviat amd to dTouo mov yopnyet T0 KTNviatpkd
QopuokevTKd Tpoidv oe {dau:

X mepinton mov katd AdBog KAVETE AVTOEVEST], Vo ovalNTNoETE AUEcHS 1TpIKn fonbeto Kot va
eMOEIEETE GTOV 10TPO TO ECMKAEIGTO PUALO OOMNYIDV XPGEMG 1 TNV ETIKETO TOV PAPULAKEVTIKOD
TPOIOVTOC.

Idwitepec TpoLAGELSLS Yo TNV TTpocTacico Tov tepiBdilovToc:
Agv 1oyveL.

Eyxopooivvn kot yoAovyio:

Mropei va ypnoiponoindel katd tn didprela Tov devTEPOL Kot TpiTtov oTadiov g gykvpocsvvne. H
0oQAAELD TOV TTPOIOVTOG KOTA TO 0PYLKO GTAOIO0 TNG EYKLLOGVVIG Kol KATA TN S1APKELD TNG YOAOVYIOG
dev €yel diepevvnet.

AMNAeTiOpoon UE AL QOPUOKEVTIKA TTPOTOVTIO KOl QAAEC LOPOEC OAANAETIOpOCNC:

Agv VIAPYOVY TANPOPOPIES GYETIKA LE TNV ACPAAELN KOL TNV MOTEAEGLOTIKOTNTA OO TV YPNON TOV
gv MOy guforiov pe omo10dMmote GAAO KTNVITPIKO Gdpuako exktog and to Versican Plus DHPPI kot
to Versican Plus Pi. H arogacn yia T yoprynomn tov v Adym gpPoAriov mtpwv 1 HETd T Yopnynon
OTOLOLONTOTE AAAOV KTNVIATPIKOD POPUAKOV, TPETEL VO AAUPAVETOL KOTA TEPITTMON).

O guporiocuog koza g voaov tov Carre, Tov adevoio, Tov mwapfoio kai Tov 10 TS Topoiveplovéviia
(DHPPI):

Edv amatteiton mpootacio évoavit twv DHPPI 1 Pi, ta oxvlid propodv va epPoridlovrar pe dvo
do6oeig Versican Plus DHPPi v Versican Plus Pi avapepetypévaov pe Versican Plus L4 3-4 gBdopddeg
petd amd v nAio Twv 6 eBSopddmV:

Ta nepreydueva tov evog eraidiov Versican Plus DHPPi 1) Versican Plus Pi npénet va ovacvotabovy
UE T, TePLexO eV evog novo eroddiov Versican Plus L4 (avti tov dwaddt). Moiic avapeybobdv, to
TEPIEYOUEVO TOV PLoAdiov Ba gival VTOAEVKOL MG KITPVOTOV YPOUOTOG Le ELappd BodepotnTa
(Pi/L4) 1 ehappo® pol M KITptvedTod ypdpotog pe ehappd Borepdtnta (DHPPI/L4). Ta
avopEUELYEVE EUPOALO TPETEL VOL EVIOVTOL UECHS HECH TNG VITOSOPLAG 050D.

Yrepdocoroyio:
Agv vapyovV d100ECLA OEGOUEVA OVAPOPIKA LE TNV ACPAAELD TNG VITEPOOCOAOYING.

E1d1koi tepropiopoi ypnonc kot s1dikéc cuVvONKeS ypnonc:
Agv 1oyvet.
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Kvpiec aovuforomnrec:

A0y EMAelyNG HELET®V 0oLUPATOTNTOG, TO TAPOV KTNVINTPIKO POPUUKEVTIKO TPOTOV dEV TPEMEL VOl
OVOUELYVOETOL E BAAN KTNVIOTPIKE QOPLLOKEVTIKA TPOTOVTA, EKTOG OO EKEIVA TTOL OVOQEPOVTAL GTNV
TapAypopo > AAANAETIOpaoT e GALD POPUAKEVTIKA TPOTOVTO, KO AAAEG LOPPEG aAANAETIOpaoT S .

1. AvemOopunrta coppavro

YKOAOL

Yoyva (1 €og 10 {oa / 100 vid Beponeio {ha):

oidnpa oto onueio g éveonct

Yrdvia (1 éog 10 {oa / 10.000 vro Bepaneio {da):

avTidpacelg vepevaucnciog? (avapuiatio, oyyelooidnua, Kukhogoptkn kotaminéia, katdppevon,
duppota, dHomvol, EUETOG)
avopetia, petwuévn dpactnpidTnTo

Mo oravia (<1 {mo / 10.000 vrd Bepancio (da, CLUTEPIAAUPOVOUEVOV TOV HELOVOUEVOV
AVoQopOV):

vrepBeppio, ANbapyoc, yevikn dvopopia
0vVOGOOLOUEGOLOPOVUEVT] QUOAVTIKT avaiplic, ovocodtapesoAafodpevn atpoivtikng Bpopfonevia,
avocodtlauecorafoduevn Tolvaphpitida

YEva mapodieé oidnua (og 5 cm) mov umopei va eivol enddvvo, Oepud 1§ epbpd. Tétoto owdnpata
gite e€apaviCovtol avtopata N erayiotonolobvtot PeTd and 14 nuépeg and Tov ePoMaco.

2Av vapéet Tétota avTidpoon, O Tpémet vo xopnysitar n KatdAAnin Bepamsio yopic kabvotépnon.
Téroteg avtdpdoelg pnopel va eEglyBovv oe o coPapn koatdotact, n oroio propei va etvor
amENTIKY Yo T Con.

H avagopd aver@ountov coppdvrav eivar onupovtikn. Emitpénet m cvveyn mapakoiovdnemn tng
aoc@aAelag evoc mpoidvtoc. Edv mapatnprioete omotodnmote avemiBountn evépyeia, aKOUO Kot oV OgV
OVOPEPETOAL OTO ECAOKAELGTTO PUALO 0ONYIDV Xp1IoNG 1 CUPIPAALETE Y10 TNV ATOTEAECLATIKOTITO TOV
QOPUAKOV, TAPOKAAEICOE VO EMIKOVMVINCETE, KATOPYAS, LE TOV KTNviaTpd coc. Mmopeite eniong va
OVOPEPETE OTTOLAONTOTE AVETIOVUNTO GLUPAVTO GTOV KATOYO TNG ASELNG KUKAOPOPIOG
YPNOUYLOTOIDVTOC TO GTOLYELD EMKOWVOVING 6TO TEAOG VTOD TOL PVALOL 00N YLDV YPNHONGE, | LECH TOL
€0vikod 60 CLGTAOTOC avaPopds: {oTotyein eBViKoD GLGTAOTOC AVaPOPEG)

8. Aocoloyia yio kG0g €id0g, TPOTOS Kol 0001 yopRynong
Y7modopia yoprynon.
Baoikd eufoMaxd mpdypapipa:

Avo d6celc Tov Versican Plus L4 pe pecodidotnua 3-4 gfdopdadec petd amd v niikio tov 6
epoopddwv.

Hpdypappa eravepfoMacuov:
Mo gpanag 66om tov Versican Plus L4 yopnyovuevn og etcila Baom.

9. Odnyieg 7o ™) cwoTI] Yop1 YN OGN

AvokivioTe KaAG Kot GUECHOC EYYVGETE DTOGOPLO OAO TO TTEPLEYOUEVO TOV Proidiov (1 ml).
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10. Xpovor avapoviig

Agv 1oy0et.

11. EIAIKEX XYNOHKEX ATIATHPHXHXZ

Noa pvidoocetar o€ 0éon, tnv omoia de PAETOLY KoL deV Tpooeyyilovy Ta Tad1d.

No puAGCGETAL KOl VO LETOQEPETAL KO LETOPEPETE o€ Yoyeio (2 °C — 8 °C).

No punv Katoyvyetol.

No puAGCCETAL TPOGTUTEVUEVO OO TO POG.

No pn ¥p1oIomoteital avTo T0 KTNVINTPIKO QOPHAKEVLTIKO TPOTOV HEeTd amd TV nuepounvio Aéng
OV aVOYPAPETOL TNV €TIKETO peTd to EXp. H nuepounvia AM&ewc copmintet pe tnv teAevtaio nuépa
TOV GUYKEKPLUEVOL UM VAL

Aldpketo {oNG LETA TO TPMTO AVOLYLO TOV TEPLEKTN: ALEST] YPTOT).

12. Eiwdwkég mpo@uraers amoppiyng

Ta papuake dev TPETEL VO OTOPPITTOVTOL HEGHD TOV AVUATOV 1) TOV OIKIOK®V ATOPANTOV.
XpNOYLOTOOTE TPOYPAUUUOTO ETGTPOPNC POPUAK®OV Y10 TNV ATOPPIYN U1 XPTCLLOTON0EVTOV
KTNVWTPIKAOV QOPUOKEVTIKOV TPOTOVIMV 1] AAA®V DAK®OV TOV TPOEPYOVTOL Atd TN YP1ON TOVG
GULPOVA LLE TIG TOTKEG OOLTIOELS KO LLe TVYOV 1oyvovTa eBvikd cuotipata cuAroys. Ta pétpa
OVTE OTOGKOTOVV GTNV TPOGTAGI TOV TEPPAAAOVTOG,.

YvpPovievbeite Tov KTNVIOTPO GOG M| TOV POPHAKOTOLO GOG Y0 TOV TPOTO AmOPPIYNG TOV
APNOWOTONOEVTOV PAPUAK®Y.

13. Tagwvopnon TOV KTNVIWTPIKOV QUPRIKEVTIKOV TPOIOVTMOV

Noa yopnyeiton LOVOV e KTNVIOTPIKT GLVTAYY.

14.  ApOpoi dogr10g KUKAOPOPLNG KOl GUGKEVOGIEG
EU/2/14/171/001-002

IMiootikd kovti mov wepiéyet 25 eraridio (1 ml).
[MAaotikd kovti Tov mepEyel 50 graridia (1 ml).

Mmropei va unv KoKAoQOpoLV OAEG Ol GUGKEVAGIEC.

15. Hpepopnvia terevtaiog avafe®@pnong Tov GUALOV 00NYIAV YPNGNG
{MM/EEEE}

Aemtopepeic TANpoPopieg Yo T0 gV AOY® KTNVIOTPIKO POPUOKELTIKO TPOioV gival drabéoipeg otn Pdon
dedopévov g EE yio to ktnviatpikd mpoidvto (hitps://medicines.health.europa.eu/veterinary).
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16. Xrtoyeio emkowvoviog

Kéiroyog tne Gd£10¢ KUKAOQOPING KO GTOLYELN ETKOWVOVIOC Y10 TNV 0vaQopd TavoLOYOOUEV®V

OVETIOOUNTOV EVEPYEIDV:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Béiyo

Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny0auka bearapus
Ten: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti
Tel: +370 610 05088
Zoetis.estonia@zoetis.com

E)M\ada
TnA: +30 210 6791900
infogr@zoetis.com

Espafia
Tel: +34 91 4191900
requlatory.spain@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

island
Simi: +354 540 8000
icepharma@icepharma.is

Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@aqgrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal @zoetis.com

Romania
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com
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Italia Suomi/Finland

Tel: +39 06 3366 8111 Puh/Tel: +358 10 336 7000
farmacovigilanza.italia@zoetis.com laaketurva@zoetis.com

Kompog Sverige

TnA: +30 210 6791900 Tel: +46 (0) 76 760 0677
infogr@zoetis.com adr.scandinavia@zoetis.com

Latvija United Kingdom (Northern Ireland)
Tel: +370 610 05088 Tel: +353 (0) 1 256 9800
zoetis.latvia@zoetis.com pvsupportireland@zoetis.com

Iopaockevaotnc VIOV Y10 TNV ATEAEVOEPMOT TV TAPTIOMV:
Bioveta a.s.

Komenskeho 212/12

683 23 lvanovice Na Hane

Togyia

17. Alkeg minpogopieg

To euPorio mpoopileTal yio TV EVEPYNTIKY OLVOCOTOINGT KOLTAPLDOV KOl GKOA®V EVOVTL VOC®Y TOL
npokorovvtor and tn Leptospira interrogans opoopdda Australis opétumov Bratislava, tn Leptospira
interrogans opooudda Canicola opétumov Canicola, T Leptospira kirschneri opoopdda
Grippotyphosa opotvov Grippotyphosa kot tn Leptospira interrogans opoopdda
Icterohaemorrhagiae opdtvmov Icterohaemorrhagiae.
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