ITAPAPTHMA 1

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus L4 evéoipo evarmpnpa yio GkOA0VG

2. MOIOTIKH KAI MOXOTIKH XYNOGEXH
Kd&be 06om 1 ml mepiéyet:
ApOoTIKEG OVOiES:

Evaiopnpuo (adpavomompévo):
Leptospira interrogans opddo opotunwv Icterohaemorrhagiae,

opotumog Icterohaemorrhagiae, otéheyog MSLB 1089 ALR* tithoc > 1:51
Leptospira interrogans opddo opétunmv Canicola,

opotumog Canicola, otédeyoc MSLB 1090 ALR* 1tithog > 1:51
Leptospira kirschneri opddo opotuvnewv Grippotyphosa,

opotumog Grippotyphosa, otéieyoc MSLB 1091 ALRL* tithog > 1:40
Leptospira interrogans opddo opotumwv Australis,

opotumog Bratislava, otéleyoc MSLB 1088 ALR* tithog > 1:51

*  MikpoGUYKOAANOT OVTICOMOTOS — AVTIKT AVTIOpOoN.
AV0G0EVIGYLTIKI] OVGiq:
Aluminium hydroxide 1.8-2.2 mg.

BA. mAnpn katdhoyo ekddywv 6to Kepdiaro 6.1.

3. OAPMAKOTEXNIKH MOP®H

Evéoyo evaumpnpo.

H mapovoiaon givor n akdiovdn:

Yypo voOAevKOL YPDOUOTOC LE AETTO 1N HaL.

4. KAINIKA XTOIXEIA

4.1 Eion {oov

Yoot

4.2 OgpamevTikég evoeitelg Ttpoodlopilovrag Ta £ion {O®V

Evepyntikn avocomoinon okdAmv amd Ty nAtkio Tov 6 Boopddmv:

- YL TNV TPOANYN TOV KAVIKOV GUUTTOUATOV, TNG LOALVOTG KOl TNG OMEKKPIONG HECH TMV
00pOV TTOL TPoKaAOVVTOL OO TN L. interrogans opada opodTum®V Australis kol opdtumo Bratislava,

- Yo TV TPOANYT TOV KAVIKOV GCUUTTOUATOV KOl TV ATEKKPIoT LEGH TV 0VP®V KOOMOE Kol T
peimon g poAvVVeNG oV TpokaAovvtal and T L. interrogans opdda opdtummv Canicola kot opoTLTO

Canicola kou ™ L .interrogans opddo. opdtuonmv Icterohaemorrhagiae, kot opdtumo
Icterohaemorrhagiae kot



— Y0 TNV TPOANYT] TOV KAVIK®V GUUTTOUATOV Kot TN LEIMOT TNG LOAVVONG KoL TNG OMEKKPIONG
UEC® TOV 0VPOV TTOV TPOKOAOVVTAL 0t T L. kirschneri opddo opdturmv Grippotyphosa kot opdtumo
Grippotyphosa.

- Y10 TN HEI®mOT TV KAVIKGOV GCUUTTOUATOV.

"Evopén g avooiog:
4 gfoopddec LETA TV OAOKAT|POGT TOL aPyLKOV EUPOALACHLOD.

Avdipkela avoosiog:
TovAdyioTtov éva £T0¢ LETA TOV 0pYIKO EUPOAOGO Yo OAa To GVoTATIKA TOV Versican Plus L4.

4.3 Avtevosieg

Koapia.

4.4 Ewwkég mpogrtdomon)oels Yo kade gidog {mov

H wavomomtikn avocoandkpion e&aptdrorl amd Ty VIapén TAPOS OVATTUYUEVOL 0VOGOAOYLKOD
ocvatiuartog. H avocoendpketa tov {mov pmopet vo, eaptdtal and Sidpopovs mapiyovtes
GUUTEPTAAUPAVOUEVMVY TNG KOKNG KATAGTOONG VYEING, TNG OpENTIKNAG KOTAGTAONG, YEVETIKOV
TOPOYOVTIWOV, TNG TOPAAANANG AYNG POPLOKEVTIKNG Oy®YNG KoL TNV KOTATOV|ON).

Na gpufortalovion uoévo vy {do.

4.5 Idwitepeg TpopuAdEerg katd T pron

Idwitepec mpouAdéeic katd tn ypron oc Loa

Agv amotTovvToL.

Idwaitepec mpo@LAGEEIS TOL TPEmel vo AoufavovTal omd TO GTOUO TOL YOPNYEL TO QUPUOUKEVTIKO
Tpoiov ce Lda,

e mePIMTmON oL KATA AEOBOG KAVETE 0VTOEVEST, Va. avalnTNoeTe oUEcmS 1oTpikh Pondeta Kot vo
emdeiEETE GTOV 1TPO TO ECAOKAEIGTO PVAAO 00T YL®DV YPNONG 1| TNV ETIKETO TOV QOPLOKEVTIKOV
TPoidVTOC,.

4.6 AvemOOunreg evépyeieg (cuyvotnTa Ko cofapotnta)

"Eva mopodikd oidnua (o 5 cm), umopei vo, mopovcloctel cuyva 6To onueio g EVEoTG, LETO amd
VTTOJOPLOL YOPNYNOT G€ GKVAOVS. AVTd umopel va givar enmovvo, Beppd 1 epuBpd. Tétoa odnpata
eite eapaviCovtol avtopata 1 eEraylotomolobvtol PHETE and 14 nuépeg and Tov epfolMacpo.

Yravio mopovctdlovTol avopesio, kot LEWWUEVT dPAcTPIOTNTO.

Avtidpaceig vrepevoiodnciog (T.). COUTTOUATO OO TO YUCTPEVIEPIKO OTMG dLPPOLO KOt EUETOC,
avaguAaio, ayyelooionua, 6HGTVoLN, KUKAOQOPIKT KatamAnéio, KUTappeLoT) UTOPEL VO, ELOAVIGTODY
onavie. Av vmhpéet T€Town avtidpaon, Oa tpémet va yopnyeiton | katdAAnin Oeponeio ywpic
kaBvotépnon. Téroleg avtdpdoeig pmopet va e€elyBovv o€ mo cofapn KaTdoTaon, | onoio propel vo
elvar amenTikn yuo ™ Con.

[ToAV omdvia pmopei va eLPavicToby CLGTNIIKES avTIdpdcelg dnwg ANMBapyoc, vepBepuio Kot YEVIKN
dvucpopia.



€ TOAD GTAVIEC TEPMTMOELS EXOVV ovaPePHEl KAVIKG GUUTTOUATO AVOGOSLAUECOANBOVLLEVOV
vOo®V, OTMG AUOALTIKY avaic, Opopfomevia 1| Tolvapbpitida.

H cvyvomta tov avemBountov evepysidv kabopiletal og axolovbwng:

- oA cuyvn (eprocdtepo omd 1 ota 10 {oa Tapovctdlovy avemBOUNTEG EVEPYEIEG KOTA TN
oldpketa tng Bepameiag)

- ouyvn (Teprocotepo and 1 oAAd Myodtepo and 10 {oa ota 100 vrd Bepaneio (Ha)

- un ocvvnoicpévn (reprocodtepo amd 1 aAld Aryotepo omd 10 {da oo 1000 vrd Bepaneio (hor)
- ondvia (nteptocotepo and 1 oA Aryotepo and 10 {ma ota 10.000 vd Oepaneio {da)

- oY omavia (Aydtepo amo 1 ota 10.000 vid Bepaneio {Oa).

4.7 Xp1on Katd TV KNG, TN YEAOLYIO 1] THV OOTOKIid

Kvnon kou I"'arovyio:

Mmnopet va, ypnoiporon el katd tn S1dpKeLo Tov deVTEPOL Kot TPITOv 6Tadiov TG eykvpocvvng. H
0oQAAELD TOV TTPOIOVTOG KOTA TO apytKd GTAI0 TNG EYKLUOGVVIG Kot KOTA T OtdpKeLa TG YaAovyiog
dev &gl depevvnOet.

4.8 AMMAETOPAOEIG NE GALN PUPRUKEVTIKG TPOTOVTO KOL GALES pOPPES alinAemiopaong
Agv vapyovv S100EGIEG TANPOPOPIEG GYETIKA LLE TNV ACPAAELD KOL TNV ATOTEAEGLOTIKOTITO TOV
euPoriov dtav ¥pNCIUOTOLEITOL LUE OTOLOONTOTE GALO KTNVIOTPIKO QUPLOKEVTIKO TPOidV EKTOG amtd TO
Versican Plus DHPPi kot 10 Versican Plus Pi. H amdé@acn yia tn ypron tov ev Ady® epforiov mpv 1
LETA 0O OTOL0NTOTE AALO KTNVIOTPIKO PAPUAKEVTIKO TPOTOV, TPEMEL VO AAUPAVETOL KOTA
TEPIMTOO.

4.9 Aocoloyia kon TPOTOS YOPNYNONG

Ymoddpia yopnynon.

Aocoloyia kal TPOTOC Yop1yNnong:
AvokivioTe KoAd Kot OUESMG EYYVGETE DTOOOPLN OAO TO TEPLEYOLEVO TOV PloAldiov (1 ml).

Baowé epufoiaxod mpdypappa :
Avo doceig Tov Versican Plus L4 pe pecodidotnua 3-4 efdopddeg petd amd v nikio tov 6
ePOOLAd V.

O eufoliocuog kara e voooo tov Carre, Tov adevoio, Tov mopfoio kai Tov 10 TS Tapaivplovévia.
(DHPPi):

Edv anatteiton mpootacio évavtt twv DHPPI M Pi, ta. 6koMd umopobdv va, epfoitalovtar pe 600 600e1g
Versican Plus DHPPi 1} Versican Plus Pi avapeptypévo pe Versican Plus L4 3-4 efdopddeg petd omd
v nlkio Tov 6 efdouddwv:

Ta mepreydpeva tov evog raAdiov Versican Plus DHPPi 1| Versican Plus Pi npénet va avacvotabodv
LE Ta TEPLEYOUEVO EVOG LOVO PlaAldiov Versican Plus L4 (avti tov dwaddtn). MoAg avaptyBovv, to
TEPIEYOUEVO TOV PLoAdiov Ba etval VTOAEVKOL MG KITPIVOTOD YPDOUOTOC LE [iol pukpr| BorepdtnTa.
Ta avopepypéva euPoiio Tpémet vo, eviovtol apéons LM TG LITOdOPLUG 050D.

Hpdypappe exavepfolMacpov:
Muo epama 66om tov Versican Plus L4 yopriyobuevn e etfiolo Bao.




4.10 Yraepdocoroyio (COUTTONOTA, PETPA AVTIUETOTLGNG, AVTIOOTA), EAV Eivol amapaitnTd
Agv vrapyovv dabéoa dedopéva o€ TEPITTMOT VIEPIOGING.
4.11 Xpovog(or) avopovig

Agv amorteitot.

5. ANOXZOAOTI'IKEX IAIOTHTEX

Ddappokobepamentikn opudda: AVoGOAOYIKA TPOIOVTO Y10 KUVOELDT, AOPAVOTOINUEVE BAKTPLOKA
eupora.
Kwdwog ATCvet: QI07ABO1.

) Leptospira interrogans opddog opoétunwv Australis opdtumov Bratislava, Leptospira interrogans
opadag opotvmwv Canicola opdtvmov Canicola, Leptospira kirschneri opddog opotunmv
Grippotyphosa opotvmov Grippotyphosa ko Leptospira interrogans opdoag opodTunmy
Icterohaemorrhagiae opotumov Icterohaemorrhagiae.

6. OAPMAKEYTIKA XTOIXEIA

6.1 Koataroyog ekdoymv

Evawwpnuou
Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate
Disodium phosphate dodecahydrate
Water for injection

6.2 Kopieg aocvppatotnteg

AOY® amovoiag peletdv cuuPatdTTag, To TaPOV KINVINTPIKO QUPUIKEVTIKO TPOTOV va, unv
QVOUELYVOETAL LUE OTTOLOONTOTE GALO KTNVIOTPIKO QUPUOKEVTIKO TPOioV, EKTOG amd eKEIVA TOV
avaeEpovtal otV Topdypapo 4.8.

6.3 Awdpkera omg

Audpxela {ONG TOL KTNVIOTPIKOD QAPUAKELTIKOD TPOIOVTOG GOLPOVA LIE TT GVOKELOGIO TOANONG: 2
&m.

Aldpkela {one PHeTd T TPMOTO Gvorypa: GUEST) YPNOT.

6.4 Idwitepeg TpoPuvAAEELS KATA T PVAAEN TOV TPOTOVTOG

dvidooete Ko petapépete o€ yoyeio (2°C - 8°C).

Na v Koty OyeTe.

DvAdooeTE TPOGTATEVUEVO ATTO TO POC.

6.5 ®von km cVHVOEST TNG GTOLYELDOOVS CVCKEVUGING

IMvédwvo elarioto Tomov I mov wepiéyet 1 ml Soddn KAEIGUEVO e ELOGTIKO TOUO 0O YA®POPOVTOALO
KoL KOOkt oAovpviov.



Meyébn cvokevaciog:
[Miaotikd kouti Tov mepiéyet 25 eraridw (1 ml).
[TAaotikd kovti mov weptéyet 50 groridwa (1 ml).

Mmropei va, unv KuKAOQPOPOLY OAEG Ol GUCKEVAGIES.

6.6 E01kég TPOQUAGEELS AOPPLYNG EVOS YPNGLHOTOINOEVTOG KTVIATPIKOD QUPIUUKEVTIKOD
POIOVTOG 1| AALOV VAK®V TOV TPOEPYOVTAL UTTO T P16 TOL TPOIOGVTOS, AV VTAPYOVY

Kdbe un ypnoomombév kenviatpikd @oprakenTikd Tpoidv 1 1n ypnotuomom0évte vIoAsiuuaTd Tov
TMPEMEL VAL ATOPPINTTOVTIOL GCOUPOVA LLE TIG TOTIKEG OTOLTY|GELS.

7. KATOXOX AAEIAYX KYKAO®OPIAX

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEATIO

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAXZ

EU/2/14/171/001

EU/2/14/171/002

9. HMEPOMHNIA ITPQTHX E'KPIZHXZ/ANANEQYXHY. THX AAEIAX
Huepounvia 1" éykprong: 31/07/2014.

Huepounvia tekevtaiog avavémong: 08/04/2019.

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Agmtopepeic TANPoPOpieg Yo TO €V AOY® KTIVIATPIKO QOPLOKEVTIKO Tpoidv dlatifevtol otov
dktvakod tomo tov Evponaikod Opyavicpod dopudkov (EMEA) http://www.emea.europa.eu/.

AITAI'OPEYZH IIQAHXHZX, AIAOGEXHX KAI/H XPHXHX

Agv 1oy0et.


http://www.emea.europa.eu/
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