ITAPAPTHMA 1

IMEPIAHYH TQN XAPAKTHPIZTIKQN TOY IPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Versican Plus DHPPV/LA4R Avo@1Aomotnpévo vAKO Kol EVOLmPT oL Y10 EVEGTLLO EVOLMPT L Y10,

OKVOAOLG

2. MOIOTIKHKAIIMOXOTIKH XYNO®EXH
Kda6e d6om 1 ml mepiéyet:

ApooTikég ovoigg:

Avoguromompévo Tpnpe (Covravo e€acBevnuévo):
16¢ g vocov tov Carre, otéheyog CDV Bio 11/A

Adevoiog Tomov 2, otéheyog CAV2-Bio 13
[TapPoiog, THmov 2b, otéleyog CPV-2b Biol2/B

Méywoto

10! TCIDs*  10°' TCIDs,
10*° TCIDso*  10° TCIDs,
10** TCIDsp*  10°° TCIDs,

T6¢ ™¢ mopaiverovévilag Tomov 2, otédexoc CPiV-2Bio 15 10°' TCIDse*  10™" TCIDs,

Evaiopnuao (adpavomoimuévo):

Leptospira interrogans opddo opotunev Icterohaemorrhagiae,

opotunog Icterohaemorrhagiae otéleyoc MSLB 1089
Leptospira interrogans opado opdétonmv Canicola,
opoturog Canicola, otéheyoc MSLB 1090

Leptospira kirschneri opddo opoétunwv Grippotyphosa,
opoturog Grippotyphosa, otéleyog MSLB 1091
Leptospira interrogans opddo opodtummv Australis
opdtumog Bratislava, otéheyog MSLB 1088

16¢ tnc Mocog, otédeyog SAD Vnukovo-32

* MoAvouatikn d6om tetokoAMEpyens-50 Y.

*x M1ikpoGUYKOAAN O OVTIGOUATOS — AVTIKY aVTIOpOoT).

*EE Awebveic povadec.
Av0060£VIGYVTIKI] OVGia:
Aluminium hydroxide

BA. mpn kotdAoyo ekddywv oto KePaioo 6.1.

3. OPAPMAKOTEXNIKH MOP®H

AVOPIAOTOMUEVO DAIKO KOl EVALOPTLLOL Y10l EVEGLLO EVOLDPT|LLOL.

H mapovoiaon eivorn akdAovin:

AVOPILOTOMUEVO VMKO: GTLOYYMDOEG VAIKO AEVKOD YPOUOTOS.

Evawopnpua: pol ypdpa pe Aewtd inua.

4. KAINIKA XTOIXEIA
4.1 Eionloov

YO 0L

ALR** 1ithog > 1:51
ALR** tithog > 1:51
ALR** tithog > 1:40

ALR** tithog > 1:51
>2.0 [U***

1.8 - 2.2 mg.



4.2 OsgpoamevTikég evoEigeig mpoodropilovtag Ta gion ooV

Evepynrtua] avosonoinon okoimv amd tnv nikic tov 8-9 fdopddwv:

—  TPOANYM TNG BVNGIUOTNTAG KO TOV KAVIKGOV CUUTTOUATOV TOV TPOKAAOVVTAL 0O TOV 10 TNG
vooov tov Carre,

— Yo TV TPOAN YT NG BvNnodTaC Kol TV KAVIKOV CUUTTOUATOV TOL TPOKOAODVTOL AT TOV
0d0evoid TOmov 1 Tov okOAOL,

— Y10 TNV TPOANYT] TOV KAIVIKOV GUUTTOUAT®V KOl TN LEIOT TNG AEKKPLONG TOV 100 TOL
TPOKAAOVVTOL ATt TOV 0dEVOTIO THTOV 2 TOL GKOAOV,

— Y10 TV TPOANYN TV KAVIKOV GUUTTOUAT®Y, T AEVKOTEVIO KOl TNV ATEKKPICT] TOL 100, TOL
TPoKoAOOVTAL amtd TOV TaPPoid ToL GKOAOV

— Y10 TNV TPOANYT TV KAIVIKOV GUUTTOUATOV (PVIKO Kot opOaAKO EKKpyLay) Kot T peimon
NG OTEKKPLOTG TOL 100 TTOL TPOKAAODVTOL OO TOV 10 TNG TAPAIVPAOVEVTLOS TOV GKOAOL

— Y10 TN TPOANYT] TV KAVIKOV CUUTTOUATOV, TG LOAUVOTNG KoL TNG OTEKKPIOTG LEGM TV
0VPOV TOL TPOKAAOVVTOL OO TNV L. interrogans opddo opdtunmv Australis kot opotumo
Bratislava,

— Y10 TV TPOANYN TV KAIVIKOY GUUTTOUAT®Y KoL TV ATEKKPIOT LEGM TV OVPMYV KoL TNV
UEl®mON TNG LOALVGNG TTOV TPOKAAOLVTAL atd TV L. interrogans opdda opotunwy Canicola kot
opdtumto Canicola kot v L. interrogans opddo opoétunwv Icterohaemorrhagiae, kot opodtLTTO
Icterohaemorrhagiae,

— Y10 TNV TPOANYT TV KAIVIKOV GUUTTOUAT®V KOl TN LEIOT TNG LOAUVOTC KAl TG OTEKKPIONG
HECH TV 0VP®V TOL TTpoKaovvTal amd L. kirschneri opdda opotumwv Grippotyphosa ot
opotvmo Grippotyphosa Kot

— Yo TN TPOANYN TS BVNOOTNTOG, TOV KAMVIKGOY CUUTTOUATOV Kot TNG LOAVVOTG TOL
TPOKOAOOVTAL atd TOV 10 TG AVGGG.

"Evopén e ovociog:
- 2 gfdopadec petd tov epdmal euPfortacpo amd Ty nAkio tov 12 efdopddmv yio tn Ao
- 3 gBdopadec petd tov mpwro guPforacud yio CDV, CAV,CPV
- 3 gfdopadec Petd TV OAOKAp®ON TOL apy kol eppfoitaciov yio CPiV.
- 4 gBdopnadec LeTd TV OAOKAPOGT TOV 0py koD gpfoitacod yio Leptospira.

Aldpkeo ovoosiog:

Tovhdyiotov Tpia £ pETE TOV 0Py KO EULPOAMAGHO Y1 TOV TOV 10 TG VOGS0 Tov Carre, Tov adgvolo
TOomov 1 Tov oKOAOV, TOV ABEVOTIO TUTOV 2 TOV GKVAOV, TOV TOPPOId TOV GKOAOL, Kol TOV 10 TG
Mococ. H didpkela g avooiog katd tov CAV-2 dev emainBevtnke omd wpoxinon. Exel derybel ot
3 xpovia petd tov ufortacpo pe CAV-2 ta aviiooporta eivor akopa topdovto. H mpootatevtikn
avoGoLoY1KT| amokpion katd Tov CAV-2 wov oyetileton pe VOGO TOL aVaTVEVGTIKOD GUGTNLOTOG,
Bempeiton 61t drapkel TovAd IoTOV 3 YPOVIAL.

Tovldyiotov éva £10G LETE TOV apy KO EUPOMOGUO Y10 TOV 10 TNG TAPATVOAOLEVTLOG KoL TN
Leptospira.

H didpketa Tng ovooiag yio T ADGGo amodeiytnKe LETA amd Evay eufolacud otny niwio tov 12
efdouddmv.

4.3 AvrtevosiEeag
Koapia.
4.4 E101kég TPoELd0TONOELG Y10 KAOE £i00g LoV

H wavoromtikn avocsoandkpion eaptdtot amd Ty OmapEn TANPOG OVOTTUYLEVOL 0VOGOAOYTKOV
ovotnuatog. H avocoendpketo tov (mov umopel va eaptdtot amd S169popovg TapdyovTEeS



CUUTEPIAAUPOVOLEVOV TNG KOKNG KATAGTAOTG VYELNG, TG OPENTIKNG KOTAGTAONG, YEVETIKAOV
TOPOYOVTWV, TNG TAPAAANANG AYNG QOPLOKEVTIKNG Oy WYG KOL TV KOTATOVNON).

Avoocoloyikég avtidpdoelc ota CDV, CAV ka1 CPV custatid tov gpfoliov propel kabvotepricovy
AOY® TG TAPEUPOANG UNTPIKDY OVTICOUATOV.

Qo1600, T0 EUPOAL0 Exel amodetyOel OTL TaPEYEL TPOSTACIN EVAVTL TNG 10YEVOVG TEPOUOTIKIG
uéAvvong, mapovsio untpikadv aviicoudtov Yo CDV, CAV kot CPV oe ernineda oo 1 vymAotepa
OTTO OVTA TOL EVOEYETAL VO, VITAPYOVY VIO TPOY LOTIKEG GUVONKES. LE TEPITTMOELS OOV AVOUEVOVTOL
TO, ETITESQ TV UNTPIKOV OVTICOUAT®V Vo EIval TOAD VYNAY, TO TPOTOKOALO EUPOAMACUOV TPETEL VAL
TPOYPOLULOTIOTEL AVAAOY L.

Na gpforaovrar povo vy (oo
4.5 Idowitepeg Tpopurasears katd tn yprion

Idwitepec TpopvAGEec kKatd T yprion og (oo

Na pn xpnoiponoteitat o€ Lo oL £(0VV CLUTTORATA AVGGOG 1 Elvort VITOTTA Yot LOAVVGT OO TOV
10 NG AGGOC.

Ta Loviava eEacbevnuéva eppoitaxd oteréyn tov 100 CAV-2, CPiV ka1 CPV-2b propodv va
amofAnBovv anod Toug gpPfoitaciévong okOAOLG HeTd Tov gpufolacud. ‘Eyxetl amoderybel amékkpion
tov CPV yuo dtdotpa puéypt ko 10 nuepav. Qotdco, Aoy g YOUnANG To0yEVETIKOTNTAG OVTOV
TOV GTEAEYDV, OEV EIVOL ATOPOALITITO VO KPOTLOOVTOL O EUBOALOGHEVOL GKUAOL Y OPLOTA OO TOVG
aveUPOMOGTOVG GKOAOLE KoL TIG KOTOowKioles yates. To eppoiokod otédheyogc CPV-2b tov 100, dev £xet
OOKIUAOTEL 08 AALD capKoPaya (Le aipeoT) TOVG CKDAOLE Kol TIG KOTOKIOIEG YATEG) TTOV elvarl
YV®OoTO OTL €lvor eumadn o TOPPOTONE TV KUVOEW®MY Kol ETOUEVAS, Ol EULPOALOGLLEVOL OKVAOL Oa
mpEmEL va dloypiloviot amd avtd Letd Tov epfoitacuo.

I5witepec TpopvAdEelc Tov mtpémel va. AouBavovtor 0td TO GTOUO TOL YOPNYEL TO QOUPUAKEVTIKO

poiodv oe Lo

Ye mePImTOON TOL KATA AAD0G KAVETE OVTOEVEST|, VO, vl THOETE AUECHS OTPIKT| Borfeta Kot vo
emdei&ete 6TOV 10TPO TO ECAKAEIGTO PVAAO 0N YLDV XPNONE 1 TNV ETIKETO TOV POPLLOKEVTIKOD
TPOIOVTOG,.

4.6 AvemOOunTeg evépysreg (ovyvoTNTA Kot 60 PapdtnTa)

"Eva mapodikod oidnua (€og 5 cm), Umopel vo TopousloeTel cuyva 6To ornpeio TG veong, LETA amd
VIOdOPL. YOPNYNOT G GKOAOVGS. AVTO Pmopel va eivat encddvvo, Beppd 1 epubpd. Tétoa owdnpata
eite e€apaviovtor ovtopato 1| Elayiotomolovvtol petd and 14 nuépeg amd tov epfoitacuo.

Yrdvio Topovstalovtal avopesio Kol LELOUEVT OpacTnpldTnTa.

Avtdpdoelg vrepevaiotnoiog (.. COUTTOUUTO OO TO YOOSTPEVTEPIKO O dLAPPOLO. KO EUETOC,
avopuiaia, oyyelooionua, dSbomvola, KokAopopikr katarinéio, Katdppevon) Umopei va
ELPAVIOTOVV oTavia. Av urdpéel Té€toa avtidpaon, Bo Tpémel va yopryeiton n katdAAnin Oepameio
yopic kaBvotépnon. Tétoleg avtidpdoelg pmopet va e&glyBov og mo coPapr] KOTAGTAON, 1] OToid
pmopei vo givat ameiintkn yio t {on.

[ToAD omavio umopel vo ELPOVIGTODY GUGTNKEG OVTIOPACELS OTTwg ANBapyog, vtepBeppiio Kol yEVIKN
dvuepopia.

Y€ TOAD GTAVIEG TEPITTMOELS £XO0VV aVOPEPHEl KAVIKE CUUTTONOTA OVOGOAOYIKADV S1TOPUY DY,
Om®C apoAvtiky avouio, Opopforevia 1 ToAvapbpitida.



H ovyvémta tov averBountov evepysumv kabopiletal og akolovdmc:

— oAb ovyv (teplocdtepo omd 1 ota 10 vrd OBepaneio (oo Tapovstdlovy avemiBounTeg
EVEPYELEQ)

— ovyvn (mteprocotepo amd 1 addd Aryotepo amd 10 (wa ota 100 vad Oepameio (da)

— un ovvnbiouévn (mepiocotepo amd 1 adrd Aryotepo and 10 {oa ota 1000 vid Bepameio (ma)

— onavio (meplocotepo and 1 adld Ayotepo amd 10 (oo ota 10.000 vrd Bepaneio {on)

— oAl omavia (Ayotepo and 1 ota 10.000 vrd Bepansio {ma, copmeplapuPavouévey TV
UELOVOUEV®V OVOPOPAV).

4.7 Xpnfon keTd TNV KON 61, T1) YOAOLYIO 1] TNV OOTOKIN

Kinon kou I'odovyio:

Mropei va yproiporomBei kotd tn didpkela Tov devTEPOL Kol Tpitov oTadiov g eyKuposuvns. H
ACPAAELD TOV TPOTOVTOG KOTA TO OPYIKO GTASI0 TNG EYKVUOGUVTG KOl KOTA T SLAPKELL TG YoAOUY oG
dev £yel dlepeuvnBet.

4.8 AlMniemopdaosicpue GALO QUPROKEVTIKG TPOTOVTO KO GALES LOPPES UMM AETIOPOOT G

Agv umapyovv S100£01UEG TANPOPOPIES GYETIKA LLE TV OCPAAELN KOL TNV ATOTEAEGLATIKOTITO TOV
EUPOALOV OTOV YPTCLLOTOLEITOL LLE OTOLOONTOTE AALO KTNVIATPIKO PapLokeLTIKO Ttpoidv. H amdpao
Y10 T (PNION TOL €V AOY® UPOAiOL TPV 1 LETA 0O OTOL0ONTOTE AAAO KINVIOTPIKO (POPLOKEVTIKO
TPOIOV, TPEMEL Vo, AOUPAVETOL KATA TEPITTOON.

4.9 Aocoloyio kol TPOTOG YOPNYNONG

Y 1odopia yopnynon.

Aocoloyio Kot TpOTOC YOpNYNoNc:

Avaovotaon o donnteg cLVONKEG VOGS PLOASIOV AVOPIAOTOLLEVOD DAIKOV LIE TO EVOLDPT|LLOL.

AVOKIV|OTE KOAQ Kol APECHG EYYVOETE LITOGOPLA OAO TO TTEPLEXOLEVO TOV PLOADIOV TOV TEPIEYEL TO
avaovotadéy dtdivpo (1 mi).

Avacvotafév euPoro: pol/ kokkivo, 1 Kitpverd pe Nria Borepdtnta

Baoiko eufolokd tpdypopiuo:
Ao d6oe1g Tov Versican Plus DHPPV/LAR pe pecodidotua 3-4 fdopddeg petd amod tnv nikio tov
8-9 gBdopadwv. H devtepn 060 dev mpémet va yopnyeitor Tpv amod v nhkio tov 12 gfdopddwv.

Avooa

H SpaotikdtnTa Tov TUALITOG TO 100 TG AVGG0S £xEl amoderydel petd amd pio spdmal d6om amd
v nAxkia tov 12 gfdopdduv oe epyaotnplokés pekétes. Emopévag, pmopel va yopnyn el wg Tpan
d6om 1o Versican Plus DHPP1/L4. g avti v mtepimton 1 dgvtepn yopriynon tov Versican Plus
DHPP1/L4R dev mpémet va yiveton wpwv amod Ti¢ 12 efdopadec.

Q61000, 68 HEAETEG TTOL £YVaV O€ TPy HoTikEG ouvOnKeg To 10% TV 0poapYNTIKGY GKOAMY OgV
eupavicay opopetatponn (> 0,1 TU /ml) 3-4 efdouddeg petd and epdanas apyikd eufolacuod Katd
™G Aoo0C.

Mepwd {do pmopet exiong vo punv gppovicovy titho >0.5 TU/ml petd tov apyikd spforacpd. Ot
TITAOL AVTICOUATOV TEPTOVV GTO SAGTN A TV 3 ETOV TOL dtapkel 1) avoacia, TapdTt ot GkOAOL TV
TPOGTATEVUEVOL OTAV LOADVON KOV TEPOUATIKG. XE TEPITTMON TAEIOI00 GE TEPLOYES KIVOVUVO 1 EKTOG
¢ EE, ot ktnviatpot evoéyetat va emtbupovy  devépyeto emmpoctetv euPoAacuoy Letd v
nAio tov 12 fdouddmv yia va e£ac@aiicovy 0Tt 01 ELPOALNGIEVOL GKDAOL £XOLV TITAO



avtiocopdtov > 0,5 TU / ml, ) onoia Bempeitor yevikd og ETopKOS TPOSTOTEVTIKY Kot OTL TAT|POVV TG
TPOOLOLY POPEG TTOV ATOLTOVVTOL Y10 VAL ToEOEWEL TO (Mo (Tithot avticopdtov > 0,5 TU / mL).

Y& mepintmon avayKng, LTopoby vo. ELPOANGTOVY GKOAOL TTOL ivor LKpOTEPOL TV 8 EfSoUAdmY
Kkobmg el amodeyBel n acPaAelo VTOV TOL TPOIGVTOG GE GKOAOVE NAKIOG 6 BSOUAdmY.

[pdypappa enaverfoMacLov:

Mia pévo do6on tov Versican Plus DHPPV/L4R wpémetl va yopnyeiton kdBe 3 ypdvia. Etioiog
emovepfolacpdg amatteital yio tov 10 g [Hapaivelovévilag, kot g Aentoomeipwong . Q¢ ex
ToUTOL pio oA 66om Tov cupPatov gpPoriov Versican Plus PiL4 pmopel va ypnoponombet g
etnola faomn, Onms amorteitol

4.10 Ynepoocoroyio (COUTTAONATA, LETPA AVTIUETOTLONG, AVTIO0TA), EGV Elvon amapaiTnTa,

Agv €yovv mapatnpnlel dAieg avemBOunTec evépyeleg ektOg Omd ekeivec TOV AVOPEPOVTAL OTNV
Toapaypaeo 4.6 petd and ) yopnynon 10-tidciog 06ong Tov guPoriov. QotdG0, GE Lol LElOYNPia
{omv Tapatnpndnke TOVOG 6TO GNUELD TNG £VEOTC QUECHS LETA TN YoprynoT 10mAdciag d6ong Tov
euPoAiov.

4.11 Xpovog(or) avapowic

Agv amatteitot.

S. ANOXOAOTIKEX IAIOTHTEX

Ddappokobepamevtic] opdda: Avocoroyikd mpoidva yio kKuvoeldn, epfola pe {ovtavoug kot
AdPOVOTTOIN LEVOLG 100G KOl 0.dpavorotnuéEva Baktnplokd epforia.
Kdwdg ATCvet: QI07AJ06.

To gufoito mpoopiletar yio TnV EVEPYNTIKY| 0VOGOTOINGT VYLDV KOVTAPLDV Kot GKOAWV £VaVTL
acBeveldv Tov Tpokalovvtal amd Tov 10 TG vooou Tov Carre, Tov TapPoid Tov GKOAOV, TOV AdEVOIO
TOmov 1 kot 2 Tov okdAOL, ToV 10 TNC Tapaiverovévtlag, TNV Leptospira interrogans opddog
opoturtawv Australis opoétoov Bratislava, Leptospira interrogans opddog opdtunmv Canicola
opoturov Canicola, Leptospira kirschneri opddog opdtumwv Grippotyphosa opdtumov Grippotyphosa
kot Leptospira interrogans opnadag opotunwy Icterohaemorrhagiae opdtumov Icterohaemorrhagiae
KOl TOV 10 TNG AVGGOC.

6. @®APMAKEYTIKAXTOIXEIA
6.1 Koaoatdroyogekodymyv

Avoprlortomuévo Tunuo.:
Trometamol

Edetic Acid

Sucrose

Dextran 70




Evownpnua:
Sodium chloride

Potassium chloride

Potassium dihydrogen phosphate
Disodium phosphate dodecahydrate
Water for injection

6.2 Kvupiecaovopparotnteg

AbOY® amovsiog LEAETOV GUUPBOTOTNTOGC, TO TAPOV KTVINTPIKO QOPULAUKEVTIKO TPOIOV VoL NV
OLVOLLLELYVOETOL LLE OTTOLOONTTOTE AAAO KTNVIUTPIKO QOPLOKEVTIKO TPOIOV.

6.3 Awapkera {m)g

Adprela {oMg Tov KITNVINTPKOL POPUOKEVLTIKOD TPOIOVTOC COUPMVA LE T CLOKELOGIO TOANONG: 2
ém
Adpkela {omg LETE TNV 0VOGVUGTOCT) GULP®VOL LLE TIG 00N YIES: ALLeDT) PO

6.4 Idrwaitepes mpouidEeic katd ™ @UAAEN TOV TPOTOVTOG

dvidooete kou petapépete og yoyeio (2°C - 8°C).
No unv KoToyOyeTe.
DvAdooETE TPOSTUTEVEVO OO TO PG,

6.5 ®von kKm 6VVOEC TS GTOLYELDOOVG CVGKEVUGILOG

TMvéAvo eradidro Tomov I mov mepigyet 1 d6om Avoprlomompévng okovNG KAEIGUEVO LE EAOOTIKO
TOpo amd BPopofovTiAL0 Kol KOTAKL AOLLLVIOV.

TMvéAwvo erodido tomov I mov mepiéyel 1 ml evapnLotog KAEIGUEVO [LE EAUGTIKO T 0T
YAOPOPOVTOALO KOl KOTTAKL AOVULVIOV.

Meyé0n cvokevaciog:

[MTAaotikd Kovti Tov mepéyetl 25 proiidia (1 d6om) Avopilomomuévng okovng kat 25 raiidia (1 ml)
EVOLOPT LOTOG,

[Mhaotd kovutl mov mepigyet 50 pradida (1 d6om) Avoprronompévng okdvng kat 50 eraiidia (1 ml)
EVALOPTLLOTOG,

Mropet vo unv KukAopopovv OAES Ol GUGKELAGIES.

6.6 E101kéc mpouidierg amd ppLyng VO Y PNCLUOTOLOEVTOG KTVIATPIKOV QUPILIKEDTLKOD
TTPOTOVTOS 1| GALMV VAMK®V TOV TPOEPYOVTAL U0 T1) Y P1}C1] TOL TPOIGVTOC, AV VITAPYO LY

Ka0e un ypnoyomon By KinviaTpikod QopUOKELTIKO TPOTOV 1] U XN oILoTot0EvTa vIToAEipUATA
TOV TPETEL VO ATOPPITTOVTAL GOULPOVO [LE TIG TOTIKEG OTTOLTI|OELC.

7. KATOXOX AAEIAY KYKAO®OPIAX

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEAT'IO



8. APIOMOX(OI) AAEIAX KYKAO®OPIAXZ

EU/2/14/163/001

EU/2/14/163/002

9. HMEPOMHNIA INTPQTHX Er'KPIZTHX/ANANEQXHY THX AAEIAX
Hpepopnvia 1" éykprong: 07/05/2014.

Hpepopnvia tedevtaiog avavémong: 08/04/2019.

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AEMTOUEPEIC TANPOPOPIES Y10 TO EV AGY® KINVIOTPIKO QOPUAKELTIKO TPoldV dtatifevTon oTov
dktvakd tOmo Tov Evponaikod Opyaviopod @apudkwov (EMEA) http/www.emea.europa.eu/.

AITATOPEYXH INQAHXHYE, AIAGEXHXE KAI/H XPHXHX

Agv 1oyVeL.


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

IHAPAPTHMA 11

IMAPAT QI'OX THX BIOAOI'TKQX APAXTIKHE OYZIAYX KAIITAPATQI'OX
YIHEYOYNOX I'TA THN ATIOAEXMEYXH TQN ITAPTIAQN

OPOI'H HEPIOPIXMOI I1IOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIOQN (AOK)



A. TAPATQrox TOQN BIOAOTIKQE APAXTIKQN OYZIQN KAI MAPATI'QI'OX
YIIEYGYNOX I'A THN AITOAEXMEYXH TQN ITAPTIAQN

Enovopio kot d1e06vvon tov mopoymyol Tamv BloAoyiKde dPOooTIKOV OVGLMV)

Bioveta, a.s.,

Komenského 212,

683 23 Ivanovice na Hané,
AHMOKPATIA THXE TEXEXIAX

‘Ovopa kot 61evfuven Tov Topoy®wyov Tov Eivol VTELHVVOC Y10 TNV OTOOECUEVOT TOV TOPTIOWV

Bioveta, a.s.,

Komenského 212,

683 23 Ivanovice na Hané,
AHMOKPATIA THX TZEXIAX

B. OPOI 'H HNEPIOPIEMOI THX AAEIAYX KYKAO®OPIAZ, I1I0Y A®OPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopnyettat pdévov pe KINvioTpikr cuvToyn.

I'  ENAEIZEH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv amattouvTol

10



IHAPAPTHMA III

ENNIXHMANXH KAI ®#YAAO OAHT'TQN XPHXEQX

11



A. EHNIXHMANXH

12



HAHPO®OPIEX TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAZXIA

KOYTI

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY TPOIONTOX

Versican Plus DHPPV/L4R, Avo@ilomomuévo vAIKO Kol EVOIMPTUO Y10 EVEGUO EVOLOPT|ILOL
Y10 GKOAOLC

2. XYNOEZH IE APAXTIKH(EX)OYZIA(EY)

Ka6e d6om 1 ml mepiéyet:

ApoaoTikég ovoigg:

Avogriomompévo Tunpo ((ovravo e€aclevnuévo): E,apoto Méywoto
T6¢ g vooov tov Carre 10*' TCIDs, 10! TCIDs,
Adevoiog Tomov 2 10*° TCIDs, 10°? TCIDs,
appoiog, Tomov 2b 10*? TCIDs, 10°° TCIDs,
16¢ g [apaiverovévtlag Tomov 2 10! TCID;, 10°! TCIDs,
Evaiopnuo (adpavomoimuévo):

L.interrogans opotunog Icterohaemorrhagiae ALR tithog > 1:51
L.interrogans opdtomog Canicola ALR tithog > 1:51
L.kirschneri opétomog Grippotyphosa ALR tithog > 1:40
L.interrogans opdtomoc Bratislava ALR tithog > 1:51
[6¢ g Mocog >201IU

3. PAPMAKOTEXNIKH MOP®H

AVOPILOTOMEVO VMKO KOl EVOLOPTLLOL Y100 EVEGTLLO EVOLADPT LLOL

|4.  TYZIKEYAXIA

25 x 1 660m
50 x 1 660m

5.  EIAOX(H) ZQOY(QN)

YKOAOL.

| 6. ENAEIEH(EIX)

AwoBaote To UALO 00N YLDV ¥PONG, TPV OTTO TN XPNO).
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7.  TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Y modopia yoprynon.
Awpaote 10 UALO 03N YLDV YPONG, TPV OO T XPNOT.

8. XPONOZX(OI) ANAMONHX

9. EIAIKH(EX) TPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EY)

Ao aote 10 PUALO 0ON YLDV ¥PNOENG, TPV ATd TN YPNON

10. HMEPOMHNIA AHEHX

AHEH {pqvoc/étog}
Na ypnowponoteital opESOG LETA TNV OVAGVGTOG.

11. EIAIKEX XYNOHKEXAIATHPHXHX

DuLdcoeTE KOl LETAPEPETE GE YVYEio.
Mnyv katoyoyete. DVAAGGETOL TPOCTUTEVUEVO OO TO PG,

12. EIAIKEX TPO®YAAZEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX 'H AAAQN YAIKON MOY
IPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Anoppym: PA. ECOKAEIGTO POAAO OONYLOV Y PTIONG.

13. OI AEEEIX «ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZXMOI HOY IZXXYOYN EXETIKA ME TH AIAOGEXH KAI TH XPHXH, AN
YITAPXOYN

ATOKAEIOTIKA Y10 KTNVIOTPIKT] XpioT]. Na S1oTifeTon HovoV e KTVIaTpIK) GUVTAYT|.

14. OI AEEZEEIX «NA ®YAAXXETAI XE OEXH, THN OITIOIA AEN BAEIIOYN KAI AEN
HPOXEITIZOYN TA ITAIAIA»

Noa puAdocetal og Bom, TV omoia o PAETOLY Kot dev Tpoceyyifouv Ta Todid.
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15. ONOMA KATAIEYOGYNXH TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEAT'IO

| 16. APIOMOX(OI) AAETIAX KYKAO®OPIAX

EU/2/14/163/001
EU/2/14/163/002

| 17. APIOMOZX ITAPTIAAY TAPAT QI HE

Moptida {apOpoc}
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EAAXIXTEX IAHPO®OPIEX 1OY ITPEITEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

OIAATAIA (1 AOXH AYODIAOITOTHMENOY YAIKO)

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY TIPOIONTOX

Versican Plus DHPP1/ L4R Avo@iiomoinpévo vAKO Y10, GKOAOLG

2. MHHOXOTIKHXYNG®EXH XE APAXTIKH(EY) OYXIEX

DHPPi

3. HEPIEXOMENO KATA BAPOXZ, KAT' OI'KO'H KAT' APIOMO AOXEQN

1 doon

4. OAOX(OI) XOPHI'HXHX

SC

| 5.  XPONOZX(OI) ANAMONHX

| 6. APIOMOZX IIAPTIAOX

Lot {apOpoc}

| 7. HMEPOMHNIA AHEHX

EXP {pnvag/étoc}

| 8. OI AEEEIX «KAITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTIVIOLTPIKY Y PNoN.
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EAAXIXTEX IAHPO®OPIEX 1OY ITPEITEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

OIAAIAIO (1 ML ENATIQPHMATOY)

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Versican Plus DHPP#/ L4R evoumpnpa yio okdiovg

2. HOXOTIKHXYNG®EXH XE APAXTIKH(EX) OYZIEX

L4R

3. HEPIEXOMENO KATA BAPOXZ, KAT' OI'KO'H KAT' APIOMO AOXEQN

1 ml

4. OAOX(OI) XOPHI'HXHX

SC

5.  XPONOZX(OI) ANAMONHX

| 6. APIOMOZX IIAPTIAOX

Lot {apOpoc}

| 7. HMEPOMHNIA AHEHX

EXP {pnvag/éroc}

| 8. OI AEEEIX «KAITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTIVIOLTPIKY (P1ON.
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B. ®YAAO OAHT'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX:
Versican Plus DHPPi/L4R Avo@rhomoinpévo vitko Ko EVOLE prjia Y10, EVEGLILO EVOLM PTILLA. YL
okVAoVg

1. ONOMA KATAIEYOYNXZH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAT'QI'HE ITOY EINAI YHHEYOYNOX I'IA THN
ATTIOAEEMEYZHITAPTIAQN, EOOXON EINATATA®OPETIKOI

Kdrtoyoc tne ddeioc kukhopopiac:

Zoetis Belgium SA
Rue Laid Burniat 1

1348 Louvain-la-Neuve
BEAT'IO

Ioporywydc vrevbuvoc yio TV omeAevfipmon TV TopTidwv:

Bioveta, a.s.,

Komenského 212,

683 23 Ivanovice na Hané,
AHMOKPATIA THX TXEXIAX

2. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOTONTOX
Versican Plus DHPPV L4R, Avoptlomounévo bAKO Kol EVOLMPT AL Y10, EVEGTLO EVOLOPTLLOL Y10,

OKVLAOVG

3. XYNOEXH XE APAXTIKH(EX) OYXIA(EYX) KAI AAAA XYXTATIKA
Ka0e 66om 1 ml mepiéyet:

ApooTikéG ovoisg:

Avoorhomtompuévo Tunna (Covroavo aclevnuévo): E\ayioto Méyeto

T6¢ g vooov tov Carre, otéhexoc CDV Bio 11/A 10*! TCIDso* 10°' TCIDs,
Adevoiog Tomov 2, otéheyog CAV-2- Bio 13 10°° TCIDso*  10°° TCIDs,
[TapPoiog, THmov 2b, otéheyog CPV-2b- Bio 12/B 10" TCIDso* 10°° TCIDs,

Io¢ ¢ mopaiverovévilag Tomov 2, otédeyog CPiV-2- Bio 15 10°! TCIDso*  10°' TCIDs,

Evawopnua (adépavoroinpévo):
Leptospira interrogans opddo I opdtunwv Icterohaemorrhagiae,

opotumog Icterohaemorrhagiae otédleyoc MSLB 1089 ALR** tithog > 1:51
Leptospira interrogans opado. opdtonwv Canicola,

opotunog Canicola, otéheyog MSLB 1090 ALR** tithog > 1:51
Leptospira kirschneri opédo opoétunwv Grippotyphosa,

opoturog Grippotyphosa, otéleyog MSLB 1091 ALR** tithog > 1:40
Leptospira interrogans opddo. opotonwv Australis

opotumog Bratislava, otéheyog MSLB 1088 ALR** tithog > 1:51
16¢ g Avocag, otéheyog SAD Vnukovo-32 >2.0 [U***

AV0G0EVIGYVTIKI] OVGia:
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Aluminium hydroxide 1.8-2.2mg

* Moivo otk 666M 16ToKoAMEPYEG-50 Y.
** MiKpoGUYKOAANOT| OVTICOUATOS — AVTIKY avTiOpoon.
*¥*%  Aebveic povadec.

AVOQILOTOMUEVO VAIKO: GTOYYMOEG VAIKO AEVKOD Y POUOTOC.
Evaidpnpua: pol ypopa pe Aemtd iCnpo.

4. ENAEIZH(EIT)

Evepynrtua) avosonoinon okoimv amd tnv nikio tov 8-9 efdopddwv:

— POy TG BVNGIUOTNTOG KOL TV KAMVIKGOY GCUUTTOUATOV TTOV TPOKAAOLVTAL 0TO TOV 10 NG
vooov tov Carre,

— Yo TV TPOANYT TNG BVNGIUOTNTOG KOl TV KAIVIKOV GUUTTOUATOV TOV TPOKAAOUVTOL OO TOV
a0evoid TOmov 1 Tov okdAoL,

— Y10 TNV TPOANYT] TOV KAIVIKOV GUUTTOUATMV KOl TN LEIOT TNG AIEKKPLONG TOV 100 TOL
TPOKOAOVVTOL OTO TOV 0OEVOLO THTOL 2 TOV GKOAOV,

— Y10 TV TPOANYN TV KAIVIKOV GUUTTOUAT®Y, T1 AEVKOTEVIO Kol TNV ATEKKPICT] TOL 100, TOL
TPOKOAOOVTAL amtd TOV TaPPoid TOL GKOAO

— Y10 TNV TPOANYT] TOV KAIVIKOV GUUTTOUATOV (PIvIKO Kot opOaAKo EKKpLLa) Kot T peimon
NG OTEKKPLOTG TOL 100 TTOL TPOKAAODVTOL OO TOV 10 TNG TAPAIVPAOVEVTLOS TOV GKOAOL

— Y10 T TPOANYN TOV KAVIKOV GUUTTOUATOV, TNG LOAUVOTG KO THG OTEKKPLOTG LECH TV
0VPWV TTOL TPOKAAOVVTOL OO TNV L. interrogans opddo opdtunmv Australis kot opotumo
Bratislava,

— Y10 TV TPOANYN TV KAIVIK®V GUUTTOUAT®V Kot TNV ATEKKPLOT LEGM TV OVPMV KoL TNV
peiwon g LOALVOTG TOL TPokaAoLVTOL Ao TV L. interrogans opdda opdétummv Canicola kot
opotuno Canicola ko v L. interrogans opdda opotunav Icterohaemorrhagiae, kot opotumo
Icterohaemorrhagiae,

— Y10 TNV TPOANYT TV KAIVIKOV GUUTTOUAT®V KOl TN LEIOT TNG LOAUVONG KAl TNG OTEKKPIOTG
LECH T®V 0VPV TOL TPoKaAOOVTAL antd L. kirschneri opddo opdrunwv Grippotyphosa kot
opotuno Grippotyphosa kot

— Y10 TN TPOANYN TS BVNOILOTNTAG, TV KAVIKGOY CUUTTOUATOV Kot TNG LOAUVOTG TOL
TPOKOAOVVTAL At TOV 10 TG AVGGOG.

"Evopén tc ovoosioc:
- 2 gfdopadec petd tov epdmal euPfortacpo amod Ty nikio tov 12 gfdopddmv yio tn Avcoa
- 3 gBdopadec petd tov mpwro gupforacud yio CDV, CAV,CPV
- 3 gBdopnadec Petd TV OAOKAp®OM ToL apykob eppoitaciov yio CPiV.
- 4 gfdoudoeg LETA TNV OAOKANPWOT] TOV 0pyLkov spoiacuol ylo Leptospira.

Al4pKe0 0vooiog :

Tovhdyiotov Tpia £ PETE TOV apy KO EUPOAMAGHO Y1 TOV 10 TNG VOGO Tov Carre, Tov adevoio
TOomov 1 Tov oKOAOV, ToV AdEVOTO TUTOV 2 TOV GKVAOV, TOV TOPPOId TOV GKOAOV, KOl TOV 10 TG
Mococ. H didpkela g avooiog katd tov CAV-2 dev emainBevtnke omd wpoxinon. Exel derybel ot
3 xpovia petd tov eppfortaco pe CAV-2 ta aviicoporta ivor akopa topdvto. H mpootatevtikn
avocoLoY1KT| amokpion katd tov CAV-2 wov oyetileton pe vOGOo TOL aVaIVEVGTIKOD GUGTNOTOG,
Oempeiton 6Tt Sropkel TovAdyiotov 3 ypdvia. TovAdyiotov éva £T0¢ HETA TOV 0Py ko epoitacud yio
ToV 10 NG Tapaiverlovévtlag kot Leplospira.

H didpketa g avooiog yio T ADGG0 amodeiyTnke LT amd Evay eufolacpd otny nikio twv 12
gfoouddmv.
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S. ANTENAEIZEIX

Koapia.

6. ANEIIIOYMHTEX ENEPI'EIEX

"Eva mapodikod oidnua (€og 5 cm), pumopel vo Topouclaotel cuyva oto onpeio g veong, LETA amd
VIOdOPLL. YOPN YN O G GKOAOVS. AVLTO pmopel va eivat ercdduvo, Beppd 1 epubpd. Tétowa ownpata
eite e€apaviovtor autopata 1 Elayiotoroovvtol petd and 14 nuépeg and tov gpfoitacuod.

Yravia tapovoidlovtal avopesio Kot Hetmpévn SpactnplotnTa.

Avtidpacelg vrepevoiotnoiog (T.). COUTTOUATO OO TO YUTTPEVTIEPIKO OTMS O1APPOLOL Kol EPETOC,
avaevAagio, oyy€l00idn o, SVGTVoLo, KUKAOPOoPIKN KotomAn&io, kKatdppevon) Umopel va
ELLPAVIOTOVV oTavia. Av vrdpéel T€tolo avTidopaon, Oo Tpémel vo yoprysitan 1 katdAAnin Oepomeio
xopig kaBvotépnon. Tétoeg avtidpdcelc umopel va eEglyBobv o€ Tio coPfapn Katdotoon, ) onoia
umopel va ivort omeAn Tk yo tn {on.

[ToA0 omdvia pumopel vo ELPoVIGTODY GUGTNIKEG OVTIOPACELS OTwg ANBopyos, vepBeppiio Ko yeEVIKN
ducpopia.

e TOA) OTAVIEG TEPIMTACELS £ 0LV aVaPEPOEL KAVIKA GUUTTOUOTO 0VOGOAOYIKMV S10TOPOLY DV,
O MG ALLOAVTIKT avapio, Opopforevia 1§ ToAvapBpitida.

H ocvyvémta tov averBountev evepyeidv kabopiletar og arxolobbwmg:

— ToAV ovyvh (meptocodtepo amd 1 ata, 10 vd Bepamneia {mo Tapovcidlovy avemBounteg
EVEPYELEQ)

— ovyvn (teprocdtepo amd 1 aAhd Arydtepo and 10 {oa oo 100 vd Oepamneio {da)

— un ovvnbicpévn (teprocdtepo amd 1 adhd Arydtepo amd 10 {ma oo 1000 vid Bepameio (ha)

— ondvio (mepiocdtepo amd 1 arrd Arydtepo amd 10 {da ota 10.000 vrd Oepameio (ha)

— moAD omavia (Ayotepo and 1 ota 10.000 vrd Bepancia {ma, copmeplaBavorévey TV
LELOVOUEV®V OVOPOPAV).

Edv mapatnpricete omoladmote avemiBupunn vEPYELO., OKOLLOL KO 0V OEV OVOPEPETAL GTO
godrAeloTo DVALO Odnyudy Xpnomg 1 ap@PAAETE Y10 TNV ATOTEAECHLATIKOTTO TOV QOPULAKOV,
TOPOKOAEICOHE VO EVILEPMOCETE GYETIKMG TOV KTNVIOTPO GOLC.

7. EIAH ZQQN

Y K0AOL.

8. AOXOAOTI'IATIA KAGE EIAOX, TPOIIOX KAI OAOXZ(OI) XOPHI'HXHX
Y modopia yopryynon.
Baowd guoMaxd mpdypopo:

Avo d6og1c Tov Versican Plus DHPPV L4R pe pecodidotnpa 3-4 efdopddeg petd amd v nudio twv
8-9 gfdopadwv. H devtepn d60m dev mpémer va yopnyeitor Tpv amd tnv nhkio tov 12 efdopddwv.
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AvYooa:

H dpactikdtnta Tov TUALOTOG TOL 100 TG AVGGas £xeEl amoderyOel petd amd pio epdmal d6om amd
v nhio tov 12 gfdopddwv oe epyactnplaxés peléteg. Emopévamg, pmopel va yopnyn el wg Tpaon
d6om 1o Versican Plus DHPPVL4. g avt v mtepimton 1 6gvtepn yopriynon tov Versican Plus
DHPP1LA4R dev mpémer va yiveron wpwv and Tic 12 efdopadec.

Q61600, GE PLEAETEG TTOV £YVaV GE TPy LATIKEG cuvONKeg To 10% TV opoopvNTIKGY GKOA®Y Ogv
enpavicav opopetatpornry (> 0,1 TU / ml) 3-4 gfdopddeg petd omd epama apyikd epporocud Katd
™me AeGog.

Mepwd (oo pmopet emiong vo punv epgovicovy titho >0.5 IU/ml petd tov apyikd spforiacpd. Ot
TITAOL OVTICOUATOV TEPTOLY GTO SIAGTNUA TV 3 ETMV TOL SL0PKEL 1] 0VOoio, TaPOTL 01 GKOAOL TAV
TPOGTATEVUEVOL OTAV LOADVON KOV TEWPAUATIKG. XE TEPITTMON TAEIO100 GE TEPLOYES KIVOVDVO 1 EKTOG
¢ EE, ot ktnviatpot evdéyetar va emtBopodv  dievépyela emmpdchetov euforacumy HeETd v
nAio tov 12 gfdopuddmv yia va eEacparicovy 0Tt o1 eLPOMAGLEVOL GKDAOL £X0VV TITAO
avtioopdtov > 0,5 TU / ml, 1 onoio Bewpeitor Yevikd oG ETUPKOG TPOSTATEVTIKT Kol OTL TANPOVV TIg
TPOJLOLY PAPEG TOV aontovvTol Vi va, Ta&déyet to {mo (titAol aviicopdtov > 0,5 TU / ml).

g mepInTon avayKng, LTopobv vo. ELPOANGTOVV GKOAOL TOL ival LKpOTEPOL TV 8 EfSOUAdWY
KaBmg €xel amoderyBel n acpdielo ovToL TOL TPOIGVTOG G€ GKOAOLG NAKIOG 6 EBSoUAdmY.

[Mpdypoppa eraveufoioouov:

Mia povo d6on tov Versican Plus DHPPVLAR wpénet va yopnyeitor kéBe 3 ypdvia. Etnoiog
emavepportacuodc amatteiton yio tov 10 g [Hapaivorovévilog, kot g Aemtooneipmong. Q¢ ek
TOUTOL Uia oTAn 06om Tov cvuPatov euforiov Versican Plus PilL4 umopei va ypnoytomoindel og
etota faon, Onms amorteiton

9. OAHI'IEX T'TA TH XQXTH XOPHI'HXH
Avaciotaon vrd donmTeg GLVONKEG EVOC PLOAGI0V AVOPTAOTOIN UEVOD DAIKOD LE TO EVOLMDPTLLOL.
Avaxiviote KoAd Kot opécmg £yyHoeTe VTOOOPLE OO TO TEPLEYOLEVO TOL PLOALOIOV TOV TEPIEXEL TO

avoaovotadéy ddivpa (1 ml).

Avacovotaféy euforio: pol/kdkkivo, N KItpvamrd pe o BodepodTnTa

10. XPONOX ANAMONHX

Agv omotteitot.

11. EIAIKEX XYNOHKEXAIATHPHXHX

Noa puAdocetal og Béom, TV omoia o PAETOLY Kot dev Tpoceyyilouv Ta Todid.

dvrdooete kot petapépete o€ yoyeio (2°C - 8°C).

Mnyv katoyoyete. No QUAGCCETOL TPOSTUTEVUEVO AT TO PG,

Na pn xpnoponoteitot avtd T0 KINVITPIKO QOPUAKEVTIKO TPOIOV LETE 0o TNV Nuepopnvio Anéng
OV AVayPAPETOL oTNV eTIKETA petd to EXP.

Adipxela {omg LeTd TNV aVOGVGTOGCT) GOUP®VE LLE TIG 00N YIES: GueoT ypnon.
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12. EIAIKH(EX) IPOEIAONOIHIH(ELY)

Ewuéc mposidoromoelc yio ke eidoc {hov:

H woavoromtik) avosoanokpion e&aptdtal amd Tnv Drapén TANP®G 0VOTTUYLEVOD 0LVOGOAOYIKOD
ovotnuotog. H avocoendpreio tov {oov pmopel va e&aptdrol amd Siipopovg TapdyovTes
GUUTEPIAOUPAVOLEVOV TG KOKTNG KOTAGTAOTG VYEING, TNG OPETTIKNG KOTAGTAONG, YEVETIKOV
TapaydVTOV, TNG TOPIAANANG AYNG QOPUOKEVTIKNG Oy YTG KoL TNV KOTATOVN oM.

Avocoloyikég avtdpdcelg ota CDV, CAV ka1 CPV cvotatikd Tov gpforiov pmopet kabvotepricovy
AOY® TG TAPEUPOANG UNTPIKDV OVTICOUATOY.

Q61600, T0 EUPOAI0 ExEl amoderyDel OTL TaPEXEL TPOSTAGIN EVOVTL TNG 10YEVODS TELPALOLTIKNG
poivvong, mapovsio untpikav avitoopdtov yio CDV, CAV kot CPV ot enineda ioa 1 vymAdtepa
Ao OVTE TOV EVIEYETAL VOL LTTAPYOLY VIO TPOLY LATIKEG GUVONKEG. L& TEPUTTMOELG OOV AVALUEVOVTOL
TOL ENXITESOL TV UNTPIKDY OVTICOUATOV VO, EIVOL TOAD VYNAG, TO TPOTOKOALO EUPOMOGLOV TPETEL VOL
TPOYPOUUOTICTEL AVALOYOL.

Na gpufoialovtat povo vym (oa.
Ewwéc tpopuidéelc yia tn yopnynon ota (oo

Na pn ypnoiponoteitot o€ {ma. TOoL £Y0VV CLUTTOUATA AVGGOG 1 ElvVOl VTOTTA Yiot LOAVVGT OO TOV
10 NG ADGGOC.

Ta Lovtava eEacbevnuéva eppoitaxd oteréyn tov 100 CAV-2, CPiV kot CPV-2b prmopodv va
amofAnBovv anod Toug epPforacévong 6kOAOLG HeTd Tov gpufolacud. ‘Eyxetl amodelydel amékkpion
tov CPV 7o didotnua puéypt ko 10 nuepadv. Qot660, Aoym e YoaUnAng TaboyeveTikdTnTag auTmy
TV OTEAEYMV, OEV EIVOL OTOPOLTITO VO KPATIOOVTAL 0L EUPBOAOGHUEVOL GKOAOL YWPLOTA OO TOLG
avepPoriootoug oKOAOLG Kol Tig Kototkidteg ydteg. To euforiarod otédeyog CPV-2b tov 100, dev et
JOKIHOGTEL 08 AAA GapKoPaya (Le EEAIPEST) TOLVG GKDAOLG KOl TIG KOTOWKIOES YATES), TOL &fvat
YVoOoTd 0T gival evmadn o€ TapPoiods TV KUVOEWSDV Kol ETOUEVAS, Ol ELPOAMACHEVOL GKDAOL Bal
TpEMEL VO dloypilovTat amd avtd HeTd Tov epfoiaco.

I31nitepec TPOPLAGEELS TTOV TPEmet va AauBvovTot omd To GTOUO TTOV YOPNYEL TO QOPUAKEVTIKO
poiov og Loa:

Ye mepintwon Tov Katd AAB0g KAVETE ALTOEVEST), VO avalNTHOETE AUESHS TPk Porfeta kot va
emdei&ete 6TOV 10TPO TO ECAKAEIGTO PVAAO 0N YLDV YPNONC N TNV ETIKETO TOV POPLLOKEVTIKOD
TPOIOVTOG,.

Eyxopocivn kot yolovyio:

Mropet va ypnoiporomBei kotd tn didpkela Tov dedTEPOL Kol Tpitov oTadiov TG eyKuposuvng. H
AOPAAELD TOV TPOTOVTOG KOTA TO OPYIKO GTASI0 TNG EYKVUOGUVTG KOl KOTA T1 S1APKELL TG Yo ouyiog
dev &gl dlepeuvnBei.

AMNAemdpaoels e ALY QOPLLOKEVTIKA TPOTOVTO KOt AALES LOPPEC aAMAeTidpaoNC:

Agv vrapyovv d1aBéciuec TANPOPOPleg TYETIKA LUE TNV OCQAAELN KOL TV OTOTEAEGLATIKOTI T TOV
eUPOALOV GTOV YPTCLLOTOLEITOL LLE OTOLOONTOTE AALO KINVIATPIKO appokevTikd Ttpoidv. H amdpao
Yo T (PNION TOL eV AGY® gUfoiiov TPV N LETA OO OMOL0dTOTE AAAO KINVIATPLIKO (OPUOKEVTIKO
TPOiov, TPEMEL Vo, AP AvETOL KATA TEPITTOON.

Yrepdosohoyio (GuUTTOUATO, UETPO OVIWETOTICNC, AVTIO0TA):

Agv €yovv mopatnpndei GAAeg ovemBOUNTEG EVEPYELEC EKTOG OO EKEIVEG TTOV AVOLPEPOVTOL GTNV
Tapdypoeo 6 (AvemBounteg Evépyeteg) petd anod ) yopriynon 10-rihdciog 66omg tov epporiov.
Qot600, o po peloymeio {owv Tapatnprdnke Tovog oto onpeio e veong apuéoms Letd
yopnynon 10midsciog doong tov euforiov.
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AocvupoatdtnTeg
Ab6Y® omovsiog LEAETOV GUUPBOTOTNTOGC, TO TAPOV KTNVINTPIKO QOPUAKEVTIKO TPOIOV VoL UMV
OVOLUELYVOETOL LLE OTTOLOONTOTE AAAO KTNVIUTPIKO QOPLOKEVTIKO TPOTOV.

13. EIAIKEX [TPO®YAAEEIZ AIOPPTYHX ENOXZ XPHEIMOIIOTHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX'H AAAQN YAIKON ITOY
ITPOEPXONTAI AIIO TH XPHXH TOY IPOIONTOX

Ka6e pun ypnopomomBév ktnviatpikd QoproKeELTIKO TPOidV 1 U (PN OILOTON0EVTO VTOAEILIOTA

TOV TPETEL VOL ATOPPITTOVTAL GOUPOVO, LLE TIG TOTIKEG OTOLTIGELS.

14. HMEPOMHNIA THXE TEAEYTAIAX ET'KPIXHX TOY ®YAAOY OAHT'IQN
XPHXEQX

Agmtopepeic TANPOPOpPIeEs Y1 TO €V AGY® KINVIATPIKO QOPUAKELTIKO Tpoldv dtatifevion otov
dkrvaxd tomo tov Evpanaikod Opyavicpod Gappdkev (EMEA) http://www.emea.europa.eu/.

15. AAAEX TIAHPO®OPIEX

[MhaoTtkd kovti mov mepiéyel 25 radidio (1 d6om) Avopilomompévng okdvng kat 25 eroiidia (1 mi)
EVOLOPTILOTOG,

[MAaotkd kovuti Tov mepiéyel SO praiidia (1 d6om) Avopilomomuévng okovng kat SO eraiidia (1 ml)
EVOLOPNLOTOG,

Mropet va unv KukAopopovv OAES Ol GUGKELALCIEC.
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