IHAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Versican Plus DP Avo@iiomompévo v kot StoddTng Yo EVEGILO EVOIDPTLLA Y10 GKOAOLG
2. TMOIOTIKH KAI MOXOTIKH XYNOEXH

Kabe 060on 1 ml mepiéyet:

ApPOGTIKE GVGTOTIKA:

Avogrhomomnuévo viké(Lovravo sEacdevnuévo): ELayroto Méywoto
Canine distemper virus, ctéheyoc CDV Bio 11/A 103! TCIDso* 105! TCIDso*
Canine parvovirus Type 2b, otéheyog CPV-2b Bio 12/B 10*3 TCIDso* 10%6 TCIDso*

*  Tissue culture infectious dose 50%

"Exooya:

[owTtiki] o©0vBeon eKkOOYOV Kou  GAA®V
GUGTUTIKOV

Avo@rhoroimuévo VAMKO:

Trometamol

Edetic Acid (Chelaton 1)

Sucrose

Dextran 70

AwAvTNG:

Water for injections

H ontikn epedvion givar 1 axdAovOn:
Avo@LOTOMUEVO VAIKO: GTOYYMOES VAIKO AELKOV PO LATOG
AAOTNC: SLoYEG G p®Lo VYPO

3. KAINIKEX IAHPO®OPIEX

3.1 Eion {oov

XKOAoL.

3.2 OgpamevTikég vOEi&els Yo ka0e gidog {dov

Evepyntikn avocsomoinon okvimv omd v nAtkio Tov 6 Boopddmv:

— Yo TV TPOANYN TG BvyNnouoTTOS Kot TOV KAVIKOV GUUTTOUATOV TOV TPOKAAOVVTAL 0O TOV 10
™¢ vooov tov Carré,

- yuw TNV TPOANY TOV KAWVIKOV COUTTOUATOV, TG AEVKOTEVING KOl TG AMTEKKPIOTC TOV 10V TOV

TPOKAAOVVTOL 0o ToV TOPPoid TOL GKOAOV.

Eykatdotaon_ovooiog:
3 gfoopadec uetd Tov TPMOTO EUPOAAGUO.

Aldpkelo ovooiog:
TovAdyiotov tpia £t petd tov apykd Pacikd sufoitacud.

3.3 Avrevositeg

Koapia.



3.4 E101kég TPOELOOTOM|GELS

H woavoromrtikny avocoandkpion e&optdtor omnd v Vmapén TANPOG KOVOD 0VOGOTOUTIKOD
ovotipatog. H avosoloyikn endpiela Tov {mov uropei va tebel og Kivouvo amd S1ipopovg TopayovTeS
ocopmepthapfovopévemy G KOKNG Koatdotaong vyesiog, Tng Opemtiknig KoTdoTaoNG, YEVETIKMV
TOPOYOVIOV, TNG TAPAAANANG PAPUOKEVTIKNG Oy®YNG KoL TNG KaTamdvnong (Stress).

Avoocoloyikéc amokpioels ota CDV kot CPV cuotatikd Tov epforiov propel va kabvoteprcovv Aoym
g mapePPoing unTpikdv avticopdtov. Qotd6co, 10 gpfoito €xel amoderydel 611 Tapéyel mpootaciol
£VOVTL TNG 10YEVOVG TTEPOALOTIKAG HOAVVONG, TApoLsia UNTpkdv aviicopdtov yio CDV, kat CPV cg
enineda ioa M vVYNAOTEPA OO OLTA TOV EVOEYETOL VO VIAPYOLY VIO TPAYUOTIKEG cLUVONKEG. e
TEPMTOGELS OMOV TO EMIMEDD TOV UNTPIKOV OVIICOUATOV OVOUEVETOL v gival TOAD LYMAL, TO
TPMOTOKOALO EPPOMAGUOD TPETEL VO GYESLOGTEL AVALOYOL.

Na epfordlovtor pdvo vy {da.
3.5 Iowitepeg mpourdéers katd T xpion

Idwitepec mpoLAGEELC Yo TNV aoc@aAn ypnon oto £ion Cowv:

Ta Covtavd séacbevnuéva ukd gppolokd oteréyn CPV-2b umopodv vo omekkpiBodv omd tovg
guPfolacuévovg okviovg petd tov epufoltacpd. ‘Exer anoderyBel anékkpion tov CPV ya didotnua
puéxpt 10 nuepmv. Qotd660, AOY® TG YOUNANG TADOYEVELNG VTAOV T®V GTEAEYDV, OEV gival amapaitnto
VoL KPOTIOVVTOL 01 EUPOAOGUEVOL GKOAOL Y®OPLOTA 0T TOVG AVEUPOAINGTOVG GKOAOVG KO TIG KATOUKIOIES
vatec. To gpPoiiaxod otéreyog CPV-2b tov 100 dev €xet dokipaotel g dAha capkopdya (pe e€aipeon
TOVG GKVAOVLG KOl TIG KATOIKISIES YATES), TOV etval Yvwaotd 0Tt eivar evmadn| oe mapPoiohg TV KUVOED DV
Kol ETOUEVAC, Ol EUPOALAGEVOL GKOAOL Ba Tpémel va, dtoympilovTol amd avTd LETA TOV ELPOMAGHO.

Idwitepec mpoeuAdéelc mov mpéner vo Aaupfdvovior amd to dtouo mov yopnyel 10 KINVIOTPIKO
QOPUOKEVTIKO TTPOidV o€ {ma:

Ye mepinTmon mov kAT AGB0oC KAveTe avTOEveot, vo avalnToete opuécmg wTptkn Ponbeto kot va
emdeiEete OTOV 10TPO TO ECOKAEIGTO PUAAO OMNYIDOV YPNOEWDG 1] TNV ETIKETA TOV (QOPLUKEVTIKOV
TPOIOVTOC.

Idwaitepec mpo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPEGAAOVTOC:

Agv 1oyVeL.

3.6 AvemOOunra cvppavra

ZKOAoL:
Soyva (1 éog 10 {oa./ 100 vtod Oidnpa oto onpeio g éveonct
Oepameio {ma):
Yrdvia Avtidpaon vrepevaicOncioc? (m.y avapuia&ia,
(1 émg 10 oa / 10.000 vrd Bepaneio | ayyelooidnpua, KukAopopikn kKataminéio, katdppevon,
Loa): SVOTVOL0, CUUTTMUTO OO TO YOOTPEVTEPIKO (TT.),

dudppota, EUETOC))

Avopeéia, petouévn dpactmpidotnra
[ToAv omavia YrepOepuia, An0apyog, yevikn adtabecio
(<1 o / 10.000 vmo6 Oepamneia {oa,
CLUTEPILAUPAVOUEVOV TOV
UELOVOUEVOV OVOQOPDYV):

YEva mopoducd oidnuo (og 5 cm), 1o onoio pmopet va eivar enddvvo, Beppd 1 epOpd. Tétow owdnpata eite
e&apaviovtal avTtoOpHaTO, EITE HELOVOVTOL OTHOVTIKA LEGH GE dldoTnua 14 nuepdv petd amod tov epfoitacuo.




2Av vrapéel avtidpaon vrepevoicinciog, o mpémel va yopnyeitar 1 katdAAnAn Oeponeia yopic kabvoTépnon.
Tétoteg avtidpdoelg pmopei va e&glrybovv oe mo cofapr| katdotaon, n oroio propel va givatl OTeNTIKY Y1 T
Com.

H avagopd avembBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon g
AGPAAELNG EVOG KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOC. Ol avapopEg TPETEL VO ATOGTEALOVTAL, KOTA
TPOTIUNOT HECH KTNVIATPOV, €iT€ GTOV KATOYO TNG GOE0G KUKAOPOPIAG 1] GTOV TOTKO OVIUTPOCHOTO
Tov gite otV gBvikn apuddia apyn HEcw Tov eBvikod cuoTAHOTOS avagopds. Avatpééte oto POALO
001 YLDV YPNONG Y10 TO, OVTIGTOLY0 OTOLYEID ETIKOVOVING.

3.7 Xpnion katd v Koo, T Yelovyia 1 THY ©OTOKiw

Konon kot yorovyio:

Mmropei va ypnoyomoindei kotd T d1dpKeo Tov dE1TEPOV Kol TPITOL 6TadioL TG KONong. H acedieia
TOV TTPOIOVTOC KOTA TO OapyLKO GTASI0 TNG KONONG Kol KOTA TN SLIPKELD TNG YoAovyiag dev Exel
dtepeuvnBet.

3.8 AlMiemiopacn pe GAAO QUPUUKEVTIKG TPOTOVTH KOl GALES HOPPEG GAANAETIOpOONG

Agv VapYOVV TANPOPOPIES GYETIKA LE TNV OACOAAELD KOL TNV OTOTEAECUATIKOTNTA OO T YP1OT TOL
&V AOY® euPoriov pe omotodNmote GALO KTNVIOTPIKO AppaKo £kTOg amd To Versiguard Rabies kot to
Versican Plus L4. H andégaon yio t xopnynon tov ev Adyo sufodiov mpv 1 LT omd T Xopnynon
0TO10ONTOTE GAAOL KTNVIATPIKOD QapUaKov, Bo Ttpémet vo Aapfavetal Kotd Tepintmaon.

Aerrooneipa.
Av amoiteitor Tpootocios amd T AENTOGMEPA, Ol GKUAOL UTOPOHV va gUPOMAGTOVV He dVO OOGELS

Versican Plus DP avapeperypévo pe Versican Plus L4 pe pecodidotnpa 3-4 eBSopddwmv pHetd tnv nAtkio
TV 6 EBSouddV:

®o Tpénel va YiveTal avacHoTOoT TOL TEPLEXOUEVOL EVOG PlaAldiov Versican Plus DP e to mepieyduevo
evoc puoAdiov Versican Plus L4 (avti ywe to Swodvtn). Metd v avapelln, 1o TeplexOUevo tov
QloAdiov Bo Tpémer va £yl VIWOAEVKO TPOG KITPVAOTO YpdU. HE EAAPPD 1p1dioud. To avapeperypéva
guPforio Oa mpémel va yopNyodvVIoL AUECHE LE DTTOSOPIO. XOPNYNOT).

Avooa:

Av amotteiton Tpoctacio omd T ADeGo.:

IIpmtn d6on: Versican Plus DP a6 v niia tov 8-9 gfdopddwy.

Agbtepn d6om: AvépeiEn tov Versican Plus DP pe Versiguard Rabies, 3-4 gBdopddec apydtepa aild
oy TP amd TV nikio Tov 12 gfdopddmv.

Bo pémel va YiveTal avachoTOoT TOL TEPLEXOUEVOL VOGS PlaAldiov Versican Plus DP e to mepieyduevo
evoc gualdiov Versiguard Rabies (avti yw to dwAvn). Metd v avapeiln, 1o mepleyOpevo tov
oloAdiov Ba mpémel va éxel pol/kdkKivo M| KITpvend ypduo pe eEraepd 1pdopd. Ta avapepetypéva
guPforio Oa mpémel va yopNyodvIoL AUECHOE LE DTTOSOPIO. XOPNYNOT).

H amotelecpaticotnTo TOU TUNHATOG TOV 100 TG Abocag £xel amoderyDel petd amd pio epdmas d6om
amo v NAkia tov 12 eBdouddwnv ce epyactnplokéc peréteg. Qotdco, o€ UEAETEG TTOL &Yvav OF
npoypatikés ovvonkes to 10% twv opoapvnTikdv okbOAmv dev eppavicay opouetatponr (> 0,1 TU/ml)
3-4 gfdopadec petd amd epamos apyikod epupoMacud Katd TG AVGCUC.

Mepd {do pmopel emiong va unv epgavicovy tithovg > 0,5 [U/ml petd tov apykd eppfoiacud.

Ot TtitAol OVTICOUATOV TEPTOVV GTO JAGTNUN TOV 3 ETOV OV SLOPKEL 1 avooia, av Kol 0L GKOLAOL
TPOGTATEVOVTAL GE TEPITTMST TPOKANGNG VOGOV.

Xe mepintwon taE0100 og Teployég Kivovvov 1 ektog g EE, ot ktnviatpot evdéyetar va emtBopovy )
devépyeln emmAéov guPolacumdv katd tng Abocog petd v nmlkio tov 12 gfdouddwov yio va
g€acearicovv 4Tt ot gpPforacpévol okOAoL Exovv Titho avticoudtov > 0,5 IU/ml, o omoiog Oempeitat
YEVIKA MG ETOPKMG TPOSTATEVTIKOG KoLl OTL TANPOVV TIG TPOSAYPOPES TTOV OTOLTOVVTOL Y1l VAL TAEWEWEL
10 {wo (tithol avticopdtev > 0,5 TU/ml).



Av ka1 1 ATOTEAEGLLATIKOTITO TOV TUNLOTOG TOV 100 TG AVooaG £XEL amodelyOel Letd amd T yopnynon
cenAlkio 12 efdouddwv, 6e TEPIMTOOTN AVAYKNG KoL KOTA T SL0KPLTIKT EVYEPELD TOV KTNVIATPOL LITOPEL
va gpfoMactovy okvAol pikpotepol tov 8 efdouddov pe Versican Plus DP avapepiypévo pe
Versiguard Rabies, ka0d¢ 1 ac@dieio avtod 100 cuvdvacuod £xel amodelybel o oxvAovg nikiog 6
eBoopnddwmy.

3.9 Odoi yopnynons ko 60coroyia
Ymoddpla yopnynon
Aocoloyia kot 080G yoprynong:

H avaciotoon tov Avogilomoinuévou vAKoL pe To oAVt va yivetar vmd donmieg GLVOTKES.
Avokiviote KaAd Kot yopnynote apécmg 6Ao To mepieyopevo (1 ml) tov avacvotadévrog tpoidvtog.

Epgdvion tov avacvotabévtog epforiov: dtavyég vrdAELKO TPOG KITPVOTO YPOUA LLe EAAPPD 1P L.

Apyco mpdypouuo eufolMacuov:
Avo d6celg tov Versican Plus DP pe pecodidotnua 3-4 gfdouddov petd v nikia tov 6 efoopddmv.

Enmavepfolacuog:
Mia, povo d6om tov Versican Plus DP 0o mpénet va yopnyeital ke 3 ypovia.

3.10 ZopntOpeTe VTEPO060A0YiNS (KUl KATA TEPITTOGT, HETPO UVTINETOMICNG KOl OVTIO0TO)

Metd and 1t yopnynom 10-mAdciog 66omng tov guPoiriov, dev moapatnpndnkav GAla avemBounta
oupuPavta eKTOG 0md eKeva OV avapEPOVTOL oty Tapdypago 3.6. Qo1dc0, oe o peoyneio (Oov
mapotnpionke mwOVOC 610 onueio g éveong apéowmc HETO T yopnynon 10-mAdclag d6omg TOL
guPoriov.

3.11 Ewdwkoi meplopiopoi ypNionsg kor 0kEG ouvOnkes ypnons, ovpmepriopupfavopiveov
TEPLOPLOUAOV GTI| YP1OTN CVTLKPOPLOKOV KUl OVTITOPUCITIKAV KTNVIITPLIKOV QUPUIKEVTIKOV
TPOTIOVTOV TPOKELUEVOV VO, TEPLOPLETEL 0 KIVOVLVOS UVATTVENG AVTOYNS

Agv 1oyVeL.

3.12 Xpovor avapovig

Agv 1oyVeL.

4. ANOXOAOTI'IKEX NAHPO®OPIEX

4.1 Koodowog ATCvet: QI07ADO3.

To epPoio mpoopiletar Yoo TNV EVEPYNTIKY GVOGOTOINGT VYOV KOLTOPLOV Kot OKOA®MV EVOvTl
ac0evel®v oV TPoKaAoHVTAL 07Td TOV 10 TG VOGoL Tov Carré kat Tov TapPoid Tov GKOAOL.

5. ®APMAKEYTIKA XTOIXEIA

5.1 Kvpieg acopfatotnreg

No pnv oavopetyvdetor pe GALO KTNVIOTPIKO QAPUOKO €KTOG OCMV OvVOQEPOVTIOL TTAPUTAV® GTNV
mTapdypoeo 3.8.

5.2 Awipkera {ong

Aldpkelo LONG TOV KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOG COUPOVA LE TI GLOKELOGIO TOANONG: 2
£
Avdgpxera {ong Letd v ovacDoTOoT COUP®VO UE TIG 00N YIES: dueoT yphon.

5



5.3 Idwitepeg mpo@uracers katd T @OLaEN TOV TPOIOVTOG

No puAdooetar Ko va petopépetol o€ yoyeio (2 °C — 8 °C).

Noa pnv xatoydyetor.

Noa pUAICCETAL TPOGTUTEVUEVO OO TO POC.

5.4 ®von ko 6UvVOEST] TN GTOLYELDOOVS CVGKELUGINGS

IMvéAwvo eraridio Tomov I wov mepiéyet 1 5061 AvoPILOTOMUEVOD DAIKOV KAEIGUEVO LE EAUGTIKO T
amo BPoUOPOVTOALO Kot KATGKL OAOLUVIOD.

Tvdiwvo graiidro tomov I mov mepiéyet 1 ml SroAvtn Khewopévo e eElactikd Toa ond YAopofovTdAlo
KOl KOTOKL 0AOLUVIOV.

Meyébn cvokevaociog:

IMaotikd kovti mov mepEyet 25 erodidia (X1 d6on) Avopihomompévov VAKoD kat 25 @lokidia (X1 ml)
ST

[Maotikd kovuti mov mepEyel 50 eraAidio (X1 d6om) Avopiiomomuévov vAKoy kat S0 loridia (X1ml)
ST

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVOGIEG.

5.5 E10kég TpouAaEels amoppyng evog un yp1oromot0£vTog KTNVIATPIKOD PUPROKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] Y P1GT TOL TPOIOVTOGS, UV VITAPYOLY

Ta edppaxo dev TPENEL VoL OTOPPITTOVTOL HECH TMOV AVUATOV 1) TOV OIKLUKOV OTOPANTOV.
XpNCIULOTOGTE TPOYPAUUNTO ETIOTPOPNG QUPUAK®V Yol TV amOppyn Un ¥pnoipomombéviov
KTNVIOTPIK®OV QOPUUKEVTIKOV TPOIOVIOV 1 GAAWDV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG
CUUPMOVO, IE TIG TOTIKEG OMALTAOELS Kol UE TVYXOV €BVIKG GLGTALOTO GLAAOYNC TTOL 1GYXVOVV Yo TO
GYETIKA KTNVINTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

Zoetis Hellas S.A.

7. APIOMOZXZ(OI) AAEIAY. KYKAO®OPIAX

EAAAAA: 73695/03-08-2021/K-0214901
KYTIIPOZ: CY00539V

8. HMEPOMHNIA IIPQTHX EI'KPIXHX

EAAAAA: 16/09/2016
KYIIPOZX: 05/05/2016

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX [EPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

09/2023
10. TAZINOMHXIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopryeital Lovov e KTNVIOTPIKT GLVTAYY.

Aentopepeic mAnpoopieg Yo To €V AOY® KINVIATPIKO POPUAKELTIKO TPOiov glvan dabéoipeg otn Pdon
dedopévav g EE yua to kenviatpikd wpoidvta



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



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

IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



A. ENIZHMANXZH



KOYTI

IHAHPO®OPIEX ITIOY HPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Versican Plus DP Avo@ihomompévo vk kot S1oADTnG Yo EVEGILO EVOIDPTLLO.

| 2. LYNOEXH LE APAXTIKH(EX) OYZIA(EL)

Kdabe d06om 1 ml mepiéyet:

ApPOGTIKE GVGTOTIKA:

Avoorhorompuivo viké (Covrtavo socOsvnuivo):

Canine distemper virus
Canine parvovirus Type 2b

A Tng:
Water for injections

ELayroto

103! TCIDso
10*2 TCIDso

Méywoto

105! TCIDso
105¢ TCIDso

3. XYXKEYAZXIA

25 x 1 660m
50 x 1 660m

| 4. EIAOX(H) ZQOY(QN)

YKk0AOL.

| 5. ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Ymoddopia yopRynonm.

| 7. XPONOI ANAMONHE

‘ 8. HMEPOMHNIA AHZHX

Exp {u/ceee}

Metd v avachotaon GUeEST XpNon.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

Na QUAACCETOL Kot VO LETOPEPETOL OE YVYELO.

Na punv katoyvyetol.

Na QUAACCETOL TPOSTATEVUEVO OTTO TO POC.

10. OI AEZEIX «AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»




AwBdote 10 PUALO 0NV YPAONG TPV AT TN YPNON.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNoM.

12. OI AEZEIX «NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na purdcoetal o€ BEom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tandid.

‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Zoetis Hellas S.A.

‘ 14. APIOMOI AAEIAYX KYKAO®OPIAX

EAAAAA: 73695/03-08-2021/K-0214901
KYIIPOZ: CY00539V

| 15. APIOMOX [TAPTIAAL

Lot {apBuog}
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EAAXIXTEYX ENAEIZEIX TIOY IIPEIIEI NA ANATI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (1 AOXH AYODPIAOIIOIHMENO YAIKO)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Versican Plus DP

tal

‘ 2. MOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

DP
1 6601

‘ 3. APIOMOZX [TAPTIAAX

Lot {apOuog}

| 4.  HMEPOMHNIA AHEHE

Exp {u/eeee}
Metd v avacdoTaon QUEST] XPNoN.

12



EAAXIXTEYX ENAEIZEIX T1IOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

OIAAIAIO (1 ML ATIAAYTH)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Versican Plus DP

tal

‘ 2. MOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Aqua ad iniectabilia

1ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuog}

‘ 4. HMEPOMHNIA AHZHX

Exp.{u/eeee}
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B. ®YAAO OAHI'TQN XPHXHX

14



®YAAO OAHTTQN XPHXHX

1.  Ovopaocio TOL KTNVINTPIKOD QUPURIKEVTIKOD TPOTOVTOG

Versican Plus DP Avogiiomompévo vikod kot StohdTng Yo EVEGLILO EVOIMPTLLA Y10 GKOAOVG
2. XvvOeon

Kdabe d06om 1 ml mepiéyet:

APUGTIKG GUGTOTIKA:

Avogrhomomnpévo viké (Covtavo Eaoclevnuévo): ELayroto Méywsto
Canine distemper virus, otékeyog CDV Bio 11/A 103! TCIDso* 105! TCIDso*
Canine parvovirus Type 2b, otéleyog CPV-2b Bio 12/B 10*3 TCIDso* 10%¢ TCIDso*
AwddTng:
Water for injections 1ml

* Tissue culture infectious dose 50%

H ontikn gpedvion givat n ax6Aov0n: AVOEIAOTOMUEVO DAIKO: GTOYYDOES VAIKO AEVKOD YPDUATOG
A g: doyég, dypopo vypo

3. Eiom {oov
ZKOAOL.
4. OgpomevTiKEG EVOEILELg

Evepyntikn avocsomoinon okvimv omd v niikio tov 6 BSopddmv:

— Yo TV TPOANYN TS BvynoudTTOS Kot TOV KAVIKOV GUUTTOUATOV TOV TPOKAAODVTAL 0O TOV 10
g vosov tov Carré,

— Yo TV TPOANYT TOV KAVIKOV CUUTTOUATOV, TG AEVKOTEVING KOl TNG AMEKKPIGNG TOV 100 TOV
TPOKAAOVVTOL 0td TOV ToPPOId TOL GKOAOV.

Eyxatdotaon_avooioc:
3 gfoopadeg uetd tov TP@TO EUPOAGHO

AldpKela ovooiog:
TovAdyiotov tpia £t petd Tov apykd Pacikd sufoiiacud.

5. Avrevositeg
Koapdia.
6. Ewwkéc nmposidomonjoelg

Educég mposidomomoeis:

H wavoromrtikny avocoandkpion efoptdtor ond v Omapén TANP®G 1KOVOD OVOGOTOUTIKOV
ovotipatoc. H avocoloyikn endpkela Tov {mov uropei va tedel og Kivouvo amd Siipopovg TapiyovTes
ocoumepthappavouévemy ¢ KOKNG Kotdotaong vyesiog, Tng Opemtikng KoTdoToong, YEVETIKMV
TOPAYOVTOV, TNG TOUPAAANANG POPLOKEVTIKNG OY®YNG KoL TNG KOTomdvnong (Stress).

Avocoloyikéc amokpioeilg ota CDV kar CPV cuvetatikd tov gpforiov propei va kabvotepnoovy A0y
G TOPEUPOANC UNTPIKOV avTIoOUATOV. Q0T060, TO eUPOrlo Exel amoderyOel 0Tl TOpéYEl TPOooTUTiN
£VOVTL TNG 10YEVOVG TTEPAUATIKNG LOAVVOT|G, TOPOLGI0 UNTPIK®V avTicoudtev yio CDV, kat CPV cg
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enimeda oo 1 VYNAOTEPU ATO ALTE OV EVOEYETAL VO VIAPYOVY LIO TPAYUOTIKEG GLVONKES. Xe
MEPUTTAOCEL OMOV TO EMIMESD TOV UNTPIKAOV OVIICOUATOV aVAPEVETOL Vo €ivol TOAD VYNAd, TO
TPOTOKOALO EPPOMAGUOD TPETEL VO GYESLOGTEL AVALOYOL.

Na eppordlovtor pdvo vy {da.

[S1aitepec TPoELAGEELC Y10 TNV ac@OAT ¥p1ion ota 16N Chwv:

Ta {oviava egacBevnuéva uxd epPorokd otehéyn CPV-2b pmopodv va amekkpiBovv amd Tovg
euPfolacuévoug oxviovg petd tov gpPoracpd. ‘Eyxel amoderybel anékipion tov CPV yia dibotnpa
puéypt 10 nuépov. Qotd660, AOY® TNG YUUNANG TOOOYEVELNG ALTOV TV GTEAEY®V, €V Elval OTOPAiTNTO
VO KPOTIOOVTOL 01 EUPOAOGHEVOL GKDAOL YMPIGTA 0O TOVS aVEUPOAIOGTOVG GKOAOVE KO TIG KOTOKIOIES
vatec. To euporiaxod otéreyos CPV-2b tov 100 dev éxetl dokipootel oe dAla coprkopdya (e e&aipeon
TOVG GKOAOVG KoL TIC KOTOKIOES YATEG), IOV €lval Yot 0Tl €lval evtodn o€ TapPoiovs TV KUVOEWB OV
Kol ETOUEVMG, Ol EUPOAGEVOL GKOAOL Ba Tpémel va, doympilovTol amd avTd HETA TOV EUPOMACHO.

[dwitepec TPoLAGEELS OV TPEmeL va AapdvovTol amd To GTOLO ToL YOPNYEL TO PAUPUOKEVTIKO TPOTOV
oe Loo

XYe mepinTmon mov KaTd AABOC KAVETE OVTOEVEDT, Vo ovalnTNoeTe opuécms wTptkn Ponbeta kot va
emdei&ete oTOV 10TPO TO ECOKAEIGTO PUAAO ONYIDOV YPNCEWDG 1| TNV ETIKETA TOV (OPLUKEVTIKOV
TPOIOVTOC.

Eyxvpocvvn kot yoiovyio:

Mmopei va ypnopomombei katd tn dtdpkela Tov deHTEPOL Kot TpiTov cTadiov g kumone. H acedieia
TOV TTPOIOVTOC KOTA TO OaPYLKO GTASI0 TNG KONONG Kol KOTA TN SLIPKELD TNG YoAOLYiag dev Exel
dtepeuvnBet.

AMnAentidpaon pe GAAL QOPUOKEVTIKG TTPOTOVTO. Kol AAAEG LOPOEG OAANAETIOpOIOTC:

Agv VTAPYOVV TANPOPOPIEC GYETIKA LE TNV ACQAAELD KOL TNV OTOTEAECUATIKOTNTO OO T YP1CT TOV
&v AOYw epforiov pe omotodnmote GALO KINVINTPIKO Aappako £ktdg amd o Versiguard Rabies kot to
Versican Plus L4. H andeoon yuo tn yopnynon tov v Ady® gpPoriov mptv 1 petd amd tn yopnynon
0T0100MTTOTE GALOL KTNVIATPIKOD QapUikov, Bo tpémetl vo AapPaveTol KoTd TepinTmaon.

Aemtooreipa.
Av amotteitol Tpootocio amd TN AETTOGTEPA, Ol GKOAOL UTOPOVV Vo EUPOMAGTOVV Ue dVO OOGELG

Versican Plus DP avapeperypévo pe Versican Plus L4 pe pecodidotnpa 3-4 efSopddwv pHetd tnv nAtkio
TV 6 eBdopddwmV:

Bo pémel va YiveTal avachoTOoT TOL TEPLEXOUEVOL VOGS PlaAldiov Versican Plus DP e to mepieyduevo
gvog oroldiov Versican Plus L4 (avti yio to daAdtn). Metd v avaueiln, to mepleyoUevo tov
OoAdiov Ba Tpémer va £xel VIOAEVKO TPOG KITPVAOTO YpdUo Pe APy 1p1doud. Tao avapeperypéva
oo Oa mpémel va yopNyodvIoL AUECHOE LE DTTOSOPIO. XOPNYNOT).

Avcoo:

Av amorteiton Tpoctacio omd T AVGoO:

IIpdt d60m: Versican Plus DP and v niikia tov 8-9 efdouddwv.

Aevtepn doon: Avapeign tov Versican Plus DP pe Versiguard Rabies, 3-4 gdopddec apydtepo aAld
oyl Tpwv amod TV nhikio Tov 12 gfoopdadmv.

Bo pénel va YiveTal avachoTIoT TOL TEPLEXOUEVOD eVOG PlaAldiov Versican Plus DP e to mepieyduevo
gvog glaAdiov Versiguard Rabies (avti yio to dtodvtn). Metd v avauelln, 1o mepleyOUEVO TOV
ooAdiov Ba mpémel va £yl pol/koKKIvo 1| KITpvend ypodpa pe e appd 1pdopod. Ta avapepetypéva
guPorio Oa mpémel va yopnyodvIoL AUECHOE LE VTTOSOPLN. XOPNYNOT).

H amoteleopotikdtnTo TOU TUNUATOS TOV 100 TG Aboo0g £xel amodelyDel petd amd pio epdmal doom
amo v NAkia tov 12 efdouddnv ce epyactnplokéc peréteg. Qotdco, o€ HEAETEG TTOL &Yvav OF
npaypatikég ovvnkeg to 10% tov opoapvnTik®v ckOA®V dev eppdvicay opopetatporny (> 0,1 TU/ml)
3-4 gfdopadec petd and epamos apyiko epupoMacpd Katd TG AVGCOC.

Mepkd (do pmopel emiong va unv epgavicovy tithovg > 0,5 IU/ml petd tov apyikd epfortacud.

Ot TitAol OVTICOUAT®V TEPTOVV GTO JAGTNUO TV 3 ETMV OV SLOPKEL 1 AVOoia, oV Kol 01 GKDAOL
TPOGTATEVOVTAL GE TEPITTMST TPOKANGNG VOGOV.
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e mepintwon 1ald100 o€ mePLoyéc Kivdvvov i extdg g EE, ot ktnviatpot evoéyeton va embopovy
dtevépyela emmAéov gpfolocumy Kotd g Avooag petd v nAkio tov 12 gfdouddov yu vo
eEacearicovv 4Tt o1 gpPfoMacpévol okOAOL Exovv Titho avticoudtov > 0,5 IU/ml, o omoilog Oempeital
YEVIKA MG ETOPKDG TPOSTATEVTIKOG Kol OTL TANPOVV TIG TPOSIAYPOUPES TTOV OTOLTOVVTOL Yid Vol TOEWEWEL
10 (o (tithot aviicopdtev > 0,5 TU/ml).

AV K01 1] ATOTELECUATIKOTITO TOV TUNIOTOS TOV 100 TG ADGGOG £XEL amoderyOel Letd amd T xopnynon
cenhkia 12 efdopddmv, 6 TEPIMTMON AVAYKNG KO KATA T SLKPLTIKY| ELYEPELD TOL KTNVIATPOL UTOpEl
va gppolactovv okvAol pukpodtepor tov 8 efdouddov pe Versican Plus DP avapeptypévo pe
Versiguard Rabies, ka0d¢ 1 ac@dieio avtod 100 cuvdvacuod £xel amodelybel o oxvAovg nikiog 6
ePSOUAOWDV.

Ynepdocoroyia:

Metd omd 1t yopnynomn 10-mAdciog 66ong tov guPoriov, dev moapatnpnOnkoyv GAAa avemBounTa
SLUPAVTO EKTOG OO EKEIVO TTOL AVAPEPOVTAL GTNV TAPAYPOPo «AvemBounta cuufdvior. Qotdco, 6
pa petoynoio (dov mapatnpifnke mOvog 6to onpeio g éveong apuécmg petd  yopnynon 10-tidoiag
800G Tov guPoiriov.

Kopiec acvpfatdtnrec:
No unv avoueryvoetal pe GAAO0 KTNVIOTPIKO QAPUOKO €KTOC OCMV OVOQEPOVTIOL GTNV TUPAYPUPO
«AMAeTidpoon pe AL QOPUAKEVTIKG TPOTOVTO KOl GALEG HOPPEG OAANAETIOPACTCY.

7.  AvemOopunta coppavra

YKxOAoL

Soyva (1 éog 10 {do / 100 vid Bepoaneio (oOa):
Oidnuo 610 onueio ¢ éveonc!

Eravio (1 éog 10 {oa / 10.000 vro Bepamneio {dar):

Avtidpaon vrepevaicOnciocg® (my avaguiotio (coPaph oAdepywr avtidpoon), oayyerooidnuo
(oidnuo k4t omd o dépua), KuKAOo@OPIKY KatomAnéia, Kotdppevot, dvonvola (duekoAia otV
aVOmTVOoN ), CUUTTAOUATO OO TO YOOTPEVTIEPIKO (T O1éppOoLaL, ELETOG))

Avopeéia, petouévn dpactpidtnra

IToAd omavia (<1 Lo / 10.000 vad Ogpameio (Do, cLUTEPILOUPOVOUEVOV TOV UEUOVOUEVOV
avaQOPOV):

YrepOepuia, AnBapyos, yevikn adiabecio

VEva mapodiko oidnpa (éog 5 cm), 1o onoio pmopel va eivar endduvo, Oeppd 1) epudpd. Tétora o1dfpoTa
gite e€apavilovral avTOUATO, EITE LELDVOVTOL CUAVTIKA HECO 6 dtdotnua 14 nuepdv Uetd amd Tov
euforacud.

2 Av vmpEer avtidpaon vrepsvoicOnoiog, 0o mpémel va yopnysitor n katdAAnin Oepancio yopic
kaBvotépnon. Tétoleg avtidpdoelg pmopel va eEghyfovv og mo cofopn KaTdoTaon, 1 oToio Wropel vo
glvar ametintiky yuo ™ Con.

H avagopd averiBountov coppdviov eivar onuavtikny. Emtpéner ™ ovveyn mopakoiovdnon tng
acParelag evog Tpoidvtoc. Edv mapatnprioete onoadnmote avemBountr evEPYEL, KOO KOl OV OEV
AVOPEPETOL GTO EGMKAEITTO PUAAO 00Ny ¥PNoNG 1 AUPIBAALETE Y10, TV OTOTEAEGLOTIKOTITO, TOV
oapudkov, mopokaAeichs vo emikotvovioete, Kotapyas, e Tov kmviotpd coc. Mmopeite emiong va
AVOQEPETE OTOLAONTOTE OVETIBVUNTO GUUPAVTO OTOV KATOYO TNG (OGS KUKAOPOPING 1] GTOV TOTIKO
AVTITPOGMOTO TOL KOTOYOV TNG GOE10G KUKAOPOPING YPNOUYLOTOIMVTOG TO GTOLEIN EMKOWV®MVING GTO
TEAOG OVTOD TOV PVALOL 0ONYLDV YPNONG, N LECH TOL E0VIKOD GG GLGTNLATOS AVUPOPAS:

EBvikdg Opyaviopog Gapudxmv
Meocoyeimv 284

GR-15562 XoAapyog, Adnva
TnA: + 30 21 32040213
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e-mail: vetpharmacovigilance@eof.gr
Iotétomog: http://www.eof.gr

8. Aocoloyia yio kKGO €idog, TPOTOS KA 0001 YOPYNONG
Ymoddpia yopnynon.

Apyucod mpdypappa epfolMociov:
Avo d6celg tov Versican Plus DP pe pecodibdompa 3-4 gfdouddmv petd v nikia tov 6 efoopddmv.

Enaveufolacudc:
Mia pévo 660m tov Versican Plus DP 6a mpémet va yopnyeiton kabe 3 ypdvia.

9.  Odnyigg Yo ™ oot Yop1yNoN

H avaciotoon tov Avogilomoinuévou vAKoL pe To oAVt va yivetar vmd donmies GLVOTKES.
Avokiviote KaAd Kot yopnynote apécmg 6o 1o mepiexopevo (1 ml) tov avacvotadévrog tpoidvtog.

Epgdvion tov avacvotabévtog epforiov: davyég vdAELKO TPOG KITPVOTO YPOUA LLe EAAPPD 1PLOTUO.
10. Xpévor avapovig

Agv 1oy0et.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidcoetal o€ 0Eom, TV omoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

Na puAdooetot kot va petagépetol og yoyeio (2 °C — 8 °C).

Noa unv Katoyvyetol.

No eUAACCETAL TPOGTOTEVUEVO OO TO POC.

Na pn ypnoyomoteitoar ovtd TO KINVINTPIKO PAPUOKEVLTIKO TPOIOV HeTd TV nuepounvia ANEng mov
avaypdeetal otnv etikéta petd to Exp. H nuepounvio Anéemg ovumintel pe tnv televtaio nuépa Tov
GUYKEKPIUEVOD UNva.Atdpkelo {mNG LETA TNV AVOGVGTACT] GOUP®VO LE TIG 00N Yies: aueomn ypnon.

12. Ewwkéc mpo@urders amoppryng

Ta eapuaxo dev TPETEL VO, OTOPPITTOVTOL HECH TV ADUATOV 1) TOV OIKIUK®V OTOPANTOV.
XpNCIUOTOGTE TPOYPAUUNTO ETIOTPOPNC QUPUAK®V Yol TNV amdOppym Un ypnoipuomombéviov
KINVIOTPIK®OV QOPUAKEVTIKOV TPOTOVTOV 1 GAAWDV VAIKGOV TOV TPOEPYOVTIOL amd Tr YPNOCN TOLG
CUUPMOVO, LLE TIC TOTKEG OTOLTIOELG KO LLE TVYOV 1oyvovTa e0viKd cuothpata cuAloyns. Ta pétpa avutd

AITOGKOTOVV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

YvpPovievbeite tov KTVioTpd GOC N TOV QOPUOKOTOL0 GOG YL TOV TPOTO OmOPPLYNG TV
YPTOILOTONOEVTOV QOPUAK®V.

13. Ta&vopnon TOV KTNVIOTPIKOV QUPUIKEVTIKOV TPOTOVTOV
Na yopryeital LOvov pe KTNVIOTPIKT GLVTAYY.

14. Ap1Opoi G105 KUKAOQPOPIOS KUl GVCKEVUGIEG
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http://www.eof.gr/

EAAAAA: 73695/03-08-2021/K- 0214901
KYIIPOX: CY00539V

IMiootikd kovti mov meptéyel 25 eroAidia (X1 d6om) Avoglomomuévon LAKoD kat 25 @laiidio (X1 ml)
ST,
IMaotikd kovti Tov mepiéyet S0 rokidia (X1 36om) Avoeilomompuévon VAKoD kat 50 eraAidio (xIml)
ST

Mmropei va pnv KuKAOQOpoLV OLEG 0L GLGKEVAGIES.

15. Hpepopnvia tedevtaiog avade®pnong Tov QUALOV 03N YLAV YP1oNG

01/2025

Agntopepeic TAnpo@opies o To eV AOY® KITNVIATPIKO GAPUAKEVTIKO TPoidv eivar dStabéotpeg otn faon

dedopévov g EE yua o ktnviatpikd mpoidvta
(https://medicines.health.europa.eu/veterinary.

16. Xroyyeia emkovoviag

Kdatoyog g Gdeiag KuKAOQOPiog Kol GTOLYElo. EMKOVOVIOS YI0. TNV 0VOQOpd THavVOLOYOOUEVOV
OVETOO UNTOV EVEPYEIDV:

Zoetis Hellas S.A.

Zwopov 8-10, Anunrodvag kot Kodtelov 151 25 Mapovot, ATtikn

TnA.: +30 210 6791900

Fax: +30 210 6748010

E-mail: infogr@zoetis.com

[MopaockevaoTnc LIEVOLVOC Yo TNV ATEAELOEPMON TOV TOPTIOWV:
Bioveta, a.s.,

Komenského 212/12,

683 23 Ivanovice Na Hane

Togyia

Tomkdc avTuTpOoMTOC KOl GTOLYEIN EMKOW@VIOGS Yo TNV avoaeopd mhavoloyobusveyv avemfountoyv
EVEPYELDV:

VitaTrace Nutrition Ltd

2033, Ztpopoirog,

Agvkooia, Konpoc

TnA: +357 22 426527

Do +357 22 498325

E-mail: reception@vitatrace.com

17. Alheg minpo@opisg

To euPoiio mpoopiletar Yoo TNV EVEPYNTIKN OGVOCOTOINGT LYI®V KOLTOPIOV Kol GKOA®MV EVOVTL
ac0evel®v Tov TPoKaAoHVTAL 07Td TOV 10 TG VOGoL Tov Carré kat Tov TapPoid Tov GKOAOL.
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