ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

RESPIPORC FLUpan HINTI gvéciyo evaumpnio yio xoipovg

2.  MOIOTIKH KAI ITOXOTIKH XYNOEXH

Kabe 660om tov 1 ml mepiéyst:

ApOOTIKO GVGTATIKO:

Adpavomompévog 10g g ypinng tomov A/avBpmmivog
2téheyoc: A/Jena/VI5258/2009(HIN1)pdm09 > 16 HU!
'HU — povédeg orpocuykdAAnonc.

AV0GOEVIGYVTIKI] 0VGix:
Carbomer 971P NF 2 mg

"Exdoya:

IMocotikn 6VvOeon av oL TANpoPoOpies aVTES
€ival CNUOVTIKES YO T1 6MOTI JOPNY O TOV
KTNVIWOTPLKOU QUPIUKEVTIKOV TPOIOVTOG

MowTtki] 60vOEGT EKIOY®V Kot
GALOV GLOTATIKAOV

Thiomersal 0,1 mg

Sodium chloride solution (0,9%)

Evaidpnpo dtawyég Emg ehappd BoA0, ¥pDOUOTOC KOKKIVOTOU £mG amaAol pol.

3. KAINIKEYX IAHPO®OPIEX

3.1 Eion {oov

Xoipot.

3.2  OgpomevTikég evosiEelg Yo ka0g gidog {Mov

Evepyntikn avoconoinon tov yolipmv and v nikio tov 8 eBoopddmv Kot PHETd, KATd TOV

TOVOM KOV 100 TG Ypinng tev xoipov HINT yio ) peioon tov tkod gopTiov TV TVELIOVOVY KOl TNG

OTEKKPIONG TOL 100.

Eyxotdotaon avooiog: 1 gfdopdda puetd tov apyikod epufolacuo.
Aldpkelo avociog: 3 unveg puetd tov apykod euPoAlacuo.

3.3  Avrevositeg

Kopio.

3.4 E10kéc mpoELdomTonoELs

Na eppordalovrar pdvo vy {oa.

3.5 Idwitepeg mpoULAEEIS KATA TN Y p1joN)

Idwitepec mpoLAGEELC Yo TV ac@oAn ypnon oto £ion Cowv

Agv 16y0eL.



Idwitepeg mpouAdEeic mov mpémel vol AouBdvovTatl ortd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPOoidV oe LMo

e mepintmon mov kotd AdBog KaveTe avtoéveon va avalntioete ouéomg 1oTpiki Bondeta Kot va
emoeitete 6TOV 10TPO TO EGOKAEITTO PUALO 0ONYIDV ¥PNONG 1 TV ETIKETA TOL OPUAKEVTIKOD
TPOIOVTOC.

Id1oitepec mPoOLAGEELC Y10l TV TPOGTAGLO TOL TEPPAALOVTOC:

Agv 16y0eL.
3.6 AvemOvpnta coppavra

Eidon {owv: yoipot.

Xuyva Oidnua oto onueio g éveong!
(1 émg 10 {oa / 100 vrd Bepameia YnrepOeppio?
{oa):

P tapodikod oidnuo £mc 2 ecm?, voywpei evtodg 5 nuepdVv.
2 mapodikn avénomn e Oepuokpaciog Tov cOUATOC (TpwKTIKY OgppopéTpnon), mov dev vepPoivet
Tovg 2 °C Kot 0ev EUPEVEL TEPIGCOTEPO OO Ui NUEPO.

H avapopd averBountov cuoppdviov sivor onpovtiky. Emttpénet ) cuveyn topakoilovdnon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOTIOVTOC. Ol avapopE TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYO TNG AOELNG KUKAOQOPING, EiTE OTNV BVIKT 0ppoOdIeL
apyn UEC® TOV €BVIKOV GLGTAUATOS AVOPOPAC. AvaTpEETE EMioNG OTNV TEAELTAIN TUPAYPUPO TOL
@OAAOV 0ONYLOV XPNOTG YO TO, AVTICTOLYO GTOLYELD EMKOVOVIOG.

3.7 Xpion katd TNV KONG61), TN YorAov)ia 1] TNV MOTOKIM

Mmnopei va ypnoiporomn el katd tn didpketa Tng KOMoNg HEXPL TPELG EPOOUASES TPV TOV AVOUEVOUEVO
TOKETO Kol KATA T O18pKEL TG YOAOLYIOG.

3.8 Alniemopdosig pe GALa QUPROKEVTIKG TPOTIOVTO KUl GALES popPEg alinieniopaocng

Agv vmépyovv TANPOPOPIES GYETIKA e TNV OCPAAELD KOL TNV ATOTEAECULATIKOTNTA OO TN XPTOT TOV
gv AOY® gufolriov pe 0mo10dNToTE GALO KTNVINTPIKO Pdpuoko. H amdgpaomn yio T xopfynomn tov gv
MOy epfoliov mpiv N peTd amd TN YOPNYNOT OTOLOLINTOTE GAAOV KTNVIATPIKOD QAPUAKOL, B0 Tpémet
va Aappdvetot Katd mepintwon.

3.9 Odoi yop1ynong kot docoroyia
INo evoopwixn ypnon.
Xo1pido:

2 gvéoelg piog 60ong (1 ml) and v nhkia tov 56 nuepdv, pe didotnua 3 fdopadmv HETOED TV
EVEGEWV.

H omoteleopatikdTNTO TOV ETAVOANTTIKOV EUPOAACUDY Oev £xel dlepevuvnOel Kal, ™G EK TOVTOL, OgV
TPOTEIVETAL YPOVOIIAYPOLLLO ETOVEUPOAOGLOV.

Ta ovTICOUATA UNTPIKNG TPOEAEVOTG GTA, XO1Pidla EMNPEALOVY TNV AVOGio TOV EXAYETOL OO TO
RESPIPORC FLUpan HINI. I'evikd, T0 0VTICOUOTO UNTPIKNG TPOEAELONG TOV EXAYOVTIOL OO TOV
euPfolacud dropkovv mepinov 5-8 efdopadeg petd ™ yévvnon.



Ye mepumtoelg ékbeong tov yopountépmv o€ avtiyove (AMdyw Aounéemv oto medio M/kan
gufolacuov), To OVTICOUOTO 7OV HETOSIOOVTOL OTO YO1pidla UTOPEL Vo EMMNPEAGOLY TNV EVEPYN
avoocomoinon oty nlikia tov 12 gfdouddmv. e TETOlEC MEPMTMOGCELS, TO YOlpidla. TPEmel  va
guPoraovtan petd v nikio tov 12 fdopddmv.

Neopoi Onivioi yoipot kot yoipountépeg:
Apyikog epportacuog: 2 evéoelc piog d6ong (1 ml) pe didotnua 3 efSopddwV petald TV EVEGE®V Kot
péxpt 3 €fdouadec TPV TOV OVOUEVOLEVO TOKETO 1 KATA T O1GPKELD TG YOAOVYIOGC.

H amoteleopatikdmta epimos emavaAnmtucon epfolacpot dev £xet diepeuvnet Kat, og ek TOHTOL,
dev poTeiveTaL YPOVOSLAY PO EQPATOE ETOVEUPBOALAGILOD Y10 ETOUEVEC KLOPOPIES.

3.10 Zvprtdpoto vIEPI0GoA0YINS (KUl KATO TEPITTMON HETPA AVTIUETMOTLGNG KOL AVTIOOTH)

Kavéva yvooto.

3.11 Ewwkoi wepropiopoi ypriong Ko E01KES 6vvONKeg (prions, copreprtiopufavopéveov
TEPLOPLGUAY GTI| YP1IOT] UVTIHIKPOPLOKAV KU AVTITOPUCLTIKAV KTIVIITPIKAOV
POUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOD VO TEPLOPLOTEL 0 KIVOVVOS avVATTLVENG AVTOYNS

Agv 1oy0et.

3.12 Xpovor avopovig

Mndév nuépeg.

4. ANOXOAOI'IKEXZ TIAHPO®OPIEX
4.1 Koowkog ATCvet: QI09AA03.
Av0ocomomTIKG, 0dpavoToueEVE Kd eUPOALA Y10 XOIPOLGS, 106 TNG YPITNG TV YOIpWV.

To euPorio dieyeipel evepynTikn Avocio KOTE TOL TOVONUIKOD 100 TNE YPIMNG TV YoipmV
A/Jena/VI5258/2009 (HIN1)pandemic09-like. Endyetl e£00deTepmTIKA AVTICOUOTO KO OVTICOLOTOL
OV OVOAGTEAAOVV TNV OLOGVYKOAANGT £VOVTL QVTOV TOV VROTHTTOV. O1 AVTICOUATIKES OTOKPICELS TTOV
aVaPEPOVTOL TOPOKATM EYOVV TEKUNPLOOEL G Y0ipovg Ympic avooio untpikng tpoéigvonc. Ta
e&ovdetepTikd avticopata oTov opd Exovv aviyvevbel oe teptocdTePO and T0 75% TV
OVOGOTIOUNUEVMV YOIPOV TNV NUEPO 7 LETA TNV AP)LKT AVOGOTOINGT KAl SIAPKOVV GE TEPIGGOTEPO
amo6 1o 75% tov yoipov méve amd 3 puives. To avTio®MOTO TOV OVAGTEAAOLV TNV OLOGLYKOAANOT
&yovv aviyvevbei oto 15-100% TV avocomomuévay yoipmv TV NUEpa 7 HETE TNV APy
avoconoinon kot eEapavioTnray oty TAelovotnta Tov (v péca ot 1 £mg 4 efoopnddes.

H amoteleouatikdmta ToL epPforion e£eTAOTNKE G EPYOTTNPLOKEG LEAETEC TPOKANONG GE XOIPOLG
YOPIC AVTICOUOTO UNTPIKNAG TPOEAELGNC Kol KATAOEONKE EvavTL TV aKOAOVO®Y GTEAEYDV:
FLUAV/Hamburg/NY 1580/2009(HIN1)pdm09 (avBpdmivng mpoéievong),
FLUAV/swine/Schallern/IDT19989/2014 (HIN1)pdm09 (yoipeiag mpoérevonc) and
FLUAV/sw/Teo(Spain)/AR641/2016 (HIN1)pdmO09 (yoipeiag Tpoéievonc).

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kopieg aocvppotétnTeg

No unv avoperyvoetal He GAAO KTNVINTPIKO PAPUOKO.



5.2 Awpkera Comg

Avdgprera {OnNG TOL KTNVIOTPIKOV QAPUAKEVLTIKOD TPOIOVTOG CULPMOVA LIE TT) GUCKELOGIO TOATONG:
2 ypodvua.

Awdpketa {ong PeETd 1o TP®MTO Avorypo Tov eloidiov: 10 dpeg.

5.3 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

Na pvAdooetor og yoyeio (2 °C-8 °C).

Na punv katoyvyetol.

Na puidooetal To LOAIS10 6TO EEMTEPIKO KOVTL Y10l VOL TO TPOGTATEVGETE OO TO PG,

5.4 ®von kKo 6UVOEGT TNG GTOLYELMOOVS CVGKEVUGING

Ddrolidwo PET: Drolido tepe@Oaticon morlvatbvieviov (PET) 25 ml

DroAidwe PET 50 ml
Ouideg LDPE: Duideg morvaibvieviov yapnAng rokvotntag (LDPE) 50 ml
Drolidio yvaiwo: DdroAidwo yodAwva, tomov 1, 25 ml
[opata eloydpnong: Elootikd ndpota eloyopnong ond Bpopofoutuilkd KoovTeovk.
Komdxuo: Komakio olovpviov pe yeirog.

Meyébn cvokevaociog:

Xaptwvo kovuti pe 1 PET guadido tov 25 d6cewv (25 ml) § 50 ddcewv (50 ml) pe eraotikd Toua
E10YOPNONG Ko Komdikt pe yeilog.

Xaptwvo kovuti pe 1 LDPE @idAn tov 25 d6cewv (25 ml) 1§ 50 d6cewv (50 ml) pe ehactikd ndpo
E10YOPNONG Ko Kamdikt pe yeidog.

Xaptvo kovuti pe 1 yudAivo eroridio tav 25 d6cewv (25 ml) pe EMAGTIKO TOO ELGYDPTONG KoL
KamdKt pe yeirog.

Mmopei va, unv KokKAo@opoHV OAEC 01 GLCKEVUGIEC.

5.5 Edwég Tpo@uiagers amoppuyng evog pn APNGILROTo]0£vToc KTNVIATPIKOD QUPRIKEVTIKOV
TTPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTOL 0.TO T1) YPI6T TOV TPOIOGVTOS, AV VAP OVY

Ta papuaxo dev TPETEL va. OmOPPITTOVTOL HECH TOV AVUATOV, 1] TOV OIKIOKAOV AmofANTOV.
XPNGIUOTOGTE TPOYPAUUATO, ETLGTPOPNC POPUAKDV Y10 TV OTOPPIYT U1 XPNOOTOOEVTDV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAA®Y VAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GULPMOVO, [LE TIG TOTIKES OOITOELG KOl LE TUYOV EBVIKA GLGTILLOTO GLAAOYNG TOV 1GYVOVV Y1d TA
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Ceva Santé Animale

7. APIOMOZX(OI) AAEIAY KYKAO®POPIAX

EU/2/17/209/001-005

8. HMEPOMHNIA INPQTHX EI'KPIXHX

Hpepopnvia 1" éyxpiong: 17/05/2017



9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Noa yopryeital LOvVov e KTNVIOTPIKT GLVTAYY.

Aemntopepeic TANPoQopieg Yo T0 v AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécipeg otn faon
dedopévav g EE yua to kenviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).



ITAPAPTHMA I1

AAAQOI OPOI KAI ATAITHXZEIX THX AAETIAYX KYKAO®OPIAX

Kavévag



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



A. EINIXHMANXH



IHAHPO®OPIEX ITIOY IIPEITEI NA ANAI'PA®ONTAI XTHN EEQTEPIKH
XYXKEYAXIA

XapTtivo kovti TV 25 ml, 50 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

RESPIPORC FLUpan HINI gvéoiyo evoumpno

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Kabe 660om tov 1 ml mepiéyet:
Adpavomompévog 10g g ypinng tomov A/avBpmmivog
Ytédeyoc: A/Jena/VI5258/2009(HIN1)pdm09 > 16 HU!

'HU — povédeg orpocuykOAAnomnc.

3.  TYEKEYAXIA

25 ml (25 d6c¢e1c)
50 ml (50 660¢13)

| 4. EIAOX(H) ZQOY(QN)

Xoipot

| 5. ENAEIEH(EIX)

‘ 6. OAOI XOPHI'HXHX

Evdopvikn yprion.

7. XPONOI ANAMONHX

Xpovog avapovig: Undév nuUEPEC.

‘ 8. HMEPOMHNIA AHEZHX

AHEH (Exp.) {pqvag/étog}
Metd to mpdTo dvorypa, ypron evioc 10 mpmv.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Na puidooetar o€ yoyeio (2 °C-8 °C).
No punv Katonyvyetol.
No puAACoETAL TPOGTOTEVUEVO OO TO POC.

10



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

AwPaote T0 OALO 0dNYLOV YPNONE TPV OO T YP1oN.

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

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

12. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na pvrdooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tad1d

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Ceva Santé Animale

14. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/2/17/209/001 (25 d6o¢1g o€ gréAn PET)
EU/2/17/209/002 (50 d6ceic o€ oraAn PET)
EU/2/17/209/003 (25 d6c€1g 6€ YudALVO (LOALIS10)
EU/2/17/209/004 (25 d6c¢1g o€ gréAn LDPE)
EU/2/17/209/005 (50 d6c¢€1g o€ grdAn LDPE)

15. APIOMOX TAPTIAAX ITAPAT'QI'HX

ITaptida (Lot): {ap1Ouoc}

11



IMAHPO®OPIEX IIOY ITPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

Droriowo Tov 50 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

RESPIPORC FLUpan HINTI gvécio evaumpnpio yia xoipovg

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

Adpavomomuévog 10¢ ¢ ypinng tomov A/avBpmmivog, otédeyog A/Jena/VIS258/2009(HIN1)pdm09:
>16 HU

3. EIAOX(H) ZQOY(QN)

Xoipot.

4. OAOI XOPHI'HXHX

M

5. XPONOI ANAMONHX

Xpovog avapovig: Undév nuépec.

‘ 6. HMEPOMHNIA AHEHX

AHEH {unvag/étoc}

Metd to mpadTo dvorypa, yprion eviog 10 mpmv.

7. EIAIKEY YYNOHKEX AIATHPHXHX

Na pvidooetar o€ yoyeio (2 °C-8 °C).
Noa punv katoyvyetol.
Noa @UAACCETOL TPOSTATEVUEVO OTTO TO POC.

‘ 8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Ceva Santé Animale

‘ 9. APIOMOZX ITAPTIAAX

MMoptido (Lot): {apBuoc}

12



EAAXIXTEX TAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Droriowo Tov 25 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

RESPIPORC FLUpan HINI1

2. ITOXOTIKH XYNO®EXH XE APAXTIKH(EYX) OYXIA(EX)

Adpavomomuévog 10¢ ¢ ypinng tomov A/avBpmmivog, otédeyog A/Jena/VIS258/2009(HIN1)pdm09:
>16 HU

3. APIOMOZX ITAPTIAAX

MMoptido (Lot): {apBuoc}

‘ 4. HMEPOMHNIA AHEZHX

AHEH (Exp.): {yqvag/étog}

Metd to mpdTo dvorypa, yprion evioc 10 mpmv.

13



B. ®’YAAO OAHTI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX:

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

RESPIPORC FLUpan HINTI gvécio evoaumpnpio yia xoipovg

2. 2ovleon

Kdabe 060om tov 1 ml mepiéyet:

APOOTIKO GVGTATIKO:

Adpavomompévog 10g g ypinng tomov A/avBpmmivog
Xtéheyoc: A/Jena/VI5258/2009(HIN1)pdm09 > 16 HU!
'HU — povédeg orpocuykOAAnomnc.

AV0GOEVIGYVTIKI] 0VGiN:

Carbomer 971P NF 2 mg
"Exdoyo:
Thiomersal 0,1 mg

Evaiopnua d1ovyég €mg ehappd 00D, YpOUOTOG KOKKIVOTOV £0G 0maAoy pol.

3. Eion Loov

Xoipot.

4. OepamevTiKég evosielg

Evepyntikn avoconoinon tov yolipmv and v nikio Tov 8 efoopddmv Kot HETH, KATd TOV

TOVOM KOV 10V TG Ypinng tv xoipov HINT yio ) peiowon tov 1kod popTiov TV TVELUOVAOVY KOl TNG
OTEKKPIONG TOL 100.

Eykotdotaon avociog: 1 gfoopdda petd tov apyikod epfolacpo.

Aldpkelo avosiag: 3 unveg petd tov apykod euPoAlacuo.

5. Avtevoeigeag

Koapia.

6. E101kéC TpoE1d0ToncELS

Edwéc mposidomomosic:
Na gpportdlovtar pévo vy Coa.

[dwaitepeg TPOPLAGEELS Yo TV 0o@aAn ypron oto £id0n Lowv:
Agv 1oyveL.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopdvovial ard To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOioV o {ma:

15



Xe mepinton mov kKot AdBog Kavete 0vToéveon, va avalnTioete aUEéow TPk Pondeta Kot va
emoeitete oTOV 10TPO TO EGOKAEITTO PUALO 0ONYIDV ¥PNONG 1 TV ETIKETA TOL POPUAKEVTIKOD
TPOIOVTOC.

[Swaitepeg TPOPLAGEELC Y10 TNV TTPOCTAGIN TOV TEPPAAAOVTOG:
Agv 1oyVet.

Eyxvpocivn kot yorovyio:
Mmopei va, ypnoporon el Katd tn dtdpreLa TS Khnong LEYPL TPELS EOOUASES TPV TOV AVOUEVOLEVO
TOKETO Kol KATA, TN O1APKEL TG YOAOLYIOG.

AMNAemdpboelc Le GAAA QOPUOKEVTIKA TPOTOVTO Ko AALES HOPPES aAANAETIOpaOC:

Agv VILAPYOVY TANPOPOPIEC GYETIKA LE TIV OCPAAELN KO TNV OMOTEAEGUATIKOTNTA OO T YPTOT] TOV
gV AOY® epfoAiiov pe 0mo10dNTOTE GALO KTNVINTPIKO Papuaxo. H amdpaon yio T xopnynor tov v
AOY® gpPolriov TPV 1 LETA ATd TN YOPN YO OTOLOVINTOTE AAAOL KTNVIOTPIKOV QoppdKov, Bo mpémet
va Aapfdévetal kotd mepintmon.

Ymnepdocoroyio:
Koavéva yvootd cOuntmpla.

Ewdwoi mepropiopol ypnone kot e1dkeg ouvinkec ypnonc:
Agv 1oyVet.

Kvpiec acvpfatdtnreg:
No v avopelyvoetal pe GAAO KINVIOTPIKO QAPLLOKO.

7. AvemOdpunta cvppavra

Eidn {oov: yoipot.

Xuyva Oidnpa oto onueio g éveong!
(1 éwg 10 oo / 100 vrod Bepameio YnrepOeppio?
{oa):

' tapodikd oidnua éog 2 cm?, vroywpet evidg 5 nuepdv.
2 mapodiky avénon g Oeppokpaciog Tov cOUNTOC (TpwKTIKY Oeppopétpnon), mov dev vrepPaivel
Tovg 2 °C Kot 0ev EUWPEVEL TEPIGCOTEPO OO Ui NUEPO.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn mopokoiovdnon g
AoQUAELNG EVOG TTPOTOVTOC. EQV Tapatnprioete 0moladnmote ovemBOUNTI EVEPYELD, KOO KOL OV OEV
OVOQEPETOL GTO EGOKAEITTO GUAAO 0INYIDV YPNOTG 1 AUPIPAALETE Y10 TNV OMOTEAEGLLATIKOTITO TOV
QOPUAKOV, TOPaKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, e TOV KTNVIaTpd cog. Mropeite eniong va
AVAPEPETE OTTOLOONTOTE OVETLOOUNTO GUUPAVTA GTOV KATOYXO TNG ASEWG KUKAOPOPING
YPTOLLOTOIDVTOS T GTOLYELN EMKOVMVING 6TO TELOG AVTOD TOL PVAAOD 0dNYIOV XPHOTG, | LEG® TOV
€Bvikod cog cvatnuatoc avagopds: EOvikoc Opyoavioudg Gapudkwv: Mecoysimv 284, GR-15562
Xolopyog, ABnva, TnA.: +30 213 2040213, e-mail: vetpharmacovigilance@eof.gr, Iototomog:
http://www.eof.gr

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOP1YNONG
T evdopwikn xpnon.
Xotipidw:

2 gvéoelg piog 66ong (1 ml) amd v nhkio Tov 56 nuepdv, pe dtdotnuo 3 foopddwv PeTasd TwV
EVEGEWV.

16


mailto:vetpharmacovigilance@eof.gr

H amoteleopatikdTNTO TOV ETAVOANTTIKOV EUPOAACUDY OeVv £xel dlepevuvn el Kal, ™G EK TOVTOL, OgV
TPOTEIVETAL YPOVOSIAYPOLLLO ETOVEUPOAOGLOV.

Ta ovTICOUATA UNTPIKNG TPOEAEVOTG GTO, XO1Pidla EMNPEALOVY TNV AVOGia TOV EXAYETAL OO TOV
RESPIPORC FLUpan HINI. I'evikd, T0 0VTICOUOTO UNTPIKNG TPOEAELONC TOV EXAYOVTIOL OO TOV
gpuPoitacud dtapkovv mepimov 5-8 fdopdadeg petd ) yévvnon.

Ye mepumtdoelg ékbeong t@v yopountépov oe aviyova (Adyo AowdEewv oto medio 1/Kon
gufolacuov), ta aviicOpoTo mov peTadidoviar ota yowpidi pmopel va emnpedcovv TNV gvepyn
avocomoinon oty nlkia tov 12 efdouddwmy. e TETOEG TEPUTTMGEIS, TO YOIPidlo TTPEMEL  va
gpuPforaovron petd v nikia tov 12 fdopddmv.

Neoapoi Onivkoi yoipot ko yorpountépec:
Apyucog epporiacuog: 2 evéaelg piog d6ong (1 ml) pe didotnua 3 efSopddmv petal&d TV EVEGE®V Kot
péxpt 3 efdouddec TPV TOV OVAUEVOLEVO TOKETO 1 KATA T O1APKELD TG YOAOVYIOGC.

H anoteleopotikdtnta €@amas emovoinmtucod euPolacuo dev £xetl dlepeuvnbel kat, o¢ ek ToHTOV,
OgV TTPOTEIVETAL YPOVOSLAY PO EQATOE ETOVEUBOAMAGLOD Y10 ETOUEVES KLOPOPIEG.
9. Oodnyieg yia T 66T YOpPNRYNON

Koapdia.

10. Xpdvor avapoviig

Mndév nuépeg.

11. Ewwkég ovvOnkeg owotipnong
Na puAdooetol o 06om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta Tod1d

Na pvidooetar o€ yoyeio (2 °C-8 °C).

Mnv kaToyvyeTe.

Na puldcoetal 0 QLoAido 6To eEMTEPIKO KOVTI Y10 VO, TO TPOGTUTEVGETE GO TO PMG.

Na pn ypnoiponoteite avtd 1o KTNVINTPIKO QOPUIKEVTIKO TPOidV UeTd amd TNV nuepounvia AENG
OV OVOLYPAPETOL GTNV ETIKETA Kot 6T0 Kovuti. H nuepounvia AMéng cvumintet pe v teAevtaio nuépa
TOL GLYKEKPIHEVOL UV

Avgpxera {ong petd 1o Tpdto dvorypa tov elaAadiov: 10 dpeg.

12. Ewwkéc mpo@urdiers amoppryng

Ta pappoko dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOBANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL OO TN YP1ON TOVG
GUUPMOVE, LLE TIG TOTIKEG AOITNOELG KOt e TUYOV 1oybovTa eBvikd cuotiuate cuAloyne. Ta pétpa

OVTA ATOCKOTOVV GTNV TPOGTAGia ToV TEPIPAALOVTOC.

Zoppovievbeite Tov knvioTpd Gag Yo TOV TPOTO ATOPPLYNG TOV YPNCILOTOMOEVIOV QapUAK®Y.

13. Ta&vépnon TOV KTNVITPIKOV QUPRIKEVTIKOV TPOIOVTMV
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Na yoprnyeital LOvov e KTNVIOTPIKT CUVTAYY.

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG
EU/2/17/209/001-005

Meyé0n cvokevaciog:

Xaptwvo kovuti pe 1 @roridio tepe@baiicod mtorlvatbvieviov (PET) twv 25 ddcewv (25 ml) 7

50 d6cewv (50 ml) pe eaoTIKO IO KO KOTAKL e YEIAOC.

Xdaptwvo kovuti pe 1 eiaAn molvoibvieviov youning mokvotntog (LDPE) tov 25 d6cewv (25 ml) 7 50
docemv (50 ml) pue EAUOTIKO TOWO EIGYMPNONG KO KOTAKL LE YEIAOC,

Xaptwvo kovuti pe 1 yvdivo @raridio tov 25 d6cewv (25 ml) pe eEAaoTIKO TOUA EWGYDOPNONG Kot
KamdKt pe yeirog.

Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIEC.

15. Hpepounvia tedevtaiog avabe@pnong Tov GUALOV 00NYIAOV YPNGNS

{HH/MM/EEEE}

Aentopepeic TANPoeopieg Yio T0 v AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dabéoipec otn faon
dedopévav g EE yuo ta ktnviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xroyeio emxovoviag

Kdtoyog tng ddstog KUKAOQOPIOS KoL GTOLYEIN EXKOWVMOVIOS Y10, TNV 0voopd THavoAoYOU LEVOV
OVETIOOUNTOV EVEPYELDV:

Ceva Santé Animale

10 av. de La Ballastiére

33500 Libourne

ToAAia

ApBudc miepavov: 00 800 3522 11 51
E-mail: pharmacovigilance@ceva.com

TTopackevootnc LTEHLOHVVOC Y10 TNV ATOOEGUEVOT) TOV TAPTIOWV:

IDT Biologika GmbH
Am Pharmapark
06861 Dessau-Rosslau
Teppovia

Ceva-Phylaxia Veterinary Biologicals Co. Ltd.
Szallas u. 5.

1107 Budapest

Ovyyapia

17. Alheg minpo@opisg

To epPorio dieyeipel vepynTiKn Avosio KOTE TOL TOVONUIKOD 100 TNG YPIMNG TV YoipmV
A/Jena/VI5258/2009 (HIN1)pandemic09-like. Endyel e£00deTepmTIKA AVTICOUOTO KO AVTICOUATO
OV OVOCTEAAOLV TNV ALOCVYKOAANGT| £VOVTL AVTOV TOV LIOTVTTOL. Ol OVTICOUUTIKEG OTOKPIGELS TOV
AVAPEPOVTOL TOPOKATED EXOVV TEKUNPLOOETL G Y0oipovg Ympic avooia untpikng tpoéiegvonc. Ta
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€EOVOETEPOTIKA OVTICAOUATA GTOV 0pO £)oVV aviyveLBel 6To meptocdTEPO 0md T0 75% TV
OVOCOTOUNEVMVY YOIp@V TV NUEPA 7 LETA TNV OPYIKT 0VOGOTOINGN Kol dl0pKOVY GE TEPLGGATEPO
amd 10 75% tav xoipov mive ard 3 uvec. Ta avTicOUATO TOV AVAGTEALOLY TNV OLOCVYKOAATON
&yovv aviyvevbel oto 15-100% TtV avocomomuévey yoipmv Ty NUépa 7 HETE TNV apyikn
avooomoinon kot eEapavioTnkay otny TAciovotnta Tov (Oov péca ot 1 £wg 4 efoopddec.

H amoteleopatikdTnta ToL ePPorion e£ETACTNKE G EPYUSTNPLOKEG LEAETES TPOKANONG GE XOIPOLG
YOPIC AVTICOUOTO UNTPIKAG TPOEAELONC Kol KaTadEl OnKe Evavtt TV akOAovOmV oTEAEYDV:
FLUAV/Hamburg/NY 1580/2009(HIN1)pdm09 (avBpmmivng Tpoéievonc),
FLUAV/swine/Schallern/IDT19989/2014 (HIN1)pdm09 (yoipeiag mpoélevonc) Kot
FLUAV/sw/Teo(Spain)/AR641/2016 (HIN1)pdmO09 (yoipsiog Tpoéievong).
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