ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MS-H Vaccine o@8aApoppvikd evardpnuo

2. MOIOTIKH KAI MOXOTIKH XYNOEXH

ApuocTIKG(G) cveTOTIKO(G):

Mia 06om (30 pl) mepiéyet:

E&acOevnuévo Oeppogvaictnto Lovtavd otédeyoc MS-H Mycoplasma synoviae, tovhéyictov 10>
CCU*

* Movadeg ailayng ypopotog (CCU)

"Exooya:

Moocotuki cvvOesn av o1 TANPOPOPiEg AVTEG
givan oNUOVTIKEG Y10 TN 6OGTI LOP1Y1|6T] TOV
KTNVIOTPLKOU QUPRIKEVTIKOV TTPOIOVTOG

owotiki) 6UvOEGT EKOOYMV KOl GAL®OV
GUGTUTIKADV

Modified Frey’s medium containing phenol red
and swine serum

[MoptokaAokOKKIVO £®G KITPIVOTO MUISIAPOVO EVOLDPT L.

3. KAINIKEX MAHPO®OPIEX

3.1 Eion {oov

Opvibia.

3.2  OgpamevTikég gvosicelg Yo kG0e gidog {Oov

IMa v evepynTiky avoGoToiNGT LEALOVTIK®Y YEVVNTOP®V KPEOTOPAYWYNC, LEAMOVTIKAOV YEVWNTOP®V
QVYOTTOPUYMYNG Kol LEALOVTIKGOV 0pvifv avyomapaywyng amd tnv nAkia tov 5 efdouddwnv pe
oKomd T peimon PAAB®OV 6TOVG 0EPOPOPOLE GAKOVG KOl T pelmon Tov aptBpod offydv pe pun
(QVOIOAOYIKO GYNUOTIGUO KEADPOVG AOYw Mycoplasma synoviae.

Eykatdotaon avociog: 4 eBdouddes petd tov epPfoAlacuo.

Aldpkelo g avooiog yio ™ peiwon PLapdv otoug aepopodpovg odkovg: 40 efoopdadeg petd tov
gupoiacpd.

Aldpkela g ovooiog yio T Heimon Tov aptBpod afymdv Pe Un GUGIOAOYIKO GYNUATICUO KEADPOLG:
dev &yel e&axpiPmbet.

3.3  Avrevositeg

Koapia.

BA. eniong mopdypoaeo 3.7.

3.4 E01kéc mpoEtdomoncELS



Mnv xpnoiLUoTOoLEiTE OVTIPIOTIKA LE AVTIHVKOTAOGLOTIKY dpdor Yo 2 efdoudoeg mpv 1| 4 efoouddeg
UETE TOV EPPOAIOCHO. e aVTA TO, AVTIPLOTIKA TEPIAAUPAVOVTOL TT.). TETPOKVKAIVY], TIOUOVALIVY,
TUAOGIVT), KIVOAOVEG, AIVKOGTEKTIVT|, YEVTALKIVI] 1] LOKPOAIDLL.

211G TEPIMTDOGELG TTOV TPETEL VAL YPNGIUOTOM 00V avTIBLOTIKG, TPETEL VO, TPOTILMDVTOL TUPAYOVTES
YOPIG AVTIHVKOTAOCUATIKT 0pAoT|, OTTME TEVIKIAAIVY, apo&tkiAhivn 1 veopvkiv. Ta avtifrotikd oev
TPEMEL VAL YOPTYOVVTOL KATE TO YPOVIKO dtdoTnia Tov 2 fdouddmv PETA ToV EUPOAacuO.

Na gpportdlovtar pévo vym Coa.
3.5 Idwitepeg mpopuraierg Katd T yp1on

Id1oitepeg mPoPLAGEELC Yo TNV aoc@oAN ¥pnon oto £i0n Comv:

O)la ta opviBio Tov cpnvovg/opviBotpogeiov mpémet va epfoidlovtor Ty id1a ypovikni mepiodo.
[pénel va epPforidlovtal Lovo Ta SUVN TOL OEV £YOVV AVTIICONOTO KOTd Tov M. synoviae. O
euPforacuodg tv opvibiov mov dev £xovv TpocPAndel and M. synoviae TPEMEL VO TPAYLLATOTOLEITOL
TOVAdYIGTOV 4 €BOOUAdEC TPV ATtd TNV avauevopevn ékBeor 6To Aoloyovo M. synoviae.

Ot veapég 0pvibeg mpénel mpdta va egtalovat yia v vmoapén Aoipméng M. synoviae. H g€étaon ya
mv Omapén M. synoviae 6to GUNVOG TpaylaTonotlEital cuvi OGS LEGH Mag EUPESNG SLOYVOGTIKNG
peBddov [m.y. g dokung tayeiog cuykdAAnong opov (RSAT) 1 g ELISA] og delypata aipotog to
omoia g&etdlovtal evidc 24 wpav amd T detypoatoAinyio. H e€étaon péom pog dpeonc SloyvooTikng
ueboddov (m.y. PCR) yio v dmapén M. synoviae givor Tpotinotepn A0ym Tov ¥pOVOL TOV OTOLTEITOL
Y10 TNV OPOLETOTPOTN LETA TN AoipmEn.

To epPoriokd otéheyoc pnopet va eEamhmbel and Ta epuPforacpéva ota pun epupforlacuéva opvidia,
weprhapfoavopévev tov dyplov edav. To yeyovog avtd pumopel va tapatnpndel kad' 6An m didpkela
Cong Tov epportacuévou opvibiov. Ipéretl vo Aapfdavovtal Wiaitepeg TPo@LAALELS Yo va omo@evyDet
N e&aniwon Tov euPforiakol oTeAEXOVG e GALN E10T TTNVAOV KO EIVOL OTLLOVTIKO OA0 TO 0pvibia TOV
ounvovg/opviBotpopeiov va givar eufollacuéva.

To epPoriokod otéheyog pmopei va aviyvevbel oty avamvevotiki 086 Tev opviBiov éoc Kot 55
ePoopdoeg petd tov epPolaco.

H didkpion peta&d tov oterexmv M. synoviae viod TpoylOTIKEG GUVONKES KoL TOV OTEAEY®DV M.
synoviae Tov euforiov pumopel va tpaypatonombei pe faon v ta&ivounon Hammond 1 pe myv
avéivon vyning evkpivelag tov onueiov téng (High Resolution Melt (HRM)) ce epyactipro.

H Xolpwén and M. synoviae npoxodel mapodik| OeTikn andkpion aviicoudtov oto Mycoplasma
gallisepticum. Iapoti dgv vdpyovv oyetikd dedopéva, givar TBavov o euPoAlacpog Pe To eV AOY®
Poiov vo mpokaiel eniong Betikn andkpion avticoudtwv oto Mycoplasma gallisepticum ko, ®g €k
TOVTOV, eVOEYETOL VO EUTOdILEL TNV 0poAOYIKT TTapakoiovdnem tov Mycoplasma gallisepticum. Edv
KkpOel avaykaio, TEPUITEP® S10POPOTOINGT TOV dVO EWMV HVKOTAAGLOTOC UTOPEL VO,
Tpoypatomoindel pe tn gpron aAvcedmtig avtidpacng tolvuepdong (PCR) og epyactipro. Ta
delyparta wov pmopovv va ypnoomrombovv oty PCR mepthapfdvovv emypiopata ond taboroyucd
onueia 6mwg M Tpayeio, 1 LIEPDIL GYIGLT, Ol AEPOPOPOL GAKOL 1) Ol ApBpPADCELS.

Idwaitepeg Tpo@uAGEELS TOL TTPémel vo Aapdvoviol ard To GTOLO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPoidy oe LMo

IIpémet vo xpNGILOTOLEITOL TPOGTATEVTIKOC EEOTAICUOG OO TPOGTOTEVTIKA YAVTIO KO YOUALY
UCQOAEING KOTA TNV ETOQT LLE TO KTNVIOTPIKO QUPUOKEVTIKO TPOIOV.

e mepinton mov o UPOAto EABeL oe emapn koTd AEOOG pe Tovg 0@BaA0VC, EemAVvETE KOAG LLE
vepo Ta LATIO KOIL TO TPOCMOTO Y10 VO, AToPUYETE TOOVH OVTIOPOGT) OTA GUGTUTIKA TOV LEGOV
KOAMEPYELNG.

[d1aitepeg TPOQLAGEELS Y10 TNV TPOOTAGIO TOV TEPPAAAOVTOC:

Agv 1oyVeL.



Allec Tpo@uAldEeic:

Agv 16y0EL.

3.6 AvemOountao copfavra

Opvibua:

Agv glvar yvoo10 Kaveéva.

H avagopd avembountov coppdviov eivar onpavtikh. Exttpénet tn cuveyn mopokorlovdnon e
0oQAAELNG EVOC KTNVIATPIKOD PAPLOKEVTIKOD TPOIOVTOC. Ol avapopEg TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT LECH KTNVIATPOV, E(TE GTOV KATOYXO TNG AOELNG KUKAOPOPING 1) GTOV TOTIKO AVTITPOCMTO
ToV gite oV €Bvikn apudda apyn LECH TOL EBVIKOD GLGTHKOATOG AVOPOPAS. AvatpéETe 6To POAAO
001 YLDV YPNONG YO TO, OVTIGTOL(O GTOLXEID ETKOVOVING.

3.7 Xpion katd TNV KONG61), TN YoAov)ia 1] TNV ®OTOKIM

Hmvé o€ mepiodo wotokiag:

Na unv yopnyeital o€ Tnva og mepiodo wotokiag Kot evtog S fdopddmv mpv amd tnv Evopén e
TEPLOOOV MOTOKING,

3.8 Alniemidopaon pe ALY QUPNOKEVTIKA TPOTOVTO KAl AALES HOPPES UAMAETIOPAGTG

Agv VIapYOVY TANPOPOPIES GYETIKA [LE TNV OCPAAELD KO TNV ATOTEAEGLATIKOTNTO OO TN XPNON TOV
gv AOY® gufoAiov pe 0mo10dNToTE GANO KTNVINTPIKO Pdpuaxo. H amdpaot yio T yopnynon tov v
AOY® epforiov mpiy amd 1 HETA TN OPTYNOT OTOIOVINTOTE GAALOV KTIVIATPIKOV POPUAKOV, TPETEL VOL
Aoppdveton katd mepinToon.

3.9 Oodoi yopriynong ko d0coroyio

O@Barpoppvikn evaTdAlaén.

Opvibio omd v nuxkio Tv 5 gfdouddwv

Mia 66om 30 pl yopnyobuevn pécm e o@OaALOpPIVIKTG 000V.

Amoyvte apéomg 1o KAEoTO PLoridio og Beppokpacio 33-35 °C yia ypovikd dtdotnua 10 Aentdv og
Oeppootatid VoaTOAOVTPO. MV amoyByete o€ LYNAOTEPT Bepokpacio 1 Yo LEYAADTEPO YPOVIKO
dtdotnua. Xpnooronote To Tpoidv og Beppokpacio dopotiov (22-27 °C) evidc 2 @pdv amd v
amoyuén. Avapeite To TEPLEYOUEVO TOV PLOUALSIOV OVOKIVAOVTOG TO TOAG KOTA TN SIOPKELR TNG
anoYvEne. Avactpéyte ETAVEUUEVA TO QLOAISIO HETA TNV AOYVEN Y10 VO Sl0CPAAGETE TNV
OLLOLOYEVELDL TOV EVOLOPTLOTOG,

AQapéoTe TO AAOVUIVEVIO GPPAYICUN KOl TO EAAGTIKO TMLO TPV YPTCLLOTOIGETE TAUCTIKO
GTOYOVOUETPO 1 GAAO BonOnpa yopiynons. Xpnoomoteite fabpovounévo oTayovoueTpo 1
Bondnua yio tn xoprynon 30 ul otayévev tov gpPoriov.

Amoplyete TV EMUOAVVOT| TOV TEPLEYOUEVOD.

Kpatote to opvibio pe 10 ke@GAL TOL GTPAPUEVO TPOG TN pio TAELPE. AVAGTPEYTE TO GTAYOVOUETPO
N TpogToudote To fondnua dote vo oynuoticbei pio otoydva 6To dKpo Kol vo TEGEL AmaAd GTOV
avoytd 0eBuAd KaAdTTOVTOG OAN TV empdveld Tov. H otayova (mpv amd tn yopnynon) Kot to
GKPO eV TPEMEL VO AKOVUTTOVY TNV ETUPAVELD TOV OQOUALOV.

To opviBio mpénet va avotyokieioet Ta PAEPAPE TOV TPV TO AMOSEGUEVGETE.



3.10 ZvprtOpote VIEPIOGOA0YINS (KUl KUTA TEPITTMON, HETPU AVTINETOTIGNS KOl AVTIOOTH)

Kopia avemBountn evépyeta dev £yl mopatnpndel petd tn yopniynon 8mtidciog d6ong.

3.11 Ewwoi mepropiopoi (p1)ong Kot E01KEG cuvONKeg ypions, copmepriapfavopévey
TEPLOPLOUAOV GTI] YP1GT] OVTLUIKPOPLOKAOV KAl OVTITAPUGLTIKAOV KTNVIITPLKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VU, TEPLOPLOTEL 0 KIVOVVOG avVATTVUENS UVTOYNS

Agv 16y0eL.

3.12 Xpoévor avopovig

Mndév nuépec.

4. ANOXZOAOTI'IKEX TAHPO®OPIEX
4.1 Kaoodwkog ATCvet: QI01AE03

To euPorio Tpokadel evepynTiKy 0vocomoinom katd Tov Mycoplasma synoviae 6€ KOTOTOVAO.

5. ®APMAKEYTIKA XTOIXEIA

5.1 Kopieg aooppatotnreg

Noa pnv avoperyvoetat pe QA0 KTNVILTPIKO PAPLOKO.

5.2 Awpkero Long

Avgpreta {ONG TOL KTNVINTPIKOV QOPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUOKELOGIN TAOANCNG: 5
SATlg'pKam Cong petd v amOYLEN KO TO TPMTO AVOLYLLO TG CTOLXELDOOVS GUCKEVAGING: 2 MPEG.

5.3 Iowitepeg Tpo@uratels katd T UAAEN TOV TPOIOVTOG

Na pvidooetal oty Katdyvén o Beppokpacio katm tv -70 °C yio péyioto ypoviko ddotnua 5
SAT(([?c\)/D Bydiete T0o mpoidv amod ™ Padid KoTdyvén uropeite va 1o puAGEETe TEPATEP® 0TOVG -18 °C 7
0€ LKPOTEPEC BepLoKpacies Y10 xpoviKd Stdotnue £mg 4 efdopdadwv. To euforio dev Tpémel va
emovayvyetal o€ Beppoxpacio -70 °C petd tn eoAaEN Tov otovg -18 °C 1 68 pikpdtepeg
Oepuokpaoiec.

Na pvAdooetal TpooTaTeLUEVO amd TV kBeom GTov NAL0.

5.4 ®von ko 6VUVOEST TNS GTOLYELDIOVS CVGKEVUGING

Maotikn erédn LDPE 30 ml (1000 666¢15) pe oo EAAcTIKOD POVTUAIOD GOPUYICUEVO LUE KAV LU0
aAovpviov.

5.5 Ewwkég mpo@uiaiers amoppiyng vog Un P1cLoTotn0EvTog KTNVIOTPIKOD QUPRIKEVTIKOD
TPOIOVTOG 1] GALOV VAKOV TTOV TPOEPYOVTUL AT T1) YP1]C1 TOVL TPOIOGVTOGS, AV VITApP) oLV

Ta papuake dev TPETEL VA ATOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUKOV OTOPANTOV.

XP1MGLLOTOMGTE TPOYPALLLOTO EXLGTPOPNS PAPUAKOV Y1 TV OTOpPLYT 1N XPNoponomBévimv
KTNVIOTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V TOV TPOEPYOVTAL OO TN YPNOT TOVS
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COUQ®VA, LLE TIG TOTIKEC OMOLTNOELS KOl LLE TUYOV €0VIKA GUGTHLOTO GUAAOYNG TOL IGYVOVY Yid TO,
GYETIKA KTNVINTPIKE QAPLOKEVTIKA TPOTOVTO.
6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Pharmsure Veterinary Products Europe Limited

7. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/11/126/001

8. HMEPOMHNIA ITPQTHY EI'KPIXHX
Huepounvia Ing éykpiong: 14/06/2011
Hpepounvia televtaiog avavémong: 17/05/2016

9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

{MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Na yopnyeitor pévVov pe KTNVINTPIKT GUVTOYT.

Agntopepeic TANpoeopieg Yio 10 v AOY® KTNVIATPIKO QOPUAKEVTIKO TPoidv eivan dabéoipes otn fdon
dedopévav g EE yua to kenviatpikd wpoidvta (https://medicines.health.europa.cu/veterinary).



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

ITAPAPTHMA 11

AAAQOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

Kavévoag






ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH

10



YHMEIQXH: Aev vrdpyetl eEmtepikiy cuoKevLAGIN

EAAXIETEX ENAEIZEIX IIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAAHX LDPE

1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

MS-H Vaccine

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYZIQN

1.000 d60¢1g

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBpog}

‘ 4. HMEPOMHNIA AHEHX

Exp. {up/ecee}

11



B. PYAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

MS-H Vaccine o@Baipoppivikd evoimpruo

A YvvOeon

Mia 66om (30 pl) mepiéyet:

ApPUSTIKO GVGTUTIKO:

Zwvtavd eEacOevnuévo OeppogvoicOnto otédexog MS-H Mycoplasma synoviae, tovdéyistov 1037
CCU*

*Movadec oAAOYNC YPDUATOG

"Exooya:
Modified Frey’s medium containing phenol red and swine serum

[ToptokaAokOKKIVO £®G KITPIVOTO MUIIAPOVO EVOLDPT L.

3. Eion Loov

Opvibia.

4. OepamevTiKég evosielg

IMa v evepynTiKn avocomoinon LEALOVTIK®Y YEVVIITOP®V KPEOTAPAYMYNGS, LEALOVIIKQOV YEVVITOP®V
CQLYOTOPOYMYNG Kol LEAAOVTIKGOV 0pviBwv avyomapoywyng amd tnv nikia tov S eféouddwnv e
oKomd T peimon PAAP®V 6TOVG EPOPOPOLE GAKOVG KAl T Helmon Tov aptfpod afydv pe pun
QLGLOAOYIKO GYNUOTIGHO KeEADPOoLS AMdym Mycoplasma synoviae.

Eykatdotaon avociog: 4 efdopddeg petd tov epfoilacud.

Awgpkela g avooiag yo tn peioon PAafdv 6Tovg agpopopovg cdkovs: 40 efdouddeg Hetd tov
guforacud.

Algpkela g avooiag yio T peimon Tov aptipod afymv He un pUGIOAOYIKO GYNUATIGUO KEADPOVG:
dev el e&axpiPmOet.

5. Avtevoeigeag

Koapia.

6. E101kéc mpoE1domomoels

Mnv xpnOIHOTOIEITE AVTIPIOTIKA UE OVTILVKOTAAGLOTIKY Opdor Yo 2 efdouddeg mpv 1 4 efdopadeg
UETE TOV EPPOAIOGHO. e avTA TO, AVTIPLOTIKG TEPIAUUPAVOVTOL TT.). TETPOKVKAIVY], TIOUOVALIVY,
TUAOGIVT), KIVOAOVEG, AIVKOGTEKTIVT], YEVTALKIVI] 1] LOKPOAIDLQL.

2TIG TEPIMTMGELS TOV TTPEMEL VOL YPNGLLOTOM B0V avTIBloTIKE, TPETEL VO TPOTLLDOVTOL TOPBEYOVTES

YOPIG AVTIHVKOTAOCUATIKT 0pAoT|, OTTME TEVIKIAAIVY, apo&tkiAhivn 1 veopvkiv. To avtiflotikd oev
TPETEL VA, YOPNYOVVTOL KOTA TO YPOVIKO O1AcTNe TV 2 fdopadmv Petd tov epfoitocuo.

13



Id1oitepeg mPoLAGEELC Yo TNV ac@oAN ypnon oto £i0n Cowv:

O)a ta opvibia Tov opnvoug/opviBotpoeiov tpémel va epfortdlovratl Ty 1010 ¥poviKn
nepiodo.

IIpénet va epforralovror udvo ocunvn mov dev £xovv aviiomuato oe M. synoviae. O
euPfolacudg tv opvibiov mov dev €xovv TpocsPAndel and M. synoviae mpémel va

TPy LLOTOTOLEITOL TOVAGYIoTOV 4 EBd0pAdES TPtV amd TNV avapevouevn ékbeon 610
Aowoyovo M. synoviae.

O veapég 0pvibeg mpénel mpdta vo e&gtalovtat yia Ty vmopén Aoipwéng M. synoviae. H
e&étaon yio v vmopén M. synoviae GTO GUAVOG TPOYUOTOTOLEITOL CLUVIOMG LECH LG
éupeonc doyvooTikng uedddov [m.y. tng dokiung tayeiog cvykdAAnong opov (RSAT) 1 g
ELISA] og delypata aipatog to onoio e&etaloviat evidg 24 mpdv o T Oy LoTOAN Wi,
H e&étaon péoom pog dpeong dwoyvootikng uedddov (m.y. PCR) yio v dmapén M.
synoviae gtvor TPOTIUOTEPT] AOY® TOL YPOVOL TOV GTTCLTEITOL Y10l TNV OPOUETOTPOT LETA TN
Aotipmén.

To euPortokod otéleyoc umopei va e€amhmbel and to epPfoAtacuéva ota pn euPforlacuéva
opvitha, meprhapfovopévev Tmv dypliov ewav. To yeyovog avtd propel va mapatnpndet
Ka '0An T dudpkela Long Tov gpPortacuévov opvibiov. [pénet va Aappfdvovton
Wwoitepeg TPoPLAGEELS Yo va amopevydel 1 e€dmimon Tov eufollokod GTEAEYOVS O
Ao gi0M TIVAV Ko ivar onpoavtikd 0Aa to opvidia Tov cunivovc/opvibotpopeiov va
glvan epPfolacpéva.

H dudkpion peta&d tov otereydv M. synoviae vid TpayloTIKEG CLVONKES Kot TV
oteley®v M. synoviae tov euforiov pmopel va mpaypatonombei pe faon v ta&ivounon
Hammond 1} pe v avdAiven vyning evkpivelag tov onueiov téng (High Resolution
Melt (HRM)).

H Xolpwén and M. synoviae mpokael mapodikn OETIKN OmTOKPIOT AVTICOUATOV GTO
Mycoplasma gallisepticum. Ilapdti dev vdipyovv oyetikd dedopéva, givor mbavov o
guPolacudg e To gv AOY® TPOlOV Vo, TPOKaAEL Emiong OETIKN 0mdKPIoT OVTICOUATOV
o010 Mycoplasma gallisepticum Ko, ¢ ek TOVTOV, EVOEXETAL VO, EUTOSILEL TV OPOAOYIKY|
mapoakorlovOnon tov Mycoplasma gallisepticum. EdQv kpivetan avaykoio, Tepottépm
dlopopomoinem TV 600 WOV LUKOTAACUATOG UTOPEL VO TparypatomomBel pe ) ypnon
oAvo1dtg avtidpaong toilvpuepacnc (PCR) oe epyaotipro. Ta delypota mov propovv
va ypnoworoinfovv oty PCR mepriappavovv emypiopata and taboroyikd onueio Onmg
N TpayEin, N VTEPDLO GYIGLT, Ol AEPOPOPOL GAKOL 1] Ol APOPDCELS.

To otéheyog Tov gpPoriov pmopet va aviyvevBel TNy avarveuotikn 000 TV opvibBioy £mg
Kot 55 efdopddeg Hetd tov eUPOALaGHO.

Idwitepeg mpouAdéeic mov mpémel vo AopuBdvovtal omtd To ATOUO TOL YOPNYEL TO KTNVIOTPLKO

QOPUOKEVTIKO TTPOidV o {ma:

IIpémet vo xpNnoIOTOLEITOL TPOGTATEVTIKOG EEOMAIGUOG ATO TPOCTATEVTIKA YAVTLOL KO
YOOALE 0oQOAEIOG KOTE TNV ETOQT UE TO KTNVINTPIKO QOPUOKEVTIKO TPOTOV.

e mepintwon mov o pPorto EABel oe emapn kotd AdOog e Toug oeBaAolg, EemAvvete
KOAQ e vepPO Ta LATLOL KO TO TPOCMOTO Yo VO, AoPUYETE v avtidpacn ota
GLOTOTIKA TOV HEGOV KOAAEPYELNG.

IItnvé o€ mepiodo moToKioC:

Na pnv yopnyeiton o€ mtnvd oe mepiodo motokiog kot eviog 5 efdouddwv mpv amd v Evapén g
EPLOG0L MOTOKING.

AMNAETIOPOOT) UE QALD QOPUOKEVTIKG TPOTOVTO. KOl GAAEC LOPQEC OAANAETIOPOONC:

Agv VIAPYOVV TANPOPOPIES GYETIKA [LE TNV OCPAAELN KOl TNV OMOTEAEGILATIKOTITO OtO TNV YP1|OT| TOV
&v AOY® gpfolriov pe 0mo10dNToTE GALO KTNVINTPIKO Pdppoko. H ardeaon yuo T xopfynomn tov gv
AOY® epforiov Tpiy amd 1 HETA TN YOPTYNOT OTOIOVINTOTE GAAOV KTIVINTPIKOV POPUAKOL, TPETEL VO,
AapPavetal kotd mepinTmon.

Yrepdocoroyia:
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Kopio avemBountn evépyeta dev €xet mapatnpnbei petd m yopnynon 8nidcioug d6ong.

Kvpiec acvpfatdreg:
Noa unv avoperyvoeTal PHe GAAO KTNVIATPIKO PAPUAKO.

7. AvemOdpunta cvppavra
Opvibua:
Agv glval yvootd Kavéva.

H avapopd averBountov cuoppdviov sivor onpovtikn. Emttpénet ) cvveyn topakolovdnon g
AoQUAELNG EVOG TTPOTOVTOC. EAV Topatnprioete 0mo1adnmoTe OvVETIOOUNTI EVEPYELD, KOO KOL OV OEV
AVAQPEPETOL GTO ECAOKAEIGTO PUALO 0ONYIDV ¥PNoNG N AUPPAALETE Yi0 TNV OTOTELEGUATIKOTITO TOV
QopUAKOV, TAPOKAAEIGOE VO ETIKOIVOVIGETE, KATAPYAGS, LE TOV KTVIaTpd coc. Mmopeite emiong va
OVOQEPETE OTOLOONTOTE AVETIOVUNTO GUUPAVTO GTOV KATOYO TNG AdEL0G KUKAOPOPIOG 1| GTOV TOTIKS
OVTITPOGHOTO TOV KATOHYOL TG AOELNG KUKAOPOPING YPNCULOTOIDVTUS TO GTOLXELN EMKOVOVING GTO
TEAOG ALTOV TOL PVLALOL 0NV YPNONG, N LES® TOL €BVIKOD GG CLGTHUATOC OvVaPOPAS: {oTotyeia
€0VIKOO GLGTAUATOG AVOPOPAC).

8. Aocoloyia Yo ka0 €100, TPOTOS KU 0001 YOP1YNONS
OpBoALOpPIVIKT EVOTAAAGED.

Ta opvibia mpémet va gpPoidlovion pio eopd pe v epapuoyn piog otaydvag (30 pl) and v
nAwio v 5 efdouddwV Kot ToLAAYIeTOV S EBdoUddeg TPy amd TNV Evapén TG TEPLOG0L MOTOKING.

9. Oonyieg Yo T 6T Lopiynon
Opvida a6 v nhxkio Tov S efoopddov
Mia 06on v 30 pul yopnyoduevn pécm e 0POUALOPPIVIKNG 000V,

o  Amoy¥&te apéocwng o KAEIOTA pmovkdAla o€ Oepuokpacio 33-35 °C yia ypoviko d1aotnua
10 Aemtddv og BeprooTatiKd LOATOAOLTPO. MV amoyvyETE GE LYNAOTEPT BepLokpacial
Yl LEYOAVTEPO YPOVIKO SLACTN . XPTGULOTOOTE TO TPOidV G€ Bepokpacio dmpatiov
(22-27 °C) &v10¢ 2 opdv amod v andyoén. Avauei&te To mepleydpevo Tov ProAdiov
OVOKIVAOVTAG TO oAl KOTA TN O1dpKeLla TG amdWuing. AvaoTpéyTte EmavEIMUUEVA TO
QLOA10 PETE TNV omOWLEN Y10 VO SIUGPAAICETE TIV OLLOIOYEVELD TOL EVALMPTILATOG.

o AQaipEoTe TO OAOVHIVEVIO COPAYIGLLO KOL TO EAAGTIKO TMLA TPV YPNCULOTOGETE
TAOGTIKO GTOYOVOUETPO 1) GAAO BonOnua yopiynone. Xpnoonoteite Pabpovopunpévo
otayovouetpo i fordnua yio ™ yopnynon 30 ul etaydovaev tov epforiov. Amoehyete tnv
EMUOALVON TOV TEPLEYOUEVOU.

e Kpomote 10 0pvidio pe To KEQAA TOV GTPOUUEVO TPOC TN Uia TAEVPE. AVOCTPEYTE TO
GTOYOVOUETPO 1) TPOETOHAGTE TO o Onua dote va oynuaticdel pia otoydvo 6to dKpo
KOl VO, TTEGEL OTOAG GTOV avolyTO 0QOUAUS, KOAVDTTOVTOC OAN TNV EMPaveELd Tov. H
otayéva (tpv amd ™ yoprynon) kot 1o dxpo AEN mpénet va akovumovy Ty enpdveia
oL 0PBAALLOD.

To opviBio mpénet va avoryokAeioet Ta PAEPAPE TOV TPV TO AMOSEGUEVCETE.
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10. Xpodvor avapoviig

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na puAdooetor o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

Noa puAdooetal TPOGTUTEVUEVO amtd TNV £kBeoT GTOV NAL0.

Na puAdooetor oty Katdyoén o€ Beppokpacio kdto twv -70 °C yia HEY1eTo ¥POoVIKO ddoTno

5 e1dv. Apob PBydrete 1o TPoidv amd T Pabid katdyvén propeite vo 10 QUAGEETE TEPALTEP® GTOVG -
18 °C 1 o pukpdtepeg Beppokpacicg yio ypovikod dtdotnua £0¢ 4 fdopddmv. To spPfoiio dev mpénet
va enavayvyetal o€ Beppokpacia -70 °C petd ™ eoiaén tov otovg -18 °C 1| 6€ [KpOTEPES
Oepuokpaoiec.

Metd v amdyvén, ¥PNOILOTOGTE TO EVIOC 2 WPOV.

No pn ¥pnoLHomotEital anTd T0 KITNVINTPIKO QOPUOKEVTIKO TPOIdV LETA TNV NUEpounvia ANENG mov
avaypdeetol otny etikéta puetd to Exp. H nuepounvia Anéemg cvpmintel pe tnv tekevtaio nuépa Tov
GUYKEKPLUEVOL U VOl

12. Ewwkég mpo@urdiers amoppryng

Ta papuaxo dev TPETEL va. OmMOPPITTOVTOL HECH TV AVUATOV.

XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAKOV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVG
GUUPMOVE, LLE TIG TOTIKEG AOITNOELG KOl LE TUYOV 1oybovTo eBvikd cvotiuate cuAloyne. Ta pétpa

OVTE OTOGKOTOVY GTIV TPOGTAGIO TOL TEPPAAAOVTOC,.

Svppovievbeite Tov kNviaTpd GG Y10 TOV TPOTO ATOPPLYTG TOV YPNCIUOTOMOEVTIOV QapUAK®Y.

13. Toe&vépunon TOV KTNVIETPIKAV QUPUIKEVTIKOV TPOTOVTMOV

Na yopryeitar LOvov pe KTNVIOTPIKE GUVTAYT).

14. Ap1Opoi o105 KUKAOQPOPIOS KUl GUGKEVUGIEG

EU/2/11/126/001

Mhaotikn erédn LDPE 30 ml (1000 866¢15) pe Topa eAasTikod fouTudion GOpayIopévo e
KéAvpUpo aAovpviov.

15. Hpepounvia tedevtaiog avabe@pnong Tov GUALOV 00NYLAOV YPNGNS
<{MM/EEEE}>

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécies ot
Béon dedopévav g EE yia ta ktnviatpukd tpoidvra (https:/medicines.health.europa.eu/veterinary).
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16. Xtoyycio emkolvoviag

Kéroyoc tne ddsiag kukAopopiac:

Pharmsure Veterinary Products Europe Limited

4 Fitzwilliam Terrace
Strand Road

Bray

WICKLOW

A98 T6H6

Iphavdia

Iapaockevootic vrevhuvoc yia Tnv areAevépwon TV TopTidwV:

Laboratoire LCV

Z.1. du Plessis Beuscher
35220 Chateaubourg
ToAAia

Tomkol ovTITPOoMTOL KOl GTOLYEIO EMKOIWVMVINC Y10 TNV avVaQOpd THavoAoyoueEvVeV avemBouNTov

EVEPYELDV:

T"a omoladnmote TANPOPOPia. GYETIKE LLE TO TOPOV KTNVIOTPIKO PUPLOKEVTIKO TPOTOV, TapakaleicOs
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOE0C KUKAOPOPING.

Belgié/Belgique/Belgien
Vetpharm

Oude Iepersestraat 88
BE-8870 Izegem

E-mail: info@vetpharm.be
Tel: +32 51 3031 00

Penyb6anka buarapus

Rhone Vet Kft.

Budapest, Epitész u. 24
HU-1116

E-mail: rhonevet@rhonevet.hu
Ten: +36 1371 1372

Ceska republika

Rhone Vet Kft.

Budapest, Epitész u. 24
HU-1116

E-mail: rhonevet@rhonevet.hu
Tel: +36 1371 1372

Danmark

Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

TIf: +353 86 1784658

Lietuva

UAB Vetmarket

Nemuno g. 4, Virbaliskiy k., Kaunas
LT-53458,

E-mail: info@vetmarket.lIt

Tel: +370 37 384003

Luxembourg/Luxemburg
Vetpharm

Oude Iepersestraat 88
BE-8870 Izegem,

E-mail: info@vetpharm.be
Tel: +32 51 3031 00

Magyarorszag

Rhone Vet Kft.

Budapest, Epitész u. 24
HU-1116

E-mail: rhonevet@rhonevet.hu
Tel: +36 1371 1372

Malta

Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

Tel: +353 86 1784658
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Deutschland

Gallicare GbR
Leopoldstralie 116
DE-06366 Kéthen,

E-mail: info@avicareplus.de
Tel: + 49 3496 30 99 955

Eesti

UAB Vetmarket

Nemuno g. 4, Virbaliskiy k., Kaunas
LT-53458,

E-mail: info@vetmarket.lt

Tel: +370 37 384003

EArada

EAdviko EALGg AEBE
Meocoyeimv 335

EL-152 31 Xahavdpt, Attiky
TnA: +302130065000
E-mail: contact@elanco.gr

Espaiia

Ceva Salud Animal, S.A.

Avenida Diagonal, 609-615, 9° planta
ES-08028 Barcelona,

E-mail: ceva-salud-animal@ceva.com
Tel: + 34 93 2920660

France

Laboratoire L.C.V.

Z1 Plessis Beucher

FR-35220

Chateaubourg,

E-mail: contact@laboratoirelcv.com
Tél: +33 (0)2 99 00 92 92

Hrvatska

Rhone Vet Kft.

Budapest, Epitész u. 24
HU-1116

E-mail: rhonevet@rhonevet.hu
Tel: +36 1371 1372

Ireland

Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

Tel: +353 86 1784658

Nederland

Vetpharm

Oude Iepersestraat 88
BE-8870 Izegem,

E-mail: info@vetpharm.be
Tel: +32 51303100

Norge

Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

TIf: +353 86 1784658

Osterreich

Gallicare GbR
LeopoldstraBie 116
DE-06366 Kothen,

E-mail: info@avicareplus.de
Tel: + 49 3496 30 99 955

Polska

B4Vet Sp. z o.0.

Ul. Wodna 26, Lubawka, Dolnoslaskie
PL-58-420

E-mail: gabor.kis@B4Vet.com

Tel: +48 728 884 232

Portugal

Ceva Saude Animal

Rua Dr. Antonio Loureiro Borges, 9/9A - 9° A
PT-1495-131 Algés,

E-mail: cevaportugal@ceva.com

Tel: +351 214 228 400

Fax: (+351) 214 228 422

Romaénia

Rhone Vet Kft.

Budapest, Epitész u. 24
HU-1116

E-mail: rhonevet@rhonevet.hu
Tel: +36 1371 1372

Slovenija

Rhone Vet Kft.

Budapest, Epitész u. 24
HU-1116

E-mail: rhonevet@rhonevet.hu
Tel: +36 1371 1372
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Island

Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

Tel: +353 86 1784658

Italia

Boehringer-Ingelheim Animal Health Italia
S.p.a.

Via Vezza d'Oglio-3

IT-20139 Milan,

E-mail: BIAHitalia@legalmail.it

Tel: +39 02 5355821

Kvmpog

Activet

Viomichanias 10D

CY-2671, Agioi Trimithias

TnA: +357 22 591918

@o&:+357 22 591917

Kivntog: +357 99 615105

E-mail: costas.activet@cytanet.com.cy

Latvija

UAB Vetmarket

Nemuno g. 4, Virbaliskiy k., Kaunas
LT-53458

E-mail: info@vetmarket.lt

Tel: +370 37 384003

Slovenska republika

Rhone Vet Kft.

Budapest, Epitész u. 24
HU-1116

E-mail: rhonevet@rhonevet.hu
Tel: +36 1371 1372

Suomi/Finland

Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

Tel: +353 86 1784658

Sverige

Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

Tel: +353 86 1784658

United Kingdom (Northern Ireland)
Pharmsure Veterinary Products Europe Limited
4 Fitzwilliam Terrace

Strand Road, Bray

WICKLOW

IE-A98 T6H6

Tel: +353 86 1784658
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