DOYAAO OAHT'TQN XPHXHX:
MS-H Vaccine evar@pnpo. 0Q0aAKOV 6TayovmY

1. ONOMA KAI AIEYOGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX [TAPAXKEYHZX I1OY EINAI YIIEY®OYNOX I'TA THN
AINOAEXMEYXH ITAPTIAQN, E©@OXON EINAI AIA®OPETIKOI
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4 Ormond Quay Upper
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Ireland

TTopoymydc vrevbuvog yia TNV areALVOEpPoN TOV TUPTIOMV:

Laboratoire LCV

Z.1. du Plessis Beuscher
35220 Chateaubourg
France

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

MS-H Vaccine gvaidpmpo opOaAUK®v 6Tayovaoy

3. YYNGOEXH XE APAXTIKH(EYX) OYZIA(EX) KAI AAAA XYXTATIKA

Evaiopnuo opforukomv otaydveov
ITopToKOAOKOKKIVO £®G KITPIVAOTO MNUOOPAVES EVOLDPT LA

Mia 06om (30 pl) mepiéyet:

ApOOTIKO GVGTATIKO:

Zovtavé eEacOevnuévo Oeppogvoictnto otédexog MS-H Mycoplasma synoviae, tovdéyiotov 1037
CCU*

*Movadeg oAAOYNC YPDUATOG

AlLo oVOTOTIKG:
Modified Frey’s medium containing phenol red and swine serum

4. ENAEIZH(EILY)

IMao v evepyntikn avocomoinon LEALOVTIK®Y YEVVITOP®V OVATOPOY®YNG, LEAAOVTIKMV YEVVIITOPWOV
KPEOTOTAPUYMYNG Kot LEAAOVTIKAOV YEVWITOP®Y MOTOPAY®OYNG amd TNV nAkica Tov 5 foouddwny pe
okomd N peimon PAAP®V 6TOVG aEPOPOPOLE GAKOVG KAl T Helmon Tov aptfpod afydv pe pun
(QUGIOAOYIKO GYNUOTIOHO KEADPOVG Aoy Mycoplasma synoviae.

"Evapén ¢ avociog: 4 eBoouddes petd tov epfoitacuo.

H dudpxeta g avooiog yia ) peioon PAaPodv 6T00G 0EPOPOPOVS GAKOVG Exel kKaTadel el 0TI dtapket
40 ePdopddeg petd tov eUPoALaGHO.

H dudpxela g avooiog yo T peioon tov aptdpod afydv pe un gueloloyikd oynUatiopd KEADQOLS
dev €yel mpocdroptobel axoun.

12



S. ANTENAEIZEIX

Kopia.

6. ANEINIOYMHTEX ENEPTEIEX
Koapia.

Edv napotnpioete omoladnmote coPapn 1 GAAN avemBOunTn EVEPYELD TTOL OEV OVAPEPETAL GTO TOPOV
@OALO OOMYIDV YPNONG, TOPAKAAEIGHE VO EVIUEPDCETE GYETIKMG TOV KTNVIATPO GUG.

7. EIAH ZQQN

Opvibia.

8. AOXOAOITA T'TA KAGE EIAOX ZQO0Y, TPOIIOX KAI OAOX(OI) XOPHI'HXEHX

O@Baipukr yopfiynon.

Ta opvibia mpémet va epPordlovtot pio popd pe v epoppoyn pio opBodiukn otayova (30 pl) and
v NAkia tov 5 gfdopddmv Kot TovAdyIoToV 5 Efooddes Tptv amd TV Evapén g TepLOdov
®OoToKiog.

9. OAHT'IEX I'A TH XQXTH XOPHI'HXH
Opvidio a6 TV NAkio TV 5 efoopadswv
Mia 66om v 30ul yopnyobuevn pe o@OaAUKY oTayova.

e  Amoyiite apéoms To KheloTo pmovkdia o Oeppokpacio 33- 35°C yua ypovikd ddoTno
10 Aemtddv og Beppootaticd VOATOAOVTPO. MV amoyyete o€ LYNAOTEPT Bepokpacio 1
YLOL LEYOAVTEPO YPOVIKO dLdoTna. XPNCIUOTOLEicTE TO TPOidV 6€ Depuokpacio dwpatiov
(22-27°C) evt6c 2 opmv amd v andyvln. Avauei&te to meplexopevo Tov Proidiov
OVOKIVOVTOG TO OTOAG KaTd T S1dpKeLd TNG amdELYNG. AVOCSTPEYTE ETOVEIAUUEVO TO
QLOAO10 UETE TNV omOWLEN Y10 VO SLUGPUAICETE TIV OLOTOYEVELN TOV EVOLMPTIUATOGS.

o A@oipéoTe T0 CAOVUIVEVIO COPAYIGLO KOl TO EAACTIKO TAOWO TPV YPTCUYLOTOCETE
TAOGTIKO GTAYOVOUETPO 1 A0 BonOnua yopnynone. Xpnouomoteite Pabuovounuévo
otoyovopetpo 1 fornua ywo t xopriynon 30 pl otoydvev tov gpforiov. Amoplyete v
EMYUOAVVGT TOL TTEPLEYOUEVOV.

e Kpomote 10 0pvibio pe 10 KEQAA TOV GTPOUUEVO TPOG TN Hiol TAELPE. AVOCTPEYTE TO
GTAYOVOUETPO 1) TPOETOACTE TO fonOnuo dote va oynuaticdel pio otaydvo 6to dkpo
KoL VoL TEGEL OMOAL GTOV avoryTd 0pOaANS, KOADTTOVTOG OAN TNV EMEAvELD Tov. H
otayova (Tptv amd ™ yopnynon) kot to dkpo AEN mpémet vo akovumodyv Ty enQAaveLd
TOV 0QOAALOV.

To opviBio mpénet va avotyokieicet Ta PAEPAPE TOV TPV TO ATOSEGUEVGETE.

10. XPONOX ANAMONHX
Mnodév nuépec.
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11. EIAIKEX YYNOHKEX ATATHPHXHZ

Na puAdooetor og B6om v onoia dev PAETOLY Ko dgv Tpooeyyilovv Ta TodLd.

To MS-H vaccine npénel vo puAdocetot omd v £€kBeon otov Ao, DVAGGCETE KATEYVYUEVO GE
Oeppoxpacia kdtm TV -70°C Yo péy1eTo Ypovikd dtdotnua 4 etdv. Aeov Bydiete 1o TPOIOV amd T
Babid katdyovén propeite va to puAdEete mepattépw otovg -18°C 1| o kpdTepeg Bepprokpacieg yio
xPOoVIKé dtdotnua £m¢ 4 efoonddmv. To euforio dev mpémet va emavayvyetal o€ Oepuokpaciao -70°C
petd ) evAaé&n Tov otoug -18°C 1 og pikpotepeg Beppokpaciec. Metd tnv amodSuym, xproyLonoteiote

T0 VTG 2 OPOV.

Mnv xpnOIHOTOIEITE HETA TNV MEPOUNViK AENG TOV OVOYPAPETAL OTNV ETIKETA.

12. EIAIKH(EX) TPOEIAOINIOIHXH(EIYX)

Edwkn mpoevAaén yio tn yopnynon ota Lda.:

Na unv ypnoponoteital o€ 0pvifeg KoTd TNV TEPI0S0 MOTOKING Kot KAt TIG 5 €fOoUadEg TPy amd
™V évapén e meptddov wotokiog. Eufoldote dha ta mtrvd tov ocuinvoug v 101 xpovik mepiodo.
Mnv xpnoIHOTTOIEITE AVTIPIOTIKA UE OVTILVKOTAAGLOTIKY Opdor Yo 2 efdouddeg mpv 1 4 efdopadeg
UETE ToV EPPOAIOCHO. e avTA TO, AVTIPLOTIKG TEPIAUUPAVOVTOL TT.). TETPOKVKAIVY], TIOUOVALIVY,
TVAOGTVY], KIVOAOVEG, AIVKOGTEKTIVT), YEVTOLUKIVI 7] LOKPOAILOL.

211G TEPIMTDOGELG TTOV TPETEL VAL YPNGIUOTOMO00V avTIBLOTIKG, TPETEL VO, TPOTYLMDVTOL TAPAYOVTES
YOPIC AVTIHVKOTAAGUATIKY dPAoT], OT®S TeEVIKIAAIVY, apo&ikiddivn 1 veopvkivn. Ta aviifrotikd dev
TPETEL VO, YOPNYOVVTOL KOTA TO XPOVIKO O1AcTN o TV 2 gfdopnadmv petd tov eufoitocud.

o Ilpémel va guPfortalovton udvo cunvn mov dev £xovy avticouato, o€ M. synoviae. O
euPfolacudg twv opvibiov mov dev £govv TpocPAndel and M. synoviae mpémel va
TPOYUATOTOLEITOL TOVAGYIGTOV 4 EBSOUAdES TPV amd TNV avauevOuEVn €kbeon 610
Aowoyovo M. synoviae.

o O veopéc 6pvibeg Tpémel mpaTo va eEetdlovtat yio v vmapén Aoipméng M. synoviae. H
e&étaon yio v vmopén M. synoviae GTO GUAVOG TPOYUOTOTOLEITOL GLUVIO®G LECH TNG
dokung Tayeiag cvykoiinong opov (RSAT) oe deiypata aipotog o omoio e€etalovtan
EVTOG 24 mp®V 0o TN OELYUOTOAN L.

e To otéleyoc tov guPfoiriov umopei va e&amimbel and to epuforacuéva ota, un
eufolacuéva opvidia, meptropfavouévev tov dypiov eldmv. To yeyovog autd pmopel va
mapotnpndet kab '0An ™ didpketo {ong tov gpPoracpévov opvibiov. [pénet va
Aappavovtar 1daitepec TPOPLAGEELS Yo va amopevyOel ) e&dmhmon Tov uPoilakov
OTEAEYOVG OTO GE GAAQ €101 TTNVAV.

e H diGkpion petald tov oteleydv M. synoviae vnd TpoypoTiKéG GUVONKES KOl TV
otedhey®v M. synoviae tov epfoiiov pmopel va tpaypatonombei pe Bdon v ta&vopunon
Hammond 7 pe v avdAiven vyning evkpivelag tov onueiov téng (High Resolution
Melt (HRM)).

e H loipwén amd M. synoviae mpokaiel Tapodikn BTN amdKPIoN OVIICOUATOV GTO
Mycoplasma gallisepticum. Ilapdti dev vdpyovv oyetikd dedopéva, givor mbavov o
guPolacuodg e To gV AOY® TPOTOV Vo, TPOKaAEL EMiong OETIKN omdKPIoT AVTICOUATOV
610 Mycoplasma gallisepticum Ko, ¢ €K TOVTOV, EVOEXETAL VO, EUTOSILEL TNV OPOAOYIKT|
mapoakorovOnon tov Mycoplasma gallisepticum. EQv kpivetan avaykoio, Tepoattépm
Stpoponoinomn Tov 00 0OV LUKOTAACLATOS puopel va TpaypatoromBel pe n xpnon
oAo1d0tg avtidpaong toilvpepdonc (PCR) oe epyactipio. Ta delypota mov propovv
va ypnowomroinfovv oty PCR mepriappavovy emypiopata and taboroyikd onueio 0nmg
N Tpayeia, 1 VIEPOLO GYIGUY, Ol AEPOPOPOL GAKOL 1) Ol ApBPDGELS.
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e To otéleyog tov guPfolriov umopei va aviyvevbel oty ovamveLSTIKT 000 TV 0pVIBimV £1C
Kol 55 gfdopddeg petd tov epfoiacud.

e A&V UTmapYOLV TANPOPOPIEG GYETUKH LIE TNV ACGPAAELN KOL TNV OTOTELEGLATIKOTITO TG
YPNONG TOL €V Ady® gUPoAiov og GVVIVACUO [LE OTOL0OMTOTE GALO KTNVIOTPIKO PAPUAKO.
H amdégaon yio n xopfynom tov v Adym gpoiiov Tpv 1 LETA Ao TN YOp1ynon
0TO100NTTOTE GALOL KTNVIATPIKOD PapUAKoL Ba Tpémel v AapuBAaveTol KoTd Tepintmon.

o Mnv avaperyvdeTe pe GALN KTVIOTPIKE POPUAUKEVTIKH TPOTOVTA.

Idwitepeg mpouAdEeic mov mpémel vo AouBdvovTal ot To ATOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPULOKEVTIKO TTPOoidV oe LMoL

o Dopdte TPOOTUTEVTIKA EEOTAICUOG OO TPOSTATEVTIKG YAVTLOL KO YOOALL OCQOAEING V1o
VO ATOPUYETE TPOVUATIGLO TOL OEPUATOC KOl TV OQOUALMY TOL EVOEYETAL VA, TPOKVLYEL
OO TOV YEPIOUO TOV TOYOUEVOV PLUADV.

o g mepintmon mov to eRPOiio EABeL o€ emap1] KATA AABOG Le TOVG 0POBAALLOVC, EETAVVETE
KOAG e vepo To LATLO KO TO TPOCMTO Yol VO, AmoPUYETE TV avtidpaon ota
GLOTOTIKA TOV HEGOV KOAAEPYELNG.

13. EIAIKEX ITPO®YAAZEIX AITIOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITIO TH XPHXH TOY IIPOIONTOX

YopuPovievbeite Tov kKTNViaTPOd GG Y10 TOV TPOTO ATOPPIYNC TOV YPNCILOTOMOEVTOV Pappdkwy. Ta
HETPOL ALTA OTOCKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN XPHXHX

Aentopepeic TAnpoopieg yio 10 Tapdv mPoidv dratifevtol oTov dikTvaKd 1010 ToV Evpomaikod
Opyavicpod @oppdkev (http:/www.ema.europa.cu).

15. AAAEX ITAHPO®OPIEX

Mhaotikny erédn LDPE 30 ml (1000 866¢1g) pe tdpo eEAAcTIKOD BOVTIAMOL GOPAYIGUEVO e KAAV L
oAovuviov.

ApOpég KAK: EU/2/11/126/001

Noa yopryeitatl Lovo pe KINVIOTPIKE GLVTAYY.
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