ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIETIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vaxxitek HVT+IBD mokvo okebaoua Kot S1aAdTNG Y10, TOPOUGKEVT] EVEGLOL EVOIMPNUATOS

2. IMOIOTIKH KAI IIOXOTIKH XYNOGEXH
Kda0e 060om tov epforiov mepiéyet:

ApaoTIKO GVOTATIKOG:

Zovtavog avacvvdvacspévos 106 vHVT013-69, kat’ ehdyiotov 3,6 ¢wg 4,4 logio PFU*
"Exd0y0:

"Exdoyo gs 1 86on
Avoivtng:

AAvTNG gs 1 660

*Plaque forming unit

"Exdoyo:

IHowoTiKi] 60vOEoT EKOOY MOV KOl GALOV GVGTATIK®OV

vkvé okevaopa:

Dimethyl sulfoxide

Dilution medium

AwAvTng:

Sucrose

Casein hydrolysate

Phenol red 1% solution

Salts

[Tokvd oKeDOCHO: OLOIOYEVES EVOLDPTLLOL.

AL0ADTNG: KOKKIVO-TOPTOKOAL d100yEG 1AV L.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eidn ooy

Neooool dpvifag nAikiog pog nuépag kot epPproeopa avyd 18 nuepdv.

3.2  OgpamevTikég evosilelg Yo ka0g gidog Ldov

Mo v evepyntikn avoconoinomn twv opvibwv:

. Mo mv TpoAnyM g BvnTdTTog Kol TV EAATTOCT TOV KAVIKOV GCOUTTOUATOV KOl TOV
aAloidoewv TG vOGov Tov Gumboro.

Eykatdotaon avociog: 2 gfdouddeg
Augpkelo avociog: 9 efdopadeg



o Mo mv eldrtoon g BvnTdTTag, TOV KAMVIKOV CUUTTOUATOV KOl TOV CALOIOCE®Y TNG VOGOV

tov Marek.
Eykatdotaon avociog: 4 nuépeg
Algpkelo avociog: epanag epportacpog etvarl apketdg yio TV TOPOYN TPOSTUGIOG KUTA

™V Kpiown mepiodo.
3.3  Avrevoeitelg
Kopio.
3.4  Ewwkég mposidomonoelg
Noa gppoAtdlovtar povo vym (oa.
3.5 Idwitepeg TPoPuAAGEELS KOTA TN (P1ION)
[Swaitepec TPOELAGEELS Y10 TV 00QaAT ¥pTioT oTa £idn {dwv:
e OAeg TIC S10OKOGIES YOPNYNONG EPapHOovTaL Ta GUVI O HETPO OOTYIOGC.
Q¢ Lovtavo guPoiio, to epPforiaxod otédeyog amofdrietar omd To epPolacuéva TTNVE Kol UTopet v
petadobei otic wdopvibec. Tepapaticodg Eeyyog aGPAAELNS Kot OVAKTNONE TNG AOUOYOVOD dUVOUNG
é0e1&e Ot o euPforiad oTéAEYOG etval acParés yia Tig wddpviBeg. [ap’ dha avtd OpmG, Tpémet va

AQUPBAVOVTOL TO TPOANTTIKA LETPO TTOV OTALTOVVTAL, YL VO AToQEVYDEL 1) AEST 1 EUUEST) EMAPT TOV
euporacuévav opviBiov pe wddpvidec.

[Switepeg mpoLAGEEIC TOV Tpémel va Aapfdvovtol omd To dToLo Tov YopNYEl TO KINVINTPKO
QOPLOKEVTIKO TTPOidV og ma:

Dopéote TPOCTATEVTIKA YAVTLOL KO YVOALA KATA TN S1EPKELW TNG AmOWLENG Kot TG dladikaciog
ovolypHotog Tmv Quotyyov.

AvoiEte TIG PUOLYYEG KPOTMVTOG TEG LE TO XEPL TEVIOUEVO Y10 TNV ATOPLYN THAVOL TPULUOTIGHOD
076 TO OTMAGILO TG PUGLYYOG.

Id10itepec TPOQULAGEELS YO TV TPOCTAGIO TOL TEPPAALOVTOC:
Agv 1oyvet.

3.6 AvemOOunta coppavra

Opvibec:

Agv glvar yvootd Kavéva.

H avaeopd avemBountov copBdvtov eivor onpaviikn. Exitpénel n cuveyn napoakoiovbnon g
OCQAAELNG EVOC KTNVIATPIKOD QOPUAKEVTIKOD TPo1dvTog. Ol avapopés TPEMEL VO ATOGTEALOVTOL, KATA
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG GOE0G KUKAOPOPIAG 1] GTOV TOTMIKO AVTITPOSHOTO
TOL elte oTNV €BVIKN appoddia apyn HECH TOL BVIKOV GLGTANATOS OVAPOPAC. AvaTpéETe GTO PUALO
00N YLDV YPHONC Y10, TA. OVTIGTOLYO GTOLYEIN EMKOVMVING.

3.7 Xpnon katd Tnv KON61, TN Yolovyic ] TV ®OTOKIN

No unv yopnyeiton 6€ TTNVA OVOTOPOY®OYNG KOL GE TTNVA G TEPT0O0 MOTOKING.



3.8  AlMniemiopacn pe GALO QUPUOKEVTIKA TPOTOVTA KAl GAAES HOPPES aAINAETiIOpaONS

TN tnv voddpLa 066:

AroBéoipeg TANPOQOPIEG OYETIKA LE TNV ACQAAELN KOL TNV ATOTEAEGLLOTIKOTITO OTOOEIKVHOVV OTL TO
ev AOY® gufolo umopet va avaperyvoeton pe to eEacevnuéva epufoita tng Boehringer Ingelheim
Kkatd TG vésov Tov Marek, mov wepiéyovv gite to otédeyog Rispens (CVIIER) ite 10 otéheyog
RN1250. Ta opvibia pe pntpikig TpoEAELONG OVTICMUOTA KATd TG vOcov Tov Marek, 6tav
euportalovral pe avopueUyEVO TPOTOVTO, EVOEXETAL VA £X0VV KOOLGTEPNUEVT EYKATAGTACT] OVOGTOGC
Kkatd TG vésov Tov Gumboro.

Eivan d100éc11eg pehéteg ao@AAELOG KOl AITOTEAEGUATIKOTITOGC, Ol OTO1EC OMOSEIKVOOVV OTL TO €V AOYM
eUPoOLo dvvatal va yopnyeitol TNV idta nuépa, y®pPIc va avoperyvoetatl, pe ta eactevnuéva epforia
¢ Boehringer Ingelheim katd tng vooov tov Newcastle kat tng Aouddovg Bpoyyitidag.

Agv VIAPYOVY TANPOPOPIEC GYETIKA LLE TNV ACPAAELD KOL TV OTOTEAEGHLOTIKOTNTA OO TNV
TOVTOYPOVT] PNOT TOL EUPOAIOV LE OTTO0ONTOTE GALO KTNVINTPIKO PAPHOKO, EKTOG TV TPOTOVIMV
OV avaeEpPovTUL Tapandve. H amdpacn yia ) xopynon tov v Aoym gpfoiiov Tpv 1 HETA T
YOPNYNON OTOOLINTOTE GALOV KTNVIATPIKOD QUPUAKOL TPETEL v AAUPAvVETOL KOG TEPITTOOT).

T v in 0vo yopfynon:

AOYOD EMEIYEDS EIOIKOV HEAETMV, KOVEVE, GAAO KTNVINTPIKO QOPUOKEVTIKO TPoidV dev Ba Tpémel va
yopnyeitan TavTdYPOVO LLE TO TPOIOV.

3.9

0doi yopnynong kot docoroyia

Avocbotacn Tov gpfoiiov

Dopéote TPOGTUTEVTIKA YAVTIO KOL YOOALY KATA TNV amdyoén TG eOoTYYog Kol KATd TO
dvorypd tng.

Apapéote amd Tov TEPIEKTN VYPOV aldTOL UOVO TIC PVOLYYEC oV Oa ypnoomoindovy
apécms. Otav 1o Tpoidv autd avoptyvoetol pe o epfoito evaviia otn vocso tov Marek, mov
nepiéyel eite 10 otéleyoc Rispens (CVIIEY) gite to otéheyog RN1250, ko ta 600 Tpémetl va
dtoAvovTal 6ToV 1010 6hKo SLoAvTY.

No amoyOyete TaydTOTO TO TEPIEXOUEVO TMV PLGIYY®OV LE avakivnon og vepod Bepuokpaciog
25°C - 30°C. [Ipoywpnote ouEcmS 6TO ETOUEVO GTASIO.

Mog amoyvyBolhv, avoilEte T PUOTYYES KPOTMVTOG TEG LE TO XEPL TEVIOUEVO Y10 TNV OTOGUYN
TOVOD TPAVUATIGUOD 0TO TO GTAGIO TG PVCTYYOC.

Moig n eOotyya avorydel, avappoPnoTe TO TEPLEYOUEVO TNG IE UIK OTOCTEIPMUEVT] GUPLYYO
Tov 5 ml.

Metagépete 10 TUKVO GKEVAGLO GTO OLOADTN (Vo U yprolponoteitat, edv eivat BoAro).
Avappopnote 2 ml Tov S10A0TH pHEGH GTN GUPLYY.

Hemlovete ) @uotyya pe autd to 2 ml Kot HETA PETAPEPETE TO VYPO EKTAVONC HECOH GTO
dAvTn. Enavaiafete tn dwodikacio Exmivong pio 1 SV0 Qopés.

Eravolapete mv amoyvén, To dvoryua, T UETAPOpE. Kot TIG S1dIKaGIEG EKTAVGNC Y10, TOV
arapaitnto apBud euciyywv, mov Ba avacvotaboldv pésa oto SodvTn: eite 1 POoyya TV
1.000 66cemv guPoriov avd 200 ml dwwdvtn ( 1 eoctyya tov 2.000 d6cewv epforiov ava
400 ml dreAvtn) Yo, vTOdOpLa Yopynomn N 4 evotyyec Twv 1.000 docewv epforiov avd 200 ml
draddtn (M 4 pvotyyeg Tov 2.000 ddcewv guforiov avda 400 ml dreAdtn) yo Ty in 0V
xopfiynon.

To avacvotaféy oo, mov EYEl ETOWOCTEL GOUPOVE LUE TNV TPOOVAPEPOUEVT OAOIKOGIA,
avapryvOeToL Le YT ovadevoT, MoTe va etvot £Tolpo tpog yopnynon. Ilpémnet va yopnynOel
apécmg Hetd v Tpostoluacia (6Ao to avacvotadéy epuforio npémel va yopnynbei uésa oe dvo
mpeg). Avtdg givar 0 AOYOG Y10 TOV 0010 TPETEL TO EVOLDPTLLA TOL EUPoAiov va eToaleTan
apéS®G TPV amd TN XOPNYNOoT TOV.

Aocoloyia
Mia epdmag éveon tov 0,2 ml avé opvibio niiag piog nuépag, vrodopimg.
Mia gpdmag éveon tov 0,05 ml avd eufpvoedpo awyd dpvibag 18 nuepdv, pe in 0Vo yoprynon.



Tpomog yopnynong
To guporio mpémet va yopnyeitar vrodoping M e i OVO yoprynon.

T v in 0VO yoprynom, uropel va ypnotuonotndei avTopaTomomuévn unyavy evécemg avymv. H
oVOoKELT] VTN Ba TPEmet vo amoderyOel OTL TapEyEL L AGPAAELD KO OTOTEAECLATIKG TNV ATOLTOVUEVT|
d001. Oa Tpénel va, akolovBovvtal avaTnpd ot 0d1yieg XPNONG AVTAG TG CUCKELTC.

3.10 ZvprrdOpaTe vVTEPOOGOLOYING (KUl KOTA TEPIATMON, PETPO AVTIHETAOTICNG KL AVTIO0TA)

Agv gival yvooto kavéva.

3.11 Edwkoi Tepropiopoi (p1ons Ko E101kEG GuvONKES ypioNs, cvumepLiappavopuiveov
TEPLOPIGUAYV GT1] Y P11 AVTIIKPOPLIKAV KOl AVTLTUPOUCITIKOV KTIVIOTPLKAOV
QUPUOKEVTIKAOV TPOIOVTOV TPOKELPNEVOD VU TEPLOPIGTEL 0 KIVOLVOG avATTUENG OVTOYIS

Agv 1oy0et.

3.12 Xpovor avapovig

Mnoév nuépeg.

4, ANOXOAOI'IKEXZ IIAHPO®OPIEX
41 Kaodwkog ATCvet: QI01ADIS
Z®VTavo avocLuvOLAcUEVO ERPOA0 KoTA TS VOGoL Tov Gumboro kat katd tng vosov Tov Marek.

To gpportokd otéleyoc eivar évag avacvvovaouévog epmntoidg wddpvibag (HVT), mov ekppdlel To
TPOCTOTELTIKO avTlydvo (VP2) Tou 100 g vosov tov Gumboro (IBDV), otéheyog Faragher 52/70.
To euPoiio dieyeipel ota opvibio evepyNTIKY AVOGIO KOl OPOAOYIKT| OTTOKPIOT) KOTH THG VOGOL TOL
Gumboro kot Katd tng vocov tov Marek.

5. OAPMAKEYTIKA YXTOIXEIA
5.1 Kopieg acopfototnreg

Noa xpnopomolobvTol GTEIPU GKELT, ATOALAYUEVO OVTICTTTIK®OV KA1 OTOAVLOVTIKOV OLGIMYV, Y10
TNV TPOYUOTOTTOINGN TNG EVESTC.

No punv avoperyvoetot pe GALO KTNVIOTPIKO GAPUOKO EKTOG TOL S10ADTN TTov dtoTifeTon Yo yprion pe
aVTO TO KTNVIOTPLIKO PAPUOKEVLTIKO TPOTOV Kol EKTOG OCMV CVOPEPOVTOL TAPATAVED GTNV TOPAYPUPO
3.8.

5.2 Awdpkero {ong

Audpxela {0nG TOL TVKVOL GKEVAGLOTOC COLPMOVA. LE TN cVoKevacio TOANoNG: 3 €t oe —196°C
Awgpxela {ong LETE TNV ova.eVOTOCT) GOUPOVO, LE TIG 0dNYies: néypt Ko 2 dpeg oe Beppokpacia
pikpotepn tav 25 °C.

Augpxela {ong Tov SoAVTN 68 PLIAEG TOAVTPOTLAEVIOV GCOUE®VA LE TN Guokevacia TdAnong: 1 étog
o€ Beppoxpoacio pikpotepn tov 30 °C.

Augpxera {ong Tov SoAVTN 68 6AKoVE TOAVPIVOAOYAWDPLSIOL GUUPOVO [IE T CUCKEVAGIO TOANOTG:

3 ém unveg og Bepuokpacio pkpotepn tov 30 °C.

5.3 Idwitepeg mpo@uratels kotd T @UAAEN TOV TPOIGVTOG

Noa purdooetal to euforio og vYPo alwTo.



O1 pootyyeg mov amoyHyOnkav Katd AdBog va amoppinTovial. e Kopio TEPITTOON Vo, unv
EMOVOYVYOVTOL Ol OTTOWVYUEVEG PUGLYYEG.

Noa puAdooetar to avacvotaféy euforio og Beppoxpacio pkpdtepn tov 25 °C.

No unv exovoypnooTolovvTal 0l GVOLyLEVOL TEPIEKTEG TOL UPOIOUEVOD EUPOAiIOv.

Noa puAdooetat o dStadvtng o€ Beppokpacio pikpotepn tov 30 °C. Na pnv katoydyetot. No
QLAAGGETAL TPOGTATEVLEVO OO TO PG,

54  ®bon kol 6HVOES TG GTOLYELDOOVS CVOKEVACIOG

[vkvo okevacua

- Ddooryya (yodiivn) tov 1.000 d6cewv gppoiiov.

- dovciyya (yodiivn) tov 2.000 d6cewv gppoiiov.

Kd&be @voryyo tomobeteiton oe popeic mov amobnkevovior oe kéviotpa. Ta kdviotpa ev cuveyeia
amofnKevovTaL 6€ TEPEKTES LYPOV AlMTOV.

AwoAoTng
- D164 (roAvmpomvuieviov) Twv 200 ml.

- Ydxog (moAivBrvvroyrwpidiov) tov 200 ml, 400 ml, 600 ml, 800 ml, 1.000 ml, 1.200 ml,
1.400 ml, 1.600 ml, 1.800 ml 1 2.400 ml.

Mmropei va unv Kokho@opohv OAEG Ol GLOKEVOGIEG.

5.5 Ewwkég mpo@uiaiers amoppiyng vog pn ypnoorotn0Evrog KTNVIHTPIKOD QOPRAKEVTIKOD
TPOIOVTOG 1] GAA®V VAKAOV TTOV TPOEPYOVTUL U6 T1) Y P1]G1| TOL TPOIOGVTOS, AV VITAPYOVY

Ta edpuaxo dev TPETEL VO, OTOPPITTOVTAL LEGH TOV AVUATOV 1| TOV OIKIOK®OV AmofANTOV.
XPpNGUOTOMGTE TPOYPALLOATO EXLGTPOPTS PAPUAK®OV Y10 TV ATOPPLIYT U1 XPTCHLOTOMOEVTOV
KTNVITPIKOV QOPUAKEVTIKOV TPOIOVIMV 1] GAA®V DAIKMV TOL TPOEPYOVTAL OO TN XPTOT| TOVG
GUUPMOVO, [LE TIG TOTIKEG ATOITNGELG KO LE TUYXOV €0VIKA GLGTIUATO GLAAOYNC TTOL IGYVLOLYV Y10, TO,
GYETIKA KTNVIOTPIKE QAPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/02/032/001-002

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia 1ng £yxpiong: 09/08/2002

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IIEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

Na yoprnyeital povov e KTNVIOTPIK GLVTAYY.



Agmtopepeic TANpoPopies yia 10 v AOY® KTNVINTPIKO QAPUOKEVTIKO Tpoiov eival dabéaipeg ot
Baon dedopévov g EE yia ta ktnviatpucd mpoiovrta (https:/medicines.health.europa.ecu/veterinary).




ITAPAPTHMA II
AAAQOI OPOI KAI AITAITHXEIX THX AAETAYX KYKAO®OPIAX

Kavévac.



ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



A. EINIXHMANXH

10



EAAXIXTEX ENAEIZEIX IOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DOYXIITA 1.000 ko 2.000 06V

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Vaxxitek HVT+IBD

2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1000
2000 v

| 3. APIOMOX MAPTIAAX

Lot {apOpoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {nm/nweeee}

11



IHAHPO®OPIEX ITIOY HPEITIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA
(ETIKETA) TOY AIAAYTH

(prain 1 6éxog)

‘ 1. ONOMAZXIA TOY AIAAYTH

ALADTNG Y10 KUTTOPIKA EUPOAO TOV TTVOV

2. EIAOX(H) ZQOY(QN)

Opvifia.

3. OAOX(OI) XOPHTHEHE

AwPaote 10 PUALO 0INYIOV XPNONG, Tov dtatifetal pe To UPoOrto, TP amd T XPNoN.

D1on:
200 ml

Yaxog:
200 ml
400 ml
600 ml
800 ml
1000 ml
1200 ml
1400 ml
1600 ml
1800 ml
2400 ml

‘ 4. HMEPOMHNIA AH=ZHX

Exp. {unqvag/étoc}

‘ 5. EIAIKEYX YYNOHKEX AIATHPHXHX

dvidooete og Beppokpacio pikpodtepn twv 30 °C. Mnv katayvyete. Ilpoctatedhote amd To GG,

‘ 6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

™\ Boehringer
l|||l Ingelheim

‘ 7. APIOMOZX ITAPTIAAX

Lot {apOuoc}

12



B. ®’YAAO OAHI'IQN XPHXHX

13



OYAAO OAHT'TQN XPHXEHXE
1. Ovopooio ToOUV KTNVIOTPLKOD POPUUKEVTIKOD TPOIOVTOG

Vaxxitek HVT+IBD mokvo okebaouo Kot S1aldTNG 1o TapUcKELT] EVESILOV EVOLMPTUATOS

2. YovOeon
Kd&0e 06om tov epforiov mepiéyet:

ApPUGTIKO GVOTUTIKO:
Zovtavog avacvvdvacpévoc 1og VHVT013-69 kot eddyiotov 3,6 ¢w¢ 4,4 logio PFU*

*Plaque forming unit

[Tukvd oKeDOCHO: OLOIOYEVES EVOLDPTLLA.
AATNG: KOKKIVO-TOPTOKOAL d1otwyég StdAvpa.
3. Eion {oov

Neocooi 6pvifag nAikiog pag nuépag kot eufpooeopa avyd 18 nuepav.

4, OgpomevTIkég evoEilelg

Mo v evepynrikn avoconoinomn twv opvibwv:

o Mo mv TpoAnyM g BvntdTog Kol TV EAATTOCT TOV KAVIKGOV GCOUTTOUATOV KOl TOV
oAloidoewy TG vOsov Tov Gumboro.
Eykatdotaon avooiag: 2 eBdoudoeg
Aldpkelo ovooiag: 9 eBdopadeg
o Mo mv eldrtoon g BvnTdTTag, TOV KAMVIKOV CUUTTOUATOV KOl TOV GALOIDCEMY TG VOGOV
tov Marek.
Eykatdotaon avooiog: 4 nuépeg
Aldpkeln ovooiag: €Qamaé eUPOAAGHOG eVl APKETOS Y10 TNV TOPOYT| TPOGTAUCIOG

KOTA TNV KpioLn mePiodo

5. Avtevoegigelg

Kapia.

6. E1d1kéc mpogidomonijogig

Ewwkéc mpostdomoioelc:
Na epportdlovror povo vym Lda.




Idwaitepec TpoLAGEELC Yo TV 0c@OAN YpNion ot £ion (hwv:

Ye 0Aeg TIC SLodKaGIES YOpNYNONGS EPapprolovTal To Guvi o HETPO OoTYIOGC.

Q¢ {ovtavo gpPoiio, to epPforioxod otédeyog amofdrietor omd To epPolMacuéva TTNVE Kol UTopel vo
petadobei otic wdopvibec. Tepapatinog Ereyyog acPAAELNS Kot OvVAKTNONG TNG AOUOYOVOD dUVOUNG
£0e1Ee 0Tt To gUPoAlaKd oTédeY0G elval acArEC Yo TG voOpviBeg. [Tap’ dha avtd dpme, Tpémel va
AapPévovton To TPOANTTIKG LETPA. TTOV GITALTOVVTAL, Y10 VO, amoPeLy el 1) QUEST) 1] EUUECT] ETOPN TOV
eupoiacpevav opviBiov pe ddpvibec.

[Swaitepec Tpo@LAGEEIS TOV Tpémet vo AapBdvovtal oo To GToo ToL YOPNYEL TO KTNVINTPIKO
OOPULOKEVTIKO TTPoidv g Lda:

Dopéote TPOCTATEVTIKA YAVTIA KoL YVOALY KATd T S1dpKeLd TG amdyuéng Kot Tng d1adKaciog
avolypotog Tmv euoiyyov.

AvoiEte TIG PUOLYYEC KPOTMVTOG TEG LLE TO XEPL TEVIOUEVO Y10 TV AToPLYN THAVOL TPUVHOTIGHLOD
omd T0 OTAGLO TNG PUCTYYOG.

[tvd og mepiodo wotokiag:
No unv yopnyeital 6€ TTNVH AVOTapoym®yng Kol 6€ TTNVA 6€ TEPI0d0 MOTOKING.

AMNAeTIOpOo e GAAL QOPUOKEVTIKA TTPOTOVTA KO GALEC LOPOEC OAANAETIOPOCNC:

Mo v voddp1a 086:

AwBéoipec TANPoeopieg GYETIKA LE TNV AGOAAELN KOL TNV AITOTEAEGUATIKOTNTO, ATOOEKVHOLV OTL TO
ev Aoy euforto pmopet va avaperyvoetan pe ta eacevnuéva epuforia tng Boehringer Ingelheim
Kkatd Tng vosov Tov Marek, mov wepiéyouvv gite to otédeyog Rispens (CVIIEY) eite to otéAeyog
RN1250. Ta opvibio pe untpikng TpoEAELONE OVTIGMUOTA KaTd TG vooov tov Marek, otav
euporalovrol pe avopueUyEVO TPOTOVTO, EVOEXETAL VA £Y0VV KOOLGTEPNUEVT EYKATAGTACT] OVOGTOGC
Kkatd tng vésov Tov Gumboro.

Eivon d100éc1eg pehéteg 0o@AAELNG KOl ATOTEAEGILUTIKOTITOC, Ol OTTOIEC OTOSEIKVIOVVY OTL TO €V AOY®
euPporo dvvaral va yopnyeitor Ty ida nuépa, yopic va avopetyvoetat, pe ta eEaclevnuéva epforta
¢ Boehringer Ingelheim kotd g vocov tov Newcastle kot g Aoymoovg Bpoyyitidag.

Agv vTapy oLV TANPOPOPIEG GYETIKA LE TNV AGPAAELN KOL TNV OTOTEAEGIOATIKOTITO OO TNV
TAVTOYPOVT] YPNOT TOV EUPOAIOV [LE OTTOIOONTOTE GAAD KTIVIATPIKO QAPLOKO, EKTOG TV TPOIOVI®OV
OV avoeEpovToL Topandve. H amdéeaon yio ) xoprynomn tov ev Adym gufoiiov Tptv 1 HETH T
YOPNYNON OMOOLINTOTE AAAOV KTNVIATPIKOD QUPUAKOL, TPETEL VO AAUPAVETOL KOTA TEPIMTMOT).

I v in ovo yoprynon:
AOY®D eEMEIYEDS EIOIKOV HEAETMV, KOVEVEA GAAO KTNVIOTPIKO QOPUOKEVTIKO TPOidV dev Bo Tpémel va
yopNyEital TavTdYPOV LLE TO TPOIOV.

Na xpnoyomolobvTol GTEIPU GKELT], ATOALAYUEVO OVTICNTTIK®OV KA1 OTOAVLOVTIKOV OLGIMYV, Y10
TNV TPAYLATOTO{N O™ TG £VESTG.

Kvpieg acvpfatdmrec:
No pnv avopetyvdeton pe GAL0 KTNVIOTPIKO QAPLOKO EKTOS GGMV aVAPEPOVTOL GTIV TOPATAVED
TOPAYPOPO KoL TOV SADTN TToL dtatifetal Yo xpiom UE oTO TO KTNVINTPIKO QOPUOKEVTIKO TPOioV.

7. AvemOopunrta copfavra
Opvibec:

Agv glvar yvooto Kaveéva.



H avagopd avemBountov coppdvtov etvar onpavtiky. Empénet  ovveyr maparxorovbnon g
acPiAeLng eVOG TPoidvTog. Edv mapatnpnoete omoladnmote avemiBount evépyeln, OKOUA KAl oV OEV
OVOPEPETUL GTO ECOKAEIGTO GUALO OONYIDV XPpNoTNG 1 AUPIPAALETE Y10 TNV OTOTEAEGLOTIKOTITO, TOV
QOPUAKOV, TOPOKAAEICOE VO, EMKOIVOVIOETE, KATAPYAS, e TOV KTviatpd cag. Mmopeite eniong va
OVOPEPETE OTTOLAONTTOTE AVETLOVUNTO GVUPAVTO GTOV KATOYO TNE ASELNG KLUKAOPOPING 1| GTOV TOTKO
AVTITPOCHOTO TOV KATOXOL TNG GOEI0G KUKAOPOPLOG PN CLULOTOLDVTAS TO GTOLXELN EMKOVOVING OTO
TEAOG OLTOV TOV PVLAAOV OOMYIDV ¥PNONG N LECH TOL €0VIKOD GG GLOTHUATOS AVOPOPAS {GTOoLYElN
€0viKoD GLOTHUATOG OVAPOPAC).

8. Aocoloyia yio KGOg €100g, TPOTOS Kol 0001 yopNyNoNS

Ynoddpia 1 in OVO yopiynon.

T'o v in 0Vo yopNynom, Uopel va ypNoonotn0el aVTOUATOTOMUEVT UNovT EVEGE®DG avy®mv. H
ovokevn avth Oa Tpémel va omodetyBel OTL TapEYEL e AGPAAELN KOl OTTOTEAEGILATIKG TNV OTALTOVUEVN

d001. Oa mpénel va akolovBovvtal avaTnpd ot 0d1yieg XP1oNG AVTNS TG CUCKELTC.

Y7rodopia yopiynon: pia epdmaf éveon tov 0,2 ml avd opvifio niikiog piog nuépag.

In ovo yoprynon: pia epdmag éveon tov 0,05 ml avd epfpvopopo avyd dpviBag 18 nuepdv.

9. Odonyieg Yo ™) 66T LOP1NYN OGN

. Dopéote TPOGTUTEVTIKA YAVTIO, KOl YVOALL KATd TV amdyoén TS eOoyYag Kol KAt TO
Gvorypd tng.
o Apaipéote omd oV TEPLEKTN VYPOV aldTOL HOVO TIS PVCLYYES OV Ba ypnoiporoindovy

apécms. Otav To TPoidv avTd avoULyVOETOL e To EUPOA0 evavTio otn vocso tov Marek, mov
nepiéyel eite 1o otéleyoc Rispens (CVIIEY) gite to otéheyog RN1250, ko ta 600 Tpémet va
dtaAvovTor 6Tov 1010 6lKo SLaAHTY.

. No amoyOyete TaydTOTA TO TEPLEXOUEVO TMV PLGIYY®OV pEe avakivnor og vepd Beppokpaciog
25°C - 30°C. [Ipoywpnote ouEcmS 6TO ETOUEVO GTASIO.

. Mog amoyvyBolv, avoilte TIC PUOTYYEC KPUTMVTAG TEG LUE TO XEPL TEVIOUEVO Y10 TNV OTOPUYN
mOavoy TPAVUATIGUOD OO TO GTAGLUO TNG PUGLYYUG.

o Mog n eOoryya avoryBel, avappoPnoTe TO TEPLEYOUEVO TNG LLE LUK OTOCTEPMUEVT] GOPLYYO
Tov 5 ml.

. Metapépete 10 TUKVO OKEVAUTHO 0TO SOAVTN (Vo i ypnotpomoteital, edv eivar BoA0).

. Avoppoonote 2 ml Tov SLEAVTN HECO, TN GOPLYYC.

. EemAbvete ) @Oo1yya He auTd To, 2 ml Kot LETH LETAPEPETE TO VYPO EKTAVGNC LEGU GTO
SAvTn. Enavaidafete tn Swadikacio Exmivong pio 1 SVo Qopés.

o Enavolapete v amdyvén, To dvorypa, T HETAPOpd Kol TIG S1odIKAGIEG EKTAVGNG Y10, TOV

amopaitnto apBud euciyymv, Tov B avacvotabodv pésa ato Slohv: ite 1 @Hotyya TV
1.000 66cemv gpPoriov avd 200 ml dwwdvtn ( 1 eoctyya tov 2.000 366wy Tov guforiov avd
400 ml d1eAvTn) Yio vToddpia yoprynon N 4 eovoryyec Twv 1.000 d6cemv Tov guPoriov avd
200 ml droddt (M 4 pvotyyec Twv 2.000 docewv guforiov avd 400 ml dtaddtn) yo Ty in OVO
xopfiynon.

o To avacvotafév oo, mov EYEl ETOWACTEL GOUPOVO [LE TNV TPOOVAPEPOUEVT] OAOKOTIAL,
OVOULLYVOETOL [LE ML OVASEVOT), DOTE VO givatl £Too TTpog yopnynon. [pénet va yopnynOel
apécmg HeTd TV TpoeToluacia (6Ao To avacvotadéy epuforio npémel va yopnynbei pésa og dvo
®peg). Avtdg givar 0 AOYOG Yo TOV 0Toi0 TPEMEL TO EVALMPTLL TOL eRforiov va eTolpndaletan
OUECMC TPV ATd T YOPNYNCT| TOL.
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10. Xpévor avapoviig

Mnoév nuépeg.

11. Ewwkég cuvOnkeg dwatipnong

Noa puidooetar o€ 0éom, v omoia, dev PAETOLY Ko dev Tpooeyyilovv Ta Taidid.

Na puAdooetar to euPorio og vYpo alwTo.

O1 pootyyeg mov amoyHybnkav katd AdBog va amoppintoval. Xe Kopio TepinTmon vo unv
EMOVOYVYOVTOL Ol OTOWVYUEVEG PUGLYYEC.

Noa pn yp1olonoteital ovTd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV LETA TNV MUEPOUN VIO ANENG TTOL
avaypaeetol otn eOCLYYO.

Awgpketo LonNG LETA TNV OVOCVLGTOCT) COLPMOVO LE TIC 00MYiES: UEXPL Kot 2 dpeg og Beppokpacio
pucpotepn tov 25 °C.

No punv exovoypnoomolohvTal 0l AVOLYHEVOL TEPLEKTEG TOV AvAGVOTOOEVTOG eUPoiiov.

Na puidooetar o S10A0TNG o€ Beppokpacio pkpdtepn Tv 30 °C. No unv katayvyetal. No
(PLAACCETAL TPOGTUTELUEVO OO TO POC.

12.  Ewdwkég mpo@urdéerg amoppryng
Ta papuoka dev TPEMEL VO ATOPPITTOVTOL HEGH TOV ADUATOV 1 TOV OIKIOK®OV OToPANTOV.

XP1NOLOTOOTE TPOYPAUUUOTO ETSTPOPTIC PUPUAK®OV Y10 TNV ATOPPIYT| UN ¥PToILoTo0EVTOV
KTNVIOTPIKOV QOPUOKEVTIKOV TPOIOVIMV 1] GAAMV DAIKGV TOV TPOEPYOVTAL OO T1 XPTOT) TOVG
COLPMOVO, LLE TIG TOTKEG OTOLTIOELG KOl LLe TVYOV 1oyvovTa £8vikd cuotipata cuALoyNg. Ta pétpa
OVTE OTOGKOTOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

Yoppovievbeite Tov KINVIOTPO GG 1) TOV PUPLOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TWV
YAPTOUYLOTONOEVTOV PAPUAKDV.

13. Ta&vépnon TOV KTNVIOTPIKOV QUPLIKEVTIKOV TPOTOVIQOV

No yopryeitatl LOVOV e KTNVIOTPIKT GLVTAYTY].

14. ApOpoi Gde10g KUKAOQOPIOS KOl GVGKELAGIEG
EU/2/02/032/001-002

2V0OKELOGIES:

Hvukvo ckedacpa:

- dovciyya (yodiivn) tov 1.000 d6cewv gpporiov.

- Ddovoryya (yodiivn) tov 2.000 d6cewv gppoiiov.

Kd&Be @ouoryya tomobeteiton oe popeic mov amobnkevovior oe kaviotpa. Ta kdviotpa ev cuveyeia
amofnKevOVTUL 0E TEPLEKTEG LYPOV aldTOVL.

Aro0tng:
- D16 (roAvmpomvieviov) Twv 200 ml.

- Yaxog (moivPrvvroyrwpidiov) tov 200 ml, 400 ml, 600 ml, 800 ml, 1.000 ml, 1.200 ml,
1.400 ml, 1.600 ml, 1.800 ml 1 2.400 ml.

Mmnopet va. unv Kokho@opohv OAEG Ol GLOKEVOGTEG.



15.

Hpepopnvia televtaiog avabed@dpnong Tov guAlov 0NYLOV (p1)o1g

Agmtopepeic TANPoPopieg Yio TO €V AOY® KTIVIOTPIKO QUPUOKEVTIKO TPoiov eival Slabéaipeg ot
Baon dedopévarv g EE yuo ta ktnviorpikd mpoidvta (https://medicines.health.europa.eu/veterinary).

16. Xtoygio emkowvaviag
Kértoyog g ddetag kukAopopiag:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

I'eppovia

IMopackevootnc(eg) vaevuvoc(ot) Yo v ameAevfEpmwon TtV TapTidwV:

Euporo:

Boehringer Ingelheim Animal Health France SCS
Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 Saint-Priest

ToA)ia

Ao

Boehringer Ingelheim Animal Health France SCS
Laboratoire Porte des Alpes

Rue de I’ Aviation

69800 Saint-Priest

ToAAia

Laboratoire Bioluz

Zone Industrielle de Jalday
64500 Saint Jean de Luz
ToAlia

Tomkol ovTtpdoMTOL KO GTOYELN ETKOWVOVIOS Y10 TNV ovopopd Thovorloyobusvov ovemfduntomv

EVEPYELDV:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal
Health Belgium SA

Avenue Arnaud Fraiteurlaan 15-23,
1050 Bruxelles/Brussel/Briissel
Tél/Tel: + 322 773 34 56

Peny6auka bnarapus

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Buena, ABctpus

Tel: +359 2 958 79 98

Ceska republika

Boehringer Ingelheim spol. s r.0.
Purkynova 2121/3

CZ-110 00, Praha 1

Tel: +420 234 655 111

Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Dr. Boehringer Gasse 5-11

A-1121 Vine, Austrija

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Briissel

Tél/Tel: + 32 2 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fioktelep

Lechner O. Fasor 10.

H-1095 Budapest

Tel: +36 1 299 8900



Danmark

Boehringer Ingelheim Animal Health Nordics
A/S

Weidekampsgade 14

DK-2300 Kgbenhavn S

TIf: + 45 3915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Viin, Austria

Tel: +372 612 8000

E)\LGda

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, I'eppavia
TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espafia,
S.A.U.

Prat de la Riba, 50

08174 Sant Cugat del Valles (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tél: +33 472723000

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Bec, Austrija

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

Malta

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, il-Germanja
Tel: +353 1 291 3985

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics A/S

Weidekampsgade 14
DK-2300 Kebenhavn S
TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. Jozefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: + 48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Avenida de Padua, 11

1800-294 Lisboa

Tel: +351 21 313 5300

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena, Austria

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Dunaj, Avstrija

Tel: +386 1 586 40 00
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island Slovenska republika

Vistor Boehringer Ingelheim RCV GmbH & Co KG, o.z.
Hoérgatun 2 Dr. Boehringer Gasse 5-11

210 Gardabaer A-1121 Vieden, Rakusko

Simi: + 354 535 7000 Tel: +421 2 5810 1211

Italia Suomi/Finland

Boehringer Ingelheim Animal Health Vetcare Oy

Italia S.p.A. PL/PB 99

Via Vezza d'Oglio, 3 24101 Salo

20139 Milano Puh/Tel: + 358 201443360

Tel: +39 02 53551

Kvnpog Sverige
Boehringer Ingelheim Vetmedica GmbH Boehringer Ingelheim Animal Health Nordics A/S
D-55216 Ingelheim/Rhein, 'eppovia Weidekampsgade 14
TnA: +30 2108906300 DK-2300 Kebenhavn S
TIf: +46 (0)40-23 34 00
Latvija United Kingdom (Northern Ireland)
Boehringer Ingelheim RCV GmbH & Co KG ~ Boehringer Ingelheim Vetmedica GmbH
Latvijas filiale D-55216 Ingelheim/Rhein, Germany
Dr. Boehringer Gasse 5-11 Tel: +353 1 291 3985

A-1121 Viena, Austrija
Tel: +371 67 240 011

17. Aldeg minpo@opisg

Z®vtavo avacuvovacévo gppoito Kotd e vocsov tov Gumboro kat katd g vosov Tov Marek.
To epforioxod otédeyog etvatl Evag avacuvovacuévog epmntoidg wodpviBag (HVT), mov exppalet To
TPOCTOTELTIKO avTlydvo (VP2) Tov 100 ¢ vosov tov Gumboro (IBDV), otéheyoc Faragher 52/70.

To epforio dieyeipel ot opvibio evepyNTIKY 0VOGT0 KOt OPOAOYIKT| OTOKPIOT KATH TG VOGOL TOL
Gumboro kot Katd tng vocov tov Marek.
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