IHAPAPTHMA 1

HEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BTVPUR egvéoipo evarmpnua yro mpdPata kot foogon.

2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH
Kabe d60om tov 1 ml gpPoiriov mepiéyet:
APUoSTIKE GVGTAUTIKG™:

Adpavomompévog bluetongue virus............. > GVYKEKPLUEVO emtinedo avd otédeyog (logio pixels)**
(*) xat’ avodtato 6p1o, 600 d1aPopeTIKOl adpavomomuévor opdtumol tov Bluetongue virus.

(**) Zuykekpyévo | (**) IMeprextikdtnTa og
eninedo ovd avtyovo (tpwteivny VP2)
OTELEYOG L€ 0VOGOJOKILOGTOL
BTV1 1.9 log10 pixels/mL
BTV?2 1.82 10g10 pixels/mL
BTV4 1.86 10og10 pixels/mL
BTVS 2.12 10g10 pixels/mL

Mia emPefotmtikn TEMKT oK 16Y00G e 0POEEOVIETEPMGT GE APOVPAIOVS YIVETAL, OTAV Uid
maptido ameievbepdveTat.

AV0GOEVIGYVTIKEG OVGIES:

AP (g v3poteidio) 2,7mg

Samovivn 30 HU**

&%) Haemolytic units

BA. tov 1Anpn Katdhoyo ekdOy®V 0T0 KePaAato 6.1.

O (ov) tomog (o1) Tov (Tv) oTEréEXOVS (V) (000 oTEAEYN TO TEPIGGOTEPO) TOL TEPTAAULPAVOVTUL GTO
TEAKO TPOTOV Ba emheyBolv pe Pdon TV emMONUIOAOYIKN KOTAGTAGN, TN GTIYLN TG TOPOY®YNG Kot
0o avaeépovtal GTNV ETIKETA.

3. GOAPMAKOTEXNIKH MOP®H

Evéoyo evaumpnpa.

Epedvion: opotoyevég yolaktmdeg Aevko.

4, KAINIKA XTOIXEIA

4.1 Eion {owv

[Ipo6Para ko fooetdn



4.2 OgpamevTikég voeitelg mpoodlopilovrag Ta gion {Omv

Evepyntikr| avocomoinon tov mpofdatmv yio v TpdAnym g wipios™® Kot m peloon tov kKAvikov
COUTTOUATOV TOV TPOoKAAOVVTAL Ad TOV 10 TOL KOTaPPOoikoh Tupetol, opdTumot 1, 2, 4 kol 1 8
(uéyrotog 0 cuvdvLaoUOC 2 0pOTHTT®YV).

Evepyntikn avocomroinon t@v foogddv yio v TpOANYN TG Wipiag* Tov TpoKaAeital omd Tov 10 Tov
KaTOPPOikoD Tupetov, opodtumot 1, 2, 4 ko i) 8 Kot TN Helmon TV KAMVIKGOV GUUTTOUATOV TOV
TPOKOAOVVTAL 0Td TOV 10 TOL KOTAPPOTKOD TVPeTOV, opdTuTot 1, 4 kav/ 1} 8 (LEY1GTOG 0 GUVOLOCUOG 2
0pOTLTIMV).

*KOTo omd 1o eninedo aviyvevong omd v aloroynuévn pébodo RT-PCR ota 3,68 10910 avtiypaga
RNA/ml, mov amodeikvoel T un-pUetddocn Tov Aotnoyovou 100.

"‘Evapén g avooiog éxet amoderydei 3 efdouddec (1 5 efdopddeg o€ mpoPata yio to BTV2) petd tov
apyko sufoitacud yio tovg opdtumovg BTV-1, BTV-2 (Booedn), BTV-4 ko BTV-8.

H dudpxera g avooiog ota Pooedn kot ota TpdPata eivar 1 £tog petd tov apyikd epfolaco.

4.3  Avrtevodsieg

Kapia.

4.4  Ew0wkég TPOELOOTOMGELS Y10 KGO gid0g LDov

Na eppordlovror povo vym Loa.

Edv mpdkettan va ypnoipononel e GAla €idn 01KOGITOV KOl AYPLOY UNPVKAGTIKMV, TO OTTOi0
Oeswpovvral 0Tt fpickovtal o€ kKivduvo HOAVVETG, 1] XPTOT) TOV GE aVTA To €101 Oo Tpémet va yivetan pe
TPocoyN Kot cuviotdtor va ereyyBel to gpfoiio og éva pkpo apBpd (dwv mpv Tov palikod
euporacud. To eninedo amotehecuATIKOTNTAS Yo TO AALD €101 pmopel va SlopEPEL Amd avTO TOV
mapoTnPeNOnke ota TPOPoT Kot oTo Boogdn.

45 Idwitepeg mpo@uAiaters katd ™ ypion

Idwaitepec Tpo@LAGEEIC KaTd T Ypnon o€ Lha

Agv 1oyvet.

Idwaitepec mpoLAGESIC oL Tpémel va Aoufdvovtol od TO GTOUO TOV YOPNYEL TO QUPUOKEVTIKO

poidv oe Lha

Kapia
4.6 AvemOvunteg evépysieg (coyvoTnTa Kol cofapotnta)

X MOAD GTAVIEC TEPMTMOELS EXEL TAPOTNPNOEL piar pukpn| Tomikn e£oidnon oto onpeio g Eveong
(uéyroto 32 cm? oo Pooetdn] ko 24 cm? ota mpdPata),  onoia &xel oyedov eEapaviotel petd and 35
nuépeg (< 1 cm?d).

Y& TOM) GTAVIEG TIEPIMTMOGELG UTOPEL VO EUPUVICTEL Tapodtkn avénor g Oepuokpaciog ToL COUATOG
€VT0G 24 mpmv petd tov gufortocud, 1 oroia kavovika dev Eemepva katd péco 6po tov 1,1°C.



H ocvyvomta tov avemBountov evepysidv kabopiletor og axorovbwng:

- oA cvyvn (mepiocdtepo amd 1 ota 10 vd Oepameio (do Topove1alovy avemBvuNnTEG
EVEPYELEQ)

- ouyvn (meprocdtepo amd 1 aArd Ayotepo and 10 {oa ota 100 vid Bepameio {dar)

- un cvvnoispévn (mepiocdtepo amd 1 aAld Arydtepo amd 10 {da ota 1000 vid Oepaneio {har)

- onavia (teprocdTepo omd 1 aAld Aryotepo and 10 {oa ota 10.000 vrad Bepancio {ma)

- oAV omdvio (Ayotepo and 1 ota 10.000 vrd Bepaneia {da, copmeptiapuavopévmv
UELOVOUEV®V OVOPOPDV)

4.7 Xpnion katd v kOnon, T yerovyio 1 TNV @oToKia

Mmopel va ypnoponomdet kotd tn didpketa Tng KONoNg Kot TG yoAovyiog.

H acpdleia kon 1 amotelespotikdtnto 1oV gpforiov dev Exel amodeydei ota apoevikd (ha
AVATOPOY®YNG. L€ VTN TNV Katnyopia v (®oVv To guforo Oa Tpénel va ypnoyomoteiton povo
GULPMOVO, LLE TNV EKTIUNOT 0PEAOVS/KIVOUVOL amtd Tov VIevBuvo KTNviaTpo Kovn Tig eBvikéc Apupodieg
Apyég, GOUPMOVA LE TNV 1GYXVOVGO TOMTIKT EUPOAAGHOD KATE TOV 100 TOL KATAPPOTKOV

mopetov (BTV).

4.8 AlAemdpacsis pe GAro QUPRAKEVTIKG TPOTOVTO KoL drAES pop@és alinrenidpaong

Agv VLapYOVY TANPOPOPIEG GYETIKA LE TNV ACPAAELD KOL TNV OTOTELECUATIKOTITO OO TIV YP1OT TOL
eV AOY® gforiov pe omolodnmote dALo KTnvioTpikd edppoko. H amdeacn yio T xopiynomn tov v
AOY® epforiov mpv 1} LETE OO TN XOP1YNOT OTOLOOMTOTE GALOV KTNVIATPLKOD PAPUAKOL, Bo Tpémet
va Aappavetor Kotd mepintoon).

4.9 Aocoloyio Kol TPOTOS YopYNONS

Epappoote 11 cuvnfeig donmreg dadikacies.

AVOKIVEIGTE EAAPPDG AUECHOC TPV TN YPNOT). ATOPVYETE TO GYNUOTIGLO PLGOAIO®Y KAODS 0V TO
umopel va Tpokorécel epeBiopd 610 onueio g éveons. To GuVoMKO TEPLEYOUEVO TNG PLIANG TPEMEL
VoL YPNCOTOLEITO APEGMG LETA TO AVOLYHa Kot Katd T Stdpketa piog eQaployng. AmToQuyeTe Tig
TOALOTTAEG O10TPTOELS TOV TMOOTOC.

Xopnyeiote pio 66om Tov 1 ml vrodoping cupPVa e To akdAovbo oyfua ePPorlacuod:

. Apykdg epfoiracpog

[poPara:

- [pad éveon: and v nhikia Tov 1 unvog oe {oa yopig untpikn avoacia (1 omd nAKio Tov
2,5 umvav o€ veapd {oa yevvnuéva and tpofativeg pe avoaoia).

- Agbtepn éveon: 3-4 efdouddeg apydTepa.
IMa 10 povodvvapo epfoito mov tepiéyet adpavornomuévo Bluetongue Virus opdtumo 21 4,1
v éva d1d0vapo pPoiio Tov TEPLEYEL Kol TOVG dVO opdTLTTOVG 2 Ko 4 pali pio éveon givan
EMAPKNC.

Boogion

- [pad éveon: and v niikia Tov 1 unvog oe {oa yopic unTpikn avoacia (1 omd nAKio Tov
2,5 pnvaov og veapd {oa yevvnpéva omd oyehddeg e avoaia).

- Agbtepn éveon: 3-4 gfdopddeg apydtepa.

. Eravoinatikog epfoiracpog
Etmoiog

4.10 Ymepodocoroyia (COUTTONATA, RETPO. AVTIUETATLCNGS, UVTIOOTA), EAV EIVAL OTOPALTITO
[ToAv ordvia umopei va mapatnpnOel Topodikn amadeia LeTd T YopYNoN OITANG 6OGNG TOL

euPoriov. Agv mapatnpnOnKov GALeC avemBouNTEG EVEPYELEC EKTOC OO ALTES TOV AVOPEPOVTOL GTNV
Tapaypoeo 4.6.



4.11 Xpovog(or) avopovig

Mndév nuépeg.

5. ANOXOAOTI'IKEX IAIOTHTEX

dappaxobepamevtiky opada: bluetongue virus vaccine, kodikog ATCvet: QI04AA02 (tpoPata) kot
QIO2AA08 (Booeidn).

To euPorto mepiéyel adpavomomuévo 10 TOL KATAPPOTKOD TUPETOV LIE AVOCOEVIGYVTIKEG OVGIES,
VOpo&eidio Tov alovpviov kot canwvivn. [pokaiel 610 epfortacuévo {do evepynTikn Kot €101KN
ovooia €vovTl ToL 100 TOV KATaPPOikoD TuPETOV.

6. ®APMAKEYTIKA XTOIXEIA
6.1 Kataloyog skdoymv

Silicon antifoam
Phosphate buffer
Glycine buffer
Aluminium hydroxide
Saponin

6.2 Kopieg aocvpupototnTeg
No unv avoypleryvieton pe AL KTNVILTPIKA QOPLLOKCL.
6.3 Awdpkero Long

Mdpreia {ong tov povodvvapov 1 didbvapov ue Bluetongue Virus opdtumoug 1, 8 (e16in twv 100
ml, 50 ml ko 10 ml) ko/y 2, 4 (eréAn Tov 100 ml kon 50 ml): 2 €m.

Alapketa. {ong Tov povodvvapov 1 didvvapov pe Bluetongue Virus opdtumor 2 kaum 4 (e1éin tov
10 ml): 18 pnvec.

Atdprera {ong HETE TO TPATO AVOLYLO TNG OTOLEIDNOOVE GLGKELUGING: XPTOLOTOIEIGTE TO AUECHG

6.4 Idwitepeg mpo@uracels kata T @UOLUEN TOV TPOTOVTOG

duvidooete kot petopépete og yoyeio (2°C — 8°C).
Mnv KatoyvyeTe.
dvidooete TPOSTATEVUEVO OO TO MG,

6.5 ®von km 6HVOEST TS GTOLYELDOOVS CVCKEVUGING

D1iAn morvmporvieviov Twv 50 1 100 ml pe tdpa ehactopepos fovTuAdiov
Kovti pg 1 ¢1éAn tov 100 décewv (1 x 100 ml)

Kovti pe 10 pudkeg tov 100 d6cemv (10 x 100 ml)

Kovrti pe 1 giéin tov 50 d6cewv (1 x 50 ml)

Kovti pg 10 pudkeg tov 50 docewv (10 x 50 ml)

Tvédiwvn eréAn Tomov I tv 10 ml pe ndpa ehactopepovg fovtuAiov
Kovrti pe 1 giéin tov 10 d6cewv (1 x 10 ml)



6.6 Edwkég mpopuiaiers amoppiyng evog ypnoomot0£vTog KTNVITPIKOD QUPOKEVTIKOD
TPOIOVTOG 1] AAL@OV VAKAV TTOV TPOEPYOVTOL GTO T (P11 TOV TPOIOVTOS, OV VITAPYOVV

Kabe pun ypnoyomomBév ktnviatpikd oppakeutikd Tpoiov 1 pn xpnoiponomévra vroieippotd tov
TPETEL VAL OTOPPITTOVTOL GOUPDVO. LE TIG IOYVOVGES EOVIKES OMALTIOELC.

7. KATOXOX AAEIAYX KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

T'EPMANIA

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/2/10/113/001-050

9. HMEPOMHNIA IIPQTHX EI'KPIXHX/ANANEQYHYX THX AAEIAX

Huepopnvia 1™ éykpiong: 17/12/2010
Huepounvia tedevtaiog avavéwong: 08/09/2015

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOPIES Y1 TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO Tpoiov dlatifevtal otov
dkrvaxd tomo Tov Evponaikod Opyoavicpod @apudxov (http://www.ema.europa.eu).

AITATOPEYXH ITQAHXHYX, AIAGEXHX KAI/H XPHXHX

Onotoconmote TPOTIDETOL VO TAPUCKEVAGEL, VO EIGAYEL, VO EXEL GTIV KOTOYN TOV, VO TOANGEL, VO,
Slob€cel Ko va YpNOIUOTOMNGEL TO KTNVINTPIKO @apuakeutikd tpoidv BTVPUR mov mepiéyet toug
opotumovg 1, 2, 4 ko 8, voypeovTar vo {nTMoeL T yvoun g approdiag apyng ToL GYETIKOD KPAUTOVS
LEAOVG KaBMDG autég ol dpaocTnPldTnTeg UmOpel Vo Omayopevoviol o OAOKANPN M UEPOG TNG
EMKPATELNG TOV KPATOVG HEAOVG GUUPMVO e TNV €Bvikh Tov vopobeaia.


http://www.ema.europa.eu/

ITAPAPTHMA 11
HAPAT'QI'OX THX BIOAOTI'IKQXE APAXTIKHX OYXIAYX KAI KATOXOX THX
AAETAX ITAPATQT'HY, YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN
ITAPTIAQN
OPOI H HEPIOPIZMOI IIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. TTAPATQI'OX THX BIOAOT'TKQX APAXTIKHYE OYZIAX KAI KATOXOX THX
AAEIAX ITAPATQI'HY, YIIEYOYNOZX I'TA THN AITIOAEXMEYXH TQN ITAPTIAQN

Enovopuia ko die06vvon tov mapoywyod tne floAoyikne dpooTiKnG 0Voiac

BOEHRINGER INGELHEIM Animal Health UK Limited
Biological Laboratory, Ash Road,

Pirbright, Woking, Surrey GU24 ONQ

Hvopévo BaciAelo

MERIAL Laboratoire de Lyon Gerland
254, rue Marcel Mérieux

69342 LYON CEDEX 07

ToArio

IMoa 116 ddiKacieg ™G KOAALEPYELOS TOL 100, TNG AOPAVOTOINGTS KOl TNG GLYKEVIPMOOTG LOVO:
Boehringer Ingelheim Animal Health France SCS

4 Chemin du Calquet

31000 TOULOUSE

TodAia

I g Swadcacieg purification ko bottling povo:
MERIAL Laboratory of Lyon Porte des Alpes
Rue de I’ Aviation,

69800 Saint-Priest

TaAlio

Ovopuo kat d1evfuvon Tov Tapaywyon Tov eivor VTELHVVOC Y10 TNV OTTOOEGUEVGT) TOV TOPTIOWV

Boehringer Ingelheim Animal Health France SCS
Laboratory of Lyon Porte des Alpes

Rue de I’ Aviation,

69800 Saint-Priest

TaA)ia

B. OPOI H ITEPIOPIXMOI THX AAETAYX KYKAO®OPIAZL, [1I0Y A®OPOYN TH
ATAGEXH KAI TH XPHXH

Noa yopryeitar LOVOV e KTNVIOTPIKT GLVTAYY.

Sopemva pe to apbpo 71 g oonyiag 2001/82/EK tov Evponaikov Kowvopoviiov kot tov
Svppoviiov 6nmg TpomomomOnke, Eva Kpatog péLog duvatal pécw g e0ViKNG Tov vouobeoiog va
OTOYOPEVGEL TNV TAPAYWOYT], EICAYWDYT, KATOYN, TOANGCT, 0140£0M KaUT XP1OT] 0VOGOALOYIKMV
KTNVIOTPIKOV QUPUOKEVTIKDOV TPOIOVIMV GE OLOKANPT TNV EMKPATELYL TOV 1| GE TUNLLOL TNG, EGV
amodEUVETAL OTL:

o) T XopNYNoM Tov TPoidVTOg 6g LM TapEUTOSILEL TNV EQPAPLOYT TOV EBVIKOV TPOYPAUUATOV Yid
N S1ayvoT, Tov EAEYY0 1 TNV KaTamoAéunon acheveldv tav (dwv, 1§ Ba dueyépatve TV
TIGTOTOINGN TNG OmOVGiag LOAVVONS TV (dVTOV (OmV 1| TOV TPoPiLdV 1] AAA®Y TPOTOVTOV
mov AapPavovtat and ta {da ota omoia &xel xopnynbei To edpuako avtod.

B) M acBévela, Evavti tng omoiog To TPoidy mpoopileTal Vo TPOKAAEGEL AvVOsia, Kot’ ovoiay Ogv
VILAPYEL CTNV €V AOY® TEPLOYN.



H ypiion avtod tov KtNviaTptkod QoproKELTIKOD TPOIOVTOG EMITPENETOL LOVO VIO GUYKEKPIUEVEG
ouvOnkeg Tov kabopilovral and T vopobeoia g Evponaixig Kowdtmtog oyetikd pe tov EAeyyo tov
KOTOPPOIKOD TUPETOV.

I ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

To dpacTiKd cuoTUTIKO, TO 0TOl0 gival floAoyikng TPoEAeLONG Kot TpoopileTal yio TNV TpdKANoT
EVEPYNTIKNG 0vVOGiag, dev eumtintel 610 okomd tov Kavoviopotd (EOK) Apif. 470/2009.

Ta £kdoyo. (CLUTEPIAAUPAVOUEV®Y KL TOV 0VOCOEVIGYVTIKMV) TTOL AVAPEPOVTAL GTNV TTapdypapo 6.1
g [IXTI eivan emttpenoueveg ovoieg, ol omoieg mepthapupdvoviar otov wivako 1 tov [apaptipatog
tov Kavoviopov g Emtponrng (EOK) Apif. 37/2010 kou dev amortovvror AOK.



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXEQX
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A. ENIXHMANXZH

11



IMAHPO®OPIEX MTIOY ITPEITEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
Kovti pe 1 grain tov 10 ml,

Kovri pe 1 grain tov 50 ml,

Kovri pe 10 guares Tov 50 ml,

Kovti pe 1 guain tov 100 ml,

Kovti pe 10 guareg tov 100 ml

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BTVPUR evéoo evarmpnua yio tpdPata kot fooetdn

2. YYNGOEXH XE APAXTIKO KAI AAAA XYXTATIKA

Kda6e d60om tov 1 ml mepiéyet:
ApOOTIKG GUOTATIKA®:

Adpavomompévog bluetongue virus............. > GLYKEKPLUEVO eTtimedo avd otédeyog (logio pixels)**
(*) kot’ avdTaTO Op10, V0 dloPOoPETIKOL adpavomompévol opdtumot Tov Bluetongue virus.

(**) Zvykekpyévo | (**) [eprextikdtnta og
EMInESO OVAL avtyovo (mpwteivny VP2)
OTENEYOG L€ 0VOGOOOKLULOGTOL
BTV1 1.9 10g10 pixels/mL
BTV2 1.82 log10 pixels/mL
BTV4 1.86 log10 pixels/mL
BTVS8 2.12 1og10 pixels/mL

Mia emPeformtikn TEAMKN oK 16Y00G e 0POEEOVIETEPMOT] GE APOVPAIOVS YIVETAL, OTAV UidL
mopTida omehevBepdveTor.

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéowo evardpnpa

4, YYXKEYAXIA

10 860¢1g (10 ml)

50 d6o¢ig (50 ml)

10 x 50 d6c¢1g (10 x 50 ml)
100 d6c¢g1g (100 ml)

10 x 100 d6c¢€1g (10 x 100 ml)

| 5. EIAOX(H) ZQOY(QN)

[IpoéPara ko foogtdn

| 6.  ENAEIZH(ELL)

12



‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Y7modopia yopnynon.
AwPaote 10 PUALO 0INYIDV XPNONG, TPV OO TN PN ON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig: Undév nuéPeG.

‘ 9. EIAIKH(EX) ITIPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

| 10. HMEPOMHNIA AHEHE

AHEH {pivag/éroc}
Meté to dvorypa, vo ¥p1oYLOTOLEITOL GUECT.

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

DdvAidooete Ko LETAPEPETE GE YLYEILO.
Mnv katoyoyeTe.
DVAAGGETE TPOGTATEVUEVO OTTO TO PG,

12.  EIAIKEX IPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITO TO IMPOION, AN YITAPXOYN

Andpprym: PA.ecdKAEIGTO PVAO 0dNYIDV XPTIIOTG.

13.  OI AEEZEIX «<AITOKAEIXTIKA I'A KTHNIATPIKH XPHXH» KAI OI OPOI 'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH,
AN YITAPXOYN

ATOKAEIOTIKA Y100 KTNVIOTPIKY XpRoT. Na dtatifetorl povov pe KTViTpIKy GUVTOYT.

14. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
MHNPOXEITIZOYN TA ITAIAIA»

Na puldooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev TPOooeYYilovy Ta TALOd.

‘ 15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
I'EPMANIA
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16. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/2/10/113/001-050

17. APIOMOX ITAPTIAAX ITAPATI'QI'HX

optida {apOpog}

14



EAAXIXTEX ITAHPO®OPIEX ITIOY ITPEITEI NA ANAI'PA®ONTAI XTTX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

D1 Tov 10 ko 50 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

BTVPUR gvéoyo evardpnua yio tpodfota kot Boogtdn

2. MNOXOTIKH XYNOEXH XE APAYXTIKO(A) ZXYXTATIKO(A)

Adon Iml *:

AJpavormoUEVOS BTV L. ..o e > 1.9 log10 pixels
AJPavomomEVOG BTV 2. ..o, > 1.82 log10 pixels
AdpavomomUEVOC BT V4. . . i e e > 1.86 log10 pixels
ASpavomomUEVOC BTV 8. . .ot > 2.12 logl0 pixels

(*) Kot’ avdTaTo Op10, V0 SLOPOPETIKOL adpavomompévol opdtumot Tov bluetongue virus.

‘ 3. MHNEPIEXOMENO KATA BAPOX, KAT’ OI'KO 'H KAT’ APIOMO AOXEQN

10 860¢1g (10 ml)
50 d6c¢eig (50 ml)

4. OAOX(OI) XOPHI'HXHX

SC

5. XPONOX ANAMONHX

Xpovog avapovig: Undév nueEPeS

6. APIOMOZX ITAPTIAOX

MHoptida {apOpog}

‘ 7. HMEPOMHNIA AHEHX

AHEH {pivag/étrog}
Metd to Tp®dTO dvorypa, va YPNCUOTOlEiTOL LEGA.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKT XPNOT.

15



EAAXIETEX TAHPO®OPIEX ITIOY ITIPEITEI NA ANATPA®ONTAI XTH XTOIXEIQAH
YYXKEYAXIA

Dwain Tov 100 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

BTVPUR gvéoyo evardpnua yio tpodfota kot Boogtdn

2. YYNGOEXH XE APAXTIKH(EY) OYXIA(EX)

Kabe d60om tov 1 ml mepiéyet:
APOOTIKG GUCTUTIKA®:

Adpavomomuévog bluetongue virus............. > oVuyKeKPIUEVO eninedo ava otéheyog (logio pixels)**
(*) xat’ avdTaTo 6pilo, 600 dapopeTikoi adpavoromuévol opotumol Tov bluetongue virus.

(**) Zvykekpévo | (**) IeprektikdtnTa o€
eMinedo ovd avtyovo (mpwteivny VP2)
oTENEYOG LE 0VOGOOOKIUOGTOL
BTV1 1.9 10910 pixels/mL
BTV2 1.82 log10 pixels/mL
BTV4 1.86 log10 pixels/mL
BTV8 2.12 log10 pixels/mL

Mia emifeformtikn TeEMKT oK 16Y00G Le 0pOEEOVIETEPMGT GE APOLPAIOVS YivETAL, OTAV UId.
naptida aneievbepmvetal.

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéowo evarmpnpa

4. YXYXKEYAXIA

100 d6c¢g1g (100 ml)

| 5. EIAOX(H) ZQOY(QN)

[Ipo6Pata ko foogdn

| 6. ENAEIZH(EIX)
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‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Y7modopia yopnynon.
Awfaote T0 POALO 0INYIOV XPNONG, TPV OO TN XPNON.

‘ 8. XPONOX ANAMONHX

Xpovog avapovig: UndEV NUEPEC.

| 9. EIAIKH(EX) IPOEIAOTIOIHEH(EIE), EAN EINAI ATIAPAITHTH(EX)

‘ 10. HMEPOMHNIA AHEHX

AHEH {pivag/érog}
Metd to Gvoryua, va ypnoiplomoteitol dpeca.

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

DVAACGCETE KOl LETAPEPETE G YLYEIO.
Mnv katoyvyeTe.
dvAdooete TPOSTATEVUEVO OO TO MG,

12. EIAIKEXZ IPO®YAAZEEIZ AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY TPOIONTOX 'H AAAQN YAIKQN IIOY
IMPOEPXONTAI AITO TO MMPOION, AN YITAPXOYN

13.  OI AEZEIX «<AIIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HEPIOPIZEMOI IIOY IZXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH,
AN YITAPXOYN

AmokAeloTikd Yo kTnviaTpiky xpnon. Na dtatifetol povov e KTviTpiky GuVIoym.

14. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA ITAIAIA»

Na pvldooetal o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAd1d.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
T'EPMANIA
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‘ 16. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/2/10/113/001-050

‘ 17. APIOMOX ITAPTIAAX TAPATQI'HX

IMoptida {apBude}
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B. ®’YAAO OAHI'TQN XPHXHX
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DYAAO OAHI'IQN XPHXHX:
BTVPUR gvéoipo evardpnpa yio tpofata kot foosidn

1. ONOMA KAI AIEY®OYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY TAPAT'QI'HX TIOY EINAI YIIEY®OYNOZX I'TA THN
AITIOAEEMEYZXH ITAPTIAQN XTON EOX, E©0OXON EINAI AIA®@OPETIKOI

Kdtoyog tng ddstoc kukAopopiag:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

T'EPMANIA

Hopaywydg vevbvvoc yio v ameAevfépmon TapTidmv:
Boehringer Ingelheim Animal Health France SCS
Laboratory of Lyon Porte des Alpes

Rue de I’ Aviation,

69800 Saint-Priest

ToAAio

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

BTVPUR evéopo evarmpnua yio tpdPata kot fooeidn

3. YYNOEZXZH XE APAXTIKO(A) ZYXTATIKO(A) KAI AAAEX OYZIEX
Ké06e 66om Tov 1 ml mepiéyet:
ApPOOTIKO GVGTATIKO™:

Adpavomomuévog bluetongue virus............. > oLuyKeKpLuEVo eninedo ava otéheyog (logio pixels)**
(*) Kot’ avdTaTo Op10, 60 dLOPOPETIKOL adpavomompévol opdtumot Tov bluetongue virus.

(**) Zuykekpyévo | (**) [MeprextikdtnTa og
emimedo avd avtyovo (mpwteivn VP2)
OTELEYOG L€ 0VOGOJOKILOGTOL
BTV1 1.9 log10 pixels/mL
BTV?2 1.82 10g10 pixels/mL
BTV4 1.86 log10 pixels/mL
BTVS8 2.12 1og10 pixels/mL

Mia emPeformtikn TEMK SOKIUT 16Y00G e 0POEEOVIETEPMOT) GE APOVPAIOVG YIVETAL, OTAV UiaL
maptido ameAevbepdveTaL.

AV0GOEVIGYVTIKEG OVGIES:

N R (o T TR 1o T ) TSP 2,7mg
D103 ) Y T PP R T R PR P OPRTRTN 30 HU**
%) Haemolytic units

O (o1) tOmog (o1) Tov (TeV) cTEAEYXOVG (V) (000 GTEAEYN TO TEPIOGHTEPO) IOV TEPIAAUPAVOVTOL GTO
TEAKO TPOTOV Oa emtheyOolV pe Pdon v eMONUIOAOYIKT KOTAGTAG, T GTIYUN TNG TOPOY®YNG Kot
Oa avaeépovtal 6TV ETIKETA.

Epoedvion: opotoyevég yolaktddeg Aevko.
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4. ENAEIZH(ELYL)

Evepyntn| avosonoinon tov mpofdtmv yio v mpdAnym g wipios™® Kot m peloon tov KAvikdv
CUUTTOUATOV TOV TPOKAAOVVTOL GO TOV 10 TOV KATUPPOikoy mupeton, opotumotl 1, 2, 4 kovn 8
(uéyrotog 0 cuvdLOoUOE 2 0POTHTT®YV).

Evepyntikn avocomroinon tov foogddv yio v TpOANYN TG Wipicg* Tov TpoKaAeitol omd Tov 10 ToV
KaTOpPOikov TupPeTon, opdtumol 1, 2, 4 ko 1 8 Kot TN HEI®ON TOV KAVIK®Y GUUTTOUATOV TOL
TPOKOAOVVTAL 0Td TOV 10 TOL KOTOPPOTKoD TVpeToV, opdTumot 1, 4 kav/ 1} 8 (LEY1GTOG 0 GUVOLOCUOG 2
0pOTLTIMV).

*(kdto omd 10 eninedo aviyvevong and v a&loloynuévn uébodo RT-PCR ota 3,68 logio avtiypagpa
RNA/ml, mov amodelkvoel T un-uetdoocn Tov Aotuoyovou 1o0).

"‘Evapén g avooiog éxet amoderybei 3 efdouddec (1 5 efdopddeg o€ mpoPata yio to BTV2) petd tov
apykd epufortacud.

H dupxetla g avooiog ota fooedn Kot ota tpdPata eivor 1 £tog petd tov apyikd epfoiacpd yuo
ToVG opotumovg BTV-1, BTV-2 (Boogdn), BTV-4 ko BTV-8.

5. ANTENAEIZEIX

Koapia.

6. ANENNIOYMHTEX ENEPT'EIEX

X MOAD GTAVIEC TEPMTMOELS EXEL TApoTNPNOEl o pukpn) Tomikn e€oidnon oto onpeio g éveong
(néyroto 32 cm? oo Pooetd] ko 24 cm?), 1 omoia &yt oxed6v e€apaviotel petd omd 35 nuépeg
(<1cm?).

Y& TOA) GTAVIEG TIEPMTMGELG UTOPEL VO EUPUVIGTEL Tapodtkn avénor g Oepuokpaciog Tov cOUATOS
€v10G 24 opmv petd Tov eufoliocud, 1 oroia kavovika dev Eemepvd katd péco 6po tov 1,1°C.

H ocvyvomta tov avemBountov evepysidv kabopiletal og akorovbwmg:

- oA cvyvn (meplocdtepo amd 1 ota 10 vd Oepameio (o Topove1alovy avemBvuUNTEG

EVEPYELEQ)

- ovyvn (meprocdTepo omd 1 aArd Ayotepo and 10 {oa ota 100 vd Oepaneia {da)

- un cvvnoicpévn (mepiocdtepo amd 1 aAld Arydtepo amd 10 {da ota 1000 vio Oepaneio {hor)

- ondvia (teprocdtepo omd 1 aArd Aryotepo and 10 {oa ota 10.000 vrd Bepancia Lma)

- TOAD omavia (Myotepo amd 1 ota 10.000 vo Bepaneia (do, cvumeptiapupavouévoy
UEUOVOUEVDV OVOPOPDV)

Edv mapatnpnoete omoladmote avemiBountn evépyela, KOO Kot oV OV aVOPEPETAL GTO

eoKkAeloto DOALO Odnydv Xpnong 1 apEBAAETE Yo TNV ATOTEAEGLOTIKOTITO TOV QOPHUAKOV,
TOPUKOAEIGOE VO EVIUEPDGETE GYETIKMG TOV KTNVIaTPd 0aC.

7. EIAH ZQQN

[Ip6Pata kot foogtdn.
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8. AOXOAOITA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Xopnyeiote pio 66om tov 1 ml vrodoping cuppva pe To akdiovbo oynua epforlacuod:

o Apykég eppforracpog

[Ip6Para

- 1" éveon: amd v nAkia Tov 1 unvog oe {oa ywpig unTpikn avoasio (1 amd nikio TV
2,5 umvav og veapd Coa yevvnuéva omd tpofativeg pe avocia).

- 2" éveon: 3-4 efdouddeg apydtepa

T 1o povoddvapo guforio mov mepiéyet adpavomomuévo Bluetongue Virus opdtomor 2 1 4, 1 yia éva
S1dvvapo guPorlo Tov TEPLEYEL Kal Toug dVo opdtuTovg 2 kot 4 pali pio éveon givat ETOPKNG.

Booegon

- 1" éveon: amd v nAkia Tov 1 unvég og {oa yopig unTpikn avoasio (1 amd nikio Tov
2,5 unvarv oe veapd Lma yevvnuéva omd ayelddeg Le avoacia).

- 2" éveon: 3-4 efdopddeg apydtepa

. Eravainntikog epfoiracpog

Emouog.

9. OAHT'TIEX T'TA TH LQXTH XOPHI'HXH

Epappoote 11 cuvnbeig donmreg dadikaciss.

AvVoKIVEIoTE EAAPPDG AUECHOS TPV TN YPNOT). ATOPVYETE TO GYNUOTIGUO PLCUAIS®V KOODS 0VTO
umopet va tpokaréoet gpebioud oto onueio g éveons. To GLVOAMKO TEPLEYOLEVO TNG PLUANG TIPETEL
VO YPNCUOTOLEITOL AUECMS ETA TO AVOTYLLO KO KOTA TN SLipKELD UiaG EQapUOYNG. ATTOPUYETE TIG
TOALOTAEG O10TPTOELG TOV TOUOTOG TNG PLAANG.

10. XPONOX ANAMONHX

Mndév nuépeg.

11. FEIAIKEX XYNOHKEX ATATHPHXIHX

Na pvrdooetal o€ Béon, v onoia dev PAETOLV Kot dev mpooeyyilovv Ta mald1dL.
duvidooete Kot petapépete og yoyeio (2°C — 8°C).

Mnv KaToyvyeTe.

DVAAGGETE TPOCTATEVUEVO OTTO TO PG,

Avdpxera {ong Petd 10 TPATO AVOTyLa TNG OTOLEINOOVS GLGKEVOCING: XPOT UUECMG

No yun ypnoiponoteitar ovtd T0 KTNVINTPIKO QOPUOKEVTIKO TPOIOV HETA 0o TNV nuepounvio AnENG
OV OVOYPAPETAL GTO KOLTL petd to EXP:
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12. EIAIKH(EZ) IPOEIAOIOIHZH(ELY)

Ewwég mpoerdonmomoetg yio kabe £1d0g 6tdy0g:

Na eppordlovtor povo vym Loa.

Edv mpdkettar va ypnoiponon el o€ GAla €idn 01KOGITOV KOl AYPLOV UNPVKACTIK®V, TO 07010
Bewpovvral 0Tt Bpickovtal o€ Kivouvo HOAVVOT|G, 1] XPTNOT) TOV GE AVTA Ta €101 Bo Tpémel va yivetan pe
TPOGOYN Kol cuvicTdtor vo eEAeYyOel To epPorto o Eva Lukpd apdpod (owv Tpv Tov palkd
euporacud. To eninedo amoTEAECUATIKOTNTAS Y10 TO AALO €10M Umopel va SlopEPEL Amd aVTO TOV
TapoTnPeNOnke ota TPOPaTa Kot oTo foogtdn.

Ewdwéc mpopuAdéeic yia tn yopnynon ota {da:
Agv 1oyvet.

Eyxvpocivn kot yoAovyio:
Mmnopel va ypnoponomdet kotd tn Sigpketa tng KONoNg Kot e yoAovyiog.

TovipdnTon
H acpdlreia kon ) amotelecpoticdtnto Tov gufoiiov dev Exel amoderydei ota apoevikd {da

AVATOPAY®YNS. Z€ VTN TNV Katnyopia tov {dov to eufoiio Ba tpénet va ypnoyomoteitotl povo
GOLPMOVO, LLE TNV EKTIUNOT 0PEAOVE/KIVOLVOL atd ToV VTTELBVVO KTNVINTPO KOUT TIG €0VIKEC Apurodieg
Apyéc, GOUPMOVO, LLE TNV 1GYXVOVGO TOMTIKT EUPOAAGHOD KATE TOV 100 TOL KATAPPOTKOV

nmopetov (BTV).

AMNAETOPEOELC e GAAL QOPUAKEVTIKA TTPOTOVTO KOl GALEG HOPPEG OAANAETIOpAOC:

Agv VIAPYOVY TANPOPOPIES GYETIKA LLE TNV ACPAAELN KOL TV OTOTEAEGLATIKOTNTO, OO TV XPNON TOV
€V AOY® gpforiov e omolodnmote dALo KTnvioTpikd edppoko. H amdéeacn yio T xopiynomn tov v
AOY® epforiov mpv 1} LETE OO TN XOPYNOT OTOLOOMTOTE GALOV KTNVIATPLKOD PAPUAKOL, B0 Tpémet
va Aappdavetor Katd mepintoon).

Ynepdoocoroyia (GUURTOUATA, LETPO OVILLETAOMIONG, OVTIOOTA):

[ToAv ondvia pmopei va mapatnpndei Topodikr| amddeia LeTd T YopYNoT OITANG 606N G TOV
guPoriov. Agv moaparnpnOnke Kopio GAAN ovemBOunTn evEpyeLa EKTOC OO AVTEC TOV OVOPEPOVTOL
oTNV TOPAypapo «AVemIOOUNTEC EVEPYELEDD.

Aocvpfatomrec:
No unv avoperyvoetot pe GALO KTNVINTPIKO QAPLOKO.

13. EIAIKEX IPO®YAAZEIX AITOPPIYHE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta edpuaxo dev TPETEL VO ATOPPITTOVTOL HEGHD TOV AVUATOV 1] TOV OIKIOK®OV AToBANTOV.
2opPovievbeite Tov KTNVINTPO GOG Y10 TOV TPOTO OTOPPLYNG TOV YPNCULOTOMOEVTOV QOPUAKOV.
Ta pé€Tpa VTG OTOGKOTOVV GTIV TPOGTAGIO TOL TEPPAAAOVTOG,.

14, HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHX TOY ®YAAOY OAHI'TQN
XPHXEQX

Agntopepeic TANpoopieg Yo 10 TaPHY KTNVIATPIKO QOPUOKEVTIKO TPOIOV d1aTiBEVTOL GTOV SIKTLAKO
tomo tov Evponaikod Opyaviouod @apudkov ot dievbuvon hitp://www.ema.europa.eu.
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15. AAAEX ITAHPO®OPIEX

To epforio mepiéyel adpavomompévo 16 ToL KATapPOTKOD TVUPETOV LE AVOCGOEVIGYLTIKEG OVGIES,
VOpo&eidio Tov arovpviov kot camwvivn. [Ipoxaiel oto epPortacuévo {do evepynTikn Kot €101KN
ovooia vovtt ToL 100 TOV KATAPPOikoD TLPETOV.

Mmopel va, unv KokAo@opoOVv OAEG 01 GUCKEVAGIES.
Kovti pg 1 giéAn tov 10 d6cemv (1 x 10 ml)
Kovti pg 1 giéAn tov 50 d6cemv (1 x 50 ml)
Kovti pe 10 guakeg tov 50 docewv (10 x 50 ml)
Kovti pe 1 giéAn tov 100 décewv (1 x 100 ml)
Kovrti pe 10 @uorec twv 100 d6cemv (10 x 100 ml)

Onotocdnmote TPoTibeTal Vo TUPUCKEVAGEL, VO EIGAYEL, VA £XEL GTNV KOTOYN TOV, VO TOANGEL, VO,
SloB€cEL Kat voL PN CLULOTOUGEL TO KTNVIATPLIKO poppokevtikd poiov BTVPUR mov mepiéyet tovg
opotvmovg 1, 2, 4 xou 8, vwoypeovTon vo {NTAGEL T YVOUN TG appddtog apyfig TOL GYETIKOD KPATOVG
UEAOVG KOOMG AVTEC 01 HPACTNPLOTNTES UTOPEL VAL OTOYyOPELOVTOL GE OAOKAT PN 1| LEPOC TNG
EMKPATELOG TOV KPATOVS HELOLG GUUPMVE pe TNV eBvikh Tov vopobecia.
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