ITAPAPTHMA |

HEPIAHYH TON XAPAKTHPIETIKOQN TOY IPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX

Syvazul BTVevéoyo evaudpnua yio tpofarto. kot foogidn

2. IMOIOTIKH KAI IIOXOTIKH XYNG®EXH

KdaBe ml nepiéyet:

APOOTIKG GVOTUTIKA*:

Adpavomomuévog 10¢ Tov katappoikod mopetod (BTV) RP**>1

* Méy1070¢G aptOpog dOO JOPOPETIKMOV 0POTHTMY OOPAVOTOINUEVOD 100 TOV KOTAPPOTKOD TUPETOV:

16¢ Tov KoTappoikod Topetov, opdtumog 1 (BTV-1), otéheyog ALG2006/01 E1,
0OPOVOTONLEVOG

16¢ Tov KOTOPPOiKOD TVPETOV, OpdTVTIOG 4 (BTV-4), 6téheyog BTV-4/SPA-1/2004,
0dPAVOTONEVOC

I6¢ Tov KoTOPPOiKod TVPETOV, opdTLTog 8 (BTV-8), otéheyog BEL2006/01 pdpavomomuévog

** YyeTIkn OpaoTIKOTNTA OV £YEL LeTpnOel pe tn nébodo ELISA oe cuvdptnon pe éva epuforio
ovVOQOPEG, TOL OTOTOL 1) ATOTEAEGLLATIKOTNTO, £XEL KATAOELYDET Lle TEWPAUOTIKT LOAVVOT GTO. £10M
{owv.

O ap1Budg kot o(ot) Tomog(ot) TV oTEAEY MV TOL TEPIEYEL TO TEMKO TPOoidv Oa Tpocapudlovion pe
Béiomn v TpéYovca ETONUIOAOYIKT KATAGTOON TN OTIYWN] THG TOPOCKEVTC TOV TEAMKOD TPOIOVTOC Kol

Oo avaypdeovtal TNV ETIKETA.

AV0GOEVIGYVTIKEG OVGIES:

Aluminium hydroxide (A¥*) 2,08 mg
Purified saponin (Quil-Aurd Quillaja saponaria 0,2 mg
"Exooya.:
IHoroTiKi) 60vOeoN KOO OV Kol GAA®V ITocoTikn 6OvOeon av o1 TANpoPopics dVTES
GUOTUTIKOV gival oNUOVTIKES Y10 TN 66T 0PN YO TOV
KTNVWOTPLKOU QUPIIKEVTIKOV TPOIOVTOG
Thiomerse 0,1mg

Potassium chloric

Potassium dihydrogen phospt

Disodium hydrogen phosphate anhyd

Sodium chlorid

Silicon antifoaming age

Water for injection

Pol-Aeviod evaidpnpo mov opoyevomoleital EDKOAN HEGM aVOKIVNONC.

3.  KAINIKEX TAHPO®OPIEX
3.1 Eiom {oov
[IpoPata ko foogtdn.

3.2 OgpamevTiKEG EVOEIEELS Yo KAOE gid0g DoV



IIpoBarta

IMa v evepyntikn avocomoinon tpoPdtwv e 6Komd TNV TPOANYN TNG WA Kol TOV TEPLOPIGUO
TOV KAMVIKOV onueiov kot PAapdv mov tpokaiovvtal amd tovg opdtunovg 1 kaum 8 tov 100 Tov

KOTappoikoD TupeTol Ko ToV IEPLOPIGUO TNE UG Kol TV KAMVIKOV onueiov kat PAafdv mov
TPOKAAOVVTOL Ot TOV 0pOTLTO 4 TOV 100 TOL KOTOPPOIKOD TVPETOV (GLVIVOCUOG EMG 2 OPOTHTOV).

*Katm omd 1o eninedo aviyvevong pe v entkvpouévn pébodo RT-PCRota 1,32 logoe TCIDs¢/ml

Eykatdotaon avociog: 39nuépeg LETA TV OLOKANP®GT) TOV GPYLIKOD GYNUATOG EULPOALOGHOD.
Awpkela avooiog: £va £€T0¢ LETE TV OAOKANPWOGT) TOV apyLKOD GYNLATOC ELPOAIOGHOV.

Booeon:
T v evepynTiky avoconoinon Pooelddv pe okomd v TPdANYT TG Wipioc* mov tpokaieiton amd

ToVg 0pOTLITOVG 1 Ka/M 8 Tov 100 TOL KATAPPOTKOD TVLPETOL K1) TOV TEPLOPIGHO TNG toitpioc® wov
TPoKaAEiTaL amd Tov 0pOTLTTO 4 TOL 10V TOL KOTUPPOIKOD TVPETOV (GLVILOCUOC EMG 2 OPOTVTMV).

*Katm omd 1o eninedo aviyvevong pe v entkvpouévn pébodo RT-PCRota 1,32 logoe TCIDs¢/ml

Eyxatdotaon avociog: 21nuépeg LETA TV OAOKANP®GCT] TOV APYLIKOD GYNUATOG ELPOALOGHOD.
Augpkela avooiog: £va £€T0¢ LETE TV OAOKANPWOGT) TOV apyLKoD GYNLATOC ELPOAIOCHOV.

3.3  Avrevosigag

Koapia.

3.4 Ewwkég mposidomonjcelg

Na gppoitdlovtar pévo vy Coa.

Edv to guoito ypnolponoteital o€ GAla €idn 01KOGITOV KOl AyplOV UNPLKAGTIKOV oV Bempeitan 6Tt
dratpéyouvv Kivduvo PLOAVVON G, 1| XPTION TOL GE ALTE Ta, €101 TPEMEL VAL YIVETOL [LE TPOGOYN Ko
cuviotdrtol va dokipdleTor To epPoio og pikpod apBpd (owv mpv and tov paliko pfoiacud. To
EMIMESO ATOTELEGUATIKOTNTOG Y10, TO, GAAQ €101 EVOEYETOL VO SOPEPEL ATTO CLTO TTOV TOPOTN PN OMKE

ota TpdPoata Kot To Boostdn.

Agv vapyovv S00Ec1EG TANPOPOPIES GYETIKA LIE TN YPTOM TOL EUPoLiov Gg TPORATO LE OVTICMLOTA
UNTPIKNG TPOEAEVOTC.

Agv vapyovv SabEcIEG TANPOPOPIES GYETIKA LIE TN YP1OM TOL EUPOAIOD TOL TTEPIEYEL TOV OPOTLTTO
BTV4 og fooeldn [e OvVTIoOUOATO UNTPIKNG TPOEAEVONG.

3.5 Iowirepeg mpo@urdéers katd T ypion

Id1oitepeg mPoPLAGEELC Yo TNV aoc@oAN ¥pnon oto £idn Lowv:

Agv 16y0eL.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavoviol amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOidV o {ma:

Xe mepinton mov kKot AdBog Kavete 0vTOEVEST, Vo avalnTioeTe AUEomS TPk Pordeta Kot va
emdei&eTE OTOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1} TNV ETIKETO TOV PUPLOKEVTIKOV
TPOIOVTOG,.



Atopa pe yvootn vrepevacnocio og vVOPoEeidlo Tov apytiiov, BelopepcdAn 1 canwviveg TPEmEL va

OTTOPEVYOLV TNV ETAPT LE TO KINVIATPIKO QAPLOKEVTIKO TPOIOV.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv 1oyVet.

3.6  AvemOdunra cvppavra

péBara

[ToAb cuyva
(>1{do / 10vm6 bepomeio Lda):

- Avtidpaon oto onueio g éveonc®, epvnua
oto onueio g éveonch*, olido 6to onueio
g éveong 2%

- YrepOepuio ®

ravia

(1 éwc 10Lia / 10.000vm6 Oepancio {hay):

- Améotnua oto onueio g éveong*

- AmoPoAn, mepryevvntikn Bvnoyotnro,
TPOMPOC TOKETOC

- Amd0Beia, KatdkAiion, mopetde, avopesia,
AMbBapyog

[ToAv ondvia

(<1¢do / 10.000vm6 bepoameia {ma,
GUUTEPIAAUPAVOLEV®Y TOV LEUOVOUEVDV
AVOPOPMV):

- Meiwon mopaymyng yoAoKTog

- [apdivon, ataéia, TOPA®O™, EAAELYN
GUVTOVICHOV

- [Tvevpovikn coppdprnon, dHorvola

- Atovia g peyding kotiog, TOUTAVIoUOG

- Avtidpdaoeig vrepevarcOnoioc?

- @dvartog

* O eplocdTEPEG TOMIKES OVTIOPACELS eEapavilovTol TAMNPWG 1| EAayloToTolEITOL TO PEYEDDS TOVG

(£ 1 cm)mpwv and tig 70nuépeg, av Kot LITOAOITO. TV 0{1dimV UTOPOVY VO, TAPAUEIVOVV Kot LETH TO
&V AOY® YpoVvIKO O14.GTN L.

1 ¥yetiCetan pe fmo éog pétpio oidnua oto onueio g éveong (amd 1 {wg 6 nuépeg petd m yoprynon)
2 Avdduvo, dtopétpov g 3,8 cmuetd omd 2 mg 6 NUEPES KOl PEIOVETAL GTASIOKG, [LE TNV TAPOd0

TOVL YPOVOV.

3 Aev vrepPBoiver toug 2,3 °C katd ) didpkeia tov 48 mpdv petd tov epfolacud.

4 Me vrepBoikn c1eldppota.

Booeidn

[ToAv cuyva
(>1{do / 10vmo bepomeio {da):

- Avtidpaon oto onueio g éveonc*, epvdnua
oto onueio g éveong 1 *, olid1o oto onpeio
g éveong 2 *

- YrepOepuia 3

ravia

(1 éw¢c 10Lkba / 10.0000m06 Oepancio (da):

- Amootnua oto onueio g éveonc*

[ToAb omévia

(<1Zmo / 10.000vmo bepameio {da,
GUUTEPIAAUPAVOLEV®VY TOV LEUOVOUEVDV
AVOPOPMV):

- AmofoAn, mepryevvntikn Ovnopotra,
TPOMPOC TOKETOG

- AndBeia, KatdkAiion, mopetdg, avopesia,
AnBoapyoc

- Meiwon mopoaywyng yeAaKTog

- [Tapdivon, ata&io, TOPA®OTN, EAAEIYT

GUVTOVIOHOV

- [Tvevpovikn coppdpnomn, dvorvola

- Atovio TG peyaAng Kotiiog, TOUTAVIGHOG

- Avtidpaoeic vrepevaicOncioc?

- @dvatog




* Ot meplocoTEPEC TOMIKEG avTOPAcELS eEapavilovtal TANP®G 1 eAayloTomolEiTon TO PEYEDOS TOVG

(£ 1 cm)mpwv and tig 30Muépeg, av Kot LIEOAOITO. TV 0{1dimV UTOPOVY VO, TAPUUEIVOLV Kot LETH TO
€V AOY® YPOVIKO SIUCTNUAL.

1 ¥yetiCetan pe fmo dog pétpio oidnua oto onueio g éveong (amd 1 éwg 6 nuépeg petd ™ yoprynon)
2 Av®duvo, S1opétpov €mg 7 CM, et and 2 mg 6 NUEPEC Kal HEIOVETAL GTASIOKA [LE TNV TAPOSO TOV
YPOVOUL.

3 Aev vrepPBoiver toug 2,3 °C katd ) didpkeia tov 48 mpdv petd tov epfolacud.

4 Mg vrgpPoikny cieldppora.

H avagopd avemBountov coppdviov eivar onuavtikn. Emtpénel tn cuveyn mopoakolovdnon g
UOQUAELNG EVOG KTNVIOTPIKOD QAPUAKEVLTIKOD TPoiovTOoc. O avapopic TPETEL VO OMOCTELAOVTAL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £ITE GTOV KATOYO TNG AOELNG KUKAOQOPIG 1] GTOV TOMIKO OVTITPOCWOTO
ToV gite oV €Bvikn apuddo apyn LECH TOL EBVIKOD GLGTHKOATOG AVOPOPAS. AvatpéETe 6TO PUAAO
001 YLDV YPNONG YO TO, OVTIGTOLYO GTOLXELD EMKOVAOVIOG.

3.7 Xpnion katd TV KONno1, TN Yorovyia 1 TNV ®OTOKid

Kvnon kot yoiovyia:

Mmropei va ypnoiporon el katd tn S1dpKeLo TG KOTMoNG Kol TG YOAOVYIoG.

Tovyom o

H acpdieia kor n amoteAecpotikoOTnTa ToV EUPoriov dev £xovv amoderydel ota apoevikd {oa
AVATOPUY®YNG. ZE VTNV TNV Katnyopia Tov (®mV, To EUPOAI0 TPETEL Va Ypnooroteitar Hovo
oOpE®VO. pe TV a&loldynon 0eéhovd/kivodvoy omd Tov veedhuvo KTnviaTpo koM Tic e0vikég
UPHOSIEG OPYEG, CUUPDVO. LLE TIG IOYVOVGES TOATIKES ELPOAOCHOV KATA TOV 100 TOV KOTOPPOTKOD
nwopetov (BTV).

3.8  AlMlemiopacn pe Ao QUPUAKEVTIKA TPOTOVTH KOl GALES HOPPEG UAANAETIOPOONG

Agv VIAPYOVV TANPOPOPIES GYETIKA [LE TNV OCPAAELN KL TV OMOTEAEGILATIKOTITO OTO TNV YP1|OT| TOV
gV AOY® epforiov pe omotodnmote GAAO KIviaTpikd edppoko. H arndeaon yio t yopriynomn tov v
AOY® epforiov mpy amd N HETA TN OPTYNOT OTOIOVINTOTE GAAOV KTIVINTPIKOD POPUAKOL, TPETEL VO,
AapPavetal kotd mepintmon).

3.9 0Odoi yopiynong ko 6060r0Yid

Avakiveiote KaAd Tpv amd T ¥pNon.

[péPata:

Ymodopla ypfion.

Xopnyeital vrodopla oe TPOPaTO NAKING AV TOV 3 UNVOY, COUPEOVA, e TO aKOAovOo oYL

- Apykdc eppolacuodc: yopnynote pia epdma d6om tawv 2 ml.
- Enravepporocudg: yopnynote pia d6on tov 2 mluetd and 12 pivec.

Booeon:
Evdopvikn yprion.

Xopnyeital evéouvikd o foogldn nAkiag dvm Tov 2 unvov Yopic untpikn avocio 1 o€ Bo0ELdN
nAiog dvo v 3 pNvav yevvnuéva amd Bo0ogLdN LE avooia, GOUPOVA LE TO akdAovbo oynua:



- Apykdc eppolaocuoc: yopnynote dvo 86celg v 4 mlpe pecodibdotnuo 3 fdouddmv petacy
TOV 00CEWV.
- Enravepporoocudg: yopnynote pia d6on tov 4 mluetd and 12 pivec.

3.10 Xoprrdpato vrepdocoroyiog (Kol KOTA TEPITTOG, PETPO. AVTIUETOMIGNG KOL OVTIO0TA)

Agv mopatnpnOnke kopio GAAN ovTidpacT TANY QUTMOV TOV TEPTYPAPOVTIUL TNV TopAypapo 3.6, 1eTd
omd TN yopNYNoN SUTANG LTEPOOGOLOYING.

3.11 Ewdwkoi mepropiopoi yp1ong Kot £101KEG cuvONKeg ypiiones, copmepriapfavopivev
TEPLOPLOUAOV GTI] YP1GT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATTVENS UVTOYNS

Xopnyeital Vo KTNVINTPIKO EAEYYO | EMIPAEYT.

Ono10601moTE TPOTIOETAL VO TAPACKEVAGEL, VO EICOUYAYEL, VO EXEL GTIV KOTOYHN TOL, VO SLOVEILEL, VO

TOANCEL, VO S100EGEL KOt VO YPNGLLOTOMGEL OLTO TO KTNVINTPIKO QAPLOKEVTIKO TPoidV, vIoypeohTal

va (NTAoEL TN YVOUT TNG APLOSLOG apyYNS TOV OIKEIOV KPATOVG LEAOVC GYETIKA LE TIC LOYVOVGEG

TOMTIKEG EPPOAOG OV, KOODS AVTEG O1 dPACTNPLOTNTEG UTOPEL VO AOyopeDOVTOL GE OAOKANPN 1

UEPOG TNG EMKPATELNG TOV KPATOVS PHEAOVS COUPOVA LE TNV £BVIKT TOV vopobesia.

3.12 Xpovor avapovig

Mndév nuépeg.

4. ANOXOAOTI'IKEX ITAHPO®OPIEXZ

4.1 Kmdwkog ATCvet: QI0O4AAQ2

To diéyepon g evepyNTIKNG avoconoinong tpoPdtov kot foosddv katd tov opotdinmy 1, 4xon 8
TOV 100 TOV KATOPPOIKOV TUPETOV GE GLVAPTIOT| LLE TOVG OPOTLTTOVS TTOV TEPLEYEL TO EUPOALIO
(cVVoVAGHOG EmC 2 0pOTHTT®V).

5.  ®APMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatoTnteg

No punv ovopelyvoeton pe GALO KTNVIOTPIKO PAPLOKO.

5.2 Awdpkera {ong

Aldpketa {ONE TOV KTNVINTPIKOD QUPLOKELTIKOD TPOIOVTOC GOUP®VA, LLE TI GVOKEVAGIN TOATONG:
if(':;]l.cma o1 LeTA TO TPATO GVOLYLO TNG OTOLYEIDdOVS cuokevaciag: 10 mpeg.

5.3 Idwitepeg mpopuAa&els Kot T QOAUEN TOV TPOTOVTOG

No puAdooetat Kol va petopépetol o€ yoyeio (2 °C — 8°C).

No unv xatoyidyetor.

No pUAACCETAL TPOGTUTEVUEVO OO TO PG,
Noa puAACcoETAL OTIV 0PYIKT GUVCKELUGIA.



5.4 ®bon ka1 6OvOEG TG GTOLYELDO0VS CVOKEVOGIUG

Ayxpopo eroridio tolvmporvieviov mov mepiéyel 80 mlv 200 ml,ue eAactikd ToO. 0d
Bpopopfovtdito tomov |, cppayicpévo pe KdAvppo amd aAovpivio.

2VOKEVAGIEC:
Xaptvo kovti pe 1 graiidio mov mepiéyet 80 mi.

Xaptvo xovuti pe 1 praridio mwov mepiéyer 200 ml.
Mmropei va, unv KuKAOQOpOoUV OLEC 01 GLOKEVACIES.

5.5 E0kég Tpo@uAGEELS 0mOpPIYNS EVOS UM Y PTCLUOTOOEVTOS KTNVINTPLKOV QUPUUKEVTIKOV
TTPOIOVTOG 1] GALOV VAMKAV TOV TPOEPYOVTOL 0.TO T1) Y PI6T TOV TPOIOGVTOS, AV VAP OVY

Ta eapuaxo dev TPETEL VO OTOPPITTOVTAL HECH TOV ADUATOV 1) TOV OIKIOK®V OTOBANTOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPLAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKOV TPOIOVTOV 1| GAADV DAIKOV TOV TPOEPYOVTOL OO T XPNOMN TOVG
COUQ®VA, LLE TIG TOTIKEC OMOLTNOELS KOl LLE TUYOV €0VIKA GUGTHLOTO GUAAOYNG TOL IGYVOVY Yid TO,
GYETIKA KTNVIOTPIKE QUPLOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS SYVA, S.A.

7.  APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/2/18/231/001-012

8.  HMEPOMHNIA ITPQTHY EI'KPIXHX

Huepopnvia Ing éykpiong: 09/01/2019

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHY THX MNEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{MM/EEEE}

{HH/MM/EEEE}

{HH pnvoc EEEE}

10. TAZEINOMHZIH TON KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTOQN

Na yoprnyeital Lovov e KTNVINTPIKT CLUVTAYY|.

Aentopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPOidV eivar dtaféciues ot
Baom dedopévev g EE yia o kmmviatpikd mpoiodvta (https://medicines.health.europa.eu/veterinary).




IMAPAPTHMA 11

AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAZ
Kavévag



IHAPAPTHMA I

EINIZHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EIIIXHMANXZH

10



IHHAHPO®OPIEX IIOY IPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXTA

Xaptivo kovti pe 1 grodridro Tov 80 ml
Xdaptivo kovti pe 1 graridro tewv 200 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTVevéoyo evaudpnpa.

2.  LYNOEZIH IE APAXTIKH(EZ) OYZIA(EX)

Kabe ml mepiéyet:
[MéyioTtog aptBpdc 810 SLaPOPETIKOV 0POTHTMV AGPOVOTOINUEVOD 10V TOV KATAPPOIKOD TUPETOV)]

16¢ tov KoTappoikod Tpetod, opdtvmog 1 (BTV-1), otéleyoc ALG2006/01 E1pdpavomompuévog
RP*>1

16¢ Tov KoTappoikod Tpetod, opdtvmog 4 (BTV-4), otéleyog BTV-4/SPA-1/2004pdpavoromuévog
RP*>1

[6¢ Tov KoTappoikod Tpetod, opdtvmog 8 (BTV-8), otéleyoc BEL2006/01 adpavomotnuévog
RP*>1

* Tyetkn dpaoTikOTnTa oL £XEl petpn el pe ™ pébodo ELISA e cuvaptnon pe €va pforio
ovVOQOPES, TOL OTOTOL 1) ATOTEAEGLLATIKOTNTO, £XEL KATAOELYDET Lle TEWPAUOTIKT LOAVVOT OTO, £10M
{dwv.

3. TYEKEYAXIA

80 ml
200 ml

| 4. EIAOX(H) ZQOY(QN)

[Ipo6Para ko foogtdn.

| 5. ENAEIZEIZ |

| 6. OAOI XOPHI'HEXHZ |

[poéParta: Yrodopia ypnon.
Booegdn: Evdopvikn ypnon.

‘ 7. XPONOI ANAMONHZXZ

Xpovog avapovig: Mndév nuépec.

11



‘ 8.  HMEPOMHNIA AHZHX

Exp. {u/eeee}
Metd 10 TPMOTO Avorypa, ypnon evrog 10 mpmv.

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

No QUAACCETOL KO VO LETOPEPETUL GE YVYELO.
No unv katoyidyetor.

No pUAACCETAL TPOGTUTEVUEVO OO TO POC.
Na @UAACCETOL GTNV 0PYLIKT] CVCKEVLAGIOL.

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHZX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0dNYLDV YPIONG TPV 0T T YPNOT).

‘ 11. OI AEEEIX «<ATIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na puAdooetor o 6o, TV onoia dev PAETOLY Kot dev Tpoceyyilovy Ta TaldLd.

13.  ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

LABORATORIOS SYVA, S.A.

‘ 14. APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/18/231/001: (BTV-1) 80 m
EU/2/18/231/002: (BTV-1) 200 ml
EU/2/18/231/003: (BTV-4) 80 m
EU/2/18/231/004: (BTV-4) 200 ml
EU/2/18/231/005: (BTV-8) 80 ml
EU/2/18/231/006: (BTV-8) 200 ml
EU/2/18/231/007: (BTV-1, BTV-4) 80 ml
EU/2/18/231/008: (BTV-1, BTV-4) 200 ml
EU/2/18/231/009: (BTV-1, BTV-8) 80 ml
EU/2/18/231/010: (BTV-1, BTV-8) 200 ml
EU/2/18/231/011: (BTV-4, BTV-8) 80 ml
EU/2/18/231/012: (BTV-4, BTV-8) 200 ml

15. APIOMOZX ITAPTIAAX

Lot {ap1Buock

12



IHAHPO®OPIEX ITIOY IIPEITEI NA ANAI'PA®ONTAI XTH XTOIXEIQAH
XYXKEYAXTA

droridoo Toov 80 ml
®rorido Toov 200 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTVevéoyo evaimprpa.

| 2. TYNOEXH XIE APAXTIKH(EX) OYZIA(EX)

Kabe ml mepiéyet:

[Méyiotog aptbpdc 800 S10QopETIKOV 0POTHTMV AdPOVOTOINUEVOD 10V TOV KATAPPOIKOD TUPETOV]

16g Tov KoTappoikod TpeTod, opdtumog 1 (BTV-1), otéleyog ALG2006/01 E1pdpavomompuévog

RP*>1

Toc roungxfapfo'iKoﬁ mopetod, opotumog 4 (BTV-4), otédeyoc BTV-4/SPA-1/2004pdpoavomomuévog
>

Toc roungxf;pfo'iKoﬁ mopetod, opodtumog 8 (BTV-8), otéheyoc BEL2006/01 adpavomoimpévog
>

* TyeTIKN SpacTIKOTNTO GE GUYKPLOT| e Eva EUPOALO avOPOpPEC.

| 3. EIAOX(H) ZQOY(QN)

IIpoPata kot fooetdn.

‘ 4. OAOI XOPHI'HXHX

IIpoPata: Ymodopia xpnon.
Booegdn: Evdopvikn ypnon.
Awfaote T0 POALO 0ONYIOV XPNOTG TPV OO TN YPTON.

‘ 5. XPONOI ANAMONHX

Xpbvog avapovig: Mndév nuépec.

‘ 6. HMEPOMHNIA AHEHX

Exp. {u/eeee}
Metd 10 Tp®OTO Avoryua, xpnon eviog 10 opmv.

‘ 7. EIAIKEX XYNOHKEX AIATHPHXHX

No pnv katoyidyetor.
No @UAACCETOL KO VO LETOPEPETUL GE YVYETLO.
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Noa @UAACCETOL TPOSTATEVUEVO OO TO POC.
Noa @UAACCETOL GTNV 0PYLIKT] CVOKEVLAGIOL.

8. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

LABORATORIOS SYVA, S.A.

‘ 9. APIOMOZX ITAPTIAAX

Lot {ap1Buog}
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B. ’YAAO OAHI'IQN XPHXHX
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®YAAO OAHT'IQN XPHXHX
1. Ovopacio Tov KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOG

Syvazul BTVevéouo evaudpnua yia tpofato kot foogidn

2. XovOeon

KéaBe ml mepiéyet:

ApPOUoSTIKE GUGTOTIKA*:

Adpavomompévog 10¢ Tov katappoikod mopetod (BTV) RP**> 1

* Méy1otog aptfpuog dVo SLPOPETIKDOV 0POTOTOV AOPAVOTOLLEVOL 100 TOV KATAPPOIKOD TUPETOV:

16¢ Tov KOTOPPOiKoD TVpETOV, opdTVTog 1 (BTV-1), otéheyog ALG2006/01 E1,
0dPAVOTONEVOC

16¢ Tov KOTOPPOiKoD TVPETOV, opdTLTOg 4 (BTV-4), otéheyog BTV-4/SPA-1/2004,
OPOVOTONLEVOG

16¢ ToV KOTOPPOiKOD TVPETOV, OpdTVTIOG 8 (BTV-8), 6téheyog BEL2006/01 pdpavomompévog

** YyeTIkn OpaoTIKOTNTA OV £YEL pLeTpnOet pe tn nébodo ELISA oe cuvdptnon pe éva epuforio
avaQopAG, TOL OO0V 1) ATOTEAEGHOTIKOTNTA £xEl KaTadelyDel pe mepapatikny poAvven ota €ion
{dwv.

O ap1Budg kot o(ot) TOmog(01) TV GTEAEYDV TOL TEPIEYEL TO TEMKO TPoidv Ba mpocapudlovon pe
Baon v TpE€yovca ETONUOAOYIKT KOTAGTAGCT) T1 OTIYUN TNG TOPAUCKELNG TOV TEAIKOD TPOIOVTOC Kot

Oa avoypdpovtol otV ETIKETA.

AV0GOEVIGYVTIKEG OVGIES!

Y 8po&eidio tov apyiriov (AIFY) 2,08 mg
KexaBapuévn conmvivny (Quil-A) armd Quillaja saponaria 0,2 mg
"Exod0y0:

OclopePTiin 0,1 mg

Pol-Aevko evéoiilo evaudpr Lo TOL OUOYEVOTOIEITOL EVKOAN LECH AVOKIVIONG.

3. Eiom {oov

[IpoPata ko foogtdn.

4. OepamevTiKég EVOEIEEIQ

[péBata:

T v evepynTiki avocsomoinon TpoPatwy pe oKomd TV TpdANYN TG WiaG* Kol ToV TEPLOPIGHO
TOV KAMVIKOV onpeiov ko BAapdv mov tpokaiovvtat amd Tovg opodtunovg 1 xaum 8 tov 100 Tov
KOTOPPOTKOD TUPETOD KON TOV TEPLOPIGUO TNG UG Kol TOV KAMVIKOV onpeiov kot PAafdv mov
TPOKAAOVVTAL OTTO TOV 0pOTLTTO 4 TOV 100 TOL KOTOPPOIKOD TVPETOV (GLVILUCUOG EMG 2 OPOTHTMV).

*Katm oo 1o eninedo aviyvevong pe v enikvpouévn pébodo RT-PCRota 1,32 logo
TCIDs¢/ml

Eyxatdotacn avociog: 39nuépeg LETA TV OMOKANP®GT TOV GpYIKOD GYAUATOS EUBOALOGLOD.
Aldpkelo ovooiag: éva £€T0¢ LETE TNV OAOKANP®GN TOV aPYIKOD GYNIATOS ELBOAAGLLOV.
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Boogon:
IMa v evepynrtikn avocomoinon Boosdmv e 6Komd TV TPOANYN TG WiaG* Tov TpoKaAeital amd

T0Vg 0poTLTTOVG 1 ka1 8 ToV 100 TOL KATAPPOTKOD TVLPETOL KT TOV TEPLOPIGLO TNG topioc® Tov
TpokaAeital amd Tov 0pOTLTTO 4 TOL 10V TOL KOTUPPOIKOD TVPETOV (GLVILOCUOC EMG 2 OPOTOTWV).

*Katm ond 1o eninedo aviyvevong pe v enikvpouévn pébodo RT-PCRota 1,32 logo
TCIDs¢/ml

Eyxatdotacn avociog: 21nuépeg LETA TV OLOKANP®GT TOV apYIKOD GYNUATOS EUBOALOGLOD.
Aldpkelo ovooiag: éva £€T0¢ LETE TNV OAOKANP®GN TOV aPYIKOD GYNUATOS ELBOAAGLLOV.

5. Avrevosigag

Koapia.

6. E101kéc TpoE1domomceLs

Ewwéc mposidonomosic:

Na gppoidlovtar pévo vy Coa.

Edv to guPoiio ypnolponoteital o€ GALa £idn 01KOGITOV KO AyplLOV UNPLKAGTIKOV oV Bempeitan 6T
dratpéyouvv Kivduvo PLOAVVONG, 1| XPTION TOL GE aLTE T, €101 TPEMEL VAL YIVETOL [LE TPOGOYN Kol
ovviotdral va dokipdletar to euPoAto o€ pikpo apBpd (owv mpv and tov palikd epPoiacud. To
EMIMESO AMOTELEGUATIKOTNTOG Y10, TO, GAAQ 10T EVOEYETAL VO SLOPEPEL ATTO QL TO TTOV TAPOTN PN OMKE
ota TpdPoata Kot To foogtdn.

Agv vapyovv SabEcieg TANPOPOPIES GYETIKA LIE TN YPNON TOL EUPoriov cg TPORATO LE OVTICMUOTO
LNTPIKNG TPOEAEVOTC.

Agv vapyovv SabEcIIEG TANPOPOPIES GYETIKA LIE TN YP1OM TOL EUPOAIOD TOL TTEPIEYEL TOV OPOTLTTO
BTV4 og fooeldn [e OVTIoOUOTO UNTPIKNG TPOELEVONG.

Id1oitepeg mPoPLAGEELC Yo TNV ao@oAN ¥pnon oto £i0n Lowv:

Agv 1oy0eL

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopdvoval amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPULOKEVTIKO TTPOoidV oe LMoL

Xe mepinToTn oV KOTA AA0G KAVETE AVTOEVEST), VO avalNTHOETE AUECMG 10TPIKT| Ponbeia kal va
emdei&eTE OTOV 10TPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWS 1} TNV ETIKETO TOL PUPLOKEVTIKOV
TPOidVTOC,.

Atopa pe yvootn vrepevaicincio oe vdpo&eidio Tov apyiiiov, Belopepadin 1 contmVvives TPEMEL va
OTOPEVYOLV TNV ETAPT LE TO KINVIATPIKO QAPLAKEVTIKO TPOIOV.

[dwaitepeg TPOQLAGEELS Y10 TNV TPOCTAGIO TOV TEPPAAAOVTOC:

Agv 1oy0eL

Kidnon kot yorovyio:

Mmopei va, ypnoiporon el Katd tn dtdpKeLn TG KONoMG Kol TNG YOAOUYIOGC.
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Tovipdmon

H aocopddea kot 1 amotelecpatikdtnTo Tov eUPforiov dev £xovv amoder el ota apoevikd (oo
AVATOPUY®YNC. ZE QVTNV TNV Katnyopia Tov (®mV, To EUPOAI0 TPETEL Va Ypnoomoteitar Hovo
obpemvo pe v a&loldynon oeéhovc/kivédvov amd tov vredbuvo KTnviaTpo ko Tig £6vikég
oprodLEg apyéG, COLPOVA LE TIC IOYVOVGEC TOATIKEG ELPOAOGLOD KUTA TOV 100 TOL KATOPPOTKOV
nmopetov (BTV).

AMNAenidpaon Ue GAAD QOPUOKEVTIKA TPOiOVTO. Kol GAAEC LOPPEC OAANAETIOpOOTC:

Agv VAP oVV TANPOPOPIES GYETIKA LE TIV OCPAAELN KOL TNV OTOTEAEGUATIKOTNTO OO TNV YPTOT] TOV
&V AOY® epforiov pe omolodnmote GAAO KTViaTpikd edppoko. H ardeaon yio t yopriynomn tov v
AOY® epforiov mTpiy amd 1 HETA TN OPTYNOT OTOIOVINTOTE GAAOV KTIVINTPIKOV POPUAKOV, TPETEL VO,
Aappdvetar katd mepinTmon.

Ynepdocoroyia:

Agv mapornpiOnke kopio GAAN ovTiopaon TANY QLTOV TOV TEPLYPAPOVTOL TNV TOPAYPOPO
«AvemBOunta couPdvror, HeTd amd TN Yopynon SuTAng veepdoGoLOYiaG.

Ewdwoi mepropiopol ypnong kot e10keC cuvinkec ypnonc:

Xopnyeital Vo KTNVINTPIKO EAEYYO 1| EMIPAEY.

Omno10601moTE TPOTIOETAL VO TAPACKEVAGEL, VO EICOUYAYEL, VO EXEL GTIV KOTOYN TOL, VO SLOVEILEL, VO
TOAMGCEL, Vo S10BECEL KO VAL YPTCULOTOGEL AVTO TO KTNVIATPIKO QUPUAKEVTIKO TPOTOV, DITOYPEOVTAL
va {ntioel ™ yvoun g apuodlag opyng Tov OtKeiov KPATovg LEAOVG OYETIKA LE TIG IOYVOVGES
TOMTIKEG EUPOAOG OV, KOODS AVTEG O1 dPACTNPLOTNTEG UTOPEL VO AOyopeDOVTOL GE OAOKANPN 1
UEPOC TNG EMKPATELNS TOL KPATOVE LEAOVG COLP®VA LE TNV €BVIKT Tov vopobesia.

Kvpiec acvuPatdtnrec:

No punv avopelyvoeton pe GALO KTNVIOTPIKO PAPLOKO.

7. AvemOounta coppavra

IIpoBara

[ToAv cuyva
(>1 o / 10vmo Oepomeio Loa):

- Avtidpoon oto onueio g éveonc*, epbdnuo oto onueio g éveong *, olidio oto onueio g
éveong 2 *
- YrepOepuia®

Xrivio
(1 éw¢c 10Lkba. / 10.0000m06 Oepancio (da):

- Améotnua oto onpeio g éveonc®
- AmofoAn, meptyevvnTikn OvnopdtnTa, TPO®POG TOKETOG
- AndBeia, KatdkAion, mopetde, avopeio, Anbapyog

[ToAV ondvia
(<1 o / 10.0000m6 Oepameio Lda, GLUTEPILAUPAVOUEVOV TOV LEUOVOUEVOV OVOPOPDV):

- Meiwon mopoaywyng yoAaKTOg

- [Tapdivon, ata&io, TOPA®oT, EAAEWYN GLVTOVIGHOD
- [Ivevpovikn suueoépnon, dvorvola

- Atovia TG peyaAng Kotiiog, TOUTAVIGHOG

- Avtidpdaoeic vrepevaicOncioc?

- ®@dvatog
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* Ot meplocoTEPEC TOMIKEG avTOPAcELS eEapavilovtal TANP®G 1 eAayloTomolEiTon TO PEYEDOS TOVG
(£ 1 cm)mpwv and tig 70nuépeg, av Kot LITOAOUTO. TV 0{1dimV UTOPOVY VO, TAPAUEIVOVV Kot LETH TO
€V AOY® YPOVIKO SIUCTNUAL.

1. Eyetileton pe Rmio €mg pETP1o oidnpa oto onpeio g éveong (amd 1 émg 6 nuépeg HeTd
Xoprynon)

2. Avdduvo, dtapétpov émg 3,8 cm,uetd amd 2 £m¢ 6 NUEPEC Kol LELDOVETAL GTAOLNKE LLE TNV TAPOSO
TOVL YPOVOV.

3. Aev vepPaiver toug 2,3 °C,katd ) d1dpkeln Twv 48 wpdv HETA TOV EUPOMAGUO.

4. Me vrepfolik oleAdppolLaL.

Booeon:

[ToAb cuyva

(>1 Lo / 10vmo bepomeio Lda):

- Avtidpaon 610 onueio g éveong*, epbdnua oto onueio g éveong 1*, olidio oto onueio
g éveong 2 *

- YrepOepuio 3

Xrivio

(1 éwc 10Lwa. / 10.0000m06 Oepaneio {ha):

- Améotnuo oto onpeio g éveonc®

[ToAb omévia

(<1 oo / 10.000um6 Oepameio Lda, cLUTEPILAUPBAVOUEVOV TOV LEUOVOUEVOV OVOPOPDV):
- AmoPoAn|, meptyevvnTikn Bvnopdtra, Tpdmpoc TOKETOG

- AmdBera, KatdkAion, mopetdc, avopeio, Anbapyog

- Meiwon mopoaywyng yoAaKTOg

- [Tapdivon, ataéio, TOPA®GT, EAAENYT GLVTOVIGUOV

- [Ivevpovikn suueoépnon, dvorvola

- Atovia ™G peyding Kotiiog, TOUTAVIoUOG

- Avtidpdoeic viepevarsOnciog

- @dvartog

* Ot meplocOTEPEC TOMIKEG avTOPAcELS eEapavilovtal TANP®G 1| eAayloToTolEITOL TO PEYEDOS TOVG

(£ 1 cm)mpwv amod tig 30Muépeg, av kat VIOAOITO TV 0{16imV PTOPOVV VO, TOPUUEIVOVY Kol LETE TO
€V AOY® YPOVIKO SIUGTNHAL.

1. Zyetileton pe Ao £mg péTplo oidnua oto onueio g éveong (amd 1 émg 6 nuépeg Hetd
Xoprynon)

2. Av®duvo, dapétpov Emg 7 CM,uetd and 2 £m¢ 6 NUEPES Kot UELMVETOL GTASIOKE LLE TNV TAPOSO TOV
YPOVOUL.

3. Aev vepPaivet toug 2,3 °C,katd ) d1dpkeln Twv 48 wpdv HETA TOV EUPOMAGUO.

4. Me vrepfoAikn olehdppota.

H avapopd avemBountov coppdviov sivar onuaviky. Exttpénet ) cvveyn mopakoiobonon g
AoQAAELNG EVOG TTPOIOVTOC. EAV Tapatnprioete 0mo1adnmoTe OVETIOOUNTI EVEPYELD, AKOWO KOL OV OEV
AVAQPEPETOL GTO ECAOKAEIGTO PVALO 0ONYIDV ¥PNoNG 1 CUPIPAALETE Yio TNV OTOTELEGUATIKOTITO TOL
QOPUAKOV, TOPAKOAEIGOE VO EMIKOIVOVIGETE, KATAPYAC, LE TOV KTNViaTpd cog. Mropeite eniong va
OVOQEPETE OTOLOONTOTE AVEMOVUNTO GUUPAVTO GTOV KATOYO TNG AdEL0G KUKAOPOPIOG 1) GTOV TOTIKS
AVTITPOCHOTO TOL KATOHYOV TNG GOE10G KUKAOPOPIaG YPTCIUOTODVTAG TO GTOLXEIN EMKOVOVING GTO
TELOG OLTOV TOL POLAAOL OJNYIDOV YPNONG, N LEC® TOL £BVIKOV GOG GLOTNOTOG AvaPoPac: {oToyeia
£0viKoD GLOTAOTOS AVaPOPAc).

8. Aocoloyia yio kKG0g €id0g, TPOTOS Kol 0001 Yopnynong

Hpéfata:
Y7rodopia ypnon.

Xopnyeital vrodopla oe TPOPATO NAKING AV TOV 3 UNVOV, COUPEOVA LE TO 0KOAOLOO oYU
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- Apykdc eppolaocuoc: yopnynote pia epdnal d6on tov 2 mi
- Enovepporooudg: yopnynote pia d6on tov 2 mluetd and 12 pivec.

Boogon:
Evdopwikn xpnon.

Xopnyeital evoouvika oe foogldn nAkiag dvm Tov 2 unvov Yopic untpikn avocio 1 o€ BoO0ELdN
nAiog dvo v 3 uNvav yevvnuéva amd Bo0oELdN e avooia, GOUPOVA LE TO akdAovbo oynua:

- Apykoc eppolocuoc: yopnynote dvo d6celg v 4 mlpe pecodibdotnuo 3 fdouddmv petacy
TOV dOGEMV

- Enravepporocudg: yopnynote pia d6on tov 4 mluetd and 12 pivec.

o)l Oonyieg Yo ™) 6®GTI) YOpRYNON

Avoxiveiote Kohd Tpv amd T Yp1on.

10. Xpoévor avapoviig

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puidooetal o€ Béom, TNV onoia dev PAETOLY Kot dgv TpoceYyilovy Ta, TaId1d.
No puAdooetal Ko vo petopépetol o€ yoyeio (2 °C — 8 °C).

No punv Katonyvyetol.

No pUAACCETAL TPOGTUTEVUEVO OO TO POC.

Noa puAACCETAL OTNV 0PYIKT GVCKELUGIA.

Noa pn xpnotpomoteital antd 10 KINVINTPIKO PAPUOKEVTIKO TPOidV LETA TNV NUEpounvia ANENG mov
avaypAQETOL 6TO KOUTL Kot ot eréAn petd Exp. H nuepounvia Anéemg cvpmintet pe tnyv tehevtaio

NUEPO TOV GLYKEKPIUEVOL UV

Avgpxera {ong LeTd To TPMTO Gvoryua Tng oToEMO0VS cuokevaciog: 10 dpec.

12. Ewwkég mpo@uraéers amoppryng

Ta eapuaxo dev TPETEL VO OTOPPITTOVTAL HECHD TOV ADUATOV 1) TOV OIKIOK®V OTOBAITOV.
XpNOOTOINOTE TPOYPAULOTO ETICTPOPNC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTONOEVTOV
KTNVIOTPIK®V POPUUKEVTIKOV TPOIOVI®V 1 GAL®Y DAIK®OV OV TPOEPYOVTOL Amd TN YP1ON TOVS
GUUPMOVE, LLE TIG TOTIKEG ATOITNOEL KOt e TUYOV 1oybovTo eBvikd cuotiuate cuAloync. Ta pétpa
OVTA ATOCKOTOVV GTNV TPOCTAGIN TOV TEPPAALOVTOC.

Svppovievbeite Tov kTNVioTpd GOG 1 TOV POPIOKOTOLO GOG Y10 TOV TPOTO ATOPPIYNG TOV
YPNOUOTOMOEVTOV QoPUAK®V.

13. Ta&véunon TOV KTNVITPIKOV QUPRIKEVTIKOV TPOTOVTMV

Na yopryeital povov e KTNVIATPIKT GLVTAYT.

14. ApOpoi doc1og KOKLOQOPLOG KOl GVGKEVHGIEG

20



EU/2/18/231/001-012

2VOKELOCIES!

Xaptvo xovuti pe 1 graridio mov mepiéyel 80 ml.
Xaptvo kovuti pe 1 praridio mov mepiéyer 200 ml.

Mmropei va, unv KuKAOQOpOoUV OLEC 01 GLOKEVAGIES.

15. Hpepopnvia Teievtaiog avade®pnong Tov UALOV 03NYLAOV YP1ONG

{MM/EEEE}

Aentopepeic TANPOQOPIEG Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtafécies ot
Baomn dedopévev e EE yia to ktnviatpikd mpoidvta (https.//medicines.health.europa.eu/veterinary).

16. ZXroygio emkovoviog

Kdtoyog tneg ddstog KukAoQopiog:

Laboratorios Syva S.A.

Calle Marqués de la Ensenada, 16
28004 MADRID

IZITANIA

TMopackevaotnc vevLHVVOC Yo TNV areAevfipmon TV TaPTIdWV:

Laboratorios Syva S.A.

Parque Tecnhologico de Ledn
Calle Nicostrato Vela M15-M16
24009 LEON

IXITANIA

Tomkol ovIUITPOGMTOL KOl GTOLYEIN EMKOWVOVIOC Y10, TV 0vVapopd TavOLOYOOUEVEHV aVETIOOUNTOV

EVEPYELDV:

Belgié/Belgique/Belgien
Laboratorios Syva S.A.

Parque Tecnologico de Ledn
Calle Nicostrato Vela M15-M16
ES-24009 Ledn

Tel: +32 496 585 015

E-mail: stephane.lietard@syva

Penyoauka bnarapust

OAPMA CHC OO/

yi. " [lomodunep I'eopru, Koros" N°1,et1.3
am.b.

BG rp. [IlnoBaus 4018

Ten: +359 58 604 266

E-mail: farmasys@abv.t

Lietuva

UAB VETA

Kalvariju G. 62

LT 09304 Vilnius

Tel: + 370 527 24390
E-mail: veta@veta.lt

Luxembourg/Luxemburg
Laboratorios Syva S.A.

Parque Tecnhologico de Ledn

Calle Nicostrato Vela M15-M16
ES-24009 Ledn

Tel: +34 987 800 800

E-mail: farmacovigilancia@syva.es
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Ceska republika

Laboratorios Syva S.A.

Parque Tecnoldgico de Ledn

Calle Nicostrato Vela M15-M16
ES-24009 Ledn

Tel: +34 987 800 800

E-mail: farmacovigilancia@syva.es

Danmark

Salfarm Danmark A/S
Nordager 19

DK-6000 Kolding

TIf.: +45 75 50 80 80
E-mail: info@salfarm.com

Deutschland

Virbac Tierarzneimittel GmbH

Rdgen 20

DE-23843 Bad Oldesloe

Tel: +494531 805 111

E-mail: arzneimittelsicherheit@virbac.de

Eesti

Laboratorios Syva S.A.

Parque Tecnologico de Ledn
Calle Nicostrato Vela M15-M16
ES-24009 Lebn

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.

E\Lado

Tomikdg avTinpdcmTOC:
CEVA EAAAX EIIE
EBvapyov Maxapiov 34
EL-16341HAIOYIIOAH
TnA: +30 210 9851200

2TOLYELD EMKOWMVIOC Y0 TNV 0VaQopd,

TOVOALOYOVLEVAV OVETIOVUNT®V EVEPYELADV:

CEVA HELLAS LLC

34 Ethnarchou Makariou street
16341 llioupoli

EAAAAA

TnA: +30 210 9851200

TnA: +800 3522 11 51

E-mail: pharmacovigilanc@ceve.corr

Magyarorszag

Laboratorios Syva S.A.

Parque Tecnholdgico de Ledn
Calle Nicostrato Vela M15-M16
ES-24009 Ledn

Tel: +34 987 800 800

E-mail: farmacovigilancia@syva.

Malta

Laboratorios Syva S.A.

Parque Tecnoldgico de Ledn
Calle Nicostrato Vela M15-M16
ES-24009 Ledn

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.

Nederland

Laboratorios Syva S.A.

Parque Tecnoldgico de Ledn
Calle Nicostrato Vela M15-M16
ES-24009 Ledn

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.

Norge

Salfarm Scandinavia AS
Fridtjof Nansens Plass 4
N-0160 Oslo

TIf: +47 902 97 102

E-mail: norge@salfarm.com

Osterreich

Virbac Osterreich GmbH
Hildebrandgasse 27

A-1180 Wien

Tel.: +43 1 2183426-0

E-mail: pharmacovigilance@virbac.co.at
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Espafa Polska

Laboratorios Syva S.A. B4VET Sp. z o0.0.
Parque Tecnoldgico de Leon ul. Putawska 145
Calle Nicostrato Vela M15-M16 PL — 02-715 Warszawa
ES-24009 Ledn Tel.: +48 690 255 249
Tel:+34 987 800 800 Tel.: +48 606 451 000
E-mail: farmacovigilancia@syva.es Tel.: +48 728 884 232

E-mail: biuro@b4vet.col
France Portugal
Tonude avimpdomnoc: lapsa portuguesa pecuaria, lda
Laboratoires Biové Av. Do Atlantico, n@ 16 — 112 piso- Escritorio 12
3 rue de Lorraine PT-1990-019 Lisboa
FR-62510 Arques Tel: +351 219 747 934
Tél: +3332198 21 21 Tel: +351 967 038 469

E-mail: syva.portugal@syva.pt

ZTOlYElD EMMKOIVOVINGS Y10 TNV OVOPOPE.
TOAVOLOYOVUEVOV QVETLHOUNT®V EVEPYELDV:
Laboratoires Biové

Tél: + 33 6 46 52 48 06

E-mail: pv@inovet.e

Hrvatska Romania
PHOENIX Farmacija d.o.o. Laboratorios Syva S.A.
Jezdovéka ulica 143, Jezdovec Parque Tecnolégico de Leon
10250 Lgko Calle Nicostrato Vela M15-M16
Tel: +385 91 343 4422 ES-24009 Lebn
e-mail:v.bertol@phoenix-farmacija.hr Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.
Ireland Slovenija
Virbac (Ireland) Limited Laboratorios Syva S.A.
Bell House Parque Tecnolégico de Leon
Unit 58, Baldoyle Industrial Estate Calle Nicostrato Vela M15-M16
Baldoyle Road ES-24009 Ledn
Dublin 13, D13 EOWEG - IE Tel:+34 987 800 800
Tel: +44 (0) 1359 243243 E-mail: farmacovigilancia@syva.es
E-mail: enquiries@virbac.co.
island Slovenska republika
Laboratorios Syva S.A. Laboratorios Syva S.A.
Parque Tecnoldgico de Leodn Parque Tecnolégico de Leodn
Calle Nicostrato Vela M15-M16 Calle Nicostrato Vela M15-M16
ES-24009 Ledn ES-24009 Ledn
Simi: +34 987 800 800 Tel:+34 987 800 800
Netfang:farmacovigilancia@syva.es E-mail: farmacovigilancia@syva.
Italia Suomi/Finland
Virbac s.r.l. Salfarm Danmark A/S
Via Ettore Bugatti, 15 Nordager 19
IT-20142 Milano DK-6000 Kolding
Tel: +39 024092 47 1 Tel: +45 75 50 80 80

E-mail: info@salfarm.cor
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Kvbmpog

Laboratorios Syva S.A.

Parque Tecnoldgico de Ledn
Calle Nicostrato Vela M15-M16
ES-24009 Ledn

TnA: +34 987 800 800

E-mail: farmacovigilanci@syve.es

Latvija

Laboratorios Syva S.A.

Parque Tecnolodgico de Ledn

Calle Nicostrato Vela M15-M16
ES-24009 Lebn

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Sverige

Salfarm Scandinavia AB
Florettgatan 29C

SE-254 67 Helsingborg
Tel: +46 767 834 810
E-mail: scan@salfarm.com

United Kingdom (Northern Ireland)
Virbac (Ireland) Limited

Bell House

Unit 58, Baldoyle Industrial Estate
Baldoyle Road

Dublin 13, D13 EOWS - IE

Tel: +44 (0) 1359 243243

E-mail: enquiries@virbac.co.!
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