IHAPAPTHMA 1

MEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTV 3 evéouo evaidpnua yio Tpofota

2. TOIOTIKH KAI IOXOTIKH XYNGEXH

Kdabe ml mepréyet:

ApOOTIKO CVOTUTIKG:

16G tov Katappoikod Tupetov, opdtunog 3 (BTV-3), otéheyoc BTV-3/NET2023, adpavomompévog
> 106’9 CCID50*

* CCIDsg: poAvopatiky| 66om kuttapokoAépyetag 50%, kabopllopevn mpv and v adpavomoinon

AvV000EVIGYVTIKEG 0VGIES:

Aluminium hydroxide (A*") 2,08 mg
Purified saponin (Quil-A) and Quillaja saponaria 0,2 mg
"Exdoya:
IHowotuk] 6vvOeon ekd6Y OV Ko GAl®Y IMoocotikn o0vOeST av 01 TANPOPOPIES AVTES
GUOTUTIKAV givon 6N RavVTIKES Y10 TY) COGTI] Y0 P11 01 TOV
KINVIOTPLKOD QUPULIKEVTIKOD TPOTOVTOG
Thiomersal 0,1 mg

Potassium chloride

Potassium dihydrogen phosphate
Disodium hydrogen phosphate anhydrous
Sodium chloride

Silicon antifoaming agent

Water for injections

Pol-Aevkd evaidpnpa TOV OLOYEVOTOLEITOL EDKOAN HEGM OVAKIVIONG.

3. KAINIKEX TAHPO®OPIEX

3.1 Eiom loov

[Ipo6Para.

3.2 OgpomevTikég evosi&earg Yo ka0 idog {Mov

IMa v evepyntikn avooomoinon TpoPdTmy e GKOTO TOV TEPLOPIGUO TNG apiag, TG Bvnopdmrag,
TOV KAVIKOV onpeiov Kot PAafdv mov Tpokalobviot omd ToV 0pOTLO 3 TOV 100 TOL KATAPPOTKOD
TUPETOD.

Eyxotdotoon avoociog: 4 fdopudoeg petd v OAOKANpP®OT TOV apy Kol oyNUoTog EUPoilacuov.
H dudpkela avooiag dev £yel eoxpiPPwbet.

3.3 Avrevoeilag

Koapia.



3.4 E101kég TpoE1d0To|GELS
Na gppfoialovrar poévo vy Lma.

Agv umapyovv S100EG1LES TANPOPOPIES GYETIKA LLE T XPT|ON TOL EUPOAIOV O TPOPOTA LIE OVTICO LLATOL
UNTPIKNG TPOELEVONG,.

3.5 Idwitepes mpoPuidiers katd T yprion

Idwitepec mpo@LAGEELC V1o TV 0.o@OAN ¥pNon oto £idon {hwv:

Agv 1oyveL.

Idwitepec mpoLAGEELS OV Tpémel va AouBdvovtol amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QOPUAKEVTIKO TpoioV oe Lo

Ye nepintoon mov katd AdBog Kdvete avtoéveon, va avalnTioete apécms wTpikn fondela Kot va
emdei&ete 6TOV 10TPO TO ECOKAEIGTO GUALO 0OMYIDV YPNCEMG 1] TNV ETIKETA TOV POPLOKEVTIKOV
mPoidvToC.

Atopa pe yvoot vrepevaictnoio og vOpoEEId0 ToV apyidiov, Belopepodin 1| conmviveg TPEMEL va
OTOPEVYOLV TNV EMAPN LE TO KTNVIUTPIKO POPUOKELTIKO TPOidV.

Idwitepec mpo@LAGEELC Yo TNV TPOoTacio TOV TEPIBAALOVTOC:

Agv 1oyveL.

3.6 AvemOopunto cvopfavra

[poPBata
[ToAv cuyva - Avtidpaon oto ornpeio g Eveonc®, epvbnua
(>1 {do / 10 vrd Bepameia (oOa): oto onueio g éveong! *, oidnua oto onueiof
™m¢ éveong! *, olidlo oto onpeio g
éveong> *
- Avénuévn Ogppoxpooio 3
Yrévio - An6otnua oto onueio g éveonc*®

(1 éwg 10 {da / 10.000 vnd Bepaneia {oa): | - Amofoin, mepryevvntikn Bvnopdta,
TPOMPOG TOKETOC
- AmdBeia, katdkiion, avopebia, Andapyoc

[ToAd omdvia - Meiwon moapaymyng yOAoKTOGC

(<1 {do / 10.000 vro6 Bepameia {oa, - [Mapdivon, ata&ia, TOeAwmon, EMAeyn
GUUTTEPTAOUPAVOLEVOV TOV HEUOVOUEVOV GUVTOVIGHOV

aAvVOPOPOV): - ITvevpovikn ouppopnon, dvorvola

- Atovia g peyaang kotMag, TOUTAVIGUOC,
vrepPorikn oeldppoa’

- Avtidpaoelg vrepevatodnoiog?

- ®dvartog

* O1 mep1660TEPEG TOTIKES avTIdpdoels eEapaviloviol TANpG N ElayioToToleiton To HEYEBOG ToVG
(£ 1 cm) wpwv and t1g 70 nuépeg, av Kon vrdrowma TV olIdimv PITopovV Vo Tapapeivouy Kol LETE TO
&V AOY® ¥PpOVIKO S14.GTNHOL.

"Hmo émg pétpro, and 1 o 6 nuépec Petd ™ xopnynon.

2 Avddovo, dtapétpov Emc 3,8 cm, petd amd 2 £mg 6 NUEPES KOl LELDVETAL GTUJINKE e TNV TAPOSO
TOL YPOVOV.

3 Agv vrepPaivetl Tovg 2,3 °C, katd ) didpKeln Tov 48 mpdV UETE TOV EUPOAOCHO.

4 Mropei va Tapovclootel vtepPOAKT GLEAOPPOLN LE AVTIOPACELS VITEPELOLCONGING.




H avagopd averBountov coppdvtov eivar onuavtikn. Exutpénel m ocvuveyn mopakoAiovdnon g
ACOPAAELNG EVOG KTNVIATPIKOL PAPLAKEVTIKOD TPOTOVTOG. O1 0voupo pEG TPEMEL VAL ATOCTEAAOVTOL, KOUTAL
TPOTIUNGT HES® KTNVIATPOL, OTNV OVIKT approdio apyn LECH® TOV EBVIKOV GUGTHOTOG AVAPOPAC.
Avatpé&te 610 UALO 0N YOV XPNONG Y1 TO, AVTIGTOLY O OTOLYEID EXTKOIVOVING.

3.7 Xpnon katd tnv KON61, TN Yorov)io 1] TNV O®OTOKiA

Kvnon kot yohovyio:

Mrnopel va yproponomfet katd ) S1dpkela Tng KONOMG KAl TG YOAOVYioG.

Tovwomra:

H acodieia Tov gpPoriov dev &xel amodelyBel ota apoevikd (OO avaTapoy®yne. & avTiy TNV
kanyopia Tov {OoV, T0 EUPOAO TPEMEL VO YPNOYOTOLEITOL HOVO COUP®VA LE TNV aEL0AOYNoN
0QELOVS/KIVOHVOL amtd ToV VITeEVBLVO KTNVIOTPO KAV TIG E0VIKES ap LODIEG APYES, COLUPOVA LE TIG
10YVOVCEG TOMTIKEG EPPoAacHOD KaTd ToV 100 TOV KoTappoikoy Tupetov (BTV).

3.8 Alniemidopocn pne GrAho QUPROKEVTIKA TPOIOVTA KoL Ahieg nopPES ahinieniopaong

Agv vILapoVV TANPOPOPIEC CYETIKA LE TNV AGPAAELD KOL TNV OTOTEAEGLLOTIKOTITO OTO TV XPNOT) TOL
&v Mym gufoiiov pe omo1odMmote A0 KTNVIATPIKO @apuoko. H amdeaon yia tn yopnynon tov v
AOY® gpforiov TPy oo 1 PETA T YO PTYNOT OTTOLOLONTOTE AAAOV KTNVIATPIKOD PUPUAKOV, TPETEL VO,
Aoppdveral katd tepintwon.

3.9 Odoi yoprynong km docoroyia

Avakwveiote KOAQ Tpv amd TN ¥PNOoT.

Ymodopia ypnon.

Xopnyeitar vroddpla oe TPoOPaTa NAKiaG Gved TOV 3 UNVOV, GOULE®VA UE TO akOAovBo oynua.:

- Apykog epPoracpog: yopnynote pia epdra 66on tov 2 ml.
- Eravepfolacpdc: dev €xel amoderyHei.

3.10 Xvpmt@poTo vrePdocoroyiag (Ko KaTd TEPinTTOON, RETPO GVTINETAOTIONG KOl 0vTiO0TA)

H acodieio g vrepdocoroyiag dev Exel amodetyOel.

3.11 Eiwdwkoi wepropiopoi ypniong kon £101kég cuvOnkeg ypnone, copmepriopfavopuévov
TEPLOPLGUAV GT1] YP1]G1] OVTIUIKPOPLOKAV KUL OVTLTUPUCLTIKAV KT VIOTPLKAOV
PUPUUKEVTIKOV TPOTOVTOV TPOKELRLEVOL VU TEPLOPLETEL 0 KIVOUVOGS avanTuENG avTomg

On010060MTOTE TPOTIOETOL VO TAPAGKEVACEL, VO EICAYAYEL, VO EYEL OTNV KATOYN TOV, VO S1aVEIEL, Vo

TOANGCEL, Vo 010.0£G€1 KO VAL Y PTGUYLOTOIMGEL AVTO TO KTIVIOTPIKO QOPLOKEVTIKO TPoidv, vIToypE0VTOL

vo, intoeL TN yvoun g apuodlog apyne Tov 01kelov KpAToug LEAOVC GYETIKE LUE TIC 1oYVOVCEG

TOMTIKEG EUPOMAGHOD, KABDG avTég 01 SpaoTNPLOTNTEG UTOPEL VL amayopeVOVTIOL GE OAOKAN PN 1|

LEPOG TNG EMKPATELNG TOV KPATOVG LELOVS GUHP®VA LE TV €Bvikn Tov vopoBesia.

3.12 Xpovor avapovig

Mndév nuépec.



4. ANOXOAOTIKEX NAHPO®OPIEXZ

4.1 Kodwkog ATCvet: QI04AA02

IMa d1éyepon g EvePYNTIKNG 0lVOGOTOINGNG TV TPOPAT®V KATA TOV 0POTOOV 3 TOV 10V TOL
KOTAPPOTKOY TUPETOV.

5. ®APMAKEYTIKA XTOIXEIA

5.1 Kvopieg acoppoatotnteg

Na v avoaperyvoetal pe Ao KTNVIoTpikod QAapLoKo.

5.2  Awpkeawa {ong

Adpkela {ONG TOL KTNVIATPIKOD (OPLOKEVTIKOD TPOIOVTOG GULP®VE LE TN GUOKEVAGIN TMOANCNG:
2 ém).

Adpkelo {ONG PETE TO TPATO AVOLYLLO TG OTOLYELMOOVS GuoKevaciog: 10 mpeg.

5.3 Iowitepeg mpo@uAdEels kKatd T @OAAEN TOV TPOidvTOg

Na purdcoetar kot va petapépetat o€ yoyeio (2 °C — 8 °C).

Na pnv Katoyoyetot.

Noa QUAAGGETOL TPOGTATEVHEVO OO TO PWG,.

Noa QUAGGGETAL TNV APYIKT) GLGKELOGIA.

5.4 ®von km oOVOEST TG OTOLELDO0VS CVOKEVUGLOG

Ayxpopo raAidto mtoivrpomvieviov Tov tepiEyel 80 ml 1 200 ml, pe ehocTikd TOHO ATO
Bpopofovtorito tomov I, cppayicpuévo pe KaAvppo amd aAovpivio.

2V0KELOGIES:
Xaptwvo xouti pe 1 groridio mov mepiéyetl 80 ml.

Xaptivo kovti pe 1 graiidio wov wepiéyet 200 ml.
Mropel va unv KukA0opolV OAEG 01 GUGKEVOGIEG.

5.5 Ew0wkég mpo@uidiears amo ppryng evog un (P oomon)0£vTos KTNVIOTPIKOD QUPIOKED TIKO
TPOIOVTOC 1] ALV VAIK®V OV TPOEPYOVTAL UTO T1) PO TOV TPOIOGVTOC, AV VITAPYOVV

Ta edppaxa dev mpémetl Vo amoppinTovTal HEGM TOV AUATOV 1) TOV OTKIOKOV OTOBANTOV.
XP1NOUOTOIOTE TPOYPAUUATO EXICTPOPNS POPLAKMOV Y10l TNV OTOPPIYT UN ¥PNOYLOTOMOEVTDV
KTNVIOTPIKAOV QOPUOKEVTIKOV TPOIOVTI®V 1 GAA®Y DVMK®OV TOV TPOEPYOVTAL Amd TN YP1OT TOVG
GULOMOVO LLE TIG TOTIKEG AMALTIOEL KOl LE TUYXOV €BVIKA GUGTNLOTO GUAAOYTG TTOL 1GYXDOLV Y10, TO
GYETIKA KTNVWOTPIKE QOPUOKEVTIKE TPOTOVTAL.

6. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

LABORATORIOS SYVA, S.A.



7. APIOMOZX(OI) AAEIAYX KYKAO®QOPIAX

EU/2/24/332/001-002

8. HMEPOMHNIA ITPQTHXE EI'KPIXHX
20-02-2025

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHYX THX ITEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

{MM/EEEE}

EZAIPETIKEY INEPIXTAXEIYX:

H dde1a kukhopopiogyopnyeitol yio meplopiopévn ayopad Kal, g K To0Tov, 1 a&loddynon Baciletat
G€ TPOCAPIOGHEVES AMOITGELG OGOV aPopd TNV TeKunpioor. Exel diebaybel povo nepropiopévn
a&loAoynon g ToOTNTAG, TG UCPAAELNG 1] TNG ATOTEAECHATIKOTNTOG AOY® EAAEIYMG
OAOKANPOUEVOV FEOUEVMV TOLOTNTAG, OCPAAELNG 1| OTTOTEAECUATIKOTNTOG,

10. TAZEINOMHZIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN
Na yopnyeitor poOvov He KTNVIATPIKN GuvTayT.

Aemtopepeig TANPOPOPIEC Y10 TO gV AOY® KTNVIATPIKO QOPUAKEVTIKO TPo1dV eivor dtabéciueg ot
Bdon dedopévav g EE yo ta ktnviatpucd mpoidvra (https:/medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA 11

AAAOI OPOI KAI AITAITHXEIX THX AAEIAYX KYKAO®OPIAX



AAAOI OPOI KAI ATTAITHXEIX THX AAEIAYX KYKAO®OPIAX

EIAIKH YIHHOXPEQXH OAOKAHPQYXHY METEI'KPITIKQN METPQN I'IA THN AAEIA
KYKAO®OPIAX YIIO EZAIPETIKEX IIEPIXTAXEIX

Agdopévov 0TL vt givor e Eykplor vd eEUPETIKEG TEPIOTAGELS, CUUPMVA LE TO ApBpo 25 Tov
Koavoviopov (EK) ap18. 2019/6, 0 KAK ogeiker va AdPet ta axdiovba pétpa, eviog Tov
TPOPAETOLEVOV YPOVOIIOYPAUUOTOC:

Ieprypaon Kotainkrikng

npepopnyvie
OlokMpmaon ¢ avantuéng g dokiung dpaotikotnrag ELISA yia to avtiyévo | lavovdplog
tov BTV 3. 2026

[péner va Topacyebodv dedopéva omd TV oAokAnpmuévn peétn otabepdttog | lavovdpilog
yio v enPePainon g mpotevopevng dtapkelag (ong Kal Tov cuvictodpevey | 2027
ouvOnNKOV EOHAAENS Y10 TO avTrydvo Tov adpavoroinpuévov BTV 3 kat to teliko
npoiov Syvazul BTV 3.

[péner va de&oybel pedétn yo ™ didpkela g avooiog ota mpofata kot va | Defpovdplog
Topacyefovv o ddousva LOME KOTooTOVV S100£G1LLOL. Tov 2026




IHAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH

10



IHAHPO®OPIEX ITIOY HPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH
YYXKEYAXIA

Xaptivo kovti pe 1 grorioro Tov 80 ml
Xdgptivo kovti ne 1 grarioro towv 200 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTV 3 gvéoyo evaumpnpuo

| 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe ml mepréyet:

16¢ Tov KaTappoikod TupeTov, opdtunog 3 (BTV-3), otéheyoc BTV-3/NET2023, adpavomompuévog
E 106’9 CCIDSO*

* CCIDsy: Molvopatikn 66om 50% og kuttapokoariiépyetn, kabopilopevn mpv amd v
adpaVOTOiNGoM

3. XYXKEYAXIA

80 ml
200 ml

| 4.  EIAOX(H) ZQOY(QN)

[poPara.

| 5. ENAEIZEIX

| 6.  OAOI XOPHI'HZHZX

Ymodopia ypron.

7. XPONOI ANAMONHX

Xpovog avapovig: Mndév nuépec.

| 8. HMEPOMHNIA AHEHX

Exp. {uweeee}
Meté 10 mpdTO Qvotypa, xpnon eviog 10 mpov.

11



| 9. EIAIKEX YXYYNOHKEX AIATHPHXHX

No QUAGGGETAL KO VO LETUPEPETAL GE YVYEIO.
Na unv kotoyoyetol.

Noa pUAAGGETOL TPOGTATEVUEVO OO TO MG,
Noa pUAGGGETAL TNV APYIKT) CLGKELOGIA.

| 10. OI AEZEIX «<AIABAXTE TO ®YAAO OAHTI'TQN XPHXHX IPIN AIIO TH XPHXH»

Awfdote To POAAO 00N YOV ¥PNONG TPV ATd TN PN oM.

| 11. OI AEEZEIX «AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKG, Y10, KTVIATPIKNY Y PN ON.

12. OI AEEZEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
INPOXEI'TIZOYN TA ITAIAIA»

Na purdcoetar og Béon, TV omoia dev PAEmovv Kot dev Tpooeyyilovv Ta TOdId.

13.  ONOMA TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

LABORATORIOS SYVA, S.A.

| 14. APIOMOI AAEIAY KYKAO®QOPIAX

EU/2/24/332/001 (piaAidio mwov wepiéyet 80 ml)
EU/2/24/332/002 (@wAidio mov mepiéyet 200 ml)

| 15. APIOMOX ITAPTIAAX

Lot {ap1Buoc}
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IHAHPO®OPIEX ITIOY HPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH
YYXKEYAXIA

DroAioro Tov 80 ml
Droriowo Tov 200 ml

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Syvazul BTV 3 gvéoo evaiopnpa.

| 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe ml mepréyet:

16¢ Tov KaTappoikod TupeTov, opdtunog 3 (BTV-3), otéheyoc BTV-3/NET2023, adpavomompuévog
> 10% CCIDs,*

* CCIDsy: Molvopatikn 66om 50% og kuttapokoariiépyetn, kKabopilopevn npv amd v
adpaVOTOiNGoM

| 3. EIAOX(H) ZQOY(QN)

[IpoPara.

| 4. OAOI XOPHI'HXHX

Y7modopa ypnon.

Awpaote 10 UALO 00N YLDV YPNIONS TPV aTd TN YPNOT).

5. XPONOI ANAMONHY

Xpovog avapovig: Mndév nuépec.

| 6. HMEPOMHNIA AHEHE

Exp. {yw/eeee}
Mertd 10 TpdTO Avotyua, xprion eviog 10 wpov.

| 7. EIAIKEY YYNOHKEX AIATHPHXHX

Na pnv xotoyvyeto.

No pUAAGGETOL KOl VO LIETAPEPETAL GE YUYETD.
Noa QUAGGGETL TPOGTATEVUEVO OO TO PWG.
Na QUAGGGETAL OTNV APy IKT] GUGKELAGIA.
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| 8.  ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS SYVA, S.A.

| 9. APIOMOX ITAPTIAAX

Lot {ap1Budc}

14



B. P’YAAO OAHI'TQN XPHXHX

15



DOYAAO OAHT'IQN XPHXHX
1. Ovopacio TOV KTNVIATPLKOV QUPILAKEVTIKOD TPOIOVTOG

Syvazul BTV 3 gvéoyo evaropnpa yio tpdfata kot fooedn

2. XovOeon
Ka0e ml wepiéyer:
ApOOTIKO CVOTUTIKO:

16G tov Katappoikod Tupetov, opdtunog 3 (BTV-3), otéheyoc BTV-3/NET2023, adpavomompévog
> 106’9 CCID50*

* CCIDso: Mohvopotikn 6601 50% oe kuttapokaiiépyela, kabopilopevn mpv amd v adpavomoinon

AV000EVIGUTIKEG 0VOIES:

Ydpo&eidio Tov apyiriov (APF) 2,08 mg
KexaBappévn canmvivn (Quil-A) and Quillaja saponaria 0,2 mg
"Exdoy0:

Oclopepcain 0,1 mg

Pol-Aevkd evoumpnpo Tov opoyEVOTOlEiTAL E0KOAN LEGH avVOaKivnong.

3. Eiom loov

[poPara.

4. OepamevTikég gvosielg

[Ma v gvepyntikn avocomoinon tpoPdrmv e GKOTO TOV TEPLOPIGUO TNG topiag, g Bvnootnrag
KO TOV KAWVIKOV onpeiov kot Aafdv Tov Tpokaiobviot amd Tov opotuno 3 Tov 100 TOV KATappoikod
TVPETOV.

Eykatdotaon avooiag: 4 efdopddeg Letd TNV OAOKANP®GN TOV aPYIKOD GYNHOTOS ELPOMACHOD.
H dbpxela avooiog dev €xet eEakpiPmbel.

5.  Avrevdeieag

Koapia.

6. Eowkéc mpogridomomosig

Ewwéc tpoeldomoncelc:

Na gupfoialovror poévo vy ma.
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Agv vrdpyovv drabéoieg TANpoPopieg GYETIKA UE TN XPNOT TOV EUPOAIOL GE TPOPaTal LLE AVTICOUOTO
UNTPIKNG TPOEAELONC.

ISwitepec mpo@LAGEELC Y10 TRV 0.6@OAN ¥pNon oto £idon {hwv:

Agv 1oy0eL.

Idwitepec mpoLAGEELS OV Tpémetl va AouBdvovtot amd To GTOUO TOL YOPNYEL TO KTNVINTPIKO
QUPUAKEVTIKO TpoioV oe (oo

Ye mepintmon mov kotd AdBog Kdvere avtoéveon, va avalntioete apéons wTpikn fondewa kot va
emdeiEete 6TOV 10TPO TO ECOKAEIOTO PUALO 0OMNYIDV YPNGEMG 1] TNV ETIKETA TOV POPLOKEVTIKOV
TPOiOVTOC.

Artopa e yvooti vrepevoictnocio og vOpo&eidlo Tov apyidiov, BeloIEPGAAN 1| CATOVIVEG TPETEL VAL
OTTOPEVYOLV TNV ETAPT LLE TO KTNVIOTPIKO QOUPUAKEVLTIKO TPOTidV.

Idwaitepec PO UAGEELS Y10 TNV TPOGTACIO TOL TEPPEAAOVTOC:

Aegv 1oy0eL.

Eyxvpooivn kot yolovyiao:

Mrnopel va ypnoiponomfet katd ) S1dpKela TG KONOTMG KAl TG YOAOVYioG.

Tovwotra:

H acodieio Tov gpPoriov dev &xel amodelyBel ota apoevikd (O avamapoy®yne. & avtiy TV
Katnyopio tov (OoVv, T0 EUPOMO TPENEL VA YPTCIUOTOIEITOL HOVO GOUP®VE UE TNV a&loAdYNoN
0(PEALOVC/KIVOLVOD amtd ToV LITEVOLVO KTNVINTPO KoM TIC EBVIKEC aprOdIEg apyES, COUPOVA UE TIG
oY VoVoEG TOMTIKEG EPPoAaool Katd Tov 100 ToV KaTappoikoy Tupetov (BTV).

AMnAenidpaon pe GAAO QOPUOKEVTIKE TPOTOVTO KOl GAAEC LOPOEC OAANAETIOPOONC:

Agv VIAPYOVV TANPOPOPIEG GYETIKA LLE TNV OAGQAAELD KOL TV OO TEAEGUOTIKOTITO 0T TNV Y P1ON TOL
&v AOY® gufoAiov pe 0mo10dNToTE AAAO KTNVINTPIKO PAapuako. H and@acn yio t yopnynon tov v
MOy gpoiiov TPy amod 1) PETA T YO PTYNOT OTTOLOLONTOTE AAAOD KTNVIATPIKOD POPUAKOL, TPETEL VO,
Aoppaveton katd mepintmon.

Yrepdoocoroyia:

H aocpdieio tng vtepdocoroyiag dev £yl amoderyDei.

Ewwoi mepropiopoi ypiong kot dtkéc cuvinkee ypnonc:

OmnolocdMmote TPOTIBETOL VO TOPUGKEVAGEL, VO ELGOYAYEL, VO £(EL OTNV KOTOYN TOV, VO OLOVEILEL, VOl
TOANGEL, Vo 010.0£5€1 KOl VO Y PT|GUYLOTTOIMCEL AVTO TO KTIVIOTPIKO QOPLOKEVTIKO TPOidV, VITOYPEOVTOL
vo, intNoeL TN Yvoun g apuodlog apyne Tov 01kelov KPAToug LEAOVC GYETIKE UE TIC 1oYVOVCES
TOMTIKEG EUPOMAGHOD, KABDS aVTEG 01 SPASTNPLOTITEG UTOPEL VAL amAyOpEVOVTIOL GE OAOKANPM 1|
LEPOG TNG EMKPATELNG TOV KPATOVG LELOVS GUUP®VA LE TV €BViKN Tov vopoBesia.

Kopiec acvoupatdtnTec:

Noa unv avaperyvoetal pe GAA0 KTNVINTPIKO QAPUOKO.
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7. AvemOopnto cvopfavra

[poPBata:

[ToAv cuyva

(>1 Lwo / 10 vrd Bepameio {Ha):

- Avtidpaon oto onueio ¢ Eveonc*, epvnua 6to onueio ¢ éveong!: *, oidnua oto onueio g

éveonc! *, o(id1o oto onueio g éveonc® *

- AvEnuévn Oeppokpaoia 3

Xnévio

(1 ¢ 10 Lo/ 10.000 vaod Oepomeio (oa):

- Amdotnpa oto onpeio g éveong*®

- AmoBoln, mepryevvnTikn BvnoludTNTO, TPO®POS TOKETOG

- AmdBeia, katakion, avope&ia, Andapyoc

[ToA0 omavia

(<1 Lo / 10.000 vd Bepomeio (Do, cOUTEPTAAUPAVOUEVOV TOV LELOVOULEVOV OVAPOPDV):

- Meiwon mapaywyng yoAaKTOGC

- [Tapdivon, ata&io, TOPA®OT], EAAELYT GUVTOVIGHOV

- [Tvevpovikn copeopnon, dSuemvola

- Atovia ¢ peydAng kotiiog, ToUTOVIGHOG, VIEPPOAIKT clehdppota’

- Avtidpaoelg vrepevatodnciog?

- ®dvartoc
* O ep1ocdtepec TOTIKEG avTIopdoelg eCapavilovtal TANp®G 1 eElaylotomoleital To péyebodg toug
(£ 1 cm) mpwv and t1g 70 nuépec, av Kon vrdlowma TV olidimv Propovv va Tapapeivouy Kot LETd To
eV AOY® XpoviKO S14oTnLaL.
1."Hmwo ém¢ pérpro, and 1 €mg 6 nuépec puetd tm yopnynon.
2. Avoduvo, dtopétpov £0¢ 3,8 cm, petd amd 2 £mg 6 MUEPEG KAl LEIDMVETOL GTOSLOKE LE TNV TAPOSO
TOL YPOVOV.
3. Agv vrepPaivet tovg 2,3 °C, katd ™ ddpkeln Tov 48 wpdv HeTd TOV ELPOAAGUO.
4. Mrnopel va mopovctaotel viepPoiikn cleEAdppota LE ovTIOPAGELS VITEPpELAIoONGiag.

H avagopd averBountov coppdavtov eivar onuaviikn. Exutpénel m cvuveyn mapakoAiovdnon g
ac@dielog evoc tpoidvtoc. Edv mapornpricete 0motodnmote ovemBOunTn evEpYela, KO KoL oV OV
OVOPEPETOL OTO ECOKAELGTO PVAAO 0ONYLOV XPNONG N AUPIPAAAETE Y10, TNV ATOTEAEGLATIKOTNTO TOV
QOpHAKOV, TaPOKOAEIGHE VO ETIKOVOVIGETE, Katapydg, e Tov KTnviatpd oag. Mropeite eniong va
AVOQEPETE OTTO1UONTOTE AVETBOLNTO GUUPAVTO GTOV KATOYO TNG AOEG KUKAO(POPIaG 1] GTOV TOTIKO
AVTITPOCMOTO TOL KOTOYOL TNG AOELG KUKAOPOPIOG YPTCUOTOUDVTAG T GTOLYEID ETKOVOVING GTO
TEAOG ALTOV TOL PVALOV OIN YLDV YPNOTG, 1] LEC® TOL EBVIKOD GOG GUGTHLATOG OVOPOPAS: {oToty el
€6ViKoD GUGTNIATOG OVOPOPAS).

8. Aocoroyia Yo KGOE gid60g, TPOTOS Ko 0001 Yo p1yNoNS

Ymodopia ypron.

Xopnyeitar vrodopla og Tpdfota nAKiog Gve Tov 3 pnvev, cOUP®VA pE To0 aKkOAovBo oy
- Apykoc eufoilacpoc: yopnynote pio epdanaé 66on tov 2 ml

- Emavepfolacudc: dev €xel amoderydei.

9. Odnyigg Yo T omoTH LopPNYN oY)

Avokiveiote KOAQ Tpv amd TN (PNOT.
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10. Xpoévor avapoviig

Mndév nuépec.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdccetal oe Béon, v omoio dev PAEToVY Kal dev Tpooeyyilovv To TodId.

Na puidocetol kot va petapépetal og yoyeio (2 °C — 8 °C).

No pnv xotoydyetot.

Noa QUAGGGETL TPOGTATEVUEVO OO TO PWG.

Na QUAGCGGETAL GTNV APy IKT] GUCKELAGIAL.

Noa pn xpNOYOTOIEITAL AVTO TO KTNVIOTPIKO PAPLOKEVTIKO TPOIOV LETA TNV NUEPOUNVio ANENG OV
avaypAQETOL 0TO KOLTL Kol ot @1aAn petd Exp. H nuepounvio MqEemg cupmintel pe v televtaio
NHEPQ TOV GLYKEKPLUEVOL [TV

Adprelo {oNg Petd 1o TPMTO AVOLYHa TOV ApecoL Tepléktr: 10 dpeg.

12. Ewdikég mpo@ura&erg amoppiyng

Ta pappaxa dev TPETEL VO OO PPITTOVIOL HEGH TOV ADUATOV 1 TOV OTKIOK®OV ATOBANTOV.
XpNOWOTOMOTE TPOYPEULOTO ETIGTPOPNS POPUAKOV Y10 TNV OTOPPIYN LT (PTOLLOTONOEVTOV
KTNVIOTPIKOV QOPUOKEVTIKMDY TPOTOVTIOV 1 GAA®V VAIK®Y TOV TPOEPYOVTAL Amd TN YP1OT TOVG
GULO®VO, UE TIC TOTIKEG OMOTOELS KOt e TUXOV 1oyvovTa eBvikd cuotipata cvAloyng. Ta pétpa
OVTE ATOCKOTOVY GTNV TPOGTAGio TOV TEPIPAALOVTOC.

YvpPovievdeite Tov KTNVIOTPO GOGC N TOV POPUAKOTOLO GG Y10 TOV TPOTO ATOPPIYNG TWV
YPNOWOTOINOEVTOV QOPUAKDV.

13. Toagwvounon TV KITNVIWWTPIKAV QUPUIKEVTIK®OV TPOIOVTOV

Na yopnyeitoanr HOVoV pe KTNVIOTPIKT] GCLVTOYY.

14. ApiOpoi Gog105 KVKAOPOPLOS KUL GUGKEVUGIEG
EU/2/24/332/001-002

2V0KEVOGIES:
Xaptvo xovuti pe 1 praridoto mov wepiéyet 80 ml.

Xaptwvo xovti pe 1 proridio mov mepiéyer 200 ml.

Mropel va unv KukAo@opohv OAEG 01 GUGKEVAGIES.

15. Hpepopnvia terevtoiog avade®@pnong Tov GUALOL 00N YAV YP1ONG

{MM/EEEE}

Aentouepeig TANPoPopieg Yo TO &V AOY® KTNVIOTPIKO QOPLOKELTIKO TPo1dV etval dtabéoteg ot
Baon dedopévov g EE yia o ktviatpikd tpoidvra (https://medicines.health.europa.cu/veterinary).
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16. Xtoyycio emkowvoviog

Kdtoyoc e ddeoc KukAoopiac:

Laboratorios Syva S.A.

Calle Marqués de la Ensenada, 16
28004 MADRID

IZITANIA

[Mopookevaotnc verevduvoc yio TNV omeAeVf{p o TV TOPTIOWV:

Laboratorios Syva S.A.

Parque Tecnologico de Leon
Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tomkoi avTIpOCM®TOL KOl OTOYELO EXTKOWVMVIOS Y10 TNV VaQOPa THOVOAOYOVUEVOV avVETIOOUNTOV

EVEPYELDV:

Belgié/Belgique/Belgien
2TOYEl0 ETIKOWVMOVING Y10 TNV VOO pd.

T0avoloyoOUEVOV AVETOOUNTOV EVEPYEIDV:

Lietuva
2TOVYEl0L EMKOVAVIOS Y10, TNV 0vo.Qopd
TOavOLOYOVUEV®V OVETIHOUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnologico de Leon
Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tél/Tel: +32 496 585 015
E-mail: stephane.lietard@syva.es

Peny6siuka bbarapus
2Tolyelo ETIKOWMVINC Y10, TV 0VOQOpPa.

TavoloyouuEVOV aVETIOOUNTOV EVEPYEIDV:

Laboratorios Syva S.A.

Parque Tecnoldgico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IZXITANIA

Tel: +34 987 800 800

E-mail: farmacovigilancia@syva.es

Luxembourg/Luxemburg
2TOUYEL0L ETIKOWVMVING Y10 TV avVaQOopd.
TavOLOYOVUEV®V OVETIHOUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IXITANIA

Teu: +34 987 800 800

E-mail: farmacovigilancia@syva.es

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IXITANIA

Tél/Tel: +34 987 800 800

E-mail: farmacovigilancia@syva.es
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Ceska republika
2Tolyelo ETIKOWMVINC Y10, TV 0VOQOpPa.

mlavoloyoduevev avemOOUNTOV EVEPYEIDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IXITANIA

Tel: +34 987 800 800

E-mail: farmacovigilancia@syva.es

Danmark

TomikOC avTITPOCOTOC:
Salfarm Danmark A/S
Nordager 19,

DK-6000 Kolding,

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

2Tolyelo ETIKOWMVINC Y10, TV 0VOQOpPa.

mdavoloyoduevev avemOUNTOV EVEPYEIDV:

Salfarm Danmark A/S
Nordager 19,
DK-6000 Kolding,
TIf: +45 75 50 80 80
info@salfarm.com

Deutschland

Tomkdc avtmpdomToc:
Virbac Tierarzneimittel GmbH
Rdgen 20

DE-23843 Bad Oldesloe

Tel: +494531 805 111

2TOYEl0l ETIKOVOVIOG Y10L TNV 0VOpOopd

T0avoloyoOUEVOV AVETOOUNTOV EVEPYEIDV:

Virbac Tierarzneimittel GmbH

Rogen 20 23843 Bad Oldesloe,
I'EPMANIA

Tel: +494 531 /805 111

E-mail: arzneimittelsicherheit@virbac.de

Magyarorszag

Tomwkoc avtinpdomnoc:
Laboratorios Syva S.A.

Parque Tecnologico De Leon
Calle Nicostrato Vela M15-M16
24009 LEON

[ZITANIA

Tel.: +34 987 800 800

E-mail: farmacovigilancia@syva.es

2TOVYEl0L EMKOWVAVIOS Y10, TNV 0Vo.Qopa
mfavoroyodueveVv overtfduUNTOV EVEPYEIDV:
Alpha-Vet Allatgyogyaszati Kft

Homoksor 7., 8000 Székesfehérvar
OYITAPIA

Tel: +36 30 5011484

E-mail: alpha-vet@alpha-vet.hu

Malta

ZTOYELN ETIKOVOVIOC Y10 TNV avoQopd,
T100VOAOYOVUEVOV OVETIOVUNTOV EVEPYELDV:
Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16

24009 LEON

IXITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Nederland

2TOVYEl0L EMKOWVAVIOS Y10, TNV 0vo.Qopd
TOavOLOYOVUEV®V OVETLHOUNTOV EVEPYELDV:
Laboratorios Syva S.A.

Parque Tecnologico De Ledn

Calle Nicostrato Vela M15-M16

24009 LEON

IXITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es
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Eesti
2Tolyelo ETIKOWMVINC Y10, TV 0VOQOpPa.

mlavoloyoduevev avemOOUNTOV EVEPYEIDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IXITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

E)\\aoa

Tomkdc avimpdomTOC:
CEVA EAAAX EIIE
EBvapyov Maxapiov 34
16341 HAIOYIIOAH
TnA: +302109851200

2TOYEl0 ETIKOVOVIOG Y10L TNV aVopOopd

mlavoloyoduevav avemOOUNTOV EVEPYEIDV:

CEVA HELLAS LLC

4 Ethnarchou Makariou street, 16341
Ilioupoli

EAAAAA

TnA: 00 800 3522 11 51

E-mail: pharmacovigilance@ceva.com

Espaiia
2TOlYELO ETIKOVMVIOG Y10 TNV avVaQopd

TO0VOAOYOVUEVOV OVETIHOUNTOV EVEPYELDV:

Norge

TomKOC OVTITPOCOTOC:
Salfarm Scandinavia AS
Fridtjof Nansens Plass 4,
N-0160, Oslo

TIf: +47 902 97 102
E-mail: norge@salfarm.com

2TOYEl0 EMKOVAVIOS Y10, TNV 0vo.Qopd
T0avoLOYOVUEV®V OVETIHOUNTOV EVEPYELDV:
Salfarm Scandinavia AS

Fridtjof Nansens Plass 4,

N-0160, Oslo

TIf: +47 902 97 102

norge@salfarm.com

Osterreich

Tomkdc avrmpdommoc:
Virbac Osterreich GmbH
Hildebrandgasse 27,
A-1180 Wien,

Tel.: +43 1 2183426

2TOlYEl0L ETIKOVMVIOG Y10 TNV aVaQOopd.
mifovoroyoduev®V oveTOUNTOV EVEPYEIDV:
Virbac Osterreich GmbH,

Hildebrandgasse 27, A-1180 Wien,

Tel.: +43 1 2183426

E-mail: pharmacovigilance@virbac.co.at

Polska
2TOlYEL0L ETIKOWVOVIOG Y10 TNV avVaQOopd.
T1O0VOAOYOVUEVAOV OVETIOVUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IZXITANIA

Tel.:+34 987 800 800

E-mail: farmacovigilancia@syva.es
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France

TomikdC avTITPOCOTOC:
Laboratoires Biové

3 rue de Lorraine
62510 Arques

2TOTYEL0. EXKOVMVIOS Y10, TNV avaQopa

mavoloyodueVOV avETIOOUNTOV EVEPYEIDV:

Portugal
Tomwkoc avtinpdcmnoc:
lapsa portuguesa pecuaria, Ida

Av. Do Atlantico, n* 16 — 11* piso- Escritorio 12

PT-1990-019 Lisboa

2TOUYEL0L ETIKOWVMVING Y10 TNV aVaQOpd.
TavOLOYOVLEV®V OVETIHOUNTOV EVEPYELDV:

Laboratoires Biové
Tél: +33 6 46 52 48 06

E-mail: pv@inovet.cu

Hrvatska
2TOYEl0L ETIKOWVOVIOG Y10L TNV 0Vo.pOopd

T1O0VOAOYOVUEVOV OVETIHOUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon
Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tel: +351 219 747 934

E-mail: syva.portugal@syva.pt

Romaéania
2TOVYEl0L EMKOWVAVIOS Y10, TNV 0Vo.Qopa
T1O0VOAOYOVUEVAOV OVETIOVUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Ireland
2TOYEl0l ETIKOVOVIOG Y10L TNV aVoQOopd.

TlavoloyodueveV aveETOOUNTOV EVEPYEIDV:

Laboratorios Syva S.A.

Parque Tecnoldgico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IXITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Slovenija
2TOLYEL0 ETMKOVAVIOS Y10, TNV ovo.Qopd
T0avoLOYOVUEV®V OVETIHOUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnoldgico De Ledn

Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Island
2TOTYEL0. ETIKOVMVIOG Y10, TNV avVaQopa

mlavoloyodueveV aveTIOOUNTOV EVEPYEIDV:

Laboratorios Syva S.A.

Parque Tecnologico De Ledn

Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Slovenska republika
2TOUYEL0L ETIKOWVOVING Y10 TNV oVaQOpd.
TavOLOYOVLEV®V OVETIHOUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnoldgico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

[ZITANIA

Simi: +34 987 800 800

Netfang: farmacovigilancia@syva.es

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IXITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es
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Italia

TomiKkdC ovTITPOCOTOC:
Laboratorios Syva S.A.

Parque Tecnoldgico De Leon
Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tel:+34 987 800 800

2TOYEl0l ETIKOVOVIOG Y10L TNV 0VOQOopdL

T0avoloyoOUEVOV AVETOOUNTOV EVEPYEIDV:

Virbac s.r.L

Via Ettore Bugatti,

15 -1T-20142 Milano
Tel: +39 02 4092 47 1

Kvmpog
2TOYEl0L ETIKOWVOVIOG Y10L TNV 0Vo.pOopd

T1O0VOAOYOVUEVOV OVETIHOUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

[ZITANIA

TnA: +34 987 800 800

E-mail: farmacovigilancia@syva.es

Latvija
2TOTYELOL ETIKOVMVIOG Y10 TNV avVaQopa

mavoloyoduEVOV avVETIOOUNTOV EVEPYEIDV:

Suomi/Finland
TomKOC OVTITPOCOTOC:
Salfarm Danmark A/S
Nordager 19,

DK-6000 Kolding,

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

2TOYEl0 EMKOVAVIOS Y10, TNV 0vo.Qopd
T0avoLOYOVUEV®V OVETIHOUNTOV EVEPYELDV:
Salfarm Danmark A/S

Nordager 19,

DK-6000 Kolding,

TIf : +45 75 50 80 80

info@salfarm.com

Sverige

Tomkdc avrmpdommoc:
Salfarm Scandinavia AB
Florettgatan 29C,
SE-254 67 Helsingborg
Tel: +46 767 834 810
scan@salfarm.com

ZTOYELN ETIKOVOVIOG Y10 TNV 0voQopd.
T1O0VOAOYOVUEVOV OVETIOVUNTOV EVEPYELDV:
Salfarm Scandinavia AB

Florettgatan 29C,

SE-254 67 Helsingborg

Tel: +46 767 834 810

scan@salfarm.com

United Kingdom (Northern Ireland)
2TOUYELOL ETIKOWVOVIOG Y10 TNV aVaQOpd.
TavOLOYOVLEV®V OVETIHOUNTOV EVEPYELDV:

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IZITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es

Laboratorios Syva S.A.

Parque Tecnologico De Leon

Calle Nicostrato Vela M15-M16
24009 LEON

IZXITANIA

Tel:+34 987 800 800

E-mail: farmacovigilancia@syva.es
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