INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

HEPIZOVAC nnxekInoHHa CyCIIeH3HUs 3a TOBeAa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bceku mloT BakcHHATa ChIbpiKa:
AKTHBHH BellleCcTBA:

Bupyc Ha enmzooruuna xemoparndna 6onect (EHDV), ceporun 8, mam EHDVE SPA 2022/LCV_03
LCV Cod.:078, unaktuBupan 10°°CCIDso*

*CClIDso: n(exnno3Ha no3a 3a 50% KineTp4Ha KynTypa, eKBUBAJICHTHA HAa TUTHPa MIpean
WHAKTUBUPAHETO.

AJIKYBaHTH:
ATTYMUHUECB XUIIPOKCHIL -.veeeuvrrerureennseeenueeesseesnuueesnseesaseeesnseessseesmsssesseessssessseesssseesseesnseessseessseeesses 6 mg
IIpeuncter camOHIH (QUIL A) .ooviiiieiieiecieeeee ettt ettt et e et e e seessaessaesnreenne 0,05 mg

ITomomHu BemecTBa:

KonunyecTBeH cbeTaB, ako Ta3u nHGpopmanus
€ BaJKHa ¢ orJie]l Ha IPABMJIHOTO NPUJIAraHe
HA BeTePUHAPHHSA J1eKAPCTBEH MPOAYKT

KadecTBeH chLCTaB HA MOMOIIHHUTE BelleCTBA
U IPYTUTE ChCTABKHU

Tuomepcan 0,1 mg

Hatpues xnmopun

Junatpuer docdar

Kammes pochar

BO,Z[a 3a HHXKCKIIUNU

bsina wnmm po3oBo-0siyia cycnieH3usl.

3. KIMHUYHA HTH®OPMALIUA

3.1 Bwupose *KUBOTHH, 32 KOUTO e mpeaHasHadyeH BJIIT

I'oBena

3.2 Iloka3anus 3a ynorpe0a 3a BceKH BUJ )KMBOTHH, 32 KOITO e NpeJHa3HAYEH MPOAYKTHT

3a aKTMBHA UMYHH3aLUs Ha TOBeJa C el IpeloTBpaTsABaHe Ha BUPEMHUs, IPUYUHEHA OT CEPOTHUI 8 Ha
BUpYCa Ha €MM300THYHATa XeMOparuyHa 0oJecT.

Hayano Ha uMyHHTETa: 3 CEAMUIM CJIe]l 3aBBPIIBAHE HAa CXEMaTa Ha IbpBUYHATA BAKCHHAIMS.
IIpoABIKUTETHOCT HA UMYHUTETA: HE € YCTAaHOBEHA
3.3 IIporuBomokaszanus

Hsawma.



3.4 ChoeunajHu mpeaynpeskIeHus
Jla ce BakCHHUpAT caMO 3/[paBH KUBOTHHU.

Hsima manHM 3a ynmotpebaTa Ha BAKCHHATA TP CEPOIIO3UTHBHH TOBEIA, BKITFOYUTEITHO IPH TaKHUBa C
aHTHUTENAa OT MakKaTa.

3.5 CpeuuajHu npeana3sHd MepKH NMpH ynorpeda
CrienmaiHy Ipena3Hu MEepKH 3a Oe30macHa ynorpeda Mpu BUIOBETE dKUBOTHH, 32 KOUTO €

npendasHauexn BJIIT:
He e npunoxumo.

CHCLII/IEIJ'IHI/I npeanasoi MCpKHU, KOUTO TD$16Ba Ja B3CEMC JIMIICTO, IMpujaraimo BETCPUHAPHUSA
JICKapPCTBCH NPOAYKT HA JKMBOTHUTC:

HpI/I cnyqaﬁHo CaMOUHKCKTHUPAHC, He3a0aBHO Ja €€ MOThbPCU MCAUIMHCKHU CBBET, KAaTO HA JICKAPA CC
npeaoCTaBu JIMCTOBKATA NJIM CTUKETA HAa IPOAYKTaA.

CroenuanaHy NpeAna3Hy MEpKHU 3a 3allluTa Ha OKOJIHATa cpeja:
He e npunoxxumo.

3.6 HeOnaronpusiTHu peaKkuuu

T'oBena:
Mmuoro dyectu Bo3mnanenune Ha MICTOTO Ha HHXKEKTHpaHe™®
(moBeue ot 1 Ha 10 TpeTupanu OO6pa3yBaHe Ha Bb3eT9e HA MACTOTO HA MH)KEKTUpaHe™*
XKHUBOTHHU): s
Bonka Ha MSICTOTO HA MH)KEKTUPaHE
[loBumena Temmneparypa™***

* JlmameTsp 70 8 cm.

** JlmamMeTsp Mo 6 cm C MPOABIDKUTEITHOCT 10 3 CEAMMIIH.

*4% [Ipu nanmanus Ha 2-pu — 3-TH JIeH CIie/l BAKCHHAITUATA.

**%* He npepuimara 1,5°C npe3 mbpBuTe 48 yaca ciiesl BAKCHHALIUATA.

CroOmiaBaHeTo Ha HEOIATONPUATHH PEAKIIUU € BaKHO. T0 MO3BOJIsIBA HETIPEKhCHAT MOHUTOPHHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPoAyKT. ChoOIIeHHATa TPSOBa Aa c€ U3MpaIiar, 3a
NpEeoYMTaHe Ype3 BETEPUHAPCH JIeKap, WK Ha TIPUTEkKATEN s HA pa3pelIeHUeTo 32 THPTOBHS WK Ha
MECTHUS My MPEJICTABUTEN, MIIH Ha HAIIMOHATHHS KOMIICTCHTEH OpTaH upe3 HallHOHAJHATa CUCTEMa 32
choOIIaBaHe. 32 CbOTBETHHUTE JIaHHU 3a BPh3Ka BIKTE JIUCTOBKATA.,

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS WU siillEeHOCeHe
BpeMEeHHOCT U JlaKkTanus:

He ce ouakBa otpunarenes edekt npu OpemeHHu kpaBu. He ce oyakBa oTpuuateneH epeKT BbpXY
MJIEKOHA05 TP MpHJIaraHe Ha BaKCHHATa IPU KpaBH [0 BpeMe Ha JaKTaIlusl.

3aII019eMOCT:
BesomacHocTTa Ha BAKCHHUTE HE € YCTAaHOBEHA NIPU MBXKKH KUBOTHHU 3a pasrwiof. [Ipu tazu

KaTeropusl )KUBOTHH BaKCHUHATA TPsIOBa Jia ce TpUiIara caMo e/ MpereHKa 1moii3a/pucKk ot
OTrOBOPHMSI BETEPUHAPCH JIEKap W/UIIM HAIMOHAITHUTE KOMIIETEHTHH OPTaHH Ha JISHCTBAINTE
BaKCHHAIIMOHHU TIOJTUTHKH.

3.8 B3zaumoneiicTBHe ¢ APYrH JIeKAPCTBEHH MPOAYKTH M APYrd (popMHU HA B3auMo/elicTBHE



Hsma manngna naGOpManus 3a 6€30MacHOCTTa M eUKACHOCTTa OT ChBMECTHOTO U3IIOJI3BAHE HA Ta3H
BaKCHHA C JIpyTU BETEpUHAPHU JICKapCTBeHU NpoayKTu. [lopanu Ta3u npuunHa, IpularaHeTo Ha Ta3u
BaKCHHA MPEAM WIN ciiell ynoTpedara Ha APYT BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa J1a ce
MIPELEHN CIOpe] MHANBUIYATHHS CIydail.

3.9 HayuH Ha NpPUIOKEHHE U JO3UPOBKA

Pazknarere 1o6pe npean ynorpeba. [la ce BHMMaBa ja He ce HapyIIU LEJIOCTTa Ha (pirakoHa Ha
1oBede OT e1HO MsACTO. Jla ce BHUMaBa Ja HE C€ 3aMbpPCH.

[TonxoxHO MpUIOKEHHE.

II'LpBUYHA BakcCHHALMA

Ha BB3pact 2 u noBeue mMecena.

HpI/IJ'IO)KeTe JABEC 03U OT 4 mL MOAKOXHO C UHTCPBAJI MCKAY TAX OT 3 CCOMMIIN.

Pepakcunanus
He e ycTanoseHo.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NPUJI0KMMO — NMpPoNeIypPH Ha AelicTBHe TPH
CIELIHHU CIy4Yau U AaHTHI0TH)

He e npunoxxumo.

3.11 CroeumaJHu OrpaHMYEHHS 32 yHoTpeda ¥ CllelMaJIHH YCJIOBHS 32 YOTPeda, BKIKYNUTETHO
OrpaHNYeHMs 3a ynoTpedaTa HA AHTUMHMKPOOHHM M MPOTHBONAPA3ZNTHU BeTePUHAPHHA
JIeKapCTBeHHU NMPOAYKTH, C LeJ Ja ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Besiko nure, koeTo Bb3HaMepsBa Aa IPOU3BEXkKA, BHACS, IPUTEkKaBa, pa3lpoCTPaHsBa, IPOIaBa,

cHa0zsBa M yHnoTpeOsiBa TO3U BETEPUHAPEH JIEKApPCTBEH MPOLYKT, TPSIOBa IbPBO /1a Ce KOHCYJITHpPA C

KOMIIETEHTHUTE BJIACTH HA CHOTBETHATA AbPKaBa YICHKA OTHOCHO JEHCTBAIUTE BaKCHHAIMOHHU

MOJIUTUKH, KaTO TE3U JICHHOCTH MOTaT Jia ObJIaT 3a0paHeHu B Jbp)KaBa WieHKa Ha Is1aTa WK YacT OT

HelfHaTa TepUTOpus, B ChOTBETCTBHUE C HAI[IOHAIHOTO 3aKOHOATEJICTBO.

3.12 KapeHTHH CpOKOBe

Hyna guu.

4. UMYHOJIOI'MYHA UHOOPMALIUSA

4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTH4YeH Ko (ATCvet Code): QI02AA

3a cTUMyNUpaHe Ha aKTUBHHS MMYHHUTET Ha TOBeaTa Cpelly CEpoTHII 8 Ha BUpyca Ha eMU300THYHATA
XeMoparuyaa 0oJiecT.

5. DAPMALEBTUYHU JAHHHU

5.1 OcHOBHH HECHBMECTHMOCTH

He cmecBaiite ¢ npyr BeTeprHapeH JeKapCTBEH NPOIYKT.

5.2 Cpoxk Ha romHoCT

Cpok Ha TOTHOCT Ha KpallHUS BeTEpUHAPEH JIEKapCTBEH NPOAYyKT: 18 mecera.
Cpok Ha TOTHOCT CJIe TEPBOTO OTBApSHE HA MEPBUYHATA OnakoBka: 10 Jaca.



5.3 Cnenuaanu ycjaoBusi 3a CbXpaHeHHe

Ja ce cexpansBa u TpaHCIIOpTHpa B oxianeHo cberosiaue (2°C — 8°C).
[a He ce 3ampa3siBa.
Jla ce ma3u OT CBETIMHA.

5.4 Bl/l}] U CbCTAaB HA MbPBHYHATA OITAKOBKA

®nakonu ot nosnmetwieH ¢ Bucoka mrbTHOCT (HDPE) ot 52 mL, 100 mL unu 252 mL cbe 3amymanku
0T OpOMOOYTHII U ATyMHUHHEBH OOKATKH.

Pasmepu Ha omakoBKaTa:

Kapronena xytus ¢ 1 dmakon, ceabppikant 52 mL
Kapronena xytus ¢ 1 dmakon, ceappikant 100 mL
Kapronena xytus ¢ 1 ¢makon, cpappska 252 mL

He Bcuukm pazMepu Ha OmmakoBKaTa Morar fia Ob/IaT NpeAsiaraHy Ha masapa.
5.5 CuoenuajJHu MepKH 32 YHHII0:KABAHE HA HEM3MOJI3BAHH NPOAYKTH WM OCTATHIHU OT TAX

BerepunapHuTe JeKapCTBEHH NMPOIYKTH HE TPsAOBa J1a ObJaT H3XBBPJISHYU Ype3 OTIIaJHU BOIU MU
OHMTOBH OTITAABIIH.

M3non3BaiiTe mporpaMu 3a BpbllaHE IPU YHUIIIOKABAHETO HA HEWU3IOJ3BAHU BETEPUHAPHU
JIEKaPCTBEHHU MPOAYKTHU WUJIM OCTaThLUM OT TSIX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIaTEJICTBO U C BCHYKH HAIIMOHAIHHA CHCTEMU 33 ChHOMpaHe, MPIIOKUMHU 32 ChOTBETHUSA
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

CZ Vaccines S.A.U.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUS

EU/2/25/341/001-003

8. JATA HA IbPBOTO U3JJABAHE HA PASPELHIEHUETO 3A ThbPI'OBUSA

JaTa Ha TEPBOTO M3/MaBaHE Ha pa3pemieHneTo 3a Tepropust: {JJJ/MM/ITIT}.

9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTUKA HA
INPOAYKTA

(MM/TTIT}

HN3KJIOUYUTEJHHU OBCTOSATEJICTBA:

PasperiieHreTo 3a THProOBHUS € MPEAOCTABEHO MPH M3KITIOYUTEHH OOCTOSTENICTBA U MOPAIH TOBA
OIICHKATAa € U3BbPIIEHA Bh3 OCHOBA HA CICIUATHY H3UCKBAHKS OTHOCHO JOKYMEHTAITUSTA.
U3Bbpiena e caMo orpaHHYeHa OlleHKa Ha Ka4eCTBOTO, 0€30MACHOCTTa MK e()UKACHOCTTA ITOPaIn
JUICaTa Ha U3YepIaTeHU IAHHH OTHOCHO Ka4eCTBOTO, 0€301MacHOCTTa M e(hUKACHOCTTA.




10. KJACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCANMUCAaHnC.

ITonpo6Ha mHpOpPMAIHS 32 TO3HU BETCPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Ja HAMEpPHUTE B 0a3aTa JaHHH
Ha Crro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE I1

APYI'N YCJIIOBUA U UBUCKBAHUA KbM PASPEHIEHUETO 3A ThPI'OBUs



JAPYTI'N YCJIOBUA U UBUCKBAHUSA KbM PAZPEHIEHUETO 3A ThPI'OBUA

CIIEIM®UNYHU 3AABJIKEHUSA 3A U3ITBJIHEHUE HA MEPKHU CJIE/]

INPEJOCTABSAHE HA PASPEIIEHUE 3A ThbPI'OBUA ITPU N3KJIIIOYUTEJIHAU

OBCTOSATEJICTBA

ToBa e oo0peHne Py UKITIOYUTEITHN 00CTOSTENCTBA U B ChOTBETCTBHE ¢ Wi. 25 oT Pernament (EC)
Ne 2019/6, nputexartenar Ha pa3pelIeHUETO 3a ThPrOBUS MPEeIIpUeMa CIICAHUTE MEPKH, B PAMKHTE Ha

00SIBEHUTE CPOKOBE:

Onucanne

Kpaen cpok

3aBbpiBaHe Ha pa3pabOTBAHETO HA TECT 32 e(hUKACHOCT Ha KpaHUS TIPOYKT.
JlanHuTte TpsAOBA A2 Ce MPEAOCTABIT BeHATA IIOM OBbJaT HAJTMYHH.

Maprt 2027 1.

JlanHuTe OT TIpOoyYBaHUATA Ha cTabmiHocTTa (Mo 18 Mecena) TpsOBa ga ObaaT
MPEIOCTaBEeHH CIIE] TAXHOTO MPHUKIIIOYBAHE, 32 JIa CE€ MMOTBHPAN CPOKBT Ha
TOJTHOCT TPY NPENOPHUAHUTE YCIIOBUS 32 ChbXPAaHCHUE HA MHAKTHBUPAHUS
aatured Ha EHDV. Beeku pesynTar, KOWTO ce OTKIIOHSBA OT CIIeU(DUKAITHATA,
TpsOBa 1a OBe choOmIeH He3abaBHO Ha EBporreiickara areHIus 10 JeKapcTBaTa.

®eBpyapu
2026 .

JlaHHUTE OT MpOYYBaHMATA Ha CTa0MITHOCTTA (10 21 Mecena) TpsaOBa na ObIaT
MPEIOCTaBEHH CJIe/l TAXHOTO MPUKIIOYBAHE, 32 []a CE MOTBBPIH MPUETHUST CPOK
Ha roJHOCT OT 18 Mecela npyu NpenopbUYaHUTE YCIOBHS 32 ChbXpaHEHUE Ha
KpaiiHust npoayKT. Bceku pesynrar, KOWTO ce OTKIIOHSBA OT criequduKanusTa,
TpsOBa 1a OB1e choOIIeH He3abaBHO Ha EBporreickara areHITus 1o JIeKapcTBaTa.
OuaxkBa ce TecThbT 3a €PUKACHOCT J1a ObJIe BKIIOYEH B Iporpamara 3a CTabuiIHOCT
BeJHara mom ObJie HanndeH. O4yakBar ce JaHHU 3a cTaOUITHOCTTa
Harpe3eHTanuaTa oT 52 mL.

Onu 2026 T.

TpsibBa na ce mpoBene MpOyYBaHe HA MPOABIDKUTEIIHOCTTA HA IMYHHUTETA U Ja Ce
MIPEAOCTABSIT TAHHU BEJHAra IMOM ObJaT HAJTUIHH.

®eBpyapu
2027 .




ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A.ETUKETH

10



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

Kapronena kytus (52 mL, 100 mL u 252 mL)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

HEPIZOVAC unxexuuoHHa CyCICH3Us

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bceku ml oT BakcuHaTa ChAbpiKa:

Bupyc Ha enuzooTruHa xemoparudda 6osnect (EHDV), ceporun 8, mam EHDVS SPA 2022/LCV_03
LCV Cod.:078, unaktuBupan 10°°CCIDso*

*CCIDso: na(exnno3Ha no3a 3a 50% KineTp4Ha KyNTypa, eKBUBAICHTHA HAa TUTHPa Mpean
WHAKTUBUPAHETO.

3. PASMEP HA OITAKOBKATA

52 mL
100 mL
252 mL

4. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

T'oBena

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

TToik0XXHO NPHUIIOKEHUE.

7. KAPEHTHU CPOKOBE

KapenTHu cpokoBe: HyJa HUA

| 8. CPOK HA FOJIHOCT

Exp. {mm/rrrIT}

Crnen oTBapsHe U3NON3BaiTe B pamkute Ha 10 gaca.

9. CHHELHUAJIHU YCJIOBUSA 3A CbXPAHEHUE

11



Jla ce cbXpaHsBa U TPAHCIIOPTHPA B OXJIAJIEHO CHCTOSHHE.
[la He ce 3ampa3ssBa.
[a ce masu ot cBeT/IMHA.

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

‘ 11. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJINUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJJOCTBITHA
3A JTEIJA MECTA”

I[a CC ChbXpaHsaBa OaJji€d OT IIorjicaa 1 Ha HEAOCTBITHU 3a A€1a MECTaA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A ThPI'OBUs

CZ Vaccines S.A.U.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUA

EU/2/25/341/001-003

15. HAPTHUJIEH HOMEP

ITaptuna {HOMEp}

12



NHOOPMAIUSA, KOATO CE U3IINCBA BBPXY ITBPBUYHATA OITAKOBKA

®jakon ot 52 mL, 100 mL 1 252 mL

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH TIPOAYKT

HEPIZOVAC unxexuuoHHa CyCIICH3Us

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Bceeku ml oT BakcuHaTa ChAbpiKa:

Bupyc Ha enuzooTruHa xeMoparudda 6osnect (EHDV), ceporun 8, mam EHDVS SPA 2022/LCV_03
LCV Cod.:078, unaktuBupan 10°°CCIDso*

*CClIDso: na(exnno3Ha no3a 3a 50% ki1eTp4Ha KyNTypa, eKBUBAJICHTHA HAa TUTHPa Mpean
WHAKTUBUPAHETO.

3. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

T'oBena

4. HAYUHUA HA ITPUJIOKEHUE

TToIKOKHO TIPUITOKEHHE.
[Ipenu ynotpeda npoyereTe JIMCTOBKATA.

5. KAPEHTHHM CPOKOBE

KapeHTHI/I CPOKOBE: HYyJIa THU.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHE M3MO3BaTe B pamkuTe Ha 10 gaca.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTHPA B OXJIAJIEHO ChCTOSHUE.
Ja He ce 3ampassiBa.
Jla ce ma3u OT CBETJIMHA.

‘ 8. HUME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

13



CZ Vaccines S.A.U.

9. ITAPTUJIEH HOMEP

ITaptuna {HOMEp}

14



B. JUCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

HEPIZOVAC uHXeKITMOHHA CYCIICH3HSI 3a TOBEa

2. CncTas
Bceku ml ot BakcuHaTa ChABpKA:
AKTHBHH BellleCTBA:

Bupyc Ha enuzooTruHa xemoparudda 6osnect (EHDV), ceporun 8, mam EHDVS SPA 2022/LCV_03
LCV Cod.:078, unaktusupan 10>°CCIDso*

*CClIDso: na(exnno3Ha no3a 3a 50% KineTb4Ha KyNTypa, eKBUBAICHTHA HAa TUTHPa MIpean
WHAKTUBUPAHETO.

AKYyBaHTH:
ATIYMUHUCB XHUIPOKCHIL ©eevveeureerreasseesseesseessessseesesssesssessssssssssssesssessssssssssssesssssssesssesssesssessssssssesssesnns 6 mg
IIpeuncter camOHIH (QUIL A) .ioviiiieiieiieciecie ettt ettt e et e et e e steessaessneenseenne 0,05 mg

ITomomHu BemecTBa:
THOMEPDCATT ...ttt ettt ettt e st e sa e et et e e bt e bt e s bt e e a et eat e et e ebeesh e e saeesabeeabeenbe e bt e saeesmeeenteeneean 0,1 mg

Bsina nnu po3oBo-0si1a cycneH3usl.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

T'oBena

4. IToxa3zanus 3a ynorpeoda

3a akTHBHA UMYHHU3AIIMs Ha TOBEJIA C [IeJ MPEIOTBPATABAHE HA BUPEMUsI, IPUYUHEHA OT CEPOTHI § Ha
BHpYycCa Ha €MMM300TUYHATA XEMOpArndHa OOJIeCT.

Hauano na HUMYHHUTCTA: 3 ceaAMUIIU CJICA 3aBbPIIBAHC HA CXCMAaTa HAa MbpPBUYHATA BAKCUHAIIHA.

TIpoabmKUTENHOCT HA UMYHUTETA: HE € YCTAHOBEHA

5. IIporuBonokazanus

Hsama.

6. CrnenmaJHu npexynpexIeHus

CrenyanHy NpeaynpeskJIcHNS:
I[a CC BAKCHMHHPAT CaMO 3paBU JKUBOTHH.

Hsama nannu 3a ynoTpebara Ha BAKCHHATA IIPY CEPOTIO3UTUBHU rOBe/ia, BKIFOYUTEITHO MPH TaKUBa C
aHTHUTENa OT MaliKara.
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CrenmanHy Ipeana3siy MEPKH 3a Oe30IacHa ynoTpebda IIpyu BUIOBETE )KUBOTHH, 38 KOUTO €
npennasHauen BJIIT:
He e npunoxumo.

CrenmanHy Ipena3Hi MEPKH, KOUTO TPsiOBa Ja B3eMe JUIIETO, MPUJIAranio BEeTepUHAPHUS
JIEKApCTBEH MPOYKT HA >KUBOTHUTE:

IIpu cnyuaitHO caMOMH)KEeKTHpaHe, He3a0aBHO /1a Ce OThPCH METUIIMHCKH ChBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA UJIM €TUKETA Ha MPOAYKTA.

BpeMeHHOCT ¥ naKTarys:
He ce ouakBa orpuriateneH edekt npu OpemMeHHn kpaBu. He ce odakBa oTpuriatesicH eheKT BbpXy
MJICKOHAJIOS TIPH TIpHUJIaraHe Ha BaKCHHATA TPU KPABH MO0 BPEME Ha JTAKTAIIUA.

3aI1019€MOCT:

Bbe3omacHocTTa Ha BakCHHATa HE € YCTAaHOBEHA IPU MBXKKHU KMBOTHH 3a pas3iuiof. [1pu Ta3u kaTeropus
JKUBOTHU BaKCHHATa TPSAOBa Jla ce mpujiara caMmo clie] MPEIeHKa MoJ3a/pUCcK OT OTTOBOPHUS
BETEPHHAPEH JICKap W/WJIM HAIlMOHAIHUTE KOMIIETCHTHHA OPraHU Ha JICHCTBAIIUTE BAKCHHAIIMOHHH
TTOJTUTHKH.

BsaumoneiicTBue ¢ Apyru BeTepUHAPHU JICKAPCTBEHU IPOAYKTH ¥ IpyTru (DOPMHU HA B3aMMOJICHCTBUE:
Hsma nannyna nadopMmanms 3a 6e30macHOCTTa ¥ epUKACHOCTTA OT ChbBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BeTEpPHHAPHHU JIeKapCTBEHU MpoayKTH. [lopaan Tazu npudrHa, MpuiIaraHeTo Ha Ta3u
BaKCHHA IIPEIU WM CJIe] yIioTpedara Ha IpyT BETEPUHAPEH JICKapPCTBEH MPOAYKT TPsIOBa J1a ce
MpeleH CIOope] UHIUBUYAIHUS CIy4ai.

IIpenosupane:
He e npunoxnmo

CrenuaigHy OrpaHUMYEeHHUs 33 YOOTpeba U clielMalHy YCIOBHsI 3a yroTpeoba:

Bcesixo nune, koeTo Bb3HaMepsBa Aa MPOU3BEXkK A, BHACH, IPUTEkKaBa, pa3lpoCTpaHsIBa, Ipo/IaBa,
cHa0zsBa 1 ynoTpeOsiBa TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT, TPsIOBa IBPBO /1a Ce KOHCYJITHpA C
KOMIIETCHTHUTE BJIACTH Ha ChOTBETHATA JbP)KaBa WIEHKA OTHOCHO JIefiCTBAINTE BAKCUHALIMOHHU
HOJIUTUKY, KaTO Te3U JEHHOCTU MOraT fa ObJaT 3a0paHeH! B Jbp)KaBa WiICHKa Ha IsU1aTa WIK 4acT OT
HellHaTa TEPUTOPUS, B CbOTBETCTBHE C HAI[IOHAIHOTO 3aKOHOJATEIICTBO.

OCHOBHH HECHBMECTHMOCTH:!
He cmecBaiite ¢ npyr BeTepruHapeH J€KapCTBEH MPOAYKT.

7/ HebsiaronpusiTHu peakumun

T'oBena:

Mmsoro yectu (moseye ot | Ha 10 TpeTHpaHU KUBOTHH):

Br3nanenue Ha MACTOTO Ha MHXKEKTHpaHe™
OO6pa3yBaHe Ha Bb3eI4e Ha MACTOTO Ha MHKEKTUpaHe™*

Bbornka Ha MACTOTO Ha MHKEKTHUpaHE™ **

[loBuinena remneparypa™****

* JlmameTsp 10 8 cm.

** JlmaMeTsp moJ 6 cm C MPOABIDKUTEITHOCT 10 3 CEAMMIIH.

*4% [Ipu manmanus Ha 2-pu — 3-TH JIeH CIie/l BAKCHHAITUATA.

**** He npepuimana 1,5°C npe3 mbpBute 48 yaca clie[l BAKCHHALIUATA.
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Cro01maBaHeTo Ha HEONArOMPHUATHY PEAKIIUHU € BakKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
Oe3o0macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HAKAKBU HEOIATONPUSATHH PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca ONMCAHH B Ta3W JINCTOBKA WJIM MUCIUTE, Y€ BETEPUHAPHHUS JICKAPCTBEH MPOIYKT
HE JICHCTBA, CBBPIKETE Ce IbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIo J1a ChOOIaBaTe
HeOJIaroNnpUsTHH PEaKIUK Ha MPUTEKATEIIS Ha Pa3peleHHETO 33 ThPrOBUS MM HA MECTHHS
Npe/ICTABUTEN Ha MPUTEKATEIIS Ha Pa3pelieHHeTo 3a ThProBHUs, KATO U3ION3BaTe JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3H JINCTOBKA WJIU Upe3 Bamrara HannoHaiiHa cucTema 3a choOIIaBane: {IMoApoOHOCTH 32
HaIMOHAJIHATA CUCTEMA

8. Jlo3npoBKa 3a BCeKH BHJ )KNBOTHO, HAYMHHM M METO/l HA IPUJIOKEHHE
[ToaxoxHO mpUIOKEHHE.

II'LpBuYHa BakcHHALMSA

Ha BB3pact 2 1 noBeue mecena.

[Ipunoxere nBe 1031 0T 4 mL NOAKOXKHO ¢ HHTEPBAT MEXY TAX OT 3 CEIMMILIU.
PeBakcunanus

He e ycranoBeHo.

9. CbBeTH 32 NPABMJITHOTO NPUJIATAHE HA MPOAYKTA

Pazknarere 1obpe npeaun ynorpeba. Jla ce BHMMaBa ja He ce HapyIIU EJIOCTTa Ha (pirakoHa Ha
MOBeUe OT €AHO MsICTO. [la ce BHMMaBa J1a He c€ 3aMbpCH.

10. KapenTHu cpokoBe

Hyna quu.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe
Jla ce chxpaHsiBa Jjajied OT MOTJIeia U Ha HEAOCTHITHY 3a Jiella MecTa.

Ja ce cpxpansiBa 1 TpaHCIIOPTHpa B 0XiafeHo cherosiaue (2°C — 8°C).
[a He ce 3ampa3siBa.
Jla ce ma3u OT CBETJIMHA.

[la He ce u3noa3Ba TO3M BETEPUHAPEH JIEKAPCTBEH NPOIYKT CIEA U3THYaHE CPOKa Ha TOJIHOCT,
MIOCOYEH BBPXY eTukeTa/kapToHa cieq Exp. CpokbsT Ha TOJTHOCT OTTOBAps Ha MOCTEIHUS JIEH OT TO3H
Mecell.

Cpok Ha TOZHOCT ciie/l MbPBOTO OTBAapsiHE Ha MbpBUYHATA onakoBka: 10 yaca

12. ChnenmnajaHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTepI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LZ[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBU OTIaabIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHNU BETCPUHAPHU
JICKAPCTBCHU IMPOAYKTH UJIX OCTATHIN OT TAX B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO
3aKOHOATCJICTBO U C BCUYKHU IPUIIOKUMHU HAITUOHATIHU CUCTEMU 3a C’LGI/IpaHe. Tesu MCPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.
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13. Kuacupukanusi Ha BeTepHUHAPHHUTE JTeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camMo 0 JIEKapCKO Mpe/IIrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/25/341/001-003

Pa3mepu Ha omakoBKaTa:

Kapronena xytus ¢ 1 ¢makon, cpappkamn 52 mL
Kapronena xytus ¢ 1 ¢makon, ceappskam 100 mL
Kapronena xytus ¢ 1 dmakon, ceabppikant 252 mL

He Bcuukn pasMEpu Ha OIMAKOBKATa MOrat Ja 6’B,I[aT npeajraranv Ha 1masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
{MM/ITIT}

IToxpo6Ha H(pOpMaIKs 3a TO3M BETEpUHAPEH JEKAPCTBEH MPOAYKT MOKE J1a HaMepuTe B Oazara
nannu Ha Cwio3a otHOocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

IIpurexaren Ha pa3pelIEHUETO 3a THPIOBKS M IPOU3BOAUTEN, OTTOBAPSIIL 3 OCBOOOXKIABAHETO HA
MapTUIY U JAHHH 32 BPh3Ka 332 ChOOIIABAHE HA NPEANOIaracMi HEOJArONpUATHU PEAKIHU:

CZ Vaccines S.A.U.

A Relva s/n — Torneiros

36410 O Porrifio

Pontevedra

Ucnamms

Ten: +34 986 330 400

MectHHN OpEACTABUTCIIN M NAHHHW 34 BPH3Ka 34 C’BOﬁH_IaBaHC Ha nmpeanojaracMmn He6JIaFOHDI/I$ITHI/I
pPCaKIIUum:

Belgié/Belgique/Belgien Lietuva

Ceva Santé Animale N.V. Ceva Animal Health Polska Sp. z o0.0.
Avenue de la Métrologie 6 ul. Stefana Okrzei 1A
1130 Bruxelles 03-715 Warsaw
Belgi¢/Belgique/Belgien Lenkija

Tél/Tel: +800 3522 11 51 Tel.: +800 35 22 11 51
Peny6smmka bbarapus Luxembourg/Luxemburg
Cesa Aruman Xenrt beirapust EOOJI, ya. Ceva Santé Animale N.V.
Enemar Ne 26, Bx. b, am. 1 Avenue de la Métrologie 6
Codms 1113, 1130 Bruxelles

Bearapus, Belsch/Belgique/Belgien

Tem: +800 3522 11 51 Tél/Tel: +800 3522 11 51
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Ceska republika

CEVA ANIMAL HEALTH SLOVAKIA, s.r.o0.

Prievozska 5434/6a, 821 09
Bratislava

Slovenska republika
Tel: +800 3522 11 51

Danmark

Ceva Animal Health A/S
Porschevej 12

7100 Vejle

Danmark

TIf.: +800 3522 11 51

Deutschland

Ceva Tiergesundheit GmbH
Kanzlerstraf3e 4

40472 Diisseldorf
Deutschland

Tel: +800 3522 11 51

Eesti

Ceva Animal Health Polska Sp. z o.0.

ul. Stefana Okrzei 1A
03-715 Warsaw

Poola

Tel.: +800 3522 11 51

E\\aoa

Ceva Hellas LLC
Ethnarchou Makariou 34
16341 Ilioupoli

EANGOO

TnA: +800 3522 11 51

Espaiia

Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
36410 O Porrifio

Pontevedra

Espana

Tel: +34 986 330 400

France

Ceva Santé Animale
8 rue de Logrono
33500 Libourne
France

Tél: +800 3522 11 51

Magyarorszag
Ceva-Phylaxia Zrt.
Széllas u. 5.

1107 Budapest
Magyarorszag

Tel.: +800 3522 11 51

Malta

Ceva Salute Animale S.p.A
Via dei Valtorta 48

20127 Milan

I-Italja

Tel: +800 3522 11 51

Nederland

Ceva Sante Animale B.V
Tiendweg 8c

2671 SB Naaldwijk
Nederland

Tel: +800 3522 11 51

Norge

Ceva Animal Health A/S
Porschevej 12

7100 Vejle

Danmark

TIf: +800 3522 11 51

Osterreich

Ceva Tiergesundheit GmbH
Kanzlerstrafie 4

40472 Diisseldorf
Deutschland

Tel: +800 3522 11 51

Polska

Ceva Animal Health Polska Sp. z o.0.
ul. Stefana Okrzei 1A

03-715 Warszawa

Polska

Tel.: +800 35 22 11 51

Portugal

Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
36410 O Porrifio

Pontevedra

Espanha

Tel: +34 986 330 400
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Hrvatska

Unconditional d.o.o.
Radnicka cesta 177

10000 Zagreb

Republika Hrvatska

Mail: ncusak@u1974.com
Mob. + 385 91 2203 608

Ireland

Ceva Animal Health IE Ltd
10 Earlsfort Terrace,

2 D02 T380 Dublin

Ireland

Tel: +800 3522 11 51

Island

Ceva Animal Health A/S
Porschevej 12

7100 Vejle

Danmorku

TIf: +800 3522 11 51

Italia

Ceva Salute Animale S.p.A
Via dei Valtorta 48

20127 Milano

Italia

Tel: +800 3522 11 51

Kvnpog

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Iomavio

Tel: +34 986 330 400

Latvija

Ceva Animal Health Polska Sp. z o.0.

ul. Stefana Okrzei 1A
03-715 Warsaw

Polija

Tel.: +800 3522 11 51
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Romania

Ceva Sante Animale Romania S.R.L.
Strada Chindiei 5

Sector 4, 040185

Bucharest

Romania

Tel: +800 3522 11 51

Slovenija
Ceva-Phylaxia Zrt.
Széllas u. 5.

1107 Budapest,
Madzarska

Tel.: +800 3522 11 51

Slovenska republika

CEVA ANIMAL HEALTH SLOVAKIA, s.r.0.

Prievozska 5434/6a, 821 09
Bratislava

Slovenska republika

Tel: +800 3522 11 51

Suomi/Finland

Ceva Animal Health A/S
Porschevej 12

7100 Vejle

Tanska

TIf: +800 3522 11 51

Sverige

Ceva Animal Health AB
Annedalsvéagen 9

227 64 Lund

Sverige

Tel: +800 3522 11 51

United Kingdom (Northern Ireland)
Ceva Animal Health IE Ltd

10 Earlsfort Terrace,

2 D02 T380 Dublin

IrelandTel: +800 3522 11 51
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