INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Zulvac 1+8 Bovis HH)XEKIIMOHHA CYCIICH3HS 33 TOBEIa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika mo3a ot 2 ml chabpka:
AKTHBHH BellleCTBA:

Bupyc na Cunus e3uk, cepotun 1, mam BTV-1/ALG2006/01 E1, nnakTuBupan RP*>1
Bupyc na Cunus e3uk, cepotui 8, mam BTV-8/BEL2006/02, nnaktuBupan RP*>1

*OtHocuTeNHa e(hUKACHOCT Ype3 TECT 3a e(hUKACHOCT IIPU MUIIKH, CPAaBHEH C pedepeHTHa BaKCHHA,
KOSITO € MoKa3aia epuKacHOCT Ipyu roBeja.

AKYBaHTH:

Aluminium hydroxide 4 mg (AI*)
Saponin 1 mg
ExcuunuenTu:

KonnyecTBeH cbeTaB, ako Ta3u HH(popMalus e BakHA
€ orJieJl Ha PABUJIHOTO NPUJIATAHE HA BeTePUHAPHUS
JIEKapCTBeH MPOAYKT

KadecTBeH cCbCTaB Ha IOMOIIHHUTE
BEIIECTBA U IPYITUTE CbCTABKHU

Thiomersal 0,2 mg

Potassium chloride

Potassium dihydrogen phosphate

Disodium hydrogen phosphate dihydrate

Sodium chloride

Water for injections

bene3nnkapa ninun PO30Ba CyCIICH3U.

3. KINMHUYHA UHOOPMALUA

3.1 Bupaose :KMBOTHH, 32 KOUTO e npeaHaznayed BJIII

T'oena.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BUJ *KUBOTHH, 32 KOMTO € MpeJHA3HAYEH MPOAYKTHLT

3a aKTMBHA UMYHH3aLUs Ha TOBEa, HABBPIIWIN 3 MECEYHa Bb3PAacT, 3a Mpeana3BaHe™® or BupeMus,
npuyuHeHa ot Bupyca Ha CuH e3uk (BTV), cepotunose 1 u 8.

*(Huknuuana croiiHOCT (Ct) > 36 upes yrBBpacH MeTon Ha [lonuMepasHa BeprkHa peakius ¢ oopaTHa
tpackpunTasa (RT-PCR), moka3Bar oTChCTBHE Ha BUPYCEH T€HOM)

Haugano na HUMYHHUTCTA: 3 ceaAMUIIN CJICA 3aBbPIIBAHC HA CXEMATa 34 HaYaJiIHa BAKCUHAIU.
HpOI[’L.H)KI/ITe.HHOCTTa Ha UMYHUTCTA: 1 roaviHa CJIC/ 3aBbpPIIBAHC Ha CXE€MaTa 3a HadyaJIHa BaKCUHAIIUA.



3.3 IIporuBomoka3zanus

Hswma.

3.4 ChoeuunajHu nmpeaynpeskaeHus
Jla ce BakCHMHUpAT caMO 3]JpaBH KUBOTHHU.

Hsima Hannynaa nadopMarms 3a ynorpedara Ha BaKCHHATA TP CEPOITO3UTHBHY KUBOTHH,
BKJIFOUUTENTHO TE3U C HAJTMYHU MAUMHY aHTUTENA.

3.5 ChneuuajHyu nNpeAnasHu MepKH NPHU ynoTpeda
CrenuaiaHy OpeAna3Hu MEpKH 3a 6e3onacHa ynoTpeda Ipu BUOBETE KUBOTHH, 38 KOUTO €

npendasHauexn BJIIT:
He e npunoxumo.

CroenuanaHy npeAna3Hy MEpKH, KOUTO TpsAOBa Ja B3eME JULETO, IPUJIaraiio BeTepuHapHus
JIEKapCTBEH NPOJYKT Ha XKUBOTHUTE:
He e npunoxxumo.

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

3.6 HeOnaronpusiTHu peaKkuuu

T'oBena:
MHoro uectu [MoayBaHe B MSACTOTO HA UHKEKTHpPaHe'
(moBede ot 1 Ha 10 TpeTHpaHu JKWBOTHH):
Yectr INoBuiena Temneparypa’
(1 1o 10 Ha 100 TpeTHpaHu >KUBOTHH):

! Cnen npunarane Ha eIMHAYHA 103a: MHOTO 9€CTO C€ HAOJIOIABAT JIOKAIHHM PEAKIMH C IUaMETHD JI0
5 cm 3a epuon a0 25 aau. Ciel MHOTOKPaTHO MPHIIOKEHHUE: JIOKATHUTE PEeaKITHH MOXeE 1a OBbaaT ¢
JIMaMETHp MO-TOJISAIM OT 5 ¢CM U 3a epuox A0 15 nHu.

2 IIpexomHo, ¢ He nmosede ot 2,7 °C, Habmogasa ce 10 2 JIHH.

CroOmaBaHeTo Ha HEOIATONPUATHH PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIeKapcTBEH MpoAyKT. ChoOIIeHHATa TPSOBA Aa ce U3MpaIiar, 3a
NpeoYnTaHe Ype3 BETEPUHAPCH JIeKap, UK Ha TIPUTEXKATENsI HA Pa3pelIeHUeTO 32 ThPTrOBHS UK Ha
HAIIMOHAJHUS KOMITETCHTEH OpTaH upe3 HallMOHAJHATa CUCTEeMa 3a ChOOIaBaHe. 3a ChOTBETHUTE
JIAHHY 32 BPh3Ka BUXKTE JUCTOBKATA.

3.7 ¥Ynorpe6a no BpeMe Ha OPeMEeHHOCT, JTAKTAIMS WM sIHIleHOCeHe

BDCMCHHOCT W JaKTanus:
Moxke Ja CC mpujara 1o BpeMe Ha 6peMCHHOCT " JJaKTalu:.

3aII019€MOCT:
BesomacHocTTa 1 e(hUKacHOCTTA Ha BAKCHHATA HE Ca U3CJIC/IBAHU IPU MBXKKHU )KHUBOTHH 32 Pa3IUIO/,.

ITpu Ta3m kaTeropus >KUBOTHU BaKCHHATA J1a CE TIPHUJIara camo ClieJl IMPeneHKa MoJ3a/puckK oT
OTTrOBOPHHS BETEPHUHAPEH JIeKap W/WIN HAIMOHAJTHUTE KOMIICTEHTHH OPTaHM ChIJIACHO JeHCTBaIIaTa
BAaKCHMHALIMOHHA MOJIUTHKA 32 BUpyca Ha Cunus e3ux (BTV).



3.8 B3zaumopaeiicTBHe ¢ Ipyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYru popmMu Ha
B3anMojieiicTBHe

Hsama nannyna nadopMarus 3a 6€30MacCHOCTTa U €PUKACHOCTTAa OT ChBMECTHOTO U3ITOJI3BAHE Ha
Ta3W BaKCHHA C JIPYTH BEeTEpPUHAPHHU JIeKapCTBEHHU NMPoayKTH. [lopaan Tazm nprudrHa, IpuraraHeTo
Ha BaKCHHATa MPEeIy WU clie] ynoTpedaTa Ha APYT BETepUHAPEH JIEKapCTBEH MPOAYKT TPIOBa /1a ce
MpeleH! CIope] UHAUBUYAIIHUS CIy4ai.

3.9 HauyuH Ha NpUJIOKEeHHUE U T03MPOBKA

WHTpamycKyTHO IPUIIOKEHHE.

Havanna BakcuHanms:

[Ipunoxere egHa g03a OT 2 ml ChIrIacHO cileJHaTa BAKCHHAIIMOHHA CXeMa:

1** no3a: ot 3 MecevHa Bb3pacT.
2P* o3a: cien 3 CeMMUIIH.

PeBakcunanms:
Bcsika cxema 3a peBakCHHAIINSA JIa e ChritacyBa ¢ KoMITeTeHTHUTE OpTaHy W C OTTOBOPHUS

BCTCPUHAPCH JICKAP, KATO C€ B3EMC I10J] BHUMAHUC MECTHATa CIUACMHUOJIOTMIHA 00CTaHOBKA.

Haupn Ha nprtokeHHE:

CrasBaiiTe 00MYaliHUTE TEXHUKU 3a aCEITHKA.

Pazknarere BHUMATETHO HEMOCPECTBEHO TpEH yHoTpeoa.

M36srBaiiTe 00pa3yBaHeTO HA MEXypUeTa, Thil KaTO TOBa MOXKE Ja MPUIMHH Ipa3HEeHEe B MACTOTO Ha
WHXEKTHPaHE.

Hsnoro chabpikanve Ha prakoHa TpsiOBa Ja ce yrmoTpeOu BeaHAra ciie/l MPOOMBAHETO MY H IO BpeMe
Ha ChIllaTa MpoLeaypa.

HpenoquBa ce yHOTpe6aTa Ha CUCTEMa 3a MHOI'OKPATHO MHXXCKTHPAHC, KOIraTO CC U3I0JI3BAT
(bHaKOHI/I C IIO-Tr'OJIIMO KOJIMYECTBO JO3H, 34 a CC n30erue CJ'Iy‘laﬁHOTO 3aMbpPCABAHC HAa BAKCUHATA.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NpPUJI0KMMO — NMpoueIypPHu Ha AelicTBHe TPU
CIELIHHU CIYy4Yau U AHTHI0TH)

IIpu 10% ot >xuBOTHHUTE, 24 Yaca ciel mpuiIaraHe Ha ABOWHA Ha MpernopbhYaHaTa J103a, MOXe Jia ce
Ha0JIr01aBa MPEXOJHO MOBHUILIABAHE HAa PEKTAIHATa TeMIlepaTypa ¢ He noseue ot 2 °C.

3.11 CneuuajHyu orpaHUYeHHUsd 32 ynoTpeda U crnenMaJHU YCJIOBHUS 32 yNOoTpeda, BKJIIOYUTETHO
OrpaHUYeHMs 32 YOTpedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHU BeTePHHAPHHU
JIeKAPCTBeHH MPOAYKTH, € 1eJ1 1A ce OrPAHMYM PUCKBT OT Pa3BUTHeE HA Pe3UCTEHTHOCT

Bcesiko nuie, koeTo Bb3HaMepsiBa Ja MPOU3BEXkKa, BHACS, IPUTEXKaBa, pa3lpoCcTpaHsIBa, IPo/IaBa,

cHa0zs1Ba M ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH MPOLYKT, TPSIOBa IbPBO /1a Ce KOHCYJITHpA C

KOMIICTCHTHUTC BJIACTH HAa CbOTBCTHATA AbpiKaBa YWICHKA OTHOCHO ILCI\/'ICTBaHII/ITe BaKCHUHAIITMOHHHU

MIOJIUTUKH, KaTO TE3U JICHHOCTH MOTaT Ja ObJIaT 3a0paHeHu B Jbp)kaBa WiCHKa Ha Is1aTa WK YacT OT

HeHaTa TepUTOPHS, B ChOTBETCTBHE C HALIMOHAIHOTO 3aKOHOAATEINICTBO.

3.12 KapeHTHH CpOKOBe

Hyna nau.

4. NMYHOJIOTHYHA THOOPMAIMA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI02AA08



3a cTUMyJIMpaHe Ha aKTUBCH HMYHHUTET cpenry Bupyca Ha CHH €3uK, cepoTuriose 1 u 8 mpu
roBefa.

5. DAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HeCHBMECTHUMOCTH

He cmecBaiiTe ¢ aApyr BeTepruHapEH JEKAPCTBEH MPOIYKT.

5.2 Cpoxk Ha rogHoCT

Cpok Ha TOJHOCT Ha KpailHUs BETEpUHAPEH JIEKapCTBEH MPOIYKT: 1 roauHa.
Cpok Ha TOZHOCT CJIe MBPBO OTBAPSHE HAa IbPBUYHATA ONAKOBKA: W3IOJ3BaiiTe He3a0aBHO.

5.3 Chenuananm yca0BHs 32 CbXpaHeHHe

[a ce cexpansaBa u TpaHcmopTupa B oxianeHo cberosaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.
Ja ce ma3u oT CBETIMHA.

5.4 BI/IZ[ U CbCTAaB HA MbPBHYHATA OIIAKOBKA

®akoHu OT nonueTwieH ¢ Bucoka mrbTHocT (HDPE) ot 20, 100 mmu 240 ml ¢ xnopoOyTtuinosa
eJacToMepHa 3allylIajka U alyMUHHUEBa Kanavka, chabpskamy 10, 50, unu 120 1o3u oT BakcHHATA.

Pa3mep Ha onakoBKUTE:

Kapronena xytus ¢ 1 ¢makon ¢ 10 go3u (20 ml).
Kapronena kytus ¢ 1 duakon ¢ 50 go3u (100 ml).
Kapronena xytus ¢ 1 ¢pmakon ¢ 120 no3u (240 ml).

He Bcuukm pazmepu Ha omakoBKaTa MOrar Aa ObJaT MpeajiaraHy Ha raszapa
5.5 CoenuajJHu MepKH 32 YHHII0:KABAHE HA HEM3MOJI3BAHH NMPOAYKTH WM OCTATHIHU OT TAX

BerepunapHuTe JeKapCTBEHH NMPOIYKTH HE TPsOBa J1a ObJaT N3XBBPJISHYU Ype3 OTITaIHU BOIU MU
OHMTOBH OTITAABIIN.

M3non3BaiiTe mporpaMu 3a BpbIlaHE IPU YHUIII0KABAHETO HA HEWU3IOJ3BAHU BETEPUHAPHU
JIEKapCTBEHHU MPOAYKTHU WUJIM OCTaThLM OT TSIX B CbOTBETCTBHUE C M3UCKBAHUATA HA MECTHOTO

3aKOHO/ATEJICTBO ¥ C BCUYKH HAIlMOHATHYU CUCTEMH 33 ChOMpaHe, IPUI0KIMH 32 ChOTBETHUS
BETCPUHAPCH JIEKAPCTBEH MPOIYKT.

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

Zoetis Belgium

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

EU/2/12/139/001-003

8. JATA HA IbPBOTO U3JJABAHE HA PASPEIHIEHUETO 3A ThbPI'OBUA

JaTta Ha TEPBOTO M3/1aBaHE Ha pa3pemieHneTo 3a Thprosus: 08/03/2012



9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
NPOAYKTA

(MM/ITTT}

10. KIACHUPUKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[a ce oTnycka caMo 1o JIEKapcKo MpeIIUCaHue.

[TonpoOHa nHpOpMaNHs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B 0a3ara JaHHU
Ha Crro3a otHocHO mpoayktute (https://medicines.health.europa.cu/veterinary).



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

IMPUJIOKEHHUE IT

APYI'N YCJIIOBUA N U3BNCKBAHUA KBM PASPEHIEHUETO 3A ThPI'OBUSA

Hama.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A.ETUKETH



HNHO®OPMALUA, KOATO CE U3IIMCBA BbPXY BBHIITHATA OITAKOBKA

KAPTOHEHA KYTHUJ (20 ML, 100 ML WJIH 240 ML)

1. HAUMEHOBAHUWE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Zulvac 1+8 Bovis MHkeKIMOHHa CYCIICH3HS 3a TOBeIa

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Besika m1o3a ot 2 ml chabpika:
Bupyc na Cunus e3uk, cepotui 1, mam BTV-1/ALG2006/01 E1, nnaktuBupan
Bupyc na Cunus e3uk, cepotui 8, mam BTV-8/BEL2006/02, nnaktuBupas.

‘ 3. PABMEP HA OITAKOBKATA

20 ml (10 go3m)
100 ml (50 mo3m)
240 ml (120 mo3m)

‘ 4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

T'oBena.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyJIHO IPUIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}
Cren mpoOuBaHe M3ITONI3Bal He3a0aBHO.

‘ 9. CHHEHUAJIHU YCJIOBUSA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIAJIEHO CHCTOSHUE.
Ja He ce 3ampa3siBa.
Ha ce ma3u ot cBeTIMHA.
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‘ 10. HAJAINMUCHT ,,IPEJAN YIIOTPEBA ITPOYETETE JIMCTOBKATA*

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIIIUCBHT “JA CE CbXPAHSBA JAJIEY OT NNIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa JaJji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPT'OBUA

Zoetis Belgium

14. HOMEPA HA PABPEHIEHUETO 3A ThbPT'OBUS HA BJIII

EU/2/12/139/001 (20 ml)
EU/2/12/139/002 (100 ml)
EU/2/12/139/003 (240 ml)

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}

11



HNHO®OPMALUA, KOATO TPABBA JJA BbJE U3IIMCAHA BbPXY ITBPBUYHATA
OITAKOBKA

®DJIAKOH (100 ML MJIH 240 ML)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Zulvac 1+8 Bovis MHkeKIMOHHA CYCIICH3HS.

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Bcesika mo3a ot 2 ml ceabpka:
Bupyc Ha Cunus e3uk, ceporun 1, mam BTV-1/ALG2006/01 E1, nuHakTuBUpaH.
Bupyc Ha Cunus e3uk, ceporun 8, mam BTV-8/BEL2006/02, nHakTUBHpaH.

100 ml (50 mo3u)
240 ml (120 mo3m)

‘ 3. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

T'oBena.

4. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyIIHO MIPHIIOKEHHE.
[Ipenu ynotpeda mpoyeTH TUCTOBKATA.

5. KAPEHTHU CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 6. CPOK HA TOJHOCT

Exp. {mm/rrrrr}
Cren nmpoOHBaHe M3MONI3Ball He3abaBHO.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Jla ce cbXxpaHsBa U TPAHCIIOPTHPA B OXJIA/IEHO ChCTOSHHE.
[la He ce 3ampa3ssBa.
[a ce masu ot cBeT/IMHA.

‘ 8. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUSL

Zoetis Belgium

12



‘ 9. INAPTUJAEH HOMEP

Lot {nomep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

®JIAKOH (20 ML)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Zulvac 1+8 Bovis

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bupyc Ha Cunus e3uk, ceporun 1, mam BTV-1/ALG2006/01 E1, nuHaktuBupaH.
Bupyc Ha Cunus e3uk, ceporun 8, mam BTV-8/BEL2006/02, nHakTHBHpaH.

20 ml (10 go3m)

| 3. TAPTUJEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Crnen nmpoOuBaHe U3I0JI3Bal He3a0aBHO.
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B. JUCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Zulvac 1+8 Bovis HHKEKIIMOHHA CYCIICH3Hs 3a TOBeaa

2. CnbcraB

Besika no3a ot 2 ml ceabpika:

AKTHBHH BelllecTBa:

Bupyc na Cunus e3uk, cepotur 1, mam BTV-1/ALG2006/01 E1, nnaktuupan RP*>1
Bupyc na Cun e3uk, ceporun 8, mam BTV-8/BEL2006/02, nnakTuBHpan RP*>1

*OtHOcHTeNHA e(hUKACHOCT Ype3 TEeCT 3a ehUKACHOCT IPU MUIIKH, CPABHEH ¢ pedepeHTHa BaKCHHa,
KOSITO € MoKa3aia epuKacHOCT P roBefa.

AKYBaHTH:

Aluminium hydroxide 4 mg (AI*)
Saponin 1 mg
ExcuunuenTu:

Thiomersal 0,2 mg

bene3nukapa nim PpO30Ba CyCIICH3UA.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnayen BJIII
T'oBena.
4. Iloka3anus 3a ynorpeda

3a aKTMBHA UMyHM3allUs Ha TOBE/a, HAaBbPIIWIN 3 MEce4Ha Bb3pacT, 3a IIpea3BaHe™ oT BupemMus,
npudyrHeHa ot Bupyca Ha CuH e3uk (BTV), ceporumnose 1 u 8.

*(HUukmuuna croiiHOCT (Ct) > 36 upes yrBBpacH MeTon Ha [loanMepasna BeprkHa peakius ¢ oopaTHa
tpackpunTasa (RT-PCR), moka3sari oTCHCTBHE Ha BUPYCEH TCHOM)

Hauano na HUMYHHUTCTA: 3 CCAMUIIU CJIC/ 3aBBPIIBAHC HA CXEMaATa 34 HavdJIHA BaKCUHAIHA.
HpOJI’[).H)KI/ITeHHOCTTa Ha UMYHUTETA: 1 roaviHa CJIC 3aBbPIIBAHE Ha CXE€MaTa 3a HadaJIHa BaKCUHAIIUA.

5. IIporuBonokazanus
Hsma.
6. CrnenmaJaHu npexynpexIeHus

CrielmanHy npeaynpesKIeHHs:
Jla ce BakcMHHpAT caMoO 3[IpaBH KUBOTHH.
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Hsima Hanmynaa nadopMarys 3a ynorpedara Ha BaKCHHATA [TPU CEPOITO3UTHBHY KUBOTHH,
BKITFOUUTEITHO TE3U C HATUYHU MaYUHU aHTUTENA.

CrenuanHy npeAna3Hy MEpKH, KOUTO TpsAOBa Ja B3eME JULETO, IPUJIaraiio BeTepuHapHus
JIEKapCTBEH NPOJYKT Ha XKUBOTHUTE:
He e npunoxxumo.

bpeMeHHOCT 1 JTaKTalHs:
Moske aa ce mpuiara 1mo BpeMe Ha OpeMEHHOCT U JIAaKTaIlvsl.

3aI1019€MOCT:
BesomacHocTTa 11 e(hUKacHOCTTA Ha BAKCHHATA HE Ca U3CJIC/IBAHU MPU MBXKKHU )KHUBOTHH 32 Pa3IUIO/,.

[Ipu Ta3u kateropust )KUBOTHU BaKCHHATA J]a CE MIPHUJIara camMo CJIie]] MPEIeHKa 1MoJ13a/pUCK OT
OTrOBOPHMSI BETEPUHAPCH JIEKap W/UIIN HAIIMOHAITHUTE KOMIIETCHTHH OPTaHH ChIVIACHO JIelcTBaIara
BaKCHHAITMOHHA IMOHUTHKA 3a BUpyca Ha Cunaus e3uk (BTV).

BsaumogeiicTBue ¢ Ipyru BETEpMHAPHU JIEKAPCTBEHU IPOAYKTH U APYIH (hOpMH Ha
B3aMMOJCHCTBHC:

Hsama nannyna nadopMarms 3a 6€30MacHOCTTa U €PUKACHOCTTAa OT ChBMECTHOTO U3ITOJI3BaHE Ha
Ta3u BaKCHHA C APYTU BETEPUHAPHU JIEKAPCTBEHU MpOoayKTU. [lopaau Ta3u npuyuHa, npuiaraneTo
Ha BaKCHHAaTa MPEeIH WK ClIel yrnoTpedara Ha JpyT BETepUHAPEH JICKAPCTBEH MPOIYKT TPsIOBa 11a
MpeleHd CIope] UHIUBUYaIHUS CIy4ai.

IIpenosupane:
IIpu 10% ot xxuBOTHHTE, 24 Yaca cieq mpuiIaraHe Ha ABOWHA Ha MpernopbhYaHaTa 103a, MOXe Jia ce

Ha0JII0aBa MPEXO0IHO TIOBHINIABAHE HA PEKTaTHaTa TeMIiepaTypa ¢ He mosede ot 2 °C.

CroenumanHy OrpaHUYCHHUS 3a yIoTpeda U CIeHaiHy yCIOBHS 32 yIoTpeoda:

Bcesixo nune, koeTo Bb3HaMepsBa Aa MPOU3BEXkK A, BHACH, IPUTEXkKaBa, pa3lpoCTpaHsIBa, Ipo/IaBa,
cHaOzsBa 1 ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT, TPSIOBa IBPBO /1a CE KOHCYJITHpA C
KOMIIETCHTHHUTE BJIACTH Ha ChOTBETHATA JbP)KaBa WIEHKA OTHOCHO JIefiCTBAINTE BaKCUHALIMOHHU
MOJIMTUKY, KaTO TE3U JSHHOCTH MOTaT Ja ObJaT 3a0paHeHu B Ibp)KaBa WieHKa Ha IsU1aTa WK YacT OT
HellHaTa TEPUTOPUS, B CbOTBETCTBHE C HAIL[MIOHAIHOTO 3aKOHOJATEIICTBO.

OCHOBHH HECHBMECTHMOCTH:
He cmecBaiite ¢ npyr BeTepHHapeH JEKapCTBEH MPOAYKT

7 HebsaronpusiTHu peakumun

T'oBena:

MHuoro gectn (moBede oT 1 Ha 10 TpeTrpaHu )KUBOTHH):
ITo/yBaHe B MCTOTO HA HHKEKTHpaHe'

Yectu (1 mo 10 Ha 100 TpeTnpanu >KUBOTHH):
I[MoBuuIcHa TeMIEpaTypa’

! Cnen npunarare Ha eIMHAYHA J03a: MHOTO 9€CTO CE HAOJIIOIABAT JIOKATHH PEAKIMH C JUAMETHD JI0
5 cm 3a iepuof 10 25 aau. Criel MHOTOKPAaTHO PUJIOKEHHE: JIOKATHUTE PEaKIMKA MOXKE J1a ObJaT ¢
JIAaMEeThP MO-TOJISIM OT 5 ¢m | 3a PO 10 15 aHm.

2 [IpexoxaHo, ¢ He osede ot 2,7 °C, HabmoaaBa ce 10 2 JTHU.

Cro0maBaHeTo Ha HEOIATONPUATHHU PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha MPOAYKTa. AKO 3a0eNe)KNTe HIAKAKBH HEOJIArONPHUSITHU PEAKIMHU, BKIIFOYUTEIHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3 JINCTOBKA MJIM MHUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JICWCTBa, CBBPIKETE Ce MbPBO C Bamus BeTepuHapeH ekap. MoxeTe ChIIIo 1a ChoOIaBaTe
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HeOIaronpusITHH PEaKLK Ha IPUTEKATEIIS HA PAa3PEICHHETO 33 ThPTrOBUsI, KATO M3M0JI3BATE JAHHUTE
3a KOHTAaKT B Kpasi Ha Ta3W JIMCTOBKA WJIM upe3 Balara HalMoHaHa cCUCTEMa 3a ChOOIIaBaHe:
{moapoOHOCTH 32 HAIMOHATHATA CUCTEMA } .

8. Jlo3upoBKa 3a BceKH BH/I KUBOTHO, HAYMHH M MeTO/l HA MPUJIOKEHHE
WHTpaMyCKyIIHO MIPHIIOKEHHE.

Havanna BakcuHanms:

[Ipunoxere enna no3a ot 2 ml chriaacHo clieiHaTa BAKCHHAIIMOHHA CXEMa:

1** mo3a: ot 3 MecevHa Bh3pacT.
2P2 no3a: ciien 3 CeIMUIIH.

PeBakcuHanms:
Bcesika cxema 3a peBakCHHAITHSA Ja ce ChIlacyBa ¢ KOMIETEHTHUTE OpTraHd HTH ¢ OTTOBOPHHMS

BCTCPUHAPCH JICKAP, KATO C€ B3EMC I10J] BHUMAHUC MECTHATa CIUACMHUOJIOTMIHA 00CTaHOBKA.

9. CbBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

Crna3Baiite 0OMYaifHUTE TEXHUKH 32 aCENTHKA.

PaskiaTeTe BHUMATETHO HEMOCPEACTBEHO NPEAN yrmoTpeoa.

N36srBaiiTe 00pa3syBaHEeTO HA MEXypUeTa, Thil KATO TOBA MOJXKE J1a MPHUHHHM JPa3HEHE B MACTOTO Ha
WHXKEKTUpaHE.

Hsnoro chappikanue Ha (akoHa TpsOBa aa ce yrmoTpeOu BeaHara ciie/i MpoOMBaHETO MY M IO BpeMe
Ha ChIlATa MPOoIEeaypa.

[IpenopbuBa ce ymorpedara Ha CHCTEMa 332 MHOTOKPATHO HHXEKTHPAHE, KOTaTO CE U3IMOA3BaT
(hTaKOHM C TIO-TOJISIMO KOJMYECTBO JO3H, 3a Jla Ce M30erHe CIy4aiHOTO 3aMbpCsIBaHE Ha BAKCHHATA.

10. KapeHTHHU cpokoBe

Hyna gan.

11. ChenmnaJiHHU yCJOBHS 32 CbXpaHEeHHe

Jla ce cpxpaHsBa faned OT IOIJIeAa U Ha HEJOCTHIIHU 32 JIela MECTa.

[a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo ceerosaue (2 °C — 8 °C).

a ue ce 3ampasspa.

Jla ce ma3u OT CBETJIMHA.

Jla He ce M3MO0JI3Ba TO3H BETEPHUHAPEH JIEKAPCTBEH MPOAYKT Clie]] H3TUYaHe CPOKa Ha TOJHOCT, TIOCOYEH
BBPXY €TUKET U KapToH cien Exp.

CpoKk Ha rOJIHOCT CJIe/I TbPBO OTBapSIHE HAa MbPBUYHATA OMAKOBKA: W3IO3Ball He3a0aBHO.

12. ChenuaJIHu NpeANa3HA MePKH NPH YHUINOKABAHE

BeTepI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’LZ[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBHU OTHaabIH.

W3nomn3BaiiTe mporpamMu 3a BpbIIaHe IPY YHAIOKABAHETO HA HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHHU MPOAYKTH M OCTATHIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKU MPUJIOKUMH HAIIMOHATHN CHCTEMH 32 ChOMpaHe. Te3u MEepKH Iie
MOMOTHAT 3a ONa3BaHE HA OKOJIHATA Cpelia.
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[MonmTaiite Bamus BeTepuHapeH jekap win (papMarieBT Kak Jia YHUIIOKUTE HEHYKHH BETepUHAPHH

JIEKapCTBEHU TPOAYKTH.

13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMMCAaHNnC.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS U Pa3MepH ONAKOBKHU

EU/2/12/139/001-003

Karonena kytus ¢ 1 ¢uaakon ¢ 10 go3u (20 ml).
Karonena kytus ¢ 1 gpuakxon ¢ 50 go3u (100 ml).
Karonena kytus ¢ 1 ¢pnakon ¢ 120 go3u (240 ml).

He Bcuukn PpasMEpu Ha OITaKOBKATa MOrat Ja 6’B,Z[aT npeajraranv Ha 1masapa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa

(MM/ITTT}

[MonpoOHa nHbopMaIs 3a TO3M BeTepUHAPEH JEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara
nmanau Ha Cwro3a otHocHO npoaykruTe (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCIICHUCTO 34 ThbpPIroBHA M JAHHHU 34 BPH3Ka 34 C’BO6H_IaBaHG Ha npéanoJjaracMu

HeOJIArONPUSTHU PEAKIINHN:
Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
Benrus

Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 800 99 189
pharmvig-belux(@zoetis.com

Peny06smka buarapus
Tem: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia(@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com
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Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux(@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl(@zoetis.com
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Eesti
Tel: +370 610 05088
zoetis.estonia(@zoetis.com

EAMada
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain(@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

Island
Simi: +354 540 8000
icepharma(@jicepharma.is

Ttalia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kvnpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia(@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit(@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal(@zoetis.com

Romaénia
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige
Tel: +46 (0) 76 760 0677
adr.scandinavia(@zoetis.com

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

IIpousBoauTes, OTroBapSIIIL 32 OCBOGO)KZ[aBaHCTO Ha nNapTHIH:

Zoetis Manufacturing & Research Spain S.L.

Carretera De Camprodon S/n
La Vall De Bianya

17813 Girona

Hcnanus

17. JlombanuTeana nHGopManus

3a cTUMyIMpaHe Ha aKTUBCH HMYHHUTET cpenry Bupyca Ha CHH €3uK, cepoTuriose 1 u 8 mpu

ToBCaa.
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