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1. HAUMMEHOBAHUME HA BETEPUHAPHOMEUIIUHCKHUSA TIPOAYKT

Zulvac 1 Ovis HH)KEKITMOHHA CYCIICH3HUS 32 OBIIC

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika nmo3a ot 2 ml chabpxka:

AKTHBHA cy0cTaHIUA:
MHakTUBUpaH BUPYC Ha CUH 3K, cepoTtut 1, mam BTV-1/ALG2006/01 E1 RP*>1

* OTHOCHTEIIHA Cq)I/IKaCHOCT Upe3 TECT 3a C(I)I/IKaCHOCT Ipu MUIIKH, CPABHCH C pe(bepeHTHa BaKCHHa,
KOATO € IIOKa3ajia e(I)I/IKaCHOCT IIpu OBLC.

AIKYBaHTH:

Aluminium hydroxide (AI*") 4 mg
Saponin 0.4 mg
Excuunuenru:

Thiomersal 0.2 mg

3a OBIHHS COUCHK HA eKCIMITUCHTHTE, BIK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

MuxexunoHHa cycneH3us. bene3HunkaBa win po30Ba, TEUHOCT.

4. KJIMHUYHU JAHHHU

4.1 Bwupaose :KUBOTHM, 32 KOUTO e npegHazHaved BMII

Osre.

4.2 TepaneBTHYHU NOKA3aHUsL, ONIPeJeIeHH 32 OTAEJTHUTE BUI0BE ;KUBOTHU

3a akTMBHA UMYHH3alMs Ha ‘OBHE HABBPLIMIM | ¥ OJOBUHA MECEYHa BB3PacT 3a IMpeAnazBaHe™ ot
BUpEMUs], IPUYHHEHA OT BUpyca Ha cuH e3uk (BTV), ceporun 1.

*(Hukmmaaa crorHOCT (Ct) = 36 upe3 yrBbpacH MeTo Ha [lomumepasHa BeprkHa peakius ¢ oopaTHa
tpanckpunTasa (RT=PCR), moka3Bari oTChCTBHE Ha BUPYCEH TCHOM)

Hauano Ha UMYHHUTCTA: 21 JAHU CJIC U3BBPUIBAHC HAa HAYAJIHUA BAKCMHAITUOHCH KYPC.
HpO)l’BJ'DKI/ITeJ'IHOCTTa Ha UMYHUTCTA: 12 MeEcCela CJie] U3BbPIIBAHC HAa HAYATHUSA BAKCUHAIITMOHCH

KypC.

4.3 /lIporuBomoka3zaHus

Hama.

4.4 CneuuajHM mpeana3’Hu MePKH 3a BCEKU BUJ JKMBOTHH, 32 KOUTO € npeaHasnadyen BMII
AKO ce mpuiiara npu JApyry JOMAIllHU WK JUBU MPEKUBHU BUIOBE, KOUTO CE CUUTAT 32 PUCKOBU OT

nH(eknus, ynorpedara mpu Te3u BUI0BE TPsOBa 1a ce mpeArnprueMe ¢ BHUMaHHE U € MPENOPBhUYUTETHO
Jla M3IIATATe BAaKCUHATA TIPH TTO-MATBK OpOil )KHBOTHU TIPEIH J1a IPUCTHIINTE KbM MacoBarta i



ynorpeba. HuBoTo Ha epukacHOCT 3a qpyru BUIOBE MOKE Jia CE pa3jiinyaBa OT TOBa, HAOIFOaBaHO
TIPH OBIICTE.

Hsama nanmunaa nabopMars 3a ynorpedaTa Ha BaKCHHATA MIPHU CEPONO3UTHBHHU YKUBOTHH,
BKITFOUMTETTHO TE3U C HAIMYUE Ha MAallYWHU aHTHUTEA.

4.5 CuoeuuaJjHu NpeanasHyu MepKH NPH ynorpeda

CHCL[I/IEUIHI/I npeanasiy MCPKH 3a JKMBOTHHUTC IIPH VHOTD€6aTa Ha IPOAYKTa

I[a CC BaAKCHMHHPAT CaMO 3JIpaBU ) XUBOTHHU.

Crenuaidy npeana3sHy MEPKHU 34 JIMLATA, IPUJIaraiy BETEpUHAPHOMEINIINHCKUS IPOAYKT Ha JKUBOTHUTE

He e npunoxumo.
4.6 HeoaaronpusiTHu peakuuu (4€CTOTA U BAZKHOCT)

MHoro yecTo MOXe J1a ce HabiroaBa MPexo HO MOBUIIaBaHE Ha peKTaIHAaTa TeMIIepaTypa C He
nosede ot 1,2 °C B paMkuTe Ha 24 Jaca ciie]l BAKCHHAIHATA.

MHoro 4ecTo BakCHHAIHUATA MOXKe J1a OBbJe MOCIeBaHa OT MOsIBa Ha JIOKAJIHA PEaKIlys B MACTOTO Ha
WH)KEKTHPaHe.

Te3u peakiuu ce n3pa3sBatr B IOBEUYETO CIlydyal OTOK B MACTOTO HaMH)KEKTHpaHe (KOMTO ce 3aabpxa
HE ToBeYe OT 7 )Z[HI/I) WJIN C HAITMIIBaIllu C€ BBH3JIN (HOIIKO)KHI/I IrpaHyJIOMHU, KOUTO MOTaT aa Cc
3aJIbpKaT 3a rnosede ot 48 AHM).

YecroTara Ha HEOIATONPUATHUTE PEAKLIUHU CE ONPEAECIIS Ype3 ClieAHATa KIacuPUKALH:

- MHOrO uecTH (mosede oT 1 Ha 10 TpeTHpaHu KUBOTHI MPOSBSIBAILY HEOIAronpHATHH PEAKLINH )

- yectd (noBeye ot 1, Ho mo-Manko oT 10 sxuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (rmoBede ot 1, Ho mo-Manko ot 10 xuBoTHH Ha 1,000 TpeTupanu KHUBOTHH)

- peaxwu (moseue ot 1, HO mo-mainko ot 10 sxuBotHN Ha 10,000 TpeTHpaHu )KUBOTHH)

- MHOTO peakH (Tmo-Manko ot 1 xkuBoTHO Ha 10,000 TpeTHpaHH )KUBOTHH, BKIIFOUNUTEITHO U30IHPAHN
CHOOIIEHU).

4.7 Ynorpeb6a mo BpeMe Ha OpeMeHHOCT, JJaKTAIIUS WJIH sTiileHOCeHe

Moske a ce mpuiiara 1o BpeMe Ha:0OpeMeHHocT. Hsama HanuyHu aHHM 32 0€301MacHOCTTa Ha MPOJIYKTa
MpY JAaKTUpAILHX )KUBOTHHU. [lopaan Ta3u npuurHa HE c€ MPENOPHUBA MPUIIAraHETO My IO BpEME Ha
JIAKTALHS.

BesomacHocTTa M ehKkacHOCTTA Ha BaKCHHATA HE € YCTAaHOBEHA MMPU MBIKKU )KHBOTHH 32 Pa3ILIOz.
[Ipu Ta3m kaTeropus KUBOTHU BaKCHHATa TPSIOBa /1a Ce MpHIara caMo cjel mpeleHKa Moia3a/prucK oT
OTTOBOPHHS BETEPUHAPEH JIeKap W/MIIM HAIIMOHATHUTE KOMIIETEHTHU OPTaHu, ChoOpa3Ho
JeficTBaIaTa BaKCHHAIIMOHHA MMOJUTHKA Cpelly Bupyca Ha cuH e3uk (BTV).

4.8 B3aumogeiicTBHe C APYrd BeTePUHAPHOMEIUMIMHCKH NPOAYKTH U APYru (popmMu Ha
B3aHMOJEHCTBHE

Hsma nanmuna napopmanus 3a 6€30MacHOCTTa B €PUKACHOCTTa OT ChBMECTHOTO M3II0JI3BaHE HA Ta3H
BaKCHHA C IpyTy BeTepUHAPHOMEANIMHCKH NpoXyKTy. [lopaan Ta3u npuurHa, npuiaraneTo Ha
BaKCHHATAMIPEIN WIIH CIIe] yIoTpebara Ha JpyT BETEpUHAPHOMEINIIMHCKH MMPOIYKT TPsIOBa 1a ce
IPELEHU CIIOPE UHIUBU Iy aJIHHS CIIyda.

4.9 Jlo3a ¥ HAYMH HA IPUJIOKEHHE

3a MOAKOXKHO MPUIIOKEHHE.

HauyajgHa BakcHMHAIMA:
[Tpunoxkete eqHa m03a OT 2 ml ChriaacHoO clieHAaTa BAKCHHAIIMOHHA CXeMa:



1 umkexTHpane: Ha 1,5 MecedHa Bb3pacT.
2P° MHKEKTHpaHE: CIIe 3 CEMHUIIH.

Jla ce crma3zBat oOMYaliHUTE TEXHUKH 33 aCENTHKA.

Pasknarere BHUMaTe HO (prrakoHA HENOCPEICTBEHO NPear yroTpeoda.

Uz6srBaiiTe 00pasyBaHeTo Ha MeXypyueTa, Thil KaTO TOBa MOJKE JIa IPUYMHH Apa3HEeHe B MACTOTO Ha
WH)XEKTHpaHe.

Lsmoto chappikanme Ha (prakoHa TpssOBa 1a ObIe yIIOTPeOCHO BeaHATa CIeI OTBAPSHETO MY H 110
BpeMe Ha ChIIaTa Mporexypa.

N36srBaiiTe MHOTOKpaTHO TpoOMBaHe Ha (IIakoHA.

IpenopwuBa ce ynorpebara Ha CUCTEMa 32 MHOI'OKPAaTHO MHXKEKTHPAHEe, KOTaTo Ce M3M0JI3BaT
(y1aKoHH C MO-TOJSIMO KOJIMYECTBO JI03H, 3a Ja e M30erHe ClIy4yailHOTO 3aMbpCSIBaHE HA BAKCHHATA.

PeBakcunanmus:
Bcesika peBakcrHaAIIMOHHA cxeMa TpsiOBa Jia ce chriiacyBa ¢ KOMIETEHTHUTE OpraHu Wil ¢ OTTOBOPHHUS
BETEPUHAPEH JIEKap, KaTO Ce B3eMe 0] BHUMaHUE MECTHATA SIUIeMUOJIOTHYHA-Q0CTaHOBKA.

4.10 IIpemo3upane (CUMNITOMM, CHELIHA MEPKH, AHTHI0TH), AKO € HE00X0TUMO

[IpexonHo MoBUINIaBaHE Ha peKTalIHATa TeMIiepaTypa ¢ He nosede oT 0,6 °C Moxke 1a ce HaOIroaaBa B
pamkuTe Ha 24 daca clie/l puiiarale Ha J103a, JiBa IIbTH 10-BUCOKA 0T MpernophYaHarTa.

[MpunaraneTo Ha J103a, 1Ba IBTU MI0-BUCOKA OT MPENopbyaHaTa MOXKe Jia JIOBEE IPH MOBEYETO
’KHBOTHH JI0 MOSIBA HA JIOKATHA PEaKIus B MSICTOTO HA HHXKEKTUpaHe. Te3n peakinu B TOBEYETO
ciIydau ca 1moj ¢popMara Ha OTOK B MACTOTO Ha HHXKEKTHPaHE (KOWTO Cce 3aabpka He MMoBeUe OT 9 THM)
WK C HAMUIBAIIHU CE Bb3NHU (MTOKOKHH MPaHyIOMH, KOUTO MOTaT Jia ce 3aJbpiKaT 3a MoBeve oT 63

JTHU).
4.11 KapeHnrteH cpox

Hyna qau.

5. HUMYHOJIOI'MYHU OCOBEHOCTH

®dapmakoTepaneBTHYHA rpymna: MlHAKTUBHpaHN BUPYCHU BAKCHHU — BUPYC HA CUH €3UK.
Betepunapaomenunmackun AHaroMo-TepamnestraeH Koa: QI04AA02

3a cTUMyJIHpaHe Ha aKTUBEH UMYHUTET CPelly BUpYyca Ha CHH €3HK IIPH OBLIE, CEPOTHUI 1 TIpH OBIIE.

6. DOAPMAIEBTUYHU OCOBEHOCTH
6.1 CHoucbk Ha eKCHUIHEHTHTE

Aluminium hydroxide

Saponin

Thiomersal

Potassium chloride

Potassium dihydrogen phosphate

Disodium hydrogen phosphate dodecahydrate

Sodium chloride
Water for injections



6.2 OCHOBHH HECHBBMECTHMOCTH

He cmecBaiite ¢ 1pyr BeTepMHAPHOMEIUIIMHCKH MTPOAYKT.

6.3 Cpoxk Ha roaHocT

Cpok Ha TOIHOCT Ha KpailHUs BeTEPUHAPHOMEIUIINHCKY MPOAYKT: 1 ToAmHA.

Cpok Ha TOIHOCT cJie/l TbPBO OTBapsiHE Ha MbPBUYHATA ONIAKOBKA: M3MO3BaliTe HE3a0aBHO clies
npoOuBaHe Ha 3amylIajKara.

6.4 CrhenuanaHu yca0BHA 32 CbXpaHeHHe HA MPOIYKTA

Jla ce cpxpansIBa U TpaHCIIOpTHPA B oxjianeHo cberosaue (2 °C — 8 °C).

Jla ce mas3u OT CBET/IMHA.

[a He ce 3ampassBa.

6.5 Buau cbcTaB Ha IBPBUYHATA ONIAKOBKA

Kapronena xyTtus ¢ 1 crpkier ¢uakon tam I ot 20 ml (cpabpxan 10 mo3u) ¢ X10pOyTHIoBa TyMeHa
3aryImraigKka U aTyMAHHEBa Kanadka.

Kapronena kytus ¢ 1 crekien guakon tum Il ot 100 ml (cpappsxary 50 no3u) wmu ot 240 ml
(cpabppikam 120 1o3u) ¢ xJopOyTHIOBA T'yMeHa 3allyllaiKka U aTlyMUAUeBa Karnadka.

He Bcrukm pa3mepu Ha omakoBKaTa MoraT Jia ObJar npeajaralHy Ha masapa.

6.6 CroenuajJHU MepKHM 32 YHUIIOKABAHE HA HEM3NOJI3BAH MPOAYKT WM OCTATHIU OT HEro
Bcexu HensmonsBaH BeTepHHAPHOMEAUIIMHCKY TIPOAYKT MIIM OCTAaThIIN OT HETO, TPsAOBa Aa ObaatT
YHUIIOKEHH, B ChOTBETCTBHE C M3NCKBAHUATA HA MECTHOTO 3aKOHOIATEJICTBO.

7. MNPUTEXATEJI HA JIMIIEH3A 3A ' YIIOTPEBA

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJITUA

8. HOMEPA HA JIMIIEH3A 3A YIIOTPEBA

EU/2/11/131/001

EU/2/11/131/005

EU/2/11/131/006

9. JATA HA IBPBOTO U3JJABAHE/IIOJJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA
Jlata Ha WHPBOTO M3/1aBaHe Ha JTHIIeH3 3a ynorpeba: 05/08/2011

Jlata Ha ocaegHoTO MogHoBsaBane: 18/04/2016

10. JATA HA ITIOCJIEJHATA PEJAKIUA HA TEKCTA

[MonpoOHa nHpopMaLus 3a TO3H BETCPUHAPHOMETUIIMHCKH MTPOAYKT MOKE J1a HAMEPUTE Ha HHTEPHET
crpanuuara Ha EBponelickata Arennus no Jlekapcrara http://www.ema.europa.eu/



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

3ABPAHA 3A TTPOJAXKBA, CHABISIBAHE U/NJIN YIIOTPEBA

Bcesiko nuiie, koeTo Bb3HAMEPSIBA J1a IPOU3BEXkK A, BHACS, IPUTEKaBa, MPOIaBa, CHAOIsIBA U
ynorpe0siBa TO3M BETEPUHAPHOMEAUIIMHCKY POAYKT TPsOBa ITEPBO Jia ce KOHCYITHPA C
KOMIIETEHTHUTE BJIACTH Ha ChOTBETHATA IbP>KaBa WICHKA, OTHOCHO ACHCTBAIIUTE BAKCUHAIMOHHU
MOJINTUKH, KaTO TE3U JEHHOCTH MOTAaT Jja ObJaT 3a0paHeHH B IbPKaBa WICHKA — Ha IsjIaTa WK 9acT
OT HEMHATa TEPUTOPUS, B CbOTBETCTBUE C HALTMOHATHOTO 3aKOHOJATEICTBO.



MNPHUJIOKEHHE 11
MHNPOU3BOAUTEJI(M) U HA BUOJIOI'MYHO AKTUBHATAMTE)
CYBCTAHLUAMUN) U ITPOU3BOAUTEJI(N) OTTOBOPEH(HHN) 3A
OCBOBOXIABAHE HA ITAPTHUJIATA

YCJIOBUSA NJIN OTPAHUYEHMWSA B JIMIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE 1O NPEAJATAHETO NJINX YIIOTPEBATA MY

CTATYC HA MJICOK



A. TIPOU3BOJIUTEJI( U HA BUOJIOT'NYHO AKTUBHATA CYBCTAHIIUA U
HHPOU3BOAUTEJ OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTUAATA

Hme n aapeC HAa IPOU3BOAUTEIA HA OMOJIOTUYHO aKTHBHATA CY6CTaHgI/IH

Zoetis Manufacturing & Research Spain, S.L.
Ctra. Camprodoén s/n "la Riba"

17813 Vall de Bianya

Girona

UCITAHUA

HMme u agpec Ha Ipon3BOAUTENS, OTTOBOPEH 3a OCBOO0KIABAHETO Ha MAPTHUJIMTE 3a HPOJaK0a

Zoetis Manufacturing & Research Spain, S.L.
Ctra. Camprodoén s/n "la Riba"

17813 Vall de Bianya

Girona

UCITAHUA

b. YCJOBUS NN OI'PAHUYEHUSA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACAIIHA CE 10 MPEAJTATAHETO WIN YIIOTPEBATA MY

I[a CC OTIIyCKa CaMO IIO JICKapCKO MPEANMCAaHHNC.

B crotBercTBue ¢ wi.71 Ha Jupexrtusa 2001/82/EC na EBponetickus napiamMeHT U ChBeTa KakTo €

W3MCHCHA, ThpKaBUTE UNIEHKH MOTAT B ChOTBETCTBHUE /C HAIIMOHATHOTO 3aKOHOAATEIICTBO J1a 3a0paHsT
MIPOM3BOICTBOTO, BHOCA, ChXpaHEHHE, pogaxdara, MOCTABKaTa U/WIIK yIoTpedaTa Ha UMyHOJIOTHIHU
BETEPUHAPHOMEIUIIMHCKY TPOIYKT Ha IsUIaTa CH TePUTOPHS MM Ha YacT OT Hesl, aKO YCTAHOBSIT, Ye:

a)

0)

IIPWIAraHETO HA BETEPUHAPHOMEULUHCKUS-IIPOLYKT HA )KMBOTHHU LIE MONPEYH HA U3IIBIHEHUETO
Ha HaIMOHAJIHA MporpamMa 3a JUarHOCTUKa, KOHTPOJI WM eIMMHUHMPAaHE Ha 3a00JI1BaHUSTA 110
JKUBOTHUTE, UJIM 11I€ Ch3]1aJI€ TPYAHOCTH IIPU yCTAaHOBSIBAHE OTCHCTBUETO HA KOHTAMMHALIMS [IPU
JKUBH KUBOTHH, IIPU XPAHUTEIHU UIA-APYTU IIPOLYKTH, IIOJTYUEHU OT TPETUPAHU KUBOTHH.

3&60H$IB&HI/I$IT3., 34 KOUTO € IIp€JHA3HAYCH NMPOAYKTa C LEJI IOBUIIAaBAHE HA UMYHUTETA 10 I'OJIIMa
CTCICH OTCHCTBAT Ha TCPUTOPHUATA 34 KOATO C€ OTHACA.

Ynorpebara Ha TO3U BeTepUHAPHOMEIUIIMHCKY TPOJYKT € pa3pelieHa caMo ChIIIaCHO OTpeIeIeHU
YCJIOBHSI, yCTAaHOBEHH OT EBporiefickara 00mHOCT 3a 60p6a ChC CHHUS €3HK.

[IpurexxaTensaT Ha TO3M JMLEH3 32 yHOTpeda e 3aabipkeH 1a nHpopmupa EBponelickata komMucus
OTHOCHO ITIJIaHa 33, MTPOoak0a Ha pa3penieHrsl BETepHHAPHOMEANIINHCKA TPOAYKT.

B.

CTATYC HA MJICOK

AKTHBHATa CyOCTaHIIUS € C OPraHUYCH MTPOU3X0/] M € IPeIHa3HAUYeHA 3a U3rPaklaHe Ha aKTUBEH
UMYHHTET, KaTo He nomnafa rmoa ooxsara Ha Permament (EC) No 470/2009.

ExcriunuenTuTe (BKIIOYUTETHO aKyBaHHTE), MocodyeHu B T. 6.1 Ha KpaTkaTa xapakrepucruka, ca
WK pa3pelieHn cyOcTanIiy, 3a KouTo B Tadumna 1 Ha [Ipunoxkennero kpM Permament (EC) No
37/2010 ne ce m3uckatr MACOK mnu ce pasriexaar kaTo Hemomnaaany B ooxsara Ha Permament
(EC) No 470/2009, xorarto ca BKIIOYEHH B TO3U BETEPUHAPHOMEANIIMHCKU IPOIYKT.
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HNH®OPMALUSA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OITIAKOBKA U
II'bPBUYHATA OITIAKOBKA

Kapronena kyrusic 1 x 20 ml, 1 x 100 ml u 1 x 240 ml

1. HAUMMEHOBAHUME HA BETEPUHAPHOMEUIUHCKHUA TPOAYKT

Zulvac 1 Ovis HH)KEKITMOHHA CYCIICH3HUS 32 OBIIC

2. CbABP/KAHUE HA AKTUBHATA CYBCTAHIIUA

B no3a ot 2 ml:
WnakTuBHpaH BUpYyC Ha CUH e3uK, cepotun 1, mam BTV-1/ALG2006/01 E1
Aluminium hydroxide, saponin u thiomersal.

3. DPAPMANEBTUYHA ®OPMA

MHXeKIMOHHA CyCIIEH3USI.

‘ 4. PABMEP HA OITAKOBKATA

20 ml (10 mo3m)
100 ml (50 no3wm)
240 ml (120 mo3m)

‘ 5. BUJOBE ’)KUBOTHMU, 3A KOUTO'E1IPEJJHA3HAYEH BMII

Osl1e.

‘ 6. TEPAIIEBTUYHU IIOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

[Ipenu ynorpeda npoyery JIUCTOBKATA.
3a NOAKOXKHO MPHUIIOKEHHUE.

8. KAPEHTEH CPOK

KapentenCpok: Hyna aHU.

9. CIHHEHUAJIHU MPEAYNPEXJIEHUSA, AKO E HEOBXOINMO

[Ipenu ynmoTpeda mpoyeTH JTUCTOBKATA.



10. CPOK HA I'OJHOCT

T'onen no:
Crnen mpoOuBaHe Ha 3aIyIIaigKaTa U30I3BaiTe He3a0aBHO.

11. CHEINMWAJIHU YCJIOBHUSA 3A CbXPAHEHUE

[a ce cpxpaHsIBa U TPAHCIIOPTHUPA B OXJIAICHO CHCTOSHUE.
Jla ce ma3u OT CBETJIMHA.
[a He ce 3ampassiBa.

12. CHENUWAJIHU MEPKH 3A YHUIITOXKABAHE HA HEU3ITIOJI3BBAH HPOJAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKHBA

YHI/IH_IO)KaBaHCI Mpo4YCTH JTUCTOBKATA.

13. HAAIMUCBHT “CAMO 3A BETEPUHAPHOMEJIUNILUHCKA YIIOTPEBA” U
YCJIOBUA NJIN OTPAHUYEHHUA OTHOCHO PAZIIPOCTPAHEHUETO N
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepuHApHOMEIUIIMHCKA yroTpeda. Jla ce OTIycka.camo 1o JeKapcKo MpeArucaHume.

14. HAAIUCHT “JA CE CbXPAHSBA JAJIEY OT IIOTJVIEJA U HA HEJOCTBIITHU
3A JEIIA MECTA”

ﬂ;a CC ChbXpaHdBa AaJied OT Iorjieaa U Ha HCAOCTHITHU 3a JA€1a MECTa.

15. HUME U IIOCTOAHEH AAPEC HA ITPUTEKATEJISA HA JIMIHEH3A 3A YIIOTPEBA

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJITUA

16. HOMEPA HA JINIIEH3A 3A YIIOTPEGA HA BMII

EU/2/11/131/001
EU/2/11/131/005
EU/2/11/131/006

17. ./ HAPTUJIEH HOMEP

Lot: {Homep}




HNH®OPMALUSA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OITIAKOBKA U
II'bPBUYHATA OITIAKOBKA

Etuxer Ha ¢uaxkon ot 100 ml u 240 ml

1. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUSA TPOAYKT

Zulvac 1 Ovis UHXEKIIHOHHA CYCIICH3HS 32 OBIIE.

2. CBbABPKAHUE HA AKTUBHATA CYBCTAHIIUA

B nmo3a or 2 ml:
WHakTuBUpaH BUPYC Ha CUH €3uK, ceporu 1, mam BTV-1/ALG2006/01 E1
Aluminium hydroxide, saponin u thiomersal.

3. DAPMAIEBTUYHA ®OPMA

NmxeknuonHa CyCIICH3U.

| 4. PA3MEP HA OITAKOBKATA

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

‘ 5. BUJOBE KUBOTHMU, 3A KOUTO E TIPEJHA3HAYEH BMII

Osl1e.

‘ 6. TEPAIIEBTUYHU INIOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

[penn ynotpeba npoveTy IMCTOBKATA.
3a MOKOXKHO MPUIIOKEHHE.

8. KAPEHTEH CPOK

KapeHT€H ¢pok: HyJ1a THH.

9. CIIEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

[Ipenu ynmoTpeda mpovYeTH JTMCTOBKATA.



10. CPOK HA I'OJHOCT

T'onen no:
Crnen mpoOuBaHe Ha 3aIyIaigKaTa U3oI3BaiTe He3a0aBHO.

‘ 11. CHENUAJIHU YCJIOBHUS 3A CbXPAHEHUE

[a ce cpxpaHsIBa U TPAHCIIOPTHUPA B OXJIAICHO CHCTOSHUE.
Jla ce ma3u OT CBETJIMHA.
[a He ce 3ampassiBa.

12. CHENUWAJIHU MEPKH 3A YHUIITOXKABAHE HA HEU3ITIOJI3BBAH HPOJAYKT
NJIN OCTATHIU OT HET'O, AKO UMA TAKHBA

13. HAAIMUCHT “CAMO 3A BETEPUHAPHOMEJUIUHCKA YIIOTPEBA” U
YCJOBUSA NN OTPAHUYEHUSA OTHOCHO PA3IIPOCTPAHEHUETO N
YIHOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTepHHApHOMEAHITUHCKA yrioTpeba. Jla ce oTImycKa ¢amo 1o JIEKapCcKo MpeuCcaHue.

14. HAJIIUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHUA
3A JIEHA MECTA”

15. HMME U IIOCTOSAHEH AJIPEC HA IPUTEKATEJISA HA JIMHEH3A 3A YIIOTPEBA

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJITUA

‘ 16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA HA BMII

‘ 17. NAPTUAEH HOMEP

Lot: {Homep}



MUHUMYM HHO®OPMALIUA, KOATO TPABBA JIA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BMIL, KOUTO CbABPXAT EJUHUYHA 103A

diaakoH ot 20 ml

1. HAUMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUSA TPOAYKT

Zulvac 1 Ovis UHXEKIIHOHHA CYCIICH3HS 32 OBIIE.

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUSA

B nmo3a or 2 ml:
WHakTuBUpaH BUPYC Ha CUH €3uK, ceporut 1, mam BTV-1/ALG2006/01 E1
Aluminium hydroxide, saponin u thiomersal.

‘ 3. CbABbP)KAHUE CIIPSIMO MACA, OGEM WJIH BPOM HA EJUHUYHUTE 103U

20 ml (10 mo3m)

‘ 4. HAYUH HA ITPUJIIOKEHUE

SC

5. KAPEHTEH CPOK

KapeHTeH CpOK: HYyJIa IHHU.

‘ 6. IHAPTUJEH HOMEP

Lot: {nomep}

| 7. CPOK HA TOJIHOCT

T'ogen no:
Crnen nmpoOuBaHe Ha 3amylIaiKkaTa U3MOa3BalTe He3a0aBHO.

8. HAJIMUCHT “CAMO 3A BETEPUHAPHOME/IUIITMHCKA YIIOTPEBA”

Camo 3a'BeTepHHapHOMEANILIMHCKA yIIOTpeda.






JIMCTOBKA:
Zulvac 1 Ovis HHXKEeKIIHOHHA CYCIIeH3MsI 32 OBl

1. UME N ITIOCTOAHEH AJIPEC HA ITPUTEXXATEJISI HA JIMIHEH3A 3A YIIOTPEBA
N HA ITPOU3BOJAUTEJISA, AKO TE CA PA3JIMYHU

IIpurexxaren Ha IULEH3a 3a YIIOTpeOa:
Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEJITUA

[pousBoanTen, OTTOBOPEH 332 OCBOOOXK/1aBaHE HA MapTUAATA:
Zoetis Manufacturing & Research Spain, S.L.

Ctra. Camprodon s/n "la Riba"

17813 Vall de Bianya

Girona

UCITAHUA

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKHUA HPOAYKT

Zulvac 1 Ovis HH)XEKITMOHHA CYCIICH3HUS 32 OBIIC

3. CbABPKAHUE HA AKTUBHATA CYBCTAHUSA U EKCIIUIIUEHTUTE
Beska mo3a ot 2 ml chabpxa:

AKTHBHA cyOCTAaHIUSA:
WnakTuBHpaH BUpPYyC Ha CUH e3UK, cepotun 1, mamBTV-1/ALG2006/01 E1  RP*>1

* OTHOCUTENHA e(PUKACHOCT Upe3 TeCT 32 e(PUKACHOCT P MHUIIKH, CPAaBHEH ¢ pehepeHTHa BaKCHHA,
KOSITO € TIOKa3ana e(KacHOCT TPH OBIIC.

AIKyBaHTH:

Aluminium hydroxide (AI’") 4 mg
Saponin 0.4 mg
ExcuunuenTn:

Thiomersal 0.2 mg

benesnukapa nnu po30Ba TECUHOCT.

4. TEPAIIEBTUYHU ITIOKA3AHUSA

3a aKTHBHA MIMyHH3aLMs Ha OBLIC HABBPLIMIM | U MOJIOBMHA MECEYHA Bb3pacT 3a peana3BaHe™ ot
BUpEeMHUST; [IpPUYMHEHA OT BUpyca Ha cuH e3uk (BTV), ceporum 1.

*(Huxmuna croitHocT (Ct) > 36 upes yrBbpAcH MeTo Ha [lonmnmepasHa BeprrkHa peaknus ¢ oOpaTHa
Tpanckpuntasza (RT-PCR), moka3Bai oTchCTBHE Ha BUPYCEH F€HOM)

Haugano na HMYHUTCTA: 21 JAHU CJIC U3BbPIHIBAHC HAa HAYAJIHATA BAKCUHAIIMOHHA CXEMaA.
HpO,I[’BJ'DKPITeHHOCTTa Ha UMYHUTCTA: 12 Mecela CJIC U3BbPIIBAHC HAa HAYAJIHATA BAKCUHAIITMOHHA
cxema.



5. INPOTHUBOIIOKA3AHUS

Hsawma.

6. HEBJIATOITPUATHHN PEAKIINUA

MHoro yecTo MOXe Jla ce HabJojaBa MPEXo/HO MOBUIIIABaHE HA PEKTAIHATA TEMIIEpaTypa C He
noBeye oT 1,2 °C B pamkute Ha 24 yaca cliej] BAKCUHALIUAATA.

MHoOro 4ecTo BaKCHHAIMATA MOXKE J1a OBbJIC MOCIIeABaHa OT MOsIBa Ha JIOKAJIHA PEaKIHsl B MACTOTO Ha
WHXEKTHUPaHE.

Te3n peaknuu ce U3pa3sBaT B IOBEUETO CIyYad B OTOK B MSICTOTO Ha MHXKEKTHpaHe (KOWTO ce
3aabpka He TTOBeYE OT 7 THU) WX C HATMIIBAIIK C€ BB3JIN (TIOIKOKHHU TPaHyJIOMH, KOUTO MOTAT Ja ce
3abpKat 3a noBeue ot 48 1HN).

UYecroTara Ha HeOIaroMpUATHATE PEAKIMU CE OMPEeIis Upe3 cileqHara Kiacu(pukanus:

- MHOTO YecTH (roBeye oT 1 Ha 10 TpeTHpaHu )KUBOTHU, IPOSIBSIBAIIY HEOJATOMPHATHH PEAKIIUH I10
BpeMe Ha Kypca Ha €IHO JIeYEHHE)

- gectH (mmoBeue ot 1, HO mo-Manko ot 10 xxuBoTHH Ha 100 TpeTHpaHu SKUBOTHH)

- He yecTH (roBede ot 1, Ho mo-Manko ot 10 sxuBoTHH Ha 1,000 TpeTUpaHHu KUBOTHH)

- penxu (moBeue oT 1, HO mo-mainko oT 10 xuBotHU Ha 10,000 TpeTUpanu KUBOTHH)

- MHOTO peAkH (rmo-Manko oT 1 xuBoTHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIFOUUTETHO U30JIMPAHU
CHOOIIICHUS).

AKxo 3a0e1eKUTE HAKAKBH He6HaFOHpI/IHTHI/I PpCaKiru, BKIIOYUTCIIHO U TaKMBa, KOUTO HE Ca OITMCAaHU B

Ta3M JINCTOBKA WJIN MUCIUTE, Y€ BETEPHHAPHOMEIUIIMHCKUS POAYKT He pabOTH, MOJIS 1a YBEIOMHUTE
Barmus BetepuHapeH Jiekap.

7/ BUJOBE )KUBOTHMU, 3A KOUTO/EITPEJJHASHAYEH BMII

Osgle.

8. JO3UPOBKA 3A BCEKHM BU/J] ’KUBOTHO, METO/J U HAYUH(U) HA
MPUJIATAHE

3a MOJKOKHO TPIIIOKCHHE.

Hauyanna BakcuHaIusA:
[Ipunoxere enHa no3a o™2 ml chriuacHo ciieiHaTa BAaKCHHAIIMOHHA CXeMa!

1™ umkexTHpane: Ha 1,5 MecedHa Bb3pacT.
2P° uHKeKTHpAHE: CIlel 3 CEMHUIIH.

PeBakcuHanus:
Bcesika peBakcrHaoHHa cxema TpsiOBa Ja ce cpriiacyBa ¢ KommnerentHuTe OpraHu WM ¢ OTTOBOPHUS
BETEPUHAPEH JIeKap, KaTO CE B3eME 10/I BHUMAaHUE MECTHATA SIUIEMUOJIOTHYHA 00CTaHOBKA.

9. CBBET 3A ITPABUJIHO INTPUJIOKEHUE

HpenoquBa ce yHOTpe6aTa Ha CUCTEMaA 3@ MHOTOKPATHO MHXCKTUPAHEC, KOT'aTO CC U3I0JI3BAT
(bHaKOHI/I C IIO-TOJIIMO KOJIMYCCTBO J03H, 3a Ja CC n30erue CHy‘IaﬁHOTO 3aMbpPCABAHC HAa BAKCUHATA.

Ja ce cma3zBat oOMYaliHUTE TEXHUKH 3a aceNTHKA.



Pasknarere BHUMaTeIHO (prraKoHA HENOCPEIACTBEHO MpeAr yoTpeoa.

N36srBaiiTe 00pa3yBaHeTO HA MeXypUeTa, Thii KaTO TOBA MOXKE JIa MPUUYHHHU JAPa3HEHE B MACTOTO Ha
WHXKEKTHPaHE.

IlsumoTo chabpxaHue Ha QuiakoHa TpsOBa 1a ObIe yIoTpeOeHO BeHAra Clie]] OTBAPSHETO MY U TI0
BpeMe Ha ChIIaTa Mpouexypa.

N36sTBaiiTe MHOTOKpATHO MTPOOMBaHe Ha (IIaKoHa.

10. KAPEHTEH CPOK

Hyna qau.

11. CIHEIUAJIHU YCJIOBHUSA 3A CbXPAHEHHUE HA ITPOAYKTA
Ja ce cbxpaHsiBa fajed OT HOIJIela U Ha HEJOCTBIIHM 3a JIeLa MEeCTa.

Ja ce cpxpansaBa U TpaHCIIOpTHPA B oxjianeHo cberosaue (2 °C — 8 °C).

Jla ce ma3u ot cBeTiiMHA. J]a He ce 3aMpassBa.

Jla He ce U3MoJ3Ba TO3U BETCPUHAPHOMEIUIIMHCKH MPOAYKT CJIe] M3TUYaHEe CPOKa Ha TOJHOCT,
IIOCOYCH BHPXY CTUKET.

Crnen npoOuBaHe Ha 3alyliajikaTa U3I0JI3BaiTe He3a0aBHO.

12. CHEIUAJIHU IIPEAYIPEXIEHUA

Ja ce BakcHHUpPAT caMo 37paBH KUBOTHH.

Hsma nannuna nadopmanus 3a ynorpedara Ha BaKCHHATA [IPU CEPONIO3UTUBHH KUBOTHU,
BKJIFOUATEIIHO TE€3U C HAIU4YKME HA MalYMHU aHTUTEIIA.

AKo ce TIprIara Ipy JpyTH TOMAITHH WTH JUBH MPSKUBHA BHIOBE, KOUTO CE CUUTAT 32 PUCKOBU OT
uHDEKIs, yroTpedaTa mpy T€3W BUHIOBE TPsIOBaA 11a Ce MPEaIpPHEMe ¢ BHUMAHKE U € TIPETIOPHUUTETHO
Jla M3IUTATe BAKCUHATA TIPH TTO-MaTEK OpOH )KUBOTHHU TIPEIH J1a IPUCTHIIUTE KbM MacoBara i
ynorpeba. HuBoTo Ha edukacHOCT 3a,Jpyru BUJ0BE MOXKE Jia CE pa3jinuaBa OT TOBa, HAOI01aBaHO
MIPH OBIIETE.

BpemenHocCT:
Moske n1a ce mpujiara 1mo BpeMerHa OpeMeHHOCT.

JlakTanus:
Hsma HanmnyeM JaHHM 32 O€30MIaCHOCTTA HA POAYKTA MPH JIAKTUPAIY )KUBOTHH. [lopaau Ta3u

MIpUYUHA HE Cce MpernopbryBa yrnorpedarta npu JaKTUPALIH )KUBOTHU.

Pazmion:
BbezonacHocTTa M ehkacHOCTTa HA BAKCHHATA HE € YCTAaHOBEHA MPU MBIKKH KHBOTHH 32 Pa3ILIOf,.

[Ipu TazwkaTeropus *KMUBOTHU BAaKCUHATA CE MPHUJIara caMo CJIe]l IpeleHKa 10JI3a/PUCK OT OTTOBOPHHS
BETEPUHAPEH JIeKap U/UIIM HAIIMOHAITHUTE KOMIIETCHTHU OpTaHu, ChoOpa3Ho AelcTBanara
BaKCHHAIIMOHHA MTOJINTHUKA CPENTy BUpyca Ha cuH e3uk (BTV).

BaaunMoieiicTBre ¢ IpYTH BETEPUHAPHOMEIMIIMHCKHN IPOAYKTH U APYTH HOPMH Ha B3aUMOJICHCTBHE:
Hsma nannuna nadopmanus 3a 6€30MacHOCTTa U €(UKACHOCTTa OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BAaKCHHA C IpYTH BETEPUHAPHOMEANIIMHCKH NIpoAyKTH. [lopanu Ta3u npudnHa, MpUiIaraHeTo Ha
BaKCHHATA MPEIH WIH ClIe]] yroTpedaTa Ha qpyT BETepHHAPHOMEAUIIMHCKH TIPOIYKT TPsIOBa 1a ce
MIPELIEHH CTIOpe] UHAUBUAYATHUS CITyqai.




[penosupane (CAMITOMH, CIICITHA MEPKH, aHTHJIOTH):

[IpexoaHo moBuIIaBaHe Ha peKTalHATa TeMIlepaTypa ¢ He nmosede oT 0,6 °C Moxe aa ce HabIr0aBa B
paMkuTe Ha 24 yaca clie IpuiIarane Ha J103a, Ba I'bTH M0-BHCOKa OT MpenopbyaHaTa.

[Ipunaranero Ha /103a, 1Ba IBTH MO-BUCOKA OT MpENopbyaHaTa MoKe J1a J0BEe IIPH ITOBEYETO
JKUBOTHH JIO T1051Ba Ha JIOKAJIHA peaklys B MSICTOTO Ha MHXKEKTHpaHe. Te3n peakiuu ce u3passBar B
IIOBEYETO CIIy4au B OTOK B MSICTOTO HAa MHXKEKTHpaHe (KOHTO ce 3aabprKa He IoBeUe OT 9 THU) WM C
HaMUIBAIIH C€ BB3JIHU (IIOJKOKHH I'PaHyJIOMH, KOUTO MOTAT Jia ce 3aJAbpXKar 3a moseue oT 63 aAHu).

OCHOBHM HECHBMECTUMOCTH:
He cMmecBaiite ¢ apyr BeTepUHAPHOMEIULIUHCKY IIPOIYKT.

13. CIHEIUAJIHU MEPKHU 3A YHUILTOXKABAHE HA HEMU3IIOJI3BAH ITPOLAYKT
NJIM OCTATBHIU OT HEI'O, AKO UMA TAKHUBA

BMII e Tpsi6Ba ga ObAAT U3XBBPIISTHU C OUTOBH OTIIAIBITN HIIA OTTIAIHHA BOIH.

ITonmTaiiTe Banus BeTepuHapeH Jiekap KakBo Aa NpaButTe ¢ HeHykHuTe BMII. Te3n Mepku 1€ IOMOTHAT
3a OIa3BaHE Ha OKOJIHATA Cpefa.

14. JATATA HA NHOCJIEJHATA PEJAKIMSA HA TEKCTA

[MToxpo6Ha nH(pOpMAaIKs 3a TO3H BETEPUHAPHOMEIUIIMHCKU MTPOIYKT MOXE J]a HAMEPUTE HAa HHTEPHET
cTpanuuaTa Ha EBponelickata Arennus no JlekapcrBara http:/www.ema.europa.eu/

15. JOHI'BJHHUTEJIHA NTHOOPMALUA

Pasmep Ha omakoBKUTE

Kapronena kytus ¢ 1 crekieH ¢uakos tut [ ot 20ml (cpapprxkam 10 go3u) ¢ xs1opOyTHIIOBa TYMEHa
3aIymanka 1 aTyMHHHEBa Kaladka.

Kapronena kytus ¢ 1 crpkien ¢uakon tum [1'01/100 ml (cpabpsxamnt 50 mo3u) wium ot 240 ml
(ceappikam 120 1o3u) ¢ xJIopOYTHIIOBA CyMEHa 3aITyIalika i ATyMHHUEBA Karadka.

He Bcuukm pasmepu Ha OIMakoBKaTa MOTAT Aa OBAAT MpejiaraHu Ha ma3apa.
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