JINCTOBKA:

RP Vacc BG H)XeKLiMOHHa eMyJicus 3a Meibou

1. HAMUMEHOBAHWE HA BETEPUHAPHWUA NEKAPCTBEH NMPOAYKT
RP Vacc BG nHXeKLVOHHa eMy/icna 3a Mebou

2. CbCTAB

EaHa go3a ot BakcrHaTta 0,3 ml cbabpxa:

AKTBHU BeLyecTBa:

Pigeon rotavirus, wam Ro/D, nHaktusmpaH >52.2 EU*

Pigeon paramyxovirus type 1, wam 988M, nHaKT1BMpPaH > 6.47 log2 HI**
* ELISA units in chicken

** Haemagglutination inhibition in chicken

Ap>KyBaHTW:

Paraffin oil 156.9 mg
Sorbitan oleate 15.8 mg
Polysorbate 80 5.7 mg

NMomoLwiHM BeLlecTBa:

KauecTBeH cbCTaB Ha MOMOLLHUTE KonuuecTBeH cbCcTaB, ako UHpopMmaLusTa e
CpeAcTBa M ApyruTe CbCTaBKU Ba)kHa C orie, Ha NPaBUJIHOTO NpUJiaraHe Ha
BeTepMHapPHWUSA JIeKapCTBEH NPOAYKT

Thiomersal max. 0.036 mg

bana eMyncnad C 1eCHO pa3k/iallalla ce yTaVIKa.

3. BUAOBE XXUBOTHW, 3A KONTO E NPEAHA3HAYEH BN
MbNbon.
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4. MOKA3AHWA 3A YINIOTPEBA

3a aKTMBHa MMYHM3aUMa Ha MbAbobn OT 4-ceM1YHa Bb3PacT HaTaTbkK:

- 32 HaManABaHe Ha YecToTaTa U TeXecTTa Ha KIMHNYHUTE Npr3HaLWM, MakpOCKOMCKUTE /Ie31nN U
OTAEeNSAHeTO Ha BUPYCa, NPUYNHEHW OT POTaBMpPYC Ha rbeabbuTe rpyna A, reHotun G18P[17] (PiRV),

- 38 HaManaBaHe Ha CMbPTHOCTTA, YeCcToTaTa U TeXeCTTa Ha KIVHNYHUTE NpY3HaLW, MPUYNHEHN OT
napamMmukcosupyc Tun 1 (PMV1).

Ha4vano Ha MyHUTeTa: 2 cegmMmuUn cnies cxemaTa Ha NbpBrYHa BakCMHaLWSA
NpoAabMIXUTENHOCT HAa UMYHUTETA: 8 Mmeceua (PiRV) / 9 meceua (PMV1) cneg nbpBrvHaTa
BakCMHaUVOHHa cxeMa (40oKa3aHOo Ype3 NpoBOKALMIOHEH TeCT), Ype3 MHTPaMyCKyHa NHXeKLNS.

|_|pl/| VHTPAaMYCKY/THO NPUAOXKeEHWME, B MNnosieBn NnpoyyBaHnNA Ca YCTAHOBEHW HMBaA HaA aHTUTE/ A,
CpaBHUMWM C TE3N, NOAyHeHN MNP NPOBOKaUMMOHEH TECT, 40PW €4Ha rognHa el nodiejHata
NHXeKUWA. HpOA'bJ'I)KI/ITefIHOCTTa Ha UMYHWUTETa HE € YCTaHOBEHa NMpn nNoAKOXHO NMPUNIo>KeHWE.

5. MPOTNBONOKA3AHWNA
Hama.

6. CNEUMANHW NPEAYNPEXAEHUA

CneumanHun npegynpexjaeHuna:

[la ce BakCMHMpAT caMO 34PaBn XVBOTHW.

BpemeTo 3a BakCMHaLMA NV peBakCMHaUMA TpA6Ba a ce ornpejesns Bb3 OCHOBA Ha OLeHKa Ha
CbOTHOLLEHKEeTO NoJ3a/pUCK OT OTFOBOPHUA BETEPUHAPEH N1eKap, KaTo ce B3eMart npeaBu/,
Pa3npoCcTpaHeHVeTo Ha CbOTBETHUTE 3a60/19BaHNA B Pa3BbAHNLNTE U HAN-PUCKOBUTE NEPUOAN 3
npegaBaHe Ha MHGeKUMN (HanprMep HayvanoTo Ha JIeTaTeNHNA Ce30H, U3N0XOeHNA Ce30H 1/nnn
Pa3MHOXNTENHUSA NepPUNOL).

B noseBoTO NpoyyBaHe HaNMYMETO Ha MauMHU aHTUTeNa cpeLy PiRV He nokasa oTpuuaTenHo
Bb34eNCTBYE BbPXY PAa3BUTVETO Ha MOCTBAKCUHANHUA MYHEH OTrOBOp.

CneuvanHn npeanasHy Mepku 3a 6e3onacHa ynorpeba npu BujoBeTe XMBOTHU, 38 KOUTO €
npegHasHayeH BJIM:

He e npunoxwmo.

CneumanHy npeanasHu Mepku, KOUTO TpsibBa Ja B3eMe INLETO, NPUaaraLlo BeTepuHapHus
JiekapCcTBeH NPoAYKT Ha XXNBOTHUTE:

Mpu cny4aHO CaMOVMHXEKTMPaHe, He3abaBHO Ja ce NOTbPCU MeANLMHCKN CbBET, KaTo Ha nekaps
ce NnpeAoCTaBy INCTOBKAaTa VAN eTrKeTa Ha MPoAyKTa.

3a noTpebutenure:

To3n BeTepriHapeH NeKapCcTBEH MPOAYKT CbAbpXa MUHEpPanHo Macsio. Ciy4yanHoTo
NHXeKTVPaHe/CaMOVIHXeKTUpaHe MOXe Aa Npean3BrKa cuiHa 60Jka 1 nojyBaHe, 0CO6eHo npwu
NHXeKTVPaHe B cTaBa VAU NPBCT U B PeAKN C/lydan e Bb3MOXHO Aa Ce 3arybu 3acerHatums npbCr,
aKo He e OKa3aHa HaBpeMe siekapcka NnomoLl,. AKO MO CIyYaMHOCT CTe UHXEKTMPaHW C TO3U
BeTeprHapeH neKkapcTeeH NpoAyKT, MOTbpCeTe CreLlHO CbBeT OT /1Iekap 1 HoceTe nCToBKaTa ¢ Bac,
4OPY A3 e NHXEeKTMPaHO CbBCeM Masko Kom4ecTBo. AKO 60sikaTa NpoAb/ikasa rnoseye ot 12 yaca
cnej MeANLUVHCKUA npernej, NoTbpcete OTHOBO CbBeET OT JieKaps.

3a nekapure:

To3v BeTeprHapeH NekapcTBeH NPOAYKT CbAbpXXa MUHEPanHo Macso. [lopu fa ca NHXEeKTUPaHU
MasIK1 KONMYEeCTBa, CIy4aHOTO UHXEKTPaHe C TO3V BeTepUHAPEH SiIeKapCTBeH NPOoAYKT MOXe Aa
npeausBriKa NosBa Ha CUIeH OTOK, KOUTO MOXe HanpuMep Aa AoBeje A0 NCXeMUYHa HeKpo3a U
Aopwn Ao 3aryba Ha npbCT. Heobxoamnma e HESABABHA, KOMMeTeHTHa XMpypruyecka Hameca.
BBb3MOXHO e fa ce HanoXu MHLUM3USA U MPUraums Ha MHXEKTUPAHOTO MACTO, 0COBEHO ako ca
3acerHaTu nyanaTta Ha NpPbLCTa UK CYyXOXWINETO.

OTNLW HOCaYKN:

BesomnacHOCTTa Ha BeTeprHapHWA N1eKapCcTBeH NPOAYKT He e loka3aHa Mo BpeMe Ha AlLeHoCceHe.
[Mpwrnara ce camo cnej npeLieHka nonisa/puck oT OTFTOBOPHUSA BETEPUHAaPEH neKkap.
B3avmMogencTBre C Apyrv BeTeprUHapHW IeKapCTBEHN NPOAYKTU U APYr GOPMU Ha
B3aUMO/JEeNCTBME:

Hama HannyHa nHdopmaums 3a 6es3onacHoCcTTa U eprKacHOCTTa OT CbBMECTHOTO 13M0/13BaHe Ha
Ta3n BaKCMHa C ApYrn BeTepuHapHW ekapCcTBeHW NpoayKTu. [Topaan Ta3m NprynHa, npuaaraHeTo
Ha Ta3w BakCWHa Npeanv Unu cnej ynotpebaTa Ha Apyr BeTepuHapeH nekapCcTBeH NpoaykT Tpsibsa
[a ce npeLeHn crnopes HANBUAYANTHUS Caydaid.

[pegosvpaHe:

He e npunoxwmo.

OCHOBHW HECHBMECTUMOCTU:

Mpv nunca Ha JaHHW 3@ CbBMEeCTVMOCT TO3M BeTepuHapeH ekapCTBeH NPOAYKT He TpsabBa Aa 6bAae
CMeCBaH C ApYrun BeTepUHaPHY NeKapCcTBEeHY NPOAYKTN.

7. HEBJIATONPUATHU PEAKL WU

MbAboU:
Yectn AnaTus’
(1 4o 10 Ha 100 TpeTnpaHu XNBOTHMW): HesabaBHa 60/1Ka cnes MHXeKTrnpaHe?

MosyBaHe B MSACTOTO Ha MHXeKTMpaHe?

1 Neka anatvs eguH geH cnes BakCMHALMATE, OBUKHOBEHO C MPOABIKUTENHOCT 40 1 AeH.

2 be3 CbMBLTCTBALLO MNOAyBaHe, 06UKHOBEHO C MPOABLIKUTENHOCT 40 1 AeH caes MHTPaMyCKYHO
NPUOXEHME.

3 10 0,5 cm B AvameTbp, 06MKHOBEHO C MPOABIKUTENHOCT 40 5 AHW Ces NoAKOXHO NPUAOKEHMe.,

C'bO6LLI,aBaHeTO Ha He6flaI'OI'IpI/IFITHI/I peakunn e Ba>KHO. ToBa No3BonsBa HeNpeKbCHaT
MOHUTOPWHI Ha 6e30MacHOCTTAa Ha BETEPUHAPHNA NEKAPCTBEH MPOAYKT. C'bO6LLI,€HI/IFITa Tpﬂ6Ba Aa
Ce€ n3npallat, 3a rnpegrnoyvymntaHe Ype3 BETEPUNHAPEH /1eKap, NI Ha NMPpUTEXaTesid Ha pa3peweHneTo
3d TbproBma Ninm Ha MeCTHNA My NpeacTaBuUTen, N Ha HauMOHaA/THMNA KOMIMETEHTEH OPraH Ypes3
HauylOHa/IHaTa CMCTEMaA 3a c1306u_|,aBaHe.

3a CbOTBEeTHUTe AaHHWN 3a BPBb3Ka BUXXTE NINCTOBKATA.

8. AO3NPOBKA 3A BCEKU B4 )KMBOTHO, HAYNHU 1 METO4 HA NPUNOXXEHWE
[MOAKOXHO NV MHTPAMYCKY/THO MPUIOXKEHWE.

EaHa gosa: 0,3 ml

Mpwunara ce NHTPaMyCKy/IHO B 6epeHns MyCKya AW MOAKOXHO B rpbOHATa YacT Ha LWINATa, B
Nocoka KbM orallkaTa (He KbM raBaTa).

I'Iprl/qua BaKCNHALUMOHHA CXEMA.

NbpBa fo3a: oT 4-ceMNYHa Bb3PacT HAaTaTbkK
Btopa po3a: 3 ceAMULM NO-KbCHO
PeBakcnHauus:

I'Ipl/mara ce eHa A03a He MO-KbCHO OT e4Ha roanHa aiej nocnejHata BakKCMHauus.

Mpwn cTasa c BUCOKO HNBO Ha MH$eKLro3eH HaTtuek ot PiRV n/nnm PMV1 ce npenopbyBa
peBakCMHaLMA Ha MbabbUTe Ha BCekn 8-9 Meceua cnej nociefHaTa BakCUHaLMS.

9. CbBETU 3A NPABUJTHOTO NPUNIATAHE HA MPOAYKTA

Mpy NHTpamMmycKyJsIHO NpUIOKEHE Ha BaKCUMHaTa urnarta Tpsaéea Aa ce BbBeXXAa Nopj, ocTbp
brbJ, @ HEe NepneHAUNKYNIAPHO Ha MACTOTO Ha UHXKEKTUpPaHe.

Pa3knartete gobpe npeau 1 oT BpeMe Ha Bpeme o Bpeme Ha rnpwuaaraHe. Npeam npunoxeHue
OoCTaBeTe BakCMHaTa Aa ce 3aToNau A0 CTalHa TemnepaTtypa. MNpunarainte Nnpm obmnyariHm
acenTUYHN YCNOBUS, KaTo U3MoJi3BaTe CTeEPUTHN CMPUHLLOBKU 1 UTAIN.

3nonsBanTe NOAXOAALLO rPpagynpaHu CNPYHLLOBKY, KOUTO NO3BONABAT TOUHO MNPUIOXKEHME Ha
BakCMHanHaTta go3a ot 0,3 ml.

10. KAPEHTH CPOKOBE
Hyna aHw.

11. CNELUNANHN YCNOBUA 3A CbXPAHEHUE

[la ce cbxpaHsABa faney oT norneja U Ha HeJOCTbMHU 3a AeLla MecTa.

[la ce cbxpaHaBa B xnagnnHuk (2 °C - 8 °Q).

[la ce na3n oT 3aMpb3BaHe.

[la ce nasu oT CBeT/INHa.

/la He ce n3non3ea TO3V BeTepMHapeH fieKapCTBeH NPOAYKT clej U3TrhyaHe Cpoka Ha rogHocCT,
NoCoYeH BbpXy eTuKeTa.

CpOKBbT Ha rOAHOCT OTroBaps Ha nocnefHua AeH oT 103K Mecewl,. Cpok Ha rogHoCT C/ie NbPBO
OTBapsAHe Ha NbpPBMYHATA ONakoBKa: 8 Yaca.

12. CNEULAANTHU NPEANA3SHW MEPKWU NP YHUNLLLOXKABAHE

BeTepuHapHUTe NekapCcTBEHW NPOAYKTU He TpsibBa Aa 6baaT U3XBbP/ISHW Ype3 OTNaZHW BOAN U
6UTOBM OTNAABLN.

M3non3BaliTe nporpamMu 3a BpbLLaHe NMpu YHULLIOXaBaHETO Ha HeW3MoA3BaHW BeTepUHapHM
NeKapCTBEHW NPOAYKTY U OCTAaTbLUM OT TAX B CbOTBETCTBUE C U3MCKBAHUSATA HA MECTHOTO
3aKOHOZATeNCTBO U C BCUYKW HALMOHANHW CUCTEMU 33 CbbMpaHe, NMPUIOXKNMUY 33 CbOTBETHUS
BETEPUHAPEH NIeKapCTBEH MPOAYKT.

MonuTaliTe Bawwunsi BeTeprHapeH nekap Kak Aa YHULLOXNTE HEHYXXHW BeTepUHaPHW 1eKapCTBeHN
NPOAYKTW.

13. KNACNPNKALUNA HA BETEPUHAPHWTE NIEKAPCTBEHW NMPOAYKTWU
[la ce oTnycka no n1ekapcko rnpeanmcaHume.

14. HOMEPA HA PA3SPELUEHVETO 3A TbPITOBSA NN PASMEPU ONAKOBKW
0022-3366

CTbKkieH ¢pnakoH (Trn I), 3aTBOPEH C XJIOpobyTMI0Ba ryMeHa 3anyLulasnka, 3arneyartaHa c
anymMmHueBa Kanayka.

Pa3smep Ha onakoBkaTa: KapToHeHa kytus ¢ 1 ¢pnakoH oT 50 f03m

15. AATA HA NOCNEAQHATA PEAAKLWA HA TEKCTA

02/2026

MoapobHa nHPopMaLmsa 3a TO3M BeTepnHapeH ekapcTBeH NPOAYKT MOXe Ja HamepuTe B 6a3aTa
AaHHW Ha Cbro3a OTHOCHO NpoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. AAHHW 3A BPBb3KA

[puTexaTten Ha paspeLlieHNeTo 3a TbProBUSA U JaHHW 38 BPb3Ka 3a CbobLiaBaHe Ha
npegnonaraeMn Heb61aronpUATHN peakLnn:

BET NMPO KOMEPC OO0/,

4023 lNnoBaw., bvarapus

X.K. Tpakumg, 6n. 189, Bx. B, an.2

Ten: +359 897 84 39 18

Email: info@vepco.bg

[pounssoanTen, 0TroBapsLl 3a 0CBOH6OXAaBaHETO Ha NaPTUAN:
PHARMAGAL BIO, s. r. 0.

MurgasSova 5

949 01 Nitra

Slovak Republic

tel: +421 37 6533 171

Email: bio@pharmagalbio.sk

3a BCsAKaKkBa |/|Hc|>op|v|a|_|,|/|9| OTHOCHO TO3W BETEPUNHAPEH NTIEKAPCTBEH MPOAYKT, MOJ14, CBBbPXETE CE C
MeCTHUA NPEACTAaBUTEN Ha NMPUTEXATENIA Ha pa3pelleHNETO 3a TbProBUA.
*YVEPCO



