JIMCTOBKA

1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH MPOAYKT

Nobilis Salenvac T
MHXXCKIIMOHHA CyCHeHSI/IfI 3a [MUJICTa

2. CbcraB
Besika mo3a ot 0,5 ml ceabpika:

AKTHBHM BellleCTBA:

Unaktusupanu ¢ popmanus knetku Ha Salmonella Enteritidis, mam PT4: > 1 x 10° knerku,
uHayupaniy > 1RP*

Unaktuupanu ¢ hopmanun knetku Ha Salmonella Typhimurium, mam DT104:> 1 x 10° knetku,
uHayupany > 1RP*

* RP = oTHOCHTEITHA aKTUBHOCT = CHOTHOIIICHNE Ha aHTUTEeHHA Maca (B €IUHHIIN) B CPAaBHEHHE C
aHTUTeHHaTa Maca (B eMHUIIN) Ha pedepeHTHa mapThaa, KOsSTO € I0Ka3aHo e(hrKacHa MpH MIJIeTa.

AJIKYBaHT:
Aluminium hydroxide gel: 125 mg

ITomomHu BemecTrBa:
Thiomersal 0,065 mg

XoMoreHHa, KpeMana JI0 CBeTIIOKa(siBa CyCIIeH3HUI.

3. Bunose :knBoTHH, 32 KOUTO € npeaHasHayed BJIII

[Munera (mumeTa 3a pa3IuIoa U HOCAUKH).

4, Iloxa3zanus 3a ynorpeda

3a akTHBHAa UMYHHM3allMs Ha MMUJIETa C IIeJ Ch3/laBaHe Ha UMYHHUTET Ha MOKOJIEHUETO (MTaCHUBEH) CPEILy
HaMHOJKaBaHE Ha KOJIOHMH B IleKyMa U u3abuBaHe Ha S. Enteritidis u S. Typhimurium upe3
W3IIPaKHEHUSATA.

Hagano na mmyH#TeTa: TP NIJIETa, BAKCMHUPAHU Ha 12-16 ceamudHa BB3pacT € 4 CeAMUITH Clie]
BTOpa BaKCHHAIHSL.

[TpoabImKUTETHOCT HA UMYHUTETA: IPUOIU3UTENTHO 10 56-60 ceqmudHa Bh3pacT.

[Ipu u3kIrOUNTENTHN OOCTOATEICTBA MAJIKU MUJIeTa HA 1-THEBHA BB3pacT MoraT Ja Obaar
BaKCHHHPAHH C IIeJ MPOTEKINA MTPH CHINECTBYBAI PUCK OT WH(EKINS B HAYaJIOTO Ha MOAPACTBAIINS
nepuo/1 (ENMuIeMHOIOTHYHY JAHHU 32 HACKOPO MpeMHUHANIa HH(EKIUS ChC CAIIMOHENa UITH
ChILECTBYBaIa ocTpa (opMa Ha TepeHHa HH(PEKINs) ¢ TPOIBIDKUTETHOCT HA UMYHUTETa 4 CeIMULIN
CJIe]l BTOpa BaKCHHAIIWS.

MaskuTe nuieTa OT BAKCHHUPAaHU NTHIIM Ca 3aIlIMTEHH OT 1- WS JAeH Cie] M3TI0NBAHeTOo 10 14-us jeH.

5. IIpoTuBONOKA3aHUA
Hama.
6. CneuuaJiHu npeaynpexaeHus
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CrenyanHy NpeynpeskJICHNS
I[a CC BAKCHMHHPAT CaMO 3ApaBH KUBOTHMU.

CrenuanaHy Opeana3sHu MEPKH 3a O0e30macHa ynoTpeOa MpH BUIOBETE JKUBOTHHU, 32 KOUTO €
npexHazHadeH BJIIT:

He ca npoBexxaanu mpoyuBaHus 3a OllcHKa Ha e(heKkTa Ha MaYMHHUTE aHTUTENA BhPXY OTTOBOPA OT
BakcuHanusATa. Cle10BaTeIHO, BAKCHHATA € 3a yIoTpeda Mpu MaJKy IIIeTa Ha Bh3pacT 1 1eH,
KBJIETO CMHIICMHOJIOTHYHO € moka3aHo. Camo mujeTaTa, KOUTO ca OT HEBaKCHHHUPAHU U
HEUH(EKTUPAHU POJUTEIICKH CTaaa TpsiOBa aa ObJIaT BAKCUHHPAHU C Ta3U BaKCHHA.

CrenuaaHy Opeana3sHu MEPKH, KOUTO TPsAOBa J1a B3eMe JULIETO, IPUIaralio BeTEpUHAPHHMS JIEKapCTBEH
IPOAYKT HA JKUBOTHHTE:

[Ipu ciydaliHO caMOMH)KEKTHpaHe, He3a0aBHO Jla Cce MOThPCH MEAMIIMHCKU ChBET, KaTO Ha JICKaps Ce
MIPEIOCTAaBH JINCTOBKATA WJIM €TUKETAa Ha MPOAYKTA.

CrenuaiaHy OpeAna3Hy MEPKH 3a 3aIMTa Ha OKOJHATa cpefia;
He e mpunoxumo.

IITnim HOCaAyKu:
Ja He ce u3mos3Ba Npu NTULM B IEPUOJA Ha STHLIEHOCEHE.

BszaumoseiicTBre ¢ IpYry BETEpUHAPHH JICKAPCTBEHH MPOAYKTH U APYTH HOPMU Ha B3aUMOJICHCTBHUE:
BakcuHaImsaTa CTHMYJIUpa CEPOIOTHYEH OTTOBOP TIPH MUJIETATa, KOUTO MOYKE 1A TIOBJIHSC MIPH
nporpamara 3a HaJ30p, OCHOBaHa €IMHCTBEHHO Ha CEPONIOTHYHUSI CKPHHHHT, 0e3 1a nMa
0aKTEepPUOIIOTHYHO JI0KA3aTeIICTBO.

[Topaau ToBa BakCHHATa He TPsIOBa J1a ce MpuUiiara, KOorato crajgara ce OLCHIBAT CaMO CEPOJIOTHYHO 32
Hannune Ha uadeknusa cse S. Enteritidis w/wmu S. Typhimurium. BakcunaTta Moxe ChIIo aa
Npean3BUKa KPhCTOCAHH PEAKIIMK MpU ariyTHHaAIMoHHus TecT 3a S. Pullorum/Gallinarum.
CreruyHATE CEPOTOTHYHHU WITH OAKTEPUOJIOTHYHU METOM TPIOBa [1a ce M3IMOI3BaT PH
nuepeHIanHaTa T1arosa.

Hsma nanumuna undopmanus 3a 6e300acHOCTTa U €(UKACHOCTTA OT CbBMECTHOTO M3IIOJI3BAHE Ha Taszu
BaKCHHA C IPYTU BETEPUHAPHHU JIEKapCTBeHH NpoaykTH. [lopaay Ta3u npruduHa, MpHIaraHeTo Ha Ta3u
BaKCHHa MMPeJU WITK Clie] yoTpedarta Ha IpyT BeTepUHAPEH JIEKapCTBEH MPOAYKT TPsOBa Jia ce MperieHn
CIIOpEZ NHAMBHTyAITHUS CIydail.

IIpeno3upane:
IIpn mpumaraHero Ha JBe JO3W OT BaKCHHATa Ce HAONIOJaBaT CHIIUTE PEAKIWH, KaKTO MpH

MIPUJIOKEHUETO Ha ellHA J103a (BUXKTE T. ,,HebmaronpusaTHu peakiyn ), HO ca IMo-u3pa3eHu clie/ JBOWHA
Jo3a.

OCHOBHM HECHBMECTHMOCTH:
He cmecBaiite ¢ npyr BeTeprHapeH JIeKapCTBEH NPOIYKT.

7. Heo0saronpusaTan peakuun
IIunera:
MHoro uectn OTOK B MACTOTO Ha MHKEKTUpaHe';
(moBeue ot 1 Ha 10 Tperupanu Kymora?;
KUBOTHH): Hucbk npupact?;
Jleraprus®.
Yectu Bb3en B MACTOTO Ha MEKEKTUPAHE®,
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‘ (1 mo 10 Ha 100 TpeTHpaHu >KUBOTHH): ‘ ‘

! TIpu emnoaueBHY nuera (BakCMHUPaHH ¢ 103a oT 0,1 ml), peakuuuTe ca MO-CHITHO U3Pa3eHU,
OTKOJIKOTO TIPH THJIeTa Ha Bb3pacT 4 CeAMUIIM U NO-TOJIeMH, (BakCHHUpaHH ¢ 103a ot 0,5 ml) kato
MOHSKOTa OTOKBT MOJKE JIa 00XBaHe Is10To Oenpo. Te3n peakinu ca BpeMEHHHU U B TIOBEYETO
ClTydau MPOABIDKABAT JI0 7 THU. B M3KITFOUUTEIHN ClTydan BCe OIlle MOXKE Jia ce HaOJIro1aBa OTOK JI0
15 nHu cien BakCHHAIMATA.

2 HaGmonaBaHa 1Ipy TIWJIETA HAa Bb3PacT 4 CEIMHIIM U TI0-TOJIEMH, (BaKCHHMpanH ¢ go3a ot 0,5 ml),
KaTo KyIoTaTa MOXKe Jia TIPOIBIDKU J0 2 JTHH.

% HaGmronaBaH npM €JHOIHEBHH NUJIETa (BAKCHHUpPanH ¢ go3a ot 0,1 ml).

* HaGnroaBana mpu MUeTa Ha Bb3PAcT 4 CEIMUIIM U IO-TOJIEMH, (BAKCUHUpaHu ¢ ao3a ot 0,5 ml),
KaTo JIeTaprHsTa MOXe J1a MPOIBIKHU JI0 2 JTHH.

® [Tpu nuteTa Ha BB3pacT 4 CeIMHIIM U NO-TojeMH, (BakcuHupanH ¢ go3a ot 0,5 ml) npexoauu,
MAJIKH, SICHO U3Pa3eHU BB3IU B MSACTOTO Ha MHXKEKTHPaHe (JIOCTUrallld MakCUMalleH pa3mep oT 1
cm?), ce HabIIFOJaBAT HEMOCPEACTBEHO CJIE/l BAKCHHALIUATA M OOMKHOBEHO ITPOABIKABAT caMo 1-2
JTHH.

Cro01maBaHeTo Ha HEOIArONPHUATHU PEaKLMY € BaKHO. ToBa I03BOJISIBA HENIPEKbCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa Ha NPOLyKTa. AKO 3a0eeKuTe HAKAKBU HEONAaronpUsTHU PEAKLUH, BKIIOUUTETHO U
TaKMBa, KOUTO HE Ca ONHCAHU B Ta3M JIMCTOBKA WM MHCIIHTE, Y€ BETCPUHAPHUS JICKAPCTBEH MPOIYKT
He JelicTBa, CBBp)KETEe ce MbpBO ¢ Bamms BerepuHapeH jekap. MoxeTe ChIIO Ja ChoOIIaBaTe
HeOIaronpusTHA PeaklUU Ha PUTEkKATENsI Ha pa3pelICHUETO 32 ThProBUs, KATO U3I0JI3BaTe TAHHUTE
3a KOHTakT B Kpasi Ha Ta3W JIMCTOBKAa WM upe3 Bamrara HampoHamHa cUcTeMa 3a ChOOLIaBaHe:

https://kvmp.bfsa.bg/phv

8. Jo3upoBKa 32 BCEKU BU/I }KMBOTHO, HAUMHU M METO/] HA NPUJI0KEHHNE

3a aKTMBHA UMYHHU3allMs HA TTWIETA 32 Pa3IUION U HOCAUKH:

JlBe BakcuHanuu ¢ eana no3a (0,5 ml), uarpamyckysnHo Ha nuiera Ha 12-16 ceaMuyuHa Bb3pacT C
WHTEpBaI OT 4 CEIMUIIH.

CrientHa BakcHHAIUS (KOTATO € eMUISeMIOIOTMYHO TTOKa3aHO BB BUCOKOPHCKOBHU CPEIIH):
HHTpaMyCKyTHO MPUIOXKeHHE Ha eaHa 103a oT 0,1 Ml npu eHOAHEBHN MAJIKH TTHJIETA.

Cren wHTEPBA OT 4 CeIMUIIK TPSAOBA Ja Ce MPUIIOKH TIOBTOPHA BakcHHAIMS ¢ 1o3a 0,5 ml.

3a macuBHA IMYHHU3AIMs HA TIOTOMCTBOTO Ha IHJIETATa 32 Pa3IlIof;

C uen npenaBaHe Ha MAHYMHU aHTHUTENA HA TIAJIETAaTa TPSOBA /1a Ce MPUIIOKAT JIBE BAKCHHAIINY, Ha
nuieTa Ha 6 ceAMHYHa Bb3pacT U 13-16 cenMuyHa BB3pacT, C UHTEPBaAI OT Hall-MaJKo 4 CeIMHULIH.
XWUTHeHHUTE MEPKHU U TOOpUTE )KUBOTHOBBIHU MPAKTUKHU CHIIO Ca BaKHA YaCT OT Iporpamara 3a
KOHTPOJI, C [IEJT OrpaHHyaBaHe ciiydanTte Ha uHpeknuu cse Salmonella.

9. CbBeTH 32 NPABUJIHOTO NpUJIaraHe Ha NPOAYKTA

Pazknarere nodpe npenu ynorpeda. CIpHHIIOBKUTE M UTIIMTE TPSOBa J1a ObAAT CTEPUITHU TIPEIH
ymotpeba. CnenBaiiTe cTaHAAPTHATE ACETITUIHH MPOTICTY PH.

10. KapenTHu cpoxoBe

Hyna gan.

11. CpneumajiHM yCJIOBHS 32 ChbXpaHeHHUe
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Jla ce cpxpaHsiBa iajied OT MOrJie/ia M Ha HeJIOCTHITHH 32 Jiela MecTa.
Ila ce chxpaHsBa ¥ TPAHCIIOPTHPA B oxJaaeHo cherosaue (2 °C — 8 °C).
Jla He ce 3ampassiBa.

Jla ce mas3u OT CBETIIMHA.

I[a HE C€ U3M0JI3Ba TO3U BETCPUHAPCH JICKAPCTBCH MMPOAYKT CJI€A U3THUYAaHE CPpOKa HAa TOAHOCT,
IIOCOYCH BBPXY €TUKETA. CpOK’bT Ha rOAHOCT OTroBaps Ha IMOCIICAHUA JI€H OT TO3U MECCII.

CpOK Ha TOAHOCT CJICA IbPBOTO OTBAPAHE HA IIbPBUYHATA OIIAKOBKaA: H3II0JI3BaliTe He3a0aBHO.

12. Coenma/jHu NpeAna3sHu MepPKHU NPH YHUIIOKABaAHe

BerepunapHuTe NeKapCcTBEHH MPOTYKTH HE TPSOBa 1a ObIAT U3XBBPISTHHU Upe3 OTIIaTHU BOIH HITU
OMTOBHU OTHAIBIIN.

W3non3Baiite mporpaMu 3a BpbIIaHE IPH YHHUIOXKABAHETO HA HEM3INOJI3BAaHM BETEPUHAPHHU
JIEKapCTBEHU TMPOAYKTH WM OCTaThLUM OT TAX B CHOTBETCTBHE C H3UCKBAaHUATA Ha MECTHOTO
3aKOHOZAATEJICTBO M C BCHUYKM TPUIIOKUMH HAIlMOHATHU CHCTEMH 3a chOHMpaHe. Te3n Mepku e
IIOMOTHAT 3a OIla3BaHe Ha OKOJIHATa cpeja.

13. Kuaacudukanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOTYKTH

I[a CC OTITyCKa CaMO IIO JICKAPCKO MPCAINTMCaHuneC.

14. Homepa Ha pa3pellieHHeTO 32 THPIOBUS H Pa3MepH ONAKOBKHU
0022-1521

Pasmepu Ha onakoBKkara:

Kaptonena kyrtus ¢ eqna Oytuika ot 250 ml (500 no3u) u 500 ml (1000 mo3m).
He Bcuuku pazmepu Ha onmakoBKaTa MOraT Ja ObJaT npejaraHy Ha rnasapa.
15. JlaTa Ha mocjieAHATA peAaKIUs HA TEKCTa

07/2025

[MToxpo6Ha nH(pOpMaIKs 32 TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE Ja HAMEpHTE B 6a3aTa JaHHU
Ha Cpro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lannwu 3a BpB3Ka

HDI/ITC)K&TCJ'I Ha pa3spCuICHUCTO 3a ThbPIroBHUsA, IPOU3BOAUTCII, OTTOBAPAIL 34 OCBO60)KI[aBaHeTO Ha
IIapTuan U 1aHHU 34 BPH3Ka 3a C’LO6H.[aBaHe Ha npcarojgaracMmu He6J’IaFOHDI/I$ITHI/I pPCaAKIIUU.
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Ten: +359 28193749

17. JlombanuTeana uadopmanus
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https://medicines.health.europa.eu/veterinary

3a cxemara 3a IaCMBHA MMYHHU3aLUs IpK IpoBoKaius cbe S. Enteritidis miu S. Typhimurium He e
JI0Ka3aHO 3HAYMMO HaMaJIsBaHe Ha mojokuTeHuTe 3a Salmonella mpobu ot yepen apob u maak.

{HOH’BJ’IB& C€ Ha HaIlMOHAJIHO HUBO, KBACTO € HpI/IJ'IO)KI/IMO}

BcAka 0onvaHUMenHa UHGOPMAYUs 0MHOCHO pa3npocmpaHeHuemo,
npumexcaeaHemo unu 8cAKa Heobxoduma npedna3Ha MAPKA 8 Cbomeemcmeue ¢
paspeuwieHUemo 3a mvpaosusa U 8 cbomeemcmaue c YneH 14(2) u/uau HayuoHanHuUmMe
U3UCKBAHUSA Moxce 8a ¢hu2ypupa 8 masu 02padeHd C NpasobebHUK 30Hd.

18.8.2025 .

X

A-P KPACUMWP 3/TIATKOB
AWNPEKTOP HA ANPEKL A KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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