INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobilis Influenza HSN2, naxekpioHHa eMyJIcus 3a muieTra

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB

Enna noza ot 0,5 ml ceawspixa:

AKTHBHO BellleCTBO:

WuakTuBupaH, [ aHTUTEH Ha BUpyca Ha WHQUIyeHIata mo nruiure ot moartun HSN2 (mam
A/duck/Potsdam/1402/86), naaynupar HI Tutep ot >6,0 log, mpu u3nuTBaHE B CHOTBETCTBHE C TECT

3a aKTUBHOCT.

AKYBaHT:
Liquid light paraffin 234,8 mg

ITomomHu BelecTna:

KadecTBeH CbCTaB Ha MOMOIIHHUTE BelleCTBA U
APYIruTe ChbCTaBKH

Polysorbate 80

Sorbitan mono-oleate

Glycine

Water for injections

bsna J0 IIOYTHU 0s171a XOMOT€HHA EMYyJICHUs.

3. KIMHUYHA UHO®OPMALUA

3.1 BwujaoBe :XMBOTHH, 32 KOUTO € npeaHa3Hayen BJIIT

TTunera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BUJ ’KUBOTHHU, 32 KOMTO € MpeAHA3HAYEH NPOAYKTHT

3a akTHBHA UMYHHU3aIlMs Ha MTWJIETA CPelly HH(IIyCeHIIa 110 NTUIMTe, TiIl A, moarun HS.

Hauano na umynurera: EdukacHocTTa € oleHeHa Ha 0a3aTa Ha NpEABAPUTEIHUTE PE3YJITaTH NPU
nwiera. PenyrnupaHeTo Ha KIMHWYHHTE TMPH3HAIM, CMBPTHOCTTA W OTACNSHETO Ha BUpYycCa CIe

MIPOBOKAIIHS ca HAOIIOAaBaHU TPH CEAMUITH CIIC]] BAKCHHAIIAATA.

IIponsxkurenHoct Ha umyHuTeTa: He e gokazana. Moxe na ce oyakBa CEpyMHHUTE aHTHUTENa Ja
MIEPCUCTHUPAT 32 Hali-MaJIKo | TOJMHA Clie]] MPUIIOKEHNETO Ha JIBE J03H OT BaKCHHATA.

3.3 IIporuBomoka3zanus
Ja He ce mpunara HHTPaMyCKYyJIHO IIPU MHJIETa Ha BB3PACT MO-MaJIKo OT 2 CEIMUIIH.
3.4 Cneuuajnu mpeaynpesxxaeHus

Jla ce BakcHHUpAT camMo 37paBH KUBOTHH.



3.5 Cneunuajnu mpeanasHu MepKHU NMPH ynoTpeda

Crenpaiany Ipeamna3sid MEpKH 3a 0e3ommacHa yoorpeda Ipy BUIOBETE JKUBOTHH, 34 KOUTO €
npeaHasnaueH BJIII:

Ta3u BakcHHa € U3MUTBaHa 3a 0€30MMaCHOCT MpH MueTa. AKO ce ynoTpeOsBa mpu ApyTy BUAOBE
IITUIU, KOUTO CE€ CMATAT 3a U3JI0OKCHU Ha PUCK OT I/IH(i)eKHI/IH, npuiaraneTo " IIpU TE3U BUOOBE TpH6Ba
Jla CTaBa MPEAMNasiiBo, KaTo Ce MPEeNnopbyuBa BAKCUHATA Ja C€ U3IIUTBA BbPXY MaTbK Opoi NTHUIN
Ipeau MacoBaTa BaKCHHALHSL.

HuBoto Ha eukacHOCT npu ApyrH BUAOBE MOXKE [ja C€ pa3iIniaBa OT TOBa, KOETO ce HaOI0AaBa Ipu
MuiIeTaTa.

Husoro Ha nmocturHarara eukacHOCT MOXe Jja Bapupa B 3aBUCHUMOCT OT CTEIICHTa Ha AaHTUT€HHA
XOMOJIOKHOCT MEXKAY BaKCUHAJIHUA I[aM U HUPKYJIUPAIIUTE TEPCHHU HIaMOBEC.

CrenyanHy Ipeana3sHi MepKH 3a JIMIaTa, IPWIAraly BeTepHHAPHUS JIEKaApCTBEH IPOIYKT HA
KHBOTHUTC:

3a morpeburenure:

To3m  BerepuHapeH  JIEKapCTBEH  NPOAYKT  CHhABpKa  MuHepanmHo  Macio.  Ciy4aiiHOTO
WH)KCKTHPaHE/CAMOMHKEKTUPAHE MOXKE Ja MpeIu3BHKa CUIHA O0OJKa M TMOJyBaHEe, OCOOCHO TNpuU
WH)KEKTHpaHe B CTaBa WX MPBCT U B PEAKHU CIIy4ad € Bb3MOXKHO J]a Ce 3aryOH 3acerHaTHs IPBCT, aKo He
€ OKa3aHa HaBpeMe JIeKapcka MOMOII. AKO IO CIy4YailHOCT cTe WH)KEKTHPAaHW C TO3W BeTepHUHApeH
JICKapCTBEH TPOJYKT, MOTBPCETE CICHIHO CHhBET OT JIeKap M HOCETe JIMCTOBKaTa ¢ Bac, mopu na e
WH)XCKTHPAaHO CHBCEM MAaJIKO KOJUYECTBO. AKO Oojikara mpoabibkaBa IOBedYe OT 12 yaca cien
MEJIUIWHCKUS TIPETIIE]], TOThPCETEe OTHOBO CHBET OT JIEKapS.

3a nexapure:

To3u BeTepuHApEeH JIEKapCTBEH HPOLYKT ChAbp)Ka MUHEpaqHO Macio. Jopu ma ca MHXEKTHpaHU
MaJIKi KOJIMYECTBA, CIy4yailHOTO MH)KEKTUpPAHE C TO3M BETEPUHAPEH JIEKapCTBEH NMPOAYKT MOXE Ja
MPEeIU3BHKA T0SBa HA CUJIEH OTOK, KOWTO MOXKE HampuMep Jia JOBEE 0 HCXEMHYHA HEKpo3a U JOPH
1o 3ary6a Ha npbeT. Heooxonuma e HE3BABABHA, xoMneTeHTHa Xupyprudecka Hameca. Bb3MokHO
€ J]a ce HaJIOXKM MHLM3USA U MPUralys Ha MHXEKTHPAHOTO MSICTO 0COOEHO aKO ca 3acerHaTH ILyjraTa
Ha MPBCTA WIN CYXOKUIIAETO.

Crenuanady npeana3sHy MEPKHM 34 3al[iTa Ha OKOJIHATA CPEa:

He e npunoxxumo.
3.6 Heb6aaronpusiTHu peakunu

Iunera:

MHoro decTu OTOK B MACTOTO Ha I/IH)KeKTI/IpaHe1

(moBeue ot 1 Ha 10 TpeTupanu
’KWUBOTHH ):

1 o
Judy3seH oToK, KOITO mep3ucTupa 3a okoso 14 mHu.

CroO0m1aBaHeTo Ha HEOJATONPUATHU PEAKIIUHU € BaKHO. TOBa MM03BOJISIBA HENPEKbCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JIEKapCTBEH MpoaykT. ChoOlIeHHATa TPsOBA Ja Ce M3IMpallar, 3a
MPEINOYUTAHEe YPEe3 BETCPUHAPEH JICKap, WM Ha IPUTEXKATEIIS Ha Pa3pelieHUETO 3a ThPTrOBUS, WU Ha
HAI[MOHAIHUS KOMIIETEHTEH OpraH dYpe3 HaIMOHAJIHATa CHCTeMa 3a CchoOmmaBaHe. Brokre Touka
»JJAHHH 32 Bpb3Ka'* OT JIUCTOBKATA.

3.7 Ynorpe6a mo BpeMe Ha OpeMEHHOCT, JAKTAIUS WJIHN AiilleHOCeHe

besomacHocTTa Ha BETCpHUHAPHU JICKAPCTBCH IIPOAYKT HE € J0OKa3aHa Imo BpEME Ha SIMIICHOCCHE.



3.8 Bs3aumogeiicTBHe C APYTd BeTePUHAPHM JIeKAPCTBEHH MPOJAYKTH U Apyru ¢opMu Ha
B3auMojelicTBUe

Hsma nanmmuna napOpManus 3a 6e30macHOCTTa U e(PUKACHOCTTA OT ChBMECTHOTO HM3MOJI3BaHE Ha Ta3H
BaKCHHA C JIPYTH BEeTepUHAPHU JIEKAPCTBEHH MPOAYKTH. B3eMaHeTo Ha pelleHne 3a MpuiiaraHeTo Ha
Ta3W BaKCHHA TpeAM WIM CJell yrnoTpebara Ha ApYyr BeT€pHHApeH JEeKapCTBEH MPOIYKT TpsOBa na
MPELEHU CIOPE ] UHIUBUTYTHUS CITy4ai.

3.9 HayuH Ha NpUJIOKEHHeE U J03UPOBKA
3a MMOJIKOYKHO WJIM HHTPAMYCKYJTHO ITPUIIOKEHHUE.

OcraBeTe BakcHHaTa J1a TocTUrHe Temmneparypa 15 °C — 25 °C.

Pasknarere mobpe npenu ynotpeoa.

W3znon3BaiiTe CTepUIIHI CIPUHIOBKY U UTITH.

[IpenoprunTenHo € a ce U3IM0JI3Ba 3aTBOpeHa multiject cucTeMa 3a BAKCHHUPAHE.

Ot 8 — 14-nHeBHA BB3pacT: npuinoxete 0,25 ml moaKOXKHO.

Ot 14-gHeBHa 10 6-ceqmuyHa BB3pacT: npuioxere 0,25 ml nu 0,5 ml moxkoxHO Wik
HUHTPaMYyCKYJITHO.

6-ceIMHYHM | TIO-ToJeMH: mpritokeTe 0,5 ml moAKOXKHO WM UHTPAMYCKYITHO.

bbaeny KOKOIIKK HOCAYKH | MHJIETa 33 Pa3IlIof: MPIIIoKeTe BTopa n03a oT 0,5 ml 4-6 ceamuru cien
ITbpBaTa BAaKCHHAIIHSL.

Hsma nannuna wHpopManus 3a pesyiraTa OT BaKCHHAIMATA MPH HAJIMYME HA Mal4YMHU aHTHTEINa.
[Mopanu Ta3u npuuMHAa UMYHHU3AIHUATA HA TOTOMCTBOTO OT BaKCHHHPAaHU NTHLHU TPsOBa J1a ce OTIIOKHU
JI0 HAMAJIIBAHETO HA TE3M aHTUTEIIA.

3.10 CumnTomu Ha npeao3upaHe (M KOraTo € NPUJI0KUMO — MPOLEAYyPH HA JeiicTBUE TIPH
CIIENIHM CIy4Yau U AHTUAOTH)

Crnen mpuiiokeHrEe Ha IBOMHA /1034 HE ca HaOII0AaBaHU HEOIArONMPUsATHU PEAKITUH, PA3TUIHI OT
TE3H, OITFCAaHU B T. 3.6.

3.11 ChneumnajHu OrpaHUYeHUs 32 YNIOTPeda U CIeUATHH YCJI0BUS 32 yNOTpeda, BKIIOYMTETHO
OrpaHHYeHHs 32 ynoTpedaTa HA AHTUMUKPOOHYU U MPOTUBONAPA3ZUTHU BeTEPUHAPHHI
JIEKAPCTBEHU MPOAYKTH, € L[eJI 12 ce OTPAHUYHU PUCKDBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Besiko nuiie, koeTto Bb3HAMeEpsiBa Ja MPOU3BEXKAA, BHACS, MPUTEXKAaBa, Pas3lpOCTpaHsBA, MPOJaBa,

CcHa0/Ba ¥ yHOTpeOsBa TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT, TPSAOBA IIBPBO J1a C& KOHCYJTHPA C

KOMIIETEHTHUTE BJIACTH Ha CHOTBETHATa IbpKaBa WIEHKAa OTHOCHO ACWCTBAIIWTE BaKCHHAIIMOHHH

MOJTUTHKH, KaTO Te3W AEWHOCTH MOTAT Ja ObJaT 3a0paHeHH B AbpkaBa WIEHKA Ha IsUtaTa WX 9acT OT

HelfHaTa TepUTOpHs, B ChOTBETCTBHE C HAIIMOHAIIHOTO 3aKOHOATEIICTBO.

3.12 KapeHTHH cpoKoOBe

Hyna gau.

4. NMYHOJIOI'MYHA HH®OPMALIUA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI01AA23.



Bakcunara cTuMynHpa akTHBEH UMYHHUTET CpEIly BUpyca Ha HH(ITyeHIaTa 10 MTULUTE TUT A,
noarum HS.

AKO IMPKYJIHPALIMAT TEPEHEH BUPYC Ha MH(IIyeHIIa IO NTUIUTE € C pa3IHYeH KOMIIOHEHT N OT
BKJIIOUCHHSI BBB BakCHHATa N2, € Bb3MOXKHO J1a ce Au(epeHIpaT BAKCHHUPAHUTE OT UHPEKTHPaHUTE
NTUIN Ype3 U3IIOI3BaHe Ha INAarHOCTHYEH TECT 32 OTKPHUBAHE HAa aHTHUTENA CPEIly HEBpaMHHNa3a.

5. DAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cMmecBaiite ¢ apyr BeTepUHApEH JIEKAPCTBEH MPOIYKT.

5.2 Cpok Ha rogHocT

Cpok Ha TOTHOCT Ha KpaliHUS BEeTEpUHAPEH JEKAPCTBEH MPOIAYKT:

PET Oyrtunka: 2 rogwHH.

CrekiteHa OyTrika: 1 rogmHa.

Cpok Ha TOIHOCT cJiell ITbPBO OTBapsHE Ha MbPBUYHATA OMIAKOBKA: M3IMOI3BaliTe B pAMKUTE Ha § yaca.

5.3 CpenuanHu yci0BMs 3a CbXpaHeHUe

Jla ce cpxpaHsiBa U TpaHCIIOpTHpPa B oxyaneHo cberosaue (2 °C — 8 °C).
a He ce 3ampa3ssBa.

5.4 Bwujau cbCTaB HA IbPBUYHATA ONAKOBKA

Byrunka (xuaponutuano tut I cTbkino unn nmonuetiieH tepedranat) ot 250 ml mim 500 ml,
3aTBOpPEHA C HUTPWJIHA TyMEHa Tara  3arevyaTaHa ¢ KoAupaHa aTyMUHHeBa Karnayka.

Pa3mepu Ha onakoBKara:
Kapronena xytus ¢ enna PET wimm ctpkiena Oyrmika ot 250 wim 500 ml.
He Bcuuku pa3Mepu Ha onakoBKaTa MOrar Ja ObJIaT MpesiaraHy Ha masapa.

5.5 CroenuajHu MepKH 32 YHUIIIO:KABAHE HA HEM3MOJI3BAHN MPOAYKTH HJIH OCTATHIMU OT TAX

BerepunapHuTe JIeKapcTBeHH NPOAYKTH HE TPsAOBa Ja OBIAT M3XBBHPISHHU Upe3 OTIAAHHU BOIW WITH
OWTOBHU OTHAIBITH.

W3nomn3saiite nporpamMu 3a BpbIIAHC IIPU YHHUIIOKABAHCTO Ha HCUIIIOJI3BAHU BCTCPUHAPHU
JICKapCTBEHU TIIPOAYKTH HWJIIM OCTAaThbOMU OT TAX B CBOTBETCTBHE C H3HUCKBaHWATA Ha MECTHOTO

3aKOHOAATCJICTBO M C BCHYKH HAaIlMOHAJIHHM CHCTCMHU 3a CL6I/IpaHe, MMPpUIOXKHUMU 3a CBHOTBCTHUA
BCTCPUHAPCH JICKAPCTBCH MPOAYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A ThbPI'OBUSA

Intervet International B.V.

7. HOMEP(A) HA PASPEHLIEHUETO 3A ThPI'OBUSA

EU/2/06/061/001-004



8. JATA HA ITBPBOTO U3JJABAHE HA PABPEHIEHUETO 3A ThPI'OBUSL

JlaTa Ha MBPBOTO M3/1aBaHe Ha pa3peieHueTo 3a Thpropus: 01/09/2006.

9. JATA HA NIOCJIEJHATA PEJAKLHUSA HA KPATKATA XAPAKTEPUCTHUKA HA
HHPOAYKTA

(MM/TTIT}

10. KJACHDPUKAIIUA HA BETEPUHAPHUTE JIEKAPCTBEHU NIPOAYKTH
[la ce oTirycka caMo 1o JIEKapcKo MpeIIICaHue.

[MonpoOHa nHpopMaius 3a TO3M BETCPHHAPEH JIEKAPCTBEH MPOIYKT MOKE Jla HaMmepuTe B O6azaTta JaHHU
Ha Cwro3a otHOCHO mpoaykrute (https://medicines.health.europa.cu/veterinary).



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

INPUJIOKEHHUE I1

JAPYI'U YCJIIOBUA U UBUCKBAHUA KBM PASPEHIEHUETO 3A THhPI'OBUs

Hsama



NMPUJIOXKXEHUE I1I

ETUKET U JINCTOBKA



A. ETUKETHA



NHOOPMAILIUSA, KOATO CE U3IINCBA BbPXY BHBHIIHATA OITAKOBKA

KAPTOHEHA KYTHS (250 ml, S00 ml)

1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Nobilis Influenza HSN2, urkekuoHHa emMyncust

2. KOJMYECTBO HA AKTUBHUTE BEIHLIECTBA

Enna mo3a ot 0,5 ml ceamppika:

WnakTuBHpaH, U1 aHTUTEH Ha BHpyca Ha HWH(IyeHHara nmo ntuuure oT moatun HSN2 (mam
A/duck/Potsdam/1402/86), uaayuupam HI tutep ot >6,0 log, npu n3nuTBaHe B ChOTBETCTBUE C TECT
32 aKTHBHOCT.

3. PASMEP HA OITAKOBKATA

250 ml
500 ml

4. BUJIOBE )KUBOTHHM, 3A KOUTO E IPEJITHA3ZHAYEH BJIII

Ilunera

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUS

‘ 6. HAYUHU HA TPUJIOKEHUE

WHaTpaMyckymHO mim onkoxHo npuinoxernune (0,25 mo 0,5 ml, B 3aBucuMOCT OT BB3pacTTa).

7. KAPEHTHHU CPOKOBE

Kapenren cpok: Hyna aHu.

| 8. CPOK HA TOJIHOCT

Exp. {Mmm/rrTr}

Cren mpoOwuBaHe M3ITOJI3BA B paMKUTE Ha 8 Jaca.

‘ 9. CIIEHHMAJIHU YCJIOBUS 3A CbXPAHEHUE

Jla ce cpxpaHABa U TPAHCTIOPTHPA B OXJIJIEHO CHCTOSHUE.
a He ce 3ampassiBa.
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‘ 10. HAMAIUCHT ,,JIIPEJU YIIOTPEBA TIPOYETETE JIUCTOBKATA“

[Ipenu ynorpeba npodereTe TMCTOBKATA.

‘ 11. HAAIUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCIUITMHCKA yHOTpe6a.

12. HAIIMUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHA
3A JIEHA MECTA”

Ja ce cpxpaHsBa ganed OT Iorjena U Ha HeTOCTHITHH 3a JIela MecTa.

13. HME HA IPUTEXATEJISI HA PASPEIIEHUE 3A ThPT'OBUS

Intervet International B.V.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBHA HA BJIII

EU/2/06/061/001 (250 ml crpkiena OyTuika)
EU/2/06/061/002 (500 ml cTpkiieHa OyTHIIKA)
EU/2/06/061/003 (250 ml PET OyTuika)
EU/2/06/061/004 (500 ml PET GyTuika)

15. NAPTHIEH HOMEP

Lot {HOoMmep}

11



NHO®OPMALIMUA, KOATO TPABBA JA BbJAE U3IIMCAHA BBbPXY ITBbPBUYHATA
OITAKOBKA

ETUKET BYTUJIKA (PET, CTBKJIEHA)
250 ml, 500 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Nobilis Influenza HSN2, uHXeKIIMOHHA €MYJICUS

2. KOJIMYECTBO HA AKTUBHUTE BEIHLIECTBA

250 ml
500 ml

MHakTUBUpaH ISUT aHTUTECH Ha BUpyca Ha WH(ITyeHara mo nTumute ot noarun HSN2 (mmam
A/duck/Potsdam/1402/86), uanymupant HI tutsp ot >6,0 log,/mo3a

3. BUJOBE KUBOTHMU, 3A KOUTO E ITPEJJTHA3HAYEH BJIII

IInnera

4. HAYUHU HA TPUJIOKEHUE

HHTpaMyCKYJTHO WITH MTOKOKHO MPUIIOKEHHE.
[penu ynotpeda npovereTe JIUCTOBKATA.

5. KAPEHTHH CPOKOBE

KapenTen cpok: Hyna qHU.

‘ 6. CPOK HA I'OJJHOCT

Exp. {mMm/rrTT}

CHCZ[ HpO6I/IBaHC HU3M0J3Bail B pPaMKHUTEC Ha 8 gaca.

‘ 7. CIIEHHMAJIHU YCJIOBUS 3A CbXPAHEHUE

ﬂa CC ChbXpaHdABa U TPAHCIIOPTHUPA B OXJIAACHO CHCTOSAHUC.
I[a HE CC 3aMpa3ssiBa.

‘ 8. NME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A ThbPT'OBUS

Intervet International B.V.
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| 9. TAPTHJEH HOMEP

Lot {nomep}

13



B. INCTOBKA
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JJMCTOBKA

1. HaumeHoBaHMe Ha BeTepHMHAPHUS JIEKAPCTBEH NMPOAYKT

Nobilis Influenza HSN2, nnxeKiioHHa eMyJicus 3a muiera

2. CncraB

Enna mo3a ot 0,5 ml ceamspika:

AKTHBHO BeLLEeCTBO:

WnakTuBHpaH, L1 aHTHTEH Ha BHpyca Ha WH(IyeHHara nmo nruumre oT moatun HSN2 (mam
A/duck/Potsdam/1402/86), uagyuupam HI tutep ot >6,0 log, npu n3nuTBaHe B ChOTBETCTBUE C TECT

3a aKTUBHOCT.

AJKYyBaHT:
Liquid light paraffin 234,8 mg

bsna mo moutn 0s171a XOMOT'eHHA EMYJICHUs.

3. BugoBe ;kMBOTHH, 32 KOUTO e npeaHazHaueH BJIII
IIunera.
4. Iloka3anusn 3a ynorpeda

3a akTUBHA UMYHH3aINs HA TTWJIETa Cpenry HHGIyeHIa o NTHInuTe, TN A, moarwum HS.

Hauano na umynurera:

EdwukacHocTTa € omeHeHa Ha 0a3aTa Ha MPeABAPUTEIHUTE Pe3yiTaTd Npu nuiera. Pegynupanero Ha
KIIMHUYHUTE MPHU3HAIK, CMBPTHOCTTA M OTACNSHETO Ha BHpYyca Cle]] MPOBOKAIUSA ca HaOI0IaBaHU
TpU CEAMHUIM CJIC] BaAKCUHALIUATA.

IIponsxkurenHoct Ha umyHuTeTa: He e gokazaHa. Moxe na ce oyakBa CEpyMHHUTE aHTHUTeENa Ja
MIEPCUCTHUPAT 32 Hali-MaJIKo | TOJMHA Clie]] MPUIIOKEHUETO Ha JIBE J03H OT BaKCHHATA.

5. IIpoTuBonoOKa3aHus
Jla He ce mpwtara HHTPaMyCKYJTHO TIPH MIJIETa Ha BB3PACT MO-MaJIKO OT 2 CEIMHUIIH.

6. Crenuajnu npeaynpexaeHust

CrenuanaHy OpeaynpexIcHus:
Jla ce BakcHHHpAT caMmo 31IpaBH KHUBOTHH.

CrenuanaHy nNpeana3Hyd MEPKH 3a Oe3omacHa yonoTpeba IpH BUIOBETE KUBOTHHU, 3a KOUTO €
npeaHaszHaueH BJIIT:

Ta3u BakcuHa € U3MUTBaHA 32 0S30MACHOCT MPH MUIeTa. AKO ce ynorpeOsiBa mpu JpyTy BUAOBE
INTUIIHU, KOUTO CE€ CMATAT 3a U3JIOKCHU Ha pI/ICK oT I/IH(i)eKHI/DI, npnnaraHeTo I>I HpI/I TE3U BUI0OBEC Tpﬂ6Ba
Jla CTaBa MPE/Ia3InBo, KaTO c€ MPENophYBa BAKCUHATA J]a CE€ M3MUTBA BHPXY MAIbK OpOoi MTUITH
TIpear MacoBaTa BaKCHHAITHS.

HuBoTo Ha epukacHOCT Ipu Ipyru BUIOBE MOKE JIa C€ pa3ndaBa OT TOBA, KOETO ce HabIoJaBa mpu
MHJIETATA.
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HupoTo Ha mocTurHarara C(l)I/IKaCHOCT MOIXKE Jia Bapupa B 3aBUCUMOCT OT CTCTICHTA HAa aHTUTCHHA
XOMOJIOXKHOCT MCKAY BaKCUHAJIHUS [aM U HUPKYJIUPAIMIATC TCPCHHU IaMOBC.

CrielnaJiHu npeJna3Hi MePKU, KOUTO TPsiOBa Ja B3eMe JHUIIETO, MPIJIATaI0 BEeTepUHAPHUS JICKAPCTBEH
OPOJIYKT HA JXUBOTHHTE:

3a moTpeburenuTe:

To3n  BeTepuHapeH  JIEKapCTBEH  MNPOAYKT  ChIbpXa  MHUHepanHo  wmacio.  Cry4aifHOTO
WHXCKTHPAHE/CAMOUH)KEKTHPAaHE MOXKe Ja Mpelu3BHKa CUJIHA OOJKa M MOAyBaHE, OCOOCHO NpHU
WH)KEKTUPAHE B CTaBa WIW MPBCT U B PENIKU CIIyYau € Bb3MOXKHO JIa ce 3aryOu 3acerHaTusi IphCT, ako He
€ OKazaHa HaBpeMe JIeKapcKa MOMOI. AKO MO CIyYalHOCT CT€ MHXEKTHPAHU C TO3UW BETEpUHApPEH
JICKApCTBEH NPOJAYKT, MOTHPCETE CIEIIHO ChBET OT JiKap M HOCETe JUCTOBKarta ¢ Bac, mopu na e
UHKEKTHPAHO CBhBCEM MAJKO KOJMYECTBO. AKO OoONlkaTa NpOabIKaBa MmoBeue OT 12 waca cref
MEIUIUHCKHS TIPETe]], MOThPCETe OTHOBO CHBET OT JIEKapsl.

3a nexapure:

To3u BeTeprWHaApeH IJIEKapCTBEH MPOAYKT ChAbp)Ka MHHEpasHO Macio. Jlopw ma ca WH)XEKTHpaHH
MaJIKul KOJHNYCCTBA, CJIy‘I&fIHOTO HMHXCKTHUPAHE C TO3U BETCPUHAPCH JICKAPCTBCH MNPOAYKT MOXKE 1a
NpenM3BHKa MOsSBAa Ha CHJIEH OTOK, KOWTO MOYKE HalpuMep J1a JIOBEJE 10 UICXEMUYHA HEKpO3a U JOpU
mo 3aryba Ha npbcT. Heobxomnma ¢ HE3BABABHA, koMrierenTHA XUpyprudecka Hameca. Bp3MokHO
€ Jla ce HaJIOKM MHIM3WS M WPHUTAIHsl Ha HHXEKTHPAHOTO MACTO OCOOEHO aKo ca 3acerHaTH ITyJmaTa
Ha IPBCTA WU CYXOKHUIIUCTO.

CroenuanHy NpeAna3Hy MEPKH 3a 3aIlUTa Ha OKOJIHATA CpeJia:
He e npunoxxumo.

Ity HocadKH:
be3omacHocTTa HA BETepUHAPHUS JICKAPCTBEH MPOAYKT HE € JoKa3aHa 10 BpeMe Ha SHIEHOCCHE.

BsaumoseiicTBue ¢ Apyryu BeTCpUHAPHU JIEKAPCTBCHU NPOLYKTH U APYrd GopMu Ha B3aUMOACHCTBHE:!
Hsima HanmuHa nHpOpManus 3a 6€301acHOCTTa U e(PUKACHOCTTAa OT ChBMECTHOTO HM3IIOJI3BaHE HA Ta3n
BaKCHHA C JIpYT'M BEeTEpUHAPHU JICKAPCTBEHU NPOAYKTH. B3eMaHeTO Ha pelieHne 3a mpujiaraHeTo Ha
Ta3d BAaKCHHA MpEOu WIM Clied yrnoTrpebara Ha APYr BETEpUHAPEH JIEKApCTBEH MPOAYKT TpsiOBa na
IPELEHHU CIIOPEea MHANBUAYATHUA CITydail.

IIpenosupane:
Crnen mpuiokeHHEe HA IBOMHA /1034 HE ca HaOII0gaBaHU HEOIArONPUSATHU PEAKITUH, PA3TUIHI OT

TE3W, OITUCAHM TOJ TOUKa ,,HeOmaronpusatou peaknun .

Crennanaiy orpaHrYeHns 3a ynoTpeOa U cIelraaly yCI0BHA 3a ynoTpeba:

Besiko smile, KO€TO Bb3HAMEpsiBa Jla MPOM3BEKIA, BHACSA, NMPUTEKABa, Pas3lpOCTPaHsABa, MPOJABa,
CHa0Ba M yHOTpeOsABa TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT, TPSAOBA IIBPBO Ja Ce KOHCYJITHPA C
KOMIIETCHTHUTE BIIACTH HA CHOTBETHATA JbpPXKaBa UICHKA OTHOCHO JACHCTBALIMTE BaKCHHAIIMOHHU
MIOJIUTHKH, KAaTO TE3U JACWHOCTH MOTAT Ja ObJaT 3a0paHeHH B JbpiKaBa YWICHKA Ha IsUlaTa WIX 4acT OT
HelfHaTa TepUTOPHS, B ChOTBETCTBHUE C HAIIMOHAIHOTO 3aKOHOJIATEIICTRO.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiite ¢ 1pyr BeTeprHapeH JeKapCTBEH MPOAYKT.

7. HeOsaronpusaTan peakuun

IInnera:

Masoro gectu OTOK B MACTOTO Ha I/IH)KeKTI/IpaHC1

(nmoseue ot 1 Ha 10 TpeTHpaHM XKUBOTHH):

! udysen 0TOK, KOWTO mep3ucTHpa 3a oKoso 14 jHu.
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Cpo01maBaHeTo Ha HEOIATONPHUATHU PEAKITUHU € BaXXHO. TOBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha MPOIYKTa. AKO 3a0C/Ie)KUTE HAKAKBH HEOJIArONMPHUATHH PEAKIHH, BKIIOUUTECIHO H
TaKWBa, KOUTO HE Ca OMUCAHU B TA3W JIMCTOBKA WJIM MUCJIHTE, Y¢ BETCPUHAPHHS JICKAPCTBEH MPOIYKT
He JeiicTBa, CBBpXKETe ce MbpBO ¢ Bamms BeTepuHapeH jekap. Moere ChIIO Aa ChOOIIaBaTe
HEONMAroNpUSATHU PEaKIUU Ha MPUTEKATEIS HA Pa3PEIICHUETO 32 ThPTOBUsI, KATO M3I0JI3BaTe JAHHUTE
32 KOHTaKT B Kpas Ha Ta3d JIMCTOBKA WM uype3 Baimmara HamuoHalHa cHCTEMa 3a ChOOIaBaHE:
{moapoOHOCTH 32 HAIMOHAIHATA CHCTEMA } .

8. Jl03upoBKa 32 BCeKH BHJ ’KUBOTHO, HAYHHU W MeTO]] HA MPUJIOKEeHHE

3a MoIKOHO MK MHTPAMYCKYJIHO TPUIIOKEHUE.

Ot 8 — 14-nHeBHa BB3pacT: 0,25 ml MoAKOKHO.

Ot 14-gHeBHa 10 6-ceqmuuHa Bb3pact: 0,25 ml mim 0,5 ml MoIKOKHO MITM HHTPAMYCKYITHO.

6-cemMuaHY U o-TojiemMu: 0,5 ml MoAKOKHO WIIH HHTPaMYCKYJITHO.

bbaemy KOKOImKY HOCAaYKH U THJIETA 32 Pa3IuIoA: MPHIIoKeTe BTopa mo3a ot 0,5 ml 4-6 ceamunu cien
IbpBaTa BaKCUHAIIUA.

Hsma nannvna wHboOpManus 3a pe3yiraTa OT BaKCHHAIMATA MPH HAMYME HA MaWYMHU aHTHTEINA.
Ilopanu Ta3u npuuMHA UMYHHU3ALMUATA HA IOTOMCTBOTO OT BaKCHHHPAHU NTHLU TPAOBa J1a ce OTIIOKHU
JI0 HaMaJIIBaHETO HA T€3M aHTUTENA.

9. CbBeTH 3a NPABUJIHOTO MPHJIATaHEe HA MPOIAYKTA

OcraBeTe BakcHHATa J1a JOCTUTHE TeMneparypa 15 °C — 25 °C.

Paskmarere moOpe npenu ynorpeoa.

W3znon3BaiiTe cTepuiiHA CIPUHLIOBKH M UK. [IpemnopbuuTenHo € Ja ce u3moi3Ba 3aTBopeHa multiject
CHCTEMa 3a BaKCHHUpAHE.

10. KapenTHu cpokxoBe

Hyna nuu.

11. ChnenmnajaHu ycJIOBHSA 32 CbXpPaHeHHe

Ja ce cpxpaHsBa Janed OT Iorjiena U Ha HeIOCTHITHY 3a JIella MecTa.

a ce cpxpansBa u TpaHcmopTupa B oxianeHo cberosiaue (2 °C — 8 °C).

[a He ce 3ampassiBa.

Jla He ce uW3MON3Ba TO3W BETEPUHAPEH JIEKAPCTBEH MPOJIYKT CIlie[ M3THYaHE CpoKa Ha TOHOCT,

IIOCOYCH BBPXY €TUKETA. CpOK"bT Ha TOAHOCT OTroBaps Ha MOCICIAHUA JCH OT TO3U MECCII.

Cpok Ha TOAHOCT ciie/l TbPBOTO OTBApsIHE HA ITbPBUYHATA OMAKOBKA: § yaca.

12. CrhennaJiHu NpeANa3HA MePKH NPH YHUIOKaBaHe

BeTepI/IHapHI/ITe JICKApPCTBCHU IPOAYKTHU HE Tp516Ba Ja 6BIIEIT HU3XBBPJIAHU YPE3 OTHAAHHU BOAU WJIN
OuUTOBH OTHaabIH.
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W3nomn3saiite nporpaMu 3a BpPbBIIAHC TIPHU YHHIIIOXXKABAHCTO HaA HCUIIIOJI3BAHU BCTCPHUHAPHU
JICKAPCTBCHU IMNPOAYKTH WIHW OCTATBLIU OT TAX B CBOTBCTCTBHUC C H3UCKBAHUATA HAa MCECTHOTO
3aKOHOAATCJICTBO M C BCHUYKU HNPUITOXKUMHU HALIMOHAJIHU CUCTEMU 34 C’L6I/IpaHC. Te3u MCpKH 1€
IIOMOT'HAT 3a OITa3BaHC€ Ha OKOJIHATa Cpcla.

[MommTaiite Bamms BerepuHapeH jekap wiu (apMaleBT Kak Ja YHHIIOKHUTE HEHYKHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH.
13. Kaacupukanus Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

I[a CC€ OTITyCKa CaMoO II0 JIEKapCKO MpEeAIIMCaHue.

14. Homepa Ha pa3pellieHHeTO 32 THPTOBHUS U pa3MepH ONAKOBKH
EU/2/06/061/001-004.

Pa3mepu Ha omakoBKara:
Kapronena kytus ¢ emna 250 ml nim 500 ml cTpkieHa OyTuika.
Kapronena kytus ¢ enna 250 ml nnm 500 ml PET OyTtuinka.

He Bcuuku pasmepu Ha OolmakoBKaTa MOTar Aa ObJaT MpejyiaraHy Ha ma3apa.

15. /[laTa Ha mocjeaHaTa pelakius HA TEKCTa
{MM/TTTT}

IToapo6Ha wHGOPMAITHS 32 TO3W BeTePHUHAPEH JICKAPCTBEH MPOAYKT MOXE 1a HaMepuTe B 0azaTa
nmanau Ha Chio3a otHOCHO mpomykTuTe (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

IIpuTekaren Ha pa3peNICHUETO 34 THPIOBHS M IPOU3BOANTEN, OTTOBAPSIIL 38 0CBOO0K/IaBAHETO HA
MapTUAX U JaHHM 32 BPH3Ka 332 ChOOIIaBaHe HA IPEAIToIaracMy HeOJIaronpusTHA PEAKIIUN:
Intervet International B.V.,Wim de Ko6rverstraat 35, 5831, AN Boxmeer, THE NETHERLANDS

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0auka bbarapus Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: +420 233 010 242 Tel.: + 36 1 439 4597
Danmark Malta

TIf: + 4544 82 42 00 Tel: + 39 02 516861
Deutschland Nederland

Tel: + 49 (0)8945614100 Tel: + 32 (0)2 370 94 01
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Eesti
Tel: + 37052196111

ElLada
TnA: + 30210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 38516611339

Ireland
Tel: + 353 (0) 1 2970220

Island
Simi: + 354 535 7000

Italia
Tel: +39 02 516861

Kvnpog
TnA: +30 210 989 7452

Latvija
Tel: + 37052196111

Norge
TIf: +47 55 54 37 35

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Romania
Tel: +4021 3118311

Slovenija
Tel: + 3851 6611339

Slovenska republika
Tel: +420 233 010 242

Suomi/Finland

Puh/Tel: + 358 10 2310 750

Sverige
Tel: +46 (0)8 522 216 60

United Kingdom (Northern Ireland)

Tel: + 353 (0) 1 2970220

17. JlombanuTeana uadopmanus

AKO IIIPKYJIHPAIIUAT TEPEHEH BUPYC Ha HH(MIyEHI[a 110 NTHUIIUTE € C pa3ideH KOMIOHEHT N oT
BKITIOUCHHS BB BakcrHATa N2, € Bh3MOXKHO J1a ce Ju(epeHIIUpaT BAKCHHIPAHUTE OT WH(EKTUPAHNTE
NTUIH Ype3 U3IOJI3BaHE Ha JIMarHOCTHYEH TECT 32 OTKPHUBaHE Ha aHTHUTENA CPEIly HEBpaMHHNa3a.

YHOTpe6aTa Ha TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT € paspCli€Ha CaMoO IIpu CHC]_II/I(l)I/I‘-IHI/ITC

YCIIOBHSI, yCTAaHOBEHH OT 3aKOHOJATEICTBOTO Ha EBporelickus chi03 32 KOHTPOJ Ha WHGITyeHIIaTa 1o
MITUITATE.
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