KPATKA XAPAKTEPUCTUKA HA TIPOAYKTA
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-2051

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA ITPOJAYKT
RUVAX
WnxekmoHHa cycneH3us: CBUHE, OBLE, TyHKH.
2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcesika mo3a (2 ml) oT BakcuHaTa ChaABpIKa:
AKTHBHA cyOcTaHIMSA:

Erysipelothrix rhusiopathiae (nu3upaHu OaKTEpUATHU KIETKH), CEPOTHI 2............ > 1 ELISA
CIUHUIIH.

AJKYBAHT:

AnymunneB xuapokcun (kato Al )

......................................................... 4.2 mg
ExcuunuenrTu:
THOMEPCATL. .. ettt e e 0.2mg

D) X000 000% () ¢ 4 N1 (o T 2 ml

1 ELISA enunMIa: KOIKOTO € HEOOXOAMMO 3a TOdy4YaBaHE NpU JKUBOTHH Ha WHJACKC Ha
cepokonBepcus (mo ELISA) cniopen EBponeiickata ®apmakories.

3a IBJIHUS CIIUCHK HAa SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMALHEBTUYHA ®OPMA

HnxekiuonHa CyCIICH3UH.

4. KJIMHUYHU JAHHU

4.1 Bunose :xuBOTHH, 32 KOUTO e NpegHasHaYeH BMII

CBuHE, OBLIE U MYHKU.

4.2 TepaneBTUYHM NMOKA3aHHSA, ONIPe/AeJICHH 32 OTACTHUTE BUAOBE 'KUBOTHH

AKTHBHA UMyHH3allMsl HA CBUHE, OBIIE U IIYHKH CPELly YEpPBEHKA.

4.3 [MpoTuBoNMOKa3aHUs

Hsama.

4.4 CnenuajaHM Mpeala3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpeaHa3HaveH BMII
Hsama.

4.5 Crnenmna/iHu NpeANa3HU MEePKH IIPH ynoTpeda
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CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

Jla ce BakcHHUPAT caMO 3paBH KUBOTHHU.
Ha ce cneapat oOnyaiiHuTe MpoLEeaypHy 3a (PUKCHpaHEe Ha KUBOTHUTE.

CHCLII/IaJ'IHI/I Opeanasdiy MCEPKH 3a Juiara, nOpujiaraimy BCTCPHHAPHOMCIMIIMHCKHA TIPOAYKT Ha
XKHMBOTHHUTC

HpI/I cnyqaﬁﬂo CaMOHHXXCKTHUPAHC, He3a0aBHO Aa CC MOThPCHU MCOAUIIMHCKU CBHBCT, KaTO HaA JICKApd CC
npeaoCTaBu JIMCTOBKATAa WIN CTUKECTA HAa IMPOAYKTA.

4.6 Heo0saronpusiTHH peakiium (4ecTOTa M Ba’KHOCT)

HpI/I MMOAKOKHO MHXCKTUPAHC MOKE Ia CC Ha6moz[aBa osdBa Ha BBH3CIIYC B MACTOTO Ha MHIKCKTUPAHEC.
Karo wm3kmoueHue Inpru HIKOW JKMUBOTHH, BaKCHMHATa MOXKC Ja TMpPCAu3BUKa pCaKIUusd Ha
CBPBXYYBCTBHUTCIIHOCT, B YaCTHOCT IIpHU TaKHBa KHWBOTHHU, KOUTO Ca CCHCI/I6I/IJ'II/IBI/IpaHI/I KbM
3apa3saBaHC C UCPBCHKA. B TakuBa Cllydau TpSI6Ba BC€AHAra a ¢ npeanpuemMe aCKBaTHO JICUCHUC.

4.7 Ynorpebda mo Bpeme Ha OPEMEHHOCT, JAKTALUS UJIH siilleHOCEHe
Moske a ce mpuiara 1o BpeMe Ha OpeMeHHOCT.

4.8 B3aumopneiicTBie ¢ ApPyrH BeTepHHAPHOMEIMIMHCKH TNPOAYKTH W JApyru (opmMmu Ha
B3aMMO/IelicTBHE

Hsama mammuna I/IH(l)OpMaLII/IH 3a 0€30MaCHOCTTA U e(l)I/IKaCHOCTTa OT CBbBMCCTHOTO M3II0JI3BAHC Ha Ta3nu
BaKCHUHaA C ApYIrvu BECTCPUHAPHOMCEIUIIMHCKHU TPOAYKTH. Hopazu/l Ta3u MpUYrHa HE CC MpenopbyBa Aa
CC mIpujiarat Apyru BaKCHHU 14 AHWU TIpEAn WJIK CJICA BaKCHUHAIMA C TO3U BCTCPUHAPHOMCIUIITUHCKU

MIPOAYKT.

4.9 J0o3a 1 HAYMH HA IPWJIOXKEHHe

IIpu cBuHeE:
J5100K0 HHTPaMyCKYJTHO HHKEKTHpaHe BbB BpaTa (Bb3MOXHO € U TIOAKOXKHO).

Wmxektupane Ha 103a oT 2 ml cbIiIacHO clegHaTa cxema:

= PeMOHTHHU cBHHe M penPOAYKTUBHY KUBOTHH:

®  HavanHu BakCHHAIMH

JIByKpaTHO MHXKEKTHpAHE NPE3 UHTEPBAJ OT 3 - 4 CeIMULIN TIPEIN IBPBOTO OCEMEHIBAHE.
" PepakcuHaIUU

PeBakcunanus npe3 6 mecena.

[Ipu cBUHE: B Kpas HA JaKTALIMOHHUS TIEPHOJ] MITU TIOCTIEIHUS Mecell OT OpeMEHHOCTTa.
[Ipu Hepe3n: He MO-MaKo OT 3 CEIMUIM NPEAN BKIIIOUBAHE B pa3BbHA JEHHOCT.

. IIpacera 3a yrosiBane

JIByKpaTHO MHKEKTHpaHE Npe3 MHTepBal oT 3 - 4 cenMuiu cien 10 cenMuyHa Bb3pacT.

IIpu oBUE:
HOZ[KO)KHO I/IH)KCKTI/IpaHe.

. WuxextupHe Ha 1032 0T 2 ml ChINIACHO CienHATa CXeMa:

. Bpemennn oBue

Havanau BakcuHaImu

JIByKpaTHO MHXKEKTHUpaHE IIpe3 UHTEpBal OT 3 - 4 CeIMULIH.

° PeBakcunamum

EnHOKpaTHO MHXKEKTUpPAHE TIpe3 MoceNHaTa TPETHHA Ha OPEeMEHHOCTTA.

Ilpu nyiiku:
[ToakoXXHO UHKEKTUPAHE.
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I/IH)KCKTI/IpaHe Ha go3a OoT 0.5 ml cprimacuo CJI€¢aHaTa CxeMa:

. IITum 3a BKJIOYBaHE B PeNPOAYKIUA U HOCAYKHU
. Havanau BakcuHaImu

EnnokpaTHO MHXKEKTUpPaHE el § ceIMUYHA Bb3pacT.

° PeBakcunaruu

[Ipeau HavanoTo Ha SIUIEHOCHUS TEPHO/.

4.10 IIpeno3upane (CHMITOMM, CIELIHH MEPKHU, AHTUIOTH), AKO € He00X0IUMO

He ca HaOnroaBaHu HEOArONPHUSITHY PEAKIMK CIIEH IIPUIaraHe Ha JIBOIHA /1033 OT BaKCHHATA.
4.11 KapeHnTen cpok

Hyna gan.

5. HMYHOJOI'MYHHU OCOBEHOCTH

dapmakoTepaneBTUYHA IPyIa: UMYHOJIOTMYHH MPOAYKTH 33 CBHHE, OBLE U ITYHKH.

WuakTtuBupany OakTepHaIHU BAKCUHHU (BKITIOUBAILM MHKOIJIa3Ma, aHATOKCHH U XJIAMUIHSA).
Berepunapromenuunacku Anatomo-TepanestindeH Kox: QI09ABO03, QI04AB08, QI01CBO02.
BakcunaTta mHIynmpa WUMyHEH OTrOBOp cpelny Erysipelothrix rhusiopathiae, KoeTo ce moka3zaBa C

MPOBOKAIMS HallpaBeHa Chbe cepoTumnose la,1b u 2.

6. OAPMALNEBTHUYHHU OCOBEHOCTH

6.1 CHnHCBLK HA eKCHUITHEHTHTE
Tuomepcan

Comu

6.2 OCHOBHH HECHLBMECTHUMOCTH

HpI/I JIMIICa Ha JaHHU 3a CbBMCCTUMOCT, TO3U BCTCPUHAPHOMCIUIIMHCKU IPOAYKT HE TpSI6Ba Ja 6’[)[[6
CMCCBAH C JPpYyTrud BCTCPUHAPHOMCIUITMHCKHU TIPOAYKTH.

6.3 Cpoxk Ha romHocT

CpOK Ha IrOAHOCT Ha KpaﬁHHH BCTCPUHAPHOMCIAUIIMHCKA IPOAYKT: 2 T'OAUHU.

CpOK Ha TOAHOCT CJICO MbPBO OTBAPAHC HAa IMbPBUYHATA OIIAKOBKA: TpSI6Ba Ja 6’[))_'[6 H3I10J13BaHa B
PaMKUTC Ha €JHA BaKCMHALIMOHHA OIICpalus.

6.4. CroenuajaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA

Ha ce cexpanspa B xnaquiauk (2 °C — 8 °C).
Jla ce masu OT CBeT/IHHA.

6.5 Bua u cbcTaB HAa MBPBHYHATA ONTAKOBKA

Tun I (Eur.Ph 3.2.1) cTpkienn ¢nakoHU 1 aMITyJIH U MOJTUIPOITHICHOB (JIAKOH:
2 ml (cTpKiIeHa)aMITyiia, OrakoBKa ¢ 1 ammyna.

2 ml (cTpKiIEHa)aMITysIa, ONTAKOBKA C 5 aMITyJH.

2 ml (cTpkien) ¢uakoH, onakoBka ¢ 10 ¢akona.

10 ml (cTpkien) ¢uakoH, onakoBka cl daakoH.
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20 ml (cTpkieH) ¢iakoH, onakoBka ¢ 1 ¢akoH.

50 ml (cTpkieH) ¢uakoH, onakoBka ¢ 1 ¢akoH.

250 ml (monunponuieH) ¢guakoH, onakoBka ¢ 1 ¢uakoH.

He Bcuukm pa3Mepu Ha OrakoBKaTa MOrat Jia ObJaT MpeiaraHy Ha masapa.

6.6 CnenuaJHu MepKH 32 YHUII0KABAHE HA HEH3MO0JI3BaH MPOAYKT WJIM OCTATHIU OT Hero
Bcekn Hen3mnoms3BaH BETEPUHAPHOMEIWIMHCKH NPOAYKT WM OCTaThIM OT Hero TpsdBa ga Obaat
VHHUIIOKEHH B CHOTBETCTBHE C M3MCKBAHUATA HA MECTHOTO 3aKOHOAATENCTBO.

7.  NPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

Boehringer Ingelheim Animal Health France SCS

29 avenue Tony Garnier

69007 LYON

FRANCE

8. HOMEP HA JIMLEH3A 3A YIIOTPEBA

Ne 0022-2051

9. JATA HA NOBbPBOTO WU3JABAHE/MNOJHOBSIBAHE HA JIMIHEH3A 3A
YIIOTPEBA

Jlata Ha TBPBO U3IaBaHE Ha JIMIICH3 32 yroTpebda: 25/06/2003

Jlata Ha moclieIHO TIOJHOBSIBAHE Ha JIMIEH3 3a yrnoTrpebda: 13/06/2013

10. JATA HA INIOCJIEJHATA PEJAKIIUS HA TEKCTA

05/2020

3ABPAHA 3A ITPOJAKBA, CHAB/JISIBAHE W/WJIA YIIOTPEBA

He e npunoxumo.

H3IIBJIHUTEJIEH JIHPEKTOP
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