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KPATKA XAPAKTEPUCTHUKA HA TIPOAYKTA KbM JIMIHEH3 3A YIIOTPEBA 0022-1891



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Ovilis Heptavac P Plus BG

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB
B 1 ml ce ceabpika:

AKTHBHU cy0OCTaHIMM:

Clostridium perfringens Tum B 30-60 TCP exunuim
Clostridium perfringens Tum C 30-60 TCP enunuim
Clostridium perfringens Tum D 80-160 TCP enunuim
Clostridium septicum 3-6 TCP  emunnmm
Clostridium tetani 6-12 TCP enununm
Clostridium novyi 8-16 TCP enuunnu

Clostridium chauvoei 1,25 x 108 keTKu ¥ ChOTBETHHS
toxoid

Vouru ¢ popMarH KICTKH Ha HAli-BAKHUTE CIUIEMHOIIOTHYHH CEPOTUIIOBE Ha
Mannheimia haemolytica u Pasteurella trehalosi, kynTuBupanu B ycioBus Ha OTCHCTBUE Ha KEJSI30:
5x10® knetku /ceporur.

AKYBaHT:

Aluminium hydroxide gel 400 mg
ExcuunuenTn:

Thiomersal 0,13 mg

3a IBJIHUSA CHUCHK HA EKCHMIIMEHTUTE, BUXK T. 6.1.

3. ®APMAIEBTHUYHA ®OPMA

NHKeKInoHHA CyCIICH3HSI.

4. KJIUMHUYHU JAHHU

4.1 BwunoBe ;KMBOTHM, 32 KOUTO e npeanasnayen BMII

Osgre.

4.2 TepaneBTHYHH MOKA3aHHs, ONPeeJIeHH 32 OTAeTHATE BH/I0BE ;KHBOTHH

3a akTUBHAa MMYHH3aIlMs Ha OBIC, KAaTO JOMBIHHUTEIHO CPEICTBO 332 KOHTPOJ HA KIOCTPHIHMHHH
uHQeKIHY (TM3eHTepHs MpU arueTa, Mek ObOpeK, Opai30T, 3T0KauYeCTBEH OTOK, HEKPOTHYCH XETaTHT,
TeTaHyc, KJIOCTpuauiiHi MeTputu, npuannernu ot Clostridim perfringens B, C u D, Cl. septicum,
Cl.novyi, Cl.chauvoei u Cl. Tetani) u macrpopeio3a (IIHEBMOHUS IIPH OBLIE OT BCHYKH BB3PACTH, Hali-

paHO Ha 3-ceMHYHA BB3PACT M 32 KOHTPOJ Ha MAcThOpeNo3a IMpH OTOWUTH arHeTa 3a YrosBaHe U
PasILIOHH OBIIE).



Bakcunara Mo)ke 1a ce M3M0J3Ba MPH OpeMEHHH OBIIE 332 KOHTPOJI Ha TU3EHTEPUS MPU arHeTaTa, MeK
0BOpeK, TeTaHyCc W MAacThOPEJI03a NpHU arHeTa, MoJydyaBaiKy 3aJ0BOJUTENICH KOJacTpaleH UMYHHTET
1pe3 MbpBUTE 1-2 THU ciiel paXKJaHETO UM.

4.3 IIporuBomOKAa3aHuUs
Hama.
44 CneuuaJHu Npeana3Hu MEPKH 32 BCEKH BMJ KMBOTHH, 32 KOUTO e npeaHazHadyedn BMII

Ja ce BakcHMHMpAT caMO 3[paBH KHUBOTHH.

Bakcunara He TpsOBa /1a ce mpuiara Mmpu arHeTa Mo-MajiKe OT 3 CeIMUYHA BB3pacT. XPAHUTEIHHUAT
PSKHM U METa0OJUTHUTE MPOIIECH TPU OPEMEHHH OBIIC Ca OT M3KJIIOYHMTEIHA BaXKHOCT 10 BpeMe Ha
BakcHHaIus. B ciyuait Ha cbMHEHUE, He3a0aBHO J1a € IOThPCU MEIUIIMHCKHU CHBET.

Baxcunara chabpika a/KyBaHT U MTOHSIKOTa MOXE JIa CE MOSABHU ciiaba, Obp30Mpexo/iHa pEeakus - OTOK
B MSICTOTO Ha MHXKEKTHPAHETO, MPOAbIDKaBaia 3-4 Mecena ciiel] BAKCHHAIIMATA.

45 ChoenuajaHu mpeamna3sHd MepKHU NpH ynorpeda

CrenyaiHy OpeAna3Hu MEPKH 3a )KUBOTHUTE IIPU yHOTpebaTa Ha MPOAYKTa

Maurbk Opoii )KUBOTHH OT BCSAKA IPyIia MOXKE Ja HE U3TPaXKAaT UMYHUTET CJIe]] BAKCHHALMATA, TOpaIu
UMYHOJIOTHYHA HEJOCTAaTBYHOCT. 3aJOBOJMTEIHM MMYHHH OTTOBOPH MOTaT Ja C€ IOCTHTHAT CaMo
[P 31paBH )KUBOTHH, €TO 3aIl0 TPsiOBa Aa ce u30sArBa BAKCHHUPAHETO HA )KUBOTHHU CHC ChIIBTCTBAILU
WHQEKIUA WM METa0ONMTHH cMyileHus. KakTo mpu moBeueTo yOMTH BakCHHU, HE MOXKE Ja ce
OuYaKBaT BUCOKHM HHMBA Ha UMYHUTET MpeId U3THYAHETO Ha 2 CEAMMIIM Clie]] BTOpaTa 103a OT MIbPBUS
Kypc Ha BaKCHHAIIHA.

IIpu BakcuHaiusi Ha OBIETE, TPsAOBa /1a ce M30ATBa cTpeca, 0COOCHO IMpe3 MOCIEeIHUTE CTaANHA Ha
OpeMEeHHOCTTa, KOTaTO MMa PUCK OT NMPEN3BUKBAHE HA a00PT U METaOOIUTHN CMYIIICHHS.

Toit kato OBILCTEC Ca MHOI'O YYBCTBUTCIIHU KbM 3aMBPCSABAHC (B MSCTOTO Ha MHXXCKTUPAHECTO MOKE Ja

CC IIOABHM BPEMCHHA ThKaHHA PEaKIusi U 10pHU 36CHGC) CC IperopbyYBa CTPOro Cria3BaHe Ha aCCIITUYHU
MHXCKIITMOHHHU TCXHUKH.

CrenmanHy Ipeana3sHy MEPKHU 34 JIMLAaTa, [IPUJIaraiy BETEpUHAPHOMENNIIMHCKIUS IPOAYKT HA YKUBOTHHUTE

CHy‘laﬁHOTO CAMOUHIXCKTUPAHC MOXKEC J1a JOBCAC 0 JIOKAJTIHO BB3NAJICHHUEC, CUJIIHA 60.]'[1(3., HapaHABAHC
Ha MCKHUTC TbKaHU HUJIN I/IH(I)GKLU/II/I.

HpI/I CJ'Iy‘-I&fIHO CaMOUHXCKTHUPAHE, He3ab0aBHO Ja C€ NMOTbpPpCU MEANIMHCKH CHBCT, KAaTO HaA JICKapA CC
npeaoCTaBU JIMCTOBKATA NJIM €TUKETA HAa IIPOAYKTA.

4.6 He0maronpusiTHu peakuuu (4€CTOTa U BAKHOCT)

Mosxe fa ce HabJI0aBaT peakiuy Ha CBPbXUYYBCTBUTEITHOCT. B ciyyail Ha aHaUIakTHIHA peaKIust
TpsiOBa Jia ce MPUIIOKHU He3a0aBHO ChOTBETHO JICUCHHE.

Bakcunara Moxe J1a IpeiM3BUKa M0sBa Ha MPEXOJCH OTOK B MACTOTO Ha MHKEKTHPAHETO, KOWTO Ce
pesopbupa 1o 3-4 mecema ciej BaKCHHAIHATA.

YecroTaTa Ha HEOIATONPUATHUTE PEAKIIUH CE OIIPEEIs Upe3 CleIHaTa KIacu(UKAIIH:

- MHOTO YecTH (ToBede oT 1 Ha 10 TpeTupaHu )KUBOTHH MPOSABABALIN HEOIATOIIPUSTHN PEAKIINN)

- yectH (oBeue ot 1, Ho mo-mainko oT 10 xuBoTHU Ha 100 TpeTHpaHu KUBOTHH)

- He yecTH (moBeye oT 1, Ho mo-Manko oT 10 xxuBoTHU Ha 1,000 TpeTHpaHU )KUBOTHH)

- penku (moseue ot 1, Ho mo-mainko ot 10 xuBoTHH Ha 10,000 TpeTHpaHu XKMBOTHH)

- MHOTO peaku (mo-manko oT 1 xuBotHO Ha 10,000 TpeTmpaHu KMBOTHH, BKIIOYUTEITHO H30JIMPAHH
CHOOIICHHUS).



4.7 'Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU SAiilleHOCeHe

BpemeHnHoCT:
Mosxe nma ce mpriiara 1mo BpeMe Ha OpeMeHHOCT.

OBlleTe MOXE Ja ce BaKCHHHpAT 10 BpeMe Ha OpPEeMEHHOCT 3a KOHTPOJ Ha AM3CHTEPHsTa INPH
arferarta, MK ObOpEK, TeTaHyC W Machopelio3a MpH arHeTara ¢ KoJacTpaliecH UMYHUTET Mpe3 MbPBUTE
1-2 nHuU cnen paXaaHEeTO UM.

4.8 BzaumopaeiicTBHE ¢ APYTrd BeTePHHAPHOMEIUIUHCKH MPOAYKTH M APYrd (popmMu Ha
B3auMoJjeiicTBue

Hsima manwana naopMarus 3a 6e30macHOCTTa U €(QUKACHOCTTA OT ChBMECTHOTO M3MOJI3BaHE Ha Ta3d
BaKCHHA C JIPYTH BETCPUHAPHOMEIUIIMHCKY MPOAyKTH. [lopanu Ta3u mpuynHa, IPUIaraHeTo Ha TO3HU
UMYHOJIOTUYCH BETCPUHAPHOMEIUIIMHCKU TPOAYKT TPEAd WM ClieJ yhnoTpebara Ha JIpyr
BETEPUHAPHOMEIUIIMHCKY TIPOAYKT TPSAOBA J1a CE MPEIICHU CIIOPEI WHAUBU Y aTHHSI CITyJaid.

4.9 Jlo3a u HAYMH HA MPUJIOKEHHE

BakcuHara TpsiOBa /ia ce mpriiara upe3 MmoAKOKHO HHXKEKTHPaHe B 7103a oT 2 Ml cTpaHuyYHO B ropHaTa
yacT Ha BpaTa, [IPY CIIa3BaHEe Ha M3UCKBAHMATA 38 CTEPHIIHOCT.

Bcunuku oBIle, Ha BB3PACT MO-TOJISIMA OT 3 CEIMHUIIM, KOUTO HE ca O BakCHHHMpaHu mo-paHo ¢ Ovilis
Heptavac P Plus BG tpsi6Ba nma ce BakcuHupar 2 mbTH ¢ jgo3a or 2 Ml, nmpe3 uHTepBan ot 4-6
CEIIMHUIIH.

Crnen ToBa Te TpsAOBa /1a ce peBaKCHHUPAT Mpe3 MHTepBat oT 12 Meceria.

[Ipu oBlE MaiKu, Te3W TOMUIIHM YCHIBAIIM BaKCHHAIMM TpsAOBa Ja ce mpuiaraT Mo BpeMe Ha
OpeMeHOCTTa, 4-6 CeAMULIU MPEI paKaaHe, KaTo CPEICTBO 32 KOHTPOII Ha 3a00JSIBAHUATA HA TEXHUTE
arbpHIA.

B oBuedepmMu, KbIeTO MMa MHOTO CJIy4ad Ha MAcThbOPENo3a, JOIBJIHUTEIHA OyCTep BaKCHHALUS C
BaKCHHA Cpelly MacThopeno3a MOXKE Jia Ce MPHIOKH 2-3 CeIMHIM TPEAH MPosiBa Ha OYaKBAHHUTE
WHEKINH.

Ovilis Heptavac P Plus BG me TpsibBa 1a ce mpuiara mpu arfeTa moj 3 ceIMHYHa BB3pacT MOpaau
BBH3MOXKHA MMYHOJIOTUYHATa MHTEp(EpEHIMS PH MHOTO MAaJIKH arHeTa ¢ MaluuMHHUTE KOJNACTPaIHU
aHTHUTEA.

ArHeTaTa, peJHa3HAuCHHU 3a YrosBaHEe WM Pa3IuIoj, TPsIOBa Ja MoTydar MbJIeH KypC Ha BAKCHHAIIUSL.
Ha 3-cenmmuuna Bb3pacT Te3u arHera TpsOBa Ja ObIAaT ABYKPATHO HMHXKEKTHpaHH ¢ jo3a 2 ml, mpes
UHTEpBall OT 4-6 ceqmuIk. BakcuHaTa ce mpernopbhuBa 3a NPUIOKEHHE NPH PA3IUIOAHUTE CTA/1a, Thid
KaTro Ce OCUTypsBa ONTHMAJEH KOHTPOJ Ha MpeoOsiaaBallinTe KIOCTPUINMHN HH()EKIUH TpU
BB3PACTHUTE OBLEC YPEC3 aKTHMBHA UMYHU3AIUA U ITPU MAJIKUTE arieta 4pe3 1MaCuBCH UMYHUTCT.

®dnakoHBT TPsIOBa 100pe 11a ce pa3KiIaTh Npeau ynorpeoa.
IIpenopbuBa ce N3MOI3BaHETO HA ABTOMATUYHA BaKCHHAI[MOHHA TEXHUKA.

Bakcunara Moxe /1a ce mpuiiara, 3MoJI3BaiiKi CTEPIITHH UIJIM ¥ CIIPUHIIOBKH, TIPY YCJIOBHE Y€ MPH
BCSIKO TTPOOOJKIaHe Ha TyMEHAaTa Tala ce M3I10J13Ba CTEPUIIHA UITIa, 3a Ja ce M30erHe KOHTAMUHAITHS
Ha OCTaHAJIOTO KOJNYECTBO OT MPOIYKTa.

CrpvHIOBKHTE U UTJIMTE TPsIOBa J1a ca MpsSCHO CTEPUIM3UPAHU Ype3 U3BapsiBaHe 3a HalH-Manko 20
MHUHYTH WM upe3 rama upaauanusa. He TpsOBa 1a ce n3mon3Ba ciupT WK IpYTy 1e3UHPEKTaHTH 32
CTepUIIU3aLUsL.



JlokasarencTBoTo 3a epukacTHOcTTa Ha Pasteurella/Mannheimia koMoHeHTHTE Ha BaKCHHATA €
NPEICTABEHO KaTO EKCIIEPUMEHTAIEH MOJIE Ha HH(EKIUATA U He € B3MOKHO JIa C€ MPOCIIE TH
NPOIB/DKUTETHOCTTA HA HMYHUTETA, U3ITOJI3BAMKK TO3H MeTOI. MiMa TOKJIaau 3a IPOIbDKHTETHOCT
Ha aKTHBHHSI UMYHUTET 0 | TOIMHA M TTACHBHUS 110 4 CEJMUIIN CJI€]] PaXKIaHETO HA arHeTara OT OBIIE,
BaKCHHUPAHU ¢ KOHBEHIIMAIHA BAKCHHA.

Bakcunata ¢ pa3paboTeHa Ciie/IBaiiKi POYYBAHUATA M U3CIICIBAaHUATA 32 BbBexaane Ha Plus IRP
TEXHOJIOTHsTA 32 Mpou3BocTBO Ha Pasteurella/Mannheimia xomnoneHnTute. BritouBaneTo Ha Te3u
KOMITOHEHTH I1I¢ TOBEJIC 10 YCHIIBaHE Ha €(DUKACHOCTTA U KPhCTOCAHA MPOTEKLHUS CPEIy CEPOTHIT
A12, KOWTO He € BKJIIOYEH B Ta3M BakcuHa. [IpoydBaHusTa 32 IMyHHHSI OTTOBOP IIPH OBIIEC MTOKa3BaT,
4e 2-KpaTHOTO MH)KEKTHUPAHE MPe3 MHTEPBaJ OT 4-6 CEAMUIIM Ce IPHJIara C Il IIbJIHA POTEKIIUSI.

4.10 Ilpeno3upaHe (CHMITOMHU, CIIEIIHA MEPKHU, AHTHAOTH), AKO € He00X0TUMO

He ca Ha6J'IIOHaBaHI/I He6J'Ial"OHpI/IﬂTHI/I JIOKQJIHM ¥ CUCTEMHHU pCaKLMH CJIe/ NpUJIaraHeTo Ha JABE J03U
OT BaKCHHaTa Ipu 6peMeHHI/I OBIIC U aruera.

411 KapeHTeH cpok

Hyna gxu.

5. NUMYHOJIOI'NYHU OCOBEHOCTHU
®dapMakoTepaneBTHYHA TPyIa: 32 UMYHHU3AIUS Ha OBIIE KaTO JOMBIHUTEIHO CPEJICTBO 32 KOHTPOI Ha
KIIOCTPUINHHN HH()EKIINA U TaCTHOPENo3a.
BerepunapHomenununcku Anaromo-Tepanestuuen Koa: QIO4AB0S.
6. OAPMAIEBTUYHU OCOBEHOCTH

6.1 CnucbK HA eKCIUNTHEHTHTE

Tiomersal

Tris

Maleic acid

Sodium chloride

Formaldehyde

Water for injections

6.2 OCHOBHHM HECHBMECTHMOCTH

[Tpu nurca Ha TaHHU 32 ChbBMECTHUMOCT, TO3H BETEPUHAPHOMEIUIIMHCKH MTPOAYKT He TpsiOBa Ja Objie
CMECBaH C JPYTd BETEPUHAPHOMEIULMHCKHN IPOIYKTH.

6.3 Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPHOMEAUIIMHCKA IPOAYKT: 2 TOTUHH.
Cpok Ha rOJIHOCT CJie/l TbPBO OTBapsHE Ha IIbpBHYHATa onakoBka: 10 gaca.

6.4. CnenuajJHM ycJI0BHS 32 CbXpaHeHHE HA MPOAYKTA

a ce cpxpansiBa B xuamHuK (2 °C — 8 °C).
[a ce nma3u ot 3ampBb3BaHe.

6.5 BI/IZI U CbCTAaB HAa MbPBUYHATA OIIAaKOBKaA



®dakOHU OT MOJIMETUIICH ¢ HUCKA MTBTHOCT X 50, 100, 250 wmu 500 ml, 3aTBOpeHu ¢ TyMEeHH Tamu u
aJTyMHUHHEBA KaMayKU.

He Bcuuku pasmepu Ha onmakoBKaTa MOraT Ja ObJaT mpeajaraHy Ha rasapa.
6.6 CrhenmnaJHu MepPKH 332 YHHI0:KABaHe HA HEM3MOJA3BAaH MPOAYKT WJIH OCTATHIU OT HEro

Bceku Hensnon3pan BCTCPUHAPHOMCAUIIMHCKU MMPOAYKT WJIM OCTATbIIU OT HCTO
Tpﬂ6Ba Ja 6’bHaT YHUIIIOKECHU B CHbOTBCTCTBUEC C U3UCKBAHUATA HAa MECTHOTO 3aKOHOAATCIJICTBO.

7. IPUTEXATEJI HA JIMITEH3A 3A YIIOTPEBA

Intervet International B.V.

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022 - 1891

9. JATA HA ITbPBOTO N3JABAHE/ITIOJHOBSABAHE HA JIMIIEH3A 3A YIIOTPEBA

Jara Ha mepBOTO M3AaBaHe HA JIUIIEH3a 3a ynoTtpeba: 24.10.2012
Jara Ha mocieHOTO MOIHOBSIBaHE Ha JIMIeH3a 3a yrnoTpeba: 18.09.2017

10. JATA HA TOCJIIEAHATA PEJAKIIUA HA TEKCTA
06/2021
3ABPAHA 3A ITIPOJAXKBA, CHABJSIBAHE U/NJIN YIIOTPEBA

He e npunoxxumo.

M3ITbJHUTEJEH JTUPEKTOP






