~ Boehringer
I”ll Ingelheim
Entericolix
MH)XEKLIMOHHA eMyJicuA 3a npacera

EaHa posa (2 ml) oT nHakTMBMpaHaTa BakCMHA CbAbpXKa:

AKTMBHM cy6ctaHumm: Escherichia coli wam P4 (F6 aaxesunun) = 1 RP*, Escherichia coli
wam P5 (F18ab aaxesnnun) = 1 RP*, Escherichia coli wam P6 (F4ac agxe3uHun) = 1 RP¥*,
Escherichia coli wam P9 (F18ac aaxe3umHn) = 1 RP*, Escherichia coli wam P10 (F5 + F41
aaxesnHn) = 1 RP*, 6eta Tokcona Ha Clostridium perfringenstun C (CZV13)> 10 IU** oT B
AHTUTOKCUH/MI 3a€eLlKK CEpPYM.

TepaneBTUYHM MNMOKa3aHUA: BakcMHauusa Ha CBUMHE-MalKu M MNaaum CBUHE 3a pasnnoj 3a
nacMBHa MMyHM3auMsa Ha nNpaceHuaTa cpelwy konmbauwmnosa, NpUYMHEHA OT €HTEepPONnaTOreHHu
n eHTepoTokcureHHu E. coli wamoBe, ekcnpecupawm F4ac, F5, F6, F18ac u F41 aaxe3suHu,
cpewy eaemHa 6onect, npuunHeHa oT E. coli wamose, ekcnpecupawm F18ab aaxesnH u cpelty
HEKPOTUYEH eHTepuT, npuumHeH oT C. perfringenstun C, KakTo cnegBa: HoBopoaeHwu
npaceHua: BakcuMHaTa HaMansiBa CMbPTHOCTTA U KIAWMHWUYHUTE Npu3Hauum (Texka aumapus),
Abkawm ce Ha konubauwunosa; BakcnmHaTta HaMansiBa CMbpPTHOCTT@ U KIIMHUYHUTE MPU3HaUM,
Ab/KalM ce Ha HEKPOTUYEH eHTepuT, npuunHeH ot C. perfringenstun C. OTbMTKM npaceHua:
BakcnHaTa HaMansBa CMbPTHOCTTA U KIIMHUYHUTE MpU3HaUM, Ob/KAWKM ce Ha eaeMHa 6onecr;
BakcnHaTa HamansBa KAMHWUYHUTE Npu3Haum (Texka Anapus) Ha konmbaumnosa; BakcuHaTa
HaMansBa KJAMHUYHUTE MPU3HAUM Ha XPOHUYEH eHTepuT, Absmxaw, ce Ha C. perfringenstun C.
MpoAab/MKNTENHOCT Ha MMYHUTETa: 21 aHM 3a MHdekumu, npuumHeHm oT F4ac, Fl8ac
(konunbauunosza) w Clostridiumperfringens Twun C (HEKpOTMYeH eHTepuT); 21 AHM 3a
aHTuTenata cpewy F5, F6 u F41, HO edmKacHOCTTa Ha 3aluMTa Ha HMBATa Ha aHTUTenaTa He e
yCTaHoBeHa; 28 aHW 3a uHdekunmn, npnyumHeHun ot F18ab (eaemHa 6onecr).

BunaoBe >XMBOTHMU, 3a KOMTO € npepHasHadyeH BMI: [paceta (cBuHe-mMankm mn mniagm
CBWHe 3a pasnioa. bpeMeHHOCT n nakraumsa: Moxe ga ce npwuaara no BpeMe Ha 6peMeHHOCT.
BakcuHaTa He TpsibBa ga ce npunara npes3 4-ceAMUYHUS Nepuvoj nNpean ovyakBaHaTa gaTta Ha
onpacBaaHe.

dapmMakoTepaneBTUUYHa rpyna: VMHaktuBmpaHu bakrtepuanHu BakCUHWU cpelly Escherichia coli
n Clostridium perfringens. BeTepnHapHoMeauuuHckn AHaToMo-TepaneBTuyeH Koa: QIO9ABO08
BakcuMHaTa cbAbpxa WMHaKTUMBMpPAHU wamoBe OT Escherichia coli, ekcnpecupalim aaxesvHuTte
F4ac, F5, F6, F18 ab, F18ac n F41, kouto nNpuuMHABaAT HeOHaTa/IHA EHTEPOTOKCMKO3a Npu
npaceHuaTa, a Taka Cblo W B-eHTepoTokcuH oT Clostridium perfringens tvn C. BakcuHata
CbAbpXKa MacneH agXXyBaHT. [1py CBMHE-MalKM U Mfiaan CBMHE 3a pasnsoj BakCMHaTa uHayumpa
cneumduyHata CepoKOHBEPCUS HA BaKCMHUMPAHUTE >KMBOTHW; MpaceHuata ca MNacuMBHO
WMYHM3MpaAHW OT nMpueMa Ha KonacTpa, CbAbpXawa aaxesunH-cneynduyHunaHTuTena
cpewyEscherichia coli v aHTuTena cpewy eHTepoTokcnHuTe HaClostridium perfringens.

3a Bcfika MHPOpMaUMA OTHOCHO TO3M BEeTEePUMHAPHOMEAMLIMHCKM NpPOAYKT, MOJNA
CBbp)XeTe ce C TepuTopuasiHUMs nNpeacTaBuUTesl Ha npuTexxaTesia Ha JiMueH3a 3a
ynortpeba.




