JIMCTOBKA
1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH NPOAYKT

KOLIBOSAN suspension for injection
KOJIMBOCAH HmxexmuonHa cycneH3us
CepyM MMPOTHUB KOJIN I/IH(beKIlI/II/I IIpu TCJICTA U MpaceTa

2. Concras
Cscmas — 100 ml:

AKTHBHO BellIeCTBO
Immunoserum anti Escherichia coli bovinum nativum 100 mi

ITomoiIHO BelecTBo:

KonnyecTBeH cbeTaB, ako Tazu nHGpopManms
€ Ba)KHAa ¢ orJie]l Ha NPABMJIHOTO NIPUJIaraHe Ha
BeTePUHAPHUS JIEKAPCTBEH NMPOAYKT

KauecTBeH chcTaB Ha NMOMOIIIHUTE
BelleCTBA U IPYIruTe CbCTABKH

Phenolum max. 0.5 %

3. Bujogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII
Tenera u npacera.
4, Iloxa3zanus 3a ynorpeda

3a macuBHA IMYHHU3aIUs Ha TeJeTa U IpaceTa cpelry KOJIu HHPEKIHH.

5. IIpoTuBONOKA3aHUA
Hsama.
6. CnenuajJiHu npeaynpexaeHus

HemnocpectBeno npeau yrnorpeda mpoayKThT Ce 3aTOIUIS 10 TeIeCHa TeMIiepaTypa (0co0eHO pu
MHTPAaBEHO3HO MPUJIOKEHHE), KaTO C€ U3I0JI3Ba BOIHA OaHs.
Pazknartetre mobpe mpenu ymorpeoda.

BpeMeHHOCT U JIaKTaIUs!
Moske 1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT M JIaKTaIlusl.

BsaumMoneiicTBue ¢ Ipyru BETEPUHAPHU JEKAPCTBEHN MPOAYKTH U APYTH (DOPMH Ha B3aMMOIAEHCTBHE:
Hsma nannyna uHdopManus 3a 6€30MacHOCTTa U e(hpUKACHOCTTA OT ChBMECTHOTO M3II0JI3BaHE HA TO3H
MMYHOJIOTUYEH BETEPUHAPEH JEKApCTBEH MPOAYKT C JAPYTH BETEPUHAPHU JIEKAPCTBEHU IMPOAYKTH.
Ilopaau Ta3u npuyuHa, MPUIIAraHETO HA TO3U UMYHOJIIOTMYEH BETEPUHAPEH JIEKAPCTBEH NPOAYKT Mpeau
WM clen ymoTpebaTa Ha APYr BETEPHHAPEH JIEKAPCTBEH IMPOIYKT TPSOBA Ja C€ TMPEICHH CIOpen
WHJIUBUYAJIHUS CITy4aH..

IIpenosupane:
Jlo3u, Mo-BUCOKH OT NPENopbYaHUTEe, HEe TIOBUIIABAT JIeueOHUS M IPOPHIAKTHIHNUS eEKT.

[IpuiioskeHn Ha €HO M CBIIO MSICTO MOTAT Jla YBPEIAT OKOJHATA ThKAaH W Jia TPUYHHAT BTOPUYHH
peaxiuu

OCHOBHH HECHBMECTHMOCTH:
[Ipu nurica Ha KaHHM 32 CHBBMECTHUMOCT TO3M BETEPHHAPEH JIEKapCTBEH MPOAYKT HE TpsiOBa na Obae
CMECBAaH C JPYI'¥ BETEPUHAPHU JIEKAPCTBEHU IIPOITYKTH.
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7. HebOnaronpusiTHu peakuuu

Tenera u npacera:
Penxu

(I mo 10 ma 10 000 Tpermpanum XUBOTHH): IIpum TOBTOPHO MPHIOKEHHE MOXKE Ja CE IMPOSIBH
aHa(WIIaKTHYHA PEaKIusl.

Cpo0miaBaHeTO Ha HEOJIATONPHUATHU PEAKIMK € BaXKHO. TOBa MO3BOJISIBA HEITPEKHCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa Ha MPOAYKTA. AKO 3a0elle)XUTe HAKAKBH HEONArONMpHATHU PEaKINH, BKIIOYUTEITHO
Y TaKUBa, KOUTO HE Ca OIMCAHM B Ta3M JUCTOBKA WJIM MUCIINTE, Y€ BETEPHHAPHHUS JIEKAPCTBEH MPOTYKT
HE JelCTBa, CBBPXKETE Ce IMBpBO ¢ Bamms BeTepuHapeH jiekap. MoeTe ChINo Ja ChoOIIaBaTe
HEOJIAarONPUATHYU PEAKINH Ha TIPUTEKATENS Ha Pa3pEIICHUETO 32 ThPTOBHS HJIU MECTHHSI TIPEICTABUTEI
Ha TPUTESKATENSI Ha Pa3pelICHUETO 3a ThProBUsl, KATO M3MOI3BaTe JaHHUTE 32 KOHTAKT B Kpasi Ha Ta3H
JUCTOBKA WM Ype3 Bamara HarmoHa Ha cucTeMa 3a ChOoOIaBaHe:
https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

8. I[O?.I/I[)OBK& 3a BCCKHU BU/I ’)KUBOTHO, HAYUHHU U ME€TOA HA MPUJIOKCHUE

[ToAK0KHO, HHTPABEHO3HO WJIM MHTPAIIEPUTOHEAIHO IIPHIOKEHHE.

Jo3za:

[TpodunakTHyHO:

Tenera no 1-cemMuvHa BB3pacT 25 ml s.c. wm 1.v.

[MoapacTBamu TeneTa 50 ml s.c. um i.v.

IIpacenna no 1-cenMuyHa Bh3pact 5—10 ml s.c. niu i.p.

IlonmpactBamu mpacera ocHOBHara n0o3a oT 10 ml cienBa na 6v1e yBenuueHa ¢ 2 ml

Ha Bceku 10 Kg .M.

JleueOHO

Tenera - ABOIHA 1034, TOJIOBUHATA IPWJIOKEHA MOJKOYXKHO, BTOpaTa MOJIOBHUHA - HHTPAaBEHO3HO.
I[Mpacera - nBOIHA 1032, MOAKOXKHO / IO bespenka /.

9. CbBeTH 32 IPABUJIHOTO NPUJIATAHE HA MPOAYKTA

HemnocpecTBeHo npeau ynorpeda NpoayKThT ce 3aTOIUI A0 TeJIECHA TemrepaTypa (0coOeHO IpH
MHTPABEHO3HO NPHIIOKEHHE), KATO CE U3M0J3Ba BOAHA OaHs.

Pazknarere nobpe npenu ymorpeda.

10. KapenTHu cpokoBe

Hyna nau.

11. Croeuma/jiHM yCJIOBHS 32 ChbXpaHeHHUe

Jla ce cpxpaHsBa Jjajed OT IOIIea 1 Ha HeJOCTBIIHY 3 JIela MecTa.

[a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo cserosiaue (2 °C — 8 °C).

[a ce masu ot 3amMpb3BaHe.

Jla ce ma3u oT CBETJIMHA.

I[a CC CbXpaHsBa Ha CyXO MsCTO.

213 HE C€ M3II0JI3BA TO3W BETCPUHAPECH JICKAPCTBECH NPOAYKT CJICA U3THYAHE CPpOKa HAa T'OJHOCT, ITIOCOYCH
BbpPXY €THUKET. CpOK’bT Ha TOAHOCT OTTOoBaps Ha MOCJICAHNA JE€H OT TO3U MECCII.

CpoK Ha rOJIHOCT CJIe/l TbPBOTO OTBapsiHE HA ITbPBUYHATA OIIAKOBKA: M3IOJI3BaliTe He3a0aBHO.
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12. CnenuajHM NpeANna3Hu MePKHU NMPH YHUIOKABAHE

BerepunapHuTe ekapcTBEHU MPOAYKTH HE TPsAOBa Ja ObJAT M3XBBHPISHU 4Ype3 OTIAIHU BOIU WU
OUTOBU OTIIAABIIN.

WsnmonsBaiite mporpamm 3a BpbBIIaHE NP YHUIIOKABAHETO HA HEW3IOI3BAaHH BeTepUHAPHU
JEKapCTBEHW TMPOAYKTH WM OCTaThIHM OT TAX B CHOTBETCTBHE C HM3UCKBAaHUATA HA MECTHOTO
3aKOHOAATEIICTBO M C BCHYKM NPWIOKUME HAllMOHATHH CHUCTEMH 3a chOmpaHe. Te3n MepKH e

IMOMOTI'HAT 3a OIla3BaHC Ha OKOJIHATa Cpca.

[Tonmraiite Bammsi BeTepuHapeH Jiekap Kak Ja YHUIIOXUTE HEHY)XHH BETEpHHAPHU JIEKapCTBEHU
MPOAYKTH.

13. Kaacuduxauusi Ha BeTePUHAPHUTE JeKAPCTBEHH NMPOIYKTH
Ja ce oTmycka camo 10 JIEKapCKO MpeaIICcaHue.

14. Homepa Ha pa3pelieHHeTO 32 TbProOBUS H Pa3MepH ONAKOBKHU
N© 0022-1670

ITponyKTBT ce HOCTaBs B CACIHUTE pa3Mepy OMaKOBKH:

KapTonena kyrus:

1 x50 ml

1 %100 ml

He Bcuuku pa3mepu Ha OnaKOBKaTa MOTAT Ja ObJaT MpejlaraHy Ha masapa.

15. Jlara Ha mocjieIHATA PeJAKIMs HA TEKCTa
09/2024

[HonpoGHa nHpOpMaIHs 3a TO3W BETEPUHAPEH JIEKApCTBEH MTPOYKT MOXKeE Jla HAMEpUTE B 6a3ara TaHHU
na Crro3a otHocHo nipoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCHICHUCTO 34 THPIroBHUA U IIPOU3BOAUTCII, OTrOBApIIIl 3a OCB060>KZIaBaH6T0 Ha
IMApTHUIU U JaHHU 34 BPBH3Ka 32 ChOOIIaBaHe Ha OpeanojaracMy HeOJIaronpusaTHU DEaAKIUH .

Bioveta, a.s.

Komenského 212/12

68323 Ivanovice na Hané

Czechia

Ten: +420 517 318 911

email: reklamace@bioveta.cz

3a BcskakBa MH(OpPMAIIMSA OTHOCHO TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT, MOJISI, CBBPXKETE Ce
C MECTHHS IIPEACTABUTEII HA PUTEKATEIIA HA PA3PELICHUETO 33 ThPrOBHUSL.

MecTHU nIpeAcTaBUTENIN
JJEKOOM AJ]

yiu. ,,Huxona I'enagues* Ne 7
rp. Codus, 1784

Penry6nuka beirapus

Ten: +359 878 303 161
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17. Jdombanurtenna undopmauus:

BetepunapeH JieKapcTBEH MPOAYKT 3a IMaCHBHA MMYyHHM3allMs Ha KUBOTHH cperry mmamoBe E.coli,
ceportumnose 08: K 87, K 88; 078: K 80; 086: K 7; 0138: K 81; 0139: K 82; 0141: K 85. Auturenara,
CHIbPXKAIA CE€ B TOBSXKIMS CEpPyM, ch3laBar uMmyHHTeT 3a 10 — 14 nau. BaxkHa e nuHamuikara Ha
Pe3001KsA M HATUYMETO HA aHTUTENIA IPU Pa3InYHA HAUMHU Ha IPUIOKCHHE.

AHTHUTENAaTa, IPUIOKCHH UHTPABCHO3HO U MHTPAICPUTOHEATHO, HABIIN3AT BEIHATA B KPBBHUS CEPYM
1 KOHIIEHTpauusaTa uMm e 90%.

CepyM cpenty Koiu HHOEKITUH, PHITIOKEH TOJKOXKHO, Ce Pe30pOrpa MOCTENCHHO, HO KOHIICHTPAIHsATa
Ha r1oOynuauTe € camo 10%.

X

[-P KPACUMWP 3/IATKOB
OWNPEKTOP HA ANPEKLNA KB/M
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