<Q
&
QO
R\
,,)’O
X
>
RS!
)
2
KPATKA XAPAKTEPI/ICTﬂgHA MNPOAYKTA
Q\}Q/
O‘b
K
\&.
f\
Q'.
@)
&
X
,&
Q(J
o



1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJINIIMHCKUS IPOAYKT

Neocolipor cycrieHsus 3a HHXEKTHpaHe

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cyOcTaHIuA(N):
3a fo3a ot 2 ml:

E. coli amxesun F4 (F4ab, F4ac, F4ad), Hal-MaIIKO.........c.cccviiverueieiieeseseeiesieseesaesiesseeseesnne o) 2.1 SA.U*
E. COli anXe3rH F5, HAM-MAITKO ......cooviiiiiiiiiiie ittt ettt sbes e sabe s sta s sbae s sabe s sbae s snee e e 1.7 SAU*
E. COli anXe3mMH FO, HAT-MATIKO .....covviitiiiiiiiteicteecteesteesteesteesteeetreereesteesbeesteesreesnnesnnesnneenns it re e 1.4 SA.U*
E. coli anxe3srH F41, HAM-MAITKO ......ccovveiiiiiireicreecteesreesteesteesreesneenneesneesreesneesnnesnnesnness o fipesveesneens 1.7 SA.U*

*: 1 SA.U: KonmuuecTBO, 0CTAaTHYHO 3a IIOCTUIaHEe HA arTy THHUPAIM TUTPH Ha afinrenara ot 1 10g10
IPY MOPCKH CBHHYETA.

AKyBaHT:

AJyMUHUH (KATO XHIPOKCHIL) .vorverververeeneaseasessensessessessessessesessessessessessessessessine Prosessessessessensessssesses 1.4mg
Excuunuenr

THOMEPCAI ..o el ol TRTRTRRN 0.2 mg

3a mbJieH CMCHK Ha MOMOIIHUTE BEIIECTBA, BHXK T. 6.1.

3. PAPMANEBTHYHA ®OPMA

CycrieH3us 3a H”HKEKTUPaHE.

4, K/IMHUYHU JAHHU

4.1 BuabT KHUBOTHHU, 32 KOUTO € MpeAIa3HAYEH

[Ipacera (cBMHE 1 PEMOHTHH TIpaceTa)

4.2 TepaneBTUYHHU MOKA3AHUS 32 OT/EJTHUTE BUIOBE )KUBOTHH

Penyrupane Ha HEOHATATHATA-CHTEPOTOKCHKO3a TIPH TIpaceTa Mpe3 MbPBUTE JTHU OT JKUBOTA UM,
npuunHeHa ot mamoere, maE. coli, ekcnpecuparu agxesunute F4ab, F4ac, F4ad, F5, F6 u F41.

4.3 IIpoTMBONOK22a% A

Hsawma.

4.4 CnepwAsiHM NpeANa3HN MEPKH 32 BCEKH BHU/I (KUBOTHH, 32 KOMTO € NMpeJHA3HAYeH>

Hsama.

4.5 yCneunajTHu MpeANa3sHu MEePKHU MPH ynoTpeda

CilenHaJHU MPeINa3Hi MEPKH 32 ;KUBOTHUTE NP yNnoTpedaTa HAa MPOAYKTA

- [Topanu ToBa, e MPOTEKIMATA HA MPaceTaTa ce OCUTypsIBa Ype3 KoracTpara, BCIKO mpace
TpsiOBa Ja MpueMe JOCTaThUYHO KOJMYECTBO KOJacTpa Mpe3 MbpBUTE 6 Yaca OT )KUBOTA CH.

- Ja ce BakcHMHUpAT caMo 34paBHU KUBOTHH.
- Ja He ce nuiara 3aeIHO C IPYTH JIEKAPCTBEHHU MPOLYKTH.



CnenuajaHu Mpeana3Hd MepKH 3a JUIATA, TPUIAralld BeTepHHAPHOMETUIIMHCKUS MPOAYKT Ha
JKUBOTHHTE

[Ipu cityuail Ha caMOMH)XEKTUpPaHe, He3a0aBHO TPsIOBa Jja ce MOThPCH KOHCYITALUS C XyMaHEH JIeKap
1 1a My Cce IIOKaXke JIMCTOBKATa 3a yHoTpeba WiIn eTUKETa.

Cren npunarase pbLeTe TpAOBa ja ce U3MHAT U Je3UH(EKInpar.
4.6 CrTpaHnYHM peakuuu (4eCTOTA M BaKHOCT)

Bakcunanusta Moxe J1a IpUYUHH JieKa XxureprepMust (rmo-manko ot 1.5°C 3a nmepuoa He FO*ABIBT OT
24 gaca).

4.7 Ynorpe6a 1o BpeMe Ha OPeMEHHOCT, JIAKTALUS UJIU sfilleHOCeHe
He ce HanaraT crienuaaHy npeanazHi MEpKH.

4.8 BzaumojeiicTBHe C APYr¥ BeTEPUHAPHOMETHMIMHCKH MPOAYKTH ¥ APyru popMu Ha
B3auMojelicTBHe

Hsma Hannyna nHGOpManns OTHOCHO ChbBMECTHMOCTTA Ha Ta3u BgKCHHA ¢ Apyru. CieqoBaTeiHo,
Oe3omacHOCTTa M €(pUKACHOCTTA HA TO3M MPOAYKT, KOTATO Ce TMpyiara ¢ HAKOH Apyr (KaKTo Ipu
IpUJIaraHe B €MH JICH W 110 Pa3INIHO BPEMe) He € yCTaHGReHa.

4.9 KouH4ecTBO, KOETO ce MPUJIAra i HAYMH HA MPUTOKeHU e

OnakoHBT TpsiOBa J1a ce Pa3KJIaTH EHEPruYHO NMpel/viioTpeoa.

Ja ce u3mon3Bat CTepUIHM CIPUHLIOBKA U UM, BARCHHATA []a ce TIpUilara Ipy cria3BaHe Ha

ACCIITUYHU NPOUCAYPH.

MyCKy.TIHO HWHKCKTUPAHC HA €1HA 103a OT 2 M1 BbB Bparta, B obmacta 3a1 yXO0TO, CIope/ ciicaHaTa
cxXeMa:

Havanna BaKCHUHAaIIW:

[IspBO MHXKEKTHpaHe: 5 - 7AEAMUIH IIPEeIr OTIpacBaHe.
Bropo umxexktupaHe: 2 ceaMUIM TP ONPacBaHe.

PaBakcunanpys:
EnHoxpaTHO HHXERTHDaHE, 2 CEAMHILIN MPEIN BCSIKO CIIEABAIIO OMPacBaHe.
410 IIpepo3idiHe (CHMITOMM, CIIELIHA MEPKH, AHTHAOTH), AKO € He00X0IUMO

He ca Haﬁfh?,daBaHH HCXKCJIaHU CTPAHUYHU PCAKIUU CJIC ITPpUJIaraHe Ha BAKCUHATA B 1034 IBa IbTU
MO-BUCEK4, OT IpECNIOPBUUTCIIHATA.

4.11()KapeHTeH CPOK (KapeHTHH CPOKOBE)

Hyna nuu.



5. UMYHOJIOT'NYHU OCOBEHOCTH

ATC Bet. kon: QI09AB02

Bakcunara, ¢ amyMrHuEB XUAPOKCH KaTO aKyBaHT, ChIbpKa HHAKTUBUPAHH 1aMoBe Ha E. coll,
excnpecupainy agxesunure F4ab, F4ac, F4ad, F5, F6 u F41, kouto npuyMHABAT HEOHATAIHA
€HTepOTOKCHKO3a Iipu TipaceraTa. [Ipu cBrHE 1 peMOHTHU MpaceTa BaKCHHATA HHIYIApa crienuGbiisia
CEPOKOHBEPCHS NPH BaKCHHUPAHUTE KUBOTHH, IpaceTaTa c€ MMYHHU3UPAT MTACHBHO Upe3 MPUEHIHa
KOJIaCTpa M MJIISKO, ChIBPKAIIH aIXE3UH-CICITUUIHN aHTUTEIA.

6. DAPMAIEBTUYHHU OCOBEHOCTH

6.1 CHucbK HAa eKCUMIIHEHTHTE

Tuomepcan

AJTyMUHUEB XUAPOKCUT

Hatpues xnopun

6.2 OCHOBHHM HECHLBMECTHMOCTH

Jla He ce cMecBa ¢ ipyra BakCHHA.

6.3 Cpok Ha rogHocT

Cpok Ha rogHOCT: 18 Mecera npu Temneparypa mexay 2 u 8°C.
Cpok Ha TOJTHOCT Clie/l TFPBO OTBapsiHE Ha (pnakoHAy ) Jaca.

6.4. Cnelmamm npeamnasiu MEpPKHU 3a Cb¥)DaCHUE HA MPOAYKTaA

Ja ce cpxpassBa U TpaHCHIOPTUPA IpH TeN:opaTypa Mmexay 2°C - 8°C, 3ammureH ot cBetnuHa. [la He
ce 3aMpassiBa.

6.5 BuawucbcTaB HAa MBPBUYHETA OMAKOBKA

Kyrus ¢ 5-no3m, dhnaxon ¢ 10 2 {crpknen ¢uakon tur | ¢ OyTHIOBO-TYMEHA 3aITyIIaNKa).
Kyrus ¢ 10-no3u, ¢uakon ¢, 28-m1 (cTbkiieH ¢urakoH Tm | ¢ OyTHIIOBO-TYMEHa 3aIyIIanka).
Kyrus ¢ 25-no3u, gnakose-30 mi (cTekiteH ¢urakoH T | ¢ OyTHIIOBO-TYMEHa 3aIyIIanKa).
Kyrus ¢ 50-no3u, gnakorcbe 100 M (cThiiieH dhiaakoH Tun | ¢ OyTHI0BO-TYMEHa 3aIyIianka).

He Bcuuku pazmepmMoraT na Ob1aT MpoaaBaHu.

6.6 Cneuuasiv npeana3sHu MepPKU NPH YHUIOKABAHE HA HEU3NMOJI3BAHUS MPOAYKT MU
0CTATLAYA OT HEero, aKo Ma TAKMBAa

Bceku 1ey3mnon3Bad BeTepuHAPHOMEIUIIMHCKH MPOAYKT WU OCTATBITN OT HEro, TpsAOBa 1a 0baat
VHUIZOMEHU, ChOOPa3HO M3UCKBAHMATA HA IEHCTBAIOTO B CTPaHATa 3aKOHOIaTEIICTBO.

% NMPUTEXATEJI HA JIMITEH3A 3A YIIOTPEBA

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein
I'EPMAHUA



8. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/98/008/001-004

9. JATA HA IbPBOTO U3JIABAHE / IOJHOBSBAHE HA JIMIIEH3A

JlaTa Ha TBpPBO U3aBaHe Ha JIKIEH3 3a ymoTpeba: 14/04/2003
JlaTa Ha mMocieAHO TTOAHOBSIBAHE Ha JIMIIEH3 3a yrmoTpeba: 11/03/2008

10. ATATA HA INIOCJIEJHUA TPETJIEJ] HA TEKCTA

IMoapoOHa nHpopMaIHs 3a TO3U MPOAYKT MOXKE J1a HAMEPHUTE Ha HHTEPHET CTpaHijaTa Ha EBponeiickara
Arennust o Jlekapctpara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJA/KBA, JOCTABKA W/NJIN YIIOTPEBA

Hsama.



MMPUJIOKEHUE I1

MMPON3BOJIUTEJSAT /MTE/ HA BIHOJTOTMYHO AKTUBHA
CYBCTAHLIUS /MW/ Y TIPUTEXRATEJISIT /MTE/ HA JIMLIEH3A
3AVIIOTPEBA, OTTOBOPHW3A OCBOBOKJIABAHE HA IIAPTUUTE
3A ITIPOJAKBA

YCJIOBUATA NN ONPAHUYEHUSATA B JIMIEH3A 3A YIIOTPEBA,
OTHACHAIIN CE JONIPEJJIATAHETO WM YIIOTPEBATA MY

CTAHOBUMIIE, GTHOCHO MRLs

APYI'U YCJHOBYA N NTBUCKBAHUS KbM JIMIIEH3A 3A YIIOTPEBA



A.  NPOU3BOJUTEJAT /MTE/ HA BUOJIOT'HYHO AKTUBHA CYBCTAHIUA /UA/
N INPUTEXATEJIAT /MTE/ HA JIMHEH3A 3AITPOU3BOJACTBO, OTTOBOPHHU 3A
OCBOBOXIABAHE HA TAPTUAUTE 3A ITPOJAYXKBA

HMme u agpec Ha MpOU3BOANTEISI HA OMOJIOTMYHO aKTHBHATA CYOCTAHIIUS

Boehringer Ingelheim Animal Health France SCS
4 Chemin du Calquet

31000 TOULOUSE

OPAHLIMS

Hme 1 agpec Ha TUIETO, OTTOBOPHO 3a 0CBODOXKIABAHETO HA nmapruaara 3a HDOIIa)K6a

Boehringer Ingelheim Animal Health France SCS
Laboratoire Porte des Alpes

Rue de I’ Aviation

F-69800 SAINT PRIEST

OPAHLIUS

PaspemmrenHo 3a mpou3BoACTBO, M3IaACHO OT PpeHckoTo Coruanas MuHuCTepCcTBO,
MuHHUCTEPCTBOTO HA 3/]apBEOMa3BaHEeTO 1 MUHHUCTEPCTBOTO Ha 3¢MEIeTueTo u ropute Ha 31 mapt
1992.

B. YCJIOBUATA NJINX OTPAHUYEHUSATA BJiMAIIEH3A 3A YIIOTPEBA,
OTHACHAIIHA CE 10O NIPEJJIATAHETO UJiM YIIOTPEBATA MY

BeTepI/IHapHOMC}II/ILII/IHCKI/I MMPOAYKT — Ia CC OTIIYLCid C PCIICIITA.

C. CTAHOBHUIIE, OTHOCHO MRS

IMpunoxenue |l Ha Permament (EEC)-NO 2377/90

DapMaKoIOrHIHO AKTUBHA JKHBOTHHCKH BUIOBE JApyru n3ucKBaHUS

cyOcTanmus (1n) AL

AsymMunueB Xuapokcuat Bcenuky npofyKTHBHU BHIIOBE

Tuomepcan® Bceunuku npoayktuBHU BuaoBe | M3momn3Ba ce caMO KaTo KOHCEPBAHT

B MHOI'O01030BHU BAKCHHHU B
KOHIOCHTpaluud HE IO-BUCOKaA OT

0.02%
Hatpues xuapoxcuji® Bcuuky npolyKTUBHU BUJIOBE
Harpues xaopus’ Bcuuky npolyKTUBHU BUJIOBE
Coina Kuceyifa’ Benuku npoayktuBHu BuoBe | M3mon3Ba ce KaTo eKCHHUITHEHT

D. APYI'U YCJIOBUA U U3BNCKBAHUS KbM JIMIIEH3A 3A YIIOTPEBA

TisiMa.

1 0J No L 290 or 05.12.95
20J No L 110 or 26.04.97
30J No L 272 or 25.10.96
#0J No L 290 or 05.12.95
®0J No L 143 or 27.06.95










HNH®OPMAIUA, KOATO CE U3IIUCBA BbPXY BBbHIIIHATA OITAKOBKA

{ CBIIHOCT/BU]L }

‘ 1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIIMHCKUSA TIPOAYKT

Neocolipor cycrneHsus 3a HHXEKTHpaHe

2.  CBIbPKAHUE HA AKTUBHATA (MUTE) CYBCTAHIIMSI (M)

3a 103a ot 2 ml;

E. coli anxesun F4 (F4ab, Fdac, F4ad), Hali-MaIKO..........ccoeveveevveeesieeneses Mo, 2.1 SA.U*
E. coli agxe3ut F5, HAM-MAIIKO .......ocveeiieiii ittt s D SRR 1.7 SA.U*
E. coli agxe3ut F6, HA-MAIIKO ........cccoovveieiiiieiiie e ssrieesreeeseessieesees s e 1.4 SA.U*
E. coli agxe3rt FA1, HA-MAIIKO ......coeiviiiiiiie et et 1.7 SA.U*

*: 1 SA.U: KonmuecTBO, TOCTaTHYHO 32 MIOCTUIaHe Ha arTyTHHUPALIH)THTpU Ha anTuTenara ot 1 10910
IIPY MOPCKH CBUHYETA.

3. OAPMAINEBTUYHA ®OPMA

CycrieH3us 3a HH)KEKTUPAHE

4. KOJIMYECTBO B EJTHA OIMAKOEXA

5 no3u = aaxoH ¢ 10 M

10 mo3u = ¢makoH ¢ 20 M
25 no3u = aaxoH ¢ 50 M
50 no3u = ¢axoH cve 100

5. BUIOBE KUBOTHU, 3A KOUTO E IIPEAHAZHAYEH

IIpacera (cCBUHE M pEMOXTHH IpaceTa)

6. TEPAIIEBTUYHU TIOKA3ZAHUS

[Ipenn yrOTpeba mpoderere IMCTOBKATA.

[ 7. OMETO/J M HAYMH HA IPUJIOKEHUE

MyCKyJTHO HHKEKTHpaHE.
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8.

KAPEHTEH CPOK

Kapenren cpok: Hyna gnau.

9.

CNELIUAJIHU OPEYIPEXKIEHUE(ST), AKO E HEOBXOJMMO ~]

®akoHBT TPSAOBA A C€ pa3KIIATH CHEPTHYHO MPEIH YIIoTpeoa.

‘ 10. JATA HA UBSTUYAHE CPOKA HA T'OJHOCT
T'ogen mo
‘ 11. CIEOUAJHHA NPEIITA3ZHA MEPKU ITPU CbXPAHEHHUE __ ‘

Ha ce cpxpaHsiBa U TpaHCIIOPTHPA MIPH Temrepatypa Mexay 2 u 8°C, zalifiTeH OT cBeTyinHA. [la He ce
3aMpassiBa.
Cpok Ha TOJHOCT Cliejl OTBapsiHE Ha (iiakoHa: 3 vaca.

12.

CIIELUAJIHU ITPEJAIIA3ZHUA MEPKHU IIPU YHi/l_HIO)KABAHE HA HEM3IIOJI3BAH
MPOAYKT WJIN OCTATBIM OT HEI'O, AKXS'UMA TAKUBA

[penu ynorpeda npoyerere TMCTOBKATA.

13.

HAIIIACDHT “CAMO 3A BETEPI/IIjl;&PHOMEI[I/IIII/IHCKA YIIOTPEBA” U
YCJIOBUATA NJIN OTPAHUYEHHUATA OTHOCHO HAYUHBT HA
OCBOBOXIABAHE 3A IIPCIAKBA U YIIOTPEBA, AKO UMA TAKUBA

Camo 3a BeTepHHApPHOMEANIIMHCKa yEOTpeba - [la ce oTIycka camo ¢ penenra OT BeTepuHapeH
JeKap.

14.

HAJMUCHT “JaCE ChbXPAHSIBA JIAJIEU OT NOTJIEJA U HA HEJOCTBIIHUA
3A JELIA MECTX”

I[a CC ChbXpaHiABaJaJICH OT Morjicaa U Ha HEAOCThIIHU 3a ACa MECTaA.

15.

WWIE U TIOCTOSIHHUS AJIPEC HA YIIPABJEHUE HA IPUTEXATEJSI HA
AHIEH3A 3A YIIOTPEBA U HA TIPOM3BOJUTEJIS], AKO TE CA PA3JINYHUA
AUIIA

Baehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein
T'EPMAHUA

11



16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/98/008/001 ¢akon ¢ 10 mut.
EU/2/98/008/002 ¢rakon ¢ 20 M.
EU/2/98/008/003 durakon ¢ 50 M.
EU/2/98/008/004 ¢irakon cbe 100 mur.

17. TAPTHIAEH HOMEP

[Taptuaen Ne

12



MUHHUMYM HHOOPMAILUSA, KOATO TPABBA JIA BBJAE U3IIUCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CBbABPXKAT EAMHUYHA 103A

{CBITHOCT/BUL}

| 1. HAMMEHOBAHME HA BETEPUHAPHOMEIUIIMHCKUS TPOJAYKT ]

Neocolipor
CycrieH3us 3a HH)KEKTUPAHE
[Ipacera (cBMHE 1 PEMOHTHHU IIpaceTa)

2. KOJIMYECTBO HA AKTUBHATA CYCTAHIUA (M)

anxesunu: F4 (F4ab, F4ac, F4ad), F5, F6, F41
AJyMUHHEB aJ[)KyBaHT.

3. CbABbPKAHUE OTHOCHO MACA, OBEM WJIHN BI":)_IfI HA EJUHUYHUTE 103U |

2ml=1 no3a 5 mo3u (naxon ¢ 10 mi
2ml =1 nosza 10 no3mu (naxon ¢ 20 Mt
2ml =1 noza 25 no3u (naxosn ¢ 50 mit

4. HAYUHMA) HA TPUJIOKEHUE

MycKyITHO HHKEKTHpaHEe

|5.  KAPEHTEH CPOK N |

[6.  TAPTHJIEH HOMEY - |

[Taptunen Ne

7. JIATA HA3THYAHE CPOKA HA TOJHOCT

lonen mo {mé&Cer/roqunal

‘ 8. {IXI[HHC’LT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Ceo 3a BeTepMHAPHOMEIUIMHCKA YyIOTpeoa.

IIpenun ynorpeda npoyerere TMCTOBKATA.

13



MUHHUMYM HHOOPMAILUSA, KOATO TPABBA JIA BBJAE U3IIUCAHA BBPXY
MAJIKH OITAKOBKH BMII, KOUTO CBbABPXKAT EAMHUYHA 103A

{CBITHOCT/BUL}

‘ 1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIMHCKUSA TPOAYKT ( _—‘

Neocolipor
CycrieH3us 3a HH)KEKTUPAHE
[Ipacera (cBMHE 1 PEMOHTHHU IIpaceTa)

‘ 2. KOJIMYECTBO HA AKTUBHATA CYCTAHIUA (M)

3a 103a ot2 ml:

aIXC3UHU: *
F4 (F4ab, F4ac, FAad), HAal-MAITKO.........cocveiereieeriesieeeesiesreeieseeeneenee s s O 2.1SA.U,
TR Y7 G Y P2 ¢« P ST 1.7SAU,
TS P17 GV £ ) 1 (o S SRS 14SA U,
e IR T2 B B3 < Yt NSRS 1.7SA.U
*: 1 SA.U: KOJIMYEeCTBO JOCTATHYHO 33 OCTUTaHe Ha aryTHHMPAIH TUTPH Ha aHTuTenara ot 1 10910
MPY MOPCKH CBUHYETA.

AJIKyBaHT:

AJyMUHUY (KATO XHIAPOKCHIL) .onvevvervanenrervenreneeneens (s ettt ettt ettt teete e teareeneennennens 1.4mg

3. CbABbPKAHUE OTHOCHO MACA,_OEEM WJIA BPOM HA EIMHUYHUTE 1031 ‘

50 no3u (hnaxon cvc 100 My

4. HAUYUH(M) HA IPUJIOKEHUE

MyCKyIHO UHXEKTUPaHE

5. KAPEHTEH<CFPOK |

6. MAPT#3EH HOMEP |

[TapTuaetNe

L?_ _I[ATA HA N3THYAHE CPOKA HA T'OJHOCT

T'onen mo {mecew/roauHa}

14



‘ 8. HAINUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEANIINHCKA yroTpeda.

OakoHBT TPsIOBa Ja ce pa3KIaTH EHEPTUIHO MPEAN yIoTpeoda.
[Ipenu ynotpeba npoyerere TMCTOBKATA.

15



B. JII/ICTOBI%Q
<
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JIUCTOBKA:
Neocolipor

1. HMME U HIOCTOSIHHUS AJIPEC HA YIIPABJIEHUE HA IPUTEKATEJISI HA
JIMIIEH3A 3A YIIOTPEBA U HA IPOU3BOAUTEJISI, AKO TE CA PA3JIMYHU
JIMIA

IMPUTEXXATEJ HA JIMIIEH3A 3A YIIOTPEGA
Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein

T'EPMAHUSA

JIMIE OTTOBOPHO 3A OCBOBOXJIABAHE HA MTAPTUJIATA
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I’ Aviation

F-69800 SAINT PRIEST

OPAHLINA.

2. HAMMEHOBAHUE HA BETEPUHAPHOMEJUILVICKUSA TIPOAYKT

Neocolipor cycnieHsus 3a HHXEKTHpaHe

g CbABbP/KAHUE HA AKTUBHUTE CYBZTAHIUUU U IIOMOIIHUTE BEINECTBA

3a m03a ot 2 ml:

E. coli amxesun F4 (F4ab, F4ac, FAad), HAH-MEOTO..........ccccveiiieeiene e 2.1 SA.U*
E. coli agxe3rt F5, HAM-MHOTO ......cocoviie i h ettt sttt e s saen e 1.7 SA.U*
E. COli amXe3rH FO, HAM-MHOTO ......coce) i ettt stes s itee s sttt s s stee s stae e st e e s sbbesssbessbasssabesssbaeesaeeeens 1.4 SA.U*
E. COli amXe3rH FA1, HAM-MHOTO ...t teeeiitii et cee sttt ettt stte st s s sbb s s taesebae s sabe s s sraessaaeeens 1.7 SA.U*

*: 1 SA.U: KonMuecTBO, H0CTaThuHG 34 IIOCTUraHe Ha arlyTHHUPAIM TUTPH Ha anTutenara ot 1 10910
IIPH MOPCKH CBUHYETA.

AJIKYBaHT:

AJTYMUHUHT (KATO XHIPHKCH I . 1t vtrverveseeseesesseasessessessessessessssessessessessessessessessssessessessessensessessasessenns 14 mg

4. TEPAIIEBTIYHU ITOKA3AHUA

Peayrupane Ha HeOHATATHATA EHTEPOTOKCHKO3a MIPH MPaceTa, Mpe3 MbPBUTE JHU OT KUBOTA UM,
npuyrHeHa ot #amosere Ha E. coli, ekcipecupaniu aaxesunure F4ab, F4ac, F4ad, F5, F6 u F41.

5. IMPOTUBOIIOKA3AHUA

Hawma

17



6. HEKEJIAHU CTPAHUYHU PEAKLIUN

BakcuHnanusTa MOXxe Jia IPUYHHH JieKa XureprepMus (rmo-manko ot 1.5°C 3a nmepro He Mo-JAbJIbT OT
24 gaca).

AKo 3a0eIe;KUTE HIKAKBa CCpHUO3Ha pC€aKud WIA APYyTru e(l)CKTI/I, KOHTO HE Ca OIIMCAaHH B Ta3n
JIMCTOBKA, MOJIA He3a0aBHO Ja YBEAOMUTEC Bamus BCTCPUHAPCH JICKAP.

7. BHUJOBE ) KUBOTHH, 3A KOUTO E IPEJHA3ZHAYEH

[Ipacera (cBMHE 1 PEMOHTHH IIpaceTa)

8. JO3UPOBKA 3A BCEKH BUJ1 KHBOTHO, METOJA 1 HAYNH HA ITPUJIAT'AHE.

MycKynHO HHXEKTUpaHEe Ha eJ[Ha J103a OT 2 MJI BbB BparTa B 00J1acTa 3a]] Y¥XOTO CIIOpe]| clIeJHaTa
cxema:

Hauanna BakcuHanums:.

[IbpBO MHXKEKkTUpaHe: 5 - 7 ceqMuLM Mpeau onpacBaHe.
Bropo umkektupane: 2 ceIMHUIM IPEAU OIpacBaHe.

PaBakcuHanus:

EnukpaTHO HHXKEKTHpaHEe 2 CEIMUIIM ITPEAM BCIKQ G4IEIBAIIO OIPacBaHe.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

MycKkyTHO HHKEKTHpaHe BbB BpaTa, RIG0JiacTa 3a1 yxXoTo.

®nakoHBT TpsIOBa J1a ce Pa3KJIaTH HEPrUYHO Mpenu yHnoTpeoa.

Ja ce u3mon3Bar CTepUIHM CIPUHLIOBKA U UIIM. BakcuHaTa fa ce mpuiara npu cra3BaHe Ha
ACEeNTHYHH IIPOLECTYPH.

10. KAPEHTEH CPQOA

Hyna nxu.

11. CHEL@AJIHU NPEAITIASHU MEPKU 3A CbXPAHEHUE HA IMTPOJAYKTA
[a ce coxpansBa U TpaHCIIOPTHPA MIPH TemriepaTypa Mexay 2 u 8°C, 3aIuTeH OT cBeTInHA. Jla He ce

3ampa3sisa.
Cpox)ad roJHOCT cie oTBapsiHe Ha (hrakoHa: 3 yaca.
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12. CHELOUAJIHU ODPEAYNPEXIEHUE(S)

- Ilopanu ToBa, 4e NPOTEKLHUATA Ha [IpaceTaTa ce OCUTYPSIBA Upe3 KOJIacTpaTa, BCSIKO Ipace
Tps0Ba a MpreMe JOCTaThYHO KOJIMYECTBO KOJIACTPA Mpe3 MbPBUTE 6 yaca OT )KUBOTA CH.

- Jla ce BakCHMHUpAT caMo 3paBU KUBOTHH.

- Ja He ce nmpuiiara 3a€HO ¢ APYTH JIEKAPCTBEHHU NIPOAYKTH.

Hsma nannyna nadopManys 0THOCHO CbBMECTHMOCTTA Ha Ta3M BakCHHA ¢ Ipyru. CinenoBares;

0e30macHOCTTa U ePUKACHOCTTA Ha TO3H MPOAYKT, KOTATO ce Mpujlara ¢ HIKOU ApYr (KaKTOAIDI

npujiarane B €AuWH JCH WUJIU 11O pa3JINIHO BpCMe) HC € YCTAHOBCHA.

B cnyuait Ha camonH)XeKTHpaHe, He3a0aBHO TPsIOBa Jja ce MOTHPCH KOHCYITALNSA C XyMaHeH JeKap U
Jla My Cc€ ITOKa)Ke JINCTOBKaTa 3a yrnorpe0da UM eTUKeTa.

CJ'IC,[[ npuiaraHe ppucTe Tpﬂ6Ba Ja CC UBMUAT U z[esnﬂ(belcunpaT.

He ca Ha6J’IIO,Z[aBaHI/I HCXKCJIaHU CTPAHUYHU PCAaKIUU CJIC ITPpUJIaraHe Ha BAKCUHATA B 1034 IBA I'bTU
MO-BHUCOKA OT NpCNIOPbUUTCIIHATA.

[la He ce cMecBa C IpyTry BaKCUHU.

13. CIENUWAJIHU NPEAITASHU MEPKHU ITPU YHZINOXXABAHE HA HEU3IIOJI3BAH
MHNPOAYKT WU OCTATHBLIMU OT HEI'O, AKO UMA TAKHUBA

Bceku Hen3non3BaH BeTepUHAPHOMEANLIMHCKH MPOAYKTMAIN OCTAaThIM OT HEro TpAOBa ga ObaaT

YHUIIOXKEHH, ChOOpa3HO M3UCKBAHUATA HA IEHCTBA{OTO B CTpaHaTa 3aKOHOAATEIICTBO.

14, JATATA HA HOCJIEAHUS NPELJE HA TEKCTA

[TonpoOHa uHOpMaIKs 3a TO3M MPOYLT MOXKE Ja HAMEPHUTE Ha MHTEPHET CTpaHuIlaTa Ha EBpormnelickara
Arenrust o Jlekapctsara http://www.&ina.europa.eu/.

15. JOHNBbJHUTEJHA HO®OPMAL U

BakcuHaTa ¢ anyMHUHHEB X#EPOKCH] KaTo a/PKyBaHT, ChAbPiKA HHAKTUBHPAH 1iaM Ha E. coli,
ekcrpecupail aaxesunuTe4ab, F4ac, F4ad, F5, F6 u F41, konto nmpryHHABAT HEOHATATHA
EHTEePOTOKCHKO3a MpMizpacerara. [Ipy CBHHE 1 PEMOHTHH ITpaceTa BaKCHHATA HHIYITUpa crieliuduyHa
CEPOKOHBEPCHS NMPH BEKCUHUPAHNUTE KUBOTHH; TIPACeTaTa ce IMYHU3UPAT MTACHBHO, Ype3 MPUEM Ha
KOJIacTpa M MJISIKO, ChAbPIKAIIN aIXe3UH-CIICIIM(PUUHN aHTUTEA.

OmakoBka ¢.5£7031, (urakon ¢ 10 Ma (cTekiteH (hiakoH Ul | ¢ OyTHIOBO-TYMEHA 3aITyIIanKa).
OnaxkoBkz ¢\0-1031, Biaakon ¢ 20 M (cThKiIeH (akoH Tuil | ¢ OyTHIOBO-TYMEHa 3aITylaiKa).
Onaxkogka,c 25-103u, (iaakon ¢ 50 mi (cThkiIeH (akoH Tuil | ¢ OyTHIOBO-TyMEHA 3aITylIaiKa).
OmnakdBjia ¢ 50-no3u, dhaakon cbe 100 Mi (cThKIIeH (prtakoH TUT | ¢ OYTHIIOBO-TYMEHA 3aITyIIaiKa).

HeBcuukn pasMepu Morat aa 6T>Z[aT npoaaBaHU.

BeTepI/IHapHOMe)lI/ILII/IHCKI/I MIPOAYKT - J1a C€ OTIIyCKa CaMO C pCUCIITa.
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