MHCTPYKIMA
0 BeTepUHAPHOMY IPUMEHEHUIO JIEKAPCTBEHHOIO IIpenapara Ledronut® dopre

(opraumzanus-pazpadorurk: 000 «HUTA-PAPM», 410010, r. Caparos,
yi. uM. Ocunosa B.1., nom 1)

Homep perdcTpanuonHoro ynocrosepenus: 44-3-10.15-2834 Ne [1BP-3-10.15/03194

I. O01me cBeneHHs

1. HaumMeHoBaHUe JIEKApCTBEHHOTO NIpernapara AJis BETEPUHAPHOTO IPUMEHEHHS:

- Toprosoe HauMeHoBaHue - Lleprorut® @opre (Ceftonit Forte);

- MeXIyHapOJHOE HEMAaTEeHTOBAHHOE HAaNMEHOBaHUE - eQTHODYP.

2. JlekapcTBeHHas opma - CycreH3us I HHbEKLIMH.

Ilepronut® @Dopre B 1 MJI COAEp)KUT B KadecTBE NEHCTBYIOIIErO BEIIECTBA
nedtuodyp (B hopMe KpUcTALTHUECKON CBOGOAHON e THOdYpOBO# KUCIOTEI) - 200 Mmr,
a TaKKe BCIIOMOrarellbHBIe BemIecTBA: OYTUNTUAPOKCHIOIYO), KPEMHUA JUUMOKCHI
KOJLTOWAHBINA G€3BOIHBLM, IPOTHICHTIHKOb TUKAIpHIAT/ MKaIIpar.

3. Tlo BHellHeMy BHAy IIpenapar MpPeNCTaBIseT COOOH CyCHEH3MIO OT Oenoro o
KpeMOBOro LBeTa. [Ipu XpaHeHuH JOITyCKaeTCsl PACCIIOEHHE, HCYE3aIOIIEe IPH B3OATTHIBAHUH.
CpoK roIHOCTH JIEKapCTBEHHOTO TIpenapara IMpH cOOITIOICHUH YCIIOBHH XpaHEHHS B 3aKPBITOH
YIIAKOBKE IPOM3BOIWTENS - 3 TOAa CO [HsA IIPOM3BOIACTBA, IOCIE NEPBOrO BCKPBITHSA
IEPBUYHON YIIAKOBKU — He Oosiee 28 mHei.

3anpemaercs npumerenre LedpTorut® @opre M0 HCTEUCHHH CPOKA FOAHOCTH.

4. lledronut® dopre BbIMycKaroT pacdacopaHHeM mo 20, 50, 100, 250 mn B
CTeKIsHHBIE (IaKkoHbl, 10 500 MJI B CTEKJITHHBIE OyTBUIKM COOTBETCTBYIOLIEH BMECTHMOCTH,
IEPMETHYHO YKYMOPEHHBIE PE3MHOBBIMU MPOOKaMH, YKPEIJICHHBIMUA aTtOMHHMEBBIMU
KOJIIIAYKaMH C KJIMIICAMU KOHTPOIIS IIEPBOTO BCKpbITUst. DiaKoHbI ¢ rpenaparom oobemom 20,
50 u 100 MJT JOMyCKAeTCsl YIIaKOBLIBATH B MHIWBUTyaJIbHBIE IIAYKK U3 KapToHa. Kaxmyio
HOTPEOUTENBCKYIO YITAKOBKY CHAOXKarOT MHCTPYKIMEH 110 IPHMEHEHHUIO.

5. XpaHSAT JI€KapCTBEHHBIM Mpenapar B 3aKpHITOM YMaKoBKE NPOU3BOAUTENS,
OTZENBHO OT MPOTYKTOB IMTAHKS ¥ KOPMOB, 3ALMIIEHHOM OT IIPAMBIX COJIHEYHBIX JIydeH
MecTe mpH Temmeparype ot 5°C no 25°C.

6. IleproruT® MopTe cremyeT XpaHUTh B MECTAX, HEAOCTYTIHBIX IS ACTEH.

7. Hencrnonb30BaHHbIH JTEKapCTBEHHBIM MpenapaTr yTUIM3HPYIOT B COOTBETCTBUH C



TpebOoBaHUsAMH AEHCTBYIOLIETO 3aKOHOIATE/IbCTBA.
8. Llepronur* dopte oTImycKaeTcs 6e3 penenta BETEPUHAPHOro Bpata.

[1. dapMakoIOrHuecKre CBOMCTBA

9. Llepromur® opre ortHocUTCS K (HAapMaKOTEpaneBTHHECKOH — rpyre
11epaTOCTTOPHHBI.

10. Hedtruodyp - neicTByIOIIEE BEIIECTBO Hedronut® ®@opre - 00NaqaET MIHPOKUM
CIEKTPOM NEHCTBUS B OTHOIICHUH MHOTHX [PaMIIOJI0KHUTEIBHBIX U IPaMOTPHLIATEIbHBIX
MUKPOOPTaHH3MOB, ~BKJIOUas HEKOTOPble aHa’poOHple OakTepuH M MITAMMBL,
NpoAyLHpyIOmHMe B-nakTamasy, B Tom umcie:  Actinobacillus spp., Actinobacillus
pleuropneumoniae, Actinomyces spp., Actinomyces pyogenes, Bacillus spp., Citrobacter
spp., Enterobacter spp., Escherichia spp., Escherichia coli, Fusobacterium spp,
Fusobacterium necrophorum, Haemophilus spp., Haemophilus parasuis, Histophilus
somni (Haemophilus somnus), Klebsiella spp., Pasteurella spp., Pasteurella (Mannheimia)
haemolytica, Pasteurella multocida, Porphyromonas spp-,
Porphyromonas assacharolytica (Bacteroides melaninogenicus), Porphyromonas levii,
Proteus spp., Salmonella spp., Salmonella choleraesuis, Salmonella typhimurium,
Staphylococcus spp., Staphylococcus aureus, Streptococcus spp., Streptococcus suis,
Streptococcus zooepidemicus, Streptococcus equi, Streptococcus uberis Streptococcus
agalactiae, Streptococcus dysgalactiae u Streptococcus bovis

Ledtrodyp - NeharoCHOPHHOBBIA aHTHOMOTHK TPETHEro MOKojeHHs. Mexannsm
aHTHOAKTEpHANBHOrO  JICWCTBUS ~ AHTMOMOTMKA  3aKIOYaeTCs B MOJaBICHHUH
(QYHKIMOHATBHON  AKTHBHOCTH  OaKTepHalbHBIX  (EPMEHTOB  TPAHCIENTHAAS,
YYaCTBYIOIIMX B  CBSI3BIBAHMM  OCHOBHOTO  KOMIIOHCHTA  KJIETOYHOW — CTCHKH
MUKPOOPraHH3MOB - IENTHIOTIMKAHA, YTO IPUBOMT K ey OaKTepui.

Ilocie Beemenus IlebrTorut® @opre MerabommusupyeTcss C 00pa3soBaHHEM
nechypomnedTHodypa,  KOTOPBIH  OKa3blBaeT — AHTHOAKTEPUAbHOE JIeHCTBHE.
MaKcHMaTbHAs KOHLEHTpALHs aHTHOMOTHKA B IIa3Me KPOBH JOCTUraeTes 4epes 12 qacos
MoC/Te BBEEHHUS IPeIapaTa i COXPaHAeTcs Ha TEPAlleBTHIECKOM YPOBHE He MeHEe 7 JIHEH.
TlechypornuedTHodyp BHBOIMTCS T[IABHBIM 00pa3oM ¢ MO4YOH (CBBIIIE 70%) u ¢
dexamusamu (okoso 12-15%).

Liedprorut® Mopre 10 CTENEHH BO3ACHCTBHs Ha OPraHW3M OTHOCHTCS K YMEPEHHO
omacHsM BetiectsaM (3 kmace onacuocta mo FOCT 12.1.007).

I11. TTopsimok NpUMEHEHHUS

11. KpymHomy poratoMy CKOTY Ledroautr" @opre Ha3HAYAIOT Ui JICUCHHS
PECTIMpATOPHBIX ~ MHGEeKIMi OGaKTepHaNIbHOM  IIMOJIOTHH,  BbI3BIBAEMbIX Pastcurclla
(Mannheimia) haemolytica, Pasteurella multocida, Haemophilus somnus, s JedeHis
HekpobakTepro3a, BbIsbiBaeMoro Fusobacterium necrophorum u Porphyromonas levii,
Bacteroides spp., Prevotella spp., a Taxke s JeUeHs OCTPOro SHAOMETPUTA, BBI3BIBACMOI'O
Escherichia coli, Arcanobacterium pyogenes u Fusobacterium necrophorum , a Tak e Ipyrux
3a60JIeBanyit, BO30YIUTENH KOTOPBIX YyBCTBUTEIBHEI K LEPTHODYDY.

CusbsaM Liedronut™ @opTe Ha3HAYAKOT WIS JICYCHUS PECIIMPATOPHBIX K MOYETIOJIOBBIX
3abosieBaHul OaKTepUANbHON OSTHUOJNIOTHM, 4 TaKKe THOHHOIO apTpHUTa, ombpanura U
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craapoMa MMA cBHHOMATOK, BhI3biBaeMbIX E.coli, Streptococcus spp., Staphylococcus spp.,
Y APYTHX 3a60JIeBaHN#, BO3OYUTENU KOTOPHIX 4yBCTBHTENBHBI K NEGTHODYPY.

12. TIlpoTuBoroka3zaHUsAMH K IIPUMEHCHHIO Llebrouut® @opre saBnsercs
MHIMBHyalbHas IOBBINICHHAs YyBCTBHTENBHOCTh JKMBOTHBIX K [P-lakTamMHbIM
aHTUOHMOTHUKAM.

13. pu pabore ¢ mpemapatoM Lledpronut® dopTe cremyeT cOOMOAATL OOMIKE
TpaBuiIa JIMYHOM I'MTHEHb! U TEXHUKH Oe30MacHOCTH, MpPeXyCMOTPEHHbIE OPU pabotre ¢
JIeKapCTBEHHBIMHU TpenapaTaMu.

JIxomsM ¢ THIEPYYBCTBATENLHOCTBIO K KOMIIOHEHTaM JICKApCTBEHHOI'O Ipernapara
clieIyeT u3berath mpsAMoro KOHTakTa ¢ rpenaparom Lledrorut® @opre. Bo Bpems paGoTel
3aIpeIaeTcs KypuTh, IATh ¥ IPUHAMATh MHITy. [10 okoHYaHu# paboThI C [IpernapaTtoM pyKH
CJIeyeT BBIMBITE TEILTON BOIO#M ¢ MbUIOM. [ycTylo Tapy U3-110[1 leKapCTBEHHOT O Npernapara
3aMpelaeTcs HCIoIb30BaTh T OBITOBBIX LeJIeH, OHA MOVIEKUT YTHIIM3AIUK C OBITOBBIMU
OTXOJaMH.

[Tpu cmyyaliHOM KOHTAKTe JIEKapCTBEHHOIO Ipenapara ¢ KOXed MM CITU3UCTBIMU
060JI0YKaMH I71a3, UX HEOOXOIMMO MPOMBITH OOJBIINM KOJIMYECTBOM BOMBL. B cirydae
[OSIBIIEHHS AJUIEPIHYeCKHX PeaKIil WK MpU CIy4adHOM IIOMaJaHuH JICKapCTBEHHOIO
npenapara B OpraHW3M 4YeloBeKa ClieyeT HEMEUIEHHO OOpaTHThCs B MENMLMHCKOE
yupexaenne (py cebe MMeTh HHCTPYKLMIO [10 IPHMEHEHHUIO TIPenapaTa Hild STUKETKY).

14. BO3MOXHO MpUMeHeHHWEe OepeMEeHHBIM >XHBOTHBIM, J>XHBOTHBIM B MEPUON
JIAKTaI[MH U IOTOMCTBY JKHUBOTHBIX. OCOOEHHOCTEN B IPUMEHEHHH HE YCTaHOBIICHO.

15. Ilepen npumeHeHHeM (IaKOH MIM OyTBUIKY € JIEKAPCTBEHHBIM IIpENapaToM
BCTPSIXUBAIOT O TOJy4E€HUs OJHOPOJHOMN CYCIICH3HH.

KpynHoMmy poratomy ckoTy LledpToHnt® @opre BBOIAT OZHOKPATHO MOIKOXHO Y
ocHOBaHUS yxa (puc.1) B mo3e 1 M Ha 30 Kr Macchl XXHBOTHOT'O (4TO SKBMBAJIEHTHO 6,6
Mr ueptaodypa Ha 1 KT Macchl )KUBOTHOIO).
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Puc.1 Cxema BBenenus LedTonut ® @opte KpyITHOMY pOraToMy CKOTY.

CaunbsaM LiedpTorut® MopTe BBOIAT OHOKPATHO BHYTPHMBIILEUHO B 03¢ 1 Mit Ha 40
KT Macchl >KMBOTHOTO (4TO SKBUBAJIEHTHO 5 Mr e Triodypa Ha 1 KT MacChl XKUBOTHOTO).

B 01HO MeCTO HHBEKIUH KPYIIHOMY POraToMy CKOTY He PEeKOMEH/TyeTCs BBOUTH Oojiee
30 MJT JTeKapCTBEHHOTO Iperapara, CBUHbAM - 6oiee 5 MIL

16. Ilpu IpUMeHEHWH JEKApCTBEHHOIO Mpernapara B COOTBETCTBMU C HACTOSILCH
MHCTPYKIIMEH MOOOYHBIX SBICHUM U OCJIOKHEHUH, KaK IIPaBuio, He oTMevaeTces. B psze
CIydyaeB B MeCTe BBEIEHHUS Ipernapara BO3MOXHO 00pa3’OBaHHE MPUITYXJIOCTH,



MCUE3aloIeli  caMOMpou3BOJibHO.  [IpM  PasBUTHMH  @UIEPrHUECKUX  peakiluH,
JICKapCTBEHHBIH MMpenapar OTMEHSIOT U Ha3HAYaloT aHTUTMCTaMHUHHBIE ITPENapaThl.

17. CuMITOMBI IEPENO3ZUPOBKHU JIEKAPCTBEHHOT'O IIpeIiapara He yCTaHOBJICHBI.

18. B3aumoaeHCcTBHE ¢ APYTUMU JIEKAapCTBEHHBIMM MpernaparamMu He yCTaHOBIIEHO.
ITpu COBMECTHOM NMPHMEHEHHH C aMUHOTTTMKO3HAAMH W/WIIA NETIEBBIMHA MY PETHKAMH,
0CODEHHO IIPU UMEIOIIEeMCs HapyIeHUH (GYHKIMHK IOYEK, BO3MOXXHO IMOBBIIICHHE pHCKa
HedpoTokcuyHOCTH. HemomycTHMO COBMECTHOE MNPHMEHEHHE C TEeTpauUKIMHAMH U
aMbeHHKOIaMH, TaK KaKk BO3MOXXHO 3HAYHTEIbHOE NafeHHe, BILUIOTH 10 MOTHOM yTpaThl,
X MPOTUBOMUKPOOHOU akTUBHOCTH. Henb3s cMeUIMBaTh Iedprorut® dDopre B ogHOM
IITIPUIE C IPYTUMH JIEKAPCTBEHHBIMU IIpenapaTaMu.

19. OcobeHHoCTER NEHCTBHUS ITPH IIEPBOM MIPHUEME JIEKAPCTBEHHOIO IIperiapara u ero
OTMEHE HE BBISABJIEHO.

20. I'penapar npenHa3HadeH 411 OAHOKPATHOIO BBEICHHS.

21. Y60ii KpyTHOI'O pOraToro CKoTa Ha MsICO pas3pellaeTcs IPOBOAUTh HE paHEE, UeM
gyepe3 20 CyTOK, CBUHENW — uepe3 71 CyTKH Iocie BBEACHUS JICKapCTBEHHOIO mpenapara.
MiCO KHMBOTHBIX, BBLIHYX/IEHHO YOUTBIX 10 HCTEUEHHUsS YKa3aHHOIO CPOKA, MOXKET OBITH
HCITOJIB30BAaHO TSI KOPMIICHMS MYIIHBIX 3Beped. MOJIOKO MOXHO HCIIONb30BaTh I
MHIIEBBIX [esielt 0e3 orpaHuYeHHH.

HaumMeHoBaHMe U aipec MIPOU3BOACTBEHHOU 000 «<HUTA-®APM»; 410010,
TJIOMIAIKA [TPOU3BOIUTENS JIEKAPCTBEHHOI'O r. CaparoB yin. uMm. Ocunosa B.1., n.1.
mpernapara Jjis BETEpUHAPHOI'O IIPUMEHEHHS.

HaumeHnoBanue, agpec opraHu3alu, 000 «HUTA-DAPM»; 410010,
YIIOJTHOMOYEHHOM BIIaJENbLEM r. Caparos yi1. uM. Ocuroa B.I., 1. 1.
PETUCTPAllMOHHOTO YAOCTOBEPEHUS

JIEKapCTBEHHOTO Mperapara Ha IPUHATHE

IIPETEH3U OT MOTPeOUTENS.

C corjacoBaHMEM HACTOSIIICH HWHCTPYKIMH YTpPAuMBAaeT CHIIY HMHCTPYKLHS ITO

npumenennto Lledgronut® ®opre, cormacoBanHas Poccenbxo3Hag3opoM 14 mapra
2018 roxa.
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