HHCTPYKLIUAA
10 MPUMEHEHHI0 JHpodIoKca 5% IS ICUCHHs CBHHEH, KPYITHOTO M MEJIKOI'O POraToro cKoTa
npu Oones3nsax GakTepruanbHOM U MUKOIUIA3MEHHOM dTHOJIOIHH
(opranusanms-paspaborunk: kommanus «Industrial Veterinaria, S.A.
«INVESA», C/Esmeralda, 19, 08950 Esplugues de Llobregat, Barcelona, Spain)

[. O0uue crenenus
1. Toprosoe HanMEHOBAHHKE JIEKAPCTBEHHOTO TIPETapara: JHPOPIIOKC 5% (Enroflox 5%).
Me:xnyHaponHoe HENATEHTOBAaHHOE HA3BaHME: YHPODIOKCAIIHH.
2. JlexapcrBenHas (hopma: pacTBOP Uit HHBEKIIMIA.
Dupotioke 5% B 1 MII COAEPKHUT B KauecTBe ASHCTBYIOLIEro BellecTBa SHpodIoKkcanuH - 50 mr,
a B Ka4ecTBe BCIIOMOTATENbHbIX BEIIECTB OEH3HIOBLIH crupT - 10 Mr, rHAPOOKHCH Kanus - 8,7 Mr,

MOHOTH/IpAT JIMMOHHOM KHCJIOTBI B KOIMYecTBe, HeoOxomumom mms pH 10,0-11,0, Boma s
HHBEKIIHH - 10 1 M.

~

3. Ilo BHewHemy BHJLY JIEKADCTBEHHBIH MpenapaT NpeacTaBiseT coboi Mpo3paunyio JKHIKOCT
xenrroro nsera. CpoK roJHOCTH JIEKapCTBEHHOTO Npenapara IIpH COOJIOIEHHH YCIOBHH XpaHeHH S -
3 rojia co JiHs NPOH3BOJICTBRA.

3anperaeTcs MCNONL30BaTh JHPOGIIOKC 5% 10 MCTEYEHHH CPOKA TOJHOCTH.

4. Dupoduokc 5% sbinyckaroT pachacoBarHbiM 1o 50, 100 u 250 M Bo (IaKOHBI H3 TEMHOTO
CTEeKNa, YKYIOPEHHbIE PE3HMHOBBIMH IPOOKAMH, YKPEIUICHHBIMH ATIOMHHUEBBIMH KOJMAYKAMHU,
Kaxnpiii  (iiakoH ynakoBBIBAIOT B HMHIMBHIYaJIbHYIO KapTOHHYK KOpoOKy H cHaGxkaroT
HWHCTPYKLHEH 110 TPUMEHEHHIO.

5. Dupoduioxe 5% XpaHAT B yNakoBKe MPOM3BOAMTENS OTAENBHO OT MPOLYKTOB TMHTaHHS H
KOPMOB, B CyXOM, 3alllHIIEHHOM OT MPSMBIX COJIHEYHBIX JTyuel MecTe, pu temneparype or 0°C jo
25°C.

6. Dupodokc 5% HeoOX0MMO XpaHHTE B HEAOCTYHOM 714 AeTeif Mecre.

7. HemCronb30BaHHbIH JIEKapCTBEHHBIH NMpenapar ¢ HCTEKIINM CPOKOM TOJHOCTH YTHIH3HPYIOT
B COOTBETCTBHH € TPeOOBAHUAMH 3aKOHOATEILCTBA.

8. Ortmyckaercs 6e3 perenTa BeTepHHAPHOTO Bpaya.

I1. ®apmakosioruyeckuie cBoicTBa

9. Dupoduioke 5% OTHOCHTCS K aHTHOAKTEPHABHBIM JICKAPCTBEHHBIM MPENAapaTaM rPyIIbI
(TOPXHUHOJIOHOB.

10. Supoduokcanns, BXxomsmuii B coctaB DHpodokca 5%, o0nagaeT IMHPOKHM CIEKTPOM
aHTUOAKTEPHAILHOTO  NEHCTBHSA.  AKTHBEH B OTHOIIEHMH  IPAaMIIOJOKHTENbHBIX U
rpaMOTPHIIATENIBHBIX MHKpOOPraHusmoB, B tom uucne E. coli, Haemophilus spp., Klibsiella spp.,
Pasteurella spp., Pseudomonas spp., Bordetella spp., Campylobacter spp., Erysipelothris spp.,
Corinebacterium spp.. Staphylococcus spp., Streptococcus spp., Actinobacillus spp., Bacteroides
spp., Clostridium spp.. Mycoplasma spp.

Oupo¢rokcanua noxasnser Gakrepuanehyio JIHK-rupasy, wapymaer cuntes JIHK, pocr u
JleneHnde OAaKTepuil; BHIBIBAET BBIPAKCHHBIE MOP(DOTOrHYECKHE M3MEHEHHS (B T.4. B KJIETOUHOM
CTeHKe W MeMOpaHax), 4To NpHBOMMT K OblcTpoii ruGenu GakrepuanbHoil kieTkn. JleiicTByeT



OakTepHIHAHO HA TIPAMOTPHIIATENHHBIC MHKPOOPTAaHM3MBI B NEPHON MOKOS M JCNCHHS, Ha
TPaMIIOJIOKHTEIEHEIC MUKPOOPIaHU3MBI — B [IEPHO/I JEIICHHS.

OHPOQIOKCALMH XOPOIIO BCACHIBACTCS W TPOHUKAET BO BCE OPraHbl M TKAHM OopraHusma.
MakcumalibHas KOHIEHTpAIUs JIeKapCTBEHHOTO Mpenapata B KPOBH IOCTHIAeTCS yepe3 0,5-1 uac
mocne BBeJeHHsE DHpodIoKea 5%, TepaneBTHYCCKas KOHIEHTPAIHA COXPAHAETCS Ha IPOTSDKEHUH 24
JacoB.

DHpodokcalMH YaCTHIHO METaGoNM3MPYETCS B UMMPOGIOKCANMH M BBUICISCTCS U3 opraHuzma
[IPEUMYLIECTBEHHO ¢ MOYOH.

[lo crenenn BosmedicTBus Ha opramusm Dupodnoke 5% OTHOCHTCS K BeIIeCTBAM YMEpPEHHO
omacHbIM (3 kiacc omacHoctH no I'OCT 12.1.007-76), B PEKOMEHIYEMBIX [03aX XOPOUIO

MEPEHOCHTCA NTHLEH, He obnagaer IMOPHOTOKCHUYECKHM, TEPaTOreHHBIM H ['eNaTOTOKCHYECKHM
JIEeHCTBHEM.

III. Ilopsanok npumMeHeHHs

11. Dupodroxe 5% HasHAYAIOT JUIsS JleYeHUs GPOHXOMHEBMOHMH, 3H300THYECKOH ITHEBMOHHH,
KOMHOAKTepHo3a, calbMOHE/Ie3a W JPYTHX OosesHei OakTepuaNbHONH ATHOJIOTHH, BHI3BAHHBIX
MHKPOOPTaHU3MAMHU, YyBCTBUTENLHBIMU K ()TOPXHHOJIOHAM Y KPYIIHOIO M MEIKOTO POraToro CKoTa
U CBHHEH.

12. 3anpemaeTcs IpHMEHEHHE JIEKAPCTBEHHOTO Iiperapara MpH HHIUBHIYAITLHOR MMOBBIIIEHHOH
YYBCTBUTEIBHOCTH XHBOTHOIO K (TOPXHHOJIOHAM, JKHBOTHBIM ¢ 3a00JI€BAHUSAMH MOYEK M ITCYEHH U
BbIPKCHHBIMA HAPYICHUSAMH Pa3BUTHS XPAIICBOH TKaHH, IPH NOPAKEHUSIX HEPBHOH CHCTEMBL.

13. Dupoduioke 5% BBOAT:

-  KPYIHOMY M MEIIKOMY pOratoMy CKOTY NOAKOKHO B j03e 0,5-1,0 Mu1/10 kr Macchl 3)KHBOTHOTO
(B 0Z1HO MecCTO TendTaM BBOAST He Gosee 10 mu);

- CBHHBAM BHYTpUMBbIIEUHO B jo3e 0,5-1,0 mi/10 Kr Maccel KMBOTHOTO (B OJHO MeCTO
NopocsATaM BBOIAT He Oosiee 2,5 mi).

JUTHTENBHOCTD JleyeHust cocTaBiisieT 3-5 1med. PexoMeHjyercs BBOAMTEH JIEKapCTBEHHBIN
npenapar B 0€IPEHHYIO IPYIITY MBIIIIL.

14. Ilpu mnepenosuposke Dupodrokca 5% y XMBOTHBIX MOXKET HAGIIOIATHCS Jadapes "
QLIEPTHYECKHe peakinn. B oTHX ciyuasx Heo6XOAMMO MpeKpaTHTH MPHMEHEHHE JIEKapCTBEHHOTO
nperiapara ¥ Ha3HAUHTh CHMITOMATHYECKOE JIeYEHHUE.

15. Ocobennocreit neficteus Dupoduokea 5% npu nepsoM npueme mpernapara i €ro OTMeHE He
BBISIBJIEHO.

16. Jlomyckaercsi npuMeHEHHE JIEKAapCTBEHHOIO MpemapaTta OepeMEHHBIM M JTaKTUPYIOIMIHAM
KUBOTHBIM, & TAKKE MOJIOJIHAKY CBHHEH M KPYITHOIO POraToro ¢KoTa io6oro Bo3pacTa.

17. Cnenyer usberats npomnycka o4epeiHOi T03bI lipenapara, Tak KakK 3TO MOXKET IPHBECTH K
CHHIKCHHUIO TEPAaNeBTHYCCKOH osddextuBnocTH. [lpu npomycke onHOM MM HECKONbKO 103
Dupodnokca 5% Kypc lieuenus HEOGXOJMMO BO30OGHOBHTE B NpelyCMOTPEHHBIX JTO3UPOBKAX H
cXeMe IPUMEHEHHSI.

18. B ciyyae mosBIEeHHs a/UIEPrHYECKHX PEaKUHH MCIIONb30BAHUE JIEKapCTBEHHOTO Ipernapara
TIPEKPAIIAIOT H HA3HAYAIOT AHTHTUCTAMHHHBIE CPEACTBA, AIPEHAIINH, KOPTHKOCTEPOHIBI HIIH APYTOe
CHMIITOMaTHYECKOE JICUCHHE,

19. Dupoduoke 5% He cnexyer NpPUMEHATH OJHOBPEMEHHO ¢ OaKTepHOCTATHYECKUMH
aHTHOMOTHKAMH  (JICBOMMUETHHOM, MAaKpOJIHIaMH M TETPALMKIHHAMY), TEODH/UIMHOM WU
HECTEPOHHBIMH NMPOTHBOBOCIAIHTEIBHBIMH CPEICTBAMH.

20. V6oit ®HMBOTHBIX Ha MSCO pa3pellaeTcs HE paHee, ueM depe3 14 cyTok mocne mociaemHero
TIPUMCHCHHS JIEKAPCTBEHHOIO npenapara. Msico JKMBOTHBIX, BBIHYXIEHHO YOHUTBIX 00 HCTEYeHHS
YKa3aHHOTO CPOKa, MOXKET ObITh HCIONBE30BAHO ISl KOPMIICHHS ITYLIHBIX 3Bepeii.



IV. Mepsl nu4HO# podHIaKTHKH

21. Ilpn npumeneHun DIHpodnokca 5% HeoOXomumo cobmomaTe oOL(Me TNpaBuia IHYHOM
TUTHEHBl W TEXHMKH 0€30MacHOCTH, NpEIyCMOTpEHHBIE IIpH paboTe C  JieKapCTBEHHBIMH
npenaparamu.

22. Bo Bpems paboThl ¢ JIEKAPCTBEHHBIM TIPENApaToM 3allpeliacTcs MUTh, KYPUTh W IPHHAMATE
nunty. Jluna, paboraroiue ¢ JIEKapCTBEHHBIM TIPENapaToM, JIOJKHBI ObITh OJETHI B CIICTIONEKITY H
obecrieyeHbl OYKaMM 3aKphIToro TtHma. B Mecrax paboThl nomkHa OBITH amnTedka NepBOM
nospagebHoit momomu. [Tocie paboThl ¢ TeKapCcTBEHHBIM TIpeNnapaToM HEOOXOAUMO BBEIMBITE PYKH ¢
MBUIOM.

23. Ilpu cioy4yaiiHOM KOHTAKTE€ JICKAPCTBEHHOIO Ipenapara ¢ KOXed HIH  CIH3HCTHIMH
obonoukamMH, HX HEOOXOIMMO TNPOMBITH  OONBIIMM  KOJIHYECTBOM  BOALL JlogsMm ¢
THIIEPYYBCTBUTENBHOCTEI) K 3HpOQIIOKCAMHY ciexyeT u30erarh nNpsMOro KOHTaKTa C
2upodaoxcom 5%. B ciaydae nosBneHHs anaeprudeckKuX peakuuil Wid npu ClIydYaiHOM IIONafaHHu
npenapara B OPraHW3M YeJIOBEKa CIELyeT HEMENICHHO OOPaTHThCA B MEAMIIHHCKOE YUPEKICHHE
(mpu cebe MMETh HHCTPYKIIMIO IO IPUMEHEHHIO NIpenapaTa Wik 3THKETKY).

HaumeHOBaHHA H agpeca MPOH3BOACTBEHHOM «Industrial Veterinaria, S.A.

IUTOMIAKH IIPOU3BOIUTENS JIEKAPCTBEHHOTO «INVESA», C/Esmeralda, 19, 08950
npenapara A1 BETepHHAPHOTO MPUMEHEHUS. Esplugues de Llobregat, Barcelona, Spain.
HaumeHnoBanue, anpec opranu3aluu, 000 «JImpyc», 115093, r. Mocksa, yi.

YIOITHOMOYCHHOM JIepKaTelleM WK BianenbieM  bonbimas Cepnyxosekad, a. 31, kopm. 12
PEruCTPaIlHOHHOTO YA0CTOBEPEHHUS

JIEKapCTBEHHOI'O NperapaTa Ha [IPHHATHE

npeTeH3uit OT noTpeduTeNs.

Homep perucTpaiHoOHHOIO y10CTOBEPEHUS: 244 - 3 £ /8 3340 /75t - 55 S00939

C cormacoBanuem HacCTOsIIEH HMHCTPYKIHMH, YTPAaYMBAeT CHJIY HHCTPYKIHS 10 MPHMEHEHHIO
Supodnoxca 5%, yrrepxunennas Poccenbxo3namazopom 24 despans 2011r.





