NMHCTPYKIIMA
110 NpUMeHeHMo DHpokcuna® 5% pacTBOpa JUIsi UHbEKIUH
JUTS JIEYEHHS JKUBOTHBIX IIPH 3a00JIeBaHUSIX OaKTepHaIbHOMN
U MUKOIUIa3MEHHON 3TUOJIOTUHHU

(opranusanus-paspadborunk AO «KPKA, n.1., HoBo mecton/«KRKA, d.d., Novo mestoy,
Smarjeska cesta 6, 8501 Novo mesto, Slovenija)

I. OOmme crenenus.

1. ToproBoe HaMMEHOBaHUE JIEKAPCTBEHHOTO IIpenaparta: DHPOKCHI® 5% pacTBop
s uasekimii (Enroxil® 5% solutio pro injectionibus).

Mex1yHapOoIHO€ HENTATEHTOBAHHOE HAUMEHOBAHKE: SHPODIIOKCALIUH.

2. JIekapcTBeHHas (popMa: pacTBOP IS HHBEKIUIA.

DupokcHn” 5% pPacTBOp Uil MHBEKIMH B KayecTBE ACHCTBYIOIIEI'O BEIIECTBA CO-
JePKUT SHPOGIOKcauH 50 Mr B 1 MJI, a B KaueCTBE BCIIOMOIaTe/IbHBIX BEIIECTB: OYTaHOIL,
KaJIis TUIPOOKCHU]T U BOJY JIUISl HHBEKIIMIA.

3. Cpok rogHOCTH JIEKAPCTBEHHOTO MpernapaTa MpH COOIIONEHUH YCIOBHIl XpaHEeHNs
— 5 11eT ¢ JaThel NPOU3BOJICTBRA.

3anpernaeTcs HCIoNb30BaTh JIEKaPCTBEHHBIH IIperapar o UCTEYEHUH CPOKA TOIHO-
CTH.

4. Ilo BHewIHEMY BHy NpenapaT IpPEACTaBisieT COOOM IPO3PAUHBIN IKEITOBATOrO
1BeTa pacTBop. Beimyckaror DHpokenn: 5% pacTBOp U MHBEKLUHA pacdacoBaHHEIM 110 50
Mt 1 100 Mt BO (hy1aKOHBEI M3 TEMHOTO CTEK/Ia COOTBETCTBYIOMIEH BMeCTHMOCTH. Kask iplil
(hTaKOH MOMEINAIOT B KAPTOHHYIO KOPOOKY M CHA0XKAt0T HHCTPYKIMEH 10 IIPHMEHEHHIO.

5. XpaHsiT JIeKapCTBEHHBIH NpernapaT B 3aKPHITOI yNMakoBKEe IPOM3BOAMTENS B 3a-
LIUIICHHOM OT TPSAMBIX COJNHEYHBIX JIYyYeil MeCTe, OTEIBHO OT NPOLYKTOB MATAHMUS U KOp-
MOB, IIpu TeMmneparype ot 5°C o 25°C.

6. XpaHUTh JIEKAPCTBEHHBIH TPEnapar cieyeT B MeCTaxX, HEJIOCTYIIHbIX [UIs JeTei.

7. Hencronb30BaHHBIN Ipenapar yTHIN3HPYIOT B COOTBETCTBHU C TpeOOBaHUAMU
3aKOHOJATEJIbCTBA.

8. OTmyckaeTcs 6e3 perenTa BeTepuHapHOro Bpaya.

I1. ®apmakonoruyeckue cBOCTBA.
* 9. Bupokenn” 5% PacTBOP JUIA MHBEKIMI OTHOCUTCA K aHTUOAKTEPHATIBHBIM IIpera-
paraMm rpynmnsl GTOPXHHOIOHOB.

10. Dupodnokcauns, BXOAAUHMI B COCTaB JIEKAPCTBEHHOTO Mperapara, o61anaer
IIMPOKUM CIIEKTPOM aHTUOAKTEPHATIBHOTO ¥ AHTMMUKOILUIA3MEHHOTO NEHCTBUS. AKTUBCH B
OTHOIICHUH TPAMIIOJIOXKUTEIBHBIX U IPAMOTPUIIATEILHBIX MUKPOOPIaHU3MOB, TAKUX Kak
E.coli, Salmonella spp., Pasteurella haemolytica, Pasteurella multocida, Staphylococcus
aureus,  Staphylococcus hyicus., Streptococcus spp., Klebsiella spp., Pseudomonas
aeruginosa, Bordetella bronchiseptica., Campylobacter spp., Corynebacterium pyogenes,
Proteus spp., Mycoplasma spp., Brucella canis, Actinobacillus spp., Listeria
monocytogenes, Haemophilus spp., Clostridium perfingens u np.



MexaHu3M AeHCTBH SHPOPIIOKCAIIMHA 3aKJII0YAETCS B MHTMOUPOBAHUU aKTHBHOCTU
(pepmenTa rupasbl, obecrneunBaroniero perummkanuo cnupanu JJHK B anpe GakrepuanbHoi
KJIETKEe, YTO MPUBOIUT K HAPYIICHUIO CHHTe3a OeKa U rudesy MUKpOOpraHmu3ma.

[Tocse mapeHTepalIbHOrO BBEJIEHUS NpernapaTa SHpOQIOKCAllUH XOPOIIO BCACKIBALT-
Csl C MeCTa UHBEKLIMK U MPOHUKAET BO BCE OpraHbl U TKAHU opraHusMa. Ero makcumasnbHas
KOHIIEHTpAILMs B KpOBU JocTuraercs yepes 1,0—1,5 gaca u yaepxuBaeTcst Ha TepaneBTUye-
CKOM YPOBHE Ha MPOTsDKEHUHU 24 yacoB. Beiiensercss 3HpoQIOKCAlMH U3 OpraHu3Ma JKu-
BOTHBIX B OCHOBHOM B HEM3MEHEHHOM BM/JIE C MOUYOM U JKEITYBIO.

Supokcua” 5% pacTBOP JUIA MHBEKIHIl O CTENEHH BO3JICHCTBUS HA OPraHU3M CO-
rnmacHo I'OCT 12.1.007-76 orHOcUTCA K 3 KJIacCy ONAaCHOCTH (BEIECTBA YMEPEHHO Omac-
HEIE).

1. ITopsiok npuMeHeHust

11. 9Hp0KCI/IH® 5% pacTBOp U1 MHBEKLMI HA3HAYAIOT CEJIbCKOXO3AMCTBEHHBIM JKH-
BOTHBIM M cOOakaM IIpH MHQEKLIUAX OPraHOB JBIXaHMS, XKEJIYyIJOYHO-KUIIEYHOTO TPakKTa,
MOYEIIOJIOBOM CUCTEMBI, IIPU KOJIMOAKTEPHO3€, CENTULEMUH, CaJIbMOHEIUIe3e, aTpoduye-
CKOM pUHHTE, CTPENTOKOKKO3€, OAKTEpHaIbHON U SH300TUYECKOH THEBMOHUSIX, CHHIPOME

"MMA, u apyrux 3a60yieBaHHsAX, BO30YIUTEIH KOTOPBIX 4yBCTBUTEILHBI K SHPO(IOKCAIH-
- ® .

12. IIpoTHBONOKa3aHUEM K IPUMEHEHUIO DHpoKcuia 5% pacTBopa s UHLEKIUIT
SBJISETCS TMOBBIMICHHAS MHAMBUIyallbHas 4yBCTBUTEIBLHOCTh JKHBOTHOTO K (DTOPXHHOIO-
HaM. 3alpenaeTcs IPUMEHEHHE JIEKAPCTBEHHOTO IpernapaTa XUBOTHBIM ¢ BEIPaKE€HHBIMU
HApYIICHUAMM PA3BUTHUS XPSIICBOM TKAHM, IIPU [OPAXKEHUSIX HEPBHON CHCTEMBI, COMPOBO-
AKIAIOMUXCS CYIOPOraMH, [PU TSHKEJIBIX MOPAKEHUAX IIEYEHU U TIOYEK, a TaKKe [IPU BhIJIe-
JeHUH y OOJIBHOTO HKUBOTHOTO MHKPOOPTaHU3MOB, YCTOMYMBBIX K PTOPXUHOJIOHAM.

13. BHpOKCHn 5% pacTBOp Ul UHBEKIWA MPUMEHSIOT TeIATaM, OBLIAM M KO3aM
IOJKOXKHO, a OPOCATAM, IIOJICBHHKAM U CBUHOMATKaM BHYTPHMBILIEYHO OJIMH pa3 B CYTKHU
B TCYCHUE TPEX-TIATH JHEH, B 103¢ 1 M1 Ha 20 KI' MacChl JKUBOTHOTO (2,5 M 3HpOdIIOKCa-
[MHa Ha 1 Kr Macchl )KMBOTHOTO).

Ilpu campMoHemIe3e H HHAEKIUAX OPraHOB JABIXAHHS DHPOKCHI 5% pacTBop uis
UHBEKIMN HA3HAYAOT OJIMH Pa3 B CYTKU B TEYCHHUE IATH JHEH B 03¢ 1 Mut Ha 10 K Macchl
)KUBOTHOTO (5,0 Mr sHpOdIOoKCaMHA Ha 1 KT MAcChl JKUBOTHOLO).

Cobakam DHpokcu1” 5% pacTBOp Ajis MHBEKIHI Ha3HAYAIOT IMOAKOXKHO OJMH pa3 B
CyTKH B 103e 1 mut Ha 10 Kr mMaccel 5KUBOTHOTO (5 Mr sHpoduIOKcaluHa Ha 1 KT Macchl 5KH-
BOTHOI'0) B T€YEHME MATH JTHEH, IPU HEOOXOAMMOCTH MPOXOIKHTEIBHOCTD JTEYEHUS MOJKET
OBITH yBeIM4YeHA [0 JeCATH JHEH. 3amperraerces npuMeHenne JHpokciia® 5% pacTBopa
U MHBEKIUH MEHKaM MOoJIoKe 12 MecsieB (LeHKaM KpPYTHBIX MOPOI — MOJIOkKe 18 Mecs-
IIeB), TAK KaK BO3MOXKHO HETaTUBHOE BO3JCHCTBHE HA PA3BUTUE XPSINEBON TKAHH B HEPUOJ
pocTa KUBOTHOTO.

BBuy Bo3mMoxHON GolieBoil peakiun DHpokcHn” 5% pacTBOp Il UHBEKIUN Cie-
AYCT BBOAMTEL B KOJIMYECTBE HE 00JIee 5 MJII B OJJHO MECTO KPYIIHBIM KHBOTHBIM U HE OoJee
2,5 MJI — MEJIKAM >KUBOTHBIM.

14. CuMITOMEI IEPETO3UPOBKH Y )KUBOTHBIX HE BHISBIICHBL.

15. OcobeHHoCTE! NeHCTBHS JIEKAPCTBEHHOTO MPENapaTa [py ero IIEPBOM IpUMEHe-
HUHU ¥ OTMEHE HE YCTAHOBJICHO.

16. M3yuenune GesomacHOCTH mpemnapara npu [IPUMCHCHHH JIAKTUPYIOIIUM U Oe-
PEMCHHBIM JKHBOTHBIM HE MPOBOAMIOCE. BO3MOXXHO NpUMEHeHHe mpenapara 3TUM
TPYIIaM JKHBOTHBIX MOCI€ OLEHKH COOTHOLUCHMS MOJIB3Bl U PUCKA BETEPUHAPHBIM Bpa-
YOM.

17. Cnenyer usberars mpormycka odepe/HOI 1035l JEKApCTBEHHOTO rpenapara, Tak
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KaK 3TO MOXET NPHUBECTH K CHWKCHUIO TepalleBTUYECKON 3ddekTuBHOCTU. B ciyyae rmpo-
IIyCKa OJHOM 03Bl IPUMEHEHUE IIperapaTa BO30OHOBIAIOT B TOU e JO3UPOBKE U IO TOH
xKe CXeMe.

18. TTo60YHBIX ABJICHUI U OCIOKHEHUH Y )KMBOTHBIX TPH IIPUMEHEHHUH JIEKAPCTBEH-
HOrO Iperapara B COOTBETCTBUH ¢ HACTOANIEH MHCTPYKIIMEH, KaK MpaBuiio, He HabIo aer-
csi. B ciyyae nmosBICHUS aJUIEPrUYECKUX PEAKUMI HCTIONB30BaHKUE Hperapara MpeKpaIaT
¥ Ha3HAYalOT KMBOTHOMY AHTHI'MCTAMHUHHBIC W CUMIITOMATHYECKHUE JICKapPCTBCHHBIE Cpejl-
cTBa. B OTHENBHBIX CllyYasx BO3MOKHO KPaTKOBPEMEHHOE HapyLICHHE QYHKIMHU 5KelTyJ0U-
HO-KMIICYHOI'0 TpakTa. B MecTe MHBEKIMU BO3MOKHO MOSBICHHE pa3ApaKeHUs, HCUE3ato-
uiee caMmOoIIPOU3BOJIBHO.

19. He fomyckaercst 0JHOBpeMEHHOE NpUMEHeHHe DHpokcmia® 5% pactBopa s
MHBEKIHHA C XJIOPaMPEHUKOIOM, MAKPOIUIAMU, TETPALMKINHAME, TEODUIIIMHOM U HeCTe-
POUIHBIMH IIPOTUBOBOCHAIUTEIBHBIME CPEJACTBAMMU.

20. Y6oii )XMBOTHBIX Ha MSCO Pa3peliaeTcs He paHee, YyeM yepes 14 cyTok mocie mno-
CJIETHET0 NPUMEHEHHs JICKapCTBEHHOrO Mpenapara. MsAco KUBOTHBIX, BBIHYKIEHHO yOu-
TBIX 10 MCTE€YEHUS YKA3aHHOIO CPOKA, MOXKET OBITh MCHOJIB30BAHO ULl KOPMJIEHUS ITylI-
HBIX 3BEpPEN.

IV. Mepbl TnuHOM oG UITaKTHKH

21. Tpu pa6ote ¢ Dupoxcwiom” 5% PacTBOPOM JUIsi MHBEKIUN CIIELYET COOII0IATh
obuue npaBuiia JUIHONH TUIHEHbl H TEXHHKU 0e30I1aCHOCTH, MPELYCMOTPEHHbIE pu pado-
T€ € JICKAPCTBEHHBIMHU TIpenapatamMu. Bo Bpemst paboThl 3alpeIaeTcst KypuTh, IUTh U HpH-
HUMaTh numry. 110 okoHYaHuu paboTsl CiIeayeT TIATeBHO BBIMBITh C MBIJIOM JIUIIO U PYKH.

22. JIrofsM ¢ UNEpYyBCTBUTENBHOCTEIO K (PTOPXUHOIOHAM CIEyeT u3berars psi-
MOr0 KOHTaKTa ¢ mpernaparom. I1ycryro ynakoBky u3-noj npernapara 3anpernaeTcs: HCIoib-
30BaTh A/ OBITOBBIX LIENIEH, OHA MOUICKUT YTUIIM3AIME ¢ OBITOBBIMU OTXOJAMH.

23. Ilpu ciryyalHO TONAJaHUH [perapaTa Ha KOKY WIH CIH3UCTBIE 0OOJOYKH ero
HEOOXOIMMO TOTYAC CMBITh HPOTOYHON BOJIOM ¢ MbIIOM. B ciydae nossienus ajuiepruye-
CKHX PEaKIUil H/HIIH IIpU CIly4aiiHOM [ONaJaHAH JIEKAPCTBEHHOTO MpenapaTa B OpraHusM
HC/IOBeKA CIICNYET HEMEUICHHO OOPATUTHCS B MEULIMHCKOE yupekaeHue (Ipu cebe uMers
MHCTPYKIIHUIO [10 IIPUMEHEHUIO TIPerapaTa Win STUKETKY ).

HanmeHnoBaHMe U aJipec NpOU3BOACT- AO «KPKA, n.1., HoBo mecTon/«KRKA, d.d.,
BEHHOM IUIONIAKK IPOM3BOMTENs pe-  Novo mestoy», Smarjeska cesta 6, 8501 Novo
napara mesto, Slovenija.

HanmeHnoBaHwue, agpec opranusanum, lpencraBurenscrso AO «KPKA, 1., Hoso

YIIOJTHOMOYCHHOM BIIAJICNIBIIEM WIIH IEP- MECTO» B PO,

KATCJIEM PETHCTPAlMOHHOTO yocToBe- 125212, r. Mocksa, ['ooBuHCKOE 1m0CCe, 10M
PEHUs JIEKApCTBEHHOIO IIpernapara Ha 5, kopmyc 1

IPUHATHE TPETCH3UI OT OTpeOuTElIs. Ten.: (495) 981-10-95, dakc: (495) 981-10-91

Homep perucrparyonnoro yocrosepenns 08 —» -4, 42 AQus A Ol _2 - O .2 [ OA4C

C cornacoBaHueM HaCTOAIIEH MHCTPYKIMH 110 IIPUMEHEHHIO Dupokcuna® 5% pac-

TBOpa JUISl MHBEKUUH, CYMTATh YTPATUBINEH CHUIly MHCTPYKIIHIO MO IIPUMEHEHHIO, YTBEp-
KIeHHYIO0 Poccenbxosnaazopom 20.06.2013 r.
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