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NHCTPVYKITUA
1o npumereHnio DHpokcwia® 5% pacTBopa AJIg HHBEKIHIA
A5t ICICHHSA JKUBOTHEIX NPH 3a60/1€BaHKUAX GaKTepHaNTbHON
Y MHUKOILIa3MEHHOM 3TUOJIOTHUHU

(opranmsamms-paspaborank AO «KPKA, 1.1, HoBo MecToy/ «KRKA, d.d., Novo mestoy,
Smarjedka cesta 6, 8501 Novo mesto, Slovenija)

I. O6mue ceenenus.

1. ToproBoe HaumMeHOBaHWE JEKAPCTBEHHOTO Mpemapara: JHpokcwi® 5% pacTBop
s wnsekumit (Enroxil® 5% solutio pro injectionibus).

MexlyHapoIHOe HeMaTeHTOBAHHOE HAUMEHOBAHNE: 3HPOQIIOKCAIIHH.

2. JlexapcTBeHHas hJOpMa: pacTBOp IS HHBEKIHIA.

Bapokcun® 5% PacTBOp Ml MHBEKLMH B Ka4ECTBE ACHCTBYIOIIEr0 BEMIECTBA CO-
AEPKUT SHpodIiokcamuH 50 Mr B 1 MJI, a B Ka4ecTBe BCIIOMOTATEBHEIX BEIECTB: Oyrano,
KaJlus THAPOOKCH] ¥ BOAY /IS HUHBEKIIHIA.

3. CpoK roiHOCTH JIEKapCTBEHHOTO MPENapaTa Iy COOMONEHHN YCIOBHMiA XpaHeHUs
— 5 JIET ¢ 1aThl IPOM3BOACTBA.

3anpemaeTcss MCTONb30BaTh JEKAPCTBEHHBIH TIPENapaT 10 HCTEYEHUH CPOKa TOJHO-
CTH.

4. Tlo BEemHeMy BHIy Ipemapar MpeACTABILET coGoil MPO3PayHEIN KEITOBATOI0
1BeTa pactBop. Beimyckaror Supokeun® 5% pacTBOp IJisi MHBEKIMH pachacoBaHHEIM 110 50
M1 ¥ 100 M1 BO (1aKOHEI B3 TEMHOIO CTEK/Ia COOTBETCTBYIOMICH BMECTHMOCTH. Kaykmprit
(}1aKoH MOMEIAOT B KAPTOHHYI0 KOPOOKY U CHAGKAIOT HECTPYKIMEH 110 IIPUMEHEHUIO.

5. XpaHAT JeKapCTBEHHBIN NpEnapar B 3aKpHITOH YIIaKOBKE MIPOU3BOANTENA B 3a-
IMAIIEHHOM OT TPSAMBIX COMHEYHBIX JIy4ed MECTE, OTAENBHO OT NPOIYKTOB MUATAHMS U KOp-
MOB, MpH Temneparype ot 5°C no 25°C.

6. XpaHWTb IeKapCTBEHHEIH MPENapar CJIeAYeT B MECTaX, HEJOCTYIHBIX JIs AeTeil.

7. Hewncnosip30BaHHBIN NpenapaT YTHIH3MPYIOT B COOTBETCTBHH C TpeOOBaHUIMH
3aKOHOJaTEeNIbCTRA.

8. Otmyckaercs 6€3 perenTa BeTEpMHAPHOTO Bpaya.

I1. ®apmakonorugeckue CBOMCTRA.

9. Dupoxcmr® 5% PacTBOp I MHBEKIUH OTHOCHTCS K aHTHOAKTepUaIbHEIM IIpETa-
paTtaM rpynnsl pTOPXUHOIOHOB.

10. SHpodnoxcalmH, BXOIAMMI B COCTaB JIEKAPCTBEHHOTO Npemnapara, o6iagaet
IMAPOKUM CTIEKTPOM aHTHOAKTEPHATEHOr0 M aHTUMUKOILIA3MEHHOTO NEHCTBUS. AKTUBEH B
OTHOINCHUA I'PAMIIONIOXKUTEIBHBIX U IPaMOTPHULATENBHEIX MHUKPOOPraHU3MOB, 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 ap.



Mexannsm nelicTBus SHpobIOKCAlMHA 3aKTI0UaETCA B MHTUOVPOBAHUM aKTUBHOCTH
(epmeHTa rUpaskl, 06ECIeYMBAIOMIETO PEILTHKALIHIO cnimpama JIHK B sape Gaktepuansnoi
KJICTKE, 9TO NPUBOIWUT K HAPYLICHHIO CUHTE3a OellKa i ruben MUKpOOpraHu3Ma.

Iocne napenTeparbHOrO BBEACHUS MpenapaTa SHPOhIOKCAIH XOpOILIO BCackIBaeT-
s ¢ MECTA MHBECKINK ¥ IIPOHUKACT BO BCE OPTaHbl ¥ TKaHM OpraHmsMa. Ero MakcuMaipHas
KOHICHTpalisA B KpOBU jocTHraercs gepes 1,0-1,5 yaca u ynep:xuBaercs Ha TepanesTmye-
CKOM YPOBHE Ha NPOTHXEHUU 24 yacoB. Brijendercs S3HPOMIOKCAMH U3 OpraHH3Ma K-
BOTHBIX B OCHOBHOM B HEM3MEHEHHOM BHJIE C MOYOH U JKETUBIO.

Bupokenn® 5% PacTBOp 11 MHBEKIHHU I10 CTENEHH BO3JEHCTBH Ha OPTraHU3M CO-
raacHo I'OCT 12.1.007-76 orHocuTes K 3 KiIacCy ONacHOCTH (BELIECTBa YMEPEHHO O1ac-
HEIE).

ITI. ITopsimok npumeHeHNs

11. Bupokcun® 5% pacTBOp I UHBEKIMH HA3HAYAIOT CETbCKOXO03SIMCTBEHHBIM JXH-
BOTHBIM ¥ CODakaMm NpH MHQEKIHIX OpraHoB JbIXaHHS, JKeIyIOYHO-KHIIEIHOTo TpakTa,
MOYETIONIOBOM CHCTEMBI, NPU KOJMOAKTEPHO3€e, CENTUIEMMM, CalbMOHEILIe3e, arpodude-
CKOM PHHUTE, CTPENTOKOKKO3e, DaKTEpUANbHOM 1 SH300THYECKOH THEBMOHHUAX, CUHAPOME
MMA, u mpyrux 3a601€BaHUIX, BO3GYAUTENN KOTOPHIX YyBCTBHTEIBHEL K 3Hpo(dIOKCaH-
Hy.

12. TIpoTHBOMOKa3aHUeM K IPUMEHEHMIO DHpoKcwIa® 5% pacTBOpa I WHBEKIIMIA
SABJCTCA IOBBIICHHAA UHAMBHUAYalbHAs YyBCTBUTEIBHOCTh JXMBOTHOTO K (DTOPXHMHOIO-
HaM. 3alpelaercs NPUMEHEHHE JIEKAPCTBEHHOTO MPENapaTa KUBOTHEIM C BHIPAKEHHEIMHU
HapyIICHUSIMU Pa3sBUTHA XPANICBON TKaHH, IPH IIOPAKEHHAX HEPBHOM CHCTEMBI, CONPOBO-
HKIAOMMXCSA CyOPOTraMy, [IPH TKENBIX NIOPAKEHUIX NIEISHU U II0YEK, a TAKOKE MPH BEIJE-
JIEHUM Y GOIIBHOTO XHUBOTHOTO MHUKPOOPTAHH3MOB, YCTOMUMBEIX K (DTOPXMHOTOHAM.

13. Bupokeun® 5% PacTBOp Ui MHBEKLMH IPUMEHSIOT TEIATaM, OBIAM U KO3aM
NIOJIKOXKHO, @ IIOPOCATAaM, IOACBUHKAM M CBHHOMATKaM BHYTPUMEBIIIEYHO OUH Pas B CYTKH
B TCUCHUE TPEX-IATU JHEH, B 1o3¢ 1 M Ha 20 Kr Macchl )KHUBOTHOTO (2,5 Mr 3HpodIOKCa-
IIMHAa Ha | KT Macchl JKMBOTHOTO).

Ipu canbMoHene3e U MHGEKUMIX OPTaHOB JBIXaHHSA DHPOKCHI® 5% pacTBop IS
HHBEKIMI Ha3HAYaOT OJUH pa3 B CYTKU B T€UEHHE MATH JHel B qo3e | M Ha 10 Kr Macce
XUBOTHOTO (35,0 Mr 3HpOdIIOKCanyHa Ha 1 KI' Maccsl JKHBOTHOTO).

Co6akam Supoxcmn® 5% PacTBOp VIS MHBEKIUH HA3HAYAIOT TIOJKOXKHO OJMH pa3s B
CYTKH B 03¢ 1 M1 Ha 10 KT Maccsl )XHBOTHOTO (5 Mr 3HpO(IOKCAIMHA Ha 1 KT Macchl JKu-
BOTHOI'0) B T€YCHHUE IIATH JHEH, IIPU HEOOXOAUMOCTH NIPOAOJKUTETHHOCTS JICUCHHS MOXKET
6BITh yBeMMYEHA 1O AecATH [HEH. 3ampemaercs npuMeHeHne DHpokcmia® 5% pacTBopa
A7 MHBEKIUH IIEHKAaM MONIOXKe 12 MecsneB (IIeHKaM KpyIHEIX Opox — Monoxe 18 Mecs-
LIEB), TAK KaK BO3MOMKHO HETATUBHOE BO3/CHCTBUE HA Pa3BUTHE XPAMIEBOH TKAHH B [IEPHOL
pocTa XUBOTHOTO.

Beuny Bo3MOXxHOI OosieBOM peakuuu 3Hp0KCﬂJI® 5% pacTBOp ISl MHBEKIHIA ClTe-
AyeT BBOIUTH B KOTMYECTBE HE Oosee 5 MII B OTHO MECTO KPYIHEIM XMBOTHEIM U He Gonee
2,5 M — METTKHM JXHBOTHBIM,

14. CUMIITOMBI IEPEIO3UPOBKHY Y )KMBOTHEIX HE BEISBIICHEL.

15. OcobeHnoCTeH AeiCTBYS IEKAPCTBEHHOTO Npeapara IIpK €To IepBOM IPAMEHe-
HHM ¥ OTMEHE HE YCTaHOBJICHO. ‘

16. Msy4enue 6e30macHOCTH IpenapaTa NpH NPUMEHEHWH JAKTUPYIOLIUM U Ge-
PEMEHHBIM JKHMBOTHBIM HE IPOBOAMIOCE. BO3MOXHO INpHUMEHEHWe Ipernapara 3THM
TpynmaM JXUBOTHBIX IIOCJIE€ OLEHKH COOTHOLICHHA ITONB3Hl M PUCKA BETEPHHAPHEIM Bpa-
4oM.

17. Cnienyet u3Gerath mpoITycKa OYepeIHOM IO3HI JIEKapCTBEHHOIO Ipemapara, TaK
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KaK 9TO MOXET NPUBECTH K CHIDKEHHIO TepalleBTHYeCKol s¢ddekruBHOCTH. B Cciyuae mpo-
IyCKa O/{HO¥ [103bI NPMMEHEHHUE TIPEnapaTa BO30OGHOBIIOT B TOH ke JIO3UPOBKE U MO TOM
e CXEeME.

18. TTo6049HBIX ABIECHNY 1 OCIOKHEHMH Y KUBOTHEIX TIpA IPUMEHEHHH JIEKAPCTBEH-
HOTO NperapaTa B COOTBETCTBHHU C HACTOSMIEH MHCTPYKIMEH, KaK NPABIIO, He HabmonaeT-
¢s. B cinyyae mogBieHus anneprudecKiX peakiii UCIIONb30BaHHe npenapaTa NpeKpamarT
M HasHAYaloT JXUBOTHOMY aHTUTHCTAMUHHEIC ¥ CHMIITOMATHYECKHE JIEKAPCTBEHHEIE CPeli-
CTBa. B OTHENBHBIX Cllygasx BO3MOXKHO KPATKOBPEMEHHOE HAPYIICHNE GyHKIMH Keny10Y-
HO-KUIIEYHOTO TPaKTa. B MecTe HHBEKIMM BO3MOKHO HOSBIEHUE Pa3ApaKeHus, HCUe3aro-
ITI€€ CaMOIPOU3BOIIBEHO.

19. He momyckaetcs oqHOBpeMEHHOE NpHMEHEHHE 9Hp01ccm1a® 5% pactBOpa ms
MHBEKIHH C XI0paMpEHUKOIOM, MAKPOTHIAMH, TeTPALMKIMHAME, TeODULUIAHOM U HECTe-
POUTHBIMH IIPOTHBOBOCHIATIUTEILHEIMH CPEICTBAMH.

20. Y6oi MBOTHEIX Ha MSCO pa3pellaeTcs He paHee, yeM gepes 14 cyTok mocite mo-
CIICTHETO IPHMEHCHUS JICKAPCTBEHHOrO mpemnapara. Msco KHBOTHBIX, BBIHYXIEHHO yOu-
TBIX 10 UCTCYCHHS yKAa3aHHOIO CPOKA, MOXKET OBITh MCIIONB30BAHO Ui KOPMJIEHHS ITyII-
HEIX 3BEpPEH.

IV. Meps! nu4HO# NpoGUIaKTHKH

21. Ipu pa6ote ¢ Dupokcmiom”® 5% PacTBOPOM UL MHBEKIMN CIIEAyeT COOoaTh
oblue npasyIa TUIHOM TUIHEHB! M TEXHUKH 6Ee30IMacHOCTH, IIpeyCMOTPEHHEIE TIpU pabo-
T€ C JICKapCTBECHHBIMU TIpenapaTaMu. Bo Bpems pa6oTs! 3anpemaercs KypyTh, TUTh U TIPH-
HuMarh muily. [lo oxoHIaHU PaGOTEI ClEMlyeT TINATENEHO BEIMEIT C MELIOM JIMIIO H PYKH.

22. JIronaM ¢ THIEPYyBCTBUTENFHOCTEIO K QDTOPXUHOIOHAM cienyer usberars mps-
MOr'0 KOHTaKTa ¢ npenapaToM. [IycTyio ymakoBKy u3-1oj penapara 3anpelmaercs HCob-
30BaTh 11 OBITOBHIX I€NEH, OHA MIOMIEKUT YTIIHN3AIMH ¢ GEITOBBIMY OTXONAML.

23. Ilpu ciydaiino nmomajaHuy mpenapaTa Ha KOXY I CIM3HCTEIE 0GONOYKH €ro
HEOOXO/IMMO TOTYaC CMBITh POTOYHOR BOJOM C MBUIOM. B clydae TOSBNEHHS asllepride-
CKMX peaKimil /M NPK CllyqaifHOM MOTIaJaHU! JIKAPCTBEHHOIO NPENapaTa B OPraHu3M
HCNIOBCKA CIIEMYET HEME/UICHHO 00pAaTHTBCS B MEMIIMHCKOE YYpexIeHre (IIpH cede MMeTs
MHCTPYKIIUIO 110 IIPUMEHEHHIO NIpeTiapaTa Wik 3THKETKY ).

HaumeHoBaHYEe 1 ajipec IpoU3BOICT- AO «KPKA, n1.1., HoBo mecTon/«KRKA, d.d.,
BEHHOH IUTOIIAKH IPOU3BOAUTENS Ipe- Novo mestoy, §marje§ka cesta 6, 8501 Novo
napara mesto, Slovenija.

HaumenoBanwe, agpec opranusanmy, [IpencraBurensctBo AO «KPKA, n.1., Hoo

YIIOJTHOMOYEHHOW BIaJENbLEM WIN AepP- MeCTO» B P®,

JKaTeIeM PEruCTpalioOHHOTO ynocToBe- 125212, r. Mocksa, I'ooBrHCKOE mocce, 1oM
PeHHMS JIEKapCTBEHHOI'O Mpenapara Ha 5, xopnyc 1
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C cornacoBanmeM HaCTOAIIEH WHCTPYKIHMH MO MPAMEHEHHIO 9Hp0KCHJ'I&® 5% pac-
TBOpA [l MHBEKUMHA, CUMTATh YTPATHBLICH CHIy MHCTPYKIMIO 11O [IPHMEHEHHUIO, YTBEP-
KneHnyio Poccensxoznanzopom 20.06.2013 r.



