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110 BETEPMHAPHOMY NPHMEHEHHIO JleKapcTBeHHOro npenapara KOJIMMJIOKC® unbekimonnbrit
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Poccus,129329, r. Mocksa, Konsckas yi., 1)

HoMep perucTpaioHHOro ya0cToBeperus: 97 -3 -5, /21651 /74~ -4 & o/ EZ

I. OOmue cBeneHus

1. HanmeHoBaHHe JiekapCTBEHHOTO NpernaparTa /Uil BETEPMHAPHOTO PHMEHEHHS:

ToproBoe HaumeHoBanue — KOJIMGJIOKC® unbeknuonnbit (COLIFLOX®™ injection);

MEXIYHApOJIHbIC  HENATCHTOBAaHHbIE HAMMEHOBAHUS  JEHCTBYIOIIMX  BEIIECTB —
3HPO(IIOKCAIMH, KOJMCTHH.

2. JlekapcTBeHHas hopma: pacTBOP Ul MHBEKITHIA.

KOJIUDJIOKC® uHBeKUMOHHBIH B KadecTBe JEWCTBYIOIUX BEIIECTB COJEPIKHT
sHpoQIIoKcamH — 50 Mr/Mit 1 KomucTHHa cysbhar — 500 000 ME/Mi1, a Takke BCIOMOraTe TbHbIE
BEILIECTBA: MOJIOYHYIO KHCIIOTY, SHTAPHYIO KUCJIOTY M BOY JUISl HHBEKITHIA.

3. Tlo BHemHeMy BHIy JI€KapCTBEHHbIH Ipenapar NpeiCTaBIseT coOOi [IpO3payHbIH
PacTBOP OT CBETIIO-HKEJITOTO 0 3€JIEHOBATO-)XKEJITOTO 1IBETA.

Cpok romHoCTH JIeKapcCTBEHHOTrO Mpenapara NpPH COOJTIONEHWH YCIOBHH XPAaHEHHS B
3aKPBITOH YIIaKOBKE IIPOM3BOMTEIS — 2 TOJIa CO JIHS IIPOM3BOJICTBA, MOCIIE BCKPHITHS (hIaKoOHa —
28 cyTok. 3anpemaercs IPUMEHSTH NIPENapar Mo UCTEYEHHH CPOKA FOAHOCTH.

4. JlekapcTBeHHBIH npenapat BbITycKaloT pacdacoanubiM 1o 10, 20, 50 wim 100 ma B
CTEpUIIbHBIC (JIaKOHBI M3 TEMHOrO CTEKJa, YKYOPEHHBIE PE3HHOBBIMH MPOOKaMH,
YKPCIJICHHBIMH ~ QTIOMHHHUEBBIMH ~ KOJITaukaMH. @DIakoHBI MOMITYYHO YHNAKOBHIBAIOT B
KapToHHYIo na4ky. PacoBka ¢rakonos mo 100 M1 gomyckaercs G6e3 moMemeHns B KApTOHHYIO
nauky. Kaxayio noTpeGuTenbekyio ymakoBKY CHaGXalOT MHCTPYKIMEH I10 MPHMEHEHHIO
npenapara.

5. XpaHSAT JIeKapCTBEHHBIH TMpenapar B 3aKphITOH YNMAaKOBKE NPOM3BOAMTENS, B
3AIIAIICHHOM OT MNPSMBIX COJHEYHBIX JIy4ed MecTe, OTAeNBHO OT MPOAYKTOB MHTAaHUS H
KOPMOB, I1pH Temnepatype ot 5°C o 25°C.

6. JlekapCTBEHHBIH Npenapar cieyeT XpaH|Th B MECTaX, HEIOCTYITHbIX ISl JAETeil.

7. Heucnosb30BaHHBIH JIEKAPCTBEHHBIH IMpenapar YTHIM3HPYIOT B COOTBETCTBHHM C
TpeOOBaHUSAMHU 3aKOHO/IATELCTBA.

8. Otnyckaetcs 6e3 perenta BETepHHAPHOIO Bpaya.

II. ®apmakoiorudyeckue cBolcTBa

9. KOJIMDJIOKC® MHBEKIHOHHBIA OTHOCHTCH K (bapmMaKkoTepaneBTHYECKON TI'pymIe -
NPOU3BO/IHBIE HAQTHPUIMHA, XHHOJIOHBI U PTOPXHHOJIOHBI B KOMOHHAIIHSIX.

10. KombuHauusi sHpodokcalmHa M KOJMCTHHA Cyib(aTa OGecIedyMBaeT MIMPOKHIA
CIIEKTP AHTUMHKPOOHOM aKTHBHOCTH IIperapara B OTHOIIEHMH T'PAMIOJIIOXKHTETbHBIX |



rpaMOTPHLATEIBHBIX MHKPOOPTraHU3MOB.

OHpO(IIOKCALMH, BXOJAWMI B COCTaB IIpenapara, OTHOCHTCS K COETMHEHHSM IPYIIIIbI
(TOPXMHONOHOB ¥ 0ONANaeT AaKTHBHOCTHIO B OTHOIIGHHHM TIPAMIIOJIOKHTENBHBIX M
rpaMOTPHIATE/IbHEIX OaKTepuil, B T.4. Escherichia coli, Haemophilus spp., Pasteurella spp.,
Salmonella spp., Staphylococcus spp., Streptococcus spp., Clostridium perfringens, Bordetella
spp., Campylobacter spp., Corynebacterium pyogenes, Pseudomonas aeruginosa, a Taxxe
Mycoplasma spp.

MexaHu3M JeHCTBHS SHPO(IIOKCAMHA OCHOBaH HA HMHTHOMPOBAHWHM AKTHBHOCTH
(hepmeHTa rupassl, BIMIOMEro Ha pemkamuo crupamu JIHK B sipe GakTepranbHON KIETKH.

Konueruna cynbgar — coenrHeHne rpynbl MOJUIENTHIHBIX aHTHOMOTHKOB, aKTHBEH B
OTHOUICHHMH I'PAMOTPHIIATEIbHBIX MHKPOOPraHU3MOB, BKitodas Escherichia coli, Pseudomonas
aeruginosa, Klebsiella spp., Salmonella spp., Proteus spp. MexanusM GaKTepHIHIHOIO
JICHCTBHS KOJHMCTHHA 3aKIIOYAETCS B €r0 COCAWHEHHWH C JIMIONPOTEMHAMH OaKTepuil u
HapyIICHAH TPOHHIAEMOCTH KJIETOYHOH CTEHKH, YTO INPUBOJHUT K IOTepe GaKTepHaIbHOI
KJIETKOH aMHHOKHCJIOT, HEOPraHMYeCKMX HOHOB, IyPHHOB, NMHPUMHIMHOB M BBI3BIBAET e
rudens.

[locne napentepanpioro BBeJieH s penapar GHICTPO BCACHIBACTCS W3 MECTA HHBEKINU U
NPOHHMKAET B OOJILUIMHCTBO OPraHOB M TKaHEH JXMBOTHOro. MaKCHMaibHAs KOHIEHTpAIHs
SHPO(IIOKCAMHA B CHIBOPOTKE KPOBH JOCTHraercs depes 1-2 yaca, KONHCTHHA cyibdara —
yepe3 1 4ac. BeiBoasTCa M3 opraHu3Ma XHBOTHOTO KOJMCTHH B HEH3MEHEHHOM BHJE C MOYOH,
SHPO(IIOKCALMH — B HEM3MEHEHHOM BHJIC M YACTHYHO B BH/IE METaGOIHTOB PEHMYILECTBEHHO ¢
MOYOMH U KEITYbIO.

KOJIM®JIOKC® MHBEKIHOHHBIA 110 CTENEeHH BO3NCHCTBHS Ha OpraHM3M OTHOCHUTCSI K
YMEpPEHHO OmacHbIM BemecTBaM (3 kiace onacHoctd o 'OCT 12.1.007-76), B pekoMeHIyeMbIX
703X XOpOIIO  IEPEHOCHTCS JKUBOTHBIMH, HE 00JaZaeT MeCTHO-Pa3apakarolHMH,
SMOPHOTOKCHYECKHMHU U TEPATOreHHLIMH CBOHCTBAMH.

I1I. TTopsimok mpuMeHeHust

11. KOJIUDJIOKC® WHBEKIMOHHBIA HA3HAYAIOT TENATAM H IopocATaM JUIsl JICYSHHUS
KCJIyI0YHO-KUIICYHBIX, ~PECIHUPAaTOPHBIX M  JpYrux 3abosneBaHuil  GakTepHaNbHONH U
MUKOIIA3MEHHON 3THOJIOTHH, BBI3BAHHBIX YyBCTBHTEIBHBIMH K SHPOGIIOKCALMHY H KOJIHCTHHY
MHKPOOpraHu3MamH, B TOM YHCJIe KOJIMOAKTEPHO3a, CaJIbMOHEIIE3a | [IaCTEPEIUIE3a, B3POCIIBIM
CBUHBAM — JUIS JICYCHHS aTPOQUYECKOrO PHHMTA, H300THYECKON MHEBMOHMH M CHHAPOMA
MaCTHUT-METPUT-arajaKTHsl.

12. TlporusomnokasanueM k npumenennmio KOJIMDJIOKC® unbexkumonnoro smisercs
TIOBBIIICHHAS HHAMBUYyallbHasA 1YBCTBUTEIBLHOCTh )KMBOTHOTO K KOMIIOHEHTaM mpenapata. He
ZI0IyCKaeTCsl NPUMEHEHHME INperapaTa JKHBOTHBIM C 3a00NICBaHHSMH I10YEK U IEYEHH, NpPH
IOPKCHUAX HEPBHON CHCTEMBI, CONPOBOXKIAIOLIUXCS CYJOPOraMH.

13. Tlpn npoBsenenuu nedeGHBIX MeponpHsaTHi ¢ wucnons3oBanneM KOJIMPJIOKC®
HUHBEKIIMOHHOTO  clielyeT coOmonaTh oOlMe mpaBuia JMYHOW THCHEHBI M TeXHUKH
0e30macHOCTH, NpeyCMOTpeHHble NpH paboTe C JIeKApPCTBEHHBIMH npenapatamu. I[lpu
CJTy4alfHOM KOHTAKTE JIEKApCTBEHHOTO IIpenapara ¢ KOeil WIH CIM3HCTBIME 000JI0YKAMH I1a3
HX HEOOXOIMMO HEMEUICHHO MPOMBITH GOJIBIIMM KOJMYECTBOM MPOTOYHOH BOmbL JIIOMAM ¢
THIIEPYYBCTBUTEIPHOCTBIO K KOMIIOHEHTaM JIEKAPCTBEHHOTO IIperapara clefyeT u30erars
npsiMoro kourakta ¢ KOJIMDJIOKC® uubeknmonnsm. B CiIy4ae TOSBIICHHS aJUIepru4YecKux
peakuuii WM TpH  CIy4alHOM TNONAJAaHWM I[penapaTa B OPraHU3M  YeJoBeKa cienyer
HEMEJUICHHO O0OpaTHTBCA B MEIMIMHCKOE ydpexaeHue (IpH cebe HMeETh HUHCTPYKIHIO 110
IIPUMEHEHHIO TIpernapara Wid THKETKY).

14. He pomyckaercs npumenenue mpemapara KOJIM®JIOKC® HHBEKIUOHHBIN

CBHHOMAaTKaM B II€PHOJ 6CpeMCHHOCTH U BCKapMJIMBaHUS IIPUINIIOJA, HOBOPOXJICHHBIM TEJIsITaM
U IIOpocCsTaM.



15. KOJIM®JIOKC®  unBeKIHOHHBIH BBOJSIT  TeJIATaM  MOJKOXXHO, CBHUHBIM
BHYTPUMBIIIEYHO B J103€ 0,5 Ma Ha 10 Kr Macchl JKHBOTHOTO OJMH Pa3 B CYTKH B T€YEHHE 3-5
JIHEH, CBHHOMATKaM IIPU CHHJIPOME MAaCTHT-METPUT-arajakTus — B TeueHue 1-2 JHei.

B cBs3M ¢ BO3MOXHOH 60JIeBO# peakuuel He ciiefyeT BBOAUTH B OJJHO MECTO TENISTaM M
CBHHBAM OoJiee 5 M1, mopocsitaM — GoJiee 2,5 MIT JIeKapCTBEHHOTO Mpenapara.

16. Tlpu npumenennn KOJIMDJIOKC® MHBEKUHOHHOTO B COOTBETCTBHM C HACTOSIIEH
HHCTPYKIHEH MOOOYHBIX SIBJICHUH M OCJIOKHEHHH y )KHBOTHBIX, KaK IPABUIIO, HE HAOIIOIAETC.
I[Ipy noBBINIEHHONW WHIMBUIYATBHON YyBCTBUTEILHOCTH XXMBOTHOIO K AKTHBHBIM KOMIIOHEHTaM
npenapara W TOSBJICHHWH MOOOYHBIX SBJICHHH (OTKa3 OT KOpMa, pBOTA, HapYyIIEHHE
KOOp/IMHALMM) HCIIOJIb30BaHUE IIperapaTa MNpPeKpallaloT M Ha3HAYaloT AaHTHIHCTAMHHHbIE
npenaparsl.

17. CuMHOTOMBI TE€pelO3UPOBKH JIEKAPCTBEHHOTO Ipenapara MOTYT IPOSIBIIATHCS
BO30YK/ICHHEM MJIM PE3KUM YTHETEHHEM, iuapeeii, pBoToil. B 3ToM cityyae ciieryeT npekpaTtuTh
NPUMEHEHHE TIpenapara ¥ Ha3HaYUTh CPE/ICTBA CUMITTOMATHYECKON TEpaITHH.

18. KOJIM®JIOKC® HHBEKUHOHHBIA He CIelyeT TPUMEHSATH OIHOBPEMEHHO C
0aKTepHOCTaTHYECKUMH AHTHOHOTHKAMH (JIEBOMHIIETHHOM, MAKPOJIMIaMH U TETPALMKINHAMH ),
TEO(UIIMHOM, HECTEPOHTHBIMH IIPOTHBOBOCTIAIUTEILHBIMH CPE/ICTBAMH.

19. Ocobennocreit nefcTBHS JTEKapCTBEHHOTO Mpenapara ImpHu €ro 1epBoM IPUMEHEHHH U
OTMEHE HE BBISIBIIEHO.

20. Cnenyer m3beraTh IpoImycKa OYepeHOW 03Bl JIEKAPCTBEHHOrO Ipernapara, Tak Kak
9TO MOXKET NMPUBECTH K CHHXKEHHIO TepaneBTHUeCKoH 3¢ dekTuBHOCTH. B citydae HecoOmoieHus
YCTaHOBJICHHOTO CpOKa IOBTOPHOIO NPUMEHEHHs Ipenapara clielyeT NPHUMEHHTh €ro Kak
MOJKHO OBICTpEE, B TOMH e IO3HPOBKE H IO TOM KE CXEME.

21. VO6o# >XMBOTHBIX Ha MSCO paspeliaercs He paHee, 4eM uepe3 21 CyTku mocie
MOCJICTHETO TPUMEHEHHs IpenapaTta. MsCo JKHBOTHBIX, BBIHY)XICHHO YOHUTBIX 0 HCTEUEHHS
YKa3aHHBIX CPOKOB, MOXKET ObITh HCIIOJIL30BAHO B KOPM ITYIITHBIM 3BEPSIM.

HaumenoBanwue u ajipec npou3BOICTBEHHOM 000 «AB3 C-II», Poccus, 141305,
IJIOLIA/IKH IPOM3BOIUTENS JIEKAPCTBEHHOTO Mockogsckas obnacte, r. Ceprues Ilocan,
npenapara Juis BETEpUHAPHOTO IPUMEHEHHS yi. LlenTpanbhas, 1. 1.
HaunmenoBanue, ajipec opranu3aimm, 000 «AB3 C-II», Poccusa, 141305,
YIOJIHOMOYEHHOM JIepKaTesIeM HIIH BJIaJIelIbIIEM Mockogckas obnacts, r. Ceprues Ilocan,
PETUCTPAITHOHHOTO YIOCTOBEPEHHS yi. LleaTpanbHas, 1. 1.

JIEKapCTBEHHOT'O Mpernapara Ha IPUHSATHE
IIPETEH3UH OT MoTpeOuTEIs

C corymacoBaHMeM HACTOSIIEH MHCTPYKIMH yTPAYMBAET CHIIy HHCTPYKIIMS IO TIPHMEHEHHIO
Komuokca nHbeKIIMOHHOTO, yTBepXKAeHHas: Poccenbxo3nanzopom 15 Hosa6ps 2013 r.



