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I. O01mue cBegeHns

1. HauMeHOBaHMe IeKapCTBEHHOTO Mpenapara Ui BETEPUHAPHOTO IPHMEHEHHS:
Toprooe Haumenonanue — Komuguoxe opansusrit (Coliflox orale);
MEXKAYHApOAHbIE HENAaTEHTOBAaHHBIE HAWMEHOBAHUS  JEWCTBYIOIIMX  BEHOIECTB —

3HPOGIIOKCAIMH, KOJUCTHH.

2. JlexapcTBeHHast popMa: pacTBOP UL OPATHHOrO IPUMEHEHHS.
Komidnokc opanbHblii B KadecTBe MAEHCTBYIOIIMX BEIIECTB B 1 MI  COHEPKHT

sapodokcanuH — 100 mMr u koymmctrHa cyasdar — 1000000 ME, a B kauecTBe BCIIOMOTATETbHBIX
BEINECTB: MOJIOYHYIO KHCJIOTY, METAOUCYIbGOUT HATPUsi U BOAY AUCTHILTAPOBAHHYIO.

3. Ilo BHemHeMy BHAY INpeNapaT NpeACTaBiseT cobolf Mpo3pavHbii pacTBOp OT CBETJIO-

XKCIITOTO A0 3CJICHOBATO-XKEJITOTO 1IBETA.

CpOK TFOOJHOCTH JICKaApCTBEHHOI'O Hpelapara B 3aKpBITOﬁ YIIaKkoBKE NPOHU3BOIHUTEA IIPDH

COOMIONEHNN YCIIOBHIH XpaHEHHMS — 2 ToZa CO JHs MMPOHM3BOJICTBA. 3ampelnacTcs MPHMEHEHHE
Komnudiokca opajbHOro 10 HCTEYEHHH CPOKa FOAHOCTH.

4. JlexapcTBeHHBI mpemnapar BBIMYCKalOT pacdacoBaHHeIM mo 100 M B mojIUMepHBIE

dnakonsl, Mo 1 m1 B moiauMepHble OyThUIKH; IO 2,5 U 5,0 1 B MOJUMEPHEIE KaHHCTPBI,
YKYIIOPEHHBIC ILJIACTMACCOBBIMM KpBIIIKAMHA C KOHTPOJIEM II€pBOro BCKpBITUA. KaxIyro
HOTPEOUTENBCKYIO YIIAKOBKY CHa0XalOT HHCTPYKIMEH 110 IPHMEHEHHIO Iperapara.

5. Xpausar Komudioke opanbHeI B 3aKpBITOM yIAaKOBKE IPOM3BOIUTES, B 3aIHIICHHOM

OT TNPAMBIX COJHEYHBIX JIyded MecTe, OTHENbHO OT MPOIYKTOB HHUTAHHA W KOPMOB, IIpU
temneparype ot 5°C no 25°C.

6. Komudiokc opanbHBIi clieyeT XpaHuTh B HEIOCTYITHOM JUIsL IeTeH MECTe.
7. Hemncnonb3oBaHHBIN JIGKAPCTBEHHBIH Mpemapar yTHIN3HPYIOT B COOTBETCTBHH C

TpC6OBaHI/I$IMI/I 3aKOHOAATE/IbLCTBA.

8. Otnyckaercs Ge3 perenTta BeTEpUHAPHOrO Bpaya.

II. dapmakonoruyeckue CBOHCTBa

9. Komudnokc opaibHBIH OTHOCHTCS K (hapMaKOTEpaneBTHYECKOH rpynme —

IIPONU3BOJHBIC Ha(bmpnzmna, XHHOJIOHBI H Q)TOpXI/IHOJ'IOHbI B KOMGI/IHaIII/ISIX.

10. KomOuHamms »HpodIOKCanMHA W KONMMCTHHA cylibata obecrneyrBaeT HIMPOKHH

CIEKTP aHTHMHKPOOHOH aKTHBHOCTH IIpemapara B OTHOIIEHHH TIpPaMIIONOXHTEIBHBIX ¥
IPaMOTPHILIATENLHBIX MUKPOOPIaHU3MOB.

3Hp0(1)JIOKcaI.II/IH, BXOJSIIHM B COCTaB npenapara, OTHOCUTCA K COCOUHCHHUAM T'DYIIIbI

(bTOpXI/IHOJIOHOB H o0lagacT AaKTHBHOCTHIO B OTHOIICHUHU TPaMIIOJIOXKUTCIIbHBIX H
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rpaMoOTpunarenbHbX Oaktepuii, 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 Takxe
Mycoplasma spp..

MexaHu3M HeHCTBHA SHPO(QIOKCAUHHA OCHOBaH Ha HMHTHOMPOBAHMH AKTHBHOCTH
(bepMenTa rupassl, BiMsomero Ha pemtukanuio crimpand JJHK B snpe 6akTepHanbHOA KIETKH.

ITocie nepopaibHOro NPUMEHEHHS JIEKAPCTBEHHOTO MpemnapaTa SHpOQIIOKCAMH XOPOIIOo
U OBICTPO BCACBIBACTCS B HKEJNYAOYHO-KHIIIEYHOM TPAKTe U MPOHHUKAET B OOJBIIMHCTBO OPraHOB
M TKaHed opranuama. DHpodIOKCallMH YaCTHYHO MeTaboNH3HpyeTCs B MIEUEHH ¢ 00pa3oBaHMEM
aKTHBHOTO MeTabonurTa UUNPO(IOKCAIIMHA; BBHIBOOWTCS M3  OpraHM3Ma  >KHBOTHBIX
IIPEUMYIIECTBEHHO € MOYO#, XKETIBIO U PeKaTusIMH.

KomuctnHa cynbgar — coeJuHeHHe TPYIIBI OMUNENTHAHBIX aHTHOMOTHKOB, AKTHBEH B
OTHOLIEHWH T'PaMOTPHIATEILHBIX MHKPOOpraHu3moB, BKmouas Escherichia coli, Pseudomonas
aeruginosa, Klebsiella spp., Salmonella spp., Proteus spp. Mexanu3M OakTepULMIHOrO ACHCTBUS
KOJINCTHHA 3aKII0YaeTCs B €ro COEJAWHEHHH C JIMIONpPOTEHHAMH OakTepHil W HapylIEHHH
IIPOHHIIAEMOCTH KJICTOYHOH CTEHKH, 4YTO MPHBOAMT K IOTepe OaKTepHAIbHOH KJIETKOMH
aMMHOKHCJIOT, HEOPraHHYEeCKUX HOHOB, IIYPHHOB, IMPHMHUAUHOB U BBI3BIBAET €€ THOEIE.

[Ipu mepopaJbHOM BBEICHHWHM JIEKAPCTBEHHOTO Ipemapara KOJNHMCTHHA cCyibdar
NPaKTUYECKd HE BCAChIBACTCA B OIKEIYAOYHO-KMIIEYHOM TpakTe H HE HOABEPracrcs
BO3JCHCTBHIO IHINEBapUTENBHBIX (EPMEHTOB, BCICACTBHE JTOTO CO3JAcTcs BBHICOKas
KOHILIEHTpallis aHTHOMOTHKA B KHINCYHHWKE, HE HaAKAaIIMBAe€TCs B OpraHax M TKaHAX, U3
OpraHu3Ma BBIBOAUTCS MPEUMYIIECTBEHHO B HEU3MEHHOM BHAE C peKaniusiMu.

Konudoxc opansHbIi M0 CTEereHH BO3AEHCTBHA HAa OPraHU3M OTHOCHTCS K YMEPEHHO
onacHeM BemecTBaM (3 wiacc omacHoctH o 'OCT 12.1.007-76), B peKOMEHIyeMBIX [03ax
X0pouIo IEPEHOCHTCS *XHUBOTHBIMH, He o6nagaet MECTHO-Pa3ApaXKaIOLINMH,
3MOPHOTOKCHYECKIMH H TEPAaTOTCHHBIMH CBOMCTBAMH.

II1. Tlopsnox npuMeHEHNS

11. Konudnoxc opanbHbIi Ha3HAYAIOT C JIe4eOHOM U JIeueOHO-PpOoPUIAKTUYECKOH LENIbIO
CEJIbCKOXO3AHCTBEHHONM NTHIE TNpH  KOJHOAaKTepro3e, CalIbMOHEIE3e, XPOHHYECKHX
PECTIMPATOPHBIX 3a00JIeBaHHUSX, CTPENTOKOKKO3e, HEKPOTHYECKOM DJHTEpHTE, remoduiese,
MHKOIIIa3MO03€, CMEUIAHHBIX HHQPEKIHAX H BTOPHYHBIX HH(EKIHUAX MPH BHPYCHBIX OOJIE3HAX;
nopocATaM — IPH KONUOaKTepHo3e M JHTEPUTAX OaKTePUATHEHOM 3THOJIOTHH, BO30OYAHUTENH
KOTOPBIX YyBCTBUTENBHBI K JHPOIOKCALMHY B KOJUCTHHY.

12. IlpoTuBonoKa3anueM K npuMeHeHHI0 Komudiiokca opalbHOTO SBISETCS MOBBIIICHHAS
UHIUBUAyalIbHasd YyBCTBUTCIBHOCTh JXMBOTHOTO K KOMIIOHEHTaM IIperapara. 3amnpeiacrcs
IIPUMECHEHHE JICKAPCTBEHHOTO Mpemnapara KypaM-HECYIIKaM H PEMOHTHOMY MOJIOAHSKY Kyp
MEHee 4eM 3a 2 HelelM J0 Hayalla SMIEKIaJKd, B CBA3H C HAKOIUIEHHs SHpOdUIOKCallMHA B
Afnax, mopociatam Maccoid MeHee 20 Kr, JXHBOTHBIM C BHIP@KCHHBIMH HApYIICHUSMH pPa3BHTHSA
XPpsIEeBOH TKAHH W/HIIH TSDKEJIBIMHU 3a00JIeBAaHUSMH TOYEK M MIEUEHH, IPH MOPAXEHUAX HEPBHOH
CHCTEMBI, COTPOBOXAAIOUIUXCS CYAOPOTaMH.

13. Ilpn noBeneHnn Jie4eOHBIX MEPONIPHATH ¢ HCONB30BaHHEeM Konugiokca opabsHOTO
creayer cobmoare oO0mue IpaBWia JHYHOU THCHEHBl MW TEXHHKH 0e30DacHOCTH,
IPEXYCMOTPEHHBIE NIpH paboTe C JNEeKapCTBEHHBIMH IpenapaTaMi. [IpH ciydailHOM KOHTAKTe
JIEKapCTBEHHOIo IIpemapara ¢ KOXed HIH CIU3UCTBIMH 000JI0YKaMH rJla3 WX HeoOXOoAauMo
HEMEUICHHO  NPOMBITh  OOJIBIIMM  KOJNMYECTBOM  mpoTouHodt  BoAel. Jhiomam ¢
THIIEPYyBCTBHTEILHOCTBIO K KOMIOHEHTAM JICKAPCTBEHHOTO IIpenapara clelyeT Hu30erarh
npsMoro koHTtakTa ¢ Komudiiokcom opansHbM. B citydae mosBIeHHS aJUIEPIMYECKHX PeaKIMi
WIH IpH CIy4YallHOM [ONajaHWM [MpermapaTa B OpPraHW3M 4YeJIOBEKa CIIEAYET HEMEIIEHHO
o0paTHTBECA B MEIUIMHCKOE yupexacHue (Ipu cebe MMETh HHCTPYKIHIO IO NPUMEHEHHIO
npernapara Wiy 3THKETKY).



IycTeie ¢akoHBI, OYTHUIKA M KAHUCTPHI H3-110]1 JIEKAPCTBEHHOT'O IIpenapara 3anpeiaercs
UCIIOJIb30BATh AJIs OBITOBBIX LEJIeH, OHH IOIJIEXKAT YTUIH3AINH ¢ OBITOBBIMH OTXONAMH.

14. Komudiiokc opanpHBIi HE TMpeaHa3HAYeH Ui NpUMEHEHHS OepeMEHHBIM H
nakTHpyomuM caMkam. He jonyckaeTcs mpUMeHEHHE Tpenapara nopocsitaM Maccoil Mernee 20
KT.

15. Komudmokc opaibHBIH NPUMEHSIOT NEpOpajJbHO € BOAOH /i MOCHH IPYIIIOBBIM
cnoco6oM OpoiinepaM, IUIEMEHHOH NTHIIE, PEMOHTHOMY MOJIOOHSKY Kyp H HMHAEHKam B
cyrouHo# go3e 0,5 mur Ha 1 71 BOABI JJIA NMOCHHS B TE€UeHHUE 3-5 OHEH; MpU CaAIbMOHEILIESE,
CMCINAHHBIX HHPEKIHAX, a TAKXKe TPH XPOHHUECKHX PopMax 3abosreBanuit 1,0 M Ha 1 11 BOaBI B
TEYCHHE 5 AHEMH.

B nepuon neueHHs cenbCKOXO3AMCTBEHHAs NTHIIA NOJDKHA TOJIYy4YaTh TOJBKO BOAY,
COZIepXKalllyl0 JIeKapCTBEHHBIN mpenapar. JledeOHbI pacTBOp rOTOBAT €XEIHEBHO B 00BEME,
pacCYMTaHHOM Ha MOTpeOJIEeHHE MTHIICH B TEUECHUE CYTOK.

[Topocaram Komnugnoke opanbHBII NpUMEHSIOT B cyTouHoi mo3e 0,3 MI/Kr Maccel
’KMBOTHOTO, BHINIaNBas C MUTHEBOI BOO# (B pa3BeneHuu 1 : 1) oHH pa3 B CyTKH B T€UEHHE 2-3
aueit. [pu Tsoxenoit popMme 3a6oneBanns CYyTOUHYIO 03y IpenapaTa yBenuuusaoT 10 0,5 Mi/kr
Macchl )KHBOTHOTO.

16. Ilpm npumenennmu Konudiokca opagpsHOro B COOTBETCTBHHM C HACTOSIIECH
HHCTPYKIHEH MOOOYHBIX SIBICHUH H OCJIOKHEHHH Y )KHBOTHBIX, Kak NMPaBWIO, He HabmoaaeTcs.
B ciyuyae mosiBneHMs ajUIeprU4ecKHX peakiuii HCIOJIb30BaHHE MpenapaTa NpeKpallaloT U
Ha3HA4YarOT aHTHTUCTaAMUHHBIE TIpenaparbl U CHMIITOMATUYECKUE CPEJICTBA.

17. CMITOMBI NEPeXO3UPOBKH JIEKAPCTBEHHOTO IMpenapara MOTYT IPOSBIATHECS PE3KHM
YTHETEHHEM, YYallEHHBIM IBbIXaHUEM M cepaiebueHueM. B 3ToM ciiydae ciieyeT IpeKpaTHTh
IPYMEHEHHE Ipenapara U Ha3HaUUTh XKHUBOTHOMY CPEJICTBA CHMIITOMaTHYECKOH Teparuy.

18. Komudmokc opaipHBI HE ClEAyeT HNPUMEHSTH OJHOBPEMEHHO C JICBOMUIICTHHOM,
MaKpoOJIH/iaMH, TeTpaluKJIMHAMH, TeOQWLITHHOM, HOJU3PUPHBIMH noHodopamu,
HECTEPOUHBIMH ITPOTHBOBOCTIAIUTENIBHBIMU CPEJCTBaMH, NIpenapaTaMyd Mardus M Kajiblus.

19. Ocobennocreii neiicTBIS TeKapCTBEHHOTO Ipenapara HpH ero IepBoM NPUMEHEHHH H
OTMEHE HE BBIABIICHO.

20. Cnenyer u3berath Ipomycka BBEACHHS OYEPENHO#N 03Bl JIEKapCTBEHHOIO Mpernapara,
TaK KaK 3TO MOXXET IIPUBECTH K CHI)KEHHUIO TepaneBTHuYeckodl sddextuBHOCTH. [Ipy npomycke
OJHOM HIIM HECKOJNBKHUX JI03 JIEKApCTBEHHOTO Ipemapara Kypc NPHMEHEHHS HEeoOXOAUMO
BO30GHOBHUTH B IPEyCMOTPEHHOM 03¢ U CXeMe IIPUMEHEHHUSI.

2]. Y6oii nTHLBI Ha MSCO pa3pelnaeTcs He paHee, yeM depe3 11 CyTOK, mOpocsAT — He
paHee, yeM depe3 14 cyTok Iocie MOC/IEAHEro NMPHMEHEHWs Ipenapara. Msco >KUBOTHBIX,
BBIHYXX/ICHHO YOUTBIX IO UCTEYCHUS YKa3aHHBIX CPOKOB, MOXET OBITh MCHOJIH30BaHO B KOPM
IyIIHBIM 3BEPSM.

HaumeHoBaHMe 1 afpec IPOU3BOACTBEHHOM 000 «AB3 C-II», Poccus, 141305,
IJIOIIAIKH IIPOU3BOJUTENA JIEKAPCTBEHHOTO MockoBckast obnacte, r. Ceprues Ilocan,
npenapara Jjs BETEpHHApPHOTO IPUMEHEHHUS yi. lenTpansHas, 1. 1.

HanMeHnoBanwue, agpec opranu3ammm, 000 «AB3 C-II», Poccus, 141305,
YIOJHOMOYEHHOH JiepXKaTesieM WIH BIIafelblieM Mocxkosckas o6maacts, . Ceprues Ilocan,

PETHCTPAIHOHHOIO YIOCTOBEPEHHUS JIeKapCcTBeHHOro  ViI. IlenTpansHas, . 1.
Ipenapara Ha IPUHATHE MPETEH3UM OT NOTpeOuTENS

C cornacoBaHHeM HacTOSIIEH WHCTPYKIHH yTPauMBacT CHJIY HHCTPYKUHMS MO NPHMEHEHHIO
Komudiiokca opanbHOro, corinacoBagyais Pﬂéﬁmﬁs&ganamopOM 24.10.2017.



