NHCTPYKILIM
1o npuMeHeHHo Komerrna 2 MiH. ¢ jieueOHOM U J1edeOHO-TIPOPUIAKTUIECKOI [eITbIO
npu 60J1e3HAX OAKTEPUATBLHON YTHOJIOTHH Y CBHHEH, IBIILIAT-OpOitIepoB
¥ PEMOHTHOI'0 MOJIOJHSIKA Kyp

(Opranusanus-paspadorunk: OO0 «Apean Meaukan,
129329, Poccns, r. Mocksa, Kosbckas yi., 1)

[.O6mue cBenenus

1. ToproBoe HaumeHOBaHuE JieKapcTBeHHOro Tpenapara: Komuetun 2 mun. (Kolistin
2 million).

Mex1yHapoiHOe HeIaTeHTOBaHHOE HAMMEHOBaHKE: KOJIMCTHH.

2. JlexapcTBeHHas (opMma: pacTBOP [UIsl OPAILHOTO MPHUMEHEHHYS.

KomieTnn 2 MitH. B 1 MJI B KauecTBe NEHCTBYIOLIETO BEIIECTBA COMCPIKUT KOIUCTUH
B dopme cynbdpara — 2000 000 ME, a B KauecTBe BCIIOMOTATENbHBIX BEIIECTB CIUPT
OCH3WIIOBBIH, IMHATPHSA J/ETaT U BOLY OUUIIEHHYIO.

3. Ilo BHewHeMy BHy JIEKapCTBEHHBIH MNpemapar MpeCTaBisieT co6oii pactBop
JKEJITOrO IBETA, IOITYCKACTCS OIMaaeClEHIH.

CPpok ToHOCTH JICKapCTBEHHOTO TIPenapaTa IpH coOMOICHHH YCIOBUN XpaHEHUs B
3aKpPBITOM YIIaKOBKE — 2 rojia ¢ 1aThl IPOM3BO/ICTBA.

3ampeiaeTcs NpUMEHEHHE JICKAPCTBEHHOTO IIpernapara [0 MCTEeYCHHH Cpoka
TOJTHOCTH.

4. JlexapcTBeHHBIN Tperapar BBIYCKarOT pacdacoBanusiM 1o 100 u 250 mu B
nojMmMepHsIe rakousl, 1o 500 u 1000 M1 B monumepHble GyTHUTKH 1 110 2,5 1 5,0 JIUTPOB B
MOJIMMEPHBIC KAHUCTPBI, YKYIOPEHHBIE IIACTMACCOBBIMU KPBIIIKAMH ¢ KOHTPOJIEM [EPBOTO
BCKpRITUA.  Kaxayi0  MOTpeOUTENbCKYI0 — YNAKOBKY — CHAGKArOT UHCTPYKUHUEH 110
IIPUMEHEHHUIO.

5. Konmetin 2 MIH. XpaHAT B 3aKpBITON yHakoBKe MPOM3BOAMTENS B 3alHILCHHOM
OT TpPAMBIX COHCYHBIX JIY4eH MECTe, OT/IEIBHO OT NPOLYKTOB IMUTAHHS U KOPMOB, npu
Temreparype ot 5 °C go 25 °C.

6. JlekapcTBEeHHBIIT TIperapar cieyeT XpaHuTh B HEJIOCTYITHOM JUIsl IeTel MecCTe.

7. Hencrionb30BaHHbIN JIEKapCTBEHHBIN Mpenapar YTUJIU3UPYIOT B COOTBETCTBUU C
TpeOOBaHUSAMU 3aKOHOIATENIBCTBA.

8. Konmerun 2 MitH. otmyckaercs 6e3 perernra BETEPUHAPHOIO Bpaya.

[I.®dapmakosiornueckue cBoiicTBa

9. KomuernH 2 MiH. orHOCHTCS K AHTHOAKTEPUATBHEIM [IpenaparaM IPYIIIbl
TOJIUTIETITHIOB.



10. Kommerun, BXoAsmuii B COCTaB JICKapCTBEHHOTO MperapaTa, akTHBEH B
OTHOLICHUHU TPaMOTPUIATEIbHBIX MUKPOOPraHU3MoB, B ToM uncie E.coli, Salmonella spp.,
Pasteurella spp., Pseudomonas aeruginosa, Klebsiella pneumoniae, Shigella spp. bnaropaps
CBOCMY XMMHYECKOMY CTPOCHHIO KOJHCTHH CBA3BIBAETCS ¢ MeMOpaHaMu GaKTepHaibHOI
KJIETKH, YTO NPUBOAMT K e¢ ymsucy u rubemu. Komuetun obnamaer GakrepuIMIHBIM
AeiictieM. [lpu opalbHOM TNPUMEHEHHHM KOJMCTHH IIPAKTUYECKH HE BCACHIBAETCS B
KEITYJIOYHO-KMIIEYHOM TPaKTe M HE [OJBEPraeTcsl BO3ACHCTBUIO IMHIIEBAPUTEIBHBIX
epmeHTOB; TaknM 00pa3’oM, CO3/aeTCA BHICOKAs AHTHOAKTEpUATbHAS KOHIICHTPALUS
KOJIMCTHHA B KHIIEYHUKE, YTO obecreynBaeT ero >QQeKTUBHOCTh MpH OaKTepHaIbHBIX
MHQEKLUIX IKEIyJAOYHO-KUIIEYHOr0 TpakTa. AHTHOMOTUK BBIBOJMTCA M3 OpraHM3Ma
JKUBOTHBIX IIPEUMYIIIECTBEHHO B HEU3MEHEHHOM BHJIE C DEKATUIMU.

[To cremenn BO3NECHCTBUA Ha OpraHU3M JICKApPCTBEHHBIM IIperapaT OTHOCHTCS K
MaJIoONacHbIM BeliecTBaM (4 kiacce onacHoct 1o 'OCT 12.1.007-76).

III.ITopsnok npuMeHeHus

11. Kommetun 2 MJIH. Ha3HAYalOT CBUHBSM, LBILIATaM-Opoiiiepam u PEMOHTHOMY
MOJIOZIHAKY Kyp C JIe4eOHOH M JieueOHO-NPOPUIAKTUIECKOH LENbI0 NpH KeTyI04HO-
KMIIEYHBIX ~ 3a00JICBaHUAX  OakTepuaqbHONM  OTHOJIOIMH, B T.4. CaJbMOHE/LIE3E,
KOMMOaKTepuo3e M Jpyrux MHQEKIUAX, BO3OYAMTENN KOTOPHIX UYBCTBUTENBHBI K
KOJIUCTUHY.

12. IIpoTHBONOKA3aHHEM K HPUMEHCHHIO JIEKAPCTBEHHOTO nperapara sBISETCS
NOBBIIICHHAA  MHAUBUAYyalbHAs YyBCTBUTEIBHOCTH JKMBOTHOTO K  IOJHIIEIITHIHBIM
aHTHOMOTUKAM M JIPyTMM KOMIIOHEHTaM MpernapaTa.

13. KommeTnH 2 MIJIH. TIIPUMEHSIOT JKMBOTHBIM [EPOPATBHO UHIUBULYIBHO WIIH
PYNIOBBIM CIIOCOOOM € BOJIOH ISl TOEHHS B TeUCHHE 3-5 IHEH B CIIEAYIOMKX 103aX:

- nopocaram — 0,25 mu npemapata Ha 10 kr maccel xuBotHOro (50 000 ME
KOJIMCTUHA Ha 1 KI' MacChl )KMBOTHOTO) 2 pasa B CyTKH ¢ 12-4acoBBIM UHTEpBaAJIOM uiu |
pas B CyTO4HOH no3e 0,5 mu npenaparta Ha 10 kr maccwl xuBotHOro (100 000 ME
KOJIMCTHHA Ha 1 KI' Macchl )KMBOTHOIO);

- CeIbCKOX03aHCTBeHHOM ntuie — 0,37 mir mpernapata Ha 10 Kr Macchl MTHIIBI (75
000 ME konuctuna Ha 1 Kr Maccsl nruis) win 0,25 it Ha 1 1 BOJIbI JUIS TIOCHHS.

IIpu rpynmoBoM crnocoGe HpUMeHEHMS XHBOTHBIE M NTHIA MOJIKHBI II0JIy4yaTh
TOJIBKO BOJY, COJICPIKAIIYIO JIEKAPCTBEHHBIN Mpenapar.

JIeueGHblii pacTBOP rOTOBST €XKeHEBHO B 00BEMeE, pPacCuYMTaHHOM Ha MOTpedIIeHuE B
TE€YEHUE CYTOK.

14. B ciyyae nepeno3snpoBKM JIeKapCTBEHHOTO Iperapara BO3MOXKHO YMEHBIIIEHUE
MOTPeOJICHHsT KOPMAa M BOJbI, CHUJKEHHE IPHUBECOB, HapyleHne (YHKIUH KeJTyI04YHO-
KHMIIIEYHOI'O TpaKTa.

15. OcoGennocreli feiicTBUS  J1eKapCTBEHHOTO Ipenaparta MpU €ro MepBoM
[IPUMEHCHUN U OTMEHE HE BBISABJICHO.

16. CnenuanpHple HCCIENOBaHHS 10 [IPUMCHCHUIO TIperapata OepeMeHHBIM u
JIAKTUPYIOIIMM  CBUHOMAaTKaM He MpOBOAWINCh. KONUCTHH He BcachiBaeTcs pu
NICpOpaIbHOM BBE/ICHUHU U HE IPOHUKACT B MOJIOKO, [I09TOMY BEpPOSTHOCTS TEPATOrE€HHBIX U
SMOPHUOTOKCHYECKUX 3(PEKTOB, a  TaKKe HEOJIarONpUsATHOIO  BO3JACHCTBHUS  Ha
HOBOPOJKACHHBIX JKUBOTHBIX Kpaiine wMmana. IlpumeHnenue npernapara OepeMEHHBIM,

/TAKTHPYIOLIMM CBUHOMATKaM H HOBOPOXK/IEHHBIM IIOPOCATAM BO3MOXKHO 0] KOHTPOJIEM
BETEPHHAPHOTO Bpaya.



17. Cnenyer nsberaTs npormycka o4epeaHoi 1036l JEKapCTBEHHOTO npenapara, Tak
KaK 5TO MOKET NPUBECTH K CHIKCHHUIO TeparneBTudecKkoil s¢pdexruBHocTr. [pu npomycke
OJIHOM MIIM HECKOJBKUX /103 JIEKAPCTBEHHOTO IperapaTa Kypc MPUMEHEHHsS HEOGXOIMMO
BO300HOBHTH B IIPE/lyCMOTPEHHEIX T03UPOBKAX M CXEME IPUMEHEHMS.

18. Ilpu npumenennmn KoamctiHa 2 MIH. B COOTBETCTBHH ¢ HacTosLIEen
MHCTPYKIIHEH MOOOYHBIX ABJIEHUI U OCIOKHEHMH He ycTaHOBieHO. B CIy4dae IOSBICHUS
AJJICPTUYECKUX  PEaKUMH  HUCIONB30BAHME IIperapara MNpeKpallaloT M HA3HAYAIOT
AHTUTMCTAMHUHHBIC MIPENapaThl U CUMIITOMATUYECKOE JICUEHHE.

19. 3ampemaercs onaHoBpemeHHOe npuMeHeHMe KommcTHHa 2 MOH.
aMITMLUJUTMHOM, nedaiocrnopuHamu, AMHMHOTJIUKO3UTHBEIMU aHTUOMOTHKaAMU,
MHOpE/IaKCAaHTaMH, MPENapaTamMyi Kajlblus U MarHus, a TAKKe HeHACHIIEHHBIMH JKUPHBIMA
KUCJIOTaMH.

20. Y6oit cBMHEH M NTHI[ HA MSCO pa3pelaeTcsi He paHee, yem yepes 48 u mocie
nocieanero npumeHenus Komucruna 2 MiaH. MSICO 5KHMBOTHBIX, BBIHY)KJIEHHO YOUTEIX 10
MCTCYCHHUA YKa3aHHOIO CPOKA, MOXKET OBITh MCIIOJIB30BAHO B KOPM ITYIITHBIM 3BEPSM.

IV. Mepsl 1n4HO#M 1poGUIaKTHKH

21. Ilpu pabote ¢ KonucTiHHOM 2 MIIH. clielyer coboaaTh o01Me npaBuiIa JIMYHOM
THTHCHBI U TEXHUKH 0E30I1aCHOCTH, MPEeIyCMOTPEHHBIE TIPH paboTe ¢ JICKapCTBEHHBIMH
npenaparamu. ITo okOHYaHMM PaBOTHI PYKHU CIIELyeT BBIMBIT TEILION BOIOM ¢ MBLIOM.

22. Ilpu criyyaliHOM KOHTAKTe JIeKapCTBEHHOTO npernapara ¢ Koxel win
CITM3UCTBIMU 000JI0YKAMHM IJ1a3a, UX HEOOXOJUMO IPOMBITH GOIBIINM KOIHIECTBOM BO/JIBI.
JioasiM ¢ rumepyyBCTBUTENBHOCTBIO K KOMIIOHEHTAM Ipernapara ciaeayer wusoerars
NpAMOro KouTakTa ¢ Kommcrurom 2 min. Ilycreie ¢unakous!, 6yTbuiky u KaHHUCTPBI U3-T10]]
JICKAapCTBCHHOIO - Mpenapara  3alpeliaeTcsi MCIoIb30BaTh Ul OBITOBBIX UeNel, OHU
MOJIIEXKAT YTUIIU3AIUU C OBITOBBIMU OTXOJIAMH.

23. B ciyyae nosBieHus alulepruuecKiX peakimii wim IIpY CIIy4YailHOM IONaaHuu
fperiapara B OpraHM3M YeNOBEKa CIIELYeT HEMEICHHO OOPAaTHTBCS B MeIMIIMHCKOE
ydpexienue (mpu ceGe UMeTh HHCTPYKIHIO 110 TIPHMEHEHHIO Npenapara Wi THKETKY ).

HanmenoBanne u aapec npoussonctsennoii. OO0 «AB3  C-II», Poccus, 141305,
TUIOMIA/IKA TIPOM3BOMTENS JIEKAPCTBEHHOTO MOCKOBCKas 0671acTh, T. Ceprues Ilocap,
fperapara /i BETCpUHAPHOTO MpUMeHeHns  yi. I{eHTpanbhas, 1. 1.

Hanmenosanne, anpec oprannsarum, 000 «AB3 C-Il», Poccus, 141305,
YIIOJITHOMOYCHHOM JeprKaTelIeM WIH MockoBckass o6nacts, T. Ceprues Ilocan,
BJIaJI€JIBLIEM PETUCTPALIMOHHOIO yi1. LenTpansnas, 1. 1.

YI0CTOBEPEHMUS JICKAPCTBEHHOTO MIpenapara
Ha TIPUHATHE TIPETEH3MI OT oTpe6uTe s

Homep perucrparmonnoro YIOCTOBepeHus: o/~ ~.3 ~5, /¢ 8 ﬁ47/j’/9 -3-35 7Y ﬂfﬁ%

C cormacoBanueM Hacrosmeii MHCTPYKIIAH... yTDAYMBACT CHIIy WHCTPYKUHUS 110

nprmMenennto Komueruna 2 MiH., yTBepkacHHas Poccénrkornanzopom 13.08.2014.





