WHCTPYKIIMSI
1o npuMeHeHuo OTHOHOBHHA
JUTA JICHCHMS HAPYIKHOTO 0TUTa GaKTepHanbHoH M rpulKoBoif atHonoruy y cobax
U KOIIEK,

(oprauusauud - paspaborunk: Bioveta a.s., enickaa PecryGinka)

1. O0wmue crenenns

1. Toprosoe nauMeHoBaHKE IEKAPCTBEHHOTO npenapara: OTHOHOBUL
(Otibiovin).

MexaynaponHoe — HENATCHTOBAHHOE  HAMMEHOBAHWE:  [eHTAMMIINH,
TPHAMIHHOJIOH, CAIIMIUI0BAs KHCIIOTa, KapOeTONEHINIUHIIA,

2. Jlekapcrrennas dopMa: yurasle Kaniu.

Orubnosrn  comepxur B 1 MI B KadecTBe JECHCTBYIOIHX BEUIECTH:
reuTamMuiaa cynbdar 2,0 Mr, TpuaMIHHONOHa auetar 0,5 Mr, CaNHIMIOBYK
kucjiory 5,0 mr, xapOeronewauuuuus Gpommy 0,125 Mr, a B KadecTse
BCIOMOTaTeMBHBIX KOMIOHEHTOB: sranos 0,383 Mr, JHCTHIINPOBAHHYIO BOLY
10 1 M.

[lo BHewHeMy BWIy fpenapar TpexcTaBiusieT coboit  Npo3padHbIil,
OeCLBETHBIH pacTBop.

3. OrubnoBMH BBIIYCKAIOT pac(acoBaHsM 10 15 Mm u 20 ma B
MOJMITUICHOBBIE (PAKOHLI COOTBETCTBYIOLIEH BMECTUMOCTH € KPBIUKAMH -
KareabHUIaMy. DIaKOHbl YNaKOBBIBAIOT TOMITYYHO B KapTOHIIbIE KopoOKku
BMECTE ¢ HHCTPYKLHEH 10 IPUMEHEHHIO.

4. OTHOMOBHMH XpauaT B 3aKPHITOH YIAKOBKE MPOMZBOAMTENS B CYXOM,
ALMIIEHHOM OT CBETA MECTE, OT/EBHO OT HPOAYKTOR NUTAHHS U KOPMOB, TIPH
Temnepatype or 15°C no 25°C. CpOK rofHoCTH AEKapCTBEHHOTO NMpenapaTa B
3aKPLITOH YNAaKOBKe MpH COOMIONeHHH YCIOBME XpaHeHHs — 3 roja co jus
POU3BOJICTEA, 10CIE BCKPBITHA (IIAKOHA NeKAPCTBEHHBIH Tipenapar XpaHeHuio
He TTOJJIEXKHT.

3anpeuaeTcs NPUMEHSTh TeKAPCTBEHHBI IIPerapaT 1o HCTeMeHWH CpoKa
FOAHOCTH.

5. Or1ubHOBUH cleIyeT XPaHHUTE B HEJOCTYITHOM IS eTell MecTe,



6. Heucrnonb3oBaHHbId 7NEKApCTBEHHLIH Nperapar YTHIH3UPYIOT B
COOTBETCTBHU ¢ TPeOOBAHUSIMHU 3aKOHOJATETHCTRA,

II. ®apmaxonoruyeckne cBOMCTBA

7. OTuCHOBMH  OTHOCHTCS K  KOMIUIGKCHBIM  [Iperaparam  Jjis
AYPUKYISAPHOTO TIPUMEHEHUSL.

PenramMuniuna cyns(aT BXOISWIME B COCTAB Npenaparta, OTHOCHTCS X
Ipynne AaMHHOTIHKO3WAOB. ['eHTaMMIMH aKTUBEH NpPEUMMYIIECTBEHHO B
OTHOLIEHHH adpOoOHBIX TPAMOTPHIATENBHBIX 6Gakrepmit: Escherichia coli,
Salmonella spp., Enterobacter spp., Klebsiella spp., Serratia spp., Proteus spp.,
Pseudomonas aeruginosa, Acinetobacter spp., a Takke a’pOGHBIX
TpaMIOIMKUTENBHBIX KOKKOB: Staphylococcus spp. (B ToM unciie yeToiuMBEIX
K. NEeHHIWUIMHAM), HCKOTOPBIX INTAMMOB Streptococcus spp. Mexarnsm
OaxTepULIHOTO AeHCTBHS reHTaMMIFHA 3aK1I04aeTCa B TOMABICHUH CHHTE3a
Oenxa B MHKpOOHOH KieTke HA puGOCOMANLHOM YPOBHE.

Tpruamuudonona amerar, BXOAAWMH B COCTAB TNpenapata, SBIASTCH
CHHTCTHYECKHM  TUOKOKOPTHKOHMIOM,  OKa3bIBaeT  HecHelH(HIecKoe
NPOTHBOBOCHANIMTEILHOE, — NPOTHBOWUICPIHUECKOS U IPOTHBO3YIHOE
JefictBHe. Mexdanu3M  ero  JeHCTBUE  3aKTIOvaeTcsl B BNOKUPOBAHKUH
BEICBOOOIKICHUS DO3HHOMHMIAMH MEAHATOPOB BOCHANCHHS, B TOM 4YHCIe
NPOCTAINIAHANHOB, KOTOpLIE TOTEHIHMPYIOT BOCHTATHTENLHLIH — Tpoliece;
CTHMYJSIMK  GHOCHHTE3a IHTIOKAPTHHOB, OBNANAIOIIIX MPOTHROOTEUHOH
aKTHBHOCTHIO; YMEHBIIEHHH KOJIWYeCTBA TYWHBIX KJIETOK, BBIPAGaTHIBAIOIINX
THAITY POHOBYIO KHCJIOTY; CHIDKEHHIO ITPOHUIAEMOCTH KallHILIAPOB.

Canuupiiosast KHCJIOTa, BXOISUIAS B COCTAB [PEIApaTa OTHOCHTCHS K
IpyIine HECTEePOHAHBIX TPOTHBOBOCIANINTENbHLIX CPENCTE M OKA3BIBACT
ATHCENTHIECKOE, MPOTHBOBOCHAIWTENLHOE H KepPaToNMTHUSCKOe JeiCTRHE.
Mexanusm  neficTeua  3akmodaercs B HEOOPATHMOM  MHIHOHPOBAHHH
uuknookenrenassl  (LOIY), B pesynprate wero papymaercs cuHTe3
npocrarnadiuaoB E,, [ w tpomGokcana A,.

KapGentonenaruuns GpoMII, BXOJSUIMA B COCTaB npenapara, obiaaer
AHTUMUKPOOHBIM  IcHCTBHEM B OTHOIWIEHHMM —TPaMIOIOKHTETBHEIX W
IPaMOTPHIATENILHBIX MHKPOOPraHu3MOB H HEKOTOPBIX rpuboB.
KapGexronesiuunans 6poMu 0Ka3biBACT OaKTepULTHOS JeHCTBUE, UIMEHISA
TIPOHULEEMOCTE KIETOTHOH CTeHKH GaKTepHid.

Ilpy aypukynapHOM NpUMEHEHHM TpenapaTa, BXOASI(ME B €ro COCTAB
AEHCTBYIOUME BEIIECTBA TIPAKTHUECKHM HE BCACHIBAIOTCA Yepe3s  KOKY,
OKazbIBas MeCTHOe aHTUOAKTEPHATTEHOE, IIPOTHBOTPUOKOBOE "
TIPOTHRBOBOCITAUTEIBHOE TeHCTBHE.

ITo crenenn Bosnelcrrua Ha opramsM OrnGrOBMH OTHOCHTCS K 4 Kiaccy
onachocT 110 'OCT 12.1.007-76 (Betuecrsa manoonacHsie).



II. Tlopaxok npumenenus

8. OTuOMOBMH  UIPUMEHAIOT IUIS  JIGYEHHS  HAPYKHOTO  OTHTA
baxTepHaNbHOH ¥ rPrbKOBOH STHONOTHU y cOBAK i KOLIEK.

9. 3ampemaerca  npumesende  OTWOMOBMHA  KMBOTHBIM  TIpH
npodojenun  OGapaGanHOW INEPEeNOHKM W KUBOTHBIM ¢ HHIHMBUITY AT LHOH
IOBBIIEHHO N YyBCTBUTENBHOCTH K KOMIIOHEHTAM I1penapara.

10.  OtnbnoBnH 3aKamBIBAIOT B NOPAKEHHOE YXO 100 4-5 Karnein. [lepen
[PUMEHEHHEM, YIIHYKO DAKOBHHY W CIYXOBOH NPOXOA OUHINAIOT OT CepHl,
cTpymeeB 1 kopouek. C mensto Gonee monuolt o6paboTku Beeii moBepxHOCTH
YIIHOM pakoBYHBI U CIYXOBOTO npoxoma u Gosiee rmyGokoro npoHUKHOBEHHS
Upernapara, yIIHYIO PAKOBHHY CKIAAbBAIOT BIONB ¥ CIErKAa MACCHPYIOT ee
OCHOBaHHUE. : o

Hepsbie 2 gus gevenus o6paboTky nposoast 3-4 pasa, a 3aTem 2-3 pasza B
CYTKM Ha MNpoTsuKeHuH 5-7 nmHelt. JINUTeNBHOCTL JIeYeHHS Onpeiersiercs
BETCPHHAPHBIM BPayOM U He JOIDKHA NPEBLILATh 12 jaHel.

11, CuMOTOMOB  MepeNio3upOBKH  JIEKAPCTBEHHOTO  Ipernapara  He
YCTaHOBJICHO.

12. OcoGennocTelt neficrsus NpH HEPBOM nPHEME TIPETIAPATA U IIPH €ro
OTMEHE HE BLIABJIEHO.

13. Ilpm mponycke OZHOH WM HECKONBKUX 103 NEeKapCTBEHHOTO
TNpenapara Kype MPUMEHEHHs: BO30OHOBATE B NPEIYCMOTPEHHBIX JTO3MPOBKAX
U cXeMe MPHMEeHeHH .

14, Ilpy mpuMeHeHUM JEeKapCTBEHHOrO Mperapara B COOTBETCTBHU C
HACTOANICH MHCTPYKUMEH MOOOYHBIX ABICHUH M OCIOKHEHUH, Kak TIPABUITO,
He nabmonaercsa. TIpu noBpILEHHON MHAMBUAYAIBLHON YYBCTBUTENLHOCTH
KMBOTHOTO K KOMIIOHEHTAM JIEKAPCTBCHHOTO TMIpENapaTta U IOSBISHHH
n0OOUHBIX ABICHHUH HeHONB30BanHe OTUONOBUHA IPEKPALIAIOT,

15, llpumenenne OruéuHOBUHA He WCKIOYACT HCHONL3OBAHHE APYTHX
JIEKAPCTBEHHBIX TIPENapaToB CEMHPUIECKOH N CHMITOMATHYECKOH Tepariny,
34 HCKJIIOYCHHEM TIPENAPATOB U1 ayPUKY/ISIPHOTO NPHMEHEHHS.

16. OTuOHOBMH He TpeAHAa3sHAYEH A NPHMEHEeHNs OPOIYKTHBHEIM
KUBOTHBIM.

IV. Mepbl nuunoi npoduinakTHKi

17. Tlpu pabore ¢ OrubuoBuHOM HeoOXOAUMO coOGMIONATE O6IHE
MpaBuia JUYHOH FUTHEHB! ¥ TCXHUKH O€30TMaCHOCTH, MPENyCMOTPEHHbIE TPH
paboTe ¢ nexapcrBeHHBIMH Tpenapatama. Bo Bpems paboThl 3anpeniaeTes
KYypuTh, IUTh U OpHHUMark numy. [lo oxonuyanmu palortsl pyku cnenyer
BLIMBITE TEIINTOH BOJOH C MBIJIOM. :

18. Tlpw cnyualinoM KOHTaKTEe JICKAPCTBEHHOTO MpenapaTa ¢ KOKel win
CIH3UCTHIME  000JIOUKAMH a3 MX  HeOOXOAUMO  IPOMBITL  GOMNBIIHM
KOITHYECTBOM  MPOTOYHOH BoAbl. JIFOASIM ¢ rUOepuyBCTBHTCALHOCTBIO K
KOMITOHEHTaM  Iiperiapara  cjemyer W30eraTh IpAMOro  KOHTaKkTa ¢
JIEKApCTBEHHBIM HPErnapaToM. B ciaydae mosBlieHus aiepraveckux peakiuii
WM TIPY CITYYaHHOM TIONAJaHWH MNperapaTa B OPraHusM HenoBEeKa Clemyer
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HEeMeIUIEHHO O0paruThes B MEQHLMHCKOe yupexaenne (npu cebe umMers
HHCTPYKIAIO 110 IPUMEHEHHIO TIPEnapara M STHKETKY ).

19. llycrble haakoHBl W3-1101 JIEKAPCTBEHHOIO MpEnapara 3alpeiaeTcs
MCIIOIB30BATh JUTS OBITOBBIX Leiel, OHK NMOAIEKAT YTHIHZALNM ¢ OBITORBIMY
OTXONaMH.

20. Opranmzaums-npoussoguteinb: Bioveta a.s. Komenského 212, 683 23
Ivanovice na Hané, Czech Republic; ren.: 420517 318 500, thaxc:
420 517 318 653, anpec sMeKTPOHHOH noYTH: comm{@bioveta.cz.

Anpec mecra mpomspoperBa: Bioveta as. Komenského 212, 683 23
Ivanovice na Hané, Czech Republic; tem.: 420517318500, ¢ake:
420 517 318 653, agpec anexrpoHHol NOUTE: comm(@bioveta.cz.

Muctpykimst paspadorana OO0 «Toproseii oM «Buompom-Tlenrpy,
105120, r.Mocksa, 3-it  CeipomaraHuecknit nepeynok, 3/9, Ten/dakc
(495)7394217 / (495)7394217; cosmectno ¢ Bioveta a.s. Komenského 212,
683 23 Ivanovice na Hané, Czech Republic; Tem.: 420 517 318 500, daxe:
420 517 318 653, angpec aneKTPOHHOM 1104TE: comm(@bioveta.cz.

C yTBepkienreM HacTOAIeH MHCTPYKIMM YTPAUHBAET CHIY MHCTPYKIMS
no npumernennio OTHOHOBYHA, yrRepikIeHHas PoccenbxosHanzopoM 27 Hioas
2009 rona.

Pexomennobano x perucrpauun B Poccuiickol ®enepaiun PIBY
«BI'HKH»,

HomMep perticTpaldoHHOro yIocToBeperus





