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|. O0mue cBeneHus

1. ToproBoe HaMMEHOBAaHHE JICKAPCTBEHHOTO Tperapara Jjisi BETEPUHAPHOTO
npumenenus: Otocyp® (Otosur®).

['pynnupoBoYHOE HAUMEHOBAHUE: MUKOHA30J1 + MOJUMUKCHH B + mpeTHU30JI0H.

2. JlekapcTBeHHast popMa: CyCreH3UsI ISl HAPY>KHOTO MPUMEHEHUS.

[Ipenapatr Otocyp® B KauecTBe AEHCTBYIOIIMX BEIIECTB B 1 M COAEPIKHUT:
MHKOHA30Jla HHUTpaT — 23 w™r/mi, nomumukcuHa B cymsdar — 5500 ME/mn
(cootBercTByeT 0,5293 Mr/mi monumukcuHa B cynedara), npeaHu3oiona amerar — 5
MI/MJI, @ B Ka4eCTBE BCIIOMOTATENIbHBIX BEIIECTB CMECh KPEMHHS JIHOKCHIA
KOJUIOMJHOTO U KUAKOro napaduna — a0 1,0 mi.

3. [lo BHemHeMmy Buy mpenapaTr MNPeACTaBIseT COOOW CYCIEH3UI0 Oenoro
I[BETA.

Cpok TOZHOCTH JIEKApCTBEHHOTO TIpemapara TpH COOJIIOJCHUH YCIOBHMA
XpaHEHHsI B 3aKpBITON yMaKOBKE MPOW3BOJUTENS — 3 TOoAa C JaThl MPOU3BOJCTBA,
MOCJI€ MIEPBOTO BCKPBITHS (hjlakoHA — HE OoJiee 6 MecsIIeB.

He npuMeHsTh 110 UCTEUEHUH CPOKa TOJHOCTH.

4. BeimyckatoT npemnapat pacacoBaHHBIM 10 15 MJT B IJIaCTUKOBBIE (hJIAKOHBI C
KalleJIbHUIIEW 1 HABUHYMBAIOIIEHCS KPBILIKOM, KOTOPBIE YIIAKOBBIBAIOT B KAPTOHHBIE
KOPOOKM B KOMIUIEKTE C MHCTPYKIMEH TI0 BETEPUHAPHOMY MPUMEHEHUIO
JIEKapCTBEHHOTI'O Tpernapara.

5. XpaHUTh B 3aKpbITON YMNaKOBKE MPOU3BOJAMUTEINS, OTAEIBHO OT MHUIIEBBIX
IPOJYKTOB U KOPMOB, TP TeMIiepatype He Bbiie 25 °C.

6. XpaHuTh B HEJOCTYITHOM JJIs IeTeil MecTe.

7. Heucrionb30BaHHBIM ~ JIGKAPCTBEHHBIM  mpemapar  YTWIM3UPYIOT B
COOTBETCTBHUH C TPEOOBAHUSIMHU 3aKOHOIATEILCTBA.

8. OTmycKaroT 1o peuenry.



Il. ®apmakonornyeckue cBoiicTBa

9. JlekapcTeennsblii mpenapatr Otocyp® OTHOCHTCS K TpyIIE MOJTUMHKCHHEL
(moJMmenTHAB) B KOMOMHAIIHSX.

[Ipenapar o6yagaeT MIUPOKUM CHEKTPOM AHTUMHUKPOOHON M aHTUTPUOKOBOIA
AKTUBHOCTH, OKAa3bIBAET IMPOTUBOBOCHAIUTEIBLHOE M  IPOTHUBOAJUIEPTHYECKOE
JICHICTBHE.

10. Bxonmammuii B cocTaB JIEKapCTBEHHOTO CpPEICTBa MHUKOHA30Jl SIBISETCS
CUHTETUYECKUM IPOU3BOJIHBIM UMUA30J1a, YTHETAET CUHTE3 3ProcTeposia 0007I0YKU
Y IJIa3MAaTHYECKUX MeMOpaH IpuOOB, U3MEHSAET MPOHUIAEMOCTh KJIETOYHON CTEHKH
HEKOTOPBIX TPaMIOJIOKUTEIbHBIX OakTepuid W, TaKUM O00pa3oM, OKa3bIBaeT
byHrunuaHbii 1 OakTepunMaHbi 3ddexT. MUKOHA30Jl aKTUBEH B OTHOIIECHUU
nepMaTtopuTOB M TpuOOB, B ToM uucie poxos Candida, Trichophyton, Malassezia,
Microsporum.

[TomuMmukcuH B BBI3BIBa€T HapyLIEHUE LEIOCTHOCTH LUTOIUIA3MAaTUYECKON
MeMOpaHbl OakTepualbHOW KIETKM M OKa3blBaeT OaKTEpULIUIHOE JIEMCTBHE Ha
rpaMoTpHIIaTeNIbHbIe  OakTepuu, BKIouas Escherichia coli, Salmonella spp.,
Klebsiella spp., Pseudomonas spp., Enterobacter spp.

[Ipenuu3o0i0Ha aneTaT — CHUHTETUYECKUHA TJIIOKOKOPTUKOWZ, MPU MECTHOM
OPUMEHEHUN OKa3blBa€T MPOTUBOBOCHAIMUTEIBHOE M  INPOTHUBO3KCCYNATHBHOE
JENCTBUE, CIOCOOCTBYET YMEHBIIECHHIO 3y/1a U 3a)KUBJICHUIO TKaHEH.

[Ipy Hapy>XHOM NOpPUMEHEHUHU IMpernapaTa MHKOHA30J W TMOJUMUKCUH B
OPAaKTUYECKU HE BCAChIBAIOTCS UM OKa3bIBAlOT MECTHOE aHTUMHUKPOOHOE U
anTurpuOkoBoe neictBue. llpenHu3070HA areTaT BCAChIBAETCA YeEpe3 KOXKY B
HE3HAYUTEIbHBIX KOJIMYEeCTBaX, OMOTpaHCHOPMUPYETCS B MEYEHU U BBIBOJUTCS M3
OpraHu3Ma, B OCHOBHOM, B BUJI€ META0OJIUTOB C MOUYOM U (heKaTUAMHU.

[To crenmenn BosmelicTBMs Ha opranmsm mpemapat Otocyp® oTHOCcHTCH K
«manioonacHeiM» BemectBaM (4 kimacc omacHoctu no ['OCT 12.1.007-76), B
PEKOMEHIyEeMBbIX J103aX HE OKa3blBaCT MECTHO-PAa3/paXKaroliero, pe30pOTUBHO-
TOKCHUYECKOT'0 ¥ CEHCUOMITM3UPYIOLLETO ICHCTBUSL.

I11. ITopsinox mpumMeHeHus

11. JlexapcTBennsiii npenapatr Otocyp® npuMeHSIOT co0akaM M KOLIKAaM IS
JICYCHUS OCTPOTO0 M XPOHHUYECKOTO HAPYKHOTO OTHUTA (BOCIAJICHUS HApPyXHOTO
CIIyXOBOTO TIPOX0Jia) U 3a00JIeBaHMM KOXKH (JEpPMATUTOB, MHOJEPMATHTOB,
nepMato(puTo30B, UHPUITUPOBAHHBIX PaH, a0CIIECCOB) OaKTEpUATHHOU U TPUOKOBOMA
STUOJIOTHH.

12. TlpoTuBONIOKa3aHMEM K TPUMCHCHHIO  SIBJISCTCS  MHAWBUAYyaJbHas
MOBBIIICHHAS] YYBCTBUTEIHHOCTD )KUBOTHOT'O K KOMIIOHEHTaM TIpenapara (B TOM YUCIIe
B anamuese). Orocyp® He cieqyeT NPUMEHATh JKUBOTHBIM TpH INPOOOAEHUH
OapabaHHOI TIEPETIOHKH.

13. IIpu pabote ¢ npemaparom Otocyp® ciemyeT coOmoaaTs obIMe MpaBuia
JUYHOW TUTMEHbl U TEXHHUKU O€30MaCHOCTH, MPEAYyCMOTPEHHBbIE MNpH padore C
JIEKapCTBEHHbIMU cpeficTBaMU. [10 OkOHYaHUU pabOTHI ClEyeT THIATENbHO BBHIMBITh
PYKH C MBLIOM.



[lycTas ynakoBka H3-IOJ Ipenapara MOMJIEKHUT YTHIM3AUUMU C OBITOBBIMU
OTXOJaMHU.

JronsiM € TUNEPUYBCTBUTENBHOCTBIO K KOMIIOHEHTAM IIpenapara CleayeT
u30eraTh NPSAMOro KOHTaKTa ¢ npenaparoM. [Ipu coydaliHOM momajiaHuy mpenapara
Ha KOKHBIE MTOKPOBBI WIIM B IJ1a3a UX HEOOXOIUMO MPOMBITH OOJIBIIUM KOJIMYECTBOM
IIPOTOYHON BOJBI.

B cnydae nosiBaeHuUs aJNIEpPrUyecKUX peakuuid WK MpHU CIIy4ailHOM MonajgaHuu
npenapara B OPraHu3M 4eJIOBEeKa CIIEyeT HEMEMJIEHHO OOpaTUThCS B MEIULIMHCKOE
yupexaeHue (mpu cede HMEThb HHCTPYKLUHMIO 10 NPUMEHEHHUIO Ipernapara WiH
ATUKETKY).

14. BosmMoxkHo npumeHeHue mpenapata Otocyp® KHBOTHBIM BO BpeMs
OepeMeHHOCTH U JlakTauuu. [[puMeHeHue meHkam U KoTsSTaM MOJoxke 14-THEeBHOro
BO3pacTa — ¢ OCTOPOKHOCTBIO, ITOCJIE KOHCYJIBTALMU C BETEPUHAPHBIM CIIELIMAJIICTOM.

15. Ipu otutax npenapar OTocyp® 3aKanbIBaroT B 60IBHOE YXO IO 3-5 Kareb,
[PEIBAPUTEIBHO YIIHBIE PAKOBUHBI M CIIyXOBOW IIPOXOJI OYHILAIOT OT YIIHOM CEpBHI.

C wuenpl0 pPaBHOMEPHOrO paclpeiesieHHsl JIEKapCTBEHHOro Ipernapara
OCHOBAHME YIIHOW PAKOBUHBI MAaCCHPYIOT JIETKHMM JBIKEHUsMH. Ecim mocie
MIPUMEHEHUS TpernapaTa >KMBOTHOE TPSACET T'OJOBOM, CIETYET B TEYEHUE HECKOJIBKUX
MUHYT (PUKCUPOBATh FOJIOBY JUIsl IPEKpaIlleHUsl pa30pbhI3TUBaHUs [Ipernapara.

O6paboTky mpemapatom Otocyp® ciemyeT NpOBOIWTH ABA pa3a B CYTKH IO
MCYE3HOBEHHUS KIIMHUYECKUX MPU3HAKOB 3a00JI€BaHUSA U 3aT€M IMPOJIOJKUTH €Ul B
TedeHue 2-3 nuen. OOImMiA Kypc JIeUeHUs He TOJDKEH MPEeBbIIaTh 15 qHel.

B kommiekcHoOM Tepanmuu OTOAEKTO3a (yIIHAs 4YEeCOTKa), OCJIOKHEHHOTO
otuToM, npenapar OTocyp® IPUMEHSIOT B TOM K€ 103€ U MO TOM XKE CXEME.

[Ipu 3abonesanusax koxu mnpemapar Ortocyp® KamelnbHO HAHOCAT Ha BCIO
NOPaXEHHYI0 IOBEPXHOCTh, MPEABAPUTENBHO YAAIWB HAa IOPAKXEHHOM U
NOTPAaHUYHOM C HUM Y4acCTKE IIEPCTh, 3arPsI3HEHUS], HEKPOTU3UPOBAHHBIE TKAHU, THOU
u paHeBol skccymar. OOpabOTKy HE0OXOAUMO MPOBOJAUTH 1-2 pa3a B JEHb,
IPOJOJIKUTEIBHOCTD JICYEHUS ONPEAEIISIETCS] BETEPUHAPHBIM CIIELIUAIINCTOM, 3aBHCHT
OT CTENEHU MOPAXKEHHSI U CKOPOCTH 3aXKUBJICHUS TKaHEH, HO HE JIOJDKHA MPEBBIIIATH
21 neus.

Jlnst mpenoTBpallleHusl CIM3bIBAaHUSL Npernapara >KMBOTHOMY CIEAYET HAaJIEeTh
HAMOPJIHUK, IIEHHBI BOPOTHUK WM 3a(DUKCHUPOBATH YETIOCTU METIEH U3 TEChMBI,
MOCJIE€ BBICBIXaHUS Mpenapara >KMBOTHOE OCBOOOXKIAIOT.

16. IIpu npumenerun npenapara Otocyp® B COOTBETCTBHM C HACTOSILEH
MHCTPYKIMEH MOOOYHBIX SIBICHUM U OCJIOXXHEHUH Y >KUBOTHBIX, KaK MpPaBUIIO, HE
HaOmoaeTcs. Y HEKOTOPBIX JKUBOTHBIX MPU aypUKYJISIPHOM BBEJEHUU Ipernapara
Otocyp® BO3MOXHA YacTHYHAs TOTeps CIyXa, CIyX CaMOIPOHM3BOJILHO
BOCCTAaHABJIMBACTCA B TEUEHHE HECKOJbKUX JIHEH MOCJIE€ OKOHYAHUS MPUMEHEHUs
npenapara. [Ipy MHIMBHAYaTbHOW MOBBIIIEHHON YYBCTBUTEIBHOCTH >KMBOTHOIO K
KOMIIOHEHTaM JIEKapCTBEHHOT'O Ipernapara W MOSIBJICHUM aJUIEPTUYECKUX PEaKIHil,
npumeHenre npenapara Otocyp® clemyeT NpeKpaTHTh M HA3HAYUTH KUBOTHOMY
AHTUTMCTAMUHHBIE CPEACTBA.



17. CuMITOMBI  TIEPEO3UPOBKH IIPU TIpuMeHeHnn npenapata Otocyp® He
BBISIBJICHBI.

18. Ceenenns o B3ammogeiicteuu  npemapata Otocyp® ¢ Apyrumu
JIEKapCTBEHHBIMHU IIpenapaTamMy, IPUMEHSIEMbIMU B BETEPUHAPUU, OTCYTCTBYIOT.

19. OcobenHocTeil NEHCTBUS TPH TEPBOM TMPUMEHEHHH JIEKAPCTBEHHOTO
npernapara 4 ero OTMEHE He YCTaHOBJIECHO.

20. Cnenyet uzberatb MpoOIyCKOB B CXeMe MMPUMEHEHUS Mpernapara, Tak Kak 3TO
MOXXET TPUBECTH K CHIDKEHHUIO TepamneBTUUYeckod 3¢dexktuBHOCTH. B ciydae
MpOITycKa o4epeaHoi 00paboTKU mpenapaTroM, IpUMEHEHHUE MpernapaTa Heo0X0 MO

BO300HOBUTH KaK MOXHO CKOpee, B TOM ke J103€ U MO TOH ke CXeMe.
21. Ilpenapar He npeAHA3HAYEH AJI1 IPUMEHEHUS TPOTyKTUBHBIM KUBOTHBIM.

HanmMeHnoBaHus u aapcca
IIPONU3BOACTBCHHBIX ILNTOIIAI0K
IMPOU3BOAUTCIIA JICKAPCTBCHHOT'O
npcemapara ajisi BETCPUHAPHOTO
IIPUMCHCHUA

HaumeHnoBanue, aapec opraHusaiuu,
YIOJIHOMOYEHHOM JiepKaTeaeM Uiu
BJIQ/IETIBIIEM PErHCTPAIIIOHHOTO
yJIOCTOBEPEHUS JIEKapCTBEHHOTO
npemnapara Jiisi BETEpUHAPHOTO
NPUMEHEHHUS Ha TIPUHATHE TPETEeH3NN
OT NOTpeOuTENSA
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