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|. O0mue cBeneHus

1. ToproBoe HauMeHOBaHHUE JIEKAPCTBEHHOr'O IMpemnapara Uil BETEPUHAPHOTO
npumenenus: Orocyp® (Otosur®).

['pynnupoBoYHOE HAMMEHOBAaHUE: MUKOHA30J1 + MOJIMMUKCUH B + npeaHn300H.

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

Otocyp® B KauecTBe AEHCTBYIOIIMX BEIIECTB B 1 MJI CONEPKUT: MHUKOHA30J1a
HUTpaT — 23 Mr/mi, noaumukcuHa B cynedat — 5500 ME/mn (cootBetctByeT 0,5293
MT/MJT IOTIMMHUKCHHA B cynbdara), mpeaHn30I0Ha aerat — 5 Mr/mil, a B KauecTBe
BCIIOMOTATENIbHBIX BEIIECTB CMECh KPEMHHUS JMOKCHJA KOJJIOMIHOTO U >KHUIKOIO
napaduna — 10 1,0 mi1.

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

CpoK TOJHOCTH JIEKQpPCTBEHHOTO IIpernapara IpU COOJIOJCHUHM YCIOBUI
XPaHEHMsI B 3aKpBITOM yNAaKOBKE NPOW3BOJAMTENS — 2 roja C AaThl NMPOU3BOICTBA,
MOCJI€ MIEPBOTO BCKPBITHS (hjlakoHA — HE OoJiee 6 MecsIIeB.

He npumeHsATh 10 HCTEUYEHNH CPOKA TOAHOCTH.

4. BeimmyckaroT npemnapar pacacoBaHHbIM O 15 MII B MJIaCTUKOBBIE (DJIAKOHBI C
KaIleJIbHULIEW U HABUHYUBAIOIIEHCS KPBILIKOM, KOTOPBIE YIIAKOBBIBAKOT B KAPTOHHBIE
KOPOOKM B KOMIUIEKTE C HWHCTPYKIMEH 1O BETEPUHAPHOMY MPUMEHEHUIO
JIEKapCTBEHHOTI'O Tpernapara.

5. XpaHUTh B 3aKpbITOM YMAKOBKE MPOU3BOIAUTEINS, OTAEIBHO OT IMHILEBBIX
IPOJYKTOB U KOPMOB, TP TeMIiepatype He Bbiie 25 °C.

6. XpaHuTh B HEJOCTYITHOM JJIs IeTeil MecTe.

7. Heucrionb30BaHHBIM ~ JIGKAPCTBEHHBIM  mpemapar  YTWIM3UPYIOT B
COOTBETCTBUH C TPEOOBAHUSMHU 3aKOHO/AATEIHCTBA.

8. OTmycKaroT 1o peuenry.



Il. ®apmakonornyeckue cBoiicTBa

9. Orocyp® OTHOCHTCA K TIpyIIe MHOJMMHUKCUHBI  (IONMIENTHALI) B
KOMOHMHAIUSX.

[Ipenapar o6yagaeT MIUPOKUM CHEKTPOM AHTUMHUKPOOHON M aHTUTPUOKOBOIA
AKTUBHOCTH, OKa3bIBAET MPOTUBOBOCHAIUTEIBHOE M  IMPOTUBOAJIIEPTAYECKOE
JICHICTBHE.

10. Bxogsmuii B COCTaB JIGKQPCTBEHHOTO CPEJACTBA MHUKOHA30J SIBIISCTCS
CUHTETUYECKUM IPOU3BOJIHBIM UMUA30J1a, YTHETAET CUHTE3 3ProcTeposia 0007I0YKU
U IJIa3MaTUYECKUX MeMOpaH rpuOOB, U3MEHSET MPOHUIIAEMOCTh KJIETOYHOW CTEHKHU
HEKOTOPBIX TPAMITOJIOKHUTEIBHBIX OaKTEpUl ¥, TakuM 00pa3oM, OKa3bIBaeT
byHrunuaHbii 1 OakTepunMaHbi 3ddexT. MUKOHA30Jl aKTUBEH B OTHOIIECHUU
nepMaTtopuTOB M TpuOOB, B ToM uucie poxos Candida, Trichophyton, Malassezia,
Microsporum.

[ToruMukcuH B BbI3bIBa€T HapylIeHUE UIEIOCTHOCTH ILMTOIIA3MAaTHYECKOMN
MeMOpaHbl OaKTEpUAIBHOM KJIETKM M OKa3blBaeT OaKTEPUIIUIHOE JEHCTBUE Ha
rpaMoTpHIIaTeNIbHbIe  OakTepuu, BKIouas Escherichia coli, Salmonella spp.,
Klebsiella spp., Pseudomonas spp., Enterobacter spp.

[Ipennu3osiona anerar — CHUHTETUYECKHM TIIOKOKOPTUKOW, MPU MECTHOM
IPUMEHEHUM OKa3blBA€T NPOTHBOBOCHAJIUTEIBHOE U  IPOTHUBOIKCCYIATUBHOE
NEeNUCTBHUE, CIOCOOCTBYET YMEHBIIIEHUIO 3yAa U 3aKUBJICHUIO TKaHEH.

[Ipy HapyXHOM MPUMEHEHUU TIpenapaTa MHUKOHA30J M TMOJIUMUKCUH B
NPAKTUYECKA HE BCACBIBAIOTCA M OKAa3bIBAIOT MECTHOE AaHTUMHUKPOOHOE U
anTurpuOkoBoe neictBue. llpenHu3070HA areTaT BCAChIBAETCA YeEpe3 KOXKY B
HE3HAYNTEIbHBIX KOJUYECTBaX, OMOTpaHCHOPMUPYETCS B MEUEHU U BBIBOJUTCS U3
OpraHu3Ma, B OCHOBHOM, B BUJI€ META0OJIUTOB C MOYOU U (DeKATHSIMHU.

ITo cTenenu Bo3aeicTus Ha opranu3M OTocyp® OTHOCHTCS K «MAalTOOIIaCHBIM»
BemectBaM (4 kiacc omacHocT 1o ['OCT 12.1.007-76), B peKOMEHyeMBbIX 103aX HE
OKa3bIBaET MECTHO-PA3IPAXKAIOIIET0, Pe30POTUBHO-TOKCHYECKOTO U CEHCHOMIT3UPYIOIIETO
TICUCTBHA.

[11. TTopsinox mpumMeHeHus

11. Orocyp® mnpumeHsoT cobakaM M KOLIKAM MJis JICYEHHsS OCTPOro U
XPOHUYECKOTO HApyKHOr0 OTHTa (BOCHAJIEHUS HApYXKHOTO CIYyXOBOTO MPOX0Ja) U
3a00eBaHUM KOXH (1epMaTUTOB, MUOJEPMATUTOB, nepMato(uTo3oB,
MH(ULIMPOBAHHBIX paH, adcleccoB) OaKTEpUaIbHON U TPUOKOBOM 3THOJIOTHH.

12. [IpoTuBOMOKa3aHWEM K MPUMEHEHHUIO  SBISETCS  WHAWBUAyaTbHAS
MOBBILICHHAS] YYBCTBUTEIBHOCTD )KUBOTHOI'O K KOMIIOHEHTaM Ipernapara (B TOM YHCTe
B aHamuese). Ortocyp® He cieayeT NPUMEHATH >KMBOTHBIM IIPU NPOOOAEHUH
O0apabaHHOIl MEePETOHKH.

13. IIpu pabore ¢ Otocyp® ciemyer coOmomaTh OOWIME MPaBHMJIA JTMYHOM
TUTMEHbl M TEXHUKH O€30MacHOCTH, MPEAyCMOTPEHHble Tpu padore ¢
JIEKapCTBEHHBIMU cpeacTBaMu. [1o okoHuaHuu paboTHI CleAyeT THIATEIFHO BHIMBITH
PYKH C MBLIOM.

[lycTas ynakoBka H3-1OJ| Mpernapara MOAJNEKHUT YTHIM3AIUU C OBITOBBIMU
OTXO/IaMH.



JIronsiM ¢ TUNEepYyBCTBUTENBHOCTBIO K KOMIIOHEHTaM IIpenapara Cleayer
u30eraTh NPAMOro KOHTaKTa ¢ npenaparoM. [Ipu coyyaliHoM momajaHuy mpenapara
Ha KOKHBIE TTOKPOBBI WM B IJ1a3a UX HEOOXOJUMO MPOMBITH OOJIBIIMM KOJIMYECTBOM
IPOTOYHOMN BOJBL.

B ciiyyae nosiBieHus alJIEPTUUECKUX PEAKIIMI WM IPU CITyYaitHOM MOMaJaHUuU
npenapara B OPraHu3M 4eJIOBEKa CIIEyeT HEMEMJIEHHO OOpaTUThCS B MEIULIMHCKOE
yupexaeHue (mpu cede HMETb HHCTPYKLUMIO [0 NPUMEHEHHUIO Ipernapara WiH
ITUKETKY).

14. Bosmoxno npuMenenne OTocyp® KMBOTHBIM BO BpeMsS OEPEMEHHOCTH U
nakrtauud. lIpuMeHeHue HeHKaM U KOTATaM MOJOXe 14-aHeBHOro Bo3pacrta — ¢
OCTOPOYKHOCTBIO, IOCJIE KOHCYJIBTAIMHU C BETEPUHAPHBIM CIIELIAAIIMCTOM.

15. TIpu oturax Otocyp® 3akambiBaloT B OOJBHOE YXO MO 3-5 Karelb,
IIPEABAPUTEIIBHO YIIIHBIE PAKOBUHBI M CIIyXOBOM IIPOXOJ OYUIIAIOT OT YITHOM CEPHI.

C wmenpr0 pPaBHOMEPHOIO pacHpeeseHHs] JIEKapCTBEHHOIO Iperapara
OCHOBAaHHUE YIIHOM pPAaKOBUHBI MAaCCUPYIOT JIETKMMM [JBWXKeHUsAMU. Ecimu nocne
IIPUMEHEHUS IIpenapara )XMBOTHOE TPSCET TOJIOBOM, CIENYET B TEYEHUE HECKOJIBKUX
MUHYT (PUKCUPOBATH TOJIOBY JIJIsl MPEKpaIlleHUs pa3OpbI3rUBaHus Ipenapara.

O6pabotky mpemaparom Otocyp® clemyeT IpOBOAUTHL IBa paza B CYTKH JIO
MCUE3HOBEHHUS KIMHUYECKHX MPU3HAKOB 3a00JIEBaHUS U 3aT€M IPOAOKUTH €IIE B
TedeHue 2-3 nuer. OOmmii Kypc JIe4eHUs He JOJIKEH PeBbIaTh 15 qHei.

B kommuiekcHOM Tepanuu oOTOAeKTo3a (YIIHAas 4YecoTKa), OCJIOXKHEHHOIO
otuToM, OTOoCYp® IIPUMEHSIOT B TOM %K€ 03¢ U 10 TOM KE CXEME.

[Ipu 3a6oneBanusx koxu OTocyp® KameiabHO HAHOCAT HA BCIO MOPAKEHHYIO
IIOBEPXHOCTh, INPEABAPUTEIIBHO YIAJIWB HAa INOPAXKEHHOM U IOTPAHUYHOM C HHUM
Y4YacCTKE MLIEPCTh, 3arps3HCHHs, HEKPOTU3MPOBAHHBIE TKAHW, THOM M PAHEBOM
skccynat. OO6paboTKy HEOOXOAMMO MPOBOJIUTH 1-2 pa3a B IeHb, TPOJOJDKUTEIHHOCTD
JICYEHUs ONPENEIAETCS BETEPUHAPHBIM  CIIELMAJIMCTOM, 3aBUCUT OT CTENEHU
MOPAKEHUSI U CKOPOCTH 3aKUBJICHUS TKAHEH, HO HE JIOJDKHA MPEBBIIATH 21 J€Hb.

JIns mpenoTBpallleHus CIM3BIBAHMS IIpernapara >KMBOTHOMY CIENYEeT HaJeThb
HAMOP/THUK, MIEHHBI BOPOTHUK WM 3a(UKCUPOBATH YEITIOCTH TETIIEH U3 TEChbMBbI,
HOCJIe BBICBIXaHUS Iperapara )XKUBOTHOE OCBOOOXKAAOT.

16. ITpu npumenenun Otocyp® B COOTBETCTBMU C HACTOSIIECH HMHCTPYKLUEH
noOOYHBIX SIBJICHUM M OCJIOKHEHUH y KMBOTHBIX, KaK MPaBUJIO, HE HabmonaeTcs. Y
HEKOTOPBIX )KUBOTHBIX TIPU ayPUKYJISPHOM BBeeHuH mpenapara Otocyp® BO3MOXKHA
YaCcTUYHas IOTEPs CIIyXa, CIyX CaMOIIPOM3BOJIBHO BOCCTAHABIMBACTCS B TEUCHUE
HECKOJIBKMX JTHEW MOCJIE OKOHYAHUs MPUMEHEHUS npenapara. [Ipu nHauBuyanbHOU
ITOBBIIEHHOM YYBCTBUTEJIIBHOCTH >KMBOTHOTO K KOMIIOHEHTaM JIEKaPCTBEHHOTO
npenapara M IOSBIEHMU aJUIEPIUYECKUX peakuuii, npumenenne Ortocyp® ciemyer
MPEKPATUTH U HA3HAUYUTH )KUBOTHOMY aHTUTUCTAMHHHBIE CPEACTBA.

17. CuMITOMEI EPEN03UPOBKY IpH IpuMeHeHHd OTocyp® He BBISABIICHEL.

18. Cemenus o B3ammogeiicteuu Otocyp® € APYIHMH JIEKAPCTBEHHBIMH
IpernapaTaMu, IPUMEHAEMbIMA B BETEPUHAPHUH, OTCYTCTBYIOT.

19. OcoOeHHocTel 1eUCTBUST  MPU  MEPBOM MPUMEHEHUH JIEKapCTBEHHOTO
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npernapara 1 €ro OTMEHe He YCTaHOBJIEHO.

20. Cnenyet uzberatb NpoOIMyCKOB B CXeMe MPUMEHEHHUSI IIpernapaTa, Tak Kak 3TO
MOXXET TPUBECTH K CHIDKEHHUIO TepamneBTUUeckod 3¢dexktuBHOCTH. B ciydae
MpOITycKa o4epeaHoi 00paboTKU mpenapaTtom, IpUMEHEHHUE MpernapaTa Heo0X0 MO

BO300HOBUTH KaK MOXKHO CKOpP€€, B TOH K€ J103€ U 110 TOH jKe cXxeMe.
21. Ilpenapar He npeAHA3HAYEH JJIs1 TPUMEHEHUS TPOTYKTUBHBIM KUBOTHBIM.

HanmMeHnoBaHus u aJapcca
IMPONU3BOACTBCHHBIX IINTOIIAI0K
IMPOU3BOAUTECIIA JICKAPCTBCHHOI'O
npcerapara ajisi BETCPUHAPHOTO
IIPUMCHCHUA

HaumeHnoBanue, aapec opraHusaiui,
YIOJIHOMOYEHHOM JiepKaTeiaeM Uiu
BJIQ/IETIBIIEM PErHCTPAIIIOHHOTO
yIOCTOBEPEHUS JIEKapCTBEHHOTO
npemnapara Jiisi BETEpUHAPHOTO
NPUMEHEHHUS Ha TIPUHATHE TPETEeH3NN
OT NOTpeOuTENSA

Hepxarens PY/Breinyckaromniuii
KOHTPOJIb Kau€eCTBa:

AO «KPKA, a.1., HoBo mecToy,
[IImaprenika necta 6, 8501 HoBo MecTo,
CnoBenus

[IpousBoauTens:

«JJABUAHA JIAU® CAMEHCH3, C.A.»,
Benyc 26, npoMbllIeHHAs 30Ha
Kan-Ilapennana, Tappaca, 08228,
bapcenona, Ucnanus

000 «KPKA-PYCy,

125212, r. MockBa, I'010BHHCKOE 1IOCCE,
oM 5, kopiyc 1

ten.: +7 (495) 981-10-95

dakc: +7 (495) 981-10-91



