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[. O0wue cBeeHus

1. ToproBoe HauMeHOBaHUE JIEKAPCTBEHHOr0 Ipemnapara Uisi BETEpUHAPHOIO
npumenenusi: Orocyp® (Otosur®).

['pynnupoBouHOE HAUMEHOBaHUE: MUKOHA30J1 + MOJMMHUKCUH B + rpe1HU30510H.

2. JlexapcTBeHHas (hopMa: CyCIeH3uUs Il HApyHOTO MPUMEHEHUS.

Orocyp® B KauecTBe JEHCTBYIOIIMX BELIECTB B | MII CONEPKUT: MUKOHA30J1a
HUTpaT — 23 mr/mi, nonumukcuHa B cynasdar — 5500 ME/min (cootBetrcTByeT 0,5293
MI/MJI MMOJUMUKCUHA B cynbdara), npeqHu30I0Ha anerat — 5 MIr/Mil, a B Ka4yecTBe
BCIIOMOTaTeJIbHBIX BEIECTB CMECh KPEMHHUS AMOKCHUIIA KOJUIOUTHOTO M KHUIKOTO
napaduna — 10 1,0 mi.

3.Ilo BHemHeMy BuIy MNpenapaTr NpeacTaBisieT coboi cycrneH3uio 6enoro
BeTA.

Cpok TrogHOCTH JI€KapCTBEHHOro IIpenapara Ipd COOIIOJEHUU YCIIOBUH
XpaHEHUs] B 3aKpBITOM YMaKOBKEe NMPOU3BOAMTENSI — 2 roja C JIaThl NMPOU3BOJCTBA,
rocJie NepBOro BCKPBITHS (uiakoHa — He Oosee 6 MecsieB.

He npumeHsTh O UCTEUEHUHU CPOKA T'OAHOCTH.

4. BeimmyckaroT npenapaT pacacoBaHHbBIM 10 15 MIT B IJ1aCTUKOBbIE (hJIAKOHBI C
KaneJbHULed U HaBUHYMBAIOLIENCS KPBILIKOW, KOTOPhIE YIIaKOBBIBAIOT B KAPTOHHBIE
KOpOOKM B KOMIUIEKTE C MHCTPYKUHEH IO BETEPUHAPHOMY IPUMEHEHHUIO
JIEKapCTBEHHOIO Ipernapara.

5. XpaHUTh B 3aKpbITOM YNaKOBKE MPOM3BOJAUTENS, OTAEIBHO OT MHUIIEBBIX
IIPOAYKTOB U KOPMOB, IpU TemInepatype He Bbiie 25 °C.

6. XpaHUTh B HEIOCTYITHOM JJIsl IeTeld MecTe.

7. Heucrionb30BaHHBIM ~ JIGKAPCTBEHHBIM  mpernapar  yTWIU3UPYIOT B
COOTBETCTBHUH C TpeOOBaHUSIMH 3aKOHOJIaTeJIbCTBA.

8. OTtmyckaroT 1o peuenty.




[1. ®apmakonoruyeckre CBONCTBA

9. Otocyp® OTHOCUTCS K TIpyNne IOJMMHUKCUHBI  (IIOJMIENTHABI) B
KOMOMHAIUSX.

[Ipenapar ob6ianaer MIKMPOKUM CHEKTPOM AHTUMHKPOOHON M aHTUTPUOKOBOM
aKTUBHOCTH, OKa3blBa€T IPOTHBOBOCHAIMTEIIbHOE U  IMPOTHBOAIEPIHUECKOE
JIeNCTBHE.

10. Bxoasiiuuié B cOCTaB JIEKapCTBEHHOIO CpEJICTBA MHKOHA30J SIBIISIETCS
CUHTETUYECKUM IPOU3BOJHBIM MMH/A30J1a, YTHETAET CHHTE3 dprocreposia 000I049KH
U IUTa3MaTUYecKUX MeMOpaH rpuOOB, U3MEHSIET NMPOHHUIAEMOCTh KJIETOYHON CTEHKH
HEKOTOPBIX TIPaMIIOJIOKUTENbHBIX OakTepuil W, TakuM o0pa3oM, OKa3bIBaeT
GyHruUuMaHbIA 1 OakTepulUAHbIA 3¢ dexkT. MUKOHA301 aKTUBEH B OTHOIIEHHH
nepmarohuToB U rpuboB, B ToM uucie ponoB Candida, Trichophyton, Malassezia,
Microsporum.

[TonuMukcuH B BbI3pIBaeT HapylleHHE LEIOCTHOCTH ILMTOILIa3MaTHYECKOM
MeMOpaHbl OakTepHalbHOW KIETKM M OKa3blBaeT OaKTepULIMIHOE [eWCTBHE Ha
rpamMoTpuLarenbHble  Oaktepuu, BkItouas Escherichia coli, Salmonella spp.,
Klebsiella spp., Pseudomonas spp., Enterobacter spp.

[Ipenquu3onona anerar — CHUHTETHYECKUH TIIOKOKOPTUKOWI, IMPH MECTHOM
NPUMEHEHUH OKa3blBaeT IPOTHBOBOCHAIMUTENIFHOE ¢  IMPOTHBOIKCCYIATUBHOE
JEeUCTBUE, CHOCOOCTBYET YMEHBIIEHHUIO 3y/ia U 3AKUBJICHUIO TKAHEH.

[Ipy Hapy>XHOM NIpUMEHEHUHM I[pernapara MHKOHA30JI W TMOJUMUKCHH B
IIPAKTUYECKM HE BCAChIBAIOTCA M OKa3blBAlOT MECTHOE aHTUMHUKPOOHOE H
aHTMrpuOkoBoe neictBue. IIpenHM3070HA aneraT BcachlBaeTCs dYepe3 KOXKY B
HE3HA4YMUTENbHBIX KOJIMYECTBaX, OMOTpaHCHOpMUpYETCS B NMEYEHU U BBIBOJAMTCS W3
OpraHu3Ma, B OCHOBHOM, B BUJIe METa0OJIUTOB C MOYOU U (DeKaTHUSIMHU.

ITo crenenu Bo3aencTBrs Ha opranu3M OTocyp® OTHOCHTCS K «MaloONacHbIM»
BeuiecTBaM (4 knacc onacHocty o ['OCT 12.1.007-76), B pekoMeHAyeMBIX J103aX HE
OKa3bIBAET MECTHO-PA3/IPAXKAIOLLEr0, pe30POTUBHO-TOKCHYECKOTO M CEHCUOMTM3UPYFOLIIETO
JIEHCTBUSL.

[I1. TTopsinox npumMeHeHus

11. Orocyp® npumeHsIOT cobGakaM M KOMIKAM JJs JIedeHHs OCTPOro H
XPOHUYECKOIO HApYy>XHOIO OTHTa (BOCHAJIEHHUsI HApPY>XHOI'O CIyXOBOIrO MPOXOoia) W
3aboneBaHUM KOXH (nepmaTuTOB, MUOJEPMATUTOB, nepMaTo(UTO30B,
MH(QULIMPOBAaHHBIX paH, abcleccoB) 6akTepUaaIbHON U IPUOKOBOM 3THOJIOTUH.

12. IlpoTuBOnoOKa3aHueM K [PUMEHEHHIO SBISETCS  WHAWBHIyalIbHAs
NOBBIIIEHHAs! 4y BCTBUTEJIBHOCTD )KUBOTHOI'O K KOMITOHEHTaM Tpernapara (B TOM YHCIIe
B aHamHe3se). Orocyp™ He ciieqyeT NPUMEHSTh >KHBOTHBIM IIPU IMPOOOJEHUM
O6apabaHHOI MEPENOHKH.

13. Ilpu paGore ¢ Otocyp® ciemyer cobmoats oblque NpaBUiIa JAYHON
TMTHEHBl M TEXHUKM O€30MacHOCTH, MpPelyCMOTpEHHble TIpu paboTe ¢
JIeKapCTBEHHBIMU cpeacTBamu. [lo okoHuaHuM paboOThI ClAEAYET TIIATEILHO BBIMBITh
PYKHU C MBLIIOM.

ITycras ynakoBka W3-NOJ Ipenapara MOMJIEXHUT yTHUIU3ALUU C OBITOBBIMH

OTXOJaMHU.




JtonsiMm ¢ runep4yyBCTBUTENBHOCTBIO K KOMIIOHEHTaM IIpenapara cleayer
u3berarh MpsIMOro KOHTAKTa ¢ npemnaparoM. [Ipu ciydaiiHOM monanaHuu npenapara
Ha KOXXHbIE TTOKPOBBI UJIM B IJ1a3a UX HEOOXOAUMO MPOMBITh OOJIBIIUM KOJIUYECTBOM
MIPOTOYHOU BOJIBI.

B cnydae nosiBieHust aJulepruuecKux peaklvii WK Mpy CIy4aiHOM MonajiaHuu
mperapara B OpraHu3M 4ejioBeKa CleyeT HeMEIJIEHHO OOpaTUThCS B MEJULIMHCKOE
yupexaeHue (rnpu cebe HMeTh HHCTPYKLMIO IO NPUMEHEHMIO IIpernapara Wiu
STUKETKY).

14. BozmoxxHo npumeHeHne Otocyp® XMBOTHBIM BO BpeMsi OEPEMEHHOCTH U
naktauuu. [IpuMeHeHue HIEeHKaM M KOTSITaM MoOJioke 14-IHEeBHOro Bo3pacta — C
OCTOPOXHOCTBIO, MOCIIe KOHCYJIBTALlMU C BETePUHAPHbBIM CIIELIUATTUCTOM.

15. IIpu orturax Otocyp® 3akanbiBaloT B OOJNBHOE yXO MO 3-5 Karelb,
IpeBapUTEIBHO YIIIHbIE PAKOBUHBI U CIIyXOBOM MPOXOJ] OYUIIAIOT OT yIIHOM CepBI.

C wuenbl0 paBHOMEPHOrO paclpeieseHuss JIeKapCTBEHHOro Ipernapara
OCHOBaHME YIIHOM paKOBHMHBI MacCUpYIOT JErKMUMM JBHKeHUusMH. Ecnu mnocre
NpUMEHEHHUS Mpernapara XUBOTHOE TPSICET FOJIOBOM, ClIeAyeT B TeYEHUE HECKOJbKHUX
MHUHYT (PUKCUPOBATH rOJIOBY JIJIsl TPEKpaIleHHs] pa30pbhI3ruBaHus Ipenapara.

O6pabotky npenapatom Otocyp® ciiefyeT NpOBOAMTH ABa pa3a B CYTKH JIO
MCYE3HOBEHHUSl KIIMHUYECKUX MPU3HAKOB 3a00JeBaHUsl U 3aTeM MPOJOJDKUTH ellle B
TeueHue 2-3 nHei. OOLMIA Kypc JI€YeHUs He JOJDKEH MpeBbIIaTh 15 qHel.

B kommuiekcHOW TepanuM OTOAEKTO3a (yIIHAas 4YeCOTKa), OCJIOKHEHHOIO
otutoM, OTocyp® NPUMEHSIOT B TOM XK€ JI03€ H 10 TOM XKe CXEME.

I[Ipu 3a6oneBanusx koxu Otocyp® KarelbHO HAHOCAT Ha BCIO MMOPAXKEHHYIO
MOBEPXHOCTh, MpPEIBAPUTENIbHO yJajvMB Ha IOPAXEHHOM M MOTPAaHUYHOM C HUM
y4acTKe IIepCTh, 3arps3HEHUsl, HEKPOTU3UPOBAHHblE TKAaHW, THOM M paHEBOMH
skccyaat. O6paboTky HE0OX0IMMO IPOBOAUTH 1-2 pa3a B IeHb, IPOJAOIKUTEIBHOCTD
JIEYEHHUS] OINpEeAeNsieTCS] BETEPUHAPHBIM CHELUAIUCTOM, 3aBUCUT OT CTEIECHH
MOPaXKEHUSI U CKOPOCTH 3a)KUBJIEHUsI TKAHEW, HO HE JOJKHA MpeBbIIATh 21 /1eHb.

Jlnst mpenoTBpallleHUs] CIU3BIBaHUS Mpernapara XUBOTHOMY CIEAYeT HaAeTh
HaMOPAHUK, LIEWHbIH BOPOTHUK WJIM 3aUKCUPOBATH YENIOCTH METIEH U3 TEChbMBI,
nocJie BBICBIXaHUSI IpernapaTa )XMBOTHOE OCBOOOXK/IAIOT.

16. IIpu npumenenun Otocyp® B COOTBETCTBMM C HACTOSIIEH MHCTPYKLUEH
NOoOOYHBIX SIBJIEHUW U OCJIO)KHEHHWH Yy KUBOTHBIX, KaK MpaBUio, He HabmoaaeTcs. Y
HEKOTOPBIX XHMBOTHBIX [TPU aypPUKyJISIPHOM BBeeHuM npenapara Otocyp® Bo3MoXKHa
YacTUYHas MOTepsl CllyXa, CIyX CaMOIPOM3BOJBHO BOCCTAHABIMBAETCS B TEYEHHUE
HECKOJIBKUX JTHEH Iocjie OKOHYaHHUsl MpUMeHeHus npenapata. [1pyu uHauBuyanbHON
MOBBIIIEHHON YYyBCTBUTEJIBHOCTH J>XMBOTHOTO K KOMIIOHEHTaM JIeKapCTBEHHOI'O
npenapara U IMOSBIEHMHM aJUIEPrHYecKMX peakuuii, npumenenue Otocyp® ciemyer
IPEeKPaTUTh U HA3HAYUTDH )KUBOTHOMY aHTUTMCTAMUHHbBIE CPE/ICTBA.

17. CUMIITOMBI NepeI03UPOBKH MTpU puMeHeHrur OTocyp® He BBISBIICHBL.

18. CBenenuss o B3aumogeiicteuu Otocyp® ¢ APYrMMM JIeKapCTBEHHBIMH
npenapataMu, IPUMEHsIEMbIMU B BETEPUHAPUHU, OTCYTCTBYIOT. '

19. OcobeHHOCTEH AEUCTBUSI MPH MEPBOM IPUMEHEHUU JIEKapCTBEHHOTO
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npenapaTa ¥ €ro OTMEHE He yCTaHOBIIEHO.

20. Cnenyet u3beraTh MpOITyCKOB B CXe€Me ITPUMEHEHUsI IIpernapara, Tak KaK 3TO
MOXET TMPHUBECTH K CHIKEHHUIO TeparneBTuueckod d3¢dexkTuBHOCTH. B ciydae
IpoITycKa oyepeaHoi o6paboTKu npenaparoM, MpUMEHEeHUe Ipenapata HeoOX0oIuMO
BO300HOBUTH KaK MOXXHO CKOpee, B TOH ke J103€ U 110 TOH XKe CXeMe.

21. Ilpenapat He npeiHa3HAYEH 151 IPUMEHEHUS TPOAYKTUBHbBIM )XMBOTHBIM.

HaumenoBanus u ajgpeca Jepxarens PY/Boimyckarormii
IIPOU3BO/ICTBEHHBIX ILIOLIAZIOK KOHTPOJIb KauecTBa:
IIPOU3BOUTEIIS JIEKAPCTBEHHOIO AO «KPKA, n.1., HoBo mecTo»,
npernapara JJisi BETEpUHAPHOr O [IImapeemika necra 6, 8501 Hoso mecTo,
IPUMEHEHUS CrnoBenus

[IpousBoautens:

«JJABUAHA JIAI® CAMEHCU3, C.A.»,

. Benyc 26, npombliuieHHast 30Ha

Kan-ITapennana, Tappaca, 08228,
bapcenona, Ucnianus

HaumenoBanue, agpec opranuzaiuu, 000 «KPKA-PYCp,

YIIOJIHOMOYEHHO! Jiep)KaTesieM WU 125212, r. MockBa, I 'onoBuHCKOE 1110CCE,
BJIaJ€JIbLEM PErUCTPALUOHHOTO oM 5, kopmyc 1

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

npernapara AJisi BETepUHapHOTO dbakc: +7 (495) 981-10-91

IIPUMEHEHUS Ha IPUHSATHUE NPEeTeH3UN
OT OTpeOuTeIs

S CIRTRSS
G
Wi T/ <

IIpencraBurens AO «KPKA, n.x1., HoBo mecto» {|= )2]>M.C. IBaHOBa
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