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I. O0mue cBeneHus

1. HanmeHoBaHuUe JIEKapCTBEHHOI'O NpenapaTa /il BETEpUHAPHOTO IPUMEHEHHUS

TOproBoe HauMeHoBaHue: Cypornas;

MEXIyHapOJHbIE HEMAaTEHTOBAHHbIE HAMMEHOBAaHMUS JACHCTBYIOIUX BELIECTB:
MHKOHA30J1, TOJITMMUKCHUH B, peTHIU30J10H.

2. JlekapcTBeHHas opma: CyCHeH3Hs U1 Hapy>KHOTO IPUMEHEHUS.

Cyponan B 1 MJI COIEpXHUT ACHCTBYIOIIME BEUICCTBA: MHUKOHA30ja HUTpAT -
23 mr/mi, noauMukcuHa B cyabdat - 0,53 mr/mii, npeaHu30/0Ha aneTaT - 5 Mr/mi
BCIIOMOTATE/IbHBIE BEIIECTBA: CMECh KPEMHHMS JMOKCHIA KOJUIOMIHOIO M JKHUAKOrO
napaduna (B cootHomeHuu 1:2) - 1o 1,0 M

3. Ilo BHemHeMy BuIy T[pemapatr mpeAcTaBiIseT co0oil OAHOPOIHYIO
HETPO3pavyHyI0 MACSHUCTYIO CyCIIEH3UI0 OeJIoro 1BeTa.

CpoK rofHOCTH JIEKApCTBEHHOTO Mpernapara Mpu coOII0CHUN YCIIOBUIA XpaHEHHS
B 3aKpBITOI yIaKOBKE MPOM3BOAUTENS - 2 roja ¢ JaThl MPOU3BOACTBA, MOCIE NEPBOrO
BCKpHITHA (priakoHa - 3 Mecsana. He npuMeHATh 0 NCTEYEHUU CPOKa FOJHOCTH.

4. BeimyckaroT npenapat pachacoBanHsM 1o 15 u 30 mu1 B noamMepHbie (GrakoHbI
COOTBETCTBYIOIIE BMECTHMOCTH, YKYIOPEHHBIE KpBIIIKaMU-KaneabHuIaMu. Kaxasiid
¢J1akoH TIOMEIIEH B MHIWBHIYaJbHYI0 KapTOHHYIO NMa4yKy BMECTE C MHCTPYKLHEH IO
BETEpUHAPHOMY NIPHMEHEHUIO JIEKAPCTBEHHOTI'O Mpenapara.

5. Xpanar CyponaH B 3aKpbITO yNAaKOBKE IPOU3BOJAUTENS, OTHACIBHO OT
MUIIEBBIX MPOIYKTOB U KOPMOB, IpU TeMIiepaType He Boime 25 °C.

6. CypoJiaH cjeayeT XpaHUTh B MECTaX, HEAOCTYITHBIX IS ICTEH.

7. Heuncnons30BaHHBIH JIEKapCTBEHHBIH Mpenapar yTWIH3HPYIOT B COOTBETCTBUU C
TpeOOBaHUAMH 3aKOHOIATEIILCTRA.

8. YcnoBus oTIycKa: OTIyCKAKOT MO PELIENTY BETEPUHAPHOTO Bpaya.



I1. ®apmakoJioru4yeckue cBoicTBA

- 9. CypoiaH OTHOCHUTCS K TpyNIe aHTUMHKPOOHBIX M aHTUIPHOKOBBIX
JIEKapCTBEHHBIX MPENapaToB.

IIpenapar o6nagaeT IMHPOKMM CIIEKTPOM AHTHMUKPOOHOW M aHTUTPUOKOBOIA
aKTHBHOCTH, OKa3bIBaeT MPOTUBOBOCHAIMTEILHOE ¥ IPOTUBOAJUIEPTHUYECKOE JEHCTBHE.

10. Bxomsmmii B COCTaB JIEKAPCTBEHHOTO CPEACTBA MHKOHA30JI SBIAETCA
CHHTETHYECKAM IPOU3BOJHBIM MMH/Ia30J1a, YTHETACT CUHTE3 ProcTeposa 000J04YKH M
IUIa3MaTHYECKUX MeMOpaH rpuOOB, HM3MEHSET IPOHHUIIAEMOCTh KJIETOYHOH CTEHKH
HEKOTOPBIX  TPaMIIOJIOKUTEIbHBIX  OakTepuid M, TakuM 00pa3oM, OKa3bIBaeT
GbyHrunuaHelii U OaktepunuaHblii dddexr. MmuKoHa301 aKTHBEH B OTHOLIEHUH
nepmaropuroB u rpuboB, B ToM umcie pona Candida, Trichophyton, Malassezia,
Mycrosporum.

ITomumukcuH B BBI3bIBaeT HapylIeHHE IIEJIOCTHOCTH IUTOIUIa3MAaTHYECKOM
MeMOpaHbl OaKTepHaIbHOM KISTKM M OKa3blBaeT OaKTEpULUAHOE JEHCTBHE Ha
rpaMoTpHULaTelbHbIe OakTepun, Bkodas Escherichia coli, Salmonella spp., Klebsiella
spp., Pseudomonas spp., Enterobacter spp.

IIpenHu3onoHa ameTar — CHHTETUYECKUN ITIOKOKOPTHKOMZA, IIPH MECTHOM
NPUMEHEHHUH OKa3bIBACT MPOTHBOBOCIATHTEIFHOE U NIPOTUBOIKCCYIaTUBHOE JIEHCTBHUE,
CIIOCOOCTBYET YMEHBIIICHUIO 3y/1a M 3a)KUBJICHUIO TKaHEH.

[Ipy Hapy)KHOM TPHMEHEHHH IIperapara MHKOHAa30]1 M TOJUMHKCMH B
IPAKTUYECKU HE BCACBIBAIOTCS M OKA3bIBAIOT MECTHOE aHTUMHKPOOHOE U aHTUTPUOKOBOE
nevicreue. IIpeaHu3osioHa areraT BcachIBAaeTCs dYepe3 KOXKY B HE3HAYMTEIBHBIX
KOJIMYECTBAX, OWMOTPaHCHOPMHUPYETCS B TEYCHH M BBIBOAUTCA HU3 OpraHusma, B
OCHOBHOM, B BHJIe METa0OJIUTOB C MOYOH U (peKkanusaMu.

ITo crenenn Bo3jaeiicTBUA Ha opranu3M CyposiaH OTHOCHUTCA K «MajOOIacCHBIMY
semectBaM (4 kinacc omacHoctd no 'OCT 12.1.007-76), B peKOMEHIYEMBIX 03aX HE
OKa3bIBaeT MECTHO-Pa3/IpakaroIero, Pe30pOTHBHO-TOKCUYECKOTO "
CEHCUOMTM3HUPYIOIIETo IEHCTBUS.

I11. Ilopsinok npumMeHeHHUs

11. Cyponan mnpuMmeHsOT co0akaM M KOIIKaM JUIA JICYEHHS OCTPOro H
XPOHMYECKOr0 HAPY)KHOTO OTHTa (BOCHAJIECHHS HApY)KHOTO CIYXOBOTO IIPOXOJa) H
3a00JIeBaHMI KOXKH (JIEPMATHTOB, [IHOIEPMATHTOB, I1EPMATOPHUTO30B, HHPHUIIPOBAHHBIX
paH, abcrieccoB) OakTepruaaIbHON M TPUOKOBOM 3THOJIOTHH.

12. IlpoTuBomoka3aHMeM K NPUMEHEHUIO SBJIAETCd  MHIMBUIYajbHas
HETIePEHOCUMOCTh KOMIIOHEHTOB Mpemnaparta (B ToM uucie B aHamHe3e). CyponaH He
CJIeIyeT MPUMEHATH NMPH MpobdoaeHnu 6apabaHHOM MEPENOHKH.

13. Tlpu pa6ote ¢ Cyposan cienyer cobaoaaTh 00mue npaBuia JHYHON THTHEHBI
U TEXHUKM O€30MacHOCTH, MpPEIyCMOTPEHHbIE TMpH paboTe C JIEKapCTBEHHBIMH
cpencrBamu. [lo okoHuaHUM pabOTHI CIEIYET TIIATEIBHO BHIMBITH PyKHU TEIUION BOAOH C
MBLIIOM.

[Tyctyto Tapy u3-1oJ1 JIeKapCTBEHHOTO Mpenapara 3afpemaercss HCIoab30BaTh A
OBITOBBIX I€JIeH. YIAaKOBOYHBIM MaTepHall CKIAJAUPYIOT B CHEIHAIBHO OTBEACHHBIX
MECTax U yTHIH3HPYIOT ¢ OBITOBBIMU OTXOJaMH.



JlromsM ¢ TUNEPUYYyBCTBUTEIBHOCTBIO K KOMIIOHEHTaM IIpemnapaTta CleayeT
u3berath npsmoro koHTakta ¢ Cyponad. Ilpu cimywaiiHOM nonagaHuM npenapara Ha
KO)KHBIC TIOKPOBBI HJIM B IJla3a MX HEOOXOIMMO IMPOMBITH OOJBIIMM KOJINYECTBOM
IIPOTOYHOU BOJBI.

B ciiydae mosiBieHHs ajUIEpPrUYECKUX peakiyil WK MpH CIy4alHOM I10IaJaHuH
npernapara B OpraHM3M 4eJIOBeKa CIIeAyeT HEMEIJICHHO OOpaTUThCS B MEIMLIMHCKOE
yupexaeHue (npu cebe MMETh HHCTPYKIIMIO TI0 IPUMEHEHHUIO TpeTiapaTa Uil STUKETKY ).

14. Bo3moxxno mpumenenue CyposiaH XKMBOTHBIM BO BpeMsl OE€peMEHHOCTH H
JakTanuu. [IpuMeHeHHe IEeHKaM M KOTATaM MoJjioxe 14-1HeBHOro Bo3pacra - C
OCTOPOXKHOCTBIO, MOCJIE KOHCYJIBTALUU C BETEPUHAPHBIM CIIELIUAICTOM.

15. Ilpu orurax CyposiaH 3akambiBalOT B OoJibHOE YXO0 1O 3-5 Kalesb,
NpeIBAPUTENIHHO YITHBIE PAKOBUHBI M CITyXOBOU IIPOXO/ OYHMIIAKOT OT YIIHOH CEpHI.

C uenplo paBHOMEPHOTO PacHpe/IesICHHs JIEKApCTBEHHOIO IIpernapara OCHOBAHHUE
VIIHOW paKOBUHBI MACCHPYIOT JIETKMMH [JBIDKEHMAMH. Ecim mocie npuMeHeHHs
npernapara JKMBOTHOE TPSACET TOJIOBOM, CJIEAyeT B TEYEHHE HECKOJIBKMX MHHYT
(GHUKCHPOBATH TOJIOBY JJIS IPEKPAICHUS pa3OpbI3rMBaHus IIpenapara.

O6pabotky mpemnapatom CyponaH cieayeT NpOBOAUTH JBa pa3a B CYTKH [0
HCYE3HOBEHHUS KIMHMYECKUX NPU3HAKOB 3a00JieBaHMS U 3aT€M IPOJO/DKHUTH €IIE B
teueHue 2-3 aueit. OOImuil Kype JieueHHs1 He JOJDKESH IpeBbImaTh 15 nHel.

B KOMIUIEKCHOI Tepamuu OTOjeKTo3a (YIIHAs 4eCOTKa), OCIOKHEHHOTO OTHTOM,
CyposaH NIpUMEHSIOT B TOM K€ 103€ U 110 TOM K€ CXEME.

[Ipu 3aboneBanusax koxu CyposlaH KameJabHO HAHOCAT HAa BCIO IMOPAKCHHYIO
HIOBEPXHOCTb, MPEABAPUTEIFHO YAATUB HA TOPAKEHHOM U IIOTPAHUYHOM C HUM Y4aCTKE
IIEpCTh, 3arpsA3HEHHs, HEKPOTU3MPOBaHHBIE TKAaHM, THOM M paHEBOM OSKcCynar.
O6paboTKy HEOOXOAMMO NHPOBOAUTH 1-2 pasa B JA€Hb, NPOJAO/DKUTEIBHOCTD JICYCHUSA
OIpeeNseTCS BETCPUHAPHBIM CIICIIMAIUCTOM, 3aBUCHT OT CTENEHH IOPAKEHUSA U
CKOPOCTH 32)KMBJICHUS TKAHEH, HO HE JI0JDKHA MPEBBIIATh 21 JaHs.

JIns TmpeaoTBpalleHWs CIU3bIBaHHMs IpernapaTa >XMBOTHOMY CJIENyeT HalICTh
HAMOP/IHUK, MICHHBIA BOPOTHUK WM 3aMKCHPOBATH YEIIOCTH METIEH U3 TECHMBI, I10CTIE
BBICBIXaHUS TpernapaTa }KHUBOTHOE 0CBOOOMKIAIOT.

16. Ilpu nmpumenenun CyposiaH B COOTBETCTBHHM C HACTOSAMICH HHCTPYKLUEH
N00OYHBIX SABJICHHN W OCIIOKHEHHMH y XKMBOTHBIX, KaK MpaBWJIO, HE HaOmozaaercsa. Y
HEKOTOPBIX JXHBOTHBIX NpU aypuKyJspHOM BBeacHuH CyposilaH BO3MOXKHA 4YacCTHYHAas
noTeps CIIyXa, CIIyX CaMONPOU3BOIbHO BOCCTAHABIMBACTCA B TCUEHUE HECKOJIBKUX JHEN
mocje OKOHYAaHUS NpUMEHEHMs Tmpenapara. [lpu WHAMBUIYadbHON NOBBIIICHHON
YyBCTBUTEIILHOCTH JKMBOTHOTO K KOMIIOHEHTaM JICKapCTBEHHOIO IIpenapara H
TIOSIBJICHMM aJJICPrUYecKuX peakiuid, npuMmeHeHne CypoiaH ciedyeT NpeKpaTUTh H
Ha3HAYUTH )KUBOTHOMY aHTUTHCTAMHUHHBIE CPEJICTBA.

17. CumMnTOMBI NIepeA03UPOBKY MpuU npuMeHeHun CypoJiaH He BBISBIICHBI.

18. Csenenms o B3aumozeiictBuu CyposaH ¢ JpyrMMHU JIEKApCTBEHHBIMH
nperapaTaMy, MPUMEHSEMBIMU B BETEPUHAPUHU, OTCYTCTBYIOT.

19. OcoOeHHocTeit pgelCTBHS TpPH NEPBOM TNPUMEHEHUH JIEKAPCTBEHHOTO
mpernapara ¥ €ro OTMEHE He YCTaHOBJICHO.

20. Cnenyet u3berars MpOIYCKOB B CXeMe NMPUMEHEHHUS IMpernapara, TaKk Kak 3TO
MOJKET MPUBECTH K CHIDKEHHIO TepaneBTU4ecKoi >¢dekTuBHOCTH. B ciyyae mpormycka



o4epeaHoi 06pabOTKH MpenapaToM, MIPUMEHEHUE Npenapara Heo0X0AUMO BO30OHOBUTH
KaK MO>KHO CKOpEE, B TOM e J103€ U 10 TOM e CXEME.
21. Ilpenapat He nmpeaHA3HAYEH 1JI1 IPUMEHEHHUS IIPOYKTUBHBIM XUBOTHBIM.

HaumenoBanus u  azgpeca «JlyzoMenukamenTa, Coceenane
IIPOU3BOICTBEHHBIX IJIOINAZ0K Texnuka ®apmacneBtuka, C.A», JcTpana
IPOM3BOUTEIIS JIEKapCTBEHHOT' O Koncuneepu Ilempoco, Ne 66, 69-B
mpernapata  JUIS  BETEpUHAPHOIO Kyany3 ne baiico, bapkapena, 2730-055,
MIPUMCHEHUS : [Mopryramms / «Lusomedicamenta,

Sociedade Tecnica Farmaceutica, S.A»,
Estrada Consiglieri Pedroso, n.° 66, 69-B
Queluz de Baixo, 2730-055, Barcarena,

Portugal.
Haunmenosanmue, aapec 000 «Dnanko Pycy, 123112,
OpraHM3aIvH, YIOJIHOMOYEHHOM Mocksa, [IpecHenckas HabepexHad, 1. 10,
Jiep)KaTesieM WIN BJIAJICNIBLIEM oT. 16, moMm. 1B, kom. 13.

PETUCTPAIMOHHOTO  yYIAOCTOBEPEHUS
JICKapCTBEHHOTO  Ipemnapara  Ha
NPUHATHE IPETEH3UH oT
noTpeduTeNs:

CrienuasmcT 1o perucTpanmu

000 «3nanko Pyc» E.C. byraesa




