NMHCTPYKILIMS
1o npumeHeHnro CypostaHa 71 JIEYeHUs OTUTA U 3a00JIEBaHUI KOXKH
OakTepualibHOI M rPUOKOBOM 3THOJIOIUH Yy cO6aK M KOIIEK
(Opraumzanms - paspabotunk: «Eli Lilly and Company», 2500 Innovation Way
Greenfield, IN, 46140 USA/ «2au JInamu s Komnaauy, 2500 Mauossitmy Baii
['pundunn, mrat Maauana, 46140 CIIIA)

I. O0Gmue cBenenus

1. ToproBoe HanMeHOBaHKe JIeKapcTBEHHOTO Npenapara: Cyposan (Surolan).

MexayHapoHOE HENaTeHTOBaHHOE HAaMMEHOBAaHHE: MUKOHA30J1, NMOJIUMHUKCHH B,
IIPEIHU30JIOH.

2. JlexapcTBeHHas popMa: CyCIeH3Us ISl HAPY)KHOTO IIPUMEHEHUSL.

Cyponan B 1 Mn B KayecTBe JIEHCTBYIOIIMX BELIECTB COAEPKUT: MHKOHA30Ja
HUTpAT — 23 Mr/mi, nojnumukcuHa B cynsdar — 0,53 Mr/mi, npeanusonona anerar — 5
MI/MII M BCIIOMOTATebHBIE BEIECTBA: CMECh KPEMHHMS IHOKCHAA KOJUIOMJHOTO W
’KHMJKOro napaduna (B cootHomeHuu 1:2) — 1o 1 mi.

3. Tlo BHemHeMy BuJy Tpenapar mpPeICTaBIseT coOOH  OXHOPOIHYIO
HEIPO3PaYHYyI0 MACISHUCTYIO CYCIIEH3HIO 0€JIOro LBETa.

CpoOK roJIHOCTH JIEKaPCTBEHHOTO Mpenapara MpH COGJIIOIEHUH YCIOBHi XpaHeHHs
B 3aKpBITOM yIaKOBKE MPOU3BOAMTENS - 2 Toja €O JHs NPOU3BOACTBA, MOCIE IIEPBOrO
BCKPBITHS (hr1akoHa — 3 Mecsia. 3anpelnaeTcs NPUMEHSTh JIEKapCTBEHHBIH TIpenapar mo
UCTEYEHUH CPOKA F'OJIHOCTH.

4. Cyponan BbIIycKaroT pacdacoBaHHbIM 1o 15 u 30 M B CTeKISHHBIE WIH
TMOTMMEPHbIC (JIAKOHBI COOTBETCTBYIONIEH BMECTMMOCTH, YKYIIOPEHHBIE KpBIIIKAMH-
KanenbHUIAMK. Kaxplii (rakoH nomemeH B HHIMBUIYaIbHYI KapTOHHYIO TNauKy
BMECTE C MHCTPYKIMEH 110 IPUMEHEHHUIO JIEKAPCTBEHHOTO TIpenapara.

5. CyposaH XpaHAT B 3aKpBITOI yNaKOBKE MPOU3BOIAMTENS, B CYXOM, 3AlUIIEHHOM
OT CBETa MECTE, OTJCIBHO OT MHUILIEBBIX MPOJYKTOB U KOPMOB, IpH Temieparype ot 0°C
1o 25 °C.

6. CyponaH cjeyeT XpaHUTb B MECTaX, HEJOCTYIHBIX [UIS JICTEi.

7. Hencnonb30BaHHbIN JI€KapCTBEHHBIH MpenapaT YTUIM3UPYIOT B COOTBETCTBHH ¢
¢ TpeDOBaHMAMH 3aKOHOZAATeNbCTBA. I1ycTyr0 Tapy M3-IOJ JIEKapCTBEHHOTO Tperapata
3anpelaeTcs UCMOIb30BaTh [IIsi OBITOBBIX LEJIEH. YIaKOBOUHBIH MaTepral CKIaIupyroT
B CIICLIMAJIbHO OTBEACHHBIX MECTaX U YTHJIU3HPYIOT C OBITOBBIMUA OTXOIaMH.

8. JlekapcTBeHHBII NpenapaT oTycKaeTcs 6e3 perenTa BETepMHApHOTO Bpaya.



II.®apmakonoruueckue cBoicTBa

9. CyponaHn OTHOCHUTCI K TIpylmne€ aHTUMHKPOOHBIX M  aAHTUIPUOKOBBIX
JIEKapCTBEHHBIX MpPENapaToB.

IIpenapar o6nazaer IMIMUPOKUM CIEKTPOM aHTUMHKPOOHOW W aHTUIPUOKOBOM
aKTUBHOCTHU, OKa3bIBAa€T MIPOTUBOBOCHIAIMTEILHOE U IPOTHBOAJUIEPTUYECKOE JEHCTBHE.

10. Bxomammii B C€OCTaB JIEKAPCTBEHHOTO CPEACTBA MHKOHA30JI SBIISAETCS
CHUHTETHYECKUM IIPOU3BOJHBIM MMUJA30J1a, YTHETAET CUHTE3 3Procreposia 000JIOUKH U
IUIa3MAaTUYECKUX MeMOpaH TIpubOB, W3MEHSAET IPOHUIIAEMOCTh KJIETOYHOM CTEHKU
HEKOTOPBIX  IPaMIIOJIOKUTENIBHBIX  OakTepuii W, TakuM 0Opa3’oM, OKa3bIBaeT
GbyHruuuaHelii u OakrepuiuAHbld  3¢dexT. MuKoHa3071 aKTUBEH B OTHOLICHUH
nepmaropuroB u rpu6oB, B Tom uucie poma Candida, Trichophyton, Malassezia,
Mycrosporum.

[TonrumukcuH B BbI3pIBaeT HapylIeHWE LEJIOCTHOCTH IIUTOILIA3MATHYECKOU
MeMOpaHbl OaKTepUajlbHON KIETKM M OKa3blBaeT OaKTepUIIMAHOE [IE€MCTBHE Ha
rpamoTpuuarenbHeie O6akrepun, Bkmodas Escherichia coli, Salmonella spp., Klebsiella
spp., Pseudomonas spp., Enterobacter spp.

Ilpennu3onona aneraT — CHHTETUYECKUII TIIIOKOKOPTHKOWI, IIPH MECTHOM
IPUMEHEHUH OKa3bIBA€T MPOTUBOBOCHAINUTEIBHOE M MPOTUBOIKCCYIATUBHOE JEHCTBUE,
CrOoCcOOCTBYET YMEHBUICHHIO 3y/1a U 32)KUBJICHHUIO TKaHEH.

ITpu napyxHoMm npumeHeHun CypoiiaHa MUKOHA301 U IOJUMHUKCUH B npaktudeckn
HE BCachIBAlOTCSl M OKa3bIBalOT MECTHOE aHTUMHUKPOOHOE W aHTHIPHOKOBOE IEWCTBHE.
IIpennn3onoHa ameraT BCAachIBAeTCs 4epe3 KOXKY B HE3HAUYMTEIBHBIX KOJUYECTBAX,
OouorpanchopMupyercs B IME€YEHH U BBIBOJUTCS M3 OpraHu3Ma, B OCHOBHOM, B BHJIE
MeTabO0JIUTOB C MOYOI M (heKATUIMH.

ITo crenenn Bo3aelicTBus Ha opraHu3M CypoiiaH OTHOCHUTCS K MajOOIacHBIM
BemecrsaM (4 ximacc onacHoctd no 'OCT 12.1.007-76), B pekOMEHIyeMBIX 103aX HE
OKa3bIBaeT MECTHO-pa3/paXkaroiero, Pe30pOTUBHO-TOKCHYECKOTO "
CEHCHOWIM3UPYIOILIETO JACHCTBHS.

III. ITopsinok npuMeHeHUs

11. Cyponan npuMEHAIOT co0akaM M KOIIKaM JUis JICYCHHS OCTPOro M
XPOHMYECKOIO HAPYXHOr0 OTUTA (BOCHAJIECHHS HApy>KHOIO CIYXOBOIO IMPOXOAa) U
3a00/1€BaHMi KOXKH (I€PMATUTOB, NIMOJEPMATUTOB, EPMATOPHUTO30B, HHOUIMPOBAHHBIX
paH, abcueccoB) 6aKkTepuaIbHON U rPUOKOBOIT STHOJIOTHH.

12.  IlporuBOmOKa3aHWeM K TPUMEHECHUIO  SIBISETCS  WHIWBMIyaJbHas
HETIEPEHOCMMOCTh KOMIIOHCHTOB Tpernapara (B TOM uucie B aHamHe3e). CypoiaH He
clielyeT IIPUMEHATH IIpHU MpoOoaeHnH 6apabaHHOM MEPETOHKH.

13. IIlpu orurax CyponaH 3akanbplBaloT B O0OJbHOE yXO IO 3-5 Kameib,
NPEBAPUTEIBHO YIIHBIE PAKOBUHBI M CIIyXOBOM IPOXOJ] OYHIIAIOT OT YIIHOM CEpHI.

C 1enpi0 paBHOMEPHOIO pPACHpelesIeHHs JIEKapCTBEHHOIO IIpernapara OCHOBaHHE
YIIHOW PpaKOBUHBI MacCHPYIOT JIETKUMM [JBWKEHUSAMH. Ecinu mocie npumeHeHus



npernapara JKMBOTHOE TpPSCET TOJIOBOM, CIIEAYET B TEYEHHE HECKOJBKAX MHHYT
(GuKcHpoBaTh roJ0BY /1714 NPEKpaLIeHNs pa3OpBI3TUBaHKs IIpenapara.

O6paborky CyponaHoM cieqyeT NMpOBOJUTH 1Ba pa3a B CYTKM IO HCUYE3HOBEHHUS
KIMHAYECKUX TPU3HAKOB 3a00J€BaHUS M 3aT€M NPOJOJDKUTH €€ B TeYEHUE 2-3 JHEH.
OO0wmit Kypc JieyeHus: He J0JDKEH MpeBhIaTh 15 queii.

B KOMIUIEKCHOM Tepanuu OTOAEKTO3a (YIIHAs YeCOTKa), OCIIOKHEHHOTO OTHUTOM,
CypoiiaH IpUMEHSIOT B TOM XK€ J103€ M IO TO XK€ CXEME.

IIpn 3aboneBannsx koxu CyponaH KanejlbHO HAHOCAT HAa BCIO IMOPAKEHHYIO
MIOBEPXHOCTb, MPEIBAPUTEIIBHO YIaIuB Ha MOPAXEHHOM U IIOTPAHUYHOM C HUM Y4YaCTKeE
IIEePCTh, 3arpsA3HEHMs, HEKPOTU3UPOBAHHBIE TKAHW, THOM UM paHEBOW 3KcCyjar.
O6paboTky He00XO0IUMO HpPOBOAUTH 1-2 pa3za B J€Hb, NMPOJOIKUTEIBHOCTD JICUCHHUS
ONpEJeNCTCS] BETCPUHAPHBIM CIICHMAIUCTOM, 3aBUCUT OT CTENEHH IOPAXKEHUS U
CKOPOCTH 3a)KMBJICHUS TKaHEH, HO HEe J0JDKHA NpeBbIIath 21 qus.

Jlisi  mpenoTBpallleHus  CIOM3BIBAHMA TIperapata JKMBOTHOMY CJedyeT HaJIeTh
HaMOP/IHUK, IIEHHBIAH BOPOTHUK MM 3a(PUKCUPOBATh YEIIOCTH IETIIEH U3 TECHMBI, IOCIIE
BBICBIXaHU IIpernapara >KMBOTHOE OCBOOOKIAIOT.

14. CuMnTOMBI 1IEPEO3UPOBKY IpH NiprMeHeHnr CypoJiaHa He BBISBIICHBL.

15. OcobGennocreii qeicTBHS Npenapara MpH ero NepBoM MPUMEHEHUH ¥ OTMEHE He
BBISIBJICHO.

16. Bosmokno mnpumenenue CypojaHa >KHBOTHBIM BO BpeMs OEpPeMEHHOCTH |
naktaiuy. IIpUMeHeHWe INEHKaM W KOTATaM MOJIoXe 14-IHEBHOro Bo3pacTa — ¢
OCTOPOJKHOCTBIO, IOC/IE€ KOHCY/IBTALIMM ¢ BETEPUHAPHBIM CIEI[HAIACTOM.

17. Cnenyer msberath NpoIyCcKOB B CXeM€ NPUMEHEHMs Ipenapara, Tak Kak 3To
MOXKET NPUBECTH K CHIDKCHHIO TepaneBTHYECKON sddexTrBHOCTU. B cityyae mpomycka
odepeHOi 00pabOTKM IpenapaToM, MPUMEHEHHE Mpenapara Heo6X0AUMO BO30OHOBHTE
KaK MOJKHO CKOpee, B TOM e J103€ U I10 TOii XKe CXeMe.

18. Ilpu npumenennn CyponaHa COINIACHO HACTOSNIEH MHCTPYKIMH MOGOYHBIX
ABJICHUI M OCJIO)KHEHHH, KaK NPaBWIO, HE HAabMmoaeTcs. Y HEKOTOPBIX )KUBOTHBIX MPH
aypukyjispHoM BBeleHMH CyposnaHa BO3MOXKHA WYacTHYHAs IIOTEps Clyxa, CIyX
CaMOIPOU3BOJBHO BOCCTAHABIIMBAECTCS B TEUEHHE HECKOJBKUX IHEH Mocje OKOHYaHUS
npuMeHeHus npenapata. I[Ipy WHAMBMIYalbHON IOBBIIICHHOW YyBCTBUTEIBHOCTH
’KUBOTHOTO K KOMIIOHEHTaM JICKapCTBEHHOIO MpeNapara U IMOSBICHUH aJlJIePIHYeCcKUX
peakuuii, npumeHenue CyposnaHa ClieflyeT NPeKpPaTMTh U HA3HAYUTH JKMBOTHOMY
aHTUTUCTAMHHHBIC CPEJICTBA.

19. Csemennss o B3aumoneidicteun CyponaHa ¢ JpyrHMH  JIeKapCTBEHHBIMHU
npenapaTtamMu, IPUMEHAEMBIMH B BETEPUHAPUU, OTCYTCTBYIOT.

20. INpenapat He NpeHA3HAYEH VIS IPUMEHEHHS IPOTYKTHBHBIM )KUBOTHBIM.

IV. Mepsbl m14HO# npohuIaKTHKH

21. JlromsiM ¢ TUNepYyBCTBUTENBHOCTBIO K KOMIIOHEHTAM [Iperapata Ciedyer
u3berats npsimoro kourakra ¢ Cyponanom. Ilpu ciyyaitHom nonajanuu mpenapara Ha



KOJKHBIC TIOKPOBBI MJIM B Ijla3a UX HEOOXOJUMO TMPOMEITH OOJIBIIUM KOJIMYECTBOM
IIPOTOYHON BOJBI.

22. Tlpu pabGore ¢ CyponaHoMm cieyer coOMIOaTh OOIIME TPaBHIA JHYHON
THTIEHBl M TeXHUKH 0€30MacHOCTH, IPELyCMOTPEHHBIE P paboTe ¢ JIEKapCTBEHHBIMU
cpencTBamu. 110 okoHYaHMU pabOTHI CIeyeT TIIATENbHO BEIMBITh PYKH TEILION BOIOM C
MBLIOM.

23. B ciy4ae nosBieHNs alUIEPTUYECKHX PEaKIUi WK IIPK CTy4aifHOM MOTa aHiu
npenapata B OpPraHU3M 4Ye€JIOBEKa CJIEIyeT HEMEIICHHO OOpaTUTBhCS B MEIUIIMHCKOE
yupex/eHue (npy cebe MMeTh HHCTPYKIMIO T10 TIPUMEHEHHIO NIperiapata Wil 3THKETKY).

HanmeHnoBanme u aapec mpou3BOACTBEHHOM «SIHCCEH ®apmMmalieBTHKa H.B.»,
MIOMANKK  NPOH3BOJMTENs JIeKapeTBeHHOTo TypHxayteser 30, B-2340 Bepce, Benbrus
Mpenapara JUis BETEPUHAPHOTO PUMEHERKS:  /  «Janssen  Pharmaceutica  N.V.»,

Turnhoutseweg 30, B-2340 Beerse,

Belgium
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«Jlyzomenukamenra, Cocwsenane TekHuka
®dapmacieBTHKa, C.A», Octpana

Koncunsepu Ienpoco, Ne 69-B, Kysiys ne
baiico, bapkapena, 2730-055, [Topryramus
/ «Lusomedicamenta, Sociedade Tecnica
Farmaceutica, S.A», Estrada Consiglieri
Pedroso, n. 69-B, Queluz de Baixo, 2730-
055 Barcarena, Portugal.

HaumeHnoBanwue, azipec opranu3anuu, 000 «Onanko Pyc», 123112, Poccus, T.

YHOJHOMOYEHHOH IepKaTeneM Wi Mockga, [Ipecnenckas HaGepesxnas, 10.
BJIaICIBIIEM PETHCTPAITMOHHOTO

YIAOCTOBEPEHUS JIEKApPCTBEHHOTO ITpernapara Ha
IPUHATHE NIPETEH3HUH OT MOTpeOUTENS:

C cornacoBaHHeM HACTOAIIEH HHCTPYKIMM, YTPayMBAaeT CHJIY HMHCTPYKIHS IO
npumeHennto Cypoinana, yTBepkaeHHas Poccenbxo3nanzopom 22 suBaps 2016 .

Homep peructpaunonnoro ynoctosepeuusnf 0 -9/ ¢ -2818 1761 B~ £ /OA56 8/






