3ATBEP/I’DKEHO
Haxka3 MinicTepcTBa 0XOpOHHU
310pOB’s YKpaiHu
Bix 02.01.2019 Ne 7
PeecTpaniiine nocBigueHHs
Ne UA/13616/01/01

IHCTPYKUIIA
AJISl MEAUYHOI'0 32CTOCYBAHHA JIiIKAPCHKOI0 32c00y

BI®OH® CKIH
(BIFON® SKIN)

Ckian:

ditoua peyosurna: 61hoHA30T;

1 M1 po3unHy HamKipHoro Mictuth 10 Mr GidoHnazomny;
oonomigicHi peyosunu. eTanoin 96 %, 130nponiIMipucTar.

Jlikapcbka ¢opma. Po3unH HamkipHHA.
OcnosHi hizuxo-ximiuni enacmugocmi. IPO3OPUN PO3UMH.

®apmakoTepaneBTHYHa rpyna. I[IpoturpuOkoBi 3aco0u A MICIEBOTO 3aCTOCYBaHHS.
[Toximni iMiga3oy Ta Tpiazoiny. biponazod.
Kong ATX DO1A C10.

Dapmakonoziuni ea1acmueocmi.

Dapmakoounamixa.

bidonazon € mpoTUrpuOKoBUM 3aCO00M IIMPOKOIO CIEKTpa il i3 TPyNMU MOXIAHUX iMizazony
KU Jlie Ha nepMaTto(iTu IpLKIHKOBI, IUTICHSBI Ta 1HIII TpUoOH, Taki sk Malassezia furfur; kpim
TOTO, BiH € edekTUBHUM NpoTH Corynebacterium minutissimum.

bigonazon npurHiuye 610CHHTE3 €procTepoily Ha ABOX PI3HUX eTamax JaHilora cunresy. Llei
MONBIMHUN MexXaHi3M il Bifpi3Hse OioHazonm BiM IHIIMX TOXIAHUX a30dy Ta IHIIUX
MPOTUTPUOKOBUX 3aco0iB. [IpurHiueHHs OIOCHMHTE3Yy eprocTepoily MPU3BOAUTH IO MOPYLIEHb
y CTpYKTypi Ta (YHKIIOHYBaHHI IUTOIUIa3MaTHYHOI MeMOpaHHu. Eprocrepon € BakiIHMBOIO
CKJIaJIOBOIO YaCTHHOIO KJIITUHHOI MeMOpaHu rpuoiB.

bijonazon nemoHcTpye BHpakeHy (QyHTILUAHY Ail0 Ha JAepMaToQiTH BXe MPU KOHIEHTPALIAX
Bl 5 MKI/MJ Ta TpUBAIOCTI Al y 6 ToauH. OYHTIUIHY MiF0 Ha APDKIKI, Takl K, HAMPUKIIA],
rpubu pony Candida, 6ipoHa301 YUHUTE Y KOHIIEHTpaLisx 20 MKI/miI.

Kpim Toro, 1g airouya pedyoBHHA AEMOHCTpPYE 1HTIOYIOUY Aif0 B KOHIEHTpalisix, ki y 2-10 pasi
€ HIKYnMH 3a nokasHukn MIK (MiniManpHOI 1HTIOYI049Oi KOHIEeHTpallii). Bxke mpu 3 mMkr/mi
cyOcTpaTy BiIOyBa€ThCS MPUTHIYEHHS aKTHBHOCTI LIBUAKO MHpoiidepyrodoro Mimenioo rpuda
Trichophyton mentagrophytes.

bipoHazon neMoHCTpye CHpPUATIMBY CHUTYallil0 3 OMIALYy Ha BUHUKHEHHS PE3UCTEHTHOCTI.
[ToyaTkOBO pE3UCTEHTHI BapiaHTH UYyTIUBUX TpubiB € piakicaumu. Ha pganmit  yac
y IOCHI)KEHHSIX HE BHSBICHO HISKUX O3HaK (QOpPMYyBaHHS BTOPHUHHOI PE3UCTEHTHOCTI
y MOYaTKOBO UyTJIMBUX I'PUOKOBUX LITaMiB.

Dapmakoxinemuxa.

biponazon mobpe mnpoHuMKae B ypaxeHi mapu mkipu. Yepe3 6 TroguH micias HAHECCHHS
npenapaTry BUSBISIOTBCS HOro KOHUEHTpalii, [0 BiANOBigalOTH abo y Oararo pasis



nepeBunyroth MIK 171 0cHOBHMX 30yAHUKIB JepMaToMiko3iB: Big 1000 MKr/cM® y BEpXHBOMY
mapi emigepmicy Ta 10 5 MKr/cM’ y mamijispHOMy IIapi.

TpuBamicts nepedyBanHsl po3unHy 0ihOHA30Ty Ha MIKIpi, sIKA BU3HAYAETHCS K 3aXHUCHA Jisl Bif
iH(peKI1ii y MOPCBKUX CBUHOK, CKIaaae 36-48 roauH.

Tpusane nepedyBanHs 0ioHa301y Ha MIKipl Y ehEeKTUBHUX MPOTUTPUOKOBUX KOHIIEHTPAIIISIX Ta
ypaxyBaHHs Buay (QYHTIIHMIHOI Jii € OCHOBOKO ISl OJTHOPA30BOTO HAHECEHHS TpPU MiCIEBii
Teparii.

ITix wac mocmimkeHHs abcopOiii mpenapary Mpu MiCIIEBOMY 3aCTOCYBaHHI Ha HEYPaKEHY MIKIpY
JFOJAMHU KOHIIEHTPAIIiS /iI040i PEUOBHMHM B CHPOBATIIl KPOBI 3aBXKIM HepedyBasia HIKYE MEXi
BusiBJIeHHS (< 1 Hr/mur), 1 TUIBKM TpM HAHECEHHI Ha 3amajieHi JUISHKA HIKIpU BUSBISUIA
He3HauHy aOcopOrmito. BHacmimok Takoi Mi3epHO HHU3BKOI KOHIEHTpAIii Jil04Y0i PEeYOBHHU
(3araJioMm MeHIIe 5 HI/MJ1) CUCTEMHOI JTii OYiKyBaTH HE CIij.

KuiniuHi xapakTepucTukm.

Iloka3zanns.

JlikyBaHHSI MIKO3iB MIKipW, CHOPUYMHEHUX JAepMaroditamu, APLKIHKOBUMH Ta IUTICHIBUMH
rpubaMu, a TaKOX IHIIMMH 30yJTHUKaMH, TakKuMu sk Malassezia furfur a6o Corynebacterium
minutissimum, HaPUKIAL:

- MIKO3H LIKipH Ta ckianok mkipu (Tinea corporis i Tinea inguinalis);

- MiknanbieBi Miko3u (7Tinea pedis, Tinea manuum);

- pi3HOOapBHUI (BUCIBKOBHI) JuIai (Pityriasis versicolor);

- IOBEPXHEBI KaHIUI03H IIKiPH;

- epUTpasMa.

Ilpomunokazanns.

Bipou® CkiH He 3acTOCOBYBAaTH y MALIEHTIB 3 MiJBHINEHOW YyTJIHMBICTIO 10 OY/Ib-AKOTO
3 KOMIIOHEHTIB IIpenapary.

Bipon® CkiH - He Ipu3HAYEHUH 1Is JIIKYBaHHS YPaKeHb CIyXOBOTO MPOXO/LY.

Ocobnuei 3axo0u 6e3nexu.

Crnin yaukatu nortpamisaas Bigor® CkiH y BOroHs a6o Ha posnedeHi mpeameTd. TpumaTu
nmojxaii BiJ JpKepen 3aiiMaHHS — HE TaUTH. Yepe3 BMICT €TUJIOBOTO CIUPTY PO3YHH €
JIETKO3aHMHCTHM.

B3aemooia 3 inmumu nikapcokumu 3acooamu ma inui 6UOU 63aEMOO0i.

OOMexeHi JaHI BKa3ylOThb Ha Te, IIO ICHY€ IMOBIpHICT BHHUKHEHHS B3a€MOJIi MiX
OidoHa30I0M, TPU3HAYECHUM IS MICIIEBOTO 3acCTOCYBaHHS, 1 BapdapuHOM, Uepe3 1o
MiIBHUIY€ETHCS TIOKa3HUK MIKHApOJHOTO HOpMaiizoBaHoro BigHomeHHs (MHB). Tomy npu
0JIHOYACHOMY 3acTOCyBaHHI OidoHa30y 1 BapdapuHy CTaH MAII€HTIB CJIiJ] BIATIOBIAHUM YHHOM
KOHTPOJIOBATH.

Ocobueocmi 3acmocysanns.

[TamieHnTH, sIKi B aHAMHE31 MAFOTh PEAKITii IMiIBUINEHOT Ty TIMBOCTI Ha 1HII MPOTUTPHUOKOBI 3aC00M TPYIIH
iMiga3oiB (HAIPUKIAA: €KOHA30J, KIOTPHUMAa30jl, MIKOHA30J), MOXXYTh BHKOPHCTOBYBAaTH JIKapChKi
3aco0M, sIKi MicTATh OioHa301, IHIIIE 3 00EPEXKHICTIO.

Vaukary nonanasss bipon® CkiH B oui.

[poturpubKkoBe MiKyBaHHS IMKipH HirThoBoro noxa Bipon” CKiH MoHA TPOBOAMTH TibKH THCIS
MOIIEPEAHBOr0 KEPAaTOIITUYHOTO BUAAJICHHS 1H(IKOBaHOT TPHOKOM HIrThOBOI TKAaHMHU.

3acmocysanns y nepioo eazimnocmi abo 200y8aHHs 2pyOoio.

JlocTaTHIX MaHWX IMIOJ0 3aCTOCYBaHHS OioHA30/y y BariTHUX Hemae. Pe3ynbratu mocimiKeHb
HA TBapWHAX [MPOJEMOHCTPYBAaIM BUHUKHEHHS  PENPOAYKTHBHOI TOKCHYHOCTI  TIpH
nepopajabHOMY BBeJeHHI. [Ipo moTeHIIHHNN PU3HK AJI JTIOIMHUA HEeB1ToMO. OCKUTBKH Y BUMAAKY
3 OihoHa3010M MOBa i€ MPO aKTUBHY PEUYOBUHY, KA 3aCTOCOBYETHCS BUHSATKOBO MICIIEBO,



PHU3MKY OUiKyBaTH He cCiil. Aje 3 MipKyBaHb Oesreku OipoHa307 mij yac BariTHOCTI CIif
3aCTOCOBYBAaTH TUIBKM TMICJIS PETENBHOI OIIIHKKA CIIBBIAHONIEHHS KOPHUCTI W pPH3UKY.
3acrocyBanHs OidoHazomy mif yac I TpumMecTpy BariTHOCTI CITiji yHUKATH.

HeBimomo, um mponmkae OidoHazonm y TrpyaHe MOJOKO Yy JoauHd. HasBHI maHi mpo
(dapMakouHaMiKy / TOKCHYHY Mif0, OJIepKaHi y JOCHTIUKEHHSX Ha TBapWHaX, BKAa3ylOTh Ha Te,
mo OioHazon / MeTaboNIT MPOHHKAE Y MOJIOKO. 3 MIpKyBaHb O€3MEKH Tij] Yac JIIKyBaHHS
01)oHA30JI0M TPYyTHE BUTOJIOBYBAHHS CJIi/I IPUITHHUATH.

30amuicmoy enausamu Ha wWEUOKICMb peakyii npu KepysaHHi asmompaHcnopmom abo iHuumu
Mexauizmamu.

Bipon® Ckin He BruiMBae abo Mae Jy)Ke HE3HAYHMI BIUIMB Ha MIBHIKICTh PEaKIii PH KepyBaHHi
aBTOTPAHCIIOPTOM 200 pOOOTI 3 IHIIMMH MEXaHI3MaMH.

Cnocio 3acmocysannus ma 003u.

Hosysanns

3a BICYTHOCTI IHIIUX MPU3HAYCHB JIIKAps Tperapat CiIiJl HAHOCUTH Ha IKipy 1 pa3 Ha 100y .

Croci i TpUBAIICTh 3aCTOCYBAHHS

Bigon® CkiH HAHOCHTH TOHKHMM IIApOM a00 PO3NMJIIOBATH HA ypaKeHi MiIAHKM WIKipH 1 pa3s Ha

o0y, BTUparo4n, HalKpalie - BBe4epi mepe;; CHOM.

Y OUIBIIOCTI BHITAJKIB JCKUILKOX Kpameidb po3unHy (MpuOInM3HO 3 Kparuti) JOCTaTHBO s

HAHECEHH 1 BTUPAHHS Ha JUISHKY IIKIPH PO3MIPOM 3 JOJIOHIO.

[Tpu BUKOpPHUCTaHHI CIPEIO 3 J03aTOPOM JIOCTATHHO OJHOTO-BOX HATHCKaHb HAa PO3MUIIOKYY

TOJIBKY.

Jns mocsruenns tpusanoro epekry bipor®™ CkiH cmij 3acTOCOBYBAaTH IPOTATOM 3a3HAYEHHX

HIDKYE MIEPi0/IiB JIKyBaHHS HABITh MicIIsl 3HUKHEHHS CHMIITOMIB.

SIK mpaBuMIIO, TPUBATICTH JIIKYBaHHS MPH MEPETIUCHUX HIKYE 3aXBOPIOBAHHSIX € TAKOO:

- MIKO3HW CTOI, MiXmanblieBomy Miko3u (Tinea pedis, Tinea pedis interdigitalis) cTaHOBUTH
3 THKHI;

- MIKO3M Ha IHIIMX JUISTHKAX Tija, Ha pykKax i ckinaakax mkipu (Tinea corporis, Tinea manuum,
Tinea inguinalis) cTaHOBUTH 2-3 THXHI,

- pi3HoOapBHUII (BUCIBKOBUI) nutmaii (Pityriasis versicolor), eputpa3Ma CTaHOBHUTH 2 THKHI;

- TIOBEPXHEBI KAHIHUJIO3M IMIKIPU CTAHOBUTH 2-4 THXKHI.

JlikyBaHHS CIiJT TPOBOJUTH TPYHTOBHO, JO 3HUKHCHHS TMO3UTHBHOTO TIICISI 3HUKHCHHS

CHMIITOMIB pe3yJIbTaTy MOCIBY Ha TPUOKOBI KYJIbTYPH, aJie MOHAWMEHIIIE MPOTATOM Iie 14 mHiB.

Mix OCTaHHIM HaHECEHHSM IIperapary Ta MOCiBOM I'pUOKOBOT KyJIbTYpH CIiJl 3p0OUTH TIepepBy

TpuBajicTioO 3-4 nHI 0€3 JiKyBaHHs, MO0 3aMO0ITTH MOKJIMBIHM i1 3aJUIIKIB JiF0Y01 pEUYOBHUHU

Ha KYJbTYpYy.

Jimu.
3acrocyBanHs npenapaty bipon® CkiH y HEMOBISAT i IiTell MONOAMIOro BiKy MOYKJIMBE TUILKH
ITi]] HATJISIIOM JTiKaps.

Ilepeoosysanns.

He icHye pu3uky roctpoi iHTOKCHKaIIlii, OCKUTPKH 1HTOKCHKAIIIS MMiCIIs OJJHOPAa30BOT0 HAHECEHHS
Ha IOKipy HaAMIpHOT J03W (3aCTOCYBaHHS HA BEJIMKIM IUIONII 32 YMOB, IO CIPHUSIOTH
BCMOKTYBaHHIO) 200 P HEHABMUCHOMY TIEPOPAITEHOMY TMPUHOMi € MaJIOMOBIPHOTO.

Hobiuni peakuii.

3riiHO 3 OTPUMAHUMHU JAHUMH, BUHUKHEHHS MOOIYHUX peakIiil Kinacu(pikyroTh TAKUM YHHOM:
nyxe gacto (>1/10); gacto (Bix >1/100 mo <1/10); mewacro (Bix >1/1000 mo <1/100); pinko (Bix
>1/10000 mo <1/1000); myxe pimko (<1/10000); HeBimomMO (HE MOXKHA OI[IHUTH YaCTOTY
BUHUKHCHHS HA OCHOBI HasIBHUX JIaHUX).

3arajipHi 3aXBOPIOBAHHS 1 OPYIICHHS B MiCIli HAHECEHHS (YacTOTa HEBIIOMA):



Boui B micui HaHeceHHsI, epudepryHi HaOPsAKH (B MicIli HAHECEHHS).

3axBOpIOBAHHS IIKIPU W TiAMKIPHOT CIIOAYYHOT TKAHWHHM (YaCTOTA HEBiOMA):

CyxicTh MIKipW, MOJIPa3HEHHS MIKIpH, Malepais, JYLIIEHHS MIKIpH, MOYEePBOHIHHS, MEUYiHHS,
CBepOiX, BHCHIL, €K3eMa, YTBOPEHHsS IIyXUPIiB, KpONHB’SHA TMPOMACHUIS, KOHTaKTHUH
JepMaTHT, aJlepriuHuil 1epMaTHT.

L1i mo6iuHi edexTr € 0OOPOTHUMH TTICIS 3aKIHUCHHS JIIKYBaHHS.

[ToBiOMICHHS PO MiT03POBAHI TOOIYHI peakilii
[ToBimomiieHHs TIpO  MiJO3pIOBaHI MOOIYHI  peakIlii y TepioJ MOCTMApPKETHHTOBOTO

CIIOCTEPEKEHHSI € Jy)Ke BaXIuBUMHU. lle J1ae MOXIUBICTH 3MIMCHIOBAaTH KOHTPOJIb
CHIBBIAHOIIEHHS KOPUCTH/PU3HMK I JIKAPCHKUX 3aco0iB. MeauyHi TpamiBHUKA TTOBHHHI
MOB1TIOMJISITH TIPO Oy1b-5IKi Ti103prOBaHi MOOIYHI peaKIii.

Tepmin npuaaTHocTi.
3 poku.
[Ticns mepmoro BiAKpUTTA (hakoHa-KpanelbHUIll, (IaKkoHa-crpes 3 J03aTOPOM — § THKHIB.

YmoBu 30epiranus.
30epiraTy y HEIOCTYITHOMY IS JIiTeH MicIli mpy TemrepaTypi He Buie 25 C.

Ynakoska.
[To 15 a6o 35 mi po3unHy y (IakOHi-KpanenbHuIll, o 25 M1 — y ¢uiakoHi-cIipei 3 103aTOpoM.

ITo 1 ¢pmakoHy y KapTOHHIN MMayvILi.

Kareropis Bigmycky.
bes penenra.

Bupoouuk.
Mibe ['MOX ApiHAUMITTEINb.

Micue3Haxo/:KeHHs BUPOOHUKA Ta aJpeca Miclsl MPOBAKeHHs Oro XislJIbHOCTI.
Mronxenepmrpacce 15, bpena, Cakconis-Auxanst, 06796, Himeuunna.

JlaTa OCTAaHHBOTO MEPErJIsiy.
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