IHCTPYKUIsSA
JUIsE METHYHOTO 32CTOCYBAaHHS Npenapary

HI30PAJI®
(NIZORAL®)

CxJ1aj likapebKoro 3acody:

ditoua peuosuna: ketoconazole;

1 r mammyH:o MicTHTB 20 MI KETOKOHA301Ty ;

donomidcni pevosunu: HaTpito naypui edip cyabdar, JMHATPII0 MOHOIAYpUI edip Cyab(OCyKIMHAT, JieTaHOIAMIJ] )KHPHOT KOKOCOBOT KHUCIIOTH, KOJIareH TBapHUHHMI JlaypHINMOHIEBHIT TiapoIi3oBaHuii, Makporomy 120-
METWIIIIOKO3HU i0JIeaT, HaTPilo XJIOPH/, KHCIOTA XJIOPUCTOBO/IHEBA KOHLIEHTPOBAHA, iMiloce40BUHa, OyKeT napdyMHHuii, HATPito rixpokcu, Hatpito epurposut (E 127), Boja ouniieHa.

Jlikapcbka dopma. IllammyHp.
B’s13ka 1po3opa piiHa poXKEBOTo KOJIbOPY 3 TPAB’SHUM 3aIaXOM.

Hasga i micues 51 BUP

Succen ®apmarnestrka H.B., Benbris/ Janssen Pharmaceutica N.V., Belgium.
Sccen ®apmanestuka H.B., Typuxoyrceser 30, B-2340 beepce, Beunbris/
Janssen Pharmaceutica N.V., Turnhoutseweg 30, B-2340 Beerse, Belgium.

®dapmakoTepaneBTH4HA rpyna. IIporurpu6kosi 3acobu s Miciesoro 3acrocyBanst. IToxiani imMizasomy ta Tpiasouy.

Kox ATC DO1A CO08.

KeTokoHa301 — 11¢ CHHTCTHYHA TIOXi/IHA iMiZa30/1/1i0KCONaHy, 110 Ma€ QYHTiluHy Ta (yHriCTaTHYHY aKTHBHICTB 1010 AepMaToiTiB, Takux sk Trichophyton sp., Epidermophyton sp., Microsporum sp., i npisxKiB, TaKux K
Candida sp. Ta Malassezia furfur (Pityrosporum ovale). 11laMITyHb 3 KETOKOHA30JIOM IIBHJIKO 3MEHIITY€ JTYIICHHS Ta CBEPOik, KOTPi 4aCTO aCOIIOOThCS 3 JIYNOK0, Ce0OPEHHOI0 eK3eMOI0 Ta BUCIBKOMOMIOHNM JIMIIaeM.

TTicas micteBoro 3acrocyBanHs mamiyHio Hizopan ® BMmict keTokoHa30u1y y IU1a3Mi KPOBI He BU3HA4Ya€Thest. [11a3MoBi piBHi micist MicueBoro 3acrocyBanHs mwamiyHio Hisopan — ® Bu3Ha4ancs miciisi HAHECEHHS HA BCIO TOBEPXHIO
TuIa.

IMoka3aHHs /10 32CTOCYBAHHS.
JlikyBanHsi Ta poQilaKTHKa ypaKeHb WIKIPH Ta BOJIOCCH, 110 CHPHYMHEH] JAPIKIKOBUMH MiKpoopraHismamu  Malassezia (nonepeins HasBa Pityrosporum), Takux siK jiyIia, BACIBKOIOAIOHMIT MLl (JI0KaIbHHIT), ceOopeHuit
JICPMATHUT.

Iporunoxa3anus.
Hizopan® mammyHs NpOTHITOKa3aHMI PH HASBHOCTI MiepUyTIHBOCTI 10 Oy/b-5KOTO 3 fIOr0 KOMIIOHEHTIB.

Haunesxui 3axo1u Ge31eKH NPH 3aCTOCYBAHHI.

IIpu BUKOPHCTAHHI IAMITYHIO CJIiJl yHHKATH MONaJIaHHA penapaty B odi. [Ipu nonajasHi B odi iX cI1ii I(POMUTH BOJIOH0.

JIist monepe uKeHHs CHHAPOMY Bi/IMiHH IPH TPUBAJIOMY MiCIICBOMY JIiKyBaHHi KOPTHKOCTEPOIJaMH PEKOMEH/LY€ThCs TPOJIOBXKYBATH MiCIIEBE 3aCTOCYBaHHS KOPTHKOCTEPOI/IiB y NMO€HaHHi 3 mammyHeMm Hizopan ® 3 HacTyIHOIO
[OCTYIIOBOIO BiZIMIHOKO KOPTHKOCTEPOI/LiB MPOTAroM 2-3 THXHIB.

Oco6.11Bi 3acTepeKeHHsl.

3 ¥ nepioo sazi i abo 200y 2pyooio .

Hanesxni Ta 106pe KOHTPONILOBAHI JOCIIKEHHS Y BAaTiTHUX XKIHOK Ta MaTepiB, AKi royI0Th TPY/ULO, HE TIpoBoaMIHCs. [licas miciieBoro 3acTocyBanHs Ha mwKipi mammnysio Hizopan ® y HeBATITHHX JKIHOK KOHIICHTPALIis
KETOKOHa30JIy y IU1a3Mi KpoBi He BU3Hauanacs. [1na3smoBi piBHi micis MiciieBoro 3actocyBaHHs wamiyHio Hizopan — ® BH3Ha4asucs Micis HAHECEHHs Ha BCIO TIOBEPXHIO Tia. Y 3B°513Ky 3 BIICYTHICTIO BiIoMHX (haKTOPIB PU3HKY
3aCTOCYBAHHs IPeNapary Iij 4ac BariTHOCTI Ta y Nepioj rolyBaHHs IPYJUII0 HE IIPOTHIIOKA3aHO.

30ammnicmy ennusamu na weuOKicmy peaxyii npu Kepy i abo pobomi 3 iHWUMU MeXANIZMAMU

Hi30paﬂ® IIaMITyHb HE BIUIMBA€ HA 3]:laTHiCTl: KCpyBaTH aBTOTPAHCIIOPTOM 860 TIpaIoBaTH 3 iHIAMEA MCXaHi3MaMH.
Aimu. JTocsin 3acrocyBanHs mamiyH:o Hizopan ® nitsM BiacyTHii.

Crioci6 3acTocyBaHHs Ta 1034,

Ha ypaxeHi QiisiHKH HaHecTH mamiynb Hizopan ® Ha 3-5 XBHIJIMH, [ICJIsl YOO 3MHTH BOJOIO.

Jlikysanns:

- synata cebopeiinuii nepmarut (cebopeiiHa ex3ema): [Ba pasy Ha TIXKICHD IPOTSATOM 2-4 TIKHIB;

- BHCIBKOMOAiOHHIA JIMIITAl: IIIOJICHHO NPOTATOM 5 HiB.

Ipoginaxmuka:

- Jyna ta cebopeiini fepmariTy (cebopeiina exk3ema): KOXKeH THK/ICHb ab0 1 pa3 Ha jBa THIKHI;

- BUCIBKONOIOHMI JINIIIAl: IOACHHO MPOTAroM 3 AHIB (Pa3oBuil Kypc JTiKyBaHHs) Hepe/] HOYaTKOM JIITHHOIO CE30HY.

TlepenosyBanns.

OCKIiIbKH Ipenapar HpU3HAYAEThCS TUIBKH 1S 30BHILIHBOTO 3aCTOCYBAHHS, PO3BUTOK [EPEL03YBAHHS HE epea0ayaeThes.

V BHumazKy nepeno3yBaHHs HEOOXIIHE JIIKyBaHHS [OJAra€ y 3aCTOCYBAHHI MIATPUMYIOYHX Ta CHMITOMATHYHHUX 3aX0/iB. [l monepepkeHHs acmipanii 3a00pOHA€THCS BUKIMKATH OII0BaHHS 200 BUKOPHCTOBYBATH IIPOMUBAHHS
LUTyHKA.

To6iuni epexrn.

Mani kniniunux 0ocaiodxcens.

Besneunicts wamnynio Hizopan® BusHauanack y 22 KiIiHIYHHX JOCIIPKCHHSIX 3a ydacTio 2890 mauieHTiB, IKUM NpenapaT HaHOCHIIM MIiCLIEBO Ha LIKIPY .

ToGiuni peakuii, mo BuHMK@IA y >1 % nauienTis, Gynu BincyTHiMU.

TTo6Giuni peakuii, o BuHUKIM y <1 % narieHTiB:

nopywienns 3 60Ky opeana 30py : NOAPA3HEHHs OYEH, Mi/IBUILIEHA CIIbO30TEa;

3a2anbHi NOPYUEHHs Ma peakyii Ha Micyi 3acmocysanns: EpUTEeMa, BIIUYTTS JUCKOM(OPTY, TiepuyTINBICTh, MOAPA3HEHHS, CBEPOIX, MyCTYIbO3HHIT BUCHIT Y MiCIli HAHECCHHS;

ingpexyii ma ineasii: GoMiKyIiT;

nopywienns 3 6oKy Hepeoeoi cucmemu : JJACTeB3isi;

nopyuienHs 3 60Ky WKipu ma niOWKIipHoT K1iMKOBUHU: AKHE, ANIONELlisl, KOHTAKTHUII ICPMATUT, CYXICTh LIKIpH, 3MiHA CTPYKTYPHU BOJIOCCS, BHCHIL, BIAYYTTS IICUiHHS MIKIPH, 3MiHU 3 GOKY IIKIpH, ITOCHIICHHS JIYICHHS IIKIPH.
Hocmmapkemuneosuil naznsno

To6iuni peakuii mpyu 3actocyBanHi wammyHio Hisopan ®, npo siki Breplie MoBiJoMIISIIOCs y MicIspeecTpauiiHuii nepio, HaBeeHi Hibkye. YacToTa BUHNKHEHHS MOOIYHNX Peakiil po3MoJiiieHa HACTYTHUM YHHOM: Ty’Ke YacTi —
/10; wacti — [11/100 Ta < 1/10; Hewacri — [11/1000 ta <1/100; pinki — [11/10 000 Ta <1/1000; myxe piaki — <1/10 000, BK/Ir0Uar0uM OKpeMi IIOBIIOMICHHS.

Topywenns 3 60Ky wKipu ma niOwKipHoi KAimKosuHu : {y’Ke piaki — KpOIUB’sIHKA, 3MiHa KOJIBOPY BOJIOCCs (B OCHOBHOMY Yy MALIEHTIB 3 XIMIYHO YIIKO/UKEHHM ab0 CHBHM BOJIOCCSM).

B3aemonist 3 inmum
He Bigoma.

iKapchbKHMH 32c00aMH Ta iHIIi BHIM B3aeMoiii.

Tep TNPHAATHOC POKH.

‘YmoBu 36epirannst.
36epiratu npu Temmepatypi He Buiie 25 °C y HeOCTYTHOMY UL JITeH MicIi.

Ynakoska.
DakoHH 3 TOMETHNEHY, 10 MicTATh 60 M1 a60 25 M mamnyHio. [To oxHOMY dakoHy y KapTOHHi# KOpoo6ii 3 iHCTPyKILi€k0.

Kareropis Binnmycky. be3s peuenta.



