IHCTPYKIIIA
IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOr0 3aco0y

HI3OPAJI®

(NIZORAL®)
Cknao:
ditoua pevosuHa: ketoconazole;
1 r mammnyH: MicTUTh 20 MI' KETOKOHA30J1y;
donomidcHi peyoguHU: HaTpito Maypun edip cynbdaT, fuHATPiI0 MOHOMaypun edip cymboCcyKIuHaT,
IieTaHOIaMifl 2KUPHOI KOKOCOBOI KMCJIOTH, KOJIaT€H TBapUHHUY JTaypPUAUMOHIEBUY TigPOIi30BaHUH,

Makporoiy 120-MeTurII0KO34 [iojieaT, HaTpito XJIOPU, KUCJI0Ta XJIOPUCTOBOIHEBA KOHIIEHTPOBAHA,
imimocedoBuHa, 6ykeT nappymMHuuii - 2, HaTpio rigpoKcun, HaTpito eputpo3uH (E 127), Bofa ouulieHa.

Jlikapcbka ¢opmMa. [[lamnyHs.

OcHosHI (pi3uko-xiMiuHI 81acmugocmi: B'13Ka IP0O30pa PifiHa POKEBOT0 KOJILOPY 3 TPaB'THUM
3aIaxoM.

dapMakoTepaneBTHYHA rpyna. [IpoTurpubkoBi 3aco0u Ol MiclieBOT0 3aCTOCyBaHHS. [ToximHi
imimazomny Ta Tpiazomy. Kog ATX DO1A CO08.

Papmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

KeTokOHa305 — 1le CHHTeTUYHa MOXigHa iMiga30/IlioKCcoany, 0 IPosIBise QYHTIIUOHY Ta
GyHricTaTUYHY aKTUBHICTH OO0 AepMaTodiTiB, Takux gk Trichophyton sp., Epidermophyton sp.,
Microsporum sp., i opixnxis, Takux 9K Candida sp. Ta Malassezia furfur (Pityrosporum ovale).

[MTaMIyHBb i3 KETOKOHA30JI0M IIBUKO 3MEHIIYE IYIIEHHS Ta CBepOiXK, SKi 4acTO acoIlilol0ThCS 3
JyT1010, Ce00peHOI0 eK3eMOI0 Ta BUCIBKOTIOOIOHUM JTUILIAEM.

dapmMaxkoKiHemuxka.

ITicns MiCLIeBOro 3acTOoCyBaHHA maMnyHio Hizopan® BMiCT KeTOKOHA30IIy y I1a3Mi KPOBi He
BU3HA4YaeThCA. [171a3MOBI PiBHI MiCIIs MiCIIEBOTO 3aCTOCYBaHHA maMmnyHio Hizopan® Bu3Havammcs
ITIiCIs HAaHECEHHS Ha BCIO IIOBEPXHIO Tia.

KriniyHi xapaKTepHCTHKH.

IToka3aHHs.



JlikyBaHHS Ta nIpo(inakThKa ypaxKeHb IMIKipX Ta BOJIOCCS, 110 CIIPUYNHEH] APiKIKOBUMU
MikpoopraHizmamu Malassezia (momepenHst Ha3Ba Pityrosporum), TaKux K JIyIa, BUCIBKOIOMiOHMHI
JIHIIAaK (JIOKanbHUM), ce00perHUN NepMaTHT.

IIpomunoka3aHHs.

Hizopan® mammoyHb IPOTHIOKA3aHKI IPH HassBHOCTI MiepuyTIMBOCTI 10 KETOKOHA301Iy afo m0 Oymb-
SIKO1 MOTIOMiZKHOI PeYOBHHH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

IocnimXeHHs B3a€MO[Iil He TPOBOMUIUCS.

Oco6.1ueocmi 3acmocyeaHHsi.

Ins yHUKHEeHHs OyIb-sIKOT0 3BOPOTHOTO e(heKTy PEKOMEHIOBAHO MTOCTYIIOBO BiIMiHATH Teparliio
CTepoifaMu Ha Iepiof 2-3 THXKHI Iif 9ac 3aCTOCYBaHHS IIaMIIyHIO Hi3opaJI® nalieHTaM, sKi
TPUBaIUH 4ac MiCIieBO 3aCTOCOBYBaH JIiKyBaHHS KOPTUKOCTEPOINAMH.

YHUKaTH KOHTAKTy 3 04MMa. K0 MIaMIIyHb TOTPAIXB B 04i, HE0OXiqHO TPOMHUTH IX BOLOIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HanexHi Ta ;o6pe KOHTPOIbOBAHI HOCTIIXKEHHS 3a Y4aCTIO BariTHUX Ta XKiHOK, SKi TOAYIOTh TPYOLIO,
He mpoBopgumucs. [aHi moCigKeHb 3a y4acTio 00MeXKeHO0l KiTbKOCTi BariTHUX XKiHOK, SKUM
3aCTOCOBYBaJIM IIpelaparT, CBig4aTh Mpo BiiCyTHICTh MOGIYHUX BIIMBIB KETOKOHA30J/1y Ha BaTiTHICTb
abo Ha 3[0OPOB’S IIJI0fla/HOBOHAPOAXKEHOI AUTHUHHU IIPU MOTO MiCIIeBOMY 3aCTOCyBaHHi. [JoCTifiKeHHS
Ha TBapHHaX IPOJEMOHCTPYBa/IM PENPONYKTUBHY TOKCUYHICTh IPU [A03aX, IKi He MalOTh BifHOIIEHHS
[0 MiCILIEBOT'0 3aCTOCYBaHHS KETOKOHA30/y (AuB. po3ain «dapMakKOKiHETUYHI BIaCTABOCTI»).

TTic/st MicI[eBOro 3acTOCYBaHHS Ha WIKipi rofoBy maMnyHo Hisopan® y HeBariTHUX XiHOK
KOHIIEHTpAllid KeTOKOHA30JIy y IIJIa3Mi KPOBi He BU3Hadasacs. [171a3mMoBi piBHI Mic/isa MiCIieBOro
3acTocyBaHH4 maMmnyHio Hizopan® Bu3Hayanucs Mic/is HaHeCEHHS Ha BCIO IOBEPXHIO Tina. BigcyTHi
BioMi pakTOpPU pU3KKY 3aCTOCYBAHHS Ipemnapary y nepion BariTHOCTI abo rogyBaHHS TPYALOIO.

30amuicmb 8niusamu Ha weudKicmb peakyii npu kepysaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

Hizopan®, maMmoyHs, He BIJIMBa€ Ha 3[aTHICTh KEPyBaTH aBTOTPAHCIOPTOM abo IPaIfoBaTH 3
IHIIMMU MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma do3u.

[1s MicieBoro 3aCTOCyBaHHS.



[lamnysb Hisopaﬂ® 3aCTOCOBYIOTH OPOCIIUM Ta IiJIiTKaM.

Ha ypaxeHi gingHKY HaHECTHU IIaMIIyHb Hi3opaJ1® Ha 3-5 XBHUJIWH, MICJIS YO0T0 3MUTH BOAOIO.
3a3Buyail [y ofgHi€el mpouenypy HOCTATHLO KibKOCTI IIaMITyHIO, 1[0 TIOMIIIIa€ThCS Y OJIOH.

Jliky8aHHA:

- Jyna Ta ceOopelHi mepMaTHUTH: MUTH BOJIOCCS 2 pa3u Ha TUXKOEHb BIPOIOBK 2-4 TUXKHIB;
- BUCIBKOTIOIIOHUY NTHIIIAN: IIOOEeHHO BIPOIOBXK 1-5 mHIB.

ITpoginakmuka:

- nyTia Ta ce6operHi JepMaTUTH: KOXKEeH TUXAeHb abo 1 pa3 Ha ABa THXKHI.

Himu.

besneka Ta eQpeKTUBHICTb 3aCTOCYBaHHSA HOBOHAPOAXKEHUM Ta AiTAM BiKOM [0 12 pOKiB He
BCTaQHOBIIEHI.

Ilepedo3yeanns.

[Tpu BUIIafIKOBOMY IIPOKOBTYBaHHi He0OXifgHe JTiKyBaHHS IIOJISITA€ Y 3aCTOCYBaHHI MigTPUMyBaIbHUX
Ta CUMIITOMATHYHUX 3aX0fiB. [IJ15 monepeKeHHS acmipallil 3a00pOoHSEThCS BUKJIUKATH OJTIOBaHHS
abo mpoMuBaTH IITyHOK.

ITobiuni peakuii.

Besmeka 3acToCyBaHHs mamnyHo Hizopan® BU3Ha4anIachk ¥ 22 KIHIYHUX OOCTIMXKEHHIX 3a
y4acTio 2890 maui€eHTIiB, SKAM IIpemnapaT HAHOCUIM MiCLIeBO Ha IIKipy. Ha ocHOBi 06’ emHaHUX
naHux 3 6e3MeKy UUX KITiHIYHAX HOCITiAXKeHb Tpo mo0iuHi peakii, mo BuHUKAIN y = 1 % HalieHTis,
He IIOBITOMIISNIOCS.

Ilepenivyeni HuK4e MOGiUHI peaxilil Ipyu 3acTOCyBaHHi maMnyHio Hizopan® cnocrtepiramucs y
KJTIHIYHUX [OCTiIXKeHHIX a0 IPU I0OCTMapKETUHTOBOMY 3aCTOCYBaHHI.

Ins1 ouiHKY 9acTOTH MOOIYHUX peakIiliii BUKOPUCTaHI Taki yMOBHi KaTeropii: ;yke 4acTto (=1/10),
vyacTo (Big = 1/100 go < 1/10), mewacrto (Big = 1/1 000 mo < 1/100), pigko (Bimg = 1/10 000
oo < 1/1000), myxe pigko (< 1/10 000), HEBiTOMO (HEMOK/INBO OI[IHUTH 3a HaIBHUMU
OAaHUMU KITIHIYHUX JOCIiIXKEHb).

3 60Ky iMyHHOI cucmeMu: pigKo - rimepyYyTIUBICTS.
3 60Ky Hepeoeoi cucmemu: pinKo - OUCTEeB3is.

IHpeKyii ma iHBasii: He4acTo - GOIIKYIIiT.



3 60Ky Op2aHi8 30pY: HEYaCTO - MigBUILEHA CIH030TEYa; PIOKO - IOAPa3HEHHS 04el.

3 60Ky wKipu ma niOwWKipHOi KAIMKOBUHU: HEYACTO - AJIOIeLis, CyXiCTb IIKipH, 3MiHa CTPYKTYpPH
BOJIOCCS, BUCHIIQHHS, BiIUyTTS MEYiHHS IIKipH; PiOKO - aKHe, KOHTAaKTHUYU AePMaTUT, 3MiHU 3 60Ky
IIKipH, TOCUJIEHHS JIYIIeHHS IIKipH; HEBiJOMO - KPONUB'SIHKA, aHTiOHeBPOTUYHUM HaOpSK, 3MiHa
KOJILOPY BOJIOCCH.

3ae2anbHi NOPYWeHHA ma CMaH MICUA 3adCMOCYBAHHA: HEYaCTO - epUTeMa, TOJpPa3HeHHS,

cBepbix, peakllig y Miclli HaHECEHHS; PifKO - rinepyyTauBiCTh, MyCTYIbO3HE BUCUNIaHHS Y MicCIii
HAaHECEHHS.

3BiTHICTH 1100 MiITO3PIOBAHUX MOOIYHUX PEAKITiT

3BiTHICTH IIOMI0 MiMO3pIOBaHMUX MOOIYHUX peakKlliil micis 3aTBEpAKEHHS JIiIKapChKOTO 3acoby
BaxuBa. Lle mae 3Mory pogoBXKUTYU MOHITOPUHT CIIiBBIIHOIIEHHS KOPUCTH/PU3UK 3aCTOCYBAHHSA
JIiKapCchKOro 3aco0y. MeouyHUX MpalliBHUKIB IPOCATh MOBIIOMIATH IPO OyAb-SKi Mif03pioBaHi
no0iuHi peak1ili Yepe3 HalliOHaIbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi.

3 POKH.

YMmoBH 30epiraHHsi.

36epiratu nmpu TeMiepaTypi He Buine 25 °C y HeIOCTYITHOMY [JIsS AiTel MicCIIi.

YnakoBka. ITo 25 My a6o mo 60 M B msimili 3 nmonietuneny. [To 1 msmii B KapTOHHIN KOPOOIT.
Kareropis Bignycky. be3s penenra.

BupoOHHUK.

CTAJIA Apiuaiimitrens A / STADA Arzneimittel AG (Bunyck cepii);
Anccen ®apmaneBtrka HB /Janssen Pharmaceutica NV (Bumyck cepii).
Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MPOBadKeHHsI HOT0 Tis/IbHOCTI.

Crapmamrpacce 2-18, Bap ®@insbens, 'eccen, 61118, Himewunna/ Stadastrasse 2-18, Bad Vilbel,
Hessen, 61118, Germany;

Typuxoytceser 30, Beepce, B-2340, Bemneris/Turnhoutseweg 30, Beerse, B-2340, Belgium.



