3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHHU
310pOB’st YKpaiHu
14.07.2017 Ne 798
PeecTpaniiine mocBigueHHs
Ne UA/6725/01/01

3MIHU BHECEHO
Haxa3 MinicTepcTBa 0X0pOoHH
310POB’Sl YKpaiHu
19.03.2018 Ne 506

3MIHU BHECEHO
Haka3 MinicTepcTBa 0XOpOHH

310poB’st YKpaiHu

30.08.2018 Ne 1572

IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

JEPMA30JI®
(DERMAZOLE®)

Cknao:

ditoua peuosuna. keTokoHaszou (ketoconazole);

1 MJI IIaMITyHIO MICTUTh KeTOKOHa30:1y 20 Mr;

O0ONOMINCHI peuosunu: KOKOJIeTaHOJIaMil, HaTpito maypusl edip cyabdar, AUHATPII0 MOHOIAYPHI
edip cynbdpocykiuHaT, Makporon 120 METWUITIIOKO3U Ji0oJieaT, MPOIMUICHTIIKONb, KHUCJIOTa
XJIOPUCTOBOJHEBA KOHIIGHTPOBAHA, HATPII0 XJOPHJA, HATPIIO TiAPOKCHI, OyTHITIAPOKCHUTOIYOII
(E 321), iminocevoBuHa, mouco 4R (E 124), apomaruzatop CK D00923, Bona ounnieHa.

Jlikapcbka ¢gopma. [llamnyHs.
OcHosHi izuko-Ximiuni eracmugocmi: MPoO30pa, B’si3Ka PiAMHA POKEBOTO KOJIHOPY 3 XapaKTECPHUM
3aI1axoM.

dapmMmakoTepaneBTUYHA Ipyna.
[TpoTurpubkoBi 3acobu U1t MicueBoro 3actocyBaHHs. [loximi iminazony ta Tpuazomy. Kog ATX
DOIA CO08.

Dapmakono2iuni eracmueocmi.

Dapmaroounamika.

KerokoHnazon — 1ie cuHTeTHYHA MOX1IHA IMIJa30J1I0KCOJIaHy, 110 Ma€ GyHTIUUIHY Ta (byHHCTaTI/IqHy
aKTUBHICTb II0JI0 AepMaTOdiTiB, Takux sk Trichophyton sp., Epidermophyton sp., Microsporum sp.,
npikmKiB, Takux sk Candida sp. ta Malassezia furfur (Pityrosporum ovale). 1llammnyHb i3
KETOKOHA30JIOM IIBUAKO 3MEHIIyE JyHIeHHS Ta CBEpOLK, SKI YacTO AacoIIOIOTHCS 3 JIYNOIO,
ceOOperHOI0 €K3eMOI0 Ta BUCIBKOIIOAIOHUM JIMIIIAEM.

Dapmaxokinemuxa.

[licas MicleBOro 3acToCyBaHHsA ImammyHIo Jepma3on® BMICT KEeTOKOHA30ly y IiasMmi KpoBi He
BU3Ha4yaeThCsl. [lma3mMoBi piBHI MicHs MiICLEBOTO 3aCTOCYBAaHHS INAMIYHIO 13 KETOKOHA30J0M
BH3HAYAIKCS MICJIsl HOTO HAHECEHHS Ha BCIO IMOBEPXHIO Tija.



KuiniuyHi XapaKkTepucTHKH.

Ilokasanns.

JlikyBanHss Ta mnpodiuTaKTHKa ypakeHb MIKIPH Ta BOJOCCS, IO CHPUYMHEHI JIPLKIKOBUMHU
Mikpoopranismamu Malassezia (nonepeanst Ha3zBa Pityrosporum), Takux SIK JIyna, BUCIBKOMOIIOHUN
nuIai (JIOKambHU), CEOOpEHHU JepMaTHT.

IIpomunoxazannsa.
Jlepmazon®, mamiyHb, MPOTHMIIOKA3aHUI TIPH HASBHOCTI TiMepdyTIMBOCTI 10 OyIb-SKOTO 3 HOro
KOMIIOHEHTIB.

B3aemodia 3 inmumu aikapcoKumu 3acovamu ma inuwii 6uou 3acmooiil.
Hesimoma.

Ocobnueocmi 3acmocyeanns.

Jlyisi monepepKeHHsT CUHAPOMY BIIMIHM TPU TPUBAJIOMY MICIIEBOMY JIKYBaHHI KOPTHKOCTEPOiTaMu
PEKOMEHAYETHCS TPOJIOBKYBATH MICIIEBE 3aCTOCYBaHHS KOPTHUKOCTEPOINIB y MOEAHAHHI 3 MIAMITyHEM
Jlepmazon® 3 moanbIIO MOCTYIOBOIO BiIMiHOI KOPTUKOCTEPOIIiB IPOTATOM 2—3 THXKHIB.

YHUKAaTH KOHTAaKTy MIAMIYHIO 3 OuMMa. SIKIIO IIaMIlyHb MOTpPAmuB B O4i, HEOOXIAHO MPOMHUTH iX
BOJIOIO.

[Ipenapar mictuth Oytmiriapokcuronyon (E 321), Tomy MoXke CIpHYMHUTH MICHEBI MIKIpHI peakiii
(HampwKJIaa KOHTAKTHUN JEPMATHT) a00 MOpa3HEHHS 04YeH Ta CIIM30BUX 00OJOHOK.

[Ipenapat MiCTUTh MPOMIICHIIIIKOIb, TOMY MOXE CIIPHUUHHUTH TOJPAa3HEHHS IIKIPH.

3acmocysanns y nepioo eacimnocmi abo 200y8aHus 2py0oio.

Hanexni Ta moOpe KOHTPOJIHOBaHI JOCIHIKEHHS 3a y4acTIO BariTHUX KIHOK Ta MaTepiB y MEpiof
TOAYBaHHS TpynIi0 He npoBomwiucs. [licis MicIeBOro 3acToCyBaHHS Ha INIKIpl IIAMIYHIO 3
KETOKOHA30JIOM y HEBariTHUX J>KIHOK KOHIICHTpAIllsl KETOKOHA30/y Yy IIa3Mi KpOBI HE BHU3HAYaJIaCH.
[Tna3moBi piBHI Micasl MICLHEBOTO 3aCTOCYBAaHHS MIAMITYHIO 3 KETOKOHA30JIOM BH3HAUAIMCS TICIA
HaHECEHHsI Ha BCIO TIOBEPXHIO TUIA. Y 3B’S3KY 3 BIICYTHICTIO BiTOMHUX (PaKTOPIB PU3HKY 3aCTOCYBaHHS
npernapary y nepioj BariTHOCTI ab0 TOAyBaHHS IPYIII0 HE IPOTHIIOKA3aHO.

30amuicms enausamu Ha WEUOKICMb peakyii npu KepysawHi daemMOmpaHcnopmom ado  iHWUMU
MeXaHiZMamu.

Jlepma3on®, mammyHb, He BIUTMBAE HA 3[aTHICTh KEpyBaTH aBTOTPAHCIOPTOM abo0 IpAIIOBATH 3
IHIIMMH MEXaHI3MaMHU.

Cnocio 3acmocysannusa ma 003u.

Ha ypaseHi ainsHKy HaHecTH mamnyHb Jepma3zon® Ha 3—5 XBUIHMH, MTiCIS YOTO 3MUTH BOJOIO.

Jlikyeanns.:

- nynaTa cebopelHuit nepMaTHt (cebopeiiHa ex3eMa): 2 pa3u Ha THXKICHb BIIPOJOBK 2—4 THXKHIB;

- BHUCIBKONOMIOHMIA JTUIIIAM: IIIOJICHHO BIIPOJIOBXK 5 JTHIB.

IIpoghinakmuxa:

- Jyna Ta cebopeitHi qepMaTtuTH (ce0opeifHa eK3eMa): KOKEH THKIeHb a00 1 pa3 Ha 2 THXKHI;

- BHUCIBKONOJIOHWI IWINAi: IOJACHHO BIOPOJOBXK 3 MAHIB (pa3oBUH Kypc JiKyBaHHs) Tepen
MMOYaTKOM JIITHHOTO CE30HY.

imu.
besneka Ta e(peKTUBHICTH 3aCTOCYBAaHHS JIKapChKOro 3aco0y IiTsaM BikoM a0 12 pokiB He
BCTaHOBJICHA.



Ilepedosyeanns.

OckinbKy MpemnapaT MPU3HAYAETHCS TUTBKH JJIS 30BHIIITHBOTO 3aCTOCYBAaHHS, PO3BUTOK IE€PE03yBaHHS
He Tiepe10avaeThCs.

[Ipu BuMagKoBOMY TIPOKOBTYBaHHI JIIKYBaHHS TIOJSTa€ Yy 3acTOCyBaHHI MIATPUMYIOUHX Ta
CUMIITOMAaTUYHUX 3ax0fiB. s momepemkeHHs acmipaiii 3a00pOHSETbCS CIIPUUMHATH OJIOBaHHS a00
POMHUBATH IITYHOK.

Ilo6iuni peaxuii.

3 60Ky imynuoi cucmemu: peakuii TiNEpUyTIUBOCTI, BKIIOYAIOYM aAHTIOHEBPOTUYHHUN HAOpsK Ta
KpOIIUB’ SHKY.

3 60oky wKipu ma RiOWKIpHOI KAiMKOGUHU: aJOTELisl, CyXiCTh IIKIpW, 3MiHa CTPYKTYpPH BOJIOCCH,
BHCHIAHHS, BIAUYTTS TEYiHHSA IIKIpU, aKHE, KOHTAKTHUM JEPMATUT, CYXiCTh IIKIpH, 3MiHU 3 OOKY
IIKipY, TIOCHJICHHS JYIICHHS MIKIpW, MiJBUIIEHA >XUPHICTH a00 CyXIiCTh BOJOCCS, 3MiHa KOJBOPY
BOJIOCCS (B OCHOBHOMY Y TAIIEHTIB 3 XIMIYHO YIIKOPKEHUM a00 CUBUM BOJIOCCSIM).

3 60Ky opeanis 30py: MiABUILEHA CIHO30TEYA, TOJPA3HEHHS OYCH.

3 60Ky Hepsosoi cucmemu: TUCTEB31s (MMOPYIIEHHS CMaKOBOT Uy TJIMBOCTI).

Ingpexyii ma ineasii: GOMKYIIIT.

3acanvni nopywenns ma peakyii y micyi 3acmocy8aHHs: €puTeMa, IMOAPA3HEHHs, CBEpOiXK, BIIIYTTS
IUCKOM(OPTY, TNEpUYyTIUBICTh, ITYCTYJIbO3HE BUCUIIAHHS Y MICIli HAHECEHHS.

Tepmin npuoammuocmi.
4 poku.

YmoBH 30epiranus.
30epiratu mpu Temrneparypi He Buie 25 °C B opUriHaNbHIN yIAKOBIII.
30epiraTy y HEIOCTYITHOMY JJISI TITeH MiCIIi.

YnakoBka.

ITo 8 mn y came. I1o 20 camie y kKapTOHHIH yIaKOBIIi.

ITo 50 M1 a60 o 100 M1 y prrakoHi, KpHIIIeUKa SIKOTO OOTATHYTA TITIBKOBOIO 000JIOHKOIO.
ITo 1 ¢pnakoHy y KapTOHHIN yIaKOBIII.

Kareropis Bignycky.
be3s penenra.

BupooHuk.
KYCYM XEJTXKEP IIBT JITJ/
KUSUM HEALTHCARE PVT LTD.

Micue3Haxo1:KeHHs] BAPOOHHUKA Ta MOro ajpeca Micusi NPOBa/sKeHHS JAislIbHOCTI.
CII-289 (A), PIIKO Inpmactpian apea, Yomanki, bxisaxi, [ict. AnBap (Pamkacran), [nmis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JlaTa ocTaHHBLOIO MeperJsay.
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