3ATBEP/’)KEHO
Haxa3 MinicrepcTBa 0X0poHH
310poB’sl YKpaiHu
14.07.2017 Ne 798
PeecTpaniiine mocBiqueHHs
Ne UA/6725/01/01

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0X0poHH
310poB’si YKpaiHu
19.03.2018 Ne 506

3MIHU BHECEHO
Haxa3 MinicrepcTBa 0X0poHU

310poB’st YKpaiHu

30.08.2018 Ne 1572

IHCTPYKLIIA
AJISl MEIUYHOI'0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

JTEPMA30JI®
(DERMAZOLE®)

Cknao:

oiroua peuosuna: kerokonasou (ketoconazole);

1 MU IIaMITyHIO MICTUTh KETOKOHA301y 20 MT;

O0ONOMIICHI peyosuHu: KOKOJIETaHOJaMil, HaTpito Jiaypudl edip cynbdaT, AMHATPIIO MOHOJIAYPHI
edip cymbpdocyknuHaT, Makporoa 120 METHITIIOKO3W JdiojieaT, MPOMUICHIJIIKOJb, KHCIOTa
XJIOPUCTOBOJIHEBA KOHIICHTPOBAHA, HATPIO XJOPHUI, HATPIIO TIIPOKCHJ, OYTHITIAPOKCHTOIIYOI
(E 321), iminoceuoBuHa, moHco 4R (E 124), apomaruzatop CK D00923, Boja ouniieHa.

Jlikapcbka popma. [llammyHsb.
OcHogHi ¢hizuko-ximiyHi éracmusocmi. MPO30pa, B A3Ka PiIUHA POKEBOrO KOJIBOPY 3 XapaKTEPHUM
3a11axoM.

dapmakoTrepaneBTHYHA Ipyna.
[IpoturpubkoBi 3acobu st miceBoro 3actocyBaHHs. [loxigni imimazony Ta tpuaszony. Kog ATX
DO1A CO08.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

KeTokoHa30J1 — 11 CHHTETHYHA MOXiJHA IM1JJa30JI110KCOJIaHy, 110 Ma€e QYHTIIUAHY Ta QyHTiCTaTHUHY
aKTHBHICTD 110710 JepMmarodiri, Takux sk Trichophyton sp., Epidermophyton sp., Microsporum sp., i
apibkmkiB, Takux sk Candida sp. ta Malassezia furfur (Pityrosporum ovale). lammnyss i3
KETOKOHA30JIOM IIBHJAKO 3MEHIIYE IyIIEHHS Ta CBEepODK, $KI YacTO AacoOUIIThCA 3 JYIOIO,
ceOOPEeHOI0 eK3EMOI0 Ta BUCIBKOMIOAIOHUM JIMIIIAEM.

Dapmaxoxinemuxa.

Ilicns micueBoro 3actocyBaHHs mammnyHio Jlepma3on® BMICT KETOKOHA30ly y TIasMi KpoBi He
BU3HAYaeThCcs. [lma3MoBi piBHI MiCAs MICIIEBOTO 3aCTOCYBaHHS IIAMIYHIO 13 KETOKOHA30JIOM
BHU3HAYAJIKCS MICI 00 HAHECEHHs Ha BCIO MIOBEPXHIO TiIA.



Kainiuni xapakTepucTuKu.

Ilokazanna.

JlikyBanHs Ta mpo(dUIAKTHKAa YpaKeHb IIKIpU Ta BOJOCCS, IO CIPUYMHEHI JAPLKIHKOBUMHU
MmikpoopranisMamu Malassezia (nonepeanst Haszsa Pityrosporum), takux siK Jiyna, BUCIBKOIOIIOHUMH
nuiiai (JIokajabHUi), ce0opeHuil JepMaTuT.

Ilpomunokazauns.
I[epMa30J1®, [IaMITYyHb, TPOTUIIOKA3aHUH TPH HASIBHOCTI TINEPUYYTIMBOCTI 0 Oyab-SKOTO 3 HOro
KOMITIOHEHTIB.

B3aecmooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.
Hesinoma.

Ocobnueocmi 3acmocyanns.

JUia momnepe/pKeHHs CUHAPOMY BIAMIHM NPU TPUBAJIOMY MICIIEBOMY JIIKYBaHHI KOPTHKOCTEpOiTaMu
PEKOMEHAYETHCS MPOJIOBXKYBATH MICLIEBE 3aCTOCYBaHHSI KOPTUKOCTEPOIAIB y NOEIHAHHI 3 IIaMIIyHEM
Jlepmazon® 3 Mo abIIOIO IOCTYTIOBOIO BiIMiHOO KOPTHKOCTEPOIiNiB MPOTATOM 2—3 THKHIB.

VYHUKAaTH KOHTAaKTy IIAMIYHIO 3 Oo4KMMa. SIKIIO MIaMIyHb MOTpanuB B OYi, HEOOXITHO MPOMHTH iX
BOJIOIO.

[Ipenapat mictuth Oytunariapokcutosyod (E 321), ToMmy Moxke COpUUMHUTH MICLEB1 IIKIpHI peakiii
(HampuKJaa KOHTAaKTHUHN 1epMaTHUT) a00 TOApa3HEHHs 04Yel Ta CIIM30BUX OOOJIOHOK.

[IpenapaT MICTUTBH MPOMUIEHIIIIKOJIb, TOMY MO€ CIIPUYMHHUTH MOIPa3HEHHS IIKIPH.

3acmocyearnns y nepioo eacimuocmi abo 200y8anHs 2pyoor.

Hanexni Ta mobpe KOHTpOIBOBaHI JOCTIHKEHHS 3a y4acTIO BariTHUX KIHOK Ta MaTepiB y IMepioj
TrOJAyBaHHA TPYyNa0 He mpoBoamiaucs. [licas MICIIEBOTO 3acTOCyBaHHS Ha IIKIpI IMIAMIYHIO 3
KETOKOHA30JIOM y HEBariTHUX >KIHOK KOHIICHTpAIllsl KETOKOHA30JIy Yy TuIa3Mi KpOBI HE BHU3Hauasacs.
[Ina3moBi piBHI MiCAs MICIIEBOTO 3aCTOCYBAaHHS IIAMITYHIO 3 KETOKOHA30JIOM BHW3HAYAIMCS IICIIS
HaHECCHHsI Ha BCIO TIOBEPXHIO Tia. Y 3B’S3KY 3 BIICYTHICTIO BiIOMHX (DAaKTOPIB pU3UKY 3aCTOCYBaHHS
npernapary y nepioji BarirHocTi abo royBaHHs TPYJII0 HE MPOTUTIOKA3AHO.

30amuicmv eénaueamu Ha WEUOKICMb peaxyii npu KepyBawHi aABMOMPAHCHOPMOM abO  [HUWUMU
MEXAHIZMAMU.

Jlepma3on®, mammyHb, He BIUIMBA€ HA 3JaTHICTh KepyBaTH aBTOTPAHCIOPTOM ab0 MpalOBaTH 3
IHIIMMH MEXaHI3MaMHU.

Cnoci6 3acmocysanna ma 0o3u.

Ha ypaxeHi JiIAHKM HaHecTH mamnyHs JlepmMa3on® Ha 3—5 XBUIIMH, HIC/Is YOTO 3MHUTHU BOJIOIO.

Jlikysanus:

- InymaTta cebopeiiHuil JepMaTuT (cebopeiiHa ek3ema): 2 pa3u Ha THKIEHb BIIPOJOBK 2—4 THKHIB;

- BUCIBKOTMOAIOHUI NHUIIIAi: II0IEHHO BIPOJOBXK 5 JIHIB.

Ipogpinakmuxka:

- nyna Ta ceOopeiiHi AepMaTuTu (cebopeiina ex3emMa): KOKeH THXAeHb a0o 1 pa3 Ha 2 THXKHI;

- BUCIBKOMOMAIOHMI NHIIaii: MIOJEHHO BIPOJOBX 3 MAHIB (pa3oBUM Kypc JIKyBaHHS) TeEpen
MOYaTKOM JIITHFOTO CE30HY.

Jimu.
besneka Ta edeKkTUBHICTb 3aCTOCYBAaHHS JIKApCHKOTO 3aco0y JiTsM BikoM 10 12 pokiB He
BCTaHOBJICHA.



Ilepeoosysannas.

OcKiTbKH TIperapaT MPU3HAYA€ThCS TUTBKH JIJIS 30BHIIIHBOTO 3aCTOCYBAHHS, PO3BUTOK MEPEI03yBAHHS
He Tiepe0ayaeThesl.

[Ipu BuUMagKOBOMY NPOKOBTYBaHHI JIIKyBaHHSA IIOJIATA€ Yy 3aCTOCYBAaHHI TMIATPUMYIOUUX Ta
CUMITOMATUYHHX 3aX0diB. I momepemKeHHs acmipalii 3a00pOHS€ThCS CIPUIUHATH OIOBaHHS ab0
MIPOMHUBATH HITYHOK.

Io6iuni peakuii.

3 6oky imynHol cucmemu: Ppeakuii TIMEPUYTIMBOCTI, BKIIOYAIOYM AHTIOHCBPOTUYHUN HAOpSK Ta
KpPOIIUB’ SIHKY.

3 6oky wkipu ma niOWKIpHOI KAIMKOBUHU: AaJIOTENis, CyXIiCTh IIKIpH, 3MiHA CTPYKTYPH BOJIOCCH,
BHUCHUIIAHHS, BIAYYTTS MEUIHHS LIKIPH, aKHE, KOHTAKTHUW JNEpPMAaTUT, CyXICThb IIKIPH, 3MIHU 3 OOKY
IIKIpU, TIOCWJIEHHS JYIIEHHs ILIKIpH, MiJBUILIEHAa >KUPHICTb abo CyXICTh BOJIOCCS, 3MIHA KOJIOPY
BOJIOCCS (B OCHOBHOMY Y MAIlI€EHTIB 3 XIMIYHO YIIKOJDKEHHUM a00 CUBHUM BOJIOCCSIM).

3 b6oky opeanie 30py: MABUIIIEHA CIO30TEYA, TIOIPa3HEHHS OYeH.

3 60Ky HepBosoi cucmemu: TACTEB31S (MOPYIIEHHS CMaKOBOT YYTIMBOCTI).

Inghexyii ma insazii: GomKymiT.

3azanvHi nopywienns ma peakyii y micyi 3acmocy8anHs. epuTeMa, TMOoJAPa3HeHHs, CBEPODLK, BIAUYTTS
TUCKOM(OPTY, TINEPUYTIUBICTh, TyCTYIH03HE BUCUITAHHS Y MICI1 HAHECEHHS.

Tepmin npuoamnocmi.
4 poxu.

YMoBH 30epiraHus.
36epiraTu pu Temneparypi He Buie 25 °C B opUriHaNIbHIN yITaKOBIIL.
30epiraT¥ y HEIOCTYITHOMY JIJIsl IITEH MICITI.

YnakoBka.

ITo 8 mu y came. o 20 camie y kapTOHHII yITaKoBIIi.

ITo 50 My a60 1o 100 mu1 y prrakoHi, KpHIIIeUKa sIKOTO OOTATHYTA IJIIBKOBOIO 000JIOHKOIO.
ITo 1 ¢urakoHy y KapTOHHIN YIIAaKOBII.

Kareropis Binnmycky.
be3 penenra.

Bupoonuk.
KYCYM XEJITXKEP IIBT JITJ/
KUSUM HEALTHCARE PVT LTD.

Micue3naxoa:keHHsI BAPOOHHUKA TA MOro aapeca Micus NPOBasKeHHS JislJIbHOCTI.
CII-289 (A), PIIKO Inmactpian apea, Yonanki, bxiBani, Jlict. Ansap (Pamxactan), [unis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

JaTa 0CTAaHHLOIO MeperJsay.
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