IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NEPMA30/T®
(DERMAZOLE®)

Cknag:

Aitoya pevyoBnHa: KeTokoHa3o/ (ketoconazole);

1 M1 LWamMnyHK MICTUTbL KETOKOHa301y 20 Mr;

[IOMOMI>KHI PeyoBMHW: KOKOAieTaHONamif, HaTpito naypun eip cynbgar, AUHATPIO MOHONAypwua eip CynbocyKUMHaT, Makporon 120 MeTUArIOKO3M fionear,
MPOMINEHIMiKOMb, KUC/0Ta X/I0PUCTOBOAHEBA KOHLEHTPOBAHA, HATPIt0 Xnopug, HaTpito rigpokend, eytunrigpokeutonyon (E 321), imigoceyoBuHa, noHco 4R (E
124), apomatmsatop CK D00923, Bofa oumLLieHa.

Nikapcbka thopma. LLiamnyHb.
OCHOBHI (pi3MKO-XiMiYHI BNaCTUBOCTI: NPO30pa, B’sA3Ka pPiAnHa POXKEBOro KO/IbOPY 3 XapaKTEPHUM 3anaxom.

dapmakoTepaneBTUYHa rpyna.
MpoTurpnbkKoBi 3acobm Ans MicLEeBoro 3actocyBaHHs. MoxigHi imigasony Tta Tpuasony. Kog ATX DO1A CO08.

dapMako/oriyHi BnacTmnBoCTI.

dapmakoguHamika.

KeTOKOHa30/1 — Le CMHTETUYHA MoXifHa iMi4a30/14i0KCoNaHy, Lo Mae (OyHriUMAHY Ta (yHrIiCTaTUYHY aKTUBHICTb LWOAO AepmaToqiTis, Takmx aK Trichophyton sp.,
Epidermophyton sp., Microsporumsp., i gpbkaxis, Taknx gk Candida sp. Ta Malassezia furfur (Pityrosporum ovale). LLlamnyHb i3 KeTOKOHa30/10M LUBUAKO 3MEHLLYE
NYLLEHHA Ta CBEPOIXK, AKi YaCTO acoLitotTLCA 3 1yNOt0, CeB60PEHOKD eK3eMOKD Ta BUCIBKONOAIOHNM NINLLIAEM.

PapmakoKiHeTuKa.

Micns MicueBoro 3acTocyBaHHA LamnyHio [JepMa3on® BMIiCT KETOKOHa30/ly y Mna3Mi KPOBi He BM3HAYaeTbes. MM1a3MOBi PiBHI Micns MiCLEBOr0 3aCTOCYBaHHS
LLIAMMYHHO i3 KETOKOHA30/10M BU3HaYaIMcs Nicns Moro HaHeCeHHN Ha BCHO MOBEPXHIO TiNa.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHA.

JlikyBaHH$ Ta NpoginakTnKa yparkeHb LUKIPWY Ta BOMOCCH, L0 CNPUYMHEHT APIKIKOBUMKM MiKpoopraHismamu Malassezia (nonepefHs Hassa Pityrosporum), Takux K
nyna, BUCIBKONOZIGHWIA LA (NokanbHWIA), cebopeliHniA fepMaTuT.

IMpoTnnoKasaHHA.
Nepmaszon®, wamMnyHb, NPoTUNoKasaHuii NPy HassBHOCTI FinepyyTIMBOCTI 40 GY/1b-IKOr03 10ro KOMMOHEHTIB.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
Hesigoma.



Oc06/1MBOCT i 3aCTOCYBaHHSI.

[na nonepempkeHHA CUHAPOMY BiAMIHW MpU TPUBa/IOMY MICLLEBOMY JliKyBaHHI KOPTUKOCTEPOIfaMu PEKOMEHAYETLCA MPOAOBXYBAaTU MiCLEBe 3acTOCyBaHHSA
KOPTMKOCTEPOIZiB Y NoeAHaHHI 3 WwamnyHeM [epma3on® 3 noaanbLLoto NOCTYMOBO BifIMIHOK KOPTUKOCTEPOIAiB NPOTArOM 2—3 TUXKHIB.

YHUKaTU KOHTaKTY LLIAMMYHI0 3 04MMa. AKLLO LWaMnyHb NOTPanmBe B 0Yi, HEO6XiAHO NPOMUTK iIX BOAOHO.

Mpenapat micTUTL 6yTUArigpokcuTonyon (E 321), TOMy MOXe CIPUYMHUTI MiCLEBI LUKIPHI peakuii (Hanpukiag KOHTaKTHUIA AepMaTuT) abo Nofpas3HEHHs oueid Ta
CNN30BNX 0OOOHOK.

MpenapaT MICTUTb NPOMINEHTTIKONb, TOMY MOXXe CMIPUYNHUTI NOAPA3HEHHS LIKIpK.

3acTocyBaHHA y nepiog, BariTHOCTI abo rogysaHHs rpyaato.

HanexHi Ta [06pe KOHTPO/bOBaHI AOCMIMKEHHS 3a Y4acTio BariTHUX XXIHOK Ta MaTepiB y nepioj rofyBaHHS TpyAAl0 He nposogunuca. llicna micuesoro
3aCTOCYBaHHA Ha LUKIpi LWaMMyH0 3 KEeTOKOHA30/0M Y HeBariTHMX XXIHOK KOHLIEHTpaLis KeTOKOHa30/y Yy nna3Mi KpoBi He BM3Hauanacs. 1a3MoBi piBHI nicns
MiCLLeBOro 3aCTOCYyBaHHS LUAMMyHHO 3 KETOKOHA30/10M BU3HaYa/IMCA MICNA HAHECEHHA Ha BCKO MOBEPXHIO TiNa. Y 3B’A3KY 3 BiCYTHICTIO BiOMUX (DAKTOPIB PU3MKY
3aCTOCyBaHHA npenapaTy y nepiog BariTHOCTI ab0 roflyBaHHsA rpyA4ro He MPOTUMNOKas3aHo.

3[aTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npu kepyBaHHi aBTOTPAHCNOPTOM ab0 iHLIMMU MexaHi3mamu.
Oepmazon®, wamnyHb, He BNAMBAE Ha 3AaTHICTb KepyBaTh aBTOTPAHCMOPTOM 260 NPaLitoBaTH 3 iHLWMMM MeXaHi3MaMu.

Cnocib 3acTocyBaHHA Ta [03Mu.

Ha ypaxeHi insHKn HaHecTy WwamnyHb JepmMa3on® Ha 3-5 XBUMWH, NiCAs 4Oro 3MUTU BOJOHO.

NikyBaHHs:

- nynaTa cebopeliHuii agepmatut (cebopeliHa ek3ema): 2 pa3u Ha TVXKAEHb BMPOAOBX 2—4 TUXKHIB;

- BWUCIBKOMOAIOHWIA NMLLIAIA: WOAEHHO BNPOAOBX 5 AHIB.

MpoinakTuka:

- Niyna Ta cebopeliHi aepmatuTi (cebopeliHa ek3eMa): KOXeH TYKAeHb abo 1 pa3 Ha 2 TUXKHI;

- BMCIBKONOAIOHWIA NnLWalA: WoAeHHO BNPOA0BX 3 AHIB (pa3oBuid Kypc NikyBaHHS) nepes no4aTKoM NiTHLOrO CE30HY.

aiTn.
Besneka Ta edpeKTVBHICTb 3aCTOCYBaHHSA N1IKAPCbKOro 3aCoby AiTAM BiKOM 0 12 pOKIB He BCTaHOB/IEHa.

Nepepo3yBaHHA.

OcKifibKv npenapar Npu3HavaeTbCa TiIbKN A5 30BHILUHLOI0 3aCTOCYBaHHS, PO3BUTOK Nepefo3yBaHHSA He nepesbdaqacTbes.

Mpy BUNaAKOBOMY MPOKOBTYBaHHI NiKyBaHHA MOMIArae y 3aCTOCyBaHHI MiTPUMYHOUMX Ta CUMNTOMaTUYHUX 3aXO04IB. 18 nonepeskeHHs acnipauii 3a60poHAETLCA
CMPUYMHATK 6/110BaHHA ab0 NPOMMBATY LLNYHOK.

Mo6iyHiI peakuil.



3 60Ky iMYHHOT ccTeMu: peakLii rinepuyTaIMBOCTI, BK/IKOYAKOUM aHTiIOHEBPOTUYHMWIA HABPSK Ta KPOMUB’HKY.

3 BOKy LIKipK Ta NiAWKIpHOT KNI TKOBUHK: anonewis, CyxicTb LUKIpPW, 3MiHa CTPYKTYpW BOIOCCA, BUCUMNAHHS, BiAYYyTTS NeYiHHA WKIipKW, akHe, KOHTaKTHWUIA 1epMaTuT,
CYXIiCTb LUKIpW, 3MiHW 3 BOKY LUKIPW, MOCUMIEHHA NYLLEHHS LWKIPW, MiABULLEHA XXMPHICTb ab0 CyXiCTb BOSIOCCA, 3MiHA KO/IbOPY BOIOCCA (B OCHOBHOMY Y NALiEHTIB 3
XiMIYHO YLLKOAXXeHM abo CMBMM BOSIOCCSM).

3 60Ky opraHis 30py: NigBuLLeHa Cnbo30Teva, NoAPasHEHHS OYei.

3 60Ky HepBOBOT CUCTEMU: AucreB3is (NMOPYLLEHHS CMaKOBOT Yy T/IMBOCTI).

IHGpekUiT Ta iHBasii: onikyniT.

3arasibHi NOpyLUEHHA Ta peakuii y Micyi 3aCTOCYBaHHA: epuTeMa, NoApasHeHHs, CBepbiX, Big4yTTa AUCKOMGOPTY, rinepuyTamMBiCTb, NYCTY/IbO3HE BUCUMAHHA Y
MiCL,i HaHECEHHS.

TepMiH NpUAaTHOCTI.
4 pOKW.

YMoBM 36epiraHHs.
36epirat npu Temnepatypi He BuLle 25 °C B OpuriHa/bHIN yNakoBLi.
36epiratn y HefOCTYNHOMY AN AiTei MicLi.

YnakoBKa.

Mo 8 mn y cawe. Mo 20 calle y KapPTOHHIl ynakoBLi.

Mo 50 mn a6o no 100 mA y thnakoHi, KpyLeyka SKoro 06TarHyTa nniBkoBOK 060/10HKOHO.
Mo 1 thnakoHy y KapTOHHI yNakoBL,i.

KaTeropis Bignycky.
bes3 peuenTa.

BupobHuK.
KYCYM XENTXKEP MNBT NTLH/
KUSUM HEALTHCAREPVT LTD.

Micue3HaxomkeHHs BUPOOHMKa Ta oro agpeca mMicus NpoBamKeHHs 4isiNIbHOCTI.
CI1-289 (A), PIIKO InpacTtpian apea, YonaHki, bxisaai, Aict. Ansap (PagxactaH), IHais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India



