IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

OEPMA30JI°

(DERMAZOLE®)

CKn1ao0:
ditoua pevosuHa: KeTokoHa301 (ketoconazole);
1 M1 mamMnyH:o MiCTUTh KETOKOHAa3051y 20 MT;

0onoMmidiCcHI peyo8uHU: KOKOAieTaHONIaMill, HaTpito aypun edip cynbdhaT, AUHATPII0 MOHOJIAYPUIT
edip cynpdpocyKurHaT, Makporoa 120 MeTUITII0KO3HU fioeaT, IPOIiIeHTTiKOIb, KUCI0Ta
XJIOPDUCTOBOAHEBA KOHI[EHTPOBaHa, HATPil0 XJIOPU[, HaTPil0 TigpoKcun, Oy TUITiAPOKCUTOITYO

(E 321), imigoceuoBuHa, mouco 4R (E 124), apomaTtusatop CK D00923, Boga ouniieHa.

JIikapcbeka ¢opma. [llamyHs.

OcHo8HI (pi3uko-XimMiuHI 8/1acmMuBoCcmi: MPO30pa, B'sI3Ka PiArHa POKEBOT0 KOJILOPY 3 XapaKTEPHUM
3amaxoM.

®apMakoTepaneBTUYHA I'pyla.

[TpoturpubkoBi 3aco0u s MiclieBoro 3actocyBaHHs. [loxigHi imiga3omy Ta Tpuasony. Kog ATX
DO1A CO08.

dapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

KeTokoHa301 — Ile CHHTETHYHA MTOXifHa iMiga30sioKcosany, 0 Mae QyHTIIUAHY Ta QyHTICTaTUYHY
aKTHUBHICTH IIOA0 OepMaToditis, Takux K Trichophyton sp., Epidermophyton sp., Microsporum sp., i
npixnxiB, Takux 9K Candida sp. Ta Malassezia furfur (Pityrosporum ovale). lllamMnyHb i3

KETOKOHA30JI0M LIIBUAKO 3MEHIIYE JTyIIeHHs Ta CBepOiXk, sIKi 4aCTO aCoIilI0ThHCS 3 JIYTIOIO,
ce0operHO eK3eMOI0 Ta BUCIBKOTIOTIOHUM JIUILIAEM.

dapmakokiHemuka.

ITicns MicIeBOro 3aCTOCyBaHHS IIAMIyHIO [lepMa30i” BMICT KeTOKOHA30JIy y IIa3Mi KPoBi He



BH3HAYa€ThCs. [171a3MOBi pPiBHI IMiCiIsg MiCI[@BOT0 3aCTOCYBAHHS MIAMITYHIO i3 KETOKOHA30JI0M
BHM3HAYAJIKCS ITiCyIsT 100 HAaHEeCeHHS Ha BCIO IIOBEPXHIO Tina.

KniniuHi xapaKTepuCTHKH.
Iloka3zaHHA.

JlikyBaHHS Ta Ipo¢inakTHKa ypaXeHb MIKipX Ta BOJIOCCS, 110 CIPUYUHEH] APiKIXKOBUMU
MikpoopraHizaMamu Malassezia (momepenHs Ha3Ba Pityrosporum), Takux SIK JTyma, BUCIBKOTIOHiOHU M
nuiiay (JIoKajabHUM), ce00peHUN TepMaTHT.

IIpomunokKa3aHHsi.

Iepmason®, IIaMITyHb, IIPOTUIIOKA3aHUH IIPU HASIBHOCTI TiepYyTIUBOCTI 00 OYOb-IKOT0 3 HOTO
KOMIIOHEHTIB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

HesBigoMma.

Oco06.1ueocmi 3acmocyeaHHs1.

[n1g nonepenXKeHHs CUHAPOMY BiIMiHU IIpU TPUBAJIOMY MiCIIeBOMY JIiKyBaHHI KOPTUKOCTEPO1ZaMu
PEKOMEHIYEThCS MPOMOBXKYBAaTH MiCIleBe 3aCTOCYBaHHS KOPTUKOCTEPOILiB y MOENHAHH] 3 IaMIIyHEM
IepMa3om® 3 IMOAAIbIIOK MOCTYIOBOK BiAMIHOK KOPTUKOCTEPOIMiB IPOTATOM 2-3 THXKHIB.

Yuukatu KOHTAKTY HIaMITYHIO 3 O4YHXMa. Akio ITaMITYHb IIOTPAIIMB B oui, H806X1JIHO IIPOMHUTH ix
BOOOI0.

[Tpenapar mictuth 6yTunrigpoxkcuronyon (E 321), ToMy MoXe CIpUYMHUTH MicIeBi IIKipHi peakiril
(HampuKIam KOHTAKTHUM fepMaTuT) abo moapa3HeHHs O4Yel Ta CIM30BUX 000JIOHOK.

HpenapaT MICTHUTB HpOHiHGHFJ’IiKOJ’IL, TOMY MO2XKe€ CIIDUYMHUTHU IIOAPA3HEHHSA H.IKlpI/I

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

HanexHni Ta moOpe KOHTPOJIbOBaHi AOCTiAKEHHS 3a YYaCTIO BariTHUX XKiHOK Ta MaTepiB y mepiof
TrOfyBaHHA I'PYLAI0 He mpoBoguiucs. Ilicas miclieBOro 3aCcTOCyBaHHS Ha LIKIPI IMIaMIIYHIO 3
KeTOKOHA30JI0M Y HEBariTHUX XKIHOK KOHIIEHTpAllid KeTOKOHA30J1y y IIJIa3Mi KPOBi He BU3Hadasacs.
[1ma3moBi piBHI MiC/IA MiCII€BOI'0 3aCTOCYBaHHS LIAMIYHIO 3 KETOKOHA30JI0M BU3HAYaIUCH IiCIIA
HaHEeCEHHS Ha BCIO IIOBEPXHIO Tijla. Y 3B'3Ky 3 BifCyTHICTIO BifoMuX (HaKTOPiB PU3UKY 3aCTOCYBaHHS
IIpernapary y Iepiof BariTHOCTi abo rogyBaHHs T'PYAII0 He IPOTUIIOKA3aHo.



30amHicmb eniueamu Ha weudKicmb peakuyii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

JlepMa3on®, IIaMITyHb, HE BIIJIUBA€ Ha 3JaTHICTh KePyBaTH aBTOTPAHCIOPTOM abo IpallioBaTH 3
IHIIIMMM MeXaHi3MaMU.

Cnocid 3acmocyeaHHsi ma do3u.
Ha ypakeHi JilgHKE HaHEeCTH IIaMIyHb [JepMa30n” Ha 3-5 XBUIIMH, [iC/I Y0r0 3MUTH BOTOIO.
JIiky8aHHA:

- myma Ta ceboperHuit mepMaTuT (cebopeliHa eK3eMa): 2 pa3u Ha THKOEHb BIPOMOBK 2-4
TUXKHIB;

- BHCIBKOTIOTiOHM NHINIAN: IIOIeHHO BIPOOOBXK 5 [HIB.
ITpogpinakmuxka:
- myTia Ta ceboperiHi gepMaTuTu (cebopeliHa eK3eMa): KOXKeH THXKAeHb a00 1 pa3 Ha 2 TUXKHi;

- BHCiBKOTIOHiOHMI NUIlIal: II0eHHO BIPOAOBXK 3 [HIB (pa30BUM KypcC JiKyBaHHS) Iepen
[I0YaTKOM JIITHBOI'O CE30HY.

Himu.

Beameka Ta epeKTUBHICTh 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y AiTsIM BikoM 10 12 pokiB He
BCTAHOBJIEHA.

Ilepedo3yeanns.

OckinbKy npenapaTt IpU3HAvYaEeThCA TIIBKY [OJI 30BHILIHBOT0 3aCTOCYBaHHS, PO3BUTOK
nepeno3yBaHHs He repentadaeThCs.

[Ipu BUIIAJIKOBOMY IIPOKOBTYBaHHI JIIKyBaHHS [10JIATa€ Y 3aCTOCYBaHHI MIATPUMYIOUUX Ta
CUMIITOMATUYHUX 3aX0miB. [I715 monepenKeHHs acmipaliii 3a00p0oHSIEThCS COPUYUHSATY OTI0BaHHS a0
IIPOMUBATHU LIUIYHOK.

ITo6iuni peakuii.

3 6oky iMyHHOI cucmemu: peaxliii TimepuYyTIUBOCTI, BKIIIOYA0YU aHTiOHEBPOTHYHUM HAOPSK Ta
KPOIIVB AHKY.

3 6oky wkipu ma niOwKipHoi KAiIMKOBUHU: aJoTellisi, CyXiCTh IIKip#, 3MiHa CTPYKTYPH BOJIOCCH,
BUCHUIIAHHS, BiIUYTTS NMeYiHHA IIKipYU, aKHe, KOHTAKTHUYN IePMATUT, CYXiCTh IIKipH, 3MiHU 3 GOKY
IIKipH, TOCUJIEHHS JIYIeHH S WIKipy, MifBUIIleHa XKUPHICTb a00 CyXiCTh BOJIOCCS, 3MiHA KOJILOPY



BOJIOCCS (B OCHOBHOMY Y TIAIli€HTIB 3 XiMiYHO YIIIKOIXKEHUM a00 CUBUM BOJIOCCSIM).
3 60Ky opaaHie 30py: MiABUILEHA CIIbO30TEYA, TOAPA3HEHHS OUel.

3 60Ky Hepeoeoi cucmeMu: IUCTeB3is (MOPYIIEHHS CMAKOBOI Yy TIMBOCTI).
IHpekuil ma iHeasii: GOMKYIIT.

3aeanvHi nopyweHHs ma peakuii y Micyi 3acmocyeaHHs: epuTeMa, ogpa3HeHHs, CBepOixkK, BiguyTTs
OUCKOMGOPTY, TillepYyTIUBICTh, IyCTYIbO3HE BUCUIIAHHS Y MiCIli HAHECEHHS.

Tepmin npudamuocmi.

4 poxwm.

YMoBu 30epiranHsi.
30epiratu npu TeMiepaTypi He Buile 25 °C B opuUTiHaNbHiM yIIAKOBII.

36epiratu y HEOOCTYIIHOMY IJIST OiTe# MicCIi.

YnakoBka.
[To 8 mn y came. ITo 20 caie y KapTOHHIN YIIaKOBIIi.
[To 50 mn abo mo 100 M7 y drrakoHi, Kpullleuka SKOT0 O0TATHYTa IIiBKOBOIO 000JIOHKOIO.

[To 1 ¢pnakoHy y KApTOHHIM YIIaKOBIIi.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.
Kycym Xentxkep IIsT JITH/

Kusum Healthcare Pvt Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

CII-289 (A), PIIKO InpmacTpian apea, Yomauki, bxiBani, [lict. AnBap (Papgxacran), [Hmis/



SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

IHCTPYKIIA

IJIsI METHIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y



IEPMA30J°®

(DERMAZOLE®)

Cknao:
ditoua pevosuHa: KeToKoHa301 (ketoconazole);
1 M1 maMnyH!0 MiCTUTh KETOKOHa30J1y 20 Mr;

0onoMmidiCcHI peuyosuHU: KOKOAieTaHONIaMill, HaTpito maypun edip cynbdaT, AMHATPII0 MOHOJIAYPUIT
edip cynpdocyKurHaT, MaKporoya 120 MeTUATTIOKO3HU [ioeaT, IPOIiIeHTTiKOIb, KUCIOTa
XJIOPUCTOBOAHEBA KOHIIEHTPOBaHa, HATPilo XJIOPU, HaTPil0 TigpoKCuL, Oy TUITiAPOKCUTOITYO

(E 321), imigoceuoBuHa, nmouco 4R (E 124), apomaTtusatop CK D00923, Boga ouuiieHa.

JIikapcbska ¢opma. [llaMyHs.

OcHosHI (i3uko-xiMiuHI 81acmugocmi: IPo30pa, B'd3Ka pifuHa POXKEBOr0 KOJIbOPY 3 XapaKTEPHUM
3araxoM.

(I)apMaKOTepal'IeBTI/I'-IHa rpyma.

[TpoturpuOKOBi 3acobu g MiciieBoro 3actocyBaHHs. [loxigHi iMifga3omy Ta Tpuasony. Kog ATX
DO1A CO08.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

KeTokOHa307 — 1le CHHTeTHUYHa NTOXigHA iMiga30/Ii0KCoJany, o Ma€ QPyHTinuaHy Ta QyHriCTaTUYHY
aKTHUBHICTH IIOA0 gepMaTodirtis, Takux K Trichophyton sp., Epidermophyton sp., Microsporum sp., i
opikOoxiB, Takux K Candida sp. Ta Malassezia furfur (Pityrosporum ovale). lllamnyss i3
KETOKOHA30JI0M IIBUIKO 3MEHINye JIyIeHHS Ta CBepOiXK, sIKi 4acTO acoIioThCA 3 JIYTIOI0,
ceOOpeHOI0 eK3eMO0 Ta BUCIBKOTIOMIOHUM JIUIIIAEM.

dapmakoKiHemuxka.

ITicna MicIeBoro 3acToCyBaHHs MaMIyHIO JepMa30i” BMICT KeTOKOHA30JIy y IIa3Mi KPOBi He
BU3HavaeThCA. [[71a3MOBi PiBHI MiCJA MICLIEBOr0 3aCTOCYBaHHSA IIaMIIYHIO i3 KETOKOHA30JI0M
BHA3HAYAJIUCA IiC/IS KO0 HAHECEHHS Ha BCIO IIOBEPXHIO Tija.

Kniniuni xapakKTepuCTHKH.



IToxka3auns.

JIikyBaHHS Ta IpodinakTHKa ypaXKeHb IIKipXU Ta BOJIOCCS, IO CIIPUYUHEHI OPiKIXKOBUMHU
MikpoopraHizmamu Malassezia (monepenHs: Ha3Ba Pityrosporum), TaKux K Jiyma, BUCIBKOIIOTiOHUM!
JUIIaM (JIOKanbHUM), ce00perHuN IepMaTHUT.

IIpomunoka3aHHA.

JlepMa3on®, IIaMITyHb, IPOTUIIOKA3aHNH IIPU HASIBHOCTI TiMepYyTIUBOCTI 00 OyOb-9KOT0 3 HOTO
KOMIIOHEHTIB.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiil.

Hesigoma.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[l monepeXKeHHSI CUHOPOMY BiIMiHYM IIpYU TPUBAJIOMYy MiClleBOMY JIiKyBaHHI KOPTUKOCTEPOIAaMU
PEKOMEHIYEThCS MIPOMOBKYBATH MicCIleBe 3aCTOCYBaHHS KOPTHKOCTEPOIMIB y MOENHAHH] 3 IIaMIIyHEM
TepMa3on® 3 MOAAbIIOK MOCTYIOBOK BiAMIHOI KOPTUKOCTEPOIMiB IPOTATOM 2-3 THXKHIB.

YHUKaTH KOHTAKTY LIAMIIYHIO 3 O4YKMMa. ZAKII0 IIaMITyHb IIOTPAUB B 04i, HEOOXioZHO MPOMUTH iX
BOJIOI0.

[TpemapaTt Mictuth OyTunrigpokcuronyon (E 321), ToMmy MoXKe CIPUYMHUTH MiclieBi WIKipHi peaxilil
(HampuKJIIa[ KOHTAKTHUM IepMaTuT) ab0 Iopa3HeHHs 04el Ta CIM30BUX 000I0HOK.

[IpemapaT MiCTUTH IIPOIJIEHTIIIKOJIb, TOMY MOXK€E CIPUYUHUTH [IOAPa3HEHHS IIKipH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HanexHi Ta ;oOpe KOHTPOIbOBAHI HOCTIXKEHHS 3a Y4aCTIO BariTHUX XKIiHOK Ta MaTepiB y mepiofn
roAyBaHHS IPyAnr0 He mpoBoaunucs. [1icis MiciieBoro 3aCToCyBaHHS Ha IIKIpi IIaMIIyHIO 3
KETOKOHA30JI0M y HeBariTHUX XKIHOK KOHLIEHTpallil KEeTOKOHA30J1y y IIJIa3Mi KPOBi He BU3Hayaacs.
[I;1a3MOBi piBHI micJs MICLIEBOr0 3aCTOCYBaHHA IIAMIIYHIO 3 KETOKOHA30JI0M BA3HAYAJIUCS ITiCIIA
HaHeCEeHHS Ha BCIO IOBEPXHIO Tina. Y 3B'513Ky 3 BiICYTHICTIO BifoMux (akTOpiB PU3UKY 3aCTOCYBaHHS
IIpenapary y Iepiof BariTHOCTI abo rogyBaHHS T'PYAAI0 He IPOTUIIOKAa3aHo.

30amHicmb eniueamu Ha weudKicme peakuyii npu kepysaHHi asmompaHcnopmom abo iHwumu
MeXaHisMamu.

Hepma30n®, IIIaMITyHb, HE BIIJIMBAE HA 3JATHICTh KePYBaTH aBTOTPAHCIIOPTOM abo MpaIffoBaTH 3
iHIIIMMM MeXaHi3MaMHU.



Cnocid 3acmocyeaHHsi ma do3u.
Ha ypaxeHi gingHKY HaHECTHU IIaMIIyHb Iepmason® Ha 3-5 XBUIMH, MICJIT YOT0 3MUTH BOTOI.
JIiKy8aHHA:

- myma Ta ceboperHuit mepMaTuT (cebopeiiHa eK3eMa): 2 pa3u Ha THMKOEHb BIIPOMOBK 2-4
TUXKHIB;

- BUCIBKOMOAIOHUY NUINIai: M0OEeHHO BIPOJOBXK 5 OHIB.
ITpogpinakmuxka:
- myTia Ta ceboperiHi gepMaTuTH (cebopeliHa eK3eMa): KOXKeH THXKAeHb a00 1 pa3 Ha 2 TUXKHi;

- BHCiBKOTIOHiOHMI NUIlIal: IMIOeHHO BIPOAOBXK 3 [HIB (pa30BUl KypcC JiKyBaHHS) Iepes
[I0YaTKOM JIITHBOI'O CE30HY.

Himu.

Beameka Ta eeKTUBHICTh 3aCTOCYBAHHS JIIKAPCHKOTO 3aco0y AiTsIM BikoM 10 12 pokiB He
BCTAHOBJIEHA.

Ilepedo3yeanHns.

OckinbKy npenapaTt IpU3HaYaEeThCS TiIbKU [AJI 30BHILIHBOTO 3aCTOCYBaHHS, PO3BUTOK
nepeno3yBaHHs He rependadyaeThCs.

[Ipy BUnafKoBOMY IIPOKOBTYBAHHI JIIKyBaHHS [I0JIATA€ Y 3aCTOCYBaHHI HiATPUMYIOYUX Ta
CHMIITOMATHUYHUX 3ax0miB. [IJIs1 monepemKeHHs acmiparii 3a00p0oHIEThCS COPUYNHATH OTI0BaHHS a0
IIPOMUBATHU LUIYHOK.

ITo6iuni peakuii.

3 6oky iMyHHOI cucmemu: peakilil TinepyYyTIUBOCTI, BKII0Yal0YHd aHTiOHEBPOTHYHUI HaOPSK Ta
KPOIIUB'IHKY.

3 6oky wkipu ma nidwKipHOi KAIMKOBUHU: aJOTellisi, CyXiCTh IKip#, 3MiHa CTPYKTYPHU BOJIOCCH,
BUCHUIIQHHS, BifUyTTS IE4YiHHS IIKipH, akKHe, KOHTAaKTHUM IepMaTHUT, CYXiCTh MIKipHu, 3MiHU 3 OOKY
MIKipY, IOCUJIEHHS NYIIeHHS MKipy, MiABUINeHa XKUPHICTh ab0 CyXiCTh BOJIOCCS, 3MiHa KOTbOPY
BOJIOCCS (B OCHOBHOMY Y IMAIiEHTIB 3 XiMiYHO YIITKOAKEHUM a00 CHUBUM BOJIOCCSIM).



3 60Ky opaaHis 30py: MigBUINIEHA C/IO30TEeYa, TOAPA3HEHHS 0Uel.,
3 6oky Hepeoeoi cucmeMu: IUCTEB3is (MOPYIIEHHS CMAKOBOI Yy TIMBOCTI).
IHpexuii ma iHeasii: HOMKyIiT.

3aeanvHi nopyweHHA ma peakuii y Micyi 3acmocyeaHHA: epuTeMa, ofpa3HeHHs, CBepOixkK, BiguyTTs
OUCKOMGOPTY, TiepYyTIUBICTh, IYCTYIbO3HE BUCUIIAHHS Y MiCIli HAHECEHHS.

Tepmin npudamHocmi.

4 pOKH.

YMmoBH 30epirannsi.
30epiratu npu TeMiepaTypi He Buille 25 °C B opuTiHaNbHil yIaKOBII.

30epiratu y HEJOCTYIIHOMY OJIST OiTeH MicCIi.

YnakosBka.
[To 50 M abo mo 100 M7 y drrakoHi, Kpuilleuka SIKOT0 O0TATHYTA I1JTiBKOBOIO 0060I0HKOIO.

[To 1 ¢bmaxoHy y KapTOHHIY yIaKOBIIL.

Kareropis Bigmycky.

Be3s pernenra.

BupoOHHK.

TOB «TJIEO®APM JITII»

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tisi/IbHOCTI.

40020, Cymcrka obnactb, M. Cymu, ByJ. [JaBumoBCchbKOTO ['puropis, 54



