IIJIAH YIIPABJIIHHSA PUBUKAMUAU
Ketoconazole & Ketoconazole/Zinc YACTHHA VI Bepcin 2.0 DLP: 30/09/2025

(topical formulation)

YACTHUHA V1. PE3IOME IVIAHY YIIPABJIIHHA PUSUKAMU

Pe3ioMe miiaHy ynpapJ/iiHHSI pU3HKAMHU
JJIS1 JIIKAPCBHKOI0 3ac00y MiJ TOProBOK HAa3BOI0
JTEPMA30JI®
(kemoxonazon).

Ile pesrome many ynpasainas pusukamu (ITYP) s nikapeskoro 3acoby (J13) Jepmason®, kpem,
20 mr/r (depma3zoa®).

VY ITYP mictuthes netanpHa iHdopMallis npo BakiuBi pu3uku JI3 Ta 3axonu mo/ao ix MiHimizarii.
Takosx HaaHO peKOMEHAAIT 1[0/I0 OTPUMAaHHA OUIBIIOT KUTBKOCTI iH(OpMaIllii PO PU3UKHU Ta BIICYTHIO
inpopmariro 3 6e3neku 3acrocyBanns JI3 Tepmazoa®.

®

B incTpykuii ans menuuHoro 3acrocyBanns (IM3) JI3 Iepma3zon® mictuthest HeoOXiaHa iHOpMaIis

JUI MEIMYHUX TIPAIiBHUKIB Ta MALI€HTIB 010 HOTO 3aCTOCYBAaHHS.

Baxumsi HOBI mpoOiiemu 3 Oe3meku abo 3MiHM 10 YMHHUX OynyTh BKJIIOYEHi B HOBI Bepcii ITYP

J13 Jlepmazoa®.

I. JIKAPCBKHWI 3ACIB TA JIJIS YOT'O BIH 3ACTOCOBY€EThCHI.

J13 Jlepma30a® 3apeecTpoBaHmii JUIs 3aCTOCYBAHHS 3a TAKMMH TOKA3aHHIAMH (cmucio'):

Ingpexyii wixipu, cnpuuuneni depmamogimamu:
enioepmogimis mina,
enioepmogimis pyx,
enioepmoimis cmynHis,

e naxosa enioepmogimis.
Kanouoos wkipu.
Buciskonodionuii (piznobapenuii) tuwatl.
Cebopetinuii oepmamum.

IpumiTka. 'TlosHa inpopMartis MicTuThes y unnHii IM3 JI3 Tepmaszon®.

Binbie inpopmarii npo JI3 depmazon® mictutbest B IM3, Ky MOKHa 3HalTH Ha caiiTi «Jlep)KaBHOTO
PEECTPY JIKAPCHKUX 3aC001B YKpaiHM.

II. PU3UKHU, TIOB’SA3AHI I3 3ACTOCYBAHHSAM JIIKAPCBKOI'O 3ACOBY, TA
3AXO/IM 3 IX MIHIMI3AIIIl ABO NOJAJILIIIOTO BUBYEHHSI.

Husxue 3a3Haueni Baxsmsi pusuku wis JI3 Jepma3zona® ta 3axou 3 X MiHiMizarrii.

3axoau 3 MiHiMizamii pusukis (3MP) muis JI3 MOXKYTh OYTH TAKUMU:

— iHdopmamis B IM3 (3acrepexeHHs, 3amoODKHI 3axoau, MOpPaaAMd IIOJO MPABUIBHOTO
3aCTOCYBaHHA TOLIO);

— iHdopmaris Ha ymakosui JI3;

— PO3MIip YIMaKOBKH, TOOTO KUIBKICTh JI3 B yIakoBIIi.

Pazowm 111 3axo/1u CTaHOBIATH pymunii 3MP.
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IVIAH YIIPABJIIHHA PU3UKAMM

Ketoconazole & Ketoconazole/Zinc YACTHHA VI Bepcin 2.0 DLP: 30/09/2025

(topical formulation)

HonatkoBo 1o mux pytuHHEX 3MP Ge3nepepBHO Bi0OyBaeThCs mpoiiec 300py, 00poOKH Ta aHaANI3y
iHdopmartii npo Bunaaku nodiunux peakiit (I1P) (B peryasipHO OHOBIIFOBAaHUX 3BITax 3 OE3IMEKH ), IO Ja€
MOJKJTUBICTh 3IIHCHUTH BIANOBIMHI HeraiHi 3axomu. L{i 3aX0qu CTAHOBIATH PYyMuHHY OUAILHICHbL 3
G apmaronaznnody.

ILA. MEPEJIK BAKJUBUX PU3UKIB TA BIJICYTHbOI IH®OPMAIIII.

Baxiusi pusuku JI3 depma3zon® — 1ie pusvkd, 1 SKAX HEOOXiAHI CremiajabHi 3aXOIu OO0
YOPaBIiHHSA HUMH 3 METOI TMOJAJBIIOTO BUBYEHHS ab0 MiHIMIZaIli aisg Oe3MmeYyHOoro 3acTOCYBaHHS
npemnapary. Baxiusi pu3uku MOKyTh OyTH BiJJHECEH1 10 KaTeropii i1eHTH(IKOBaHUX a00 MOTEHIIHUX.
loenmughikosani pusuxu — 1e npoOIeMu, i SKUX HasgBHI OCTATHI JOKa3HW iX 3B’S3Ky 13 MICLIEBUM
3aCTOCYBaHHAM KETOKOHA30Jy, Airouor pedoBunor JI3 Jlepmaszon®. [lomenyiiini pusuku — 1€
npoOJieMH, JIJIsl SKUX 3B 30K 13 MICIIEBUM 3aCTOCYBaHHSM KETOKOHA30Jy € MOMJIMBUM (Ha OCHOBI
HasBHUX JAHHX ), OJJHAK BiH II[¢ HE € BCTAHOBIICHUM 1 TOTPEOY€ MOAAIBIIOT OIIIHKU. Biocymus inghopmayis
— e indopmais 3 6e3nexu JI3, ska HA CLOTOMIHI BIACYTHS, alie Ky MOTPiOHO 310paTu (HampuKIaa, Npu
JOBrOTPUBAJIOMY 3acTocyBaHHi JI3).

Tabmums.  Ilepedtik Ba:kJIMBUX PU3UKIB Ta BiAcyTHHOI iHdopMaii.

Baxausi 1. Peakmii rinep4yTJIMBOCTI.
inenTndikoBani puznku

Baxausi BincyTHi.

NOTEeHUiiHI pU3NKH

BincyTns 1. besneka 3acTocyBaHHs y AiTel BikoM 110 12 pokiB.
inopmanisn 2. besneka 3acToCyBaHHS Yy KIHOK, Ki TOAYIOTh TPYIIIO.

3. besneka 3acTocyBaHHS y BariTHUX JKiHOK.

II.Lb. PE3IOME BAK/IMBUX PU3UKIB.

[ndopmanis 3 Ge3nekn MIiCIEBOro 3aCTOCYBaHHS KeTOoKOHasony B IM3 JI3 Jlepma3oa® mosHicTiO
Y3TOIKY€ThCS 3 BIANOBIIHUME JaHUMHU B IM3 / kopoTkiil xapakrepuctuii pegepertaoro JI3.

ILB. ILJIAH HICJASAPEECTPAIIIMHOTO PO3BUTKY.

II.B.1. JlocaigkeHHs, siki € 3000B’sI3aHHSM 3asiBHHKA.

He 3acmocosro.

3asBHUK HE MaB 30008 13aHb 010 POBEAEHHS qociimkens JI3 Tepmaszon® y micaspeectpaniiinomy
NepioJii Ta He TUIaHYe€ 1X MPOBOJUTHU 32 BIACHOIO 1HIIIaTHBOIO.

II.B.2.  THmi gocailzkeHHs B IJIaHI MiCJAAPeECTPALiiiHOIO PO3BUTKY.
He 3acmocosho.

Hemae HeoOXigHoCTI ipoBoquTH iHII Kocnimkenns JI3 depma3zon®.
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