IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TEPBIHOPM

(TERBINORM)

Cknao:
Oitoua peuosuHa: terbinafine;
1 My npemnapaty MicTuTh TepbiHadiny rimpoxmnopuny 10,08 mr;

0onoMidicHi peyosuHu: TIpomineHraikonb, Makporoin 300, eranon 96 %, Boma o4YuIleHa.

JlikapcbKa ¢popma. Crpelt HaIKipHUM, PO3YUH.

OcHo8HI (pi3uko-ximiuHi 81acmugocmi: mpo3opuii abo 371eTKa OmaJeCleHTHUN PO34ynH, 6e30apBHUM
abo 3 KOBTYBaTUM BiITIHKOM.

®dapMakKkoTepaneBTUYHa Irpyna.

[TpoTurpu6KoBi 3acobu s micueboro 3actocyBanHs. Kog ATX DO1A E15.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

TepOinadin sBnsie co60I0 aminaMmil i Ma€ MUPOKUM CIEKTP IPOTUTPUOKOBOI Ail pH iHPEKIiaX MIKipHu,
CIIPpUYUHEHUX TaKuMu nepMmaToditamu sk Trichophyton (vampukmnagn, T. rubrum,

T. mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis ta Epidermophyton
floccosum. Y HU3bKUX KOHIEHTPALISIX YUHUATh QYHTIIUAHY Oil0 100 AepMaTOdiTiB i MIiCHABUX
rpu6iB. AKTHBHICTH IIOMI0 APiXK/XKOBUX rpr0iB € GyHTrinugHOW (Hanpukiap, Pityrosporum orbiculare
abo Malassezia furfur) abo ¢pyHTricTaTUYHOIO 3a7I€3KHO Bif BUAY.

Tepbinadin cnenudiuno mpurHiyye paHHii etan 6i0CHHTE3y CTEPUHIB ¥ KIITHHHIN MeMOpaHi rpudka.
Lle mpu3BOOUTh 00 HeGil[UTy eprocTepony i 40 BHYTPIITHBOKITITHHHOTO HAKOMUYEHHS CKBaJIeHY, III0
crpuyuHse 3arubens KniTuHU rpuba. Bninmus TepbiHadiny 30iiCHIOETHCS MIUISTXOM IPUTHIYEHHS
(bepMeHTy CKBaJleHEeIIOKCHa3u y KITiTHHHIM MeMOpaHi rpuba. Llei hepMeHT He HaleXKUTh 10
cuctemu muroxpoMy P450. TepOinadin He BIIKMBaE Ha MeTa00J1i3M rOPMOHiB ab0 iHIIKX JTiIKAPChKUX
3aco0iB.



dapmakoKiHemuxka.

[Ticns 30BHIIHLOTO 3aCTOCYBaHHS a0cOpOyeThCcs MeHIe 5 % Bif 3aCTOCOBAHOI 103U, TOMY CHCTEMHaA
ekcro3utis repbinadiny gyxKe He 3HaYHA.

KrinigHi xapaKTepUCTHKH.
Iloka3zanus.

JlikyBaHHS MiXKIIaIbIleBOl emifgepModiTil CTOm («CToMa aTieTa») Ta IaxoBol AepMaToQiTil
(«cBepObixK KOKes»), CHPpUYMHEHUX iepMaTodiTamu, TakuMu K Trichophyton (Hanmpukafp,
T. rubrum, T. mentagrophytes, T. verrucosum, T. violaceum) ta Epidermophyton floccosum.

IIpomunoka3aHHs.

[TinBuIleHa YyTNUBICTH [0 Ail040l PeYOBMHU ab0 [0 iHIIMX KOMIIOHEHTIB ITperapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Xo4a HEMaE BioMOCTe PO BUHUKHEHHS Oy/b-IKUX JTiKapChKUX B3a€MOZiH, K 3amno0ixkHu 3acib He
PEKOMEHIY€EThCSI HAHOCUTH iHIII JTiKapchKi 3acobu Ha AiNsSHKY, 00po0ieHi IpermapaToM.

Oco06.1ueocmi 3acmocyeaHHsi.

[Tpemapart CJIif 3aCTOCOBYBaTH 3 00€PEKHICTIO NallieHTaM 3 YIIKOAKEeHHSMU IIKipH, TOMY 1110 €TaHOJ,
SIKMU BXOOUTH O MOr0 CKJIany, MOXe CIPUYUHATY IOOPa3HeHHs.

[IpenapaT npru3HaUYeHUN OJ1s1 30BHIIIHBOTO 3aCTOCyBaHHs. Cliper He MOXKHa HaHOCUTH Ha
009 Y.

[IpemapaT MOXKe COIPUYUHSATHU MOAPa3HEHHS 04el. Y pa3i BUIafKOBOIr0 IMOTPAIJITHHS CIPeo B 0Yi
CIIiT HeTalHO MIPOMUTH 1X IPOTOYHOIO BOIOIO.

He BpuxaTu. [Ipy BUnagkoBOMY BOUXaHHI IIpenapaTy CIIif IPOKOHCYJIbTYBATUCS 3 JliKapeM, AKIIO0 IIPU
11bOMY Oy[Ib-sIKi T00iYHI CUMIITOMY ITOCUIIOIOTHCS a00 3aTHIIa0ThCS.

Cnpeit mictuTh 46,56 Mr ciupTy (€TaHONYy) y KOXKHiM [000Bi# 003i, 110 ekBiBasieHTHO 250 Mr/T 96 %
€TaHoJly. Moe BUK/IMKATHU BifUyTTs [I€YiHHS Ha MOLWIKOAXKEHIN IIKIpi.

o ckamy mpemnapaTy TaKoXK BXOOUTD MIPOIiNIEHTIiKOIIb, 1[0 MOXKe CIPUYMHSITH MTOAPa3HEeHHS MIKipH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.



BariTHICTD

HocnimKeHHS Ha TBApXMHAX He BUSIBUJIM TePaTOreHHOI Ta eMOpioTOKCHYHOI fii TepOinadiny. Ha
ImaHUY 4ac He OyJI0 MOBiOMJIeHb IIPO BUMIAAKU Baf PO3BUTKY y MoguHU. KITiHiYHMI JOCBIA
3aCTOCYBaHHS BaTiTHUM KiHKaM o6MexkeHui. [[OCTiKeHHs (eTaabHOI TOKCUYHOCTI y TBApUH
CBiIYMTH IIPO BiACYTHICTL MOOIYHUX e(PEKTIB.

[TpemapaT He MOXKHa 3aCTOCOBYBATH Y IepPiof BariTHOCTI, OKpiM BUIIQMIKiB HarajabHOI HEOOXiMHOCTI.

[Tepion rogyBaHHS TPYOOIO0

TepOinadin mpoHKUKae y TpPyAHE MOJIOKO, TOMY IIperapaT He MOXkKHa 3aCTOCOBYBATH y IIePiof
rOAyBaHHS IPYLOIO.

CJ'IiJI YHUKATHU KOHTAKTY HEMOBIIAT 3 GYJIL-S{KOIO OiMSTHKOIO0 HIKIpI/I, Ha Ky HAaHOCHIJIM IIpeIlapar.

DepTUNLHICTD

Y mocnimKeHHSX Ha TBapuHaX He 0y7o 3adikcoBaHO BIIUBY TepbiHadiny Ha GepPTUNTBHICTD.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

He BnnuBae.

Cnocib 3acmocyeaHHsi ma do3u.
Cnoci6 3acTocyBaHHSA
[Ipenapat mpu3HaYeHUH JIUILIE AJIT 30BHIITHHOTO 3aCTOCYBAHHS.

[lepep #ioro 3aCTOCYBAHHSM CJIifi PETEeIbHO OUYUCTUTH 1 MiACYIIUTHA ypaXKeHi OiISHKY IIKIpH.
Copeii PO3NUIATHU Ha BigcTasi 1-15 cM Ha ypaXKeHi [iTHKY y KiTbKOCTI, SIKa JOCTAaTHS OIS 1X
PeTebHOTr0 3BOJIOKEHHS, i, KpiM TOTr0, HAHOCUTY Ha IPHUJIETIi MiITHKY K ypaXKeHol, Tak i
IHTaKTHOI WIKipH.

[To3yBaHHA.
Ilopocai ma dimu eikom 8i0 16 pokie
[TpemapaT 3acTocoByBaTH 1 pa3 Ha [00y MPOTITOM TUXKHS.

[ToserineHHs: CUMITOMIB 3aXBOPIOBAHHS 3a3BUYail OYiKYEThCS IIPOTSATOM OEKibKOX Mib.
HecucremaTtnyHe 3acToCyBaHHS a00 mepefdyacHe MPUNMHEHHS TiKyBaHHS IIPHU3BOOUTD [0
BUHUKHEHHS PELUAYBIB 3aXBOPIOBaHHS.

K10 HEMae O3HaK IMOJIMNIIEeHHS Yepe3 TUXKIEeHb JIIKyBaHHS, CJIif 3BEPHYTUCS [0 JIiKapA.

Oco06muBi KaTeropii maItieHxTiB



ITayieHmu AiMHbO20 BIKY

[MamienTaM MiTHROTO BiKy KOPUTYBaHHS O34 He NOTPiOHE.

Himu.

He 3acTocoByBaTu npemnapat AiTaM BikoM A0 16 pokis. [[oCBig 3aCTOCYBaHHS AiTSIM CIIPEIO
TepOinadiny 1 % obMexkeHUM, TOMy He PEKOMEHYETHCS 3aCTOCOBYBATH IIperapaT AiTsSM.

Ilepedo3yeanHns.

Hu3sbka cucteMHa abcopbuis TepOiHadiny mpu MiclleBOMy 3aCTOCYyBaHHI 3yMOBJIIOE HaI3BU4aliHO
HU3bKY IMOBIPHICTh II€pEef03yBaHHS.

[Tpu BUIIafiKOBOMY IPOKOBTYBaHHi BMIcT 1 ¢iakoHa nikapchkoro 3aco0y (B skoMy MicTuThcs 200 Mr
TepbiHadiny) MoxKHa MOPIiBHATH i3 3acTocyBaHHAM 1 TabneTku TepOiHadiny mo 250 Mr (pa3oBa go3a
01 [OPOCHMX IIPY IIepOpaIbHOMY 3aCTOCYBaHHi).

[Tpu BumafKOBOMY IIPOKOBTYBAHHI CJTil BpDaXOBYBATH BMICT CIIUPTY €TUJIOBOIO Yy JIiIKapChKOMY 3aco0i
(4032,8 mr/dpnakoH).

[Tpu BuIafKOBOMY ITPOKOBTYBAHHI BMICTy Oibille OOHOTO (laKOHa MOXKJIMBI ITPOSIBY TAaKUX MOOIYHUX
peaxiiiit Ik TojIoBHUM 6inb, HymoTa, Oi/1b B emiracTpasnbHii OiNsSHIN, 3allaMOPOYEeHHS.

JIikyBaHHS Iepefo3yBaHHs IIONISITa€E y BUAANIEHHI Oil0Y0l PEYOBUHYU HacaMIepes IIITX0M
3aCTOCYBaHHSI aKTUBOBAHOTO BYTi/IS Ta IIPOBeleHHI CHMIITOMATHYHOI Teparlii y pa3i HeoOXigHOCT.

ITo6iuni peakuii.

Micuesi cumnTomu, Taki K cBepOixK, nymeHHs abo mediHHA WKipu, 0inb Ta MoApa3HeHHS y MicIi
HaHEeCeHHSs, MOPYIIEeHHS MirMeHTallil, epuTeMa, yTBOPEHHS KipKM Ta iHIII MOXKYThb CIIOCTEPITaTUCh Y
Micui HaHeceHHd. L]l He3HAYHI CUMIITOMU CJIiT BiOPi3HATU Bifl peakliil rinepuyTIuBOCTi, BKJIIOYA0UU
BUCHUIIAHHS, TIOMUPEHUM CBepOikK, Oy1b03Hi BUCUIIAHHS Ta KPOIIMB'IHKY, PO SIKi IIOBiMOMIISIETHCS ¥
IOOJWHOKUX BUIIAOKaX i gKi MoTpeOyoTh MPUIIMHEHHS NTiKyBaHHS. [Ipy BUMIaIKOBOMY
KOHTAKTi 3 0YMMa IIpernapaT MOXKe CIPUYHHUTY OAPa3HEeHHS 04el. Y pifKicHUX BUIAgKax
MOXKJIMBE 3aTOCTPEHHS IPUX0BaHOI rpuOKOBOI iHPEKITii.

[To6iuHi peaxiiii, HaBe#eHi HUXKYe, KacuGikoBaHi 3a OpraHaMy i CUCTeMaMU Ta 3a YaCTOTOIO iX
BUHUKHEHHS (Tyxke 49acTo: =1/10; gacto: =1/100 go <1/10; HewacTo: =1/1000 go <1/100; pimko:
=>1/10000 mo <1/1000; my=xe pimko: <1/10000), yacToTa HeBigoMa (4aCTOTy HE MOXKHA
po3paxyBaTH 3a HasiBHUMHU JaHUMHU).

3 60Ky imyHHOI cucmemu:
YacTOTa HeBiZloMa - Peakilil TinepyyTIuBOCTi.

3 60Ky opaaHis 30py:



PioKoO - mofpa3HeHHs OYel.
3 6oky wKipu ma nidwKipHOi KAIMKOBUHU:

YacTo - JIyIIeHHs IKipy, cBepOixk; HewacCTo - MOIIKOIXKEHHS IIKipH, YTBOPEHHS KipKH, YPaxKeHHS
IIKipH, IOPYIIEHHS MMirMeHTallil, epuTeMa, BifuyTTs MeYiHHS WIKIPY; PIOKO - BiGYyTTSA CyXOCTi IIKipH,
KOHTAKTHHUH [IepMaTHUT, eK3eMa; YaCTOTa HeBiloMa - BUCUIIaHHS.

3azaavHi nopyweHHA ma peakuyii y Micyi HQHeCeHHA:

HevacTo - Oinb, 6inb y Micli HaHeCeHHS, TOAPa3HeHHs y MiClli HAHECEHHS; PigKO - 3arOCTPeHHS
CHAMIITOMIB.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuyii

[ToBimomieHHS mpo MOOGiuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IMBe 3HAYEHHS.
Lle mae 3MOry IPOBOOUTHA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBAHHI LILOT'O
nmiKapchbKOro 3aco6y. MeguuyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaKOX IallieHTam abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUITAAKHU Ii03PI0OBaHUX IMOOIYHUX Peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dapmakoHarnsany 3a nocunaHHaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 poku. He 3acTocoByBaTH Mic/isl 3aKiHUEHHS TEPMiHY IPUAATHOCTI.

YMoBH 30epiranss.

36epiratu nmpu TeMiepaTypi He Buine 25 °C y HEOOCTYIIHOMY OIS MiTe# MicIi.

YnakoBka.

[To 20 mn npenapatTy y noniMepHOMY (GJIaKOHI 3 pO3MUII0OBAYEM Ta KOBIAYKOM-KPUIIKOIO. 10
1 ¢bakoHy B KAapTOHHIN KOPOOIIi.

KaTteropisa Bigmycky.

bes penernra.

BupoOHUK.

K.O. Pomdpapm Kommasni C.P.JL./



S.C. Rompharm Company S.R.L.

Micue3HaxoKeHHsI BUPOOHHKA Ta afjpeca MicCIisi IPOBaXKeHHs HOro Jis/IbHOCTI.
Oronens, Byn. Epoinop Ne 1A, 075100, okpyr Indos, PymyHis/

Otopeni city, Eroilor Street Ne 1A, 075100, jud. IIfov, Romania.

3asiIBHHUK.
TOB «YOPJIOI MEOWLIMH», Ykpaiua/

WORLD MEDICINE, LLC, Ukraine.



