IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TEPBIHOPM

(TERBINORM)

Cknao:
ditoua pevosuHa: 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 - 1e aninamil, 10 Ma€ MIMPOKKY CIIEKTP MPOTUTPUOKOBOI Iil. Y BignoBifHIA KOHIIEHTpalii
YUHUTH QYHTIIUOHY [it0 BiTHOCHO OepMaTo(iTiB, IIICHSIBUX Ta JAeIKUX AUMOPGHUX IrpubiB.
AKTUBHICTb IIOI0 APiKIXKOBUX IPpuliB 3a71€KHO Bif iX BUAY MoxkKe OyTH QyHTiruaHo0 abo
GbyHTiCTaTUYHOIO.

Tep6inadin cnemnudiuHo NpUTHiYye paHHii eTan 6i0CUHTE3Y CTEPUHIB ¥ KIIITUHHIN MeMOpaHi rpuba.
Lle mpu3BOAUTh 0O AedillUTy eprocTepoy i 0 BHYTPIIIHbOK/TITUHHOTO HAKOIIMYEHHS CKBaJIeHy, 110
cIpuyrHse 3arubens KniTuHu rpuba. TepbiHadin mie mmsxoM iHriOyBaHHS GepMEHTY
CKBaJIeHEIIOKCHUIa3y y KIiTuHHiNA MeMOpaHi rpuba. Llelt pepMeHT He HaleXUTh [0 CUCTEMU
mutoxpomy P450. TepOinadin He BruBae Ha MeTab01i3M rOpMOHIB ab0 iHIUX JTiKapChKUX
Ipenaparis.

[Tpu MicuieBOMY 3aCTOCYBaHHi ITpenapaT MaikKe He BCMOKTYEThCS, LIBUAKO TOYMHAE MisTH,



epeKTUBHUY NIpY HETPUBAJIOMY JIiKyBaHHi (7 mib).
dapmakoKiHemuxka.

[Ticns 30BHIIIHLOTO 3aCTOCYBaHHS a0cOpOyeThCsl MeHIle 5 % Bif 3aCTOCOBAHOI 103U, TOMY CHCTEMHA
ekcro3utis repbinadiny gyxe He 3HaYHA.

KriniyHi XxapaKTepHCTHKH.
IToka3zanHus.

['pubKoBi iHdeKii mKipy, cipuyrHeHi gepmatoditTamu, Takumu K Trichophyton (Hanpuknapn
Trichophyton rubrum, Trichophyton mentagrophytes, Trichophyton verrucosum, Trichophyton
violaceum), Microsporum canis Ta Epidermophyton floccosum, HalTpUKJIafl, MiXKIIaablieBa
emigepModiTia cTon («CToIa aTieTra»), maxoBa gepMaTodiTis («cBepOik KOKes»),
nepMmatoditia Tymyba («CTpUTydUl THUIIa»).

Pi3HOGapBHUM NTUINAN, CIpUYUHEHUH Pityrosporum orbiculare (TaKOXK BiloMUM SIK Malassezia

furfur).
IIpomunoka3aHHs.

[TigBuIlleHa YyTNUBICTH [0 AiI040l PeY0OBMHHU ab0 [0 iHIIKX KOMIIOHEHTIB ITpenapary.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

HesBigoMma.

Oco06MuBOCTi 3aCTOCYBAHHS.
[IpenapaT npu3HayeHUM A1 30BHIIIHBOTO 3aCTOCYBaHHS.

[Tpenapar cJif 3acTOCOBYyBaTH 3 00€PEXKHICTIO MaIliEHTaM 3 YIIKOAXKEHHSIMH IIKipH, TOMY III0 €TaHOJI,
SIKUY BXOIOUTH [0 UOTO CKJIafly, MOXe CIIPUYUHATU IOLPa3HEeHHS.

He BpouxaTu. [Ipy BUIIafIKOBOMY BOMXaHHI IpemnaparTy CJIifi IPOKOHCYIbTYBATUCS 3 JiKapeM, SKII0 IPH
11bOMY Oynb-sIKi MOGiYHI CUMITOMYU ITOCUITIOIOTECS ab0 3a/IUIIAI0ThCS.

Cnipg yHUKaTH IOTPAIJITHHS [IpernapaTy B 04i Ta He MOXKHA HAaHOCUTH MOro Ha o6muyys. Y pasi
BUIIAJKOBOTO MOTPAIUISHHS CIPelo B 04i a60 Ha 00/1MYYs CJIifl HeralHO IIPOMUTH IX IIPOTOYHOIO
BOZOIO.

Ilo cknamy mpernapaTy BXOOUTH IIPOIIJIEHTJIIKOJIb, 1110 MOXe CIPUYUHSATY IOAPa3HEeHHS LIKIipH.

B pocrnimkeHHSX Ha TBapuHax He 0yJ0 BigMiueHo BIuBY TepOiHadiHy Ha 30aTHICTh 0 3aIUTifHEHHS.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.

B mocnifkeHHSX Ha TBaprHaX He 0yJ0 BimMiueHo eMOpioToKCHYHOI Aii Tepbinadiny. Kniniunui
[OCBig 3aCTOCYBaHHS BaTriTHUM XKiHKaM 00MeXeHUM, TOMY Yy Ilepio BariTHOCTI IpemnapaT MOXKHa
3aCTOCOBYBATHU TUIbKU Y pa3i, AKII0 OYiKyBaHa KOPUCTH [JId MaTepi nepeBaxkae MOTEHIIINHUN PU3UK
IS IIJIOfA.

Tep6inadin y HeBeNnuKil KiTbKOCTI IPOHUKAE y TPYAHE MOJIOKO, TOMY IIpernapaT He MOXKHa
3aCTOCOBYBATH y Iepiof rogyBaHHs I'PYALLO.

Crnip yHUKATH KOHTAKTY HEMOBIIST 3 OyIb-KOI0 TiNISTHKOIO IIKipH, HA SIKY HaHOCHJIM IIpernapar.

3IaTHICTh BIJIMBATH Ha IIBUIKICTH peakllii Mpyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMU
MeXaHi3MaMHu.

He BrimuBae.

Cnocid 3acmocyeaHHsi ma do3u.
[IpemapaT npu3HaYeHUN JIULIe A1 30BHIIIHBOTO 3aCTOCYBaHH4.

I[Tepen #oro 3aCTOCYBaHHAM CJIi] peTeJIbHO OYUCTUTH i HiACYIIUTH ypaxKeHi IISIHKY IIKIpHU.
Copeiil PO3NUIATH Ha ypaXkKeHi JigHKY Y KiJIbKOCTI, SIKa JOCTaTHS OJIS iX peTeIbHOT0 3BOJIOKEHHS,
i, KpiM TOr0, HAHOCUTY Ha IIPUJIETTIi MiITHKYU K YpaXkKeHol, Tak i iHTaKTHOI HIKipH.

TpuBasnicTh NiKyBaHHS Ta KPaTHICTh 3aCTOCYBAHHS 3aJIeXKUTh Bif] I0Ka3aHb:
emigepModitii cTom i Tpaxoditia rmagkoil mwKipy - 1 pa3 Ha o0y IPOTATOM TUXKHS;
pizHOGapBHUI NUIal - 2 pa3u Ha K00y MPOTSATOM THUXKHS.

[TamienTaM TiTHBOTO BiKy KOPUTYBaHHS JO3U He NMOTPiOHE.

[ToserieHHsT CUMIITOMIB 3aXBOPIOBAHHS 3a3BHUYail 0YiKYEThCA IIPOTATOM OEKiNbKOX Aio.
HecuctemaTnyHe 3aCTOCyBaHHS a0 mepenvyacHe MPUMIMHEHHS TiKyBaHHS IPU3BOIUTD 10
BUHUKHEHHS PEIUINBIB 3aXBOPIOBaHHS.

fAKI1I0 HEMae 03HaK MOJINIIEeHHS Yepe3 TUKIEeHb JIIKyBaHHS, CJIif 3BEPHYTUCS IO JIiKaps.

Himu.

Beamneka Ta eeKTuBHICTh TepbiHadiHy y fAiTell He BCTAHOBJIEHI, TOMY HEe PEKOMEHTYEThCS
3aCTOCOBYBaTH IIpemnapaT AiTaM BikoM 0o 18 poxkis.

Ilepedo3yeanHsi.



Hu3sepka cucteMHa abcopbiist TepOiHadiny mpu MiclieBOMY 3aCTOCYyBaHHI 3yMOBJIIOE€ HaI3BU4alHO
HU3bKY IMOBIPHICTh II€pEef03yBaHHS.

[Ipu BUIIAIKOBOMY IIPOKOBTYBAHHI CJIij] BpaxOBYBATH BMICT CIIMPTY €THJIOBOTO V JIiIKapChKOMY 3ac00i
(4032,8 mr/dmakon).

[Tpu BUMIafiKOBOMY IPOKOBTYBaHHI BMICTy Oiibllle OGHOTO (plaKOHa MOXKJIMBI IPOSIBU TaKUX MOOIYHUX
peaxiiiil ik rojnoBHUM 6inb, Hy#oTa, 617k B emiracTpanbHil giNsSHI, 3aIaMOPOYEHHS.

JlikyBaHHS Iepefo3yBaHHS MOJIATa€ Y BUAJIeHH] [IiI0401 peYOBUHYU HacaMIlepes LIIsIX0M
3aCTOCYBaHHS aKTUBOBAHOT'O BYTiJUIS Ta IPOBEleHHI CUMIITOMATAYHOI Teparii y pa3i HeoOxigHOCTi.

ITo6iuni peakuii.

Mic1eBi CUMIITOMH, TaKi K cBepOiX, NMylieHHs abo mediHHs mKipu, 0ifb Ta MoApa3HEeHHS y
MiCIIi HaHeCeHHS, TIOPYIIeHHs IIirMeHTallil, epuTeMa, YTBOPEHHS KipKH Ta iHIII MOXKYTh
CIIOCTepiraTUCh y Miclii HaHeceHHs. Lli He3HaUHI CUMIITOMH CJIifl BiOPi3HATH Bifl peakiii
TinepyyTIUBOCTI, BKIIIOYAOUYU BUCUIIAHHS, IIPO AKi IIOBIIOMIIAETHCS y MOOAUHOKUX BUITAAKaX 1
SIKi TOTpeOyIoTh MPUIMHEeHHS JTiKyBaHHS. [Ipy BUIIaJIKOBOMY KOHTAKTi 3 0OYKMMa IIpenapar
MOXKe CIPUYUHUTY IOAPaA3HEHHS 04YeH. VY piiKiCHUX BUMTaJKaX MOXKI/IMBE 3arOCTPEHHS TPHUXOBAHO]
rpubKoBOi iH}eKIii.

[To6iuHi peaktii, HaBefeHi HUXK4Ye, K1IacupikKoBaHi 3a OpraHaMu i CHCTEMaMH Ta 3a YaCTOTOIO iX
BUHUKHEHHS (gyxke 4yacTo: =1/10; gacto: =1/100 go <1/10; HewacTo: =1/1000 go <1/100; pigko:
=1/10000 go <1/1000; gy=xe pigko: <1/10000), HeBimOMO (4acCTOTy He MOXKHa pO3paxyBaTH 3a
HaSIBHUMHU HAHUMH).

3 6oky imyHHOI cucmemu:

HEBIIOMO - peakliil rinepYyTIUBOCTi, BKII0YA04X KPONIUB THKY .

3 60Ky opaaHis 30py:

PiIKO - mompa3HeHHS O4Yel.

3 60Ky wKipu ma niOwkKipHOi KAIMKOBUHU:

YacTo - JIylleHHs WKipy, cBepOixk; HewacTo - MOIMKOMXKEHHS IIKipH, YTBOPEHHS KipKH, YpaxKeHHS
IIKipy, OPYIIeHH MirMeHTallil, epuTeMa, BifuyTTs MeYiHHS MIKipH; PiAKO - BITYYTTS CYXOCTi WIKipH,
KOHTAaKTHUM NEPMATHUT, eK3eMa; HEBITOMO - BUCHUIIAHHS.

3azanvHi nopyweHHA ma peakuyii y Micyi HQHeCeHHA:

HevacTo - 0y, 6inb y MICLII HAHECEHHS, IOOPa3HeHHs y MiCIli HaHeCeHHS; PiIKo -
3arOCTPEHHS CUMIITOMIB.

Tepmin npudamHocmi.

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



YMoBu 30epiranHsi.

30epiratu npu TeMiepaTypi He Buine 25 °C y HEJOCTYIIHOMY OIS MiTe MicIi.

YnakoBKa.

[To 20 mn npemnapaTy y HoJliMepHOMY (pJIaKOHIi 3 pO3NUII0BaYeM Ta KOBIAYKOM-KPUIIKO0. [10
1 dbnakoHy B KapTOHHiN KOPOOT1I.

KaTteropisa Bigmycky.

bes penernra.

BupoOHHUK.
K.O. Pomdapm Kommasni C.P.JI./

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

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOTO Tis/TbHOCTI.
OTomnens, Byn. Epoinop Ne 1A, 075100, okpyr Indos, Pymynis/

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

3asiBHUK.
TOB «YOPJIO MEIOUIIUH», YkpaiHa/
WORLD MEDICINE, L1LC, Ukraine.



