IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NAMIKOH®
(LAMICON)
Cknap:
Aitoya pevosmHa: terbinafine;
1 Tabnetka MicTUTL TepbiHadiHy rigpoxnopugy 281 mr (0,281 r) y nepepaxysaHHi Ha TepbiHadiH 100 % 6e3B0aHY pevosuHy 250 mr (0,250 r);
AOMOMI>KHI PEYOBUMHU: LIENt0SI03a MIKPOKPUCTaNivyHa, KpoXMasb KyKYypYA3SHWI, KPEMHIlO AiOKCWUA KONOIAHWIA 6e3BOAHWIA, HATPItO KpPoXManbraikonar (tun A),
rigpoKCMNPONINMETUILENK103a, MarHito cTeapar.

JlikapcbKa thopma. TabneTku.
OCHOBHI (Di3nKO-XiMiUHi BNaCTMBOCTI: TabneTku 6inoro abo marixe 6inoro, abo 3 XXOBTYBaTUM BiATIHKOM KO/IbOPY, KPYT10i (POPMM 3 MIOCKOK NOBEPXHEHD, (PACKOH
Ta PUCKOHO.

dapmakoTepaneBTUYHa rpyna. MNpoTurpnbkosi npenapat  A1s 3aCTOCyBaHHA Yy AepmMaTonorii. MpoTurpmokosi npenapatn A1 CUCTEMHOIO 3aCTOCYBaHHS.
TepbiHaiH. Kog ATX D0O1B A02.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamiKa.

TepbiHatiH € aninamiHOM, KU Mae LUMPOKUIA CNEKTP NPOTUTPUOKOBOI Al Wo40 iHDEKUiM LWKIpW, BONOCCA | HIrTiB, CIPUYMHEHUX TakUMK AepmaTtoditamu, sk
Trichophyton (Hanpuknag, T. rubrum, T. mentagrophytes, T. verrucosum, T. tonsurans, T. violaceum), Microsporum (Hanpuknag, Microsporum canis),
Epidermophyton floccosum i gpixmxoBi rpuéu pogy Candida (Hanpuknag Candida albicans) ta Pityrosporum Y HU3bKMX KOHLEHTpauisx TepbiHagiH YNHUTb
(yHriUMaHy fito Wwoao aepmatoitie, NAICHABMX | AedKUX AUMOPGHUX TpubiB. AKTUBHICTb LLOAO APDKIKOBMX PU6IB 3a1eXXHO BifJ IXHbOIO BUAY MOXe 6yTu
(PyHriLMAHOK abo (PyHriCTaTUYHOHO.

TepbiHatiH cneunivyHO Cnpuse paHHLOMY eTany 6iOCUHTE3y CTEPUHIB Yy KNITUHI rpmba. [is TepbiHadiHy 34IACHIOETLCA LUASXOM iHFiOYBaHHA (epPMEHTY
CKBa/IEHENOoKCMAa3n y KNiTUHHIA MembpaHi rpuba. Lie npn3sBoauTb L0 AeiuuTy eprocTepony i 40 BHYTPILUHbOKNITUHHOIO HAKOMUYEHHS CKBasIEHY, WO CNIPUYUHSAE
3arn6enb KNiTUHK rpuba. Liein hepMeHT He HaneXxuTb A0 cucTeMm LutToxpomy P450.

Mpu 3acTOCYBaHHI BHYTPILLIHLO MpenapaT HaKONUYYeTbCS B LUKIPI Y KOHLEHTpaUisX, Lo 3a6e3nevytoTb (yHriLMAHY Aito npenapary.

dapmakoKiHe TVKa.

Micns nepopanbHOro npuitomy TepbiHagiH f06pe BCMOKTYETLCS (> 70 %); abcontoTHa 6iogoCcTynHICTb TepbiHadiHy, WO BXOAUTL A0 CKady J'IaMiKOHy®, TabneTku,
y pe3ynbTaTi NPecucTeMHOro MeTaboniamy CTaHOBUTL Npu6am3Ho 50 %. Pa3oBa nepopasibHa gosa 250 mr Tepb6iHaiHy nokasana CepefiHE 3HAYEHHS MIKOBMX
KOHUeHTpauin y nnasmi kposi — 1,30 MKr/mn yepe3 1,5 rogmHu nicna npuiiomy npenapaTy. Y piBHOBXHOMY CTaHi MOPIBHAHO 3 04HOPA30BOK0 0300 MaKcUMasibHa
KOHLeHTpauis TepbiHadiHy y nnasmi Kposi (Cmax) Oyna B cepefHboMy Ha 25 % BuLLa, a nnotla nif hapMakoKiHETUYHOK KPUBOH «KOHLEHTpaLlifs—yac» y nnasmi
KpoBi (AUC) 36inbluyBanacs y 2,3 pasa. Ha ocHoBi 36inblieHHs nnasmoBoi AUC Moxe 6yTu po3paxoBaHuii eheKTUBHMIA nepiog HaniseueegeHHs (~30 roauH).
B>xuBaHHS XXi BUABNSE NOMipHWUIA BNAMB Ha 6iog0CTynHiCTb TepbiHadiHy (36inbweHHss AUC Ha MeHLe HixK 20 %), ane He HacTifIbKK, o6 noTpedyBaT Kopekwuii
A03n. OHOYacHe BXMBaHHS 1Ki 3 BUCOKMM BMICTOM XMPIB YNOBIi/IbHKOE BCMOKTYBaHHS TepbiHaiHy Ta 36inbLye 6i040CTyNHICTb Npubn3Ho Ha 20 %.

TepbiHaiH MiLHO 3B’A3yeTbCA 3 HinkaMmun nnasmm KpoBsi (99 %). O6’em posnoginy nepesuilye 2000 n. BiH WBMAKO AUGYHAYE Yepe3 LepMy Ta KOHLEHTPYETbCA Y



NninoginbHOMY pOrosoMy Luapi.

TepbiHahiH HAKONNYYETLCA Y NiNoQiNbHOMY poroBomy Lwapi. TepbiHatiH TaKoX BUAINAETLCA Y LUKIPHOMY Cani | TaKMM YMHOM A0CSira€ BUCOKMUX KOHLEHTpaUin y
BOIOCAHMX (pOsTiKynax, BOMOCCI Ta LUKipi, 36aradeHiin WKipHAM canom. Takox LoBefeHo, Wo TepbiHaiH PO3NOAINAETLCA Y HIrTbOBI NNACTUHKN NPOTATOM MepLLMX
TWXKHIB Micna noyatky Tepanii. Hemae fOCTaTHIX AaHMX LIOAO TOrO, YM MPOHUKae TepbiHadiH Yepe3 nnaueHTapHWUI 6ap’ep. MeHwwe HixX 0,2 % NpUinHATOI 403K
EKCKPETYETLCA Y TpyAHEe MOIOKO. Tep6iHadiH MeTaboni3yeTbCs WBUAKO | EKCTEHCUBHO 3a Y4acTio NpuHariMHi 7 i3ohepmeHTiB CYP 3 iCTOTHUM BHECKOM 3 6OKY
CYP2C9, CYP1A2, CYP3A4, CYP2C8 i CYP2C19. BHacnigok 6ioTpaHctopmanii TepbiHagiHy YTBOPHOKOTLCA METabonith, fKi He MaroTb MPOTUTPUOKOBOI
aKTMBHOCTI | BUBOLATLCA MEPEBAXHO i3 Ceyeto. Mepiof HaniBBMBELEHHS NpenapaTy CTaHOBUTb 17 roavH. [oKasis LWoL0 HaKONMYeHHSs npenapary B OpraHiaMi HEMae.
3MiH y (hapMakoKiHeTWLI nNpenapaTy 3a/eXKHo Bif BiKy naljieHTa He CnocTepiracTbCs, ane LWBUAKICTb BMBEAEHHS NpenapaTty 3 opraHiaMy MoXe OyTu 3HUXKeHa y
nawieHTIB i3 MOPYLUEHHAMY PYHKLUIT HUPOK ab0 MeYiHKK, WO NPU3BOAMTL L0 NiABULLEHHSA PiBHA TepbiHadiHy B KPOBI.

BiogocTynHicTb lamikoHy® He 3anexuTh Bif BXMBaHHS 1Xi.

JocnifpkeHHs (hapMakKOoKIHETUKIM pa3oBUX 03 MnpenapaTy 3a y4acTo NauieHTIB i3 MOpYyLIEeHHAMIN (YHKLUIT HUPOK (KNipeHC KpeaTuHIHY < 50 Mn/xB) abo 3 yxe
ICHYHOUMMU 3aXBOPHOBAHHAMY MEYiHKM NOKasanu, Lo KipeHe TepbiHadiHy MoXe 6yTW 3MeHLIEHWI Npubn3Ho Ha 50 %.

KniHiYHI XapaKTepuUCTUKMN.

lNokKasaHHS.

"p1OKOBI IH(EeKLIT WKipW i HIrTiB, cnpuyunHeHi Trichophyton (Hanpuknag, T. rubrum, T. mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis Ta
Epidermophyton floccosum.

1. Ctpuryuunii nuwani (TpUXogiTia rnagkoi WKipyu, TPMXoMiTia NPOMEXMWHY i LepmaTogiTia CTOM), KON NoKanisauis ypaKeHHs, BUPaXEHICTb abo MOLUMPEHICTb
IH(DEKLIT 3yMOBNIOKOTL AOLINIbHICTL NepopanbHOT Tepanil.

2. OHIXOMIKO3.

MpoTuUnNoKasaHHs.
"ocTpi abo XPOHIYHI 3aXBOPHOBAHHS MEYiHKM.
inepyyTnmMBICTb A0 TepbiHagiHy abo A0 6yab-AKUX AONOMIKHMX PEYOBUH Npenapaty.

B3aemogis 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

Bname iHWKX nikapcbKux 3aco6iB Ha hapMakoKiHe TUKY TepbiHadiHy

Y meTaboniami TepbiHadiHy 6epyTb yyacTb i3othepmeHTU umutoxpomy P450 (CY P450). KnipeHc TepbiHadiHy B nia3mi KpoBi MOXe 6yTu MigBULLEHWIA NpenapaTamu,
WO IHAYKYIOTb Ui (PEPMEHTU, i MOXe OYTW 3HMXKEHW/ npenapatamu, WO iHri6yTb UMTOXpoM P450. Y pasi HeobGXigHOCTI CymyTHLOrO /iKyBaHHS TakKUMU
npenapaTtamu 4o3yBaHHSA JlaMikoHy® noTpi6HO KopurysaTu BifjnoBiAHNM YNHOM.

IHriGiTOpPN (hepMeHTIB

LinmeTnamnH 3HMKYBaB KipeHc TepbiHagiHy Ha 30 % Ta nigsuwysas AUC Ha 34 %.

®nykoHason (iHriditop CYP3A4 ta CYP2C9) 36inbliyBaB Cyax | AUC TepbiHadiHy Ha 52 % i 69 % BignosigHO. Take X 30i/bLUEHHA MOKAa3HWKIB MOXe
crnocTepiratuca npy ofHo4acHOMY 3aCTOCyBaHHI 3 TepbiHadiHOM npenapartis, Wo nNpurHivytoTe CYP2CY i CYP3A4, Taknx AK a3onbHi QyHriuman (KeTokoHason),
MaKpOnifHi aHTMBIOTUKM Ta aMioAapoH.

IHOYKTOpY (hepMeHTIB

PugamniumH (iHgykTop CY P3A4) 36inbLuyBaB knipeHc TepbiHadiHy Ha 100 %. Moka3Hnkm AUC i Cppax 3HWKYBanmca Ha 50 % i 45 % BifnosigHo.

Bnnve TepbiHaiHy Ha hapMaKOKiHe TUKY IHLLUX NiKapCbKKX 3aco0iB



Cy6cTpaTun CYP2D6: focnifpkKeHHs in vitro Ta in vivo BusBWW, Wwo TepbiHadiH npurHivye CYP2D6. Taki pesy/nbTati 6inblle CTOCYHOTbCA CyOCTaHUil, SKi
nepeBaXHO MeTaboni3yt0TbCA 3a Y4acTH LbOro (oepMeHTY, 0COO/MBO SIKWO BOHM MatOTb BY3bKWIA TepaneBTUYHWIA Aiana3oH (auB. po3ain «OcobnmBocTi
3aCTOCYBaHHA»). Lle cTocyeTbeca Hanpukias Leskux npenapartiB TakMx KnaciB: TPUUMKNIYHI aHTuaenpecaHTy, 6eTa-610KkaTopu, CeneKTUBHI iHMiGiTOpU 3BOPOTHOIO
3aXO0n/IeHHs CEPOTOHIHY, aHTMAPUTMIYHI NpenapaTy (BKoYaroun knac 1A, 1B 1a 1C) Ta iHri6iTopyu moHoamiHokcugasu tuny B (MAO-I1s).

TepbiHahiH 3MeHLLYBaB KnipeHc ges3unpamiHy Ha 82 % i 36inbwyBaB AUC y 5 pasiB.

Y wenaknx metabonizatopis CYP2D6 Tep6iHaiH 36ibLlyBaB KoeiLieHT MeTaboniyHOT B3aEMOZIT AeKCTpoMeToptaHy/feKCTpopdaHy B cedi y cepefHbLOMY B
16-97 pasiB. Lle cBigunTb npo Te, WO TepbiHadiH ynoBifbHIOE MeTaboniam cybctpaTie CYP2D6 y wBuakux metabonizatopisB CYP2D6 («eKCTEHCUBHUX
MeTab0ni3aTopiB»), TO6TO MeTaboNi3M Yy LMX NaLiEHTIB MaKCMMa/bHO BignoBigae MeTaboniaMy y NoBifibHUX MeTabonizaTopiB («Cnabkmux MeTaboni3aTopis»).
Cy6cTpaTu iHWwKux depmenTis CYP450: pesynbTatv AOCNILKEHb, MPOBEAEHMX in Vitro 3a y4yacTio 3[40pOBUX A06POBOMbLLIB, MOKa3ytThb, WO TepbiHaiH Mae
He3Ha4YHWA noTeHUian A1 NPUrHiYeHHs abo NOCWMEHHS KNipeHCy npenapartiB, sKi MeTaboMi3ytoTbCA 3a Y4acTH iHLWMX i30opMm cucteMmn umToxpomy P450
(Hanpviknag, TepdeHagnHy, Tprasonamy abo nepopasibHUX KOHTPaLenTuBIB).

IHWi MeTabonivHi Wwnaxu: TepbiHagiH 36iMbLyBaB KNipeHe LMKnocnopuHy Ha 15 % (3meHweHHs AUC Ha 13 %).

MoXnmBicTb B3aeMofii MiXK Tep6iHaiHOM Ta aHTMKOarynsHTaMu, WO 3a3BMyail Npu3HayatoTb, He BMBYanacs. lig yac AocnifmkeHb i3 BapapuHOM XOAHUX
B3aEMOZi He cnocTepiranocs.

IMig vac KNiHIYHMX AOCNiMKEHb BIAMOBIAHOIO BNMBY Ha (hapMaKOKIHETUKY KO-TPUMOKCA30/y (TPMMETONPUMY Ta Cy/b(ameToKCcasosny), ANroKCuHy, qiyKoHasony,
(heHa3oHy, TeodiniHy abo 31goBYANHY HE BUSIB/IEHO.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

NamikoH® ans nepopanbHOro 3acToCyBaHHs C/ifl 3aCTOCOBYBATY NLLIE T/, KONW MiCLIEBE 3aCTOCYBaHHSI HEMOX/IVBE.

DYHKLUIA NeYiHKK

NamikoH® y TabneTkax NPOTUNOKa3aHWiA NaLlieHTaM i3 XpOHIUHUM ab0 rocTPUM 3aXBOPHOBAHHAM MediHKK. Mepef npu3HadeHHsM JlamikoHy® B TabneTkax Heo6XifHO
OLLiHUTW BCi BXXe iICHYIOUi 3aXBOPIOBAHHSA MeYviHKW. AK MiHIMYM cnif Bu3Hauntuy piseHb AJIT Ta ACT ans T0ro, wo6 oTpuMaTi BUXIAHI 3HAYEeHHS NS NOPIBHAHHSA iX
3i 3Ha4YeHHAMM, SKi OyayTb OTPUMaHI Nig Yac NikyBaHHA. Y NaUieHTIB 3 yXXe ICHYHUMMK 3aXBOPHOBAHHSAMM MEYIHKWU KNipeHC TepbiHadiHy MOXKe 3HMXYyBaTuUCA
nprnéansHo Ha 50 %.

"enaTOTOKCUYHICTb MOXe 3yCTpiuaTUCh Y NaLieHTIB i3 monepeaHiM 3aXBOPHOBAHHSM NeYiHKM Ta 6e3 HbOro, TOMY PEKOMEHAYETHLCA NEPIOANYHNIA MOHITOPUHT PYHKLLT
neviHKn (4Yepe3 4-6 TWKHIB NiKyBaHHS). 3aCTOCyBaHHA npenapaty CAif HeramHo NPUMNUHUTK Y pasi MigBULLEHHA aKTMBHOCTI MOKa3HMKIB (PYHKLiIOHA/IbHUX
MeYyiHKOBMX TECTIB. Y MauieHTiB, AKi npuiiMann TepbiHadiH y Tabnetkax, LyXe pigKo 6y/n 3apeecTpoBaHi BUMAaLKM TAXKKOI NeYiHKOBOI HeJOCTaTHOCTI (AesKi 3 HUX
Mann netanbHUIA HacMigoK abo NOTpebyBanv NepecagKeHHs neyviHkm). Y 6inbwocTi BUNagKiB nevyiHKoBOT HeAOCTaTHOCTI NaLieHT Man Cepio3Hi OCHOBHI CUCTEMHI
3axBOPIOBaHHA (AMB. po34inn «poTmunokasaHHsA» Ta «[106IYHI peakLii»).

MaujieHTiB, AKi NpuiimatoTb JlamikoH®, cnif nonepeauTy NPo Te, WO NOTPIGHO HeraltHo MOBIAOMUTM NiKaps NPO 6y/Ab-AKi 03HaKK a0 CUMMNTOMM, LU0 BKa3yloTb Ha
MOPYLLEHHS (DYHKLIT NeYviHKK, Taki SK NOCTiHA Hya0Ta, BTpaTa aneTuTy, XXOBTSHWUUSA, 6/10BaHHS, NiABMLLEHA BTOM/OBaHICTb, MPABOCTOPOHHIN 6iflb Y BEPXHIii
[INAHLI XXMBOTaA, TEMHWUIA KONip cedi abo 3HebapBneHi BUNMOPOXKHEHHS. MaLiieHTaM i3 LMy CUMATOMamu i NPUNUHATI 3aCTOCYBaHHA TepbiHadiHy nepopanbHo, a
(DYHKLLitO MeYviHKM nauieHTa NoTpibHO HeraHO OLiHUTMW.

Peakuii rinepyy TMBOCTI/Cepito3Hi LLKIpHI peakuii

Oy>xxe pigKo NoBifZoMAsAM MPO NOSBY CEPRO3HMX peakuii 3 OOKy LWKipy (Hanpuknag, cuHapoM CriBeHca-[)KOHCOHA, TOKCUYHWUIA enifepMaibHUA HEKponi3,
BUCUMAHHA 3 €03UHOINIED Ta cucTeMHUMKM cumnToMamn (DRESS-cMHAPOM)) Yy nauieHTiB, SKi oTpumyBanu TepbiHaiH y TabneTkax. AK i LWKIpHI peakuil Ta
eo3nHoinisa, DRESS-cMHAPOM MOXKe OXOMJoBaTV OAMH abo Biflblue OpraHis, CNPUYNHAKOYMN FenaTuT, IHTEPCTULLIANIbHWUIA HE(PUT, IHTEPCTULia/IbHUIA MHEBMOHIT,
MiOKapAWT, NePUKapAnT. Y pasi BUHUKHEHHS MPOrPecyroUrX BUCUNaHb Ha LWKipi abo iHLWMX MOXIMBUX CUMMTOMIB FinepyyTIMBOCTI NliKyBaHHA JSlamikoHOM® y



Tab1eTKax NoTPibHO NPUMMHUTMW.
UepBoHMIN BOBYaK/ncopias
NamikoH® cniif 3 06epeXXHICTIO 3aCTOCOBYBATM NaLlieHTaM i3 NCopiasoM, 3i LWKIPHUM aB0 CUCTEMHIM YePBOHUM BOBYAKOM, OCKi/IbKN HAAXOAWUN MOBIJOMIEHHS NPO
BUMAAKM 3arOCTPEHHS LMX 3aXBOPHOBAHb.
FemaToNOrivHi edpekTH
[y>xe pigko NoBigoOMAAAM NPO NaToNoriyvHi 3MiHM 3 6OKY KpOBi (HEMTPOMEHIs, arpaHynouuTo3, TPOMOOLMTONEHIN, NaHUMTONEHIsA) Y NauieHTiB, AKi 0TpMMyBan
Tepb6iHaiH y TabneTkax. HeobxiAHO OLIHUTI MPUYNHY BUHUKHEHHS By Ab-AKOT NaTON0ri4YHOI 3MiHW 3 60KY KPOBI Y MaLieHTIB | PO3rNISHYTM NMUTaHHSA LWOAO MOX/INBOT
3MiHU PEXUMY NiKyBaHHsl, y TOMY UYMC/i NepepuBaHHS NikyBaHHs npenapaTtom JlamikoH® y TabneTkax.

HupkoBa pyHKLis
3acTocyBaHHA Tepb6iHaiHy B TabneTkax nauieHTaM i3 MOpYLUEHHAMU (YHKLIT HUPOK (KNipeHC KpeaTuHiHy MeHLe 50 Mn/xB abo piBeHb KpeaTWHIHY B cuMpoBaTLi
KpoBi 6inibLue 300 MKMO/b/T) He 6Y/10 BUBYEHO HA/IEXKHUM YMHOM | TOMY HE PEKOMEHAYETHCH.
B3aemopii
JocnifykeHHs in vitro Ta in vivo BUSBUAW, WO TepbiHagiH € iHribiTopom nedviHkosoro epmeHTy CYP2D6. Chif peTefibHO KOHTPO/IKOBATU CTaH NaLieHTIB, AKLLO
BOHM O[HOYaCHO 3aCTOCOBYHOTb Mpernapartun, SKi MeTaboni3ytoTbCA MepeBaXKHO 3a y4yacTio epmeHTy CYP2D6 (Hanpuknag, TPUUMKIIYHI aHTUAENPecaHTw,
6eTa-6/10KaTOPK, CENEKTUBHI IHIIBITOPU 3BOPOTHOIO 3aXOMJIEHHA CEPOTOHIHY, aHTMapUTMIYHI npenapatk (BkAovatoum knac 1A, 1B Ta 1C) abo iHri6iTopu
MOHOaMiHOKcKAaa3u Tuny B), 0co6aMBO AKLO Ui MpenapaTyt MatoTb BY3bKWIl TepaneBTUYHNIA fiana3oH (AWB. po3ain «B3aemogis 3 iHWUMK NiKapCbKMMK 3acobamu Ta
iHLWI BMAW B3aEMOfIN»).

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

LocnifpKeHHs pernpoayKTUBHOI TOKCUYHOCTI Ha TBapUHax Mokasanu, WO PpUsmnK Ans naoga BiACYTHIN, 0AHAaK KOHTPOMbOBaHI KNiHIYHI AOCMIIKEHHS Y BariTHUX XIHOK
He NPOBOAM/INCS.

KniHiyHuii pocBig 3acTocyBaHHS Tep6iHadiHy BariTHUM XiHKam fy)xe o6MexeHuid, Tomy JlamikoH® He cnifi 3acTocoByBaTV y Mepioj, BariTHOCTI, OKPiM BUMaaKiB
ABHOT HEOOXIAHOCTI.

He3HauHa KinbKicTb Tep6iHaiHy NPOHMKAE Y rpyAHe MOMIOKO, TOMY XiHKW, SIKi Foyt0oTh Fpy//t0, He MOBUHHI 3aCTOCOBYBATM S1aMiKOH®,

30aTHICTb BNAMBATM Ha LWBMAKICTb peaku il Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.
BignoBigHi focnimkeHHs He npoBogunmca. MauieHTam, y aK1x 3’sBASETbCA 3anamMOpOYeHHs Ta NOPYLUEHHS 30pY SK HebaKaHWUiA e(heKT Ha 3aCTOCYBaHHA npenapary
(ams. po3gin «IMo6iYHI peakuii»), cnif YHUKaTK KepyBaHHS TPAHCNOPTHMMM 3aco6aMm Ta pob0oTU 3 MexaHi3mMaMMu.

Cniocib 3acTocyBaHHSA Ta A03Mu.

Mpenapat NpusHa4eHWin 4Ns NepopaibHOro 3acTocyBaHHA. TabneTku NOTPIGHO KOBTATW, 3anmBatoyy BOAOK, 6aXaHO B OAMH i TOW e yac fobu. TabneTkn MoXxHa
NPUIAMAaTI HE3a/IEXHO Bif, BXXUBaHHSA XK.

Jopocnum npusHadaty no 1 tabnetui 250 mMr 1 pa3 Ha o6y .

TpuBanictb NiKyBaHHA 3a/IEXUTb Bif XapaKTepy | TAXKOCTI nepebiry 3axsoproBaHHA. HeobXifHO CnigKysaTu 3a TUM, W06 NiKyBaHHA 6yn10 NPOBefeHEe NPOTArom
Ha/leXXHOro nepiogy 4acy. HeHanexxHa TpuBanicTb NiKyBaHHA Ta/abo HeperynspHe 3acTOCYBaHHA nperapaty MoOXKe npu3BecTM A0 peumamBy iHMekuii. Cnig
AOTPUMYBATUCS NPaBn 0COBUCTOT ririeHn Ans nonepepkeHHs peiHhekuUii (3 HKHLOT 6iIM3HK, LUKAPMETOK, B3YTTS).

IHpeKkuiT WwKipn

PekomeHA0BaHa TPUBANICTb NiKyBaHHS:



* fiepmaroitisa cton (MiXXnasbLesa, NifOWOoBHA/TUMY «MOKACUHW») — 2-6 TUXHIB;

* TPUXOMITIA rNAAKOT WKIPU —4 TUXKHI;

* TPMXOQITIA NPOMEXMHN — Bif 2 [0 4 TUXKHIB,;

* LWKIpHWIA KaHANAO03 — Bifg 2 A0 4 TVXKHIB;

* TPUXOWITiA BONIOCUCTOT YaCTUHWN FOMI0BU — 4 TUXKHI;

* OHIXOMIKO3, CIPUYMHEHNI fepMmaTodiTaMn — 6-12 TYXKHIB. BinbLl TpuBane NikyBaHHA MOXe YT NOTPibHe navieHTaM i3 NOBiSIbHNUM POCTOM HirTiB.

IHGeKUiT HIrTiB NasbLiB: y 6iNbLLIOCTI BUNAAKIB AOCTATHLO 6 TUXKHIB NiKYBaHHS.

IHGeKUiT BeNMKOro NanbLs HOTW: Y 6iNbLIOCTI BUNaAKiB AOCTaTHLO 12 TUXKHIB NiKyBaHHS.

Y nauieHTiB i3 rpUOKOBUMY THPEKLIAMM HIrTiB KNiHIYHWIA eekT HacTae 3a3BMyall Yepe3 Kislbka MICALIB Mic/is MIKOMOrYHOro NikyBaHHA. Lle nos’asaHe 3
BiJPOCTaHHAM 340POBOI0 HirTA.

Ocobnusi nonynsAuii

MauieHTW i3 NOPYLLUEHHAMY (DYHKLIT NeYiHKK

NamikoH®, TabneTKy, NPOTMMNOKa3aHWii NaLjieHTam i3 XPOHiYHVM aGo FOCTPUM 3aXBOPIOBAHHSM MEYiHKM.

MayienTw i3 NopyLweHHAMY (hyHKLIT HUPOK

3acTocyBaHHsl JlamikoHy® B TaGneTkax nauieHTam i3 MOpyLUEHHAMU (DYHKLiT HAPOK He 6Y/0 HaNeXHWM YMHOM BUBYEHO, TOMY HE PEKOMEHAYETbCS Uil rpyni
XBOPWX.

MauieHTW NiTHLOrO BiKy

[oKasiB TOro, WO nauieHTX NiTHLOrO BiKYy BMMaratOTb 3aCTOCYBaHHA 03 npenapaty, sKi Bigpi3HATLCA Bif TakMX Yy NalieHTiB MOMOALIOro BiKy, HEMaeE. Y Uil
BIKOBIA rpyni Npw 3aCTOCyBaHHI NpenapaTty c/if B3ATW L0 YBaru MOXIMBICTb NOPYLUEHb (YHKLIT MeYiHKN ab0 HUPOK.

Mpoueaypa y pasi nponycky npuitomy 40o3u

FAKLWO nauieHT 3a0yB NPUIAHATK Yeprosy 03y Mpenapaty, HaCTYNHy 03y CAif NPUAHATM AKOMOra LBMALLe, AK TiNbKW BiH Npo e 3ragae. OfHaK, BPaxoByouu
(hapMakOKiHETUYHI BNacTUBOCTI TepbiHagiHy, NponyLleHy 403y He Cif NpUiMaTh, AKWO iHTepBas MidXK MPMOMOM NPOMYLLEHOT 403K | NPUAOMOM HACTYMHOT 03K
CTaHOBUTb MeHLLUe 4 rOAVH.

aiTn.
[aHi Wwoao 3acTocyBaHHA TepbiHaiHy AiTSM 06MeXeHi, TOMY MOro 3aCTOCyBaHHSA HE PEKOMEHAYETLCSA Liili BIKOBII KaTeropii nayieHTiB.

Nepepo3yBaHHA.

Bifomo npo fekinbka BUMNaAKiB nepefosyBaHHsA (MPUIAOM BHYTPILWHLO A0 5 r TepbiHadiHy). Mpu LuboMy Bigmivanucsa ronosHui 6inb, HygoTa, 6ifb B eniracTpii i
3arnamopoyeHHs. JTiKyBaHHS, ke PeKOMeHAYETLCA Yy pasi nepefo3yBaHHS, BKIOYAE BUBEAEHHS npenapary, Hacamnepes 3a 40NOMOror akTMBOBaHOIO BYTiNs, Ta 'y
pasi Heo6XiAHOCTI — 3aCTOCYBaHHA CUMNTOMATUYHOT NIATPUMYBa/ILHOT Tepanii.

Mo6iyHiI peakuil.
[Ns OLiHKN YaCTOTM BUHUKHEHHS Pi3HMX NMOGIYHUX peakLiii BUKOpUCTaHa Taka Knacudikauis: gyxe vacto (= 1/10); vacto (= 1/100, 1/10); HeyacTo (21/1000, 1
/100); pigko (=1/20000, 1/1000); oy>e pigko (- 1/20000); yacToTa HeBigoMa (He MOXHAa BCTAHOBUTY Ha OCHOBI HAsABHUX JaHUX).

3 60Ky KpoBi Ta NiMpaTUYHOT CUCTEMM




HeuacTo

AHemig

[y>xe pigko

HeiTponeHis, arpaHynoLMTo3, TPOMOOLMTOMNEHISA, NaHLMTOMNEHIA

3 60Ky IMyHHOT cUCTeMu

[yxe pigko

AHadinakToigHi peakuii (y Tomy uncni Habpsik KBiHKe), MporpecyBaHHs Ta 3aroCTPEHHS LUKIPHOTO i
CUCTEMHOIO YePBOHOI 0 BOBYaKa

YacToTa HeBigoma

AHadhinaktnuHa peakuis; peakuii, No4ibHI 4O CMMNTOMIB CMPOBATKOBOT XBOPOOU (Y T.4. BUCUMAHHS,
cBep6iX, KPONUB’AHKa, HabpsK, apTpasris, rapsyka Ta HabpsikK NimgoBy3niB)

Po3naan meTaboniamy Ta >KMBNEHHS

Lyxe yacTto

BTpata anetuty

HeyacTo

BTpaTa macu Tina (BHacnifoK Aucressii).
MoBigoMAsAAN NPO TSXKKI OKpeMi BUMaAKN 3MEHLLEHHS BXXMBAHHSA i, WO NPU3BOAUIIO [0 3HAYHOT BTpaTK
macu Tina

MecmxiyHi posnagn

Yacto

[Jenpecis

HeyacTo

Hecnoki

3 60Ky HEpBOBOT CUCTEMMU

[yXe yacTo "0noBHUI 6inb

YacTto 3anamopoyeHHs1, AUCreB3is @k A0 BTPaT cMaky. MopyLleHHs Big4yTTa CMaky, Y TOMY 4MC/i BTpaTa CMaky,
LU0 3a3BMYall BiJHOB/IOKOTLCA NiCAA NPUMUHEHHS NPUIAOMY Mpenapary

HevacTo MapecTesis, rinecTesis

[yxe pigko CrTilika gucressis

YacToTa HeBigoma

rinocmisi, aHoCMis, BKNOYaKOUM NOCTIHY aHOCMit0

3 60Ky opraHis 30py




Yacto

MopyLLEHHS 30py

YacToTa HeBigoma

HeuiTKuiA 3ip, 3HWKEHHA FOCTPOTK 30pY

3 60Ky opraHis Cnyxy Ta piBHoBaru

HeuacTo

LLym y Byxax

YacToTa HeBigoma

Tyrosyxictb

3 60Ky cyauH

YacTtoTa HeBigoma

Backynit

3 6OKY LLTYHKOBO-KMLLIKOBOTO TPaKTy

[yxe yacTto

BiguyTTa NepenoBHEHHS LWNYHKa, AUCNENCIA, HYA0Ta, NOMIPHWIA 6inb Y AiNSHLI XMBOTA, fiapes

YacToTa HeBigoma

MMaHKpeaTuT

3 60Ky MeYviHKM Ta >OBYOBUBIAHUX LLNSXIB

Pigko

MeyiHKOBa HefOCTATHICTb, MIABULLEHHA PIBHA (DEPMEHTIB MeYiHKW, >XXOBTAHWUUA, X0necta3 i renatut
(BKNHOYaKOUM BMNALKM NEYiHKOBOI HEAOCTATHOCTI 3 NleTa/lbHUM HacligkoM abo BMMadKuy, WO notpebysanm
nepecagkeHHs neyviHku; AnB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHSA»)

3 60Ky LUKipW Ta NigLWKIipHOT KNI TKOBUHM

[y>xe yacTto BucunaHHaA, Kponmns’aHKa
HevacTo @DOTOUYT/IMBICTb
Lyxe pigko Anoneuis, ncopiazonogioHi BucMnaHHA abo 3aroCTPeHHs rncopiasy, TOKCUKoAepMisi, eKcdoniaTuBHMIN Ta

OyNbO3HWI fepMaTuT, MynbTU(OpPMHa eputema, cuHapoMm CriBeHCa—[)KOHCOHa, cuHApOM Jlaienna
(TOKCMYHMIA enigepManbHUIA HEKPONi3), FOCTPUIA reHepanizoBaHWn eK3aHTEMATO3HNIA MYCTY/bO3)

YacToTa HeBigoma

MefvKaMeHTO3He BUCUMMNAaHHA 3 €03MHOINIEKD Ta CUCTEMHUMU CUMNTOMaMU

3 60Ky CKeneTHO-M’S30BOI CUCTEMU Ta CNoAyYHOI TKaHUHK

[yXe vacTo

ApTpanria, mianris




YacToTa HeBigoma Pabaomionis, NigBWLLEHHS PiBHS KpeaTUH(OCHOKiIHa3N

3ara/ibHi po3naamn Ta peakuii y MicLi BBeeHHA

YacTo BucHaxeHiCcTb
HeyacTto Mapauka
YacToTa HeBigoma "pmnonofi6Hi 3aXBOPHOBaHHS

TepmiH NpUAaTHOCTI. 3 POKU.
He 3acTocoByBaTu npenapat nic/s 3akiH4eHHA TepMiHY NPUAATHOCTI, 3a3HA4YEHOr0 Ha YNaKoBLi.

YMmoBu 36epiraHHsA. 36epiratv B OpUriHanbHili ynakosLi Npy Temnepatypi He BuLe 25 °C. 36epiratn y HeAOCTYNHOMY ANs AiTel Micui.
HecymicHicTb. HeBigoma.

YnakoBKa. o 7 Tabnetok y 6nictepi. o 2 6nicTepun y navui.

KaTteropis Bignycky. 3a peLentom.

BupobHuk. AT «Papmak».

Micue3HaxoLXeHHS BUPOOHMKa Ta 0ro agpeca Micus NpoBapkeHHN AisiNIbHOCTI.
YkpaiHa, 04080, m. Kuis, Byn. Kupuniscbka, 74.



