TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

JAMI3HII®

(LAMISIL®)

Cknao:
ditoua pevosuHa: TepOiHadin;

1 Tabnetka mictTuth TepOiHadiny rimpoxnopuny 281,25 Mr, 110 y nepepaxyBaHHi Ha TepOiHadin
nopiBHIOE 250 MT;

0ONoOMIdCHI peyo8uHU: MaTrHil0 cTeapaT, KPeMHi0 MiOKCHM KOJIOImHUY 0e3BOOHUM, TiIIPOMeo3a,
HaTpPil0 KPOXMaNLIJIIKONAT (TUM A), 1[e/TI0103a MiKpOKpHUCTalliyHa.

Jlikapcbka ¢popma. TabneTku.
OcHosHI (i3uko-xiMiyHi 81aCMuBOCMi:

TabIeTKN KPYTJIi, BOOIMYKII, 3i CKOIIEHUMHU KpasiMH, Bifl 6iforo mo 6inoro 3 JKOBTUM BiITiHKOM
KOJIbOPY, 3 TJIagKoio abo 371eTKa HePiBHOIO TOBEPXHEIO, 3 PUCKOI0 3 OOHOT'0 OOKY Ta HAKCOM
LAMISIL 250 (mmo xony) 3 iHuroro 60Ky TableTKH.

dapmMakoTepaneBTHYHA rpymna. [IpoTurpubKoBi mpemapaTu Ay 3aCTOCYBaHHS y JePMATOJIOTII.
[TpoTurpubKoOBi mpemapaTy [AJIE CUCTEMHOTO 3acToCyBaHHs. TepOiHadiH.

Kom ATX DO1B A02.

®Papmako/102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Tepbinadin € aninaminoM, SKuM Ma€ MIXPOKUHN CIIEKTP MPOTUTPUOKOBOI il om0 iHeKil mKipu,
BOJIOCCS 1 HITTiB, CHpUYMHEHNX TaKuMU gepMaToditamu, gk Trichophyton (nanpuknap T. rubrum, T.
mentagrophytes, T. verrucosum, T. tonsurans, T. violaceum), Microsporum (Hanpuknaz
Microsporum canis), Epidermophyton floccosum i gpixknxoBi rpubku pony Candida (Hampukiapn
Candida albicans) ta Pityrosporum. Y Hu3bKuX KoHIIeHTpalisx TepOiHadin BusiBnse QyHrinupmHy mito
BiZTHOCHO mepMaTodiTiB, ITICHIBUX i IesIKUX TUMOPGHUX TPUOKiB. AKTUBHICTh BiTHOCHO [PiXKIXKOBUX
rpulKiB 3a/IeKHO Bifj IXHBOTO BUAY MOXKe OyTy QYyHTIUAHOI ab0 QyHTicTaTUYHOIO.



TepOinadin cnenndivyno crprse paHHbOMY eTany 6i0CHHTe3y CTepUHiB y KIiTuHi rpudka. [is
TepbiHadiny 3MiACHIOETHCS IUISIXOM iHTiOyBaHHS (PEPMEHTY CKBaJIEHETIOKCUIa3! Y KITITUHHIN
MeMOpaHi rpubka. Lle mpu3BoauTh [0 AedilluTy eprocTepony i o BHYTPIlIHbEOKITITHHHOTO
HAKONKWYEHHS CKBaJIeHy, 1110 COPUYMNHSE 3arubenb KIiTuHY rpubka. Lleir hepMeHT He HaNneXUTh 10
cucteMu nuroxpomy P450.

[Ipu 3acTOCYyBaHHI BHYTPILIHLO IpernapaT HaKONMUYYEThCA B LIKIPi Y KOHLIEHTPALifAX, 1110
3abe3neuyoTh QyHTIIUAHY [0 Ipemapary.

dapmakoKiHemuka.

[Ticns nepopanbHOTo nputoMy Tepbinadin godpe BcMOKTYeTHCSA (> 70 %); abcomoTHa
GiomocTymHiCTh TepGiHadidy, 10 BXOOUTE 40 CKiamy JlaMisuny®, TablIeTok, B pe3yJibTaTi
IIPECUCTEMHOI0 MeTabo1i3aMy cTaHOBUTD mpuOnu3Ho 50 %. Pa3oBa mepopasnbHa mo3a 250 mMr
TepOiHadiny noka3ana cepeqHe 3HaUeHHS IIKOBUX KOHIIEHTpaIli# y nna3Mi kposi 1,30 MKr/Mi yepe3
1,5 ropgunm micnsg npuiioMy npenaparty. [1pu mOCTiMHOMY IPUMOMi IOPIBHAHO 3 OGHOPA30BUM
IPUHOMOM MaKCcHMaJlbHa KOHI[eHTpallisl TepbiHadiny Oya B cepegHbOMY Ha 25 % BuIlla, a IIJla3MOBa
AUC 306inpimyBanacs y 2,3 pa3a. Ha ocHoBi 36inpimenHs mina3moBoi AUC Moxe OyTH po3paxoBaHUM
epexTuBHUY nepion HaniBBuBeneHHS (~30 roguH). [IpuiioM 1Ki BUSABIS€ IOMIPDHUY BIJIUB Ha
6iomoctynHicTk TepOiHadiny (36inpmenns AUC Ha meHIe Hix 20 %), ogHaK 1ie He IPU3BOAUTH [0
HeoOximHOCTI Kopekilil mo3u. OmHOYacHe BXKUBAHHS 13Ki 3 BUCOKMM BMiCTOM KUPiB YIIOBIIbHIOE
BCMOKTYyBaHHS TepOiHadiny Ta 30inbmye 6iogocTynHicTs npudnu3xo Ha 20 %.

TepOGinadin mirHO 3B’93yeThCs 3 Oinkamu mna3mu KpoBi (99 %). O6’em posnopiny nepesuinye 2000 7.
Bin mBHaKO ogudyHOy€E Yepes3 JepMy Ta KOHLIIEHTPYEThCS Y Nino¢inbHOMY POTOBOMY IIapi.

TepOinadin HakOMYYyeTHCA Y NinodinbHOMY poroBoMy mapi. TepbiHadil TakoXK BUIINAETHCSA Y
MIKipHOMY caJli i, TaKMM YMHOM, JOCSTa€ BUCOKKX KOHIIEHTpallill y BOJIOCAHUX (OITiKyJaX, BOJIOCCI Ta
mKipi, 30arayeHiil WKipHUM casioM. TakoXK [OBefeHO, 0 TepOiHadiH pO3MOdiNIeThCI ¥ HIrThOBI
IIJIACTHHU IIPOTSATOM IEPIINX TUXKHIB IiC/IA I04YaTKy Teparii. HeMae mocTaTHIX maHUX IIOAO TOTO, YU
mpoHuKae TepOiHadiH yepes mianeHTapHu 6ap’ep. Menme Hix 0,2 % TPUAHSITOL HO3K
eKCKPEeTYEThLCSA Y IPyAHe MoyoKo. TepOinadin MeTabomi3yeThCs MBUAKO i EKCTEHCUBHO 3@ Y4aCTIO
npuHaiimMHi cemu i3o¢epmenTiB CYP 3 ictoTHuM BHeckoM 3 6oky CYP2C9, CYP1A2, CYP3A4, CYP2C8
i CYP2C19. Buacnigoxk 6iotparcdopmariil TepbiHadiHy yTBOPIOIOTHCS MeTalOIiTH, IKi He MalOTh
IPOTUTPUOKOBOI aKTUBHOCTI i BUBOMISITLCS ITepPeBazxKHO 3 ceyelo. [lepion HamiBBUBENEHHS IIpemnapaTy
CTaHOBUTH 17 roguH. [loKa3iB 1040 HAKONMUYEHHS IIpenapaTy B OpraHi3Mi HeMae.

3MiH y papMaKOKiHETHIII TpenapaTy 3aJexKHO Bifl BiKy IMMalliEHTa He CIIOCTEPIraeThCs, ajie MBUAKICTh
BUBEJEHH IIperapary 3 opraHiaMy Moxe OyTH 3HMXKEHa y MallieHTiB 3 MOPYIIEeHHIM QYHKIII HUPOK
abo meyiHKwM, 1110 TPU3BOOUTD [0 MigBUIIEHHS PiBHIB TepOiHadiHy B KpoOBi.

HocnipxeHHS (papMaKOKiHETUKH Pa30BUX [03 IIpenapary 3a y4acTIo MalieHTiB 3 IOPyIIeHHIM
GbyHK1II HUPOK (KipeHC KpeaTuHiny < 50 MJj1/xB) a0 3 yXke iCHYIOYMMHU 3aXBOPIOBAaHHSIMH MTEYiHKU
ITOKa3aly, 110 KIIipeHc J'IaMi31/my® Moxke OyTu 3MeHIIeHu npubnau3Ho Ha 50 %.

KiiniuyHi XxapaKTepHUCTHKH.



IToxka3auns.

I'pubKoBi iHdekii mKipu i HirTiB, cnpuuuneni Trichophyton (Hanpuknan T. rubrum,
T. mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis ta Epidermophyton floccosum:

- Crpuryunii nuimai (Tpuxo@iTia rmagKol WKipu, TPUX0)IiTis IPOMEXKUHY i fepMaTodiTid CTOII), KOIU
JI0Kasi3alis ypaxeHHs, BUPaXXeHicTh ab0 IOUMPEeHiCTh iHPEKITil 3yMOBITIOI0Th JOLIIbHICTh
IIepopabHOI Teparrii.

- OHixX0OMIiKO3.

IIpomunoka3aHHsi.
T'ocTpi abo XpOHiYHI 3aXBOPIOBAHHS MMEYiHKH.

linepuyTtnusicTs g0 Tepbinadiny uu no O6yab-gKUX OOMOMIXKHIX PEeYOBUH IIpenapary.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
Bnaue iHwux sikapcvkux 3acobie Ha (papmakokiHemuky mepbiHagpiHy

Y metabomiami Tepbinadiny 6epyTh y4acTs izohepmenTtu nutoxpomy P450 (CYP450). Kniperc
tTepbiHadiny y mna3mi KpoBi Moxe OyTH MigBUILEHUM ITpelapaTaMy, I0 iHAYKYOTh I1i pepMeHTy, i
Moxe OyTH 3HUXKEHUM IpenapaTaMi, 1o iHTiOyoTh mutoxpoM P450. ¥V pasi HeoOxigHOCTI
CYIyTHBOTO JIiKyBaHHSA TaKMMH IIperapaTaMy fo3yBaHHs JlaMi3uny® HOTpiGHO KOPUTYBATH
Bi[I[TOBiIHUM YUHOM.

IH2ibimopu pepmenmisa
LluMeTunuH 3HNKYyBaB KiipeHc Tepbinadiny Ha 30 % Ta migBumnyBaB AUC Ha 34 %.

®nykona3zon (iuribitop CYP3A4 Ta CYP2C9) 36inburyBaB noka3uuku C,,, i AUC Tepbinadiny Ha 52 %
i 69 % BigmosigHO. Take Xk 30iNbIIeHHS TOKA3HUKIB MOXKEe CIIOCTEPIraTHCS IIPU OTHOYACHOMY
3acTocyBaHHi 3 TepOiHadinoM mpenaparis, 1m0 npurHiuyioTb CYP2C9 i CYP3A4, Takux K a30/bHi
dbyurinuau, makponiaHi anTubioTuku abo amiogapoH.

In0ykmopu ¢pepmermia

Pudammninun (ingyktop CYP3A4) 36inbmnryBaB kiipeHc Tepbinadiny Ha 100 %. [Tokazuauku AUC i C,,,
3HuKyBanucsd Ha 50 % i 45 % BigmoBigHO.

Bnaue mepbiHagiHy Ha papmakokiHemuky iHwux aikapcbkux 3acobis

Cyb6cmpamu CYP2D6: mocnigXeHHs in vitro Ta in vivo BusiBuny, mo Tepbinadin mpurniuye CYP2D6.
Taki pe3ynbTaTu 6inbllle CTOCYIOTLCSA CYOCTaHIIN, AKi IepeBaXXHO MeTabo0Ii3yI0ThCS 3@ y4acTIO LIbOTO
dbepMeHTY, 0COOIUBO SIKII0 BOHM MalOTh BY3bKUM TeparneBTUUHUM [lianla30H (IUB. PO3Min
«OcobnuBOCTi 3acTOCyBaHHS»). Lle CTOCy€eThCSA, HalpUKIIak, fesKUX IpelapaTiB TaKuX KjaciB:
TPULMKITIUHI aHTHUOEeNpecanTu, 0eTa-6J10KaTOPU, CeNeKTUBHI iHTi6iTOPY 3BOPOTHOTO 3aXOIIEHHS
CEepOTOHiIHY, aHTMAPUTMIiYHI IpemnapaTH (BKmovaooun Kiaac 1A, 1B ta 1C) abo inribitopu
MOHOaMIiHOKCUa3u TUly B.



Tepbinadin 3MeHITyBaB KIipeHc me3unpaMiny Ha 82 %, a AUC 306inbiryBaB y 5 pasis.

Y mBupgkux MetabosizatopiB CYP2D6 Tep6inadin 30inbiyBaB KoedillieHT MeTab0iuHO1 B3a€MOZI1
nekcTpoMeTtopdany/mekcTpopdaHy B cedi y cepemHboMy B 16—97 pasiB. Lle cBiguuTh Mpo Te, 1110
tTepbiHadin ynosinsHIOE MeTabomiam cybcTpaTiB CYP2D6 y mBupkux metabosnizatopis CYP2D6
(«ekcTeHCUBHUX MeTabo11i3aTopiB»), TO6TO MeTaboIi3M y IIUX MallieHTiB MaKCUMaJIbHO BilIOBimae
MeTabomi3My y MoBibHUX MeTabo1i3aTopiB (a came «crnabKux MeTaboIi3aTopiB»).

Cybcmpamu iHwux ¢pepmermie CYP450. Pe3ynbTaTit HOCHiIXKEeHb, TPOBENEHUX in Vitro Ta 3a y4acTio
3[0POBUX MOOPOBOJIBLIIB, TOKA3yI0Th, 110 TepOiHadiH Mae He3HAUHUM IIOTEHIlias OJIs IPUTHIYeHHS
abo mocueHHs KiIipeHcy OinbIIOCTi mpemaparis, siKi MeTab0/Ii3yI0ThCS 3a y4acTio iHIuX i3odpopM
cuctemu ruroxpomy P450 (Hanpuknag tepdeHaguHy, TpualoiaMy abo mepopaabHUX
KOHTPALIEIITUBIB).

THWi memaboniyHi wasxu: Tepbinadin 36imbIIyBaB KITipEHC IIUKIIOCIOPUHY Ha 15 % (3MeHIIeHHS
AUC Ha 13 %).

MoxuBicTh B3a€EMOfii Mixk TepOiHahiHOM Ta aHTUKOATyISHTaMH, IO 3a3BUYail MpU3Ha4YaloTh, HE
BUBUanacd. [1if yac mocrigxkeHHS 3 BaphaprHOM XKOOHUX B3a€EMOLIN He CIOCTepiranocs.

[Tig 9ac KMiHIYHUX JOCTiA»XKEeHb BillTIOBITHOTO BIIMBY Ha (papMaKOKiHETUKY KO-TPUMOKCA30JTy
(TpuMeTONIPUMY Ta CyIbhaMeTOKCa301y), UTOKCUHY, GryKoHa3omy, GeHa30Hy, Teodininy abo
3U0BYAVHY HE BUSBJIEHO.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Jlamisun® [yas mepopanbHOro 3aCTOCYBAHHS CIIif] 3aCTOCOBYBATH JIMIIE TOMI, KOJIK MiclieBe
3aCTOCYBaHHS IIperapaTy HeMOXKJIIKBeE.

QyYHKUIA neviHKU

Jlamizun® B TaGneTKax IPOTUIIOKA3aHMUIA /I 3aCTOCOBYBAHHS Malli€HTaM 3 XPOHIYHUM ab0 rOCTPUM
3aXBOPIOBAHHAM Iedinky. [lepen npusHavyeHHsaM Jlamisuny” B TaGraeTkax HEOOXiHO OLIHUTH BCi BXKe
icHyloui 3axBopioBaHHS NMediHKu. Ak MiHiMyMm ciip BusHaunuTu piBHi AJIT ta ACT pgns Toro, 11106
OTPUMATH BUXiHI 3HAYEHHS [JIS TOPIBHSAHHSA X 31 3HAaYEHHSAMH, SIKi OymyTh OTpUMaHi IIif 4ac
JiKyBaHHS. Y MallieHTiB i3 yKe iCHyI0OUMMM 3aXBOPIOBAHHSIMHU IeYiHKY KilipeHC TepbiHadiny Moxke
3HUKYyBaTUCh Tpubnu3Ho Ha 50 %.

['enaTOTOKCAYHICTL MOXKE CIIOCTEPIraTUCA y MHALlE€HTIB 3 ONepeNHIM 3aXBOPIOBAHHAM II€4YiHKY Ta
0e3 HbOT0, TOMy PEKOMEHYETLCSA TIEePIOAUYHUM MOHITOPUHT QYHKII ediHKY (4epe3 4—6 TUXKHIB
NiKyBaHHs). 3aCTOCyBaHHs IpenapaTy Jlamisun® B TabneTKax CIIif HeraifHO IPUIUHUTH Y pasi
MiOBUIIIEHHS aKTUBHOCTI ITOKA3HUKIB (DYHKITIOHATbHUX ITeYiHKOBUX TECTIB. Y IMAIiE€HTIB, SKi MpUiManu
Jlamizun® B TaGneTkax, gyxe pigko GyaM 3apeecTpoBaHi BUNANKH CePHO3HOI IIeYiHKOBOI
HEJOCTAaTHOCTI (IesiKi 3 HUX MaJiM JIeTalbHUM HaCimoK a0o moTpedyBanu nepecafky mevinku). ¥
Oi/TBIIOCTI BUMAKIB MMEYiHKOBOI HEJIOCTATHOCTI MAI[iEHTH MaJIi CEPHO3Hi OCHOBHI CUCTEMHI
3axBOPIOBaHHS (IuB. po3minu «[IpoTunokasaHHsa» Ta «I100iuHi peakirii»).

[Tali€eHTiB, SKi IPUUMaIOTh Jlamizun®, cimin MIOIEePEeOUTH IIPO Te, IO MOTPiIOHO HEeralHO IOBiMOMUTH
nikaps mpo 6yab-siKi 03HaKu abo CUMIITOMH, 1[0 BKa3yIOTh Ha MOPYLIeHHS (PYHKIII meuyinky, Taki K
IIOCTifiHA HY[IOTa, BTpaTa alleTUTY, KOBTSHUIS, OII0BaHHS, MigBUIIIEHA BTOMJIIOBaHICTE, 60 y
BEPXHill IpaBill YaCTUHI KUBOTa, TEMHUU KOJIip cedi 4 3HeOapBIeH] BUTIOPOXKHEeHHS. [lalieHTy 3



MMM CUMIITOMaMH¥ IIOBUHHI MPUIMHUTY 3aCTOCYBaHHS TepOiHadiny nmepopanbHo, a GYHKINIO IeYiHKN
malieHTa MOTPi6HO HEraHO OiHUTH.

Peaxkuii 2zinepuymausocmi/ceptio3Hi WKipHi peakuii

IyxKe pigKo MOBiIOMIISANIOCS IIPO MOSIBY CEePHO3HUX peakilili 3 60Ky IIKipy (HanmpuKiag CUHAPOM
CriBeHca - [I?>KOHCOHA, TOKCUYHUY elifepManbHUM HEKPOJIi3, BUCUIIaHHS 3 e03WHO(Diielo Ta
cucTeMHuMHE cumnToMamu [DRESS-cunmpom]) y namieHTis, aki orpuMysanu Jlamizun® y TabneTkax.
4k i mkipHi peakuii Ta eo3unodinis, DRESS-cuHapoM MozKe OXOITIoBaTH oquH abo OinbIlle opraHis,
CIIPUYMHSIOUM TeaTUT, iIHTePCTUIiaTbHUN He(DPUT, iHTEPCTUIiaIbHUY THEBMOHIT, MiOKapOouT,
NepUKapauT. Y pa3i BUHUKHEHHS IPOrpecyl0uynx BUCUIIaHb Ha IIKipi abo iHIMNWX MOXKIMBUX
CHMIITOMIB TilepuyTaUBOCTI NiKyBaHHA JlaMisunoM® B TabeTKax NOTPiOHO IPUIMHUTH.

YepsoHul 8o8uak/ncopia3

Jlamisun® ciiif 3aCTOCOBYBaTH 3 06€PeXHICTIO MAIi€HTaM i3 ICOpia30M Y MIKipHUM a60 CHCTEMHUM
YepPBOHUM BOBYAKOM, OCKIJIBKY Y ITIOCTMapKETUHIOBUM II€Piof HaAXOOUIU ITOBIIOM/IEHHS IIPO
BUTIA[IKM 3aTOCTPEHHS X 3aXBOPIOBAHb.

T'emamonoziuHi egpexmu

Iyxe pigKo IOBiIOMIISIIOCS IIPO MATOJIOTiuHi 3MiHM 3 60Ky KpPOBi (HEHTPOIIEeHis, arpaHyJI0IUTO3,
TPOMOOLUTOIEHis, MAHIIUTONIEHis) V Talli€HTiB, SIKi OTpUMYyBaIx Jlamizun® B Tab6netkax. Heo6xinHO
OLIHUTY IPUYUHY BUHUKHEHHS OyIb-KOI MaTONOTriyHol 3MiHM 3 00Ky KPOBI y IAILIi€HTIB i pO3TISHYTH
NUTAHHA 00 MOXKJINBOL 3MiHU PeXUMY JIiKyBaHHS, Y TOMY YUCJIi IepePUBaHHA JTiKyBaHHS
npenapaToM Jlamizun® y TabreTKax.

Hupkosa ¢pyHKuiA

3acrocysanHns Jlamisuny® B TabneTKax malieHTaM 3 MOPYIIeHHAM QyHKIi HUPOK (KIIipeHc
KpeaTuHiny Menie 50 My1/xB ab60 piBeHb KpeaTUHiHY B cupoBaTiii KpoBi Oinbiie 300 MKMOJIb/IT) HE
Oy710 BUBUEHO HaJIeXKHUM YUHOM i TOMy HE PEKOMEHOYEThCH.

B3zaemodii

HocmimkeHHS in vitro Ta in vivo BUsIBUIH, 1110 TepbiHadiH € inribiTopoM neyiHkoBoro pepMeHTy
CYP2D6. Cnip peTenbHO KOHTPOJIIOBAaTH CTaH Malli€HTiB, IKII0 BOHU OAHOYACHO 3aCTOCOBYIOTh
mpenapary, siki MeTabo0Ii3y0ThCs IIepeBaXkHO 3a yuyacTio pepMmenTy CYP2D6 (Hampukiang
TPULMKITIYHI aHTHenpecanTy, 6eTa-6710KaTOPU, CENIEKTHUBHI iHTi6iTOPY 3BOPOTHOTO 3aXOIJIEHHS
CEepOTOHIHY, aHTMAPUTMIYHI ITpenapaTH (BKmovatoun kKinac 1A, 1B ta 1C) abo inribitopu
MOHOAMiHOKCHa3u TUIy B), 0co6IMBO SKINO I1i TpemapaTyé MaloTh BY3bKUHU TepaleBTUYHUN Hialla30H
(muB. po3min «B3aemopmis 3 iHIMUMY JTiKapChbKUMM 3ac00aM¥ Ta iHIII BUAY B3aEMOIii»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

HocmigXeHHST pempOAYKTHBHOI TOKCHYHOCTI Ha TBapUHAaX II0Ka3ally, 110 PU3UK I IIJI0fa BigCyTHIH,
OIHAK KOHTPOJIbOBaHI KJIiHIYHI OCIIIXKEHHS 3a y4acTIO BariTHUX XIHOK He nmpoBogunucsd. Kininiyauu
LOCBI 3aCTOCYBaHHS JIaMi3HJ1y® BariTHUM XiHKaM qyXxe 00MexXeHUHN, TOMY Jlamizun® He crin
3aCTOCOBYBATH IIifl 4aC BaTriTHOCTi, OKPiM BUMAAKiB SBHOI HEOOXiIHOCTI.

Hes3HayHa KinbKicTh TepOiHadiHy TPOHUKAE V¥ TPYAHE MOJIOKO, i TOMY XKiHKH, SKi TOIyIOTh TPYII0, He



TIOBMHHI OTPMMYBATH JiKyBaHHs Jlamizunom”.

3paTHiCTH BIVIMBATH Ha MIBHKICTH peakiil Ipu KepyBaHHi aBTOTPAaHCIOPTOM a0 iHITUMH
MexaHi3MaMHu.

BignoBigHi mocnigxkeHHS He npoBoauiIucs. [lamienTam, y AIKUX 3’ IBIAETHCA 3allaMOPOYEHHS Ta
TIOpYIIeHHs 30pY K HeOaxkaHWM edeKT Ha 3aCTOCYBaHHS Ipemnaparty (auB. po3mdin «ITobiywi
peaxtii»), cIlig yHUKaTH KepyBaHHS TPAaHCIIOPTHUMH 3aco0aMu Ta PoOOTH 3 iHIIMMHU MeXaHi3MaMHU.

Cnoci6 3acmocyeaHHss ma do3u.

[TpemapaT mpu3Ha4YeHUi I IePOPaIbHOT0 3aCTOCYBaHHSI. TaOneTKy IOoTpiOHO KOBTATH, 3allMBal0UH
BOMOI0, 0akaHo B OOUH i TOM XKe 4ac qobu. TabneTKu MoXHa IPUUMaTH HE3aleXKHO0 Biff IPUUOMY 1XKi.

HopocnuM npusHavaoTh 1o 1 Tabnerii 250 mMr 1 pa3 Ha 700y.

TpuBamicTh NMiKyBaHHS 3aJIeXKUTh Biff XapaKTepy i TIKKOCTi nepebiry 3axBopioBaHHs. CIify CTeXUTH
3a TuM, 1100 JiKyBaHHS OyJI0 IpPOBefieHe MPOTATOM HaJleXKHOTO0 Iepiofy Yacy. HeHanexkHa
TPUBAJICTH JIiKyBaHHS Ta/ab0 HepeTylsipHe 3aCTOCYyBaHHS IIpernapaTy Moxe IIPHU3BECTH [0 PELUTUBY
indexkmii. Ciig moTpuMyBaTHCS IPaBUI 0COOUCTOI TirieHu ayis nonepenkeHHs peindikyBanHs (3
HUKHBOI OITM3HM, IIKAPIETOK, B3YTTS TOIIO).
PexoMeH0BaHa TpUBAJIICTh JIIKYBaHHS:

nepMaTodiTis cTom (MiXKmanblleBa, MigOIIOBHA/TUIY «MOKACUHU») - 2—6 TUKHIB;

TPUXOQiTis rIagkol mKipu - 4 TUKHI;

Tpux0QiTisi TPOMEXUHHU - Bif 2 10 4 TUKHIB;

IMKipHUYM KaHOUOO03 - Bifg 2 00 4 THXKHIB;

Tpux0diTisi BOMOCUCTOI YaCTHHU T'OJ0BYU - 4 TUXKHI;

OHIXOMIKO3, CIpUYMHEHUN fepMaTodiTaMu - 6—12 TuXKHIB. Binbil TpuBae niKyBaHHS MOXKe
OyTu noTpibHe MalfieHTaM i3 MOBiIbHUM POCTOM HIrTiB.

IHpexuii Hiemia: y OiNbLUIOCT] BUTIAOKIB TOCTATHRO 6 THUKHIB JTIKyBaHHS.
IHpexkuii sBeauk020 nasvusa Ho2u: y GINBIIOCTI BUMTAAKIB JOCTATHLO 12 TUXKHIB JTiKyBaHHS.

Y pasi rpubkoBux iH(EKIiN HIrTiB KniHiYHWM eeKT HacTaEe 3a3BUYal Yepes KijlbKa MICSIIiB Mics
MIKOJIOTIYHOrO JIikyBaHH. lle OB’13aHO0 3 BiIPOCTaHHAM 300POBOI0 HIrTs.

Ocobaugi nonyaayii
ITauienmu 3 nopyweHHAM QYyHKUil neviHKu

Jlamizun® y TabneTkax IpOTUIOKA3aHKIl HaL[i€HTaM i3 XpOHIYHIM a0 TOCTPUM 3aXBOPIOBAHHIM
MIEeYiHKH.



IMauieHmu 3 nopyweHHAM PYHKUil HUPOK

3acrocysanHs Jlamizuny® B TabneTKax malieHTaM 3 IOPYIIeHHAM QyHKII HUPOK He Gy/I0 HaleXHUM
YUHOM BUBYEHO i TOMY He PEKOMEHYETHCS Lill TPYIIi XBOPUX.

ITayieHmu AiMHbO20 BIKY

Iloka3siB TOTO, 110 MallieHTH JIITHBOI'O BiKy BUMararmTh 3aCTOCYBaHHS 103 IIpenapary, sKi
BigPI3HAIOTHCS Bifl TAKUX [AJIg MAI[i€HTIB MOJIOAIIOTrO BiKy, HeMae. Y il BiKOBil I'PyIIi Ipu
3aCTOCYBaHHi IpemnapaTy CIIif B3sITH 10 yBaru MOXKJIUBICTh IOPYIIEHHS QYHKIII MeviHKu ab0 HUPOK.

ITpouedypa y pasi nponycky nputiomy 0o3u

Ao narieHT 3a0yB IPUUHATH YeProBy 03y, HACTYNIHY [03Y CIIif IPUUHATH SKOMOTra MBULIIE, K
TiJIBKY BiH 1IPO Ife 3rafae. OgHakK, BpaxoByi0uM papMaKOKiHETUYHI BIacTHUBOCTI TepOiHadiny,
IIPOIYIIEeHY 003y He CJIif MpUIMaTH, K0 iHTepBai MiXK IPHAOMOM NPOMYIeHOl 03K i IPUHOMOM
HACTYIIHOI O3 CTAHOBUTH MeEHIIe 4 TOONH.

Himu.

IaHi 1momo 3acToCyBaHHS ITpenapary AiTsaM o0MeXeHi, TOMy H0Tr0 3aCTOCYBaHHS He PEKOMEHIYEThCS
ITif BiKOBiM KaTEropil maIli€eHTiB.

Ilepedo3yeaHHsi.

BigoMo mpo feKinbKa BUIAAKiB Iepefo3yBaHHs (IPUitoM BHYTPIMIHLO [0 5 I mpemnaparty Jlamisun®).
[Tpu 11bOMy Bii3HaYaNKCS TOJIOBHUY 0inlb, HymoTa, Oib B emiracTpii i 3amaMmopodyenHs. JIikyBaHHS,
sKe PeKOMEHIYEThCS y pa3i lepefo3yBaHHs, BKIII0Ua€ BUBEIEHHS [IpellapaTty, B eIy 4epry, 3a
[IOIIOMOT0I0 aKTMBOBAHOT'O BYTi//IS Ta 3@ HEOOXiZHOCTI 3aCTOCYBaHHS CUMITOMaTUYHOL
MigTPHMYyBaIbHOI Teparril.

ITo6iuni peakuii.
I71s OLiHKY YaCTOTU BUHUKHEHHS Pi3HUX MOOIYHMUX peakIlii BUKOPUCTAHO TaKy Kiacudikarrio:
nyxe 4dacto (= 1/10); gyacto (= 1/100, < 1/10); HeuacTo (= 1/1000, < 1/100); pigxo (= 1/10000,

=< 1/1000); nyxe pigko (< 1/10000), yacToTa HeBifoMa (He MOXXKHaA BCTAHOBUTH Ha OCHOBI HasIBHUX
OaHUX).

Po3sadu 3 60Ky Kposi ma AiMpamuyHoi cucmemu

HeuacTo AHEMis.

[lyxe pigko HelTponeHisi, arpaHyI0LKUTO3, TPOMOOLIMTOIEHIs, TAaHIIUTONIEHi.

Po31a0u 3 60Ky iMyHHOI cucmemu

[lyxe pigko Anadinakroigni peakii (y Tomy uucsi HaOpsik KBiHKe), mporpecyBaHHS
Ta 3arOCTPEHHS WIKIPHOTO i CUCTEMHOT0 YEPBOHOTO BOBYAKA.

HacToTa HeBigoMa AHadinmakTHUHa peakilis, peakiiil, momiOHi 4O CUMIITOMIB CUPOBATKOBOI
XxBOpOOU (B T.4. BUCUIIaHHS, CBepOixK, KPOIUB'sTHKa, HAOPSK, apTparis,
raps4ka Ta HaOpsK niMGOBY3JIiB).




Po31a0u memaboaiamy ma

JHCUB/NCHHA

[lyKe 4acTo

BTpaTa aneTury.

HeuacTto

BTpaTa Macu Tina (BHaCHiOK AUCTeB3il).
[ToBimOMIISIIOCS PO TSAKKi OKPEMi BUIIAKK 3MEHIIIeHHS BXKUBaHHS 1XKi,
110 MPU3BOAMIIO OO 3HAYHOI BTPATH MacH Tifa.

[TcuxiyHi po3aadu

YacTto

[lenpecis.

HeuacTto

Hecrokiii.

Po31a0u 3 60Ky Hepeosoi ¢

ucmemu

[lyXe 4acTto

["010BHUH OiNb.

YacTto 3armaMOpO4YeHHS, JUCTEB3id aX [0 BTpaTu CMaKy. [lopylieHHs BiqdyyTTsa
CMaKy, y TOMY YHCJIi BTpaTa CMaKy, 3a3BU4ail BifHOBIIOETHCS MiC/IA
[IpUNMHEHHS IPUIOMY IIpenapary.

HeuacTo [TapecTesis, rimecresis.

[lyxe pigko CrillKa guCreB3sis.

JacToTa HeBigmoMa

[imocmis, aHOCMis, BKIIOYal04y MOCTIMHY aHOCMIilO.

Po31a0u 3 60Ky 0p2aHis 30

py

JacTto

[TopyIlIeHHS 30DY.

JacToTa HeBimoMa

HeuiTKu# 3ip, 3HUXKEHHS TOCTPOTH 30DYy.

Po31a0du 3 60Ky op2aHie c

yXy ma pigHo8az2u

Heuacto [Ilym y Byxax.
HacToTa HEBiOMa [['yrOBYXiCTb.
Po31adu 3 60Ky cyOuH

JacToTa HEBifoMa [Backynir.

Po31a0u 3 6OKY WAYHKOBO-

KUWKO0B8020 mpaxkmy

[lyxe 4acTo

BimuyTTs IeperoBHEeHHS LIIYHKA, QUCIIEIICis, HyAoTa, IIOMipHuM Oinb y
MiNSHIT KWBOTA, Jiapes.

JacTtoTa HEeBimoMa

[laHKpeaTur.

[Po31a0u 3 60Ky nevyiHKu ma #oeyo8usioHUX Wsxie

Pinko

[TewiHKOBa HEOOCTATHICTh, MiABUIIEHHS PiBHS ()ePMEHTIB IIeUiHKH,
PKOBTSIHHIIS, X0JIECTa3 i remaTuT (BKII0UAYX BUIIAOKY IIeUiHKOBO1
HeIOCTATHOCTI 3 JIeTaJIbHUM HacligkoM abo BUMafKy, 110 noTpebyBanu
MepecajgKy NediHKH, OuB. po3in «OcoOIMBOCTI 3aCTOCYBaHHI»).

[Po31a0u 3 60Ky WkKipu ma niOwWKipHOi KAIMKOBUHU

[yKe 4acTo Brucunauss, KponuBs' SHKA.
Heuacto DOTOYYTIUBICTE.
[lyXxe pigko ArTomiellisi, Icopia3omnoniOHi BucKaHHg ab0 3arOCTPeHHS Icopiasy,

TOKCHUKOMIepMisi, eKcosiaTuBHUY Ta Oy/IbO3HUYN OEPMaTHT,
MynbTH(QOpPMHA epuTeMa, cuHAPoM CTiBeHca - [I2)KOHCOHA, CHHAPOM
UTatienna (TOKCUYHUM emifepMalbHUN HEKPOIIi3), TOCTPUM
reHepai30BaHUM €K3aHTeMaTO3HUU MTYCTYIbO3.

JacToTa HeBimoMa

MenrKaMeHTO3He BHCHUIIAHHS 3 €03MHOMINI€I0 Ta CHCTEMHUMHU
CUMIITOMAaMH.

[Po31a0u 3 60Ky CKe/1emHo-

M’ 530801 cucmemu ma cnoAy4YHol MKAHUHU

[lyXe 4acTto

ApTpasris, Mianris.

JacToTa HeBimoMa

Pabmomionis, mimBuIieHHs piBHS KpeaTuHPOCHOKiHA3M.

3a2anbHi po3aadu ma peak

uil y micui 88e0eHHA

JacTto

BricHaXeHiCTb.

HeuacTto

['apsyka.

JacToTa HeBimoMa

['purnononiOHi 3aXBOPIOBAHHS.




Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epiraHHsi.

30epiraTu y HELOCTYIIHOMY A7 HiTei Micii. 30epiraTu B OpuUriHaibHiN yIIakoBIi TPy TEMIIEpaTypi He
sue 30 °C.

HecymicHicme.

HesimoMma.

YnakoBka. [1o 14 tabneTok y 6mictepi, mo 1 6micTepy B KopoO1li 3 KapTOHY ITaKyBaIbHOTO.

Kareropis Bignmycky. 3a penemnrtom.

BupoOHHK.

1. Hosaprtic ®apma [Ipomakurs 'M6X / Novartis Pharma Produktions GmbH (supo6Huymeo,
KOHMpO/b AKOCMI, NAKy8aAHHA, BUNYCK cepil).

2. Jlek ®apmachioTHKaIC [.0., BUpoOHUYa minbHuIld Jlenmasa / Lek Pharmaceuticals d.d.,
PE Proizvodnja Lendava (koHmpob sikocmi, nepsuHHe NaKyB8aHHs, BMOPUHHE NAKYBAHHA, BUNYCK
cepii).

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJpeca MicCllsi IPOBaXKeHHS HOro Jis/IbHOCTI.
1. Odmniurep Itpacce 44, 79664 Bep, Himeuyuuna / Oeflinger Strasse 44, 79664 Wehr, Germany.

2. Tpimnini 2[1, JIeagaBa, 9220, Cnoenis / Trimlini 2D, Lendava, 9220, Slovenia.



