THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

ITOMEQ®
(ITOMED®)
Cknao:
0itoya pevoBuUHA: iTOTIPUAY TimPOXIIOPHUI;
1 Tabnetka MicTuTh 50 MT iTOIPUAY TiTPOXIOPUAY;

00ONOMIdCHI peuoBuHU: TaKTO3a, MOHOTIOpAaT; KpoXMallh IIpexXenaTUHI30BaHUM; HaTPilo
KpOCKapMeJio3a; KpeMHilo IioKCHU[ KoJIoimHuM 6e3BogHuM; MarHiio cTeapaT; Opadry II White 85F
18422 (tutany miokcup (E 171), cnupT mOMiBiHIIOBUM, TalbK, MOJTi€TAIEHTIIKOIb).

JIikapcbka ¢dopma. TabneTku, BKPUTI ITiIBKOBOIO 060JI0HKOIO.

OcHosHi (pizuko-xiMiuHi 8aacmusocmi: Oini abo Marixke Oini TaOneTKY, BKPUTI MJIiIBKOBOIO 000I0HKOIO,
IIBOOIYKJIi, 3 PUCKOIO 3 OMHOTO OOKY, JiaMeTpoM GIM3bKO 7 MM.

®apMakoTepaneBTU4YHa rpyna. Ctumynsatopu nepucranbTuku. Kog ATX AO3F A07.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

[Tonpuay rigpoXIOpU aKTUBY€E IPOMYILCUBHY MOTOPUKY IIYHKOBO-KUIIKOBOTO TPAKTy 3aBHSIKU
aHTaroHi3My 3 flonaMiHOBUMHU D,-pelieniTopaMu Ta iHTiOyi04ili aKTUBHOCTI alleTUIIXO/TiHECTepa3Hy.
ITonpupny rigpoxyiopuyn akTUBY€e BUBITbHEHHS alleTUIXOJIiHY Ta iHTibye #oro po3nan. Itonpumy
Tigpoxopup TaKoXK YHHUTH MMPOTUOIIOBOTHY [Iif0 3aBASKY B3aeMofil 3 D,-penienTtopamy,
JIOKaJTi30BAHUMH B XeMOPELeIITOPHi# TPUTePHi# 30Hi, 1110 OY/I0 MIPOIEeMOHCTPOBAHO H0303aIeXKHUM
inribyBaHHSIM anoMopdiHiHAyKOBaHOTO O/10BaHHS Y TBapuH. i iTonpuay rigpoxmopumy €
BHACOKOCI eI (}ivHOI0 BiTHOCHO BEPXHIX BiAIi/iB IMITyHKOBO-KAIIKOBOTO TPAKTY.

[Tonpuny rigpoxJIOpUL He BIIJIUBA€ Ha PiBeHb FaCTPUHY B CUPOBATL KPOBI.
dapmakoKiHemuka.
Abcopbuis.

[Tonpuny rigpoxIopuy MIBUAKO Ta MPAKTUYHO ITOBHICTIO BCMOKTYETHCA 31 IIJIYHKOBO-KUIIIKOBOTO
TpakTy. Moro BigHOCHa 6iomocTynHICTh cTaHOBUTH 60 %, 110 TOB’sI3aHO 3 €(PEKTOM «IIEPIIOTO



TIPOXOJKEHH» Yyepes NediHKy. [Xa He BIIUBaAE Ha GiomocTynHicTs. Ilicna 3acTocyBanss 50 Mr
iTompuny rigpoxnopuny C,,., DocsaraeTbcs yepes 30 - 45 xBunuH Ta CTaHOBUTH 0,28 MKr/Mil.

[Tpu moganbLIoOMy 3aCTOCYBaHHI JIiKapchKoro 3acoby B mo3ax Big 50 mo 200 Mr 3 pa3u Ha JeHb
BIIPOMIOBXK 7 OHIB hapMaKOKiHETHKA iTOMPUAY TiIpoXI0puay Ta Horo MeTabosiTiB Oyma NiHiiHOI0 3
MiHIMaJIbHO KyMYIISLI€E0.

Posnodi.

[Tpubnu3uo 96 % ironmpupny rigpoxnopuny 3B’a3yeThes 3 OiTKaMu IIa3Mu (IepeBaxkHO 3
anbOyMiHOM). 3B'sI3yBaHHS 3 (-KUCJIUM TJIIKOIPOTEIHOM CTaHOBUTH MeHIIe 15 %.

Memab6oaaiszm.

ITompuny rimpoxiopua aKTHBHO 0i0TpaHCPOPMYETHCS B medinii. InenTrdikoBaHo 3 MeTaboIiTH,
TinbKHU OOVH 3 AKUX BUSBIIAE HESHAYHY aKTI/IBHiCTb, 10 HEe Mae€ d)apMaKOJ'IOFi‘-IHOFO 3HA4YEeHHA
(mpubmu3Ho 2— 3 % iTOmpUay TimpOXIOPULY).

[TepBuHHUM MeTab0miTOM € N-OKCHJ, 1[0 YTBOPIOETHCS B pe3y/IbTaTi OKUCHEHHS YeTBEPTUHHOI aMiHO-
N-I¥MeTUNbHOI IPYIIN.

ITompuny rigpoxnopupg MeTabomi3yeTbcs mif fmieto (raBin3anexkHol MoHOOKcureHa3u (FMO3).
KinekicTs Ta epekTuBHICTH i30pepMenTiB FMO y mioguHu MoXke Biffpi3HATUCS 3a/IeXKHO Bif
TeHETUYHOT0 MoTiMopGi3My, IKUM iHKOJIU IPU3BOAUTH 0 PO3BUTKY ayTOCOMHO-PEIIECUBHOIO CTaHy,
BiZloMOr0 ITifi Ha3BOIO TPUMETHUIAMIHYPis (CUHAPOM «PUOHOTO 3amaxy»). Y MallieHTiB, XBOPUX Ha
TpuMeTHIaMinypito, T,, 301/TbIITYETHCS.

3rigHo 3 faHUMU (papMaKOKiHETUUYHUX OOCIIiXKEHb in Vivo iTONPUAY TigpOoXJI0pUL He YNHUTh
iHribyrougoi abo ingykytouoi fii BinHocHo CYP2C19 ta CYP2E].

3acTocyBaHHS iTONpPHUAY Tigpoxaopuny He BiuBae Ha BMicT CYP a00 aKTUBHICTh
ypuauHAn(GpOoCchaTrIIOKypOHi3uITPpaHcpepasu.

BuseOeHHs:.

[Tompuny rigpoxsopup Ta oro MeTaboJliTh BUBOOATHCS IEPEBaKHO 3 ceuelo. HUpKoBa eKcKpelis
iTompuny rigpoxyiopuny Ta #oro N-okcuny craHoBuna 3,7 % Ta 75,4 % BifmoBigHO IiCHA
OJIHOPA30BOT'0 BHYTPIIIHHOT'O0 3aCTOCYBaHHS TiKapChKOTO 3ac00y 3[I0POBUM HOOPOBOJIBLISM V
TepalneBTUYHIN [031.

Tepminansuuyl T, iTONpUAy rigpoXI0pUAY CTAHOBUB NPUONIU3HO 6 TOOUH.

KniniyHi XxapaKTepHCTHKH.
Iloka3aHnHus.

KymnipyBaHHS LITyHKOBO-KHAIIKOBUX CUMIITOMIB (PYHKIIIOHA/IbHOI HEBUPA3KOBO1 AUCIIEIICil (XPOHIYHOTO
racTpUTy), a came:

® 3[IyTTS KUBOTA;
® BiIUyTTA IIEPEIIOBHEHOCTI IIIYHKY;



6inb Ta HUCKOMGOPT y BEPXHiM YaCTHHI XKUBOTa;
aHOPEKCis;

* Ievyis;

* HYIOTa;

OmIOBaHHA.

IIporunoka3aHHs.
[TigBuIleHa YyTIUBICTH A0 iTONPUAY TiAPOXTIOPUAY Ta iHIINX KOMIIOHEHTIB IIpenapary.

CraHu, IIpu SKUX HiABUINEHHS CKOPOYYBaJIbHOI aKTUBHOCTI IITyHKOBO-KHAIIIKOBOTO
TPaKTy MOxKe OyTH IIKiAINBUM, HAllPUKJIa[ IIPHU IUTYHKOBO-KUINKOBiM KPOBOTEYi, MeXaHiYHiN
oOcTpykKIiil abo mepdopariiii.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

MerTa6omniuHi B3aeMofIii He OUYiKYIOTLCS y 3B’SI3KY 3 TUM, III0 iTOPUAY TidpPOXIOPUL TEPBUHHO
MeTabommi3yeThCs h1aBiHMOHOOKCUTEHA3010, a He i30hepMeHTaMu CUCTeMH ITuToxXpoMy P450.

Hisikux 3MiH 1mo70 3B’s13yBaHHs 3 OiTKaMu TPy 0OMHOYACHOMY 3aCTOCYBaHHI 3 BapdapuHOM,
miazenmamoM, AUKIJIO(GeHaKOM HaTpilo, TUKJIOMIUHY TiAPOXJIOPUAOM, HiheAUIIiHOM Ta HiKapAUIIiHY
TigpOXJIOPUOM He CIIOCTepiranocs. Y 3B°A3Ky 3 TUM, LI0 iTONPUAY TiIPOXJIOPUL Ma€e
racTpoKiHeTHYHUM e(eKT, BiH MOXKe BIJIMBAaTH Ha BCMOKTYBaHHS iHIINX JTiKapChKUX 3aC00iB, 110
3aCTOCOBYIOTHCS OOHOYACHO MEPOPAaIbHO.

3 0co0MMBOI0 00EPEKHICTIO CIIifl 3aCTOCOBYBATH JIiKapChKi 3aC00U 3 BY3bKMM TEPANeBTUUHUM
iHIEeKCOM, YIIOBIIbHEHUM BUBITbHEHHAM a00 3 KUIIKOBOPO3YMHHOI0 000I0HKOIO.

[TpoTuBUPa3KOBi JIiKapChKi 3ac00H, Taki K IUMETUVH, PaHITUANH, TEIPEHOH Ta LleTpakcaT, He
BIIMBAIOTh Ha IIPOKIHETUYHY [Ail0 iTONPUAY TidpOXIIOPUAY.

AuTrxOTiHEpriyHi miKapchKi 3ac00M MOXKYTh 3HUKYBATH Jil0 iTONPUIY TidPOXJIOPULY.

Oco6.1ueocmi 3acmocyeaHHsi.

[TompuAy rigpoxIopup MOCUIIOE [if0 alleTUIXOJIiHY Ta MOXKe IIPU3BECTH [0 XOJIiHEePTiYHUX MOOIYHUX
edexkTiB. [laHi Tpo MOBroTpUBae 3aCTOCYBaHHS BiCYTHI.

Y pasi mpomycky npuitomMy [03¥u ii HeoOXigHO TPUUHATY STKHAUIIBUIIE; HE 3aCTOCOBYBATH, SKIIO
HaCTaB Yac IIPUIOMY HACTYIIHOI [O3H; He TIOOBOIOBATH JO3H.

[TpenapaT MiCTUTD JTaKTO3Yy, TOMY IallieHTaM 3 PiIKiCHUMHU CIagKOBUMU (pOpMaMy HETIEPEHOCUMOCTI
rajlakTo3u, HeJOCTATHICTIO JTakTa3u Jlamma abo CHHIPOMOM T'TI0K030-TalaKTO3HOI Mababcopoiii He
MOXKHA 3aCTOCOBYBATHU Ipemnapar. AKio y Bac BCTaHOBIEHO HENIePEHOCUMICTh OesKUX LYKPIB,
IIPOKOHCYTIbTYHTECS 3 JTiKapeM, Meplll HiXK MpUiMaTH 1ei TiKapCchbKui 3acib.



3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.
depmuabHicmb

[laHUX 0[O0 BIIMBY iTONPUAY Ha GEePTUILHICTE TIOAUHU HEMAaE; ONHAK OOCIIiIKeHHS Ha TBapUHax He
BUSIBUJIU LIKi[JIUBOTIO BIJIUBY ITOIIPULY.

BazimHicmb

IaHi Tpo 3acTOCYBaHHS iTONPUAY BariTHUMU XKiHKaMu BificyTHi abo o6MexeHi (Meni 300 BunagkiB
pe3ybTaTiB BariTHOCTI). [lOoCNigKeHHS Ha TBApUHAX HE BUSBUJIK HiIKOTO NMPSIMOT0 YU HEIIPSIMOT0
MIKiJTMBOTO TOKCUYHOTO e(PEeKTy Ha PeNPONYKTHBHY QYHKII0. AK mpodimakTuYHuY 3axig OaxkaHO
BIIMOBUTHUCS Bifi 3aCTOCYBaHHS ITONPULY il 4YaC BariTHOCTI.

I'odysaHHsa 2py0doro

[Tonpupn BUAiIAETECA 3 TPYOHUM MOJIOKOM y TBapHH, ajie LI00 BUAIIEHHS ITONPULY 3 IPYyIHUM
MOJIOKOM Y TIOAVHU OaHUX HeJOCTaTHLO. PU3UK Oy QUTUHY, 110 3HAXOAUTHCS Ha TPYOIHOMY
BUT'OJIOBYBaHHi, He MOXKe OyTH BUK/TIOUeHUH. PillleHHs PO MPUNMHEHHS IPYOHOTO BUTOJOBYBAHHS
a00 MpUNMHEHHS/TIPU3YIIUHEHHS IPUMOMY iTOIIPUAY CIIif MPUIMATH 3 OTJISIAY Ha KOPUCTb IPYOHOTO
BUTOJOBYBaHHS [JI1 IUTHUHY 1 KOPUCTS JIIKyBaHHS [OJIS XKIHKH.

30amHicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo pobomi 3
[HWUMU MexaHizMamu.

[HpopMaLis 1100 MOXKIMBOTO BIJIMBY Ha IIBUAKICTh peakllii BifCyTHS, aje Mif Yac BUPIlIeHHS
IIUTAHHS 11010 KePYBaHHS aBTOTPAHCIOPTOM abo po0oTH 3 iHIIMMK MeXaHi3MaMu HeoOXimHO
BpaxyBaTU MOXKJIMBICTh BUHUKHEHHS 3allaMOpPOYEHHS.

Cnocib 3acmocyeaHHsi ma do3u.

I7s mopocnux peKoMeHfoBaHa f03a CTaHOBUTH 150 Mr Ha moby (mo 1 Tabnerii (50 Mr) 3 pasu Ha
IeHb Tepeq MPUNOMOM 1XKi).

3a3HaueHa J03a Moxe OyTH 3HMXKEHa 3 ypaxyBaHHSAM BiKy IallieHTa Ta CUMIITOMIB (OuB.
«Oco0IMBOCTI 3aCTOCYBaHHS»).

TpuBasicTs JiKyBaHHS BU3HAUYAE JIiKap.

[Tig yac KIIiHIYHUX OOCIigXKEeHb TPUBAIICTh 3aCTOCYBaHHS iTOIPUAY TiAPOXIOPUAY CTaHOBUIIA [0 8
TUXKHIB. TpuBase 3aCTOCyBaHHS iTONPUAY TiAPOXTIOPUAY HENOLIbHE, AKILO HE CIIOCTEPIraeThCs
MIOKpalleHHSI CUMIITOMIB 3 00Ky IITyHKOBO-KHUIIIKOBOTO TPAKTY.

ITayieHmu AiMHbO20 BIKY

Y kJTiHIYHUX JOCHIXKeHHIX 0yJ10 MOKa3aHo, 0 YacToTa M00iYHUX peakKIlill y nallieHTiB BikoM 65
POKiB i cTapiie O6yna He BUINOIO, HiZK ¥ MOJIOAUX MAIi€HTIB. ITONPUOY TigpoXI0pup MalieHTam
JIITHBOTO BiKY CJIifl MpU3HAYaTH 3 HOIJIbHOIO 00€PeXkKHICTIO Ta MOOAJBIINM CIIOCTEPEXKEHHSIM,



BPaXOBYIOUM IIiABUIIEHY YaCTOTY MOTipiIeHol PyHKIII HUPOK, MeYiHKU, CYyIyTHIX 3aXBOPIOBaHb abo
CYTYTHIO Tepaliio iHIMUMHY JTiIKapChKUMM 3aC00aMu y TaKUX MAIli€HTiB.

Himu.

Besneka 3acToCcyBaHHA iTONPUAY TigPOXJIOPULY AiTAM BIKOM [0 16 pOKiB He BCTAHOBIIEHA.

Ilepedo3yeanHns.

JlixyeaHHA. Y pa3i HaAMipHOTO Iepeno3yBaHH HeoOXiMHO BXKUTU 3BUYAMHUX 3aX0MiB 1010
IIPOMUBaHHS LITYHKA Ta IPOBECTH CUMIITOMAaTU4YHE JTiIKyBaHHS.

ITo6iuni peakuii.

HuxuenaBemneHi mobiuHi peakilii criocTepiranucs 3 HaBeIeHOo 4acToToo y 998 marieHTiB, ki
OTPUMYBAJH iTOPHUA B 4 KIiHiYHUX M1arie60-KOHTPOIBOBAHUX OOCITIIKEeHHSX, 4 KITiHIYHUX
IIOPiBHSIBHUX JOCTIMXKEeHHAX i 13 HEKOHTPOIbOBAHUX IHTEPBEHIIINHUX KITIHIYHUX MOCTIIXKEeHHAX 31
CTaHIapTHO 0000BOI0 N03010 iTompuny 150 Mr abo MmeHmIe. [To6iuHi peakilil KimacudikoBaHo 3a
cucteMaMu opraHiB (3rigHo 3 MedDRA) Ta 3a 94acTOTOI0 BUHUKHEHHS: 4acTi (Big >1/100 mo <1/10) i
HevacTi (Big >1/1000 go <1/100). YV kareropiax «gyxe dacto» ( >1/10), «pigko» (Big >1/10 000 mo
<1/1000) Ta «myxe pimko» (<1/10 000) mobiyHUX peakxiiiif He BUSIBJIEHO.

LI 1yHK0B80-KUWKOBI po31adu: 4acTi - OiNlb Y JKUBOTI, Aiapes; HeYacCTi - MigBUIlleHe CIUHOBUIOIIEHHS.
Po3nadu 3 60Ky Hepeosoi cucmemu: HevacTi - 3alTaMOPOYEHHSI, TOJIOBHUY Oifib.
Po3nadu 3 60Ky wKipu ma niOwKipHOi KAiMKOBUHU: HeYaCTi - BUCHUIIAHHS.

JlabopamopHi 0ocai0xceHHs: HedacTi - MigBUINeHu# piBeHb aMiHOTpaHCcdepasu, 3HUKEHEe YHCII0
0inrx KPOoB'STHUX TiJellb.

[To6iuni peakii 3i CHOHTAHHUX ITOBiIOMJIEHb, MIPO SKi IOBIIOMIISITIOCH Y XOfli TOCTMAapKETUHTOBOTO
3aCTOCYBaHHS. HemM024C1uB80 MOYHO OUiHUMU YaCMOmMy BUHUKHEHHA 3d HAsI8HUMU OAHUMU.

3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu: NeHKoIeHiss, TPOMOOIIHUTOIIEHis.

3 6oky iMyHHOI cucmemu: TinepYyTIUBICTh, BKITIOYal0YN aHA]iTaKTOIOHY peakirito.

3 60Ky eHOOKPUHHOI cucmeMmu: MiABUIIEHUN PiBEHDb IPOAKTUHY B KPOBI.

3 60Ky Hepeosoi cucmeMu: 3allaMOPOYeHHS, TOJIOBHUM 0inb, TPEMOD.

3 60Ky mpasHoi cucmemu: miapesi, 3amop, 6inb y XKUBOTI, MigBUIIIeHEe CIIMHOBUIIIEHHS, HYIOTA.
3 60Ky neviHKU ma a#08408UBIOHUX W A5Xi8: IKOBTSHUIIS.

3 6oky wkipu i ni0wkipHOi KAiMKOBUHU: BUCUIIAHHS, epuTeMa i cBepOix.



ITopyweHHs 3 60Ky penpo0yKmueHOi cucmemu ma MO/A0YHUX 3d/103: TIHEKOMACTis.

JlabopamopHi docaidxncenHs: mippuinenHs piBaiB ACT, AJIT, I'TT, nyx#Hoi pocdaTa3y,
6inmipy0iHy B KpOBI.

Tepmin npudamHocmi.

O POKiB.

YMoBu 30epiranHsi.

30epiraTu B HepocTynmHOMY [ns giTed micui. He moTpi6Hi crienianbhi yMoBu 36epiranHs.

YnakoBka.
I[To 15 Tabnetoxk y 6micTepi, mo 1 6icTepy y KapTOHHIN KOPOOIIi.

ITo 20 TabneTtok y 6iicTepi, mo 2 abo 5 GyicTepiB y KapTOHHI# KOPOOIIi.

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.

[TPO.ME[.LIC IIpara a.c./PRO.MED.CS Praha a.s.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
Temucka 377/1, Mixie, Ilpara 4, 140 00, Yecvka PecniyGmika/

Telcska 377/1, Michle, Praha 4, 140 00, Czech Republic.



