IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

TAHATOH®
(GANATON®)

Cknao:

ditoua peyosuna: 1ITONPHUIY T1APOXIIOPUT;

1 Tabnerka mictute 50 MT ITONIPUAY TIAPOXIOPHUIY;

O00ONOMIdICHI pevosunu: JTAKTO3U TiApaT, KpOXMallb KYKYpYI3SIHHMM, KapMesosa,
KHCJIOTa KpeMHI€Ba 0€3BOJ/IHA, MarHito cTeapar;

o0osoHKa TabseTku: rimpomenosa, makporon 6000, Tutany miokcuna (E 171), Bick
KapHayOCBHKHIl.

Jlikapcbka ¢opma. TabieTku, BKpUTI ITIBKOBOO 000JIOHKOIO.

OcHosHi hizuko-ximiuni eracmusocmi. TaOIETKH, BKPUTI TUTIBKOBOIO 00OJIOHKOIO,
O110T0 KOJIBOPY, KPYTJIOi (hOPMH, 3 PUCKOIO 3 01HOTO O0KY Ta THCHeHHSIM «HC 803»
3 1HIIOTO.

dapmakoTepaneBTU4YHA rpyna. CtumynsTopu nepuctaibTUKU. Koxg ATX A03F A07.
Dapmakonoiuni enacmueocmi.

Dapmaroounamika.

ITonpuay rigpoxyiopus aKTUBY€E MPONYJIbCUBHY MOTOPUKY IITYHKOBO-
KHUIIKOBOT'O TPaKTy 3aBJAsKH aHTAaroHi3My 3 JonaMmiHoBuMu Dj-penentopamu Ta
1HT10yI04iii aKTUBHOCTI alleTHIXOJIIHECTEpasH. [Tonpuay TiApOXIOpU aKTUBYE
BUBUIbHEHHS alleTHJIXOJIHY Ta iHriOye #oro posmaza. Itompuny rigpoxiopun
TaKOXX YMHHUTH MPOTUOJIIOBOTHY IiI0 3aBISKH B3aeMoxii 3 Dj-peuentopamu,

JOKATI30BAaHUMU B XEMOPEUENTOpHIA  TPUTEpHIM  30HI, 1m0  OyJo
MPOJEMOHCTPOBAHO J10303JIC)KHUM 1HTIOyBaHHAM anoMop(]iHIHAYKOBaHOTO
OmoBaHHs y TBapuH./Jlis iTOmpuAy TIAPOXJIOPHAY € BHCOKOCTEIHU(IYHOIO
BITHOCHO BEPXHIX BiJJI1JIIB NUTyHKOBO-KHIIIKOBOTO TPAKTY.

ITonpuny rizmpoxiopua He BIUTMBAE HA PIBEHb TACTPUHY B CHPOBATIII KPOBI.
Dapmakokinemuxa.

Abcopoyia. ITonpuay rigpoXIOpuI MBHAKO Ta TPAKTUYHO MOBHICTIO BCMOKTYETHCS
31 IJTYHKOBO-KHUIIKOBOTO TPaKTy. Moro BifHOCHA 6i00CTyHICTh cTaHOBUTE 60 %,
1110 MOB’S13aHO 3 e(PEeKTOM «IIEpLIOro MPOXOIKEHH Yepes NediHKy. [ka He BIIMBae
Ha OilogoctynHicTh. [licnms 3acrocyBanHa 50 wmr itonpuay riapoxiaopuay Ciax

nocsiraetsest yepes 0,5 — 0,75 ronuan ta craHoBuTh 0,28 MKr/mit. [Ipu nonansmomy
3aCTOCYBaHHI JiKapcbkoro 3acody B mo3ax Big 50 mo 200 mr 3 pa3u Ha JeHb
BIIPOAOBXK 7 AHIB (hapMaKOKIHETHKA ITONPHILY TiIPOXIJIOPHILY Ta HOro MEeTabOMiTiB
OyIa JiHIKHOO 3 MIHIMAJIBHOIO KYMYJISII€EL0.

Posznodin. [Tpubnuzuo 96 % itonpuay rigpoxIOpuIy 3B’ I3y€EThHCS 3 OLIKaMU T1a3MU
(mepeBaXkHO 3 aIbOYMiHOM). 3B’SI3yBaHHS 3 0.|-KHUCJIHUM TIIIKOIPOTETHOM CTaHOBHTH

MeHie 15 %.

Memabonizm. Itonpuay TiAPOXJIOPUA aKTUBHO OloTpaHC()OPMYETHCS B TEUIHIIL.
InenTudikoBano 3 MeTabOITH, TITLKH OJIUH 3 SIKUX BUSBIISIE HE3HAYHY aKTUBHICTD,
mo He Mae ¢apMakoJIoriyHOro 3HaueHHs (mpubmmsHo 2 — 3 % itompumy
rigpoxiopuay). IlepBuHHMM MeTaboiTOM € N-OKCHI, 1[0 YTBOPIOETHCS B
pe3yNbTaTi OKUCHEHHSI YeTBEPTUHHOT aMiHO-N-IUMEeTUIbHOI TPYTIH.



ITonpuay  rigpoxjopu — MeTabodi3yeThCsi M i€l (IIaBiH3AIEKHOI
moHookcureHasu (FMO3). Kinbkicth Ta edexTuBHICTh 130pepmentiB FMO vy
JIFOAMHU MOJKE BIJIPI3HATUCS 3aJI€KHO BiJl TEHETHYHOTO MOJIIMOp(hi3My, SIKUI 1HKOJIU
MPU3BOJUTH 10 PO3BUTKY ayTOCOMHO-PELIECUBHOIO CTaHy, BiIOMOTO il Ha3BOIO
TpUMETWIAMiHYpisl (CHHAPOM «pUOHOTO 3amaxy»). Y TAIl€HTIB, XBOPHX Ha
TpUMeTWIaMiHypito, T1/y 30UIbLIYETHCA.
3riiHO 3 TaHUMU (papMaKOKIHETUYHUX JOCIIIKEHb in Vivo 1TONPULY T1IpOXIOpU]
He YUHUTH 1HT10y1040i abo iHAyKyrouoi 1ii BitHocHo CYP2C19 ta CYP2EL.
3acTocyBaHHS ITONPUIY TiAPOXIOpUay He BruuBae Ha BMICT CYP abo akTuBHICTH
ypuauHaudochaTrioKypoHi3mITpanchepasm.
Buseodenns. Itonpuay TiApoOXJIOpU]T Ta HOTO METa0OITH BUBOASTHCS TIEPEBAXKHO 3
ceuero. HupkoBa ekckpellist iTonpuay riipoxjaopuay Ta ioro N-oKcuay cTaHOBHIIA
3,7 % Ta 75,4 % BIOANOBIAHO MICJSI OAHOPA30BOTO0 BHYTPIIIHBOTO 3aCTOCYBaHHS
JIKapChKOTO 3ac00y 3A0POBUM JOOPOBOJIBIISIM Y TeparieBTUUHIHN J1031.
Tepminansuuii T/, iTonpuay riApoOXIOPUAY CTAHOBUB MPUOIU3HO 6 TOAMH.
Kuiniuni xapakTepucTuKu.
Ilokazannsa.
KynipyBaHHS HUTyHKOBO-KHIIKOBUX CHMIITOMIB (YHKLIOHAJIBHOI HEBHPA3KOBOI
JHCIIencii (XpOHIYHOTO TaCTPUTY), & caMe:

* 3IYTTS KUBOTA;

* BIJUYTTS IIBUIKOTO HACHUCHHS,;

* O11b Ta AUCKOM(OPT Y BEpXHil YaCTUHI )KUBOTA;

®  aHOpEKCis;

e  qIeyid;

* HYJOTa;

* OJIOBaHHS.
Ilpomunoka3zanus.
o [ligBuIeHa Yy TAUBICTH 10 ITONPUIY TIAPOXIOPHUAY Ta IHIIMX KOMIIOHEHTIB
npemnapary.
J Cranu, Npyu SKUX MiJBUIIEHHS CKOPOYYBaJIbHOI aKTUBHOCTI IUTYHKOBO-
KHIIKOBOTO TPAKTY MOK€ OyTH IIKI/UIMBUM, HAPUKJIIA MPH HNUTYHKOBO-KHUIIKOBIH
KpOBOTEY1, MEXaHI4HIi 00CcTpyKIIii a0 nmepdopaiii.
B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63aEMO0iil.
MetabosiuHi B3a€MOJII1 HEe OYIKYIOThCS Y 3B 3Ky 3 THM, 1110 ITONPUIY TiAPOXIOPUA
NEPBUHHO MeTaloIi3yeTbess  (hIaBIHMOHOOKCHIEHA3010, a He i30(epMeHTaMu
cucteMu uroxpomy P450.
Hiskux 3MiH 1010 3B’SI3yBaHHS 3 OUIKAMH MPU OJHOYACHOMY 3aCTOCYBaHHI 3
Bap(apuHOM, JiazenamoM, TUKIOPEHAKOM HATPiI0, TUKIOMIANHY TiIPOXJIOPHIOM,
Hi(eUTIHOM Ta HIKapAUIIiHY T1IPOXIOPHIOM HE CriocTepiranocs. Y 3B’ SI3Ky 3 THUM,
0 ITOMPUAY TiIPOXJIOPH]I MAE TACTPOKIHETUYHHIA e(eKT, BIH MOKE BIUIMBATH Ha
BCMOKTYBaHHs IHIIMX JIKapCbKUX 3ac00iB, IO 3aCTOCOBYIOTHCS OJHOYACHO
NEPOPAIBHO.
3 0co0IMBOIO OOEPEXKHICTIO CIiJi 3aCTOCOBYBATH JIIKAPCHKI 3acO0M 3 BY3BKHM
TeparneBTUUYHUM 1HIEKCOM, YIOBITbHEHUM BUBLJIBHEHHSIM abo 3
KUIIKOBOPO3YHMHHOIO 000JIOHKOIO.
[TpoTrBHpa3KoBi JiKapChKi 3ac00M, Taki SK LUMETHIUH, PAHITUINH, TEIPEHOH Ta
LETpaKcaT, HE BIUTUBAIOTh HA IPOKIHETUYHY IO ITOTIPHULY TiAPOXJIOPUAY.



AHTHXOJIIHEPriuHl JIKapchki 3aco0M MOXYTb 3HWKYBaTH IO  ITONPHIY
T1IPOXIIOPHULY.

Ocobueocmi 3acmocyeanns.

ITonpuay TrifpoXJIOpUA MOCHIIOE [0 ALETUIXOJIHY Ta MOXE TNPHU3BECTH [0
XOJIIHEPriYHUX MoOiyHMUX edekTiB. J[aHi Mpo JOBroTpHUBaje 3aCTOCYBAaHHS BiJICYTHI.
3arajiom, ITONPHUIY TiAPOXJIOPUA MAI[iEHTaM JIITHBOIO BIKY CIiJ MpH3HAYaTH 3
JOLUIBHOI0  OOEPEXKHICTIO Ta MOJNANBLIMM  CIHOCTEPEKEHHSM, BPaxXxOBYIOUH
HiABUILIEHY YacTOTY MOTIpIIeHOi (YHKIIi HUPOK, MEYiHKHU, CYIyTHIX 3aXBOPIOBaHb
a00 CYIyTHIO Tepariio IHIIUMH JTiKapChKUMHU 3ac00aMU y TaKHUX TMAIlI€HTIB.
3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

Depmunvricmo

JlaHuX 100 BIUIMBY ITONPHIY Ha (EpPTWIbHICTh JIIOJUHH HEMAe€; OIHAK
TOCIIJKEHHS Ha TBapUHAX HE BUSBHJIM LIKIJJIMBOTO BIUIUBY 1TONPUIY.
Bazimuicmo

JlaHi mpo 3acTOCYBaHHS ITONpPHJIY BariTHUMH >KIHKaMU BIJICYTHI a00 oOMexeHi
(menm 300 BumaakiB pe3ysbTaTiB BariTHOCTI). JlOCHIMKEHHS Ha TBapuUHAX He
BUSIBWIM HISKOTO MPSAMOTO0 YM HEMPSMOTro IIKIJJIMBOIO TOKCHYHOTO e(peKTy Ha
penpoAyKTUBHY (QyHKIi0. Sk mpodimakTHYHMA 3axif 0akaHO BIIMOBUTHUCS Bij
3aCTOCYBaHHS ITONPUIY MiJ Yac BariTHOCTI.

Tooysanns 2pyoorw

ITonpu BUAIISETHCA 3 TPYIHUM MOJIOKOM y TBapuH, aJie 1010 BUIUIEHHS ITONPUILY
3 IPYyIHUM MOJIOKOM Yy JIFOJUHM JaHUX HEJOCTaTHbO. PHU3MK U1l TUTHHH, IO
3HAaXOAMTHCS Ha TPYAHOMY BUTOJIOBYBaHHI, HE MOKe OyTH BHKIIOUCHHH. PimeHHs
PO TNPUNHHEHHS TPYIHOIO BUTOJOBYBAaHHS a00 NPHUMMHEHHs/ NPU3YNHUHEHHS
npUioMy ITONPUIY CIIiJ MPUIMATH 3 OISy HAa KOPUCTH IPYIHOTO BUI'OJJOBYBaHHS
JUTS. TUTHHHM 1 KOPUCTD JTIKyBaHHS TS )KIHKH.

30amnicmbs  énniueamu  Ha  WEUOKICMb  peakuyii  npu  KepyeamHi
aémMompancnopmom ado pooomi 3 iIHMIUMU MEXAHIZMAMU.

[Hdopmartis 11010 MOKIMBOIO BIUTUBY Ha HIBUIKICTh peakiii BiACyTHS, ajie IiJ] yac
BUPILLICHHS MUTAHHS 100 KEPyBaHHS aBTOTPAHCHOPTOM a00 poOOTH 3 IHIIUMHU
MeXaHi3MaMHU HeOOXi/IHO BpaXyBaTH MOKJIMBICTh BUHUKHEHHS 3a11aMOPOYEHHS.
Cnoci6 3acmocysannsa ma 0o3u.

Jl7is mopociux peKoMeH0BaHa /103a cTaHOBHUTH 150 Mr Ha 100y (o 1 tabmeri (50
Mr) 3 pas3u Ha JEHb Iepel MpuioMoM iki). 3a3HaueHa 03a MoXe OyTH 3HM)KEHa 3
ypaxyBaHHSM BIKy Malli€eHTa Ta CHMOTOMIB (IUB. «OCOOIMBOCTI 3aCTOCYBAHHS»).
ITix yac KIHIYHUX JOCIIKEHb TPUBAIICTh 3aCTOCYBAHHS 1ITOMPUAY T1IPOXIOPUILY
CTaHOBHJIA JI0 § THKHIB.

Jimu. be3neka 3acTocyBaHHs ITONPUAY T1APOXIOPUIY JITSIM BikoM 70 16 pokiB He
BCTaHOBJICHA.

Ilepedosyeanns.

Jlikysanna. Y paszi HaJAMIpHOTO Iepeno3yBaHHS HEOOXiIHO BXHUTH 3BUYAWHUX
3axO0JIiB 110JI0 TPOMUBAHHA [ITyHKA Ta MIPOBECTH CUMITOMATHYHE JIIKyBaHHS.
Ho6iuni peaxuii.

HwmwxuenaBeneHi nmobOiyHi peakxiii crocrepiraiucs 3 HaBEAEHOIO 4acTOTO y 998
MAIl€HTIB, AKI OTPUMYBAIU ITONPHJ B 4 KIIHIYHHUX IUIAIE00-KOHTPOJIBbOBAHUX
TOCTIKEHHSX, 4 KIHIYHUX MOPIBHUIBHUX JAOCTIKEHHIX 1 13 HEKOHTPOIHLOBAaHUX
IHTEpBEHLIMHUX KIIHIYHUX JOCTIIKEHHSAX 31 CTaHJApTHOI JOOOBOKO 103010
iTonpuny 150 mMr a6o menme. [ToOiyni peakiii kiIacH(piKOBaHO 3a CHCTEMaMHU



opraniB (3rizHo 3 MedDRA) Ta 3a wacroToto BuHMKHeHHs: dacTi ( Bim> 1/100 mo

<1/10) 1 neuacri (Bim> 1/1000 no <1/100). ¥V kareropisx «mgyxe gacto» (> 1/10),

«pigko» (Bim> 1/10 000 go <1/1000) ta «myxe pigko» (<1/10 000) moOiyHMX peakitin

HE BHSIBJICHO.

LInynko6o-kuuiko6i po3naou. 4acTi — OuIb y )KUBOTI, Jiapesi; He4acTi — IMiJBUIIEHE

CIIMHOBH/IIIEHHS.

Posnaou 3 6oxy nepsosoi cucmemu: He4yacTi — 3aI1aMOPOUYEHHSI, TOJIOBHUH O1J1b.

Po3znaou 3 6oky wkipu ma niowkiproi K1imKosuHu: He4acTi — BUCUITAHHS.

Jlabopamopni docniodcenHs: HeYacTl — MIABUIIEHUH PIBEHb aMiHOTpaHc(epasH,

3HIDKEHE YUCIIO0 OUTUX KPOB'SSHUX TiJICIb.

[To6iuHi peakiii 31 CMIOHTAaHHUX IOBIJOMIIEHb, TPO SKi MOBIAOMIISUIOCH Y XOIi
MIOCTMapKETUHTOBOIO 3aCTOCYBaHHA.  Hemooicnueo mouno oyiHumu yacmomy

BUHUKHEHHS 30 HAAGHUMU OAHUMU.

3 6oky cucmemu kposi ma nimpamuyHoi cucmemu: IEHKONEH1s, TPOMOOIIUTOMICHIS.

3 60Ky iMyHHOI cucmemu: TINEPUYyTJIMBICTh, BKIIIOYAIOUN aHA(DIIAKTOIAHY peaKIlito.

3 60Ky enOOKpuHHOI cucmemu: TIBULLICHUH PIBEHb MPOJAKTHHY B KPOBI.

3 60Ky Hep6o6oi cucmemu. 3aTIaMOPOYCHHS, TOJIOBHUI O1J1b, TPEMOD.

3 6oxy mpaenoi cucmemu: niapesi, 3amop, OUIb y JKMBOTI, IiJBUIIEHE

CIIMHOBUIICHHS, HY10TA.

3 6oky neuinku ma Hco840BUBIOHUX ULIAXIG: YKOBTSHUILIS.

3 60Ky wKipu i niowKipHoi kK1imKosunu: BUCUIIAHHS, epuTeMa 1 CBEpOiK.

Ilopywenns 3 60Ky penpoO0yKmusHoi cucmemu ma MOJIOYHUX 347103 TIHEKOMACTIsL.

Jlabopamopui docnioncenns: migsuiieHas piBaiB ACT, AJIT, I'TT, myxHoi

¢docdarazu, OnipyOiHYy B KPOBI.

Tepmin npuoamnocmi. 3 poxu.

YMoBHu 30epiranus.

He notpedye ocobnuBux ymoB 30epiranHs. 30epiratu B HEJOCTYIHOMY IS JITEH

MiCIIi.

Ynakoska.

10 Tabuetok y Guictepi, o 4 6icTepu B KAPTOHHIM KOpOOL1Ii.

Kareropis Binmycky. 3a penenrom.

Bupoonuk. Maiinan EIlJ[ I'.K., Kat3usma [lnant, fAnonis / Mylan EPD G.K.,

Katsuyama Plant, Japan.

Micue3naxomxenns. 2-1, [nokyui 37, Kartsusama, @ykyit 911-8555, Anownis/ 2-1,

Inokuchi 37, Katsuyama, Fukui 911-8555, Japan.



