IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TAHATOH®

(GANATON®)

Cknao:
ditoua peyosuHa: iITOIPUNY TiIPOXTIOPUL;
1 Tabnetka MicTutb 50 Mr iTOIpUAY TiAPOXIOPULY;

0onomidcHI peyo8uHU: TAaKTO3HU TifipaT, KPOoXMaJslb KyKypyHA3sHUM, KapMeso3a, KUCJIOTa KpeMHieBa
0e3BofHA, MarHilo cTeapar;

o0osioHKa TabeTKu: rimpoMenosa, Mmakporon 6000, Tutany miokcup (E 171), Bick KapHayOCBKUH.

JIlikapcbka ¢opma. TabmeTKy, BKPUTI IIIiBKOBOIO 000JIOHKOIO.

OcHogHi ¢i3uko-ximiyHi 81acmueocmi: TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOI0, 6i7I0r0 KOILOPY,
Kpyriioi ¢opMH, 3 pUCKOI0 3 OOHOTO 60Ky Ta TuCHeHHSIM «HC 803» 3 inmroro.

®apMmakoTepaneBTUYHa rpyna. Ctumynartopu nepucrtanstuku. Kog ATX AQ3F AQ7.

dPapmakono2iuHi eaacmueocmi.

®apmakoduHamika.

[Tonmpuny rigpoxnopup aKTUBYE IPONYIbCUBHY MOTOPUKY IITYHKOBO-KUAIIIKOBOTO TPAKTY 3aBASKU
aHTaroHi3My 3 flonaMiHOBUMU D,-peliennTopaMu Ta iHriOyio4iii aKTUBHOCTI alleTUIIXOJIiHECTEPA3H.
ITonpuny rigpoxyiopun aKTUBY€E BUBIIbHEHHS alleTUIXOMiHY Ta iHribye oro posman. [tompuny
rigpoxopup TakK0oX YHHUTH MIPOTUOIIOBOTHY [Iit0 3aBASKYU B3aeMopil 3 D,-peliennTopaMu,
JIOKaJli30BaHUMHU B XeMOPELeNTOPHIM TPUTepHil 30Hi, mo O6yI0 IpOoaeMOHCTPOBAHO
10303aJieXHUM iHriOyBaHHSAM anoMopdiHiHAyKoBaHOTO O0BaHHS y TBapuH.[lis itompuny
TiIpOXJIOPHUOY € BUCOKOCIENM(}IYHOI BiTHOCHO BEPXHiX Bififli/liB IIIYHKOBO-KAIIKOBOTO TPAKTYy.

ITonpuny rigpoxJIOpUL He BIIJIUBA€ Ha PiBeHb FaCTPUHY B CUPOBATL KPOBI.
d®apmakoKiHemuka.

Abcopbuyis. ITonpuny rigpoXJI0pu MBUIKO Ta TPAKTUYHO IIOBHICTIO BCMOKTYETHCS 3i IITYHKOBO-



KHIITKOBOTO TPAKTy. Horo BimHOCHA 6i0g0CTyIHICTL CTaHOBHTE 60 %, IO TI0B’3aHO 3 e)eKTOM
«TIePIIOro MPOXOMKEHHsI» yepe3 MediHKy. [Xka He BIuBac Ha 6iogocTynHicTs. ITicas 3acToCyBaHHS
50 wmr itonpupy rigpoxnopuny C,.. mocsaraetscd dyepes 0,5 - 0,75 roguHu Ta cTaHOBUTH 0,28 MKI/MII.
[Tpu noganplIoMy 3aCTOCyBaHHI JIikapchbKoro 3acoby B mo3ax Bifg 50 mo 200 Mr 3 pa3u Ha JeHb
BIIPOIOBXK 7 [HIB (hapMaKOKiHeTHKA iTOMPUAY TiIpoXIOpuay Ta oro MetabosiTiB Oysa miHilfHOIO 3
MiHIMaJIbHO KyMYIISLi€H0.

Po3noodia. ITpubnusuo 96 % itronpuny rigpoxnopuny 3B’ a3yeThes 3 OiKaMu maa3Mu (epeBaxHo 3
anpbymiHoM). 3B'sI3yBaHHS 3 (-KUCJIUM TJIIKOIPOTEIHOM CTaHOBUTH MeH1e 15 %.

Memaboaism. ITonpuny rimpoxiopun akTuBHO GioTpaHchopMyeThes B medinin. ImeHTrdikoBaHo 3
MeTaboIiTH, TIMbKK ONUH 3 IKUX BUSIBIISIE HE3HAYHY aKTUBHICTD, III0 He Ma€ (papMaKoJIOTigyHOTO0
3HaueHHd (mpubnu3Ho 2 - 3 % itonpuny rigpoxnopuny). [lepsuHauM MeTabosiToM € N-0KCHf, 110
YTBOPIOETHCS B PE3Y/IbTaTi OKUCHEHHST YETBEPTUHHOI aMiHO-N-IUMETUIbHOI TPYIIH.

ITonmpuny rigpoxmopupn MeTaboi3yeThCs Mif Aieto gaBiH3anexHol MoHOOKcureHasu (FMO3).
KinekicTs Ta eekTuBHiCTS i30pepMmenTiB FMO y mioguHu MoXke Bifpi3HATUCS 3aJIeXKHO Bif
TeHETUYHOT0 MoTiMopGi3My, KUY iHKOJIU IPU3BOAUTH 10 PO3BUTKY ayTOCOMHO-PEIIECUBHOIO CTaHy,
BiOMOTO ITiff HA3BOIO TPUMETUIAMIHYPis (CHHAPOM «pubOHOTO 3armaxy»). Y malieHTiB, XBOpUX Ha
TpUMeTHunaMinypito, T, , 30iTbIIyeTHCS.

3rigHo 3 gaHuMM hapMaKOKIiHETUUHUX [OCTiAXKEHb in Vivo iTONpUAy TigpOXJIOPUL He YNHUTD
inribyrodoi abo ingykyodoi aii BigHocHO CYP2C19 ta CYP2E1. 3acTocyBaHH4 iTONPURY TigPOXJIOPULY
He BIuBae Ha BMicT CYP a6o akTuBHiCTL ypupuHaudochaTrioKypoHi3unTpanchepasy.

BuseldeHHs. ITompuny rigpoxmopup Ta #oro MetabosTiTH BUBOOSATHCS ITEePeBaXkHO 3 ceyero. HupKoBa
€KCKpelisl iTonpuay rigpoxaopuny Ta uoro N-okcuay craHoBumia 3,7 % Ta 75,4 % BiAMOBiAHO micns
OJHOPA30BOT'0 BHYTPIIIHROI'0 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00Y 3M0POBUM T0OPOBOIIBIISAM Y
TepaneBTUYHIN [03i.

Tepminansuuii T, iTonpuny rifpoxyopuny CTAaHOBUB IPUOIN3HO 6 TONUH.

Kniniuni xapakKTepuCTHKH.

IloKa3aHHs.

KymnipyBaHHS IUTYHKOBO-KUIIKOBUX CUMIITOMIB (DYHKITIOHAIBHOI HEBUPA3KOBO1 AUCIEICil (XPOHIYHOTO
racTpUTy), a caMe:

® 3MyTTS XKHUBOTA;
® BiUyTTS IIBUOKOIO HACUUYEHHS;
6inb Ta mUCKOMGOPT y BEPXHiM YaCTUHI XKUBOTA;

aHOPEKCis;

neyis;

HYOOTa;
e OIIIOBAHHS.



IIpomunoka3aHHs.
[TigBUIlleHa YYTIUBICTH A0 iTONPHUAY TiAPOXTIOPUAY Ta iHIIMX KOMIIOHEHTIB IIpenapary.

Cranu, IIpu SKUX IiABUIIEHHS CKOPOYYBaJIbHOI aKTUBHOCTI IITyHKOBO-KUIIIKOBOTO
TPaKTy MOxKe OyTH MIKiAIMBUM, HAlIPUKJIA[ IIPHU IIUTYHKOBO-KUINKOBiM KPOBOTEYi, MeXaHiUHiN
oOcTpykKIil abo nmepdopatiiii.

B3aemo0ia 3 iHwumMu aikapcbKumu
3acobamu ma iHwi eudu 83aemodaill.

MeTaboriuHi B3aEMOIil He OYiKYIOTHCS ¥ 3B’SI3KY 3 THUM, III0 iTOIPUIY TigPOXJIOPUL TIEPBUHHO
MeTabommi3yeThcs h1aBiHMOHOOKCUTEHA3010, a He i30epMeHTaMu CUCTeMU IuToxpomy P450.

Hisikux 3MiH 1mo70 3B’s13yBaHHs 3 OiTKaMu IIPpU OMHOYACHOMY 3aCTOCYBaHHi 3 BapdapuHOM,
fiazenamoM, AUKJIO(GeHaKOM HaTpilo, TUKIONIUHY TiAPOXJIOPUAOM, HiheAUIIiHOM Ta HiKapAUIiHY
TiOPOXJIOPULIOM He CIIOCTepiranocsd. Y 3B°A3Ky 3 TUM, L0 iTONPUAY TiIPOXIJIOPUL Ma€e
racTpoKiHeTHUYHUM e(eKT, BiH MOXKe BIJIUBAaTH Ha BCMOKTYBaHHS iHIINX JTiKapChKUX 3ac00iB, 110
3aCTOCOBYIOTHCS OOHOYACHO MEPOPAaIbHO.

3 0co01MBOI0 00EPEKHICTIO CIIifl 3aCTOCOBYBATH JIiKapChKi 3aC00U 3 BY3bKUM TEPaANeBTUUHUM
iHmeKcoM, yIOBiIbHEHUM BHUBITbHEHHSM a00 3 KUIITKOBOPO3YHHHOIO 000I0HKOIO.

[TpoTuBUPa3KOBi JIiKapChKi 3ac00H, Taki SIK IUMETUVH, PaHITUANH, TEIPEHOH Ta leTpakcarT, He
BIIJINBAIOTH HA IPOKIHETUYHY Ail0 iTONPUAY rigpoXI0pUmy.

AHTUXOMiHEPTiYHi TiKapchKi 3aC00M MOXKYTh 3HUKYBATH [il0 iTOMPUIY TiTPOXIOPUY.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[Tompuny rimpoxmopuy OCHUIIIOE [Iit0 alleTUIXOJIiHY Ta MOXKe IIPU3BECTH [0 XOJIiHepriYHUX MoOIYHUX
edexkTiB. [laHi Ipo HOBroTpuBaje 3aCTOCyBaHHS BiCYTHI.

Indopmarist mpo BimoMui eheKT OOTMOMIKHUX PEYOBHH:

['aHaTOH MICTUTH JTaKTO3Yy. fKII0 Y Bac BCTaHOBIIEHO HEIIEPEHOCUMICTh JesKUX I[YKpIB,
IIPOKOHCYTIbTYHTECS 3 JTiKapeM, Meplll HiXK npuitMaTy e nikapchkuii 3aci6. ITarieHTam 3 pigkicHUMU
CIIafIKOBUMU 3aXBOPIOBaHHSIMHU, TAKUMHU K HEIIEPEHOCUMICTh rajakTo3H, IOBHA HEAOCTATHICTh
7aKTa3u abo ManbabcopO1ist TII0K03U-TalakTo3H, He CIIiJ 3aCTOCOBYBATH Iei JIiKapChKuM 3acio.

3arasioM, iTOIpUay TiAPOXJIOPUA MallieHTaM JITHBOTO BiKy CJIifi IpU3HA4YaTH 3 OOLiIHHO0
00€epexkKHiCTIO Ta OJAJBIINM CIIOCTEPEXKEHHSIM, BpaXOBYIOYH ITiABUIIEHY YaCTOTY IOTipIIeHO0l
GYHKIII HUPOK, TIEYiHKM, CYIYTHIX 3aXBOPIOBaHb ab0 CYMYTHIO TEPAIilo iHIIMMHU JTiIKapCbKUMHU
3aco0aMu y TaKUX Malli€HTiB.



3acTocyBaHHsA y nepioa BarirTHocTi abo romyBaHHS I'PYIIIO.
®epmuabHicmb

IaHux OO0 BIIMBY iTOMPUY Ha GEePTUIIbHICTE IIOOUHN HeMa€; OOHaK MOCTIiIKeHHS Ha TBAapUHAX He
BUSIBUJIU IIKiIJIMBOTO BILIUBY iTOIIPHUAY.

BazimHicmb

IaHi mpo 3acToCyBaHHS iTONPUAY BariTHUMU KiHKaMu BificyTHi abo o6MexeHi (Menm 300 Bunagkis
pe3ynbTaTiB BariTHOCTI). [IOCTigXKeHHS Ha TBapUHaX He BUSIBUIM HIIKOT0 IPSIMOTO Y HEIIPSIMOTO
IIKiIIMBOTO TOKCUYHOTO e(PeKTy Ha PEeIPOOyKTUBHY QYHKII0. AK mpodilakTHYHUN 3axim 0axkaHO
BIIMOBUTHUCS Bifi 3aCTOCYBaHHS ITONPULY IIifl YaC BAriTHOCTI.

TI'odyeaHHA 2py00to

[Tonpupa BUAIMIETHCA 3 TPYOHUM MOJIOKOM y TBapHH, ajie LI0A0 BUOIIEHHS iTONPUAY 3 TPYIHUM
MOJIOKOM Y JTIOAVHU AaHUX HEJOCTAaTHLO. PU3MK OJIg OUTUHHY, 110 3HAXOAUTHCS Ha TPYTHOMY
BUTOJIOBYBaHHi, He MOXKe OyTH BUK/IIOUeHUH. PillleHHS PO MPUNMHEHHS IPYOHOTO BUTOJOBYBAHHS
abo MpuUNuHEeHHS/ MPU3YIUHEHHS TPUMOMY iITOIPUAY CJIif MpUMaTH 3 OTJISIAY Ha KOPUCTh T'PYAHOTO
BUTOJOBYBaHHA [JI IUTHUHU 1 KOPUCTS JIIKYBaHHS [JIS XKIHKH.

3maTHiICTHh BIUTHBATH Ha IIBUIKICTH peakii Mpu KepyBaHHi aBTOTpPaHCIIOPTOM abo0 podoTi 3
iHNIMMHU MexaHi3MaMH.

Xoua KOOHUX JOCIiAKEeHb IO BIIMBY IPUUOMY JTiKapChKoro 3acoby Ha 3[aTHICTh KepyBaTu
aBToM0OGineM abo IpalfoBaTy 3 MeXaHi3MaM# He ITPOBOJUIIOCH, MOXKYTh BUHUKATH TaKi o0iuHi
peaxtii K 3ammaMopodYeHHs (IuB. po3ain «I1obiuHi peakiiii»). 3a TaKUX YMOB IIBAIKICTL peakilii Moxe
OyTu 3HUXKEHa.

Cnoci6 3acTocyBaHHsI Ta JO3MH.

I7s mopocnux peKoMeHfoBaHa f03a cTaHOBUTh150 Mr Ha moby (mo 1 Tabneri (50 Mr) 3 pasu Ha
IeHb Iepeq MPUNOMOM 1Xi). 3a3HaveHa 03a Moxke OyTH 3HMKEHa 3 YpaXyBaHHSIM BiKYy IallieHTa Ta
cuMIToMiB (muB. «OCOONMMBOCTI 3aCTOCYBAHHS»).

[Tig yac KITiHIYHUX OOCTigXKeHb TPUBAIICTh 3aCTOCYBaHHS iTONPHUAY TiAPOXIOPUAY CTaHOBUIA [0 8
THUXKHIB.

Himu. Be3neka 3acToCyBaHHS iTONPUAY TiAPOXJIIOPUAY OIiTAM BiKOM [0 16 pOKiB He BCTAHOBIIEHA.



Ilepedo3yeaHHs1.

JIikyBaHHs. Y pa3i HagMipHOT0 Mepego3yBaHHsI HEOOXiTHO BXKHTH 3BHYAHHUX 3aX0diB II0I0
NPOMHUBaHHS NIJTYHKA Ta MPOBECTH CHMITOMaTHYHe JIiKyBaHHS.

ITo6iuHi peakuii.

HuxuyeHaBeneHi mobiuHi peakiiii criocTepiranucs 3 HaBeeHoi0 YacToTo y 1559 narienTis, ki
OTPUMYBAJIH iTONPHUA B 4 KITiHIYHUX M1arie00-KOHTPOIOBAHUX OOCITIIKEHHIX, 5 KITiHIYHUX
IIOPIBHANIBHUX JOCIIIXEHHAX 1 13 HEKOHTPOJIbOBAHUX IHTEPBEHIIINHUX KITIHIYHUX JOCIIIAKEeHHIX 31
CTaHIapTHO 0000BOI0 M03010 iTompuny 150 Mr abo meHie. [To6iuHi peakirii KiacudikoBaHo 3a
cucteMaMu opraHiB (3rigao 3 MedDRA) Ta 3a 94acTOTOI0 BUHMKHEHHS: 49acTi ( Big> 1/100 mo <1/10) i
HeyacTi (Big> 1/1000 go <1/100). ¥V kaTeropisax «gyxe dacto» (> 1/10), «pigko» (8ig> 1/10 000 go
<1/1000) Ta «myxe pigko» (<1/10 000) mo6iuHUX peakilii He BUSIBIIEHO.

Il 1yHKOBO-KUWKOBI p0o3.1adu: 4acTi - fiapes, Oinb y JKUBOTIi; He4acTi - HygoTa, AUCKOMGOPT ¥
KMBOTI, IigBUIIIeHE CIUHOBUiNIEHHS.

JlabopamopHi 0ocaidxceHHA: HedacTi - MigBUILEHNWH PiBeHDb aaHiHaMiHOTPaHChepasu, 3HUKEHHS
KiJTbKOCTi JIEUKOIIUTIB, MiIBUIIEHU PiBEHb acllapTaTaMiHOTpaHCGhepasu.

EHOoKpuHHI po31adu: HedacCTi - TilepIpoakTUHEMIS.
Po3nadu 3 60Ky Hepe8osoi cucmemu: 4acTi - TONOBHUY 6inb; HEYACTi - 3aIIaMOPOYEHHS.

Po3nadu 3 60Ky wKipu ma niOwKipHOi KAiMKOBUHU: HeYaCTi - BUCHUIIAHHS.

IToOiuHi peakiiil 3i CHOHTAaHHHUX NMOBiTOMJICHbD,

IIPO SIKi TIOBIIOMJISAAZIOCH Y XO[1 IIOCTMapKeTUHIOBOI'0 3aCTOCYBaHHS.

HeMO0X/ITUBO TOYHO OLIiIHUTH YACTOTY
BUHUKHEHHS 3a HasIBHUMM JaHHMHU.

3 60Ky cucmemu Kposi ma aimpamuyHoi cucmemue HeﬁKOﬂeHiﬂ,
TPOMOOIIUTOIIEHIs.

3 6oky iMyHHOI cucmemu: TinepYyTIUBICTh, BKIII0Ual04Y aHaDiTaKTUYHY peaxiiiio.

3 6oky Hepeogoi cucmeMu: 3allaMOPOYEHHSI, TOJIOBHUM 6ib, TPEMOD.



3 60Ky mpasHoi cucmemu: miapesi, 3amop, 6inb y XKUBOTI, MigBUIIIEHe CIIMHOBU/IIIEHHS, HYIOTA.
3 60Ky neviHKU ma H#08408UBIOHUX WAAXi8: IKOBTIHULIS.

3 60Ky wkipu i niOWKipHOi KAIMKOBUHU: BUCUIIAHHS, epuTeMa i cBepOixK.

ITopyweHHs 3 60KY penpoOyKmugHOoi cucmeMu ma Mo/A04YHUX 3a103: TiIHEKOMAaCTis.

JlabopamopHi docaidxceHHA: nigsuiienHs piBHiB ACT, AJIT, I'TT, nyxuoi docdartasu, 6inipybiny Ta
IIPOJIaKTHHY B KPOBI.

[ToBimomneHnHs mpo mob6iuHi peakilil micis peecTpaliil Tikapchkoro 3aco0y Ma€ BeNvKe 3HaueHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIIBBIIHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI [IEOTO
JiKapCchKOro 3aco0y. MeguuHuM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallieHTaM abo ixHiM
3aKOHHUM ITIpeCTaBHUKAM CJIiT] IOBiTOMJISITH IIPO YCi BUITAAKHK MMi03PI0BAaHUX MOOIYHUX Peakiii Ta
BimcyTHOCTI epeKTHUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMaIliliHy cucTeMy 3
(dhapMakoHarasAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epiranns.

He motpebye ocobnuBux ymMoB 30epiranus. 36epiratu B HeIOCTYITHOMY [IJIs JiTeH MicIri.

YnaxoBka.

10 Tabnetox y GmicTepi, mo 4 GicTepu B KAPTOHHIN KOPOOIIi.

KaTteropis Bigmycky. 3a pelenTom.

Bupoonuk. Kat3usma ®apmacseiotikan3 K.K., Karausima [Tnant, dnonis / Katsuyama
Pharmaceuticals K.K., Katsuyama Plant, Japan.

Micue3naxomxkeHHs1. 2-1, Inokyui 37, Kat3usma, Oykyi 911-8555, fAnoxisa/ 2-1, Inokuchi 37,
Katsuyama, Fukui 911-8555, Japan.



