IncTpyKuis

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

TATO®ACT-120
TATOP®ACT-180
(TIGOFAST-120

TIGOFAST-180)

Cknao:
ditoua pevosuHa: hercobheHanuHy TiAPOXIOPUL;

1 TabneTka, BKpHTa ITiBKOBOIO 000JI0HKOI0, MiCTUTE deKkcobeHanuny rigpoxmopuny 120 mr a6o 180
MT;

0ONOMIJCHI PEUOBUHU:

tabneTku mo 120 Mr: 11eJTI0103a MiKpOKpUCTasliyHa, KpoXMallb KYKypyA3sSHUM, HaTpPiio
KPOXMAaJbIIIKOIAT (THI A), KpeMHI0 TiOKCH[ KOJIOimHMI 0e3BOogHuUH, ITiBKOoBe MOKpUTTs Insta Coat
White (eTuniientonosa, rifpOKCUIPOIIIMETUNIIEN0N03a, TuTany giokcup (E 171)), tanbk;

tabneTky 1o 180 Mr: 1emton03a MiKpOKpHUCTasliyHa, KpoXMallb KyKypyA3sHUM, HaTpPiio
KPOXMAaJIbIIIKOMIAT (THI A), KpeMHi0 TiOKCH[ KOJIOimHMI 0e3BOMHUY, TTiBKOoBe MOKpUTTS Insta Coat
Sunset Yellow (eTumniientonosa, TifpoKCUAMIPOIiNIMeTUNIeN0n03a, 2KoBtul 3axig FCF (E 110)),
TaJbK.

Jlikapcbka ¢popma. TabmeTKH, BKPUTI MTIBKOBOIO 000JI0HKOIO.
OcHos8HI (i3uko-xiMiuHI 81aCMUBOCMI:

mabsaemxu no 120 m2: TabneTKy, BKPUTI ITiIBKOBOIO 000JI0HKO0, KPYTJIi, MBOOMYKIi, 6ioro abo
Maiixke 6i710r0 KOIbopy;

mabaemxku no 180 me: TabneTKu, BKPUTI IIiIBKOBOIO 000JI0HKOI0, KPYTJIi, TBOOMYKIIi, OPaHKEeBOT0
KOJIBODY.

®apMmakoTepaneBTHYHA rpyna. AHTUTICTaMiHHi TpemapaTy [Ajs CUCTEMHOTO 3aCTOCYBaHHS.



Kom ATX RO6A X26.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

dekcodeHamUHY TiTPOXJIOPUA — HeCeJAaTUBHUYN aHTUTiCTaMiHHUM 3aci0 Tpyny aHTarOHiCTiB
cnenudignux penentopis H,. PekcopeHanns € papMaKOIOTiYHO aKTUBHUM MeTab0IiTOM
tepdenaguny. Ctabinisye MeMOpaHU ONACUCTUX KIIITHH, II€PEIIKOIKA€E BUMINIEHHIO TicTaMiHy.
YcyBa€e CHMIITOMH ajieprii: YnxaHHS, pUHOPeIo, cBepOixk, MOUEePBOHIHHSA o4Yel Ta cIbo30Teuy. He
YPHUTEL CeNATUBHOI Iil.

AuTuricTramMinHUN ePeKT dheKcobeHaauHy TiApoXIopumy, 110 Mpr3HayaBcs 1 Ta 2 pa3u Ha o0y,
IIPOSIBUBCS NIPOTATOM 1 TOOMHY, OCATHYBIIN MaKCUMyMy dYepe3 6 TOOuH i TpuBaB NpOTIroM 24
roguH. O3HaK PO3BUTKY HENIEPEHOCUMOCTi He OyJI0 BUSBIIEHO HaBiTh Iic/s 28-I€HHOTO IIPUioMY.
Kniniyaui egekT cnocTepirascs micisg 0gHOPa30BuX nepopanbHux 703 Big 10 mo 130 mr. Joza B 120
MT OOCTATHS [JIs 3a0e3meueHHs 24-TOOUHHOI e()eKTUBHOCTI.

HasgiTh nipy KOHIIEHTpAaLifAxX y [IJIa3Mi KpPOBi, 1110 B 32 pa3u IepeBUlllyBali TepaleBTUYH]
KOHIIeHTpallil, hekcopeHaquH He BUSBIISAB BIIJIUBY Ha IIOBiIbHI KaJli€eBi KaHABII CepIs TIOOUHM.

dekcodenaguny rigpoxnopun (5-10 Mr/KT mepopanbHo) KymIipye OpOHX0OCIIa3M aHTUTEHHOTO
TIOXOIKeHHS Y CeHCcubini3oBaHUX TBAPUH Ta P KOHIIEHTpAIlil Bullle TepaneBTH4YHOI (10-100
MiKpPOMOJIb) CIPUYHMHSE BUBIIbHEHHS TiCTaMiHy 3 IePUTOHEaIbHUX MaCTOIUTIB.

dapmMaxoKiHemuxka.

dekcoheHamuHy TigPOXIOPHU MIBUAKO BCMOKTYETHCS IiCIIsI MPUMOMY BCepeuHy. MakcuManbHa
KOHIIEHTpAIlisl HOCATAEThCS Mpubnmu3Ho yepe3 1-3 romunu. [Ipu moboBiit mo3i 120 Mr cepemus
Be/TMYKMHA MaKCHMaJbHOI KOHIeHTpallil = 427 ur/mn. [Tpu gobosiit 1o3i 180 Mr cepenHs Benu4yuHa
MaKCUMaJbHOI KOHIIeHTpallil = 494 Hr/mi.

60-70 % dexcodpeHanuny 3B’a3y€eThCs 3 Oinkamu I1a3Mu Kposi. [lifoua pedyoBrHa He TPOHUKAE KPi3b
remartoeHiedaniyaui 6ap’ep.

dekcodeHaguH Malizke He MeTabOJIi3yeThCs (K V MEUiHIli, TaK i M03a Helo): B cedi Ta KaJloBUX Macax
JIIOOWHMY i TBAPUH Y 3HAYHUX KiJTbKOCTSX BUSIBIEHO TibKU (PeKcobeHaauH.

Busegenus pekcodeHaguHy 3 mua3mMu BigbyBaeThcs 3 OieKCIOHEHIiaTbHUM 3HUKEHHIM Ta
TepMiHalbHUM TIEPioloM HalliBBUBeNeHHS Bim 11 go 15 romgux micins 6araTopa3oBOro MpUNMaHHS.
KineTrka ogHOpa30Boi Ta 6araTopa3oBoi 03 NMiHiliHa MpH mepopanbHUX J03ax go 120 Mr gBivi Ha
no0y. V crapii HacuueHHs m03u mo 240 Mr 2 pa3u Ha mo0y cupuuunsnu 36inemenus AUC, ske Oymo
merno 6inbine mpomopirifinoro (8,8 %). Lie BKa3ye Ha Te, 1110 Ipu Ko60Bux go3ax 40-240 mr
(dhapMmakoKiHeTHKa pekcopeHaguHy MalxKe JIiHiHa.

Binplta yacTvHa JO3U BUBOOUTHCSA 3 JKOBYIO, 3 C€YEI0 B HE3MIHEHOMY CTaHi BUBOOUTHCS 10 10 %.
MyTareHsHi Ta KaHIIEpPOT'€HHi BJIaCTUBOCTI.

Pi3Hi TecTH Ha MyTareHHICTS in Vitro Ta in vivo He BUSIBUJIM HAIBHOCTI y (heKcobeHanuHy
TigpOXJIOPUAY MyTareHHUX BJIaCTUBOCTEU.



Y mocnigkeHHi KaHIIEPOTeHHOCTI eKCIo3ullito hekcopeHaguHy 6yI0 BU3HaYEHO (3a IMOKa3HUKaMHU
nna3MoBol AUC) micnisl 3acTocyBaHHS TepheHaAuHy B X041 BTOPUHHUX (hapMaKOKIHETUUHUX
mociimxkens. IIpu 3acTocyBaHHi TepheHaguHy urypam Ta Muinam (mo 150 Mr/kr macu Tina Ha go0y)
O3HaK KaHI[ePOTEeHHOCTi He BUSBIIEHO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

Turodact-120: cuMnToMaTA4YHE JIiIKyBaHHS CE30HHOT0 aJIepPTridyHOr0 PUHITY y HOPOCIUX Ta AiTer
BikOM Bif 12 pOKiB.

Turodact-180: cumnToMaTUyHe TiKyBaHHS XPOHIYHOI iflioNaTUYHOI KPOTIUB SHKHU Y TOPOCIINX
Ta OiTed BiKOM Bif 12 pokKis.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTH MO KOMIIOHEHTIB JTiKapChKOro 3aco0y, Bik [0 12 pokiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Turodact He 6ioTpaHCPOPMYETHCSA B MEUiHIII i TOMY He B3a€EMOIi€ 3 iHITMMU ITperapaTaMy, SKi
MeTab0mi3yI0ThCSI MiKpOCOMaNIbHUMY (pepMEeHTaMU MeYiHK.

®ekcodenangut € cybcrpaTom P-riikonporeiny (P-gp) Ta mojinentuay, Mo TPAHCIOPTYE
opraniuni anionn (OATP). OgHouacue 3acTocyBaHHS ¢ekcopeHamuny 3 iHribiTopamu abo
iHmyKTOpaMu P-gp MOXKe BINIMHYTH Ha €KCIO3ullilo pekcoperHaguny. IIpu ogHOYaCHOMY
npuiiomi Turodacry 3 inridiTopamu P-gp epurpominaoM a60 3 KETOKOHA30I0M KOHIIEHTPAIIis
TurodacTy B ma3Mi KpoBi HiABUINYETHCA B 2-3 pa3u. BKa3aHi 3MiHU He CyIIPOBOIXKYIOTHCS 3MiHOIO
inTepBany QT Ta He CIPUYUHSAIOTH 30iTIbIIIEHHS YAaCTOTH MOOIYHUX peakiliii MOPiBHSAHO 3 YaCTOTOIO
no0iYHMX peakllill y pasi mpr3HaYeHHS KOXKHOTO 3 IIUX IIpelapaTiB OKpeMo.

Kainiune mocnimkeHHsI B3a€MOil MiXkK JTiKapCbKHMH 3ac00aMH MOKa3aJjIo0, 10 OJHOYAaCHe
3aCTOCYBaHHsA amajyramiay (cimadkoro iHmykropa P-gp) i pa3oBoi nepopaibHoi 1o3u 30 mr
dbexcodpenaguny npusBoauio a0 30 % 3umkenHsst AUC pekcodpeHaguny.

Bzaemoqii Turodacty Ta oMmemnpa3oiny He crocTepiranocs. [1pu mpuitoMi aHTaIUIIB, SKi MiCTATH
amoMiHilt abo Marsiit 3a 15 xBunuH g0 npuiiomy Turodacty, #0oro 6i0g0CTyIIHICTh 3HUKYETHCS 3a
PaxyHOK 3B’sI3yBaHHS B TPABHOMY TPaKTi. PEKOMEHOY€eThCST 3p0OUTH iHTEPBAJ y 2 TOOUHU MiX
npuiiomoM TurodacTy Ta aHTAUU[IB, SIKi MiCTSATh anioMiHiio abo MarHiio rigpokcum,.

Oco06.1ueocmi 3acmocyeaHHsi.

Crig moTpuMyBaTHCh 06€PEXKHOCTI ITPK 3aCTOCYBaHHI mpemnapaty TUTropacT XBOPUM JiTHBOTO BiKy
Ta MallieHTaM i3 MOPYIIeHHSIM ITeYiHKOBOI a0 HUPKOBOI (QYHKIIl Yepe3 HeIOCTaTHICTh aHUX.



[TarmienTaM, gKi nepeHecau y MUHY/IOMY ab0 MalOTh y TENIEPIITHEOMY CEPIIEBO-CYOUHHI
3aXBOPIOBAHHS, CJIi MaTH Ha yBaai, 1[0 IpellapaTy KjlaCy aHTUTICTaMiHiB MOXYTh CIIPUSTH
BUHUKHEHHIO TaKuX MoOiYHUX eeKTiB SIK TaxiKapfis Ta MpUCKOpeHe CepreOuTTs (OQuB. PO3Min
«ITo0OiuHi peakirii»).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

BazimHuicmpb. [JaHi Ipo 3aCTOCYBaHHSA BariTHUM XiHKaM HefnocTaTHi. HeuucneHnHi focIigXXeHHsd Ha
TBapWHAX He BKA3yIOTh Ha HASIBHICTh MPSIMOTo ab0 0mmocepeKoBaHOTO BIIJIMBY Ha BaTiTHICTH,
eMOpioHaTbHMM/PeTanTbHUN PO3BUTOK, IOJIOTH a00 MOCTHAaTaIbHUM PO3BUTOK. PekcodeHamuny
rigpoxiopuy He MOXKHa 3aCTOCOBYBATH Y Iepiof BariTHOCTI, OKpiM BUIIA[KiB HarajabHOI OTPEOH,
KOJIX OYiKyBaHa KOPUCTH IJIg MaTepi lepeBaxKae MOXKJIMBUM PU3UK I IJI07a.

I'odyeaHHAa 2py00to. Ockinbku GpekcoPeHaanH IPOHUKAE Y TPyIHE MOJIOKO, IIpenapaT He MOXKHa
3aCTOCOBYBATH Y Ilepiof] TOAyBaHHS TPYALIO0.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

Ha migcTaBi ¢papMakogrmHaMidHOT0 podinio Ta BigoMux nodigHux epekTiB MoXKHa 3poOUTH
BHCHOBOK, IT10 mpuiioM TurogacTy He BIJIMBAE Ha 3[ATHICTh KEPYBAaTH TPAHCIOPTHUMU 3aco0aMu Ta
BMKOHYBATH POOOTH, SKi BUMAaraiTh KOHIIEHTpaIlii yBaru. [Ipu mpoBeneHHi 06'eKTUBHUX JOCITiIXKEeHb
Oyro BusBIIEHO, 110 TurodacT He YMHUTL 3HAYHOT'O BIUIMBY Ha (QYHKII1 IIeHTPATIbHOI HEPBOBOI
cuctemu (IIHC). OgHak peKOMeHIY€EThCS OILiHUTH iHOUBIAyalbHY Peakililo Ha JTiKapChbKui 3acib mo
TOTO, SIK TOYMHATHU KePyBaHHS TPAHCIOPTHUMU 3acobaMu abo BUKOHYBaTU pobOTH, 1110 TOTPeOyIOTh
KOHIIeHTpallil yBaru.

Cnoci6 3acmocyeaHHss ma do3u.

Hopocaum ma dimsm gikom 8i0 12 pokie Ipu3HadaTy TUrodact mpu Ce30HHOMY aJIepridyHOMY
puHiTti - 120 Mr 1 pa3 Ha go0y, pu XpoHiYHiM igiomaTuyHik Kponus suili - 180 mMr 1 pa3 Ha
noOy. [IpuitMaT BCepequHy Iepeq ioi0, 3aluBaloyy BOow. TpUBaTiCTh TiKyBaHHS
BU3HAYaTH IHOUBIAyaIbHO, 3aJI€XKHO Bif] TAKKOCTI 3aXBOPIOBAHHS.

Llimam sikom 0o 12 pokis

XKopHuX mOCHimXKeHb 00 BUBYEHHS e(heKTUBHOCTI Ta IIepeHoCcuMOoCTi mpemapary Turodact-120
ab6o TurodacT-180 y mireir BikoM 10 12 POKiB He IPOBOMUIIH.

OkpeMi nomynagirii

3rigHO 3 pe3yabTaTaMu AOCiAXKEHb 3 Y4acCTIO NallieHTiB 3 OesKUX I'PYIl pU3UKY (Iali€HTiB JIiTHHOTO
BiKy, IIalli€eHTiB 3 MOPYLIEHHSAM (QYHKII1 HUPOK a00 Me4iHKM) KOPUTYBaHHS NO3U TaKUM TallieHTaM He
noTpibHO.

TpuBamicTh NiKyBaHHS 3aJIeXKUTh Bif mepebiry 3aXBOpIOBaHHS Ta BU3HAYAETHCS JIiKapeM
IHAUBINyaTBHO.



Himu.

Y manoMmy [03yBaHHI IIpemapaT He 3aCTOCOBYBATH AiTIM BiKoM A0 12 pokis.

Ilepedo3yeanHns.

BinpimicTs moBigoMIIEHD PO Nepefo3yBaHHS (peKcodheHaAuHy TigpoXI0pUay HeJOCTaTHbBO
indpopmaTuBHi. Tak, 0y/10 3apeecTpoBaHO 3allaMOPOUYEHHS, COHJIUBICTh Ta CYXiCTh ¥ POTi.

Y pasi nepenmo3yBaHHs CIIifl 3aCTOCOBYBaTH 3BUYalHi 3aX0qu 3 BUAaleHHS HeaOcopOOBaHUX Iil0YUX
pedoBuH. PeKOMEHOy€eThCSI CUMIITOMaTHYHA Ta IiATPUMYIOYa Tepalnis. Buganesus dpekcopeHaguny
Tigpoxopuay 3 KPOBi 3a [OIIOMOT 00 reMofianidy HeeeKTHUBHE.

ITobiuni peakuii.

3 60Ky Hepeosoi cucmemu: TOJIOBHUM 0ib, COHJIUBICTh, 3alIaMOPOYEHHS.

3 60Ky opaaHis 30py: PO3SMUTICTH 30PY.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: HyIOTa, fiapesi, CIa3MHU B eIiracTpii.

3azanvHi po3aadu ma peakuii y micui 88e0eHHA: BifUYTTS HiABUIIEHOI BTOMJTIOBAHOCTI.

3 boky imyHHOI cucmemu: peakiii mifBUIIEHOI YYTIUBOCTI, BKIIoUaioun Habpsak KBinke, BimuyTTs
CTUCKAHHS Y TPYHAX, 3a[IUIIKa, TI0YEPBOHIHHS 00/IMYYs Ta CUCTEMHI aHa(iTaKTUYHI peakili,
[IUCIIHOE, IPUIINBH.

3 6oky ncuxiku: 6€3COHHS, MiABUIEHA APATiBIUBICTh Ta MOPYIIEHHS CHY a00 He3BUYalHi CHOBUIHHS
(mapoHipis).

3 60Ky cepus: Taxikapmis, migcuneHe cepuebuTTs.
3 60Ky wKipu ma nidwkipHoi KAimKosuHu: BUCUIIAHHS, eK3aHTeMa, KPOIIUB'THKa, CBepOixK.

Jlikapcekui 3aci6 mictuth 6apBHUK «2KoBTHi 3axim FCF» (E 110), 1m0 MoXXe CIPUYMHSITH ajiepriuHi
peaxirii.

Tepmin npudamHocmi. 2 POKHU.

He 3acTocoByBaTu npenapart Iic/isl 3aKiHYeHHS TEPMiHY IPULATHOCTI.

YmMmoBH 30epiranns.

30epiraTu y HEHOCTYIIHOMY AJig HiTei Micii. 30epiraTi B OpuUriHaibHiN yIaKOBIi IpU TEMIIEPATypi He



Buie 25 °C.

YnaxkoBka. [To 10 ta6neTok y 6mictepi, mo 1 a6o 3 6ricTepu y maytii.

Kareropis Bignmycky. bes peuenra.

BupoOHHK.

Ananta Mepmikeap Jlimite.

Micue3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicIisi MPpoBaIXKeHHs HOT0 Tis/TbHOCTI.

Yak 17 MIJI, Arpo ¢yn napk Poyn, PIIKO Ingactpian Epia, Yaior Bixap, llIpirauranarap-335002
(PagxacTtaH), [umis.

3asiBHHUK.

Ananrta Megikeap JItq,.

Micne3HaxomXKeHHS 3asiBHHKA.

Coiot 1, 2 Crenmnn Koprt, Imnepian Bapd, Tayumen Poan, ®ynxam, JIoumoH, Benuka
bpuTtaHis.



IncTpyKuisa

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT0 3aCc00y

TATO®ACT-120
TUTO®ACT-180
(TIGOFAST-120

TIGOFAST-180)

Cknao:
ditoua pevosuHa: hercobheHanuHy TiAPOXIOPUL;

1 TabneTka, BKpHTa IUTiBKOBOIO 0007I0HKOI0, MiCTUTE deKkcobeHanuny rigpoxmopuny 120 mr a6o 180
MT;

0ONOMIJCHI PEUOBUHU:

tabneTku mo 120 Mr: 11eJTI0103a MiKpOKpUCTasliyHa, KpoXMallb KYKypYyA3sSHUM, HaTpPiio
KPOXMAJbIIKONAT (TUI A), KPEMHI0 TiOKCUL KONoimHuY 0e3BOMHUM, IIiBKOBE MOKPUTTS Insta Coat
White (eTuniientomno3a, TiTpoOKCHUIIPOIiIMETUIIIEN0103a, TuTaHy miokcup (E 171)), Tambk;

tabneTky 1Mo 180 Mr: 11e10/103a MIKpPOKpHUCTasTiyHa, KPOXMaJslb KyKypPYA3sSHUHM, HaTpPiio
KPOXMAJIbIIIKOIAT (THI A), KpeMHII0 TiOKCUM KOJIOimHuM 0e3BOTHMMY, IIiBKOBE MOKPUTTS Insta Coat
Sunset Yellow (eTumienionosa, rigpoKCUIpoIinMeTunnenonao3a, XKostui 3axin FCF (E 110)), Tansk.

JIikapcbka ¢opma. TabmeTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.
OcHosHI (i3uko-xiMiuHi 81acmu8oCcmi:

mabaemxu no 120 me: TabneTky, BKPUTI MTiIBKOBOI 000JI0HKO0, KPYTJIi, MBOOMYKIi, 6iroro abo
Maiixke 6i710r0 KOIbopy;

mabaemxku no 180 me: TabneTKH, BKPUTI IITIBKOBOIO 000JI0HKO0, KPYTJIi, IBOOMYKIIi, OPaHKEeBOT0
KOJIBODY.



®apMakoTepaneBTUYHA rpyna. AHTUTiCTaMiHHi penapaTy AJi CUCTEMHOTO 3aCTOCYBaHHS.

Kon ATX RO6A X26.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

dekcodeHamuHy TiTPOXJIOPUL — HECEJATUBHUYN aHTUTiCTaMiHHUM 3aCi0 TPyIy aHTArOHICTiB
crerupivaux penentopis H,. ®ekcodbeHamun € hapMaKoIOTiYHO aKTUBHUM MeTaboIiToM
tepdenaguny. Ctabinisye MeMOpaHu ONMACUCTUX KIITHH, IEePEIIKOIKA€E BUOIIEHHIO TiCTaMiHy.
YcyBa€e CHMIITOMH ajieprii: YnxaHHS, pUHOPeIo, cBepOixk, MOUEePBOHIHHSA o4Yel Ta cbo30Teuy. He
YUHUTEL CeNAaTUBHOI Iil.

AuTuricTaminHuM epekT hekcobeHaouHy TimpoxXIopumy, 110 Mpru3Havascs 1 Ta 2 pa3u Ha ooy,
IIPOSIBUBCS IPOTATOM 1 FOAMHU, NOCATHYBIIN MaKCUMyMy 4Yepe3 6 TOJUH 1 TpUBaB NpoTATroMm 24
roguH. O3HaK PO3BUTKY HEIIEPEHOCUMOCTi He OyJI0 BUSIBIIEHO HaBiTh Iic/sA 28-I€HHOT0 IPUIOMY.
Kniniuauit eeKT crocTepiraBcs IMiciisi OGHOPa30BUX epopanbHux 0o3 Bim 10 mo 130 mr. Ho3a B 120
MT [IOCTATHS [jis 3a0e3meueHHs 24-TOOUHHOI e(eKTUBHOCTI.

HasgiTh IIpy KOHIIEHTpAaLifAX Y [IJIa3Mi KpPOBi, 1110 B 32 pa3u IepeBUlllyBali TepaleBTUYH]
KOHILIeHTPallil, peKcopeHauH He BUSIBIIAB BIIJIUBY Ha [TOBUIbHI Ka/Ti€Bi KaHAJbIII Cepls TIOOUHM.

dekcodenaguny rigpoxnopus (5-10 Mr/Kr nepopaibHO) KyIipye OpOHX0OCIa3M aHTUTEHHOTO
TIOXOI2KeHH$ y ceHcubii3oBaHUX TBAPUH Ta IIPU KOHILIEHTpalii Bulle TepaneBTudHoi (10-100
MiKpPOMOJIb) CIIPUYHHSE BUBIIbHEHHS TiCTaMiHy 3 IePUTOHEaIbHUX MaCTOIUTIB.

dapmakoKiHemuka.

dekcoheHaUHY TigPOXIOPU IIBUAKO BCMOKTYETHCS ITiCIISI MPUMOMY BCepeIuHy. MakcuMabHa
KOHIIEHTPAIlisg JocATaeThbCs mpubnu3no yepe3 1-3 rogunu. [Ipu moOosiit 1o3i 120 Mr cepemgus
Be/IMYMHA MaKCHMaJIbHOI KOHIeHTpallil = 427 ur/mn. [Tpu qobosii mo3i 180 Mr cepenHs BelmnYuHa
MaKCHMaJIbHOI KOHIIeHTpallil = 494 Hr/mi.

60-70 % dexcodpeHamuny 3B’13yeThCs 3 Oinkamu 1m1a3Mu Kposi. [liroua peyoBrHA He TPOHUKAE KPi3b
remartoeHiedaniyaui 6ap’ep.

dekcodenaguH Malike He MeTabOJi3yeThCs (K V IEUiHIli, TaK i T03a He): B cedi Ta KaJlOBUX Macax
JIIONVHY 1 TBAPYH Y 3HAYHUX KiJIbKOCTSIX BUSIBIIEHO TiNTbKYU (eKcobeHanuH.

BuBenenns pekcodenaguny 3 mna3mMu BigOyBaeThcs 3 OieKCIIOHEHIiaTbHUM 3HUKEHHSIM Ta
TepMiHalIbHUM IIEPioloM HamiBBUBemeHHS Bim 11 mo 15 romux micist 6araTopa3oBOro MPUHMaHHS.
KineTrka ogHOpa30Boi Ta 6araTopa3oBoi 403 NiHiliHa ITpu IepopanbHuX mo3ax no 120 Mr gBivi Ha
no6y. Y ctapii HacuuenHs go3u no 240 mr 2 pa3u Ha go0y cupuunnsny 36inpmenas AUC, sike Oyio
merno 6inbine mpomopiitiaoro (8,8 %). Lle BKa3ye Ha Te, 110 Ipu mo6oBux mo3ax 40-240 mr
(dbapmakoKiHeTHKa pekcodheHaguHy MalxKe JiHiHA.

Binblla yacTuHa JO3U BUBOOUTHCS 3 JKOBYIO, 3 CE4YEI0 B HE3MIHEHOMY CTaHi BUBOOUTHCS 70 10 %.

MyTareHHi Ta KaHIIepPOT€HHi BIIaCTUBOCTI.



Pi3Hi TecTu Ha MyTareHHICTh in Vitro Ta in vivo He BUSIBUJIM HaIBHOCTI ¥ (eKcobeHaauHy
TiApPOXJIOpULY MyTareHHUX BJIaCTUBOCTEM.

Y mocnigkeHHi KaHIIEPOTeHHOCTI eKCIo3ullito hekcopeHaguHy OyI0 BU3HaUEHO (3a MOKa3HUKaMU
nna3MoBol AUC) micnisl 3acTocyBaHHS TepheHaAuHy B X041 BTOPUHHUX (hapMaKOKIHETUUHUX
nociigxkens. [Ipu 3acTocyBaHHi TepbeHanuHy mypaM Ta MuinaM (go 150 Mr/kr mMacu Tina Ha go0y)
O3HAaK KaHIIePOTEHHOCTI He BUSBIIEHO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

Turogact-120: cuMnToMaTA4YHE JIiIKyBaHHSI CE30HHOT0 aJIepPTridyHOr0 PUHITY y HOPOC/IHUX Ta AiTen
BikOM Bif 12 pokKiB.

Turodact-180: cumMnToMaTyHe TiKyBaHHS XPOHIYHOI iflioNaTHYHOI KPOIIUB SHKHU Y TOPOCIINX
Ta OiTed BiKOM Bif 12 pokKis.

IIpomunoka3aHHs.

[TigBuIeHa YyTNUBICTL IO KOMIIOHEHTIB JTiKapChKOTo 3aco0y, Bik [0 12 pokiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

Turogact He 6ioTpaHCPOPMYETHCS B MEUiHIII i TOMY He B3a€EMOIi€ 3 iHITMMU ITperapaTaMy, SKi
MeTaboMmi3yI0ThCS MIKPOCOMaTbHUMU (hepMEHTAMU IeYiHKY.

®ekcodenanut € cybcrpaTom P-riikonporeiny (P-gp) Ta moinenTuay, Mo TPAHCIOPTYE
opraniuni anionn (OATP). OgHouacue 3acTocyBaHHS dekcopeHamuuy 3 iHribiTopamu abo
iHmyKTOpaMu P-gp MOXe BIJIMHYTH Ha €KCIO3ullilo pekcoperHaquny. IIpu ogHOYaCHOMY
npuiiomi Turodacry 3 inribiTopamu P-gp epurpominaoM a60 3 KETOKOHA30I0M KOHIIEHTPAITis
Turodacty B nna3Mi KpoBi MigBUIIYETHCS B 2-3 pa3u. BKka3aHi 3MiHU He CYIIPOBOOKYIOTHCS 3MIHOHO
inTepBany QT Ta He CIPUYUHSAIOTH 30iIbIIIEHHS YaCTOTH MOGIYHUX peakiliii MOPiBHSAHO 3 YaCTOTOIO
no0iYHMX peakilill y pasi mpr3HaYeHHS KOXKHOTO 3 IUX IIpelapaTiB OKpeMo.

KriniuHe mociimkeHHsI B3a€MOil MiXK JTiKapCbKHMH 3ac00aMH IMOKa3aJ1o0, 10 OJHOYAaCHe
3aCTOCYBaHHsA amajyramiay (cimadkoro immykropa P-gp) i pa3oBoi nepopaibHoi 1o3u 30 mMr
dbexcodpenaguny npu3Boauio a0 30 % 3umkenHst AUC pekcopeHaguny.

Bzaemoqii Turodacty Ta oMemnpa3oiny He crocTepiranocs. [1pu mpuitoMi aHTAIUIIB, SKi MiCTSATH
amoMinilt abo Marsiit 3a 15 xBunuH g0 npuiiomy Turodacty, #0ro 6i0g0CTyIIHICTh 3HUKYETHCS 3a
PaxyHOK 3B’sI3yBaHHS B TPABHOMY TPaKTi. PEKOMEHOY€eThCST 3p0OUTH iHTEPBAJ Y 2 TOOMHU MiX
npuiiomoM TurodacTy Ta aHTAUU[IB, IKi MiCTSATh alioMiHiio abo MarHiio rigpokcum,.

Oco6.1ueocmi 3acmocyeaHHs1.



Crig moTpuMyBaTHCh 06€PEXKHOCTI ITPX 3aCTOCYBaHHI pemnapaty TUropacT XBOPUM JiTHBOTO BiKy
Ta MallieHTaM i3 MOPYIIeHHSIM ITeYiHKOBOI a0 HUPKOBOI (QYHKIII Yepe3 HeIOCTaTHICTh TaHUX.

[NanieHTaM, fKi IepeHecIn y MUHYJIOMYy ab0 MaioTh y TEIlePillIHbOMY CepLieBO-CyAUHHI
3aXBOPIOBaHH4, CJIi MaTU Ha yBaai, 110 IpeliapaTy Kjlacy aHTUriCTaMiHiB MOXKYTb CIIPUATH
BUHUKHEHHIO TaKuX Mo6iuHuX eeKTiB IK Taxikapmis Ta NpuCKOopeHe ceplebuTTs (OUB. po3min
«ITo0OiuHi peakirii»).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Bazimuicmpb. [JaHi Ipo 3aCTOCYBaHHSA BariTHUM XiHKaM HefnocTaTHi. HeuncneHH] JOCIigXXeHHs Ha
TBapMHaX He BKa3yIOTh Ha HasgBHICTh IPSIMOT0 ab0 0II0CEpeIKOBaHOTO BIJIMBY Ha BaTiTHICTh,
eMOpioHaTbHUM/(PeTanTbHUN PO3BUTOK, TTOJIOTH a00 MOCTHAaTaIbHIM PO3BUTOK. PekcodeHamuHy
rimpoxmopuy He MOXKHa 3aCTOCOBYBATH Y Iepiof BariTHOCTI, OKpiM BUIIA[KiB HarajabHOI MOTPeOH,
KOJIX OYiKyBaHa KOPHUCTH IJIg MaTepi lepeBaxKae MOXKJIMBUM PU3UK IJId IJI0Ja.

I'odysaHHAa 2py00to. Ockinbku GpekcoeHaanH IPOHUKAE Y TPyIHE MOJIOKO, IIpenapaT He MOXKHa
3aCTOCOBYBATH Y Ilepiof] TOAYBaHHS TPYALIO.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

Ha migcTaBi ¢papMakogrmHaMidHOTo podinio Ta BigoMux nodigHux ePeKTiB MOXKHa 3p0OUTH
BHMCHOBOK, IT10 mpuiioM TurodacTy He BIJIMBAE Ha 3[ATHICTh KEPYBATH TPAHCIIOPTHUMU 3acobaMu Ta
BUKOHYBATH POOOTH, SIKi BUMAaramTh KOHIIEHTpaIlii yBaru. [Ipu mpoBeneHHi 06'eKTUBHUX JOCITiIXKEeHb
Oyr0 BUSBIIEHO, 110 Turodact He YMHUTL 3HAYHOT'O BIUIMBY Ha (QYHKII1 IIeHTPAIbHOI HEPBOBOI
cuctemu (IIHC). OgHak peKOMEeHIY€EThCS OILIHUTH iHOUBiAyalbHY Peakililo Ha JTiKapChbKui 3acib mo
TOTO, SIK TOYMHATHU KePyBaHHS TPAHCIOPTHUMU 3acobaMu abo BUKOHYBaTU pobOTH, 1110 TOTPeBYIOTh
KOHIIeHTpallil yBaru.

Cnoci6 3acmocyeaHHsi ma do3u.

Hopocaum ma dimsm gikom 8i0 12 pokie Ipu3HadaTu Turodact Ipu Ce30HHOMY aJIepridyHOMY
puHiTti - 120 Mr 1 pa3 Ha go0y, Mpu XpoHiYHiM igiomaTuyHik Kponus suili - 180 mMr 1 pa3 Ha
noOy. [IpuitMaT BCepequHy mepeq 1ok, 3aluBalyy BOow. TPUBaTiCTh TiKyBaHHS
BU3HAYaATH IHOUBINyalIbHO, 3aJI€XKHO Bif] TAKKOCTI 3aXBOPIOBAHHS.

Llimsam sixom 0o 12 pokis

XKopHuX mOCHigXKeHb 00 BUBYEHHS e(heKTUBHOCTI Ta IIepeHoCHMOCTi mpemapary Turodact-120
abo TurodacT-180 y mireir BikoM 10 12 pOKiB He IPOBOMUIIH.

OxpeMi momynsiii

3rigHO 3 pe3yabTaTaMu AOCIIAXKEHb 3 Y4acCTIO NallieHTiB 3 OesKUX I'PYIl pU3UKY (Iali€HTiB JIiTHHOTO
BiKy, IIallieHTiB 3 MOPYLIEHHSAM (PYHKIII HUPOK a00 Me4iHKM) KOPUTYBaHHS NO3U TaKUM TallieHTaM He
noTpi6HO.



TpuBamicTh NiKyBaHHS 3aJIeXKUTh Bif epebiry 3aXBopioBaHHS Ta BU3HAYAETHCS JTiKapeM
IHAMBITyaTBHO.

Himu.

Y manoMmy [03yBaHHI IIpemapaT He 3aCTOCOBYBATH AiTIM BiKoM o0 12 pokis.

Ilepedo3yeanHns.

BinpmiicTs moBigoMIIEHD PO Nepefo3yBaHHS (peKcoheHaAuHy TigpoXI0pUay HeJOCTaTHbBO
indpopmatuBHi. Tak, 0y/10 3apeecTpOBaHO 3allaMOPOYEHHS, COHJIUBICTh Ta CYXiCTh ¥ POTi.

Y pagsi nepepmo3yBaHH CIIifl 3aCTOCOBYBaTH 3BUYalHi 3aX0qu 3 BUAaleHHs HeaOcopOOBaHUX Hil0YuX
pedoBuH. PeKOMEHOy€eThCSI CUMIITOMaTHYHA Ta IiATPUMYlOYa Tepalnis. Buganesss pekcopeHaguay
Tigpoxopuay 3 KPOBi 3a [OIIOMOT 010 reMofianidy HeeeKTUBHE.

ITobiuni peakuii.

3 60Ky Hepeosoi cucmemu: TOJIOBHUM 0ilb, COHJIUBICTh, 3aTIaMOPOYEHHS.

3 60Ky opaaHis 30py: PO3IMUTICTH 30PY.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: HyIOTa, fiapesi, ClIa3MHU B eMiracTpii.

3azanvHi po3aadu ma peakuii y micui 88e0eHHA: BifUYTTS HiABUIIEHOI BTOMJTIOBAHOCTI.

3 6oky iMyHHOI cucmemu: peakiii mifBUIIEHOI YYTIUBOCTI, BKIIoUaioun Habpsak KBinke, BiguyTTs
CTHCKAHHS y TPYASX, 3aUIIKa, TOYEPBOHIHHS 00/IMYYs Ta CUCTeMHi aHadinaKTUYHi peakiiii,
OVCIIHOE, IPUIIJIABH.

3 6oky ncuxiku: 6€3COHHS, MiABUIEHA OPATiBIUBICTh Ta MOPYIIEHHS CHY a60 He3BUYalHi CHOBUIHHS
(mapoHipis).

3 60Ky cepus: Taxikapmis, migcuneHe cepuebuTTs.
3 60Ky wKipu ma nidwkipHoi KAimKosuHu: BUCUTIAHHS, eK3aHTeMa, KPOIIUB'THKa, CBepOix.

Jlikapcekui 3aci6 mictuth 6apBHUK «2KoBTHi 3axim FCF» (E 110), 1m0 MoXXe CIPUYMHSTH ajlepriuHi
peaxirii.

Tepmin npudamHocmi. 2 POKHU.

He 3acTocoByBaTu npenapart IIic/i 3aKiHYeHHS TEPMIiHY IPULATHOCTI.



YMoBu 30epiranssi.

30epiraTu y HELOCTYIIHOMY AJig [iTe Micii. 30epiraTu B OpUriHaibHiN yIIaKOBIi IPpU TEMIIEPATypi He
Buire 25 °C.

YnakoBka. [To 10 tabneToxk y 6mictepi, mo 1 abo 3 6icTepu y madtii.

Kareropis Bignycky. bes penenTa.

BupoOHUK.

Aptypa ®apmaceroTikan3 [1BT. JITA.

Micue3HaxoIKeHHsI BAPOOHHKA Ta afipeca MicIisi MPOBaXKEeHHS HOT0 Tis/TbHOCTI.

1505 ITopTisa Poyg, pi Citi CE3, CetsiBeny Manparn, Paion YitTop - 517 588, mrat AHAXpa
IIpapemt, IHmis.

3asIBHHUK.

Ananta Megikeap JItq.

Micue3HaxoaKeHHsI 3asiBHHKa.

Coiot 1, 2 Creuiun Kopr, Imnepian Bapd, Tayumen Poan, ®ynxam, JIoHmoH, Benuka
bpurasis.



IacTpyKunis

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOIo 3aco0y

TATOP®ACT-120
TAT'OP®ACT-180
(TIGOFAST-120

TIGOFAST-180)

Cknao:
Oitoua pevosuHa: pexcodheHaguHy TrigpOXIOPUL;

1 TabGneTka, BKpHTa ITIBKOBOIO 0007I0HKOI0, MiCTUTE dheKcobeHanuny rigpoxmopuny 120 mr a6o 180
MT;

0ONOMIJCHI PEUOBUHU:

tabneTku mo 120 Mr: 11eJTI0103a MiKpOKPHUCTaslivyHa, KpoXMallb KYKYpPYA3sSHUM, HaTpPiio
KPOXMAJbTIIKONAT (THH A), KpEMHII0 TiOKCUL KOJIOimHuY 0e3BOTHMM, IIiBKOBE MOKPUTTS Insta Coat
White (eTuniientonos3a, riTpoKCHUIIPOIiIMETHIIIENI003a, TuTaHy miokcup (E 171)), Tambk;

tabneTky mo 180 Mr: 11e/110/103a MIKpPOKpHUCTasTiyHa, KPOXMaJlb KyKypPYA3sSHUHN, HaTpPiio
KPOXMAaJIbTJIiKONAT (THI A), KPEMHI0 OiOKCHI KOoigHuY O0e3BOMHUM, TTiBKOBe MOKPHUTTS Insta Coat
Sunset Yellow (eTumiemnionosa, rigpoKCcUIponinMeTunnenono3a, XKostui 3axin FCF (E 110)), Tansk.

JIikapcbka ¢opma. TabneTku, BKPUTI IJTiIBKOBOIO 000JI0HKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

mabaemxku no 120 me: TabneTKH, BKPUTI IITiBKOBOIO 000JI0OHKO0, KPYTJIi, IBOOMYKi, 6iroro a6o
Malixke 0iloro Kojabopy;

mabaemxku no 180 me: TabneTKu, BKPUTI IJIIBKOBOIO 000JI0HKOI0, KPYTJIi, TBOOIIYKJI, OPaHKEBOI'0
KOJIbODY.



®apMakoTepaneBTUYHA rpyna. AHTUTiCTaMiHHi penapaTy AJi CUCTEMHOTO 3aCTOCYBaHHS.

Kon ATX RO6A X26.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

dekcodeHamuHy TiTPOXJIOPUL — HECEJATUBHUYN aHTUTiCTaMiHHUM 3aCi0 TPyIy aHTArOHICTiB
crerupivaux penentopis H,. ®ekcodbeHamun € hapMaKoIOTiYHO aKTUBHUM MeTaboIiToM
tepdenaguny. Ctabinisye MeMOpaHu ONMACUCTUX KIITHH, IEePEIIKOIKA€E BUOIIEHHIO TiCTaMiHy.
YcyBa€e CHMIITOMH ajieprii: YnxaHHS, pUHOPeIo, cBepOixk, MOUEePBOHIHHSA o4Yel Ta cbo30Teuy. He
YUHUTEL CeNAaTUBHOI Iil.

AuTuricTaminHuM epekT hekcobeHaouHy TimpoxXIopumy, 110 Mpru3Havascs 1 Ta 2 pa3u Ha ooy,
IIPOSIBUBCS IPOTATOM 1 FOAMHU, NOCATHYBIIN MaKCUMyMy 4Yepe3 6 TOJUH 1 TpUBaB NpoTATroMm 24
roguH. O3HaK PO3BUTKY HEIIEPEHOCUMOCTi He OyJI0 BUSIBIIEHO HaBiTh Iic/sA 28-I€HHOT0 IPUIOMY.
Kniniuauit eeKT crocTepiraBcs IMiciisi OGHOPa30BUX epopanbHux 0o3 Bim 10 mo 130 mr. Ho3a B 120
MT [IOCTATHS [jis 3a0e3meueHHs 24-TOOUHHOI e(eKTUBHOCTI.

HasgiTh IIpy KOHIIEHTpAaLifAX Y [IJIa3Mi KpPOBi, 1110 B 32 pa3u IepeBUlllyBali TepaleBTUYH]
KOHILIeHTPallil, peKcopeHauH He BUSIBIIAB BIIJIUBY Ha [TOBUIbHI Ka/Ti€Bi KaHAJbIII Cepls TIOOUHM.

dekcodenaguny rigpoxnopus (5-10 Mr/Kr nepopaibHO) KyIipye OpOHX0OCIa3M aHTUTEHHOTO
TIOXOI2KeHH$ y ceHcubii3oBaHUX TBAPUH Ta IIPU KOHILIEHTpalii Bulle TepaneBTudHoi (10-100
MiKpPOMOJIb) CIIPUYHHSE BUBIIbHEHHS TiCTaMiHy 3 IePUTOHEaIbHUX MaCTOIUTIB.

dapmakoKiHemuka.

dekcoheHaUHY TigPOXIOPU IIBUAKO BCMOKTYETHCS ITiCIISI MPUMOMY BCepeIuHy. MakcuMabHa
KOHIIEHTPAIlisg JocATaeThbCs mpubnu3no yepe3 1-3 rogunu. [Ipu moOosiit 1o3i 120 Mr cepemgus
Be/IMYMHA MaKCHMaJIbHOI KOHIeHTpallil = 427 ur/mn. [Tpu qobosii mo3i 180 Mr cepenHs BelmnYuHa
MaKCHMaJIbHOI KOHIIeHTpallil = 494 Hr/mi.

60-70 % dexcodpeHamuny 3B’13yeThCs 3 Oinkamu 1m1a3Mu Kposi. [liroua peyoBrHA He TPOHUKAE KPi3b
remartoeHiedaniyaui 6ap’ep.

dekcodenaguH Malike He MeTabOJi3yeThCs (K V IEUiHIli, TaK i T03a He): B cedi Ta KaJlOBUX Macax
JIIONVHY 1 TBAPYH Y 3HAYHUX KiJIbKOCTSIX BUSIBIIEHO TiNTbKYU (eKcobeHanuH.

BuBenenns pekcodenaguny 3 mna3mMu BigOyBaeThcs 3 OieKCIIOHEHIiaTbHUM 3HUKEHHSIM Ta
TepMiHalIbHUM IIEPioloM HamiBBUBemeHHS Bim 11 mo 15 romux micist 6araTopa3oBOro MPUHMaHHS.
KineTrka ogHOpa30Boi Ta 6araTopa3oBoi 403 NiHiliHa ITpu IepopanbHuX mo3ax no 120 Mr gBivi Ha
no6y. Y ctapii HacuuenHs go3u no 240 mr 2 pa3u Ha go0y cupuunnsny 36inpmenas AUC, sike Oyio
merno 6inbine mpomopiitiaoro (8,8 %). Lle BKa3ye Ha Te, 110 Ipu mo6oBux mo3ax 40-240 mr
(dbapmakoKiHeTHKa pekcodheHaguHy MalxKe JiHiHA.

Binblla yacTuHa JO3U BUBOOUTHCS 3 JKOBYIO, 3 CE4YEI0 B HE3MIHEHOMY CTaHi BUBOOUTHCS 70 10 %.

MyTareHHi Ta KaHIIepPOT€HHi BIIaCTUBOCTI.



Pi3Hi TecTu Ha MyTareHHICTh in Vitro Ta in vivo He BUSIBUJIM HaIBHOCTI ¥ (eKcobeHaauHy
TiApPOXJIOpULY MyTareHHUX BJIaCTUBOCTEM.

Y mocnigkeHHi KaHIIEPOTeHHOCTI eKCIo3ullito hekcopeHaguHy OyI0 BU3HaUEHO (3a MOKa3HUKaMU
nna3MoBol AUC) micnisl 3acTocyBaHHS TepheHaAuHy B X041 BTOPUHHUX (hapMaKOKIHETUUHUX
nociigxkens. [Ipu 3acTocyBaHHi TepbeHanuHy mypaM Ta MuinaM (go 150 Mr/kr mMacu Tina Ha go0y)
O3HAaK KaHIIePOTEHHOCTI He BUSBIIEHO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

Turogact-120: cuMnToMaTA4YHE JIiIKyBaHHSI CE30HHOT0 aJIepPTridyHOr0 PUHITY y HOPOC/IHUX Ta AiTen
BikOM Bif 12 pokKiB.

Turodact-180: cumMnToMaTyHe TiKyBaHHS XPOHIYHOI iflioNaTHYHOI KPOIIUB SHKHU Y TOPOCIINX
Ta OiTed BiKOM Bif 12 pokKis.

IIpomunoka3aHHs.

[TigBuIeHa YyTNUBICTL IO KOMIIOHEHTIB JTiKapChKOTo 3aco0y, Bik [0 12 pokiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

Turogact He 6ioTpaHCPOPMYETHCS B MEUiHIII i TOMY He B3a€EMOIi€ 3 iHITMMU ITperapaTaMy, SKi
MeTaboMmi3yI0ThCS MIKPOCOMaTbHUMU (hepMEHTAMU IeYiHKY.

®ekcodenanut € cybcrpaTom P-riikonporeiny (P-gp) Ta moinenTuay, Mo TPAHCIOPTYE
opraniuni anionn (OATP). OgHouacue 3acTocyBaHHS dekcopeHamuuy 3 iHribiTopamu abo
iHmyKTOpaMu P-gp MOXe BIJIMHYTH Ha €KCIO3ullilo pekcoperHaquny. IIpu ogHOYaCHOMY
npuiiomi Turodacry 3 inribiTopamu P-gp epurpominaoM a60 3 KETOKOHA30I0M KOHIIEHTPAITis
Turodacty B nna3Mi KpoBi MigBUIIYETHCS B 2-3 pa3u. BKka3aHi 3MiHU He CYIIPOBOOKYIOTHCS 3MIHOHO
inTepBany QT Ta He CIPUYUHSAIOTH 30iIbIIIEHHS YaCTOTH MOGIYHUX peakiliii MOPiBHSAHO 3 YaCTOTOIO
no0iYHMX peakilill y pasi mpr3HaYeHHS KOXKHOTO 3 IUX IIpelapaTiB OKpeMo.

KriniuHe mociimkeHHsI B3a€MOil MiXK JTiKapCbKHMH 3ac00aMH IMOKa3aJ1o0, 10 OJHOYAaCHe
3aCTOCYBaHHsA amajyramiay (cimadkoro immykropa P-gp) i pa3oBoi nepopaibHoi 1o3u 30 mMr
dbexcodpenaguny npu3Boauio a0 30 % 3umkenHst AUC pekcopeHaguny.

Bzaemoqii Turodacty Ta oMemnpa3oiny He crocTepiranocs. [1pu mpuitoMi aHTAIUIIB, SKi MiCTSATH
amoMinilt abo Marsiit 3a 15 xBunuH g0 npuiiomy Turodacty, #0ro 6i0g0CTyIIHICTh 3HUKYETHCS 3a
PaxyHOK 3B’sI3yBaHHS B TPABHOMY TPaKTi. PEKOMEHOY€eThCST 3p0OUTH iHTEPBAJ Y 2 TOOMHU MiX
npuiiomoM TurodacTy Ta aHTAUU[IB, IKi MiCTSATh alioMiHiio abo MarHiio rigpokcum,.

Oco6.1ueocmi 3acmocyeaHHs1.



Crig moTpuMyBaTHCh 06€PEXKHOCTI ITPX 3aCTOCYBaHHI pemnapaty TUropacT XBOPUM JiTHBOTO BiKy
Ta MallieHTaM i3 MOPYIIeHHSIM ITeYiHKOBOI a0 HUPKOBOI (QYHKIII Yepe3 HeIOCTaTHICTh TaHUX.

[NanieHTaM, fKi IepeHecIn y MUHYJIOMYy ab0 MaioTh y TEIlePillIHbOMY CepLieBO-CyAUHHI
3aXBOPIOBaHH4, CJIi MaTU Ha yBaai, 110 IpeliapaTy Kjlacy aHTUriCTaMiHiB MOXKYTb CIIPUATH
BUHUKHEHHIO TaKuX Mo6iuHuX eeKTiB IK Taxikapmis Ta NpuCKOopeHe ceplebuTTs (OUB. po3min
«ITo0OiuHi peakirii»).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Bazimuicmpb. [JaHi Ipo 3aCTOCYBaHHSA BariTHUM XiHKaM HefnocTaTHi. HeuncneHH] JOCIigXXeHHs Ha
TBapMHaX He BKa3yIOTh Ha HasgBHICTh IPSIMOT0 ab0 0II0CEpeIKOBaHOTO BIJIMBY Ha BaTiTHICTh,
eMOpioHaTbHUM/(PeTanTbHUN PO3BUTOK, TTOJIOTH a00 MOCTHAaTaIbHIM PO3BUTOK. PekcodeHamuHy
rimpoxmopuy He MOXKHa 3aCTOCOBYBATH Y Iepiof BariTHOCTI, OKpiM BUIIA[KiB HarajabHOI MOTPeOH,
KOJIX OYiKyBaHa KOPHUCTH IJIg MaTepi lepeBaxKae MOXKJIMBUM PU3UK IJId IJI0Ja.

I'odysaHHAa 2py00to. Ockinbku GpekcoeHaanH IPOHUKAE Y TPyIHE MOJIOKO, IIpenapaT He MOXKHa
3aCTOCOBYBATH Y Ilepiof] TOAYBaHHS TPYALIO.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

Ha migcTaBi ¢papMakogrmHaMidHOTo podinio Ta BigoMux nodigHux ePeKTiB MOXKHa 3p0OUTH
BHMCHOBOK, IT10 mpuiioM TurodacTy He BIJIMBAE Ha 3[ATHICTh KEPYBATH TPAHCIIOPTHUMU 3acobaMu Ta
BUKOHYBATH POOOTH, SIKi BUMAaramTh KOHIIEHTpaIlii yBaru. [Ipu mpoBeneHHi 06'eKTUBHUX JOCITiIXKEeHb
Oyr0 BUSBIIEHO, 110 Turodact He YMHUTL 3HAYHOT'O BIUIMBY Ha (QYHKII1 IIeHTPAIbHOI HEPBOBOI
cuctemu (IIHC). OgHak peKOMEeHIY€EThCS OILIHUTH iHOUBiAyalbHY Peakililo Ha JTiKapChbKui 3acib mo
TOTO, SIK TOYMHATHU KePyBaHHS TPAHCIOPTHUMU 3acobaMu abo BUKOHYBaTU pobOTH, 1110 TOTPeBYIOTh
KOHIIeHTpallil yBaru.

Cnoci6 3acmocyeaHHsi ma do3u.

Hopocaum ma dimsm gikom 8i0 12 pokie Ipu3HadaTu Turodact Ipu Ce30HHOMY aJIepridyHOMY
puHiTti - 120 Mr 1 pa3 Ha go0y, Mpu XpoHiYHiM igiomaTuyHik Kponus suili - 180 mMr 1 pa3 Ha
noOy. [IpuitMaT BCepequHy mepeq 1ok, 3aluBalyy BOow. TPUBaTiCTh TiKyBaHHS
BU3HAYaATH IHOUBINyalIbHO, 3aJI€XKHO Bif] TAKKOCTI 3aXBOPIOBAHHS.

Llimsam sixom 0o 12 pokis

XKopHuX mOCHigXKeHb 00 BUBYEHHS e(heKTUBHOCTI Ta IIepeHoCHMOCTi mpemapary Turodact-120
abo TurodacT-180 y mireir BikoM 10 12 pOKiB He IPOBOMUIIH.

OxpeMi momynsiii

3rigHO 3 pe3yabTaTaMu AOCIIAXKEHb 3 Y4acCTIO NallieHTiB 3 OesKUX I'PYIl pU3UKY (Iali€HTiB JIiTHHOTO
BiKy, IIallieHTiB 3 MOPYLIEHHSAM (PYHKIII HUPOK a00 Me4iHKM) KOPUTYBaHHS NO3U TaKUM TallieHTaM He
noTpi6HO.



TpuBamicTh NiKyBaHHS 3aJIeXKUTh Bif epebiry 3aXBopioBaHHS Ta BU3HAYAETHCS JTiKapeM
IHAMBITyaTBHO.

Himu.

Y manoMmy [03yBaHHI IIpemapaT He 3aCTOCOBYBATH AiTIM BiKoM o0 12 pokis.

Ilepedo3yeanHns.

BinpmiicTs moBigoMIIEHD PO Nepefo3yBaHHS (peKcoheHaAuHy TigpoXI0pUay HeJOCTaTHbBO
indpopmatuBHi. Tak, 0y/10 3apeecTpOBaHO 3allaMOPOYEHHS, COHJIUBICTh Ta CYXiCTh ¥ POTi.

Y pagsi nepepmo3yBaHH CIIifl 3aCTOCOBYBaTH 3BUYalHi 3aX0qu 3 BUAaleHHs HeaOcopOOBaHUX Hil0YuX
pedoBuH. PeKOMEHOy€eThCSI CUMIITOMaTHYHA Ta IiATPUMYlOYa Tepalnis. Buganesss pekcopeHaguay
Tigpoxopuay 3 KPOBi 3a [OIIOMOT 010 reMofianidy HeeeKTUBHE.

ITobiuni peakuii.

3 60Ky Hepeosoi cucmemu: TOJIOBHUM 0ilb, COHJIUBICTh, 3aTIaMOPOYEHHS.

3 60Ky opaaHis 30py: PO3IMUTICTH 30PY.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: HyIOTa, fiapesi, ClIa3MHU B eMiracTpii.

3azanvHi po3aadu ma peakuii y micui 88e0eHHA: BifUYTTS HiABUIIEHOI BTOMJTIOBAHOCTI.

3 6oky iMyHHOI cucmemu: peakiii mifBUIIEHOI YYTIUBOCTI, BKIIoUaioun Habpsak KBinke, BiguyTTs
CTHCKAHHS y TPYASX, 3aUIIKa, TOYEPBOHIHHS 00/IMYYs Ta CUCTeMHi aHadinaKTUYHi peakiiii,
OVCIIHOE, IPUIIJIABH.

3 6oky ncuxiku: 6€3COHHS, MiABUIEHA OPATiBIUBICTh Ta MOPYIIEHHS CHY a60 He3BUYalHi CHOBUIHHS
(mapoHipis).

3 60Ky cepus: Taxikapmis, migcuneHe cepuebuTTs.
3 60Ky wKipu ma nidwkipHoi KAimKosuHu: BUCUTIAHHS, eK3aHTeMa, KPOIIUB'THKa, CBepOix.

Jlikapcekui 3aci6 mictuth 6apBHUK «2KoBTHi 3axim FCF» (E 110), 1m0 MoXXe CIPUYMHSTH ajlepriuHi
peaxirii.

Tepmin npudamHocmi. 2 POKHU.

He 3acTocoByBaTu npenapart IIic/i 3aKiHYeHHS TEPMIiHY IPULATHOCTI.



YMoBu 30epiranssi.

30epiraTu y HELOCTYIIHOMY AJig [iTe Micii. 30epiraTu B OpUriHaibHiN yIIaKOBIi IPpU TEMIIEPATypi He
Buire 25 °C.

YnakoBka. [To 10 tabneToxk y 6mictepi, mo 1 abo 3 6icTepu y madtii.

Kareropis Bignycky. bes penenTa.

BupoOHUK.

®maminro ®apmacreroTrkanc Jitm.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Miclsi IPpOBaXKeHHs HOro Jis/IbHOCTI.
E-28, Onn. ®aep bpireun, M.I.II.C., Tanomgxa, Paion Paurag, Maxapartitpa, IH- 410208, Iumis.
3asiBHHUK.

Ananrta Megpikeap JItq.

Micne3HaxomKeHHS 3asiBHHKA.

Coiot 1, 2 Creumnn Koprt, Imnepian Bapd, Tayumen Poan, ®ynxam, JIoumoH, Benuka
BputaHis.



