IacTpyKIis

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

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

TIGOFAST-180)

Cknao:
Oitoua pevosuHa: pexcodeHaguHy TigpOXIOPUL;

1 TabGneTka, BKpUTa ITIBKOBOIO 0007I0HKOI0, MiCTUTE dheKkcobeHanuny rigpoxmopuny 120 mr a6o 180
MT;

O0ONOMIJCHI PEUOBUHU:

tabneTku mo 120 Mr: 11eJTI0103a MiKpPOKPHUCTasliYHa, KpOXMaslb KYKYpPYA3sSHUM, HaTPiio
KPOXMaJIbTTIKOMIAT (THI A), KpeMHI0 TiOKCH[ KOIOimHU 0e3BogHuY, ITiBKoBe MOKpuTTs Insta Coat
White (eTHUNIIENION03a, TiAPOKCUIIPOIIIIMETHUILIEN0I03a, TUTaHy giokcun (E 171)), Tanek;

tabneTku mo 180 Mr: 11eJTI07103a MiKpPOKpUCTasliyHa, KpoXMaslb KYKYpPYyA3sSHUM, HaTPiio
KPOXMaJIbTIIiKOJIAT (THI A), KPeMHiI0 TiOKCHI KOIOoigHui O0e3BomHuH, IIiBKoBe MOKPHUTT Insta Coat

Sunset Yellow (eTHILIENIOI03a, TIAPOKCUNIPOITiIMeTuIenono3a, 2Kostun 3axig FCF (E 110)),
TaJIbK.

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

mabaemxku no 120 me: TabneTKH, BKPUTI IIIIBKOBOIO 000JIOHKO0, KPYTJIi, IBOOMYKi, 6iroro a6o
Malixke 0iloro Koabopy;

ma6semku no 180 me: TabneTKy, BKPUTI ITiIBKOBOIO 000I0HKOI0, KPYTJIi, IBOONYKIIi, OPAHZKEBOTO
KOJIBODY.

dapMakoTepalneBTUYHA rpyna. AHTUTICTaMiHH]I IpenapaTy Ajis CACTEMHOI0 3aCTOCYBaHHS.

Kopg ATX ROGA X26.



dPapmako.102iuHi 8 1acmueocmi.
dapmakoOuHamika.

dekcoheHaIUHY TigPOXIOPU — HeCeaTUBHUY aHTUTiICTaMiHHUM 3aCi0 I'PyNu aHTarOHICTIiB
crmenudivnux penentopis H,. ®PekcodeHanuH € papMaKoIOTiYHO aKTUBHUM MeTabomiToM
tepdenaguny. Ctabinisye MeMOpaHU ONACUCTUX KIIITHH, I€PEIIKOKA€E BUMINIEHHIO TiCTaMiHy.
YcyBa€e CHMIITOMH ayieprii: YnxaHHS, pUHOPEIo, cBepOixk, MOUEePBOHIHHSA 04Yel Ta cIbo30Teuy. He
YHUHUTL CeNATUBHOI mil.

AuTuricTamMinHUY ePeKT dheKcobeHaauHy TiApOXIOpULy, 110 Mpr3HadaBcs 1 Ta 2 pa3u Ha o0y,
IIPOSIBUBCS NIPOTATOM 1 TOOWHM, HOCATHYBIIN MaKCUMyMy 4epe3 6 TOOUH i TpUBaB IPOTATroM 24
roguH. O3HaK PO3BUTKY HENIEPEHOCUMOCTi He OyJI0 BUSIBIIEHO HaBiTh Iic/s 28-I€HHOTO IIPUiioMy.
Kniniuauit edekT crocTepiraBcs IMicias omHOPa30BuX nepopanbHux 103 Bim 10 mo 130 mr. To3a B 120
MT OOCTaTHS [Jis 3abe3meueHHs 24-TOMUHHOI e()eKTUBHOCTI.

Hagite npy KOHIIEHTpAaLiAX y IIJla3Mi KPOBi, 1110 B 32 pa3u NepeBulllyBajy TepaleBTUYHI
KOHIIeHTpallil, pekcodeHaiuH He BUSBIISB BIIJIUBY Ha MTOBiIIbHI KaTi€eBi KaHAJbIIi Ceplis TIONUHH.

®ekcodenaguny rigpoxnopun (5-10 Mr/Kr nepopanbHo) KyIipye OpoHX0CIIa3M aHTUTEHHOTO
IIOXOIKeHHS Y ceHcubini3oBaHUX TBAPUH Ta IIPU KOHIEHTpaIlil Bullle TepaneBTA4YHOI (10-100
MiKpPOMOJIb) CIPUYHUHSE BUBIIbHEHHS TiCTaMiHy 3 IePUTOHEeaIbHUX MaCTOLUTIB.

dapmMaxoKiHemuxka.

dekcoheHaguHy TigPOXIOPHUL MIBAOKO BCMOKTYEThLCS IiCIIs IPUMOMY BCepeuHy. MakcuManbHa
KOHIIEHTpAIlis HOCATaEThCS Mpubnmu3Ho yepe3 1-3 romunu. [Ipu mobosiit mo3i 120 Mr cepenus
BeTMYKMHA MaKCHUMaJIbHOI KOHIEHTpallil = 427 ur/mn. [1pu gob6osiit 1o3i 180 Mr cepenHs Benu4yuHa
MaKCUMaJbHOI KOHIIeHTpallil = 494 Hr/mi.

60-70 % dexcodpeHanuny 3B’a3y€eThCs 3 OiiKaMu 1a3Mu Kposi. [lifoua pedyoBrHa HEe TPOHUKAE KPi3b
remaTtoeniedanignauit 6ap’ep.

dekcodeHaguH Malizke He MeTabOJIi3yeThCs (K y IEUiHIli, TaK i T03a Helo): B cedi Ta KaJloBUX Macax
JIIOAVHY 1 TBAPYH y 3HAYHUX KiJIbKOCTSIX BUSIBIIEHO TiNTbKYU (eKcobeHauH.

BuBepnenHst pekcodheHamuHy 3 MIa3MHU BiOyBa€eThCS 3 OieKCIIOHEHITiaTbHUM 3HUKEHHSIM Ta
TepMiHaJbHUM TepiofoM HamiBBUBeneHHs Bif 11 mo 15 ropgus micns 6araTopa3oBOro MpUiMaHHS.
KineTrka ogHOpPa30Boi Ta 6araTopa3oBoi 403 JiHiliHA IPpU IepopaabHuX mo3ax mo 120 Mr gBivi Ha
no0y. V crapii HacuueHHs [03u [0 240 Mr 2 pa3u Ha fo6y cupuuunsnu 36inements AUC, ske O6ymo
mero Ginbine mpomopiifiHoro (8,8 %). Lle BKa3ye Ha Te, 110 Ipu fo60Bux go3ax 40-240 mr
(dapmakokiHeTKa ¢pekcobeHaauHy MaiixKe JliHiliHa.

Binbila yacTWHa 003U BUBOAUTLHCS 3 KOBYIO, 3 Ce4Yel0 B He3MiHEHOMY CTaHi BUBOAUTECS 0 10 %.
MyTareHsHi Ta KaHIIEpPOT€HHi BJIaCTUBOCTI.

Pi3Hi TecTu Ha MyTareHHICTb in Vitro Ta in vivo He BUSIBUIN HasIBHOCTI y peKkcodheHaguny
TiAPOXIOpULY MyTareHHUX BIaCTUBOCTEN.

Y mocnimkeHHI KaHIIEPOTeHHOCTI eKCIo3ullilo hekcoheHanuny 0y10 BU3HaAUYEHO (3a MOKa3HUKAMU



nna3MoBoi AUC) micnis 3acTocyBaHHS TepheHaAuHy B X041 BTOPUHHUX (hapMaKOKIiHETUUHUX
mocrimxkeHb. [Ipu 3acTocyBaHHi TepheHaguHy urypam Ta Muiam (mo 150 Mr/kr Macu Tina Ha go0y)
03HaK KaHIepPOTeHHOCT] He BUSBJIEHO.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

Turodact-120: cuMnToOMaTA4YHE JIiIKyBaHHS CE30HHOT0 aJIepPTidyHOr0 PHUHITY y HOPOCIHX Ta AiTen
BiKOM Bif 12 pokiB.

Turodact-180: cuMnToMaTHUyHe TiKyBaHHS XPOHIYHOI illioNaTUYHOI KPOTIMB SHKYU Y TOPOCIINX
Ta [iTel BiKOM Bif 12 poKiB.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTh IO KOMIIOHEHTIB JTiIKapChKOT0 3aco0y, Bik [0 12 pokiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodilii.

Turodact He 6ioTpaHCPOPMY€ETHCS B MEUiHIII i TOMY He B3a€EMOIi€ 3 iHIIUMU ITperapaTaMy, ki
MeTab0mi3yI0ThCS MiKpOCOMaNTbHUMY (pepMEeHTaMU MeYiHKH.

dekcodpenanun € cyocTpaToM P-riaikonporeiny (P-gp) Ta mojiinentugy, M0 TPAHCIOPTYE
opraniuni anHionu (OATP). OmHo4yacHe 3acTocyBaHHs ¢ekcodeHanuny 3 iHridiropamu adbo
iHpykrTopamMu P-gp Mo2Ke BIUIMHYTH Ha eKCHo3uIio ¢pekcodpenaguny. [Ipu ogHogyacHOMy
npuiiomi Turodacty 3 inriditopamu P-gp eputpominuiHoM abo 3 KETOKOHA307I0M KOHI[EHTpallis
TurodacTy B ma3Mi KpoBi HiABUINYETHCA B 2-3 pa3u. BKa3aHi 3MiHK He CyIIPOBOIXKYIOTHCS 3MiHOIO
inTepBany QT Ta He CIPUYUHSAIOTH 30iIbIIIEHHS YAaCTOTH MOOIYHUX peakiliii MOPiBHSAHO 3 YaCTOTOIO
no0iYHMX peakilill y pa3i mpru3HaYeHHS KOXKHOTO 3 IIUX IIpelapaTiB 0KpeMo.

KiiniuHe mociimkeHHsI B3a€MO/il MiXK JTiKapCbKHMH 3ac00aMH IOKa3aJIo0, 10 OJHOYAaCHe
3aCTOCYBaHHS amajIyTaMiay (ci1adkoro inmykropa P-gp) i pa3oBoi nepopaabHoi 1o3u 30 mMr
dbexcodpenaguny npussoauio a0 30 % 3uuxkenHs AUC ¢pekcodenaguny.

Bzaemoqii Turodacty Ta oMemnpa3oiny He crocTepiranocs. [1pu mpuitoMi aHTAIIUIIB, SKi MiCTATH
amoMinilt abo Marsiit 3a 15 xBunIuH g0 npuiiomy Turodacty, #0oro 6i0g0CTyIIHICTh 3HUKYETHCS 3a
PaxyHOK 3B’sI3yBaHHS B TPABHOMY TPaKTi. PEKOMEHOY€EThCST 3p0OUTH iHTEPBaJT y 2 TOOMHU MiX
npuiiomoM TurogacTy Ta aHTAUUMIIB, SKi MiCTSATh anioMiHiio abo MarHiio rigpokcum,.

Oco6 1ueocmi 3acmocyeaHHsi.

Cnig goTpuMyBaTHCh 00€PEKHOCTI TP 3aCTOCYBaHHi Ipenaparty TurodacTt XBOPUM JIITHROTO BiKy Ta
nalieHTaM i3 IopyIIeHHAM ITe4iHKOBOI a00 HUPKOBOI GYHKIIII Yepe3 HeIOCTaTHICTh TaHUX.



[TarmienTaM, gKi nepeHecau y MUHY/IOMY ab0 MalOTh y TENIEPIITHEOMY CEPIIEBO-CYOUHHI
3aXBOPIOBaHHS, CJIil MaTH Ha yBaai, [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. PekcodeHamuHy
rigpoxiopuy He MOXKHa 3aCTOCOBYBATH Y Iepiof BariTHOCTI, OKpiM BUIIA[KiB HarajabHOI OTPEOH,
KOJIX OYiKyBaHa KOPUCTH IJIg MaTepi lepeBaxKae MOXKJIMBUM PU3UK I IJI07a.

T'ooysanHs 2pyddr. OCKinbku heKcoheHaauH MPOHUKAE Yy TPYOHE MOJIOKO, IIpemnapaT He
MOXKHa 3aCTOCOBYBaTH y Iepiof rogyBaHHA I'PYALIO.

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

Ha mipcraBi ¢hapmakomuHamiyHoro nmpodinio Ta BimoMux mobiyHuX ePeKTiB MOXKHA 3POOUTH
BHCHOBOK, IT10 ITpuiioM TurodacTy He BIIJIUBAE Ha 3TAaTHICTh KePyBaTH TPAHCIOPTHUMHU 3aco0aMu Ta
BUKOHYBATH POOOTH, SIKi BUMAaraiTh KOHIIEHTpaIlii yBaru. [Ipu mpoBeneHHi 06'eKTUBHUX JOCITiIXKEeHb
Oyrno BusBNEHO, 10 TurodacTt He YMHUTL 3HAYHOT'O BIIJIUBY Ha (PyHKIIl IleHTPaIbHOI HEPBOBOI
cuctemu (IIHC). OgHak peKOMEeHIY€EThCS OIIHUTH iHOUBIAyalbHY Peakilito Ha JTiKapChbKUM 3acib mo
TOTO, SIK TOYMHATHU KePYyBaHHS TPAHCIOPTHUMU 3aco0aMu abo BUKOHYBaTH po6OTH, 1110 TOTPeBYIOTh
KOHIIeHTpallil yBaru.

Cnoci6 3acmocyeaHHss ma do3u.

Lopocaum ma dimam gikom 8i0 12 pokie npusHadatu TUropacT Ipyu CE30HHOMY aJIeprivHOMY PUHITI
- 120 mr 1 pa3 Ha 000y, Ipu XpoHiuHiM ifionatuuHik Kponus gHIi - 180 Mr 1 pa3 Ha mo0y. [Ipuiimatu
BCEPeOUHY IIeper 10010, 3anMBal04y Bogo0. TpUBaIiCTh IiKyBaHHS BU3HAYaTH iHOUBIyaIbHO,
3a/1eKHO Bifl TAKKOCTI 3aXBOPIOBaHHS.

Llimsam sixom 0o 12 pokis

KopHux mociigKeHb I[0[0 BUBYEHHS e(eKTHBHOCTI Ta IEPEHOCHMOCTI mpemnapaty Turodacr-120 abo
Turodact-180 y miTeii BikoMm 0 12 poKiB HE IPOBOAUIIH.

OkpeMi nomynagirii

3rigHo 3 pe3yabTaTaMu AOCIiAXKEHb 3 Y4acCTIO NallieHTIiB 3 OesKUX I'PYIl pPU3UKY (Iali€HTiB JIiTHOTO
BiKy, Ialli€eHTiB 3 MOPYLIEHHSAM (PYHKII1 HUPOK a00 Me4iHKM) KOPUTYBaHHS NO3U TaKUM MallieHTaM He
noTpibHO.

TpuBaicTh NiKyBaHHS 3a/IeXKUTh Bif mepediry 3aXBopioBaHHS Ta BU3HAYAETHCS JiKapeM
IHAUBINyaTIBHO.



Himu.

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

Ilepedo3yeanHsi.

BinpimicTs moBigoMIIeHb PO Mepeao3yBaHHs pekcodheHauHy TigpoXI0pUay HeJOCTAaTHbO
inbopmartusHi. Tak, 6y/10 3apeecTPOBAHO 3allaMOPOYEHHS, COHIUBICTh Ta CYXiCThb ¥ POTI.

Y pasi nepemo3yBaHHS CJIil 3aCTOCOBYBATU 3BUYalHi 3aX00U 3 BUAaIeHHS HeaOCcOpOOBaHUX Til0UMX
pedoBUH. PeKOMeHIyeThCA CUMIITOMATHYHA Ta MiATpUMYylo4a Tepalida. Bunanernusa ¢pekcobeHaguHy
TiApPOXJIOpUAY 3 KPOBi 3a AOIIOMOI0I0 TeMOZiani3y HeedeKTHUBHE.

ITo6iuni peakuii.

3 60Ky Hepsosoi cucmemu: TOJIOBHUM 0iflb, COHIIMBICTD, 3allaMOPOYEHHS.

3 60Ky opaaHis 30py: PO3SMUTICTH 30PY.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: HyooTa, miapesi, Clla3Mu B eIiracTpii.

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

3 60Ky iMyHHOT cucmemu: peakilil migBUIIEHOI YyTIUBOCTI, BKITI0Ya4yy HaOpsiK KBiHke,
BiUYTTSI CTUCKaHHS y TPYASX, 3aAUIlIKa, TOYEPBOHIHHSA 00IMYYS Ta CUCTEMHI
aHapiaKTUYHI peakilil, IUCIIHOe, TPUILIUBH.

3 6oky ncuxiku: 6e3COHHS, IMiABUIIlEHa IPATiBNIUBICTh Ta MOPYIIEHHS CHY a00 He3BUYalHi
CHOBHU[IIHHS (ITApOHIipis).

3 boky cepus: Taxikapmis, migcuneHe cepreduTTs.
3 60Ky wkipu ma nidwKipHOi KAiMKoBUHU: BUCUTIAHHS, eK3aHTeMa, KPOIIUB'SHKa, CBepOixK.

Jlikapcekui 3aci6 mictuth 6apBuuK «2KoBTHH 3axig FCF» (E 110), 1110 MOXXe CIIPUYUHSATH
aJjiepriyHi peaxiil.

Tepmin npudamHocmi. 2 POKW.

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



YMoBu 30epiranssi.

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

YnakoBka. ITo 10 tabmetok y 6mictepi, mo 1 ab6o 3 6micTepu y mayiri.

Kareropis Bignycky. bes penenra.

BupoOHUK.

Aptypa ®apmacsroTikan3 [1BT. JITh.

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAI2KeHHsI HOT0 Iis/TbHOCTI.

1505 ITopTisa Poyg, llpi Citi CE3, CetssBeny Manpan, Paiion YitTop - 517 588, mrat AHfxpa
IIpapemt, IHmis.

3asiBHHK.

Ananta Megikeap JItq.

Micue3HaxoaKeHHsI 3asiBHHKa.

Ceiot 1, 2 Cretimun Kopt, IMnepian Bapd, Tayumen Poan, ®ynxam, JlougoH, Bennka Bputawnis.

IacTpyKnis

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y

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

TIGOFAST-180)



Cknao:
ditoua pevosuHa: pekcodheHaguHy TigPOXIOPUL;

1 TabneTka, BKpUTa IUTIBKOBOIO 0007I0HKOI0, MiCTUTE dheKkcobeHanuny rimpoxmopuny 120 mr a6o 180
MT;

0ONOMINCHI PEYOBUHU:

tabneTky Mo 120 Mr: 11e110/103a MiKpOKpHUCTasTiyHa, KPOXMaJslb KyKYypPYA3sSHUN, HaTpPiio
KPOXMaJIbITIKOMIAT (TUN A), KPEeMHi0 TiOKCUM KOnoinHui 6e3BOgHMH, IiBKOBe MOKPHUTTs Insta Coat
White (eTUNIIENI0703a, TIHPOKCUIIPOIIIIMETUIILIE0NN03a, TUuTany giokcun (E 171)), ranek;

tabnetku mo 180 Mr: 11eJTI07103a MiKpPOKPHUCTasTivYHa, KpOXMaslb KYKYPYA3SHUM, HaTPito
KPOXMaJIbTTIKOMIAT (THI A), KpeMHi0 MiOKCH[ KOIOimHMi 0e3BOogHuY, ITiBKoBe MOKpuTTs Insta Coat
Sunset Yellow (eTUmNIEN0I03a, TIAPOKCUIIPOIIiIMeTuIentono3a, 2Koptuii 3axig FCF (E 110)),
TaJbK.

JIikapcbka ¢opma. TabmeTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

mabaemxku no 120 me: TabneTKH, BKPUTI ITIBKOBOIO 000JIOHKO0, KPYTJIi, IBOOMYKi, 6iroro a6o
Maiixke 0i7oro KOIbopy;

mabaemxku no 180 me: TabmeTKH, BKPUTI ITIBKOBOI 000JI0OHKO0, KPYTJIi, IBOOMYKIIi, OPaH&KEBOT0
KOJILODY.

dapMakoTepaneBTHYHA rpyna. AHTUTiCTaMiHHi ITpenapaTy IJisi CHCTEMHOTO 3aCTOCYBaHHS.

Kom ATX RO6A X26.

Papmakono2iuHi e1acmueocmi.
dapmakoOuHamika.

dekcoheHaguHY TigPOXIIOPU[ — HeCEeNAaTUBHUM aHTUTiICTaMIiHHUY 3aci® rpynu aHTAroHICTiB
crenudivnux penentopiB H,. ®PekcodeHanun € papMaKoIOTiYHO aKTUBHUM MeTabomiToM
tepdenaguny. Ctabinisye MeMOpaHU ONACUCTUX KITITHH, IE€PEIIKOKa€E BUMIIEHHIO TiCTaMiHy.
YcyBae cMMIITOMH aieprii: YnxaHHS, pUHOPEIo, cBepOixk, MOYEePBOHIHHS 04Yel Ta cbo30Teuy. He
YUHUTH CeaTHUBHOI [il.

AnTuricraminaui edekT dbekcodheHamUHY TigpPOXIOPUAY, 110 Tpu3HayaBcs 1 Ta 2 pa3u Ha 00y,
IIPOSIBUBCSA NIPOTATOM 1 rOgUHY, JOCATHYBIIN MaKCUMyMy 4Yepe3 6 TOOUH i TpUBaB IPOTATroM 24
roguH. O3HaK PO3BUTKY HEIIEPEHOCUMOCTi He Oy710 BUSIBIIEHO HABIiTh Micys 28-IeHHOT0 MpUitoMy.



Kniniuauit eeKT crocTepiraBcs IMiciisi OGHOPa30BUX epopanbHux 0o3 Bim 10 mo 130 mr. Ho3a B 120
MT [IOCTATHS [ys 3a0e3meueHHs 24-TOOMHHOI e(eKTUBHOCTI.

HasgiTh IIpy KOHIIEHTpAaLifAX Y [IJIa3Mi KPOBi, 1110 B 32 pa3u IepeBUlllyBali TepaleBTUYH]
KOHILIeHTPallil, peKcopeHaNH He BUSIBIIIB BIIJIUBY Ha [TOBUIbHI Ka/Ti€Bl KaHAJbIII Cepls TIOOUHM.

dekcodenaguny rigpoxnopus (5-10 Mr/Kr nepopaibHO) KyIipy€e OpOHX0OCIa3M aHTUTEHHOTO
TIOXOJI2KeHHs y ceHcubii3oBaHUX TBAPUH Ta IIPU KOHILIeHTpalii Buile TepaneBTudHoi (10-100
MiKpPOMOJIb) CIIPUYHHSIE BUBIIbHEHHS TiCTaMiHy 3 TIePUTOHEaIbHUX MaCTOIUTIB.

dapmakoKiHemuka.

dekcoheHaUHY TigPOXIOPU MIBUIKO BCMOKTYEThCS IIiCIISI MPUMOMY BCepeIuHy. MaKkcuMalbHa
KOHIIEHTPAIlisg JocATaeTbcs mpubnu3no yepe3 1-3 rogunu. [Ipu moOosiit o3i 120 Mr cepemgus
Be/IMYMHA MaKCHMaJIbHOI KOHIeHTpallil = 427 ur/mn. [Tpu qobosii m1o3i 180 Mr cepenHs BelMunYnuHa
MaKCHUMaJIbHOI KOHIIeHTpallil = 494 Hr/m.

60-70 % dexcodpeHamuny 3B’13y€eThCs 3 Oinkamu 11a3Mu Kposi. [liroua pedyoBrHA He TPOHUKAE KPi3b
remartoeHmedaniyaui 6ap’ep.

dekcodenaguH Malike He MeTabOJIi3yeThCs (K y IEUiHIli, TaK i T03a Hew): B cedi Ta KaJl0BUX Macax
JIIOAVHMY 1 TBAPYH Y 3HAYHUX KiJIbKOCTSIX BUSIBIIEHO TiNTbKYU (eKcodeHamuH.

BuBenenns pekcodeHaguny 3 mna3mMu BigOyBaeThcs 3 OieKCIIOHEHIiaIbHUM 3HUKEHHSIM Ta
TepMiHa/IbHUM TIePioloM HamiBBUBemeHHs Bim 11 mo 15 romux micist 6araTopa3oBOro MpUHMaHHS.
KineTrka ogHOpa30Boi Ta 6araTopa3oBoi 403 NliHiliHa ITpu IepopanbHuX mo3ax no 120 Mr gBivi Ha
no0y. V crapii HacuueHHs m03u [0 240 Mr 2 pa3u Ha mo0y cupuuussiu 36inements AUC, ske 0yio
merno 6inbIne mpomopiifinoro (8,8 %). Lle BKa3ye Ha Te, 110 Ipu mo6oBux mo3ax 40-240 mr
(dbapmakoKiHeTHKa pekcodheHaguHy MalxKe JliHiiHA.

Binblla yacTvHa JO3U BUBOOUTHCS 3 JKOBYIO, 3 CEYEI0 B HE3MIHEHOMY CTaHi BUBOOUTHCS 70 10 %.
MyTareHHi Ta KaHIIEpPOT€HHi BJIaCTUBOCTI.

Pi3Hi TecTu Ha MyTareHHICTh in Vitro Ta in vivo He BUSIBUJIM HAIBHOCTI ¥ (eKcobeHaauHy
TiAPOXJIOpULY MyTareHHUX BJIaCTUBOCTEH.

Y mocnigkeHHi KaHIIEPOTeHHOCTI eKCIo3ullito hekcopeHaguHy OyI0 BU3HaYEHO (3a MOKa3HUKaMHU
nna3MoBol AUC) micis 3acTocyBaHHS TepheHaauHy B X041 BTOPUHHUX (hapMaKOKIHETUUHUX
nochigxens. [Ipu 3acTocyBaHHi TepbeHanuHy mypaM Ta MuinaM (go 150 Mr/kr mMacu Tina Ha go0y)
O3HAaK KaHIIePOTEHHOCTI He BUSBIIEHO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

Turodact-120: cuMnToMaTAYHE JIiIKyBaHHSI CE30HHOT0 aJIepPTrivHOr0 PUHITY y HOPOC/IUX Ta AiTer
BikOM Bif 12 poKiB.

Turodact-180: cumMnToMaTyHe MiKyBaHHS XPOHIYHOI iflioNTaTUYHOI KPOTIUB SHKHU Y TOPOCIINX
Ta OiTed BiKOM Bif 12 pokKis.



IIpomunoka3aHHsi.

[TigBuIleHa YyTNUBICTL IO KOMIIOHEHTIB JTiKapChKOro 3aco0y, Bik 0 12 pokiB.

B3aemodisa 3 iHwumu snikapceKumu 3acob6amu ma iHwi eudu e3aemoditi.

Turodact He GioTpaHCPOPMYETHCS B MEUiHII i TOMY HE B3a€MOJI€ 3 iHIIMMU IIpernapaTamMu, SKi
MeTab0Ii3yI0ThCS MiKPOCOMATbHUMY (pepPMEeHTaMHU MeYiHKH.

®ekcodenanguH € cybctpaToMm P-riikomnporeiny (P-gp) Ta moiinenTuay, 1o TPAHCIOPTYE
opraniuni anionu (OATP). OnmHouyacHe 3acTocyBaHHA peKcodeHanuny 3 inriditopamu abo
ingykTopamu P-gp MoXKe BIVIMHYTH Ha eKcno3uniio pekcodpenaguny. [Ipu ogHOUaCHOMY
npuiiomi Turodacrty 3 inriéiropamu P-gp eputpominnHoM abo 3 KETOKOHA30JI0M KOHILIEHTPaIlis
Turodacty B m1a3Mi KpoBi HiABUINYETHCA B 2-3 pa3u. BKa3aHi 3MiHU He CyIPOBOIXKYIOTHCS 3MIHOIO
inTepBany QT Ta He CHPUYMHSAIOTH 30iTbIIEHHS YACTOTH MOOIYHUX peaki(iii MOPiBHSAHO 3 YACTOTOIO
no0iuHUX peakliyl y pa3i mpu3HaYeHHS KOXHOTO 3 LIUX IIperapaTiB OKpeMo.

KiiniyHe mocaigkeHHsI B3a€EMO/Iil Mixk JTiKapChbKHMH 3aC00aMHi MOKa3aJio, 10 OTHOYACHE
3aCTOCYBaHHA anajayraMiny (ci1ad0koro iHmykropa P-gp) i pa3oBoi nepopaibHoi 103u 30 mMr
dexcodpenaguny npussoauio a0 30 % 3umxkenHs AUC pekcodpenaguny.

Bzaemoqii Turodacty ta oMemnpa3oiy He crocTepiranocs. [1pu mpuitoMi aHTalUAIB, SKi MiCTATH
asnoMiHii abo MarHi 3a 15 XBUNIKH [0 npuiioMy Turodacrty, #oro 6i0q0CTyIHICTb 3HUKYETHCS 3a
PaxyHOK 3B’sI3yBaHHS B TPaBHOMY TPakKTi. PeKOMeHOyeThCsl 3p00KTH iHTEPBaJ y 2 TOAMHU MiX
npuiioMmoM TurodacTy Ta aHTaUULIB, IKi MiCTATH allOMiHil0 ab0 MarHiio TrigpoKCus,.

Oco06.1u8ocmi 3acmocyeaHHsi.

Cnipg goTpuMyBaTHCh 00€PEXKHOCTI ITPY 3aCTOCYBaHHi Impenapaty TurodacTt XBOPUM JIITHROTO BiKy Ta
nalieHTaM i3 mopyIIeHHSIM Ie4iHKOBOI a60 HUPKOBOI PYHKII] Uepe3 HeloCTaTHICTh aHUX.

[MamieHTaM, sKi mepeHecIn y MUHYJIOMY ab0 MaloTh y TENePillIHbOMY CeplieBO-CyaUHHi
3aXBOPIOBaHHS, CJIii MaTH Ha yBa3i, 10 IIpelapaTy Kjlacy aHTUTICTaMiHiB MOXKYThb CIPUATH
BUHUKHEHHIO TaKMX MOOiYHUX e(eKTiB IK TaxikKapmis Ta MPUCKOpPeHe cepueduTTs (IuB. PO3Min
«ITo0OiuHi peakirii»).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHs 2pydoio.

BazimHuicmpb. [JaHi Ipo 3aCTOCYBaHHS BariTHUM XiHKaM HeqocTaTHI. HeuncneHH] JOCTigXXeHHS Ha
TBapuHaX He BKa3yl0Th Ha HASIBHICTh MPSIMOro abo 0mmocepeikoBaHOTO BIIJIUBY Ha BaTiTHICTH,
eMOpioHanpHUN/(DeTaTbHANA PO3BUTOK, ITOJIOTH ab0 MOCTHATaNbHUAN PO3BUTOK. PeKcopeHaiuHy
Tigpoxyiopu He MOXKHa 3aCTOCOBYBATH V IIePiof] BariTHOCTI, OKpiM BUIIaAKiB HarajabHOI IOTPEOH,
KOJIM OYiKyBaHa KOPUCTH [JII MaTepi IepeBaxae MOXKJIMBUY PU3UK [AJIS MJI0a.

T'odysaHHs 2pyddw. OckinbKu pekcodheHagrH MPOHUKAE y TPYAHE MOJIOKO, ITpernapar He



MOZKHA 3dCTOCOBYBATH y Hepion rogyBaHHSA I'PDYOAIO.

30amHicmb enaueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Ha mipcTaBi ¢hapmakomumHamiyHOro mpodino Ta BimoMux mobiyHuX ePeKTiB MOXKHA 3POOUTH
BHCHOBOK, II10 ITpuiioM TurodacTy He BIIJIUBAE Ha 3TATHICTh KePyBaTH TPaHCIOPTHHMHU 3aco0aMu Ta
BUKOHYBaTH POOOTH, IKi BUMaraiTh KOHIeHTpallil yBaru. [Ipu mpoBefeHHi 06'€KTUBHUX JOCITiIKEHb
OyIo BusBNEHO, 110 TurodacT He YMHUTH 3HAYHOT'O BIIJIUBY Ha (QYHKIII IIeHTPaIbHOI HEPBOBOI
cuctemu (IIHC). OgHak peKOMEeHIY€EThCS OLIHUTH iHOUBIAyalbHY Peakllito Ha JTiKapChbKUM 3acib mo
TOTO, SIK TOYMHATH KePYBaHHS TPAHCIOPTHUMU 3aco0aMu ab0 BUKOHYBaTU poOOTH, 1110 IOTPeOYIOTh
KOHIIeHTpallil yBaru.

Cnocib 3acmocyeaHHsi ma do3u.

Lopocaum ma dimam eikom 8i0 12 pokie npu3HadaTu TUropacTt Ipu Ce30HHOMY aJIeprivHOMY PHHITI
- 120 mr 1 pa3 Ha 000y, Ipu XpoHiuHiM ifionaTuuHik Kponus gHIi - 180 mMr 1 pa3 Ha moby. [Tpuiimatu
BCEpeOUHY Ileper 10010, 3aNMBal04y Bogoo0. TpUBaIiCTh TiKyBaHHS BU3HA4YaTH iHAUBIAyaIbHO,
3a/1eKHO Bifl TAKKOCTI 3aXBOPIOBaHHS.

Llimsam sixom 0o 12 pokis

2KopHux mociigKeHb 100 BUBYEHHS e(eKTHBHOCTI Ta IIEPEHOCHMOCTI mpemnaparty Turodacr-120 abo
Turodact-180 y miTeit BikoMm 0 12 poKiB He IPOBOANIIH.

OxkpeMi nmomynsiii

3rigHO 3 pe3yabTaTaMu OOCiAXKEHb 3 Y4acCTIO MallieHTiB 3 OesKUX I'PYIl PU3UKY (Iali€HTiB JIiTHLOTO
BiKy, Malli€eHTiB 3 MOpyLIeHHAM GYHKII HUPOK a00 NedyiHKM) KOPUTYBAHHA 03U TaKUM IallieHTaM He
OTPiOHO.

TpuBamicTh NiKyBaHHS 3aJIeXKUTh Bif mepebiry 3aXBOpioBaHHS Ta BU3HAYAETHCS JTiKapeM
iHOUBiAyaIbHO.

Himu.

Y manoMmy [03yBaHHI IIpemapaT He 3aCTOCOBYBATH AiTIM BiKoM 10 12 pokis.

Ilepedo3yeaHHsi.

BinpmicTs moBigoMieHb Mpo mepeao3yBaHHs pekcodheHauHy TiqpoXI0pUay HeJIOCTaTHbO
inbopmatusHi. Tak, 6y/10 3apeecTPOBaHO 3allaMOPOYEHHS, COHIUBICTh Ta CYXiCTh y POTI.



Y pasi nepemo3yBaHHS CJIifl 3aCTOCOBYBATU 3BUYalHi 3aX01 3 BUNaJIeHHsS HeaOCOpOOBaHUX Til0UMX
pedoBUH. PEKOMEHIYETLCS CUMIITOMaTHYHA Ta IMiATpUMYyloda Teparis. Buganenus dekcobeHaguHy
TiApPOXJIOpUAY 3 KPOBi 3a AOIIOMOI0I0 TeMOfiani3y HeedeKTUBHE.

ITo6iuni peakuii.

3 60Ky Hepsosoi cucmemu: TOJIOBHUM 0ilb, COHJIMBICTh, 3alIlaMOPOYEHHS.

3 60Ky opaaHis 30py: PO3SMUTICTH 30PY.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: HyOoTa, miapesi, Clla3Mu B eIiracTpii.

3azanvHi po3aadu ma peakuii y micui 88e0eHHA: BifUYTTS MiABUIIEHOI BTOMITIOBAHOCTI.

3 6oky imyHHOI cucmemu: peakiii MigBUIIEHO] YYTIUBOCTI, BKITIoYaroun HaOpsk KBiHKe,
BiUyTTSI CTUCKAHHS y TPY[SX, 3aQUIlIKa, TOYEPBOHIHHSA 00IUYYS Ta CUCTEMHI
a"HadimakTUYHI peakilil, fUCITHOE, TPUIIJINBH.

3 6oky ncuxiku: 6e3COHHS, IMiABUINlEHAa OPATiBNIUBICTh Ta MOPYIIEHHS CHY a00 He3BUUYalHi
CHOBHU[IHHS (TapoHipis).

3 boky cepus: Taxikapmis, mimcuneHe cepreduTTs.
3 60Ky wkipu ma nidwkKipHOi KAimKo8UHU: BUCUTIAHHS, eK3aHTeMa, KPOIIUB'SHKa, CBepOixK.

Jlikapcekui 3aci6 MicTuth 6apBHuK «2KoBTHi 3axig FCF» (E 110), mo MoxXe COpUYUHATH
aJsiepriyHi peaxiil.

Tepmin npudamHocmi. 2 POKH.

He 3acTocoByBaTu npenapart IIic/isl 3aKiHYeHHS TEPMiHY IIPUOATHOCTI.

YMmoBH 30epiranssi.

30epiratu y HeJOCTYIIHOMY IJ1s fgiTe# Micii. 30epiraTy B OpUriHaabHIN yIIaKOBIi IPX TeMIepaTypi He
Buie 25 2C.

YnakoBka. [To 10 TabmeTok y 6mictepi, mo 1 abo 3 6micTepu y madiii.

Kareropis Bignmycky. be3 penenra.

BupoOHHK.



Onaminro ®apmacwiotukanc JITo.

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAI2KeHHs HOT0 Tis/TbHOCTI.
E-28, Onn. ®aep bpireun, M.I.II.C., Tanomgxa, Paiion Paurag, Maxapartrtpa, IH- 410208, Iamis.
3asiBHHUK.

Ananrta Megikeap JItq.

Micue3HaxoaKeHHsI 3asiBHHKA.

Crior 1, 2 Creumn Kopt, Imnepian Bapd, Tayumen Poan, ®ynxam, JlounoH, Benuka bpurawnis.



