Ckian

0itoua pevyoB8uHd: iTONIPUAY TiAPOXJIOPHUL;
1 TabneTka mMicTuth 50 MT iTONPUAY TiOPOXJIOPUAY;

OONOMIJNCHI peyo8uHU: TaKT03a, MOHOTIAPAaT; KPOXMaJllb KyKyPYA3sIHUY; KaJIbIIiio
KapMeJio3a (Kasblilo KapOOKCUMETUIILENI0103a); KPEeMHI0 AioKCU KOJIOIMHUMN
0e3BOOHUM; MarHil0 cTeapar;

000/10HKa: cyMim aiist miTiBKOBOro mokputTTsa Opadray II White: makTo3a, MoHOTigpaT;
rimpomesno3a (TiAPOKCHUIIPOIIIMETHUIILIEITION03a); IIOJTIeTUIEHTIiKOJIb; TUTAHy OiOKCUL
(E 171); TpualieTuH.

JIikapcbKa ¢popMma

TabneTkKu, BKPUTI IJIIBKOBOIO 000IOHKOIO.

OcHoBHI (pi3uKko-xiMiuHi 81acmu8ocmi: TabIeTKU, KPyTJiol (GOpMU 3 OBOOMYKIIOIO
TMOBEpPXHEI0, BKPUTI MITiIBKOBOIO 000IOHKOIO OiJIOT0 KOJIHOPY.

®dapMaKoTepalleBTHUYHA Ipyna
Ctumynsatopu nepuctanbTuku. Kog ATX AO3F AO07.
®apMaKoOJIOridyHi BJIaCTHBOCTI

dapmaKkoduHamika.

ITonmpupgy rigpoxaopun akTUBYE POIYJIbCUBHY MOTOPUKY LITYHKOBO-KUIIIKOBOI'O
TPaKTy 3aBOsAKU aHTaroHi3aMy 3 JollaMiHOBUMU D2—peuenTopaMH Ta iHrioyrouin
aKTHUBHOCTI alleTUJIXOJIiHecTepa3u. ITonpuny rigpoxJIopu aKTUBY€E€ BUBIIIbHEHHS
alleTUIIXO0JIiHY Ta iHTiOye #oro po3nap. ITonpuAy riopoxiopua TaKoX YUHUTH
npoTuOIIOBaIbHY Aif0 3aBASKK B3aEMOil 3 D2-peueHTopaMH, JIOKaJIi30BaHMMU B
XeMOPEeUeITOPHIN TpUrepHil 30Hi, 10 6yJI0 ITPOAEeMOHCTPOBAHO MT0303aJIeKHUM
iHribyBaHHAM anoMop@diHiHOYKOBaHOTO OJII0OBaHHSA ¥ TBapuH. [lig iTonpugy
TiAPOXJIOPUAY € BUCOKOCHEIM(PIYHOIO OO0 BEPXHIX BiAOiliB IITYHKOBO-KHUIIIKOBOT O
TPaKTYy.

ITonmpuny rinpoxJjIopuUn He BIIJIUBA€E Ha PIBEHb raCTPUHY B CUPOBATIIL KPOBI.

dapmakoKiHemukKa.



Abcopbuis. ITompuny rigpoxJIopu IIBUAKO Ta IIPAKTUYHO IIOBHICTIO BCMOKTYEThCS 3i
IIITyHKOBO-KUIIIKOBOTO TPakTy. Moro BigHOCHA 6i00CTyIHICTS cTaHOBUTDL 60 %, 110
IOB’s13aHO 3 e()eKTOM «IIepIIoro IPOXOAXKEeHHs» Yyepe3 INediHKy. [2ka He BIJIMBAEc Ha
6iogocTtynHicTe. ITicnsa 3acTocyBaHHSA 50 MT iTOTIPULY TiAPOXIOPULY Cmax
nocsiraetsca yepe3 0,5 - 0,75 roguru Ta ctaHoBUTh 0,28 MKr/Mmi. I1pu nogansmioMmy
3aCTOCYyBaHHI JTikapchbKoro 3aco0y B mo3ax Bim 50 go 200 Mmr 3 pa3u Ha mo0y BIIPOOOBXK
7 OHiB (hapMaKOKiHEeTHKA iTONIPUAY TigpOXJI0puay Ta Moro MeTaboJtiTiB Oysia niHiliHOI0

3 MiHIMaJIbHOIO KyMYJISLI€EIO.

Po3nooia. TIpubnusuo 96 % iTonpupy rimpoxnopuny 3B sI3yEThCS 3 OiTKaMu IJIa3MU

KPOBI (1lepeBakHO 3 anbOyMiHOM). 3B’I3yBaHHS 3 A, -KMCJIUM TJIiKOIIPOTEIHOM

1
CTaHOBUTH MeHIme 15 %.

Memab6oaizm. ITonpugy rigpoxiaopua aKTUBHO 6i0TpaHCHOPMYETHCS B IEUiHIII.
ImenTtudikoBano 3 MeTaboOIiTH, TiITLKK OOUH 3 SIKUX BUSBISE HE3HAYHY aKTUBHICTB,
1110 He Ma€ papMaKOJIOTiYHOTr0 3HaYeHHs (Mpubnu3Ho 2 - 3 % iTonmpunmy
rigpoxmopuny). ITepunauM MeTabomiToMm € N-OKCHU[, 1110 YTBOPIOETHCS y pe3yabTaTi
OKVCHEHHS YeTBEPTHUHHO] aMiHO-N-OMMEeTUIIbHOI TPYIIH.

ITonpuny rigpoxnopun MetTaboni3yeThbCs ITin mieio daBiH3amekHOI MOHOOKCUT €HAa3U
(FMO3). KinekicTs Ta epeKTuBHICTS i30pepMeHTiB FMO y noguHu MoXe
BiIPI3HATHUCS 3aJIe2KHO Biff TEHETUYHOT O MMOIiMOP(di3My, IKHM iHKOJIM NIPU3BOAUTH 0
PO3BUTKY ayTOCOMHO-PELIECUBHOI'O CTaHy, BiJOMOTI'O IIi HA3BOIO TPUMETUJIaMiHYypis
(cuHOpoM «puOHOTO 3amaxy»). Y HalliEeHTiB, XBOPUX Ha TpuMeTunaMminypitoo, T
30iIbIIYyETHCS.

1/2

3rigHo 3 maHUMHU (papMaKOKiHETUYHUX OOCIHIIAKEHb in Vivo iTONpUAy rigpoxiopun He
YUHUTD iHTiOyI0401 abo iHgyKytoydoi fii momo CYP2C19 ta CYP2E1L. 3acTocyBaHHS
iTompuny rimpoxsnopuny He BunuBae Ha BMicT CYP ab0 aKTHUBHICTD
ypuouHaupochaTrIioKypoHi3uiI-Tpauchepasu.

BusedeHHs. ITonpuny rimpoxXiaopup Ta Horo MeTabosTiTh BUBOASTHCS ITEPEBAXKHO 3i
ceuer. HupkKoBa eKCKpellis iTonpuny rigpoxjiopuny Ta uoro N-okcuny craHosuina 3,7
% Ta 75,4 % BIATOBIOHO Hic/IA OQHOPa30BOI'0 BHYTPIIHBOIO 3aCTOCYBaHHS
JIIKapChKOT0 3aCc00y 3T0POBUM AOOPOBOJIBIISIM YV TEPANEBTUYHIN MO3i.

TepminanbHUY Hepiof HamiBBUBeOeHHs (T, ) iTonpuay rigpoxjaopuay CTaHOBUB

1/2
NpubIU3HO 6 TOOUH.

IToxa3aHHSA

KynipyBaHHS IIITYHKOBO-KHIIIKOBUX CHUMIITOMIiB (DYHKIIIOHAIFHOI HEBUPA3KOBO1
OUCIEeTCil (XpOHIYHOT 0 TaCTPHUTY), a cCaMe:



3OyTTS XKUBOTAQ;

BiIUyTTSI IIBUOKOIO HACUYEHHS;

0inb Ta MMCKOMMOPT y BepXHill YaCTUHI JKUBOTA;

aHOPEKCid;

neyis;

HYyOOTa;
OJIIOBaHHA.

ITporunnoka3aHHs

e [ligBUIlleHa YyTJIMBICTh OO0 ITOIIPUAY TiOPOXJIOPUAY Ta IHIIUX KOMIIOHEHTIB
npemnapary.

e CTaHU, IpU SKUX HiABUIIEHHS CKOPOYYBaJIbHOI aKTUBHOCTI IMIJIyHKOBO-
KHMIIIKOBOT'O TPAKTy MOxKe OyTH MIKiIJIMBUM, HallpUKJIa[ IPU IIJIYHKOBO-KUIIIKOBIN
KpOBOTeUi, MexaHiuHi# 00CcTpyKIlil abo nepdoparriii.

B3aemMonisi 3 iHNIMMH JTiKapChbKHMH 3aCo00aMHu

MeTtaboJtiuHi B3aEMOil He OUiKYIOThCS y 3B’SI3KYy 3 THM, II[0 iTONPUAY TiAPOXIIOPUL
IIepBUHHO MeTaboi3yeThCsa (P1aBiHMOHOOKCUTEHA30!0, a He i30hepMeHTaMUu CUCTEMU
uutoxpomy P450. Hisskux 3MiH 11000 3B’s13yBaHHSA 3 OiTKaMu IIPU OOHOYACHOMY
3aCTOCyBaHHI 3 BapdapuHOM, Aia3dernaMoM, JUKIO0(PEHAaKOM HATPilo, TUKJIOHIOUHY
rigpoxmopungoM, HibeQUITIHOM Ta HiKapAuIliHy TigpOXJIOPUAOM He crocTepiramocs. Y
3B’SI3Ky 3 TUM, IIO iTONPUAY TiAPOXJIOPU BUSBIISIE TaCTPOKIHETUYHNMN e(DEKT, BiH
MOZK€e BIIJIMBATH Ha BCMOKTYBaHHS iHIIMX JIiIKapChKUX 3aco00iB, 1110 3aCTOCOBYIOTh
OOHOYAaCHO I1epopasibHo.

3 0co6mBOI0 00EPEKHICTIO CITiJT 3aCTOCOBYBATHU JIiKapChKi 3ac00U 3 By3bKUM
TepaleBTUYHUM iHIeKCOM, YIIOBiIbHEHUM BUBIJIbHEHHSIM a00 3 KUIITKOBOPO3YUHHOIO
000JIOHKOIO.

[TpoTuBUPa3KOBi JIiKapchKi 3aco0U, TaKi IK HIMMETUAUH, PaHITUOWH, TEIIPEHOH Ta
lleTpakcaT, He BIJINBAIOTh Ha IPOKIHETUYHY Oil0 ITONIPUAY rigpoXIopuny.

AHTUXOMiIHEpriuHi MiKapchKi 3aco0M MOXKYTb 3HUXKYBATH [il0 iTOIIPUAY TigpOXJIOPUIY.
Oc006/1MBOCTi 3aCTOCYyBaHHSA

ITonpuay rigpOoXJIOpUL MOCUJIIOE [i10 alleTUJIXOJIIHY Ta MOXKe IIPU3BECTU [0
XO0JIiHepriynux nobiyumx edekTiB. [laHi Ipo HOBroTpuBajie 3aCTOCyBaHHS BifCyTHi.

3arasyioM, iTONPUAY TiAPOXJIOPUN IIallieHTaM JIITHBOT'O BiKy CIIif IpH3Ha4YaTHu 3
OOIiTbHOIO 00EPEkKHICTIO Ta IMOAAbIINM CIIOCTEPEXKEHHSIM, BPaXOBYIOYU MiABUIIIEHY



4acTOTYy MoripiieHol GyHKIIl HUPOK, MediHKHU, CYIyTHiIX 3aXBOPIOBaHb ab0 CyIIyTHIO
Tepariio iHIIUMHY JTiKapChbKUMHU 3ac00aMM y TaKUX Malli€HTIB.

JIikapchKu# 3acib6 MiCTUTBH 1aKTO3y, TOMY NalliEHTaM 3 TAaKUMU PiIKiCHUMU
CIIaJKOBMMM 3aXBOPIOBAHHSAMMU SIK HEIIEPEHOCUMICTh rajlakTo3u, HediuuT JakTa3u
Jlania abo nopyuieHHSA MaibaObCcopOIlil IITI0KO3U-TrajlaKTO3! He CJIif 3aCTOCOBYyBaTHU
OaHWM JTiKapCchKUM 3acib.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

®epmuavHicms. [TaHUX OO0 BIUIMBY iTONPUAOY Ha PepTUILHICTh TIOOUHU HEMAE,
OJHaK BiOMO, 110 OOCIIiAXKEHHS Ha TBApUHaX He BUSABUJIU IIKIAJIUBOTO BIIJIUBY
iToripuny.

BazimHicmb. [laHi Ipo 3aCTOCYyBaHHS iTONIPUAY BariTHUM JKiHKaM BifiCyTHi abo
obmexkeHi (MeHme 300 BunankiB pe3ynbTaTiB BariTHOCTI). [JOCHiaXKeHHS Ha TBapuHaX
He BUSIBUJIM HiIKOTO INPSIMOTO UM HENIPSIMOI'O MIKiIJINBOTO TOKCUYHOTO eheKTy Ha
pernponyKTUBHY GyHKIII0. AK npodinakTUYHUM 3axin 6akaHOo BiTMOBUTUCS Bif
3aCTOCYBaHH4 ITONPUAY IIif Yac BariTHOCTI.

I'ooysaHH:A 2pydo0ro. ITonpup BUOIISETHCA y TPYOHE MOJIOKO y TBapUH, aje IIog0
BUOIJIEHHS iTOIPUAY y TPYAHE MOJIOKO Y JIOOWHYU OJaHUX HEeJOCTaTHhO. PU3UK OJig
OUTHUHY, 1110 3HAXOOUTHCS Ha T'PYOHOMY BUTOOOBYBaHHI, He MOXe OyTH BUKJTIOUEHUH.
PimmeHHs mpo NPUMIMHEHHS I'PYIHOrO0 BUTOIOBYBaHHS a00 MPUITMHEHHSTI/TIPU3YITNHEHH S
IPUUOMY ITOIIPUAY CJIiO IpUMMaTU 3 OTJISIAY Ha KOPUCTh 'PYSHOI0 BUTOOOBYBAHHSA M1
OUTUHU | KOPUCTH JIIKYBaHHA [OJI XKIHKHU.

30amHicmb 8nausamu Ha weuodKicmb peakuii npu kepys8aHHi asmompaHcnopmom abo
IHWUMU MexaHi3Mamu.

[HpopMmallis 11100 MOKJIMBOTO BIIJIMBY JTiKapChbKOTro 3aco0y MoTonpup Ha HIBUIAKICTh
peaxkliiil BimCcyTHS, ajie Iif Yac BUPillIeHHS NUTaHHA OI0O0 KepyBaHHSI
aBTOTpPaHCIIOPTOM abo pobOTH 3 iHIMMMYU MexaHi3MaMu HeOOXimHO BpaxyBaTu
MOXKJIMBICTh BUHUKHEHHS 3allaMOPOYEHHS.

Cnocid 3acTocyBaHHs Ta I03H

Il mopocnux peKoMeHIOoBaHa go3a cTaHoBUTH150 Mr Ha o0y (1o 1 tabnetii (50 mr)
3 pa3u Ha mo0y mepeq BXXUBaAHHSAM 1Xki). 3a3HayeHa mo3a Moxke OyTU 3HUIKEHa 3
ypaxyBaHHSAM BiKy ITalliEHTa Ta CUMIOTOMIB (OuB. po3ain «OcoOmuBOCTi
3aCTOCyBaHHS»).

Bigomo, 1110 1mifg 9yac KITIiHIYHUX OOCHiAXKeHb TPHUBAJIICTh 3aCTOCYBaHHSA iTONPUOY
rigpoxyiopuny CTaHOBUJIA OO 8 TUXKHIB.



Iimu.

Bes3neka 3acTocyBaHHS iTONPUAY TiOAPOXJIOPUAY OITAM BiKOM A0 16 POKiB He
BCTAQHOBJIEHA.

Ilepeno3yBaHHSA

JIikyeaHHs. Y pa3i HagMipHOTO nepemo3yBaHHS HEOOXiMHO BXKUTH 3BUYAMHUX 3aX0[IiB
1010 IIPOMMBAaHHS IIIJTYHKaA Ta IPOBECTHU CUMIITOMaATU4YHE JIIKyBaHHS.

IToG6iuni peakii

3a maHUMHU JIiTepaTypHu, HUXK4YeHaBedeHi Mo0iyHi peakiiil cmocTepiramucs 3
HaBeOeHO!0 4acToTo y 998 nalieHTiB, Ki OTpUMYyBa/Iu iTONPUL B 4 KITIHIYHUX
s1a11e00-KOHTPOIbOBAHUX OOCIIIXKEHHSIX, 4 KITIHIYHUX MOPIiBHSIBHUX OOCITIAXKEHHIX i
13 HEKOHTPOJILOBaHUX IHTEPBEHIIMHUX KIIIHIYHUX OOCIIIAXKEHHAX 31 CTaHOapTHOI
mo6oBoIo mo3o010 iTonpuny 150 Mr abo meHIe. ITo6iuHi peakiiil Ki1acugpikoBaHO 3a
crucTeMaMu oprasiB (3rimHo 3 MedDRA) Ta 3a 4acTOTOI0 BUHUKHEHHS: YacTi (Big >
1/100 mo <1/10) i HeyacrTi (Big > 1/1000 mo <1/100). ¥ kaTeropisax «oyxe 4acto» (>
1/10), «pigko» (Bim > 1/10 000 mo <1/1000) Ta «gyxke pimko» (<1/10 000) mobiunmx
peaxiriii He BUSABJIEHO. 3 60Ky mMpasHoi cucmemu: 4acTi - 6inb y XKUBOTI, giapes;
HeyvacTi - IMiaBullleHe CJIIMHOBUIJIEHHS.

3 60Ky Hepsosoi cucmemu: He4acCTi - 3alTaMOPOYEHH S, TOJIOBHUY OifThb.
3 60Ky wKipu ma nidwkKipHOi KAIMKOBUHU: HEYaCTi - BUCUIIAHHS.

JlabopamopHi 0ocaiddceHHs: HevacTi - MiOBUILleHUM piBeHb aMiHOTpaHCcdepaswy,
3HUXKEHe YUCJIO0 OiTX KPOB'SHUX TiNlellb.

[ToGiuHi peakiril 3i CITOHTAaHHUX ITOBiMOMJIEHD, IIPO SIKi IMOBiMOMJISIJIOCH Y ITPOIIECi
IIOCTMapKETUHIOBOI'0 3aCTOCYBaHHsA. HemodcauB0 mouHO ouiHUmMuU yacmomy
BUHUKHEHHA 3d HAAABHUMU OaHUMU.

3 60Ky cucmemu Kposi ma aimpamuyHoi cucmemu: TeUKOMeHist, TPOMOOITUTOIEHis.
3 60Ky iMyHHOI cucmemu: TinepuYyTIUBICTh, BKIIIOYAOUM aHadinakKTOIOHY peakiliio.
3 60Ky eHOOKPpUHHOI cucmeMu: MiOBUILIEHUN PiBEHb ITPOJIAaKTUHY B KPOBI.

3 60Ky Hepsosoi cucmemu: 3allaMOPOYEHHSs, TOJIOBHUM Oilb, TPEMOP.

3 60Ky mpasHoi cucmemu: Ginb y XKUBOTI, miapesi, 3a1op; MigBUIlleHe CIMHOBUIiJIEHHS,
HyOoTa.



3 60Ky nediHKU ma #co8408UBIOHUX W AAXi8: KOBTSIHUIIS.
3 60Ky wkKipu i nidwKipHOi KAIMKoOBUHU: BUCUTIAHHSI, epuTeMa i cBepOixK.
3 60Ky penpodyKmueHOi cucmemu ma MO/A04YHUX 3d/103: TIHEKOMACTis.

JlabopamopHi docaidxceHHs: nimBuineHHs piBHs ACT, AJIT, I'TT, nyxkHoi docdaTasu,
0inipy0iHy B KpPOBI.

ITogidomaeHHs1 npo HebadtcaHi NObiUHI peakuii.

[ToBimoMneHHs mpo MoOiUHi peakirii mmicss peecTpatiii TiKapcbKoro 3acody Mae
BaXKJIUBe 3HauYeHHs. lle mae 3MOTry IpOBOOUTH MOHITOPHUHT CHiBBIIHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi IIbOT0 JTiIKapChKOro 3acoby. MeguyHuUM Ta
dbapmaneBTUUYHUM IIpalliBHUKaM, a TaKOXK IallieHTaM abo X 3aKOHHUM
IpeAcTaBHUKAM CJIifl ITOBIHOMIISITH TIPO YCi BUIIaAKH ITiHO3PIOBaHUX ITOOIYHUX peakKIlii
Ta BiACyYTHOCTi e(peKTUBHOCTI JTiKapChKOT0 3aco0y uepe3 ABTOMaTH30BaHY
iHpopManiiHy cucteMy 3 (papMaKOHarasagy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

TepMiH npHIaTHOCTI
3 POKHU.
VYMoBM 30epiranHs

30epiraTtu B opuTriHanbHill yIIaKOBIIi ITpu TeMIepaTypi He Buile 25 °C.
30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.

¥YnakoBka

ITo 10 TabneTok y 6sicTepi; mo 1 6icTepy B mayiii.

ITo 10 TabneTok y 6ricTepi; mo 2 61icTepu B Maylii.

[To 10 TabneTok y 6ricTepi; mo 4 61icTepu B Maylii.
ITo0iuni epexTH

3 60Ky iMyHHOI cucmemu: TinepuYyTIUBICTh, BKITIOYAl04UX aHadiTakKTOIOHY peakiliio;
3 60Ky eHOOKPUHHOI cucmemu: TIiOBUIeHUN PiBeHb IIPOJIaKTUHY B KPOBI;

3 60Ky cucmemu Kposi ma aAimpamuyHoi cucmemu: 1eHUKOIeHist, TPOMOOIUTONeHis;



3 60Ky W/AYHKOBO-KUWKOB020 mpakmy: 6inb y KUBOTI, miapesi, 3amop; IIigBuIleHe
CIIMHOBUIiJIEHHS, HYIOTa;

3 60Ky Hep8osoi cucmemu: 3allaMOPOYEeHHSs, TOJIOBHUM 0iflb, TPEMOp;

3 60Ky WKipu ma niowkKipHOI KAIMKOBUHU: BUCUIIAHHS, epuTeMa i cBepOix;
3 OOKY NeviHKu ma #co8408UBiOHUX W.1sXi8: KOBTSIHUIIS;

3 60Ky penpoOyKmueHoi cucmemu ma MO/A04YHUX 3d/103: TiIHEKOMACTis.

JlabopamopHi docaidaceHH:A: ninBuiieHHs piBHIB ACT (acmapraTamMiHoTpaHcdepasu),
AJIT (amaninaminoTpaHcdepasmn), I'TT (rama-rnyraminTpaHdepasn), IyKHOI
dbocdartasu, 6imipydiHy B KpOBi, migBUINIeHUN piBeHb aMiHOTpaHCcdepas3u, 3HNKEHA
KiJIbKiCTh OiNIMX KPOB’SIHUX TiJlellb.

KaTeropis Bignycky
3a peLenTom.
BupoOHUK

AT «<KUIBCbKUU BITAMIHHUM 3ABO]I».

Micuie3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOTr 0
OisIIHLHOCTI.

04073, Ykpaina, M. Kuis, Bysn. KonumiBceka, 38.

Web-cauT: www.vitamin.com.ua.



