IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MOTOIIPHU]T
(MOTOPRID)
Cknao:
0itoua pevosuHa: iTONPUAY TiAPOXJIOPUL;
1 Tabnetka MicTuTh 50 MT iTONIPUAY TiIPOXIIOPHUAY;

OONOMINMCHI PEYOBUHU: JTaKTO3a, MOHOTIIPAT; KPOXMaJlb KyKYPYO3sHUH; KaJbllil0 KapMeo3a
(KaJbITiio KapOOKCUMETHIIIEITI0N03a); KPeMHi0 JiOKCUM KOJIOImHUN 0e3BOMHMM; MarHilo cTeapar;

006010HKa: cymitr ojst maiBKoBoro mokputTs Opadray II White: nakrosa, Mmonorinpar;
rimpoMesno3a (TigpOKCUIIPOIIIMETHUIILIENI0I03a); IOJIieTUIIeHT IiKOJIb; TuTany giokcup (E 171);
TPHUALIETHH.

Jlikapcbka ¢popma. TabmeTKy, BKPUTI MTIBKOBOIO 000JI0HKOIO.

OcHosHi (pi3uko-xiMiuHi 8aacmusocmi: TabneTKu, Kpyriiol ¢GopMu 3 JBOOIYKJIOIO TIOBEPXHEI0, BKPUTI
TIJTiIBKOBOIO 000JIOHKOI0 6iJIOr0 KOIBOPY.

®dapmakoTepaneBTUYHa rpyna. Ctumynsaropu nepuctanbtuku. Kog ATX AO3F AO7.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

[Tonpuny rigpoxJIOpUL aKTUBY€E IPOIMYJILCUBHY MOTOPUKY IIIYHKOBO-KUIIKOBOTO TPAKTy 3aBOAKU
aHTaroHi3My 3 flonaMmiHoBUMHU D,-pelieniTopaMu Ta iHTiOy04ilt aKTUBHOCTI alleTUIIXO/TiHECTepa3Hy.
[Tonpuay rigpox/Jopu akKTUBY€E BUBITbHEHHS alleTUIXOJIiHY Ta iHribye #oro po3mnan. ITonpumy
TigpoXIopuy TaKOXK YMHUTH MIPOTHUOMIOBAIbHY [il0 3aBOSKK B3aeMopii 3 D,-pelienTopamy,
JI0KaJli30BaHUMU B XeMOPELeNITOPHi TPUTepHil 30Hi, 110 6y/I0 IPOIEMOHCTPOBAHO N0303aJIeXKHUM
inribyBaHHSIM anoMop¢iHiHAYKOBaHOTO O/10BaHHS ¥ TBapuH. [lid iTONpUAy TigpOoXIOpUmy €
BHCOKOCIeIM(ivHOI0 LI0JI0 BEPXHiX BiIisIiB IIITYHKOBO-KUIIIKOBOT'O TPAKTY.

[Tonpuny rigpoxJIOpUn He BIJIUBA€ Ha PiBeHb FaCTPUHY B CUPOBATL KPOBI.
dapmakoKiHemuxka.

Abcopbuis. ITonpuay rifpoxXJI0pUf MWBUAKO Ta MPAKTAYHO ITIOBHICTI0O BCMOKTYETHCS 31



IITTyHKOBO-KMIITIKOBOTO TPaKTy. Moro BifHOCHa 6iomocTymHICTE cTaHOBUTE 60 %, 10
TOB’s13aHO 3 e(heKTOM «IIepIIOro MPOXOKEeHHI» Yepe3 MediHKy. [3Ka He BIUIUBAE Ha
6iogocTymHicTs. I[Ticnms 3acTtocyBanus 50 Mr iTompuny rigpoxnopuny C,,.. HOCSITaeThCs yepes
0,5-0,75 rooguHYN Ta CTAHOBUTD 0,28 mxr/mi. [Tpu mogansiioMy 3aCTOCyBaHHI
nikapchKoro 3aco0y B go3ax Big 50 go 200 mr 3 pa3u Ha fo0y BIPOIOBXK 7 OHIB
(dhapMakKoKiHETHKA iTONPUAY TigpOXJIOpUAy Ta Woro MeTabosIiTiB Oysa MiHINHOIO 3
MiHIMaJIbHOI KYMYJISLI€EL0.

Po3nodia. ITpubnusHo 96 % iTompumy rigpoxIopuny 3B’ a3yeThCcs 3 OiiKkaMu Iy1la3MU KPOBi
(mepeBaxkHO 3 anbOyMiHOM). 3B’I3yBaHHS 3 (;-KUCJIUM TJIIKOIIPOTEIHOM CTaHOBUTH MeHIIe 15
%.

Mema6oaizm. ITOIpUAy TigpoXIopun aKTUBHO 6i0TPaHCHOPMYETHCS B MEYiHIIi.
[menTH(iKOBaAHO 3 MeTaboJiTH, TiNMbKK ONWH 3 SKUX BUSIBIISIE HE3HAYHY aKTUBHICTD,
1110 He Ma€ ¢hapMaKoJIOTiYHOTO 3HaUYeHHS (MpuOIN3HO 2 - 3 % iTompuay rigpoxIopumy).
[TepBuHHUM MeTabomiTOM € N-OKCHUJ, 1[0 YTBOPIOETHCS V PE3yJIbTaTi OKMCHEHHS YeTBePTUHHOI aMiHo-
N-muMeTunpHOI rpymnu.

ITompuny rigpoxnopupg MeTabomi3yeThcs mmif mieto (raBiH3anexkHol MoHOOKcureHa3u (FMO3).
KinbkicTs Ta epekTuBHICTE i30pepmenTiB FMO y moguau Moxke Bigpi3HATHCS 3a/IeXKHO Bif
TEHETUYHOT0 ONiMOpGi3My, SIKUY IHKOJIU IIPU3BOAUTE 10 PO3BUTKY ayTOCOMHO-PELIECUBHOIO CTaHYy,
BilOMOTO ITiff HA3BOIO TPUMETUIaMiHypid (CHHAPOM «pubOHOTO 3amaxy»). Y malieHTiB, XBOpPUX Ha
TpUMeTuNIaMinypito, T,, 30iIbIIyeTHCS.

3rigHo 3 JaHUMM (apMaKOKIHETUYHUX JOCTIAXKEHb N Vivo iTONPULY TigpPOXJIOPUL He YNHUTD
inribyrouoi abo ingykyrouoi aii uomo CYP2C19 ta CYP2E1. 3acTocyBaHHS iTONPUAY TidpPOXJIOPULY HE
BrtrBa€ Ha BMicT CYP a6o akTuBHiCTh ypunuHOrdochaTrIIOKypOHi3uI-TpaHchepas.

BugedeHHs. [TopuAy TigpoxJIopup Ta Moro MeTaboJiTh BUBOASATHCS IIEPEBaXkKHO 3i cedero.
HupxkoBa ekCKpelid iToOnpUay rigpoxiopuny Ta uoro N-okcupmy cranosuna 3,7 % ta 75,4 %
BiIMOBIIHO TiC/IsT OMHOPA30BOTr0 BHYTPIIIHBOTO 3aCTOCYBaHHS JIKAPCHKOT0 3aC00y 300POBUM
noOpPOBOJIBIISIM Y TePaNeBTUYHIN H03i.

Tepminanbuul nepion HanisBuBeneHHd (T,,) iTonpuay rigpoxyIOpUAy CTaHOBUB NPUOIU3HO
6 roguH.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

KymnipyBaHHS LITyHKOBO-KHAIIKOBUX CUMIITOMIB (DYHKIIIOHA/IbHOI HEBUPA3KOBO1 AUCIIEIICil (XPOHIYHOTO
racTpUTy), a came:

- 3MYTTS KHUBOTA;



- BiUyTTS IIBUAKOTO HACUYEHHS;

- 6is1b Ta IUCKOMGOPT yV BEPXHiil YaCTHHI XKUBOTa;
- aHOPEKCif;

- rneuis;

- HY[OTa;

- 0JII0BAHHS.

IIpomunoka3aHHs.
* [ligBUIlleHA YYTJIUBICTH A0 iTONPUAY TiAPOXTIOPUAY Ta iHIIMNX KOMIIOHEHTIB IIpenapary.

» CTaHu, IpH SKUX ITiIBUIIEHHS CKOPOYYBAIbHOI aKTUBHOCTI IITYHKOBO-KHUIIIKOBOTO TPAKTY MOXKe
OyTH IMKigIMBUM, HAlIPUKJIIa IIPHY IIUTYHKOBO-KUINKOBiM KpOBOTEeYi, MexaHiuHi# 06CTpyK1ii abo

nepdoparrii.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

MertabomniuHi B3a€MOIil He OUIiKYIOTHCS y 3B’'SI3Ky 3 TUM, III0 iTONIPUAY TifPOXIOPUL IEPBUHHO
MeTabommi3yeThcs (p1aBiHMOHOOKCUTEHA3010, a He i30depMeHTaMu cucteMu muroxpomy P450. Hisxux
3MiH 1100 3B’sI3yBaHHs 3 OiTKaMu IMPY OMHOYACHOMY 3aCTOCYBaHHI 3 BaphaprHOM, Hia3emaMomM,
ouKIo(peHaKOM HATPiio, TUKIOMAUHY TigpOXJI0pUaOM, HipeoumiHOM Ta HiKapAUIIiHy TiIpOXIOPUAOM
He CIocTepiranocs. Y 3B'I3Ky 3 TUM, IO iTOIPHUAY TigPOXJIOPUS BUSBISE FaCTPOKIHETUUHUY €(EKT,
BiH MOXe BIJIMBATH Ha BCMOKTYBaHHS iHIIKX JIiKAapChKUX 3ac00iB, 1110 3aCTOCOBYIOTh OHOYACHO
IIepOopabHoO.

3 0co011BOI0 00€PEKHICTIO CIIifl 3aCTOCOBYBATH JIiKapChKi 3aC00U 3 BY3bKUM TEPAeBTUUHUM
iHIeKCoM, YIIOBiTbHEHUM BUBIIbHEHHSIM a00 3 KUIIKOBOPO3YMHHO 000JI0HKOIO.

[TpoTuBMPaA3KOBI TiKapChKi 3ac00M, TakKi SK ITMMETHONH, PAaHITUIWH, TEIPEHOH Ta IleTpaKcaT, He
BIUIMBAIOTH Ha IIPOKIHETUYHY [il0 iTONPUAY TiOPOXJIOPULY.

AuTrx0niHEpriyHi nikapceKi 3ac00M MOXKYTh 3HUKYBATHU [Jil0 iTONPUIY TiodPOXJIOPUAY.

Oco6 1ueocmi 3acmocyeaHHsi.

[Tompuay rimpoxmopuy MOCUIIIOE [it0 alleTUIXOJIHY Ta MOXKe IIPU3BECTH [0 XOJIiHepriYHUX MO0iYHUX
edexkTiB. [laHi Ipo HOBroTpUBae 3aCTOCyBaHHS BiCYTHI.

3araioM, iTONPUAY TiApOXJIOPUN HallieHTaM JiTHBOTO BiKy CIIifl MpU3HA4YaTH 3 OOLIIBHO0
00epekHICTIO Ta MOJAJIbIINM CIIOCTEPEKEHHSIM, BPaX0OBYIOUH IIiIBUIIEHY YAaCTOTY IOTipIIeHO1
GYHKIIIT HUPOK, MTeYiHKM, CYIYTHIX 3aXBOPIOBaHb ab0 CYNyTHIO Teparliio iHIKXMHU JTiKapChbKUMU
3acob6aMy y TaKUX IallieHTiB.



JlikapcbKu# 3acib MiCTUTB T1aKTO3y, TOMY IallieHTaM 3 TaKUMU PigKiCHUMU ClIafKOBUMU
3aXBOPIOBaHHSIMU SIK HETIEPEHOCUMICTh rajlakTo3u, nediuT naktasu Jlamnma abo mopymeHHs
MasibabcopOilii ITF0K03U-TaTakKTO3!U He CJIiJ 3aCTOCOBYBATHU MAHUMU JIiIKapChKUM 3acib.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00ro.

®epmuavHicmy. [laHUX IIOAO BIJIMBY ITONPHUAY Ha HEpTUNBHICTH MIOAUHU HEMA€E, OOHAK BigoMO,
1110 JOCJIA’KEHH Ha TBapUHAaX He BUABUJIU IIKIAJIUBOTO BIJIUBY ITOIPHULY.

BaeimHicmy. [laHi Mpo 3aCTOCYBaHHS iTONPUAY BariTHUM XKiHKaM BifcyTHi abo oOmexkeni (MenIne 300
BUIIAMIKiB pe3y/IbTaTiB BariTHOCTI). [lOCIIIIKEeHHS Ha TBApUHAX He BUSABUJIU HIIKOT0 IIPSIMOTO YU
HEIIPSIMOTO0 IIKiIJIMBOT0 TOKCUYHOTO e(peKTYy Ha PENPOAYKTUBHY (DPYHKIIiI0. K
npodiakTUYHUY 3axif 0akaHO BiIMOBUTHUCS Bif 3aCTOCYBaHHS iTOMPUAY IIifl Yac BariTHOCTI.

I'odysaHHA 2py00to. ITonpun BUAINSAETLCS Y TPYAHE MOJIOKO Y TBAPHH, aje OO0 BUMIIEHHS
iTOl'IpI/IJIy Yy I'pyaHe MOJIOKO y JIDOWHU OdHUX HEOOCTATHLO. Pusuk OJId OUTUHHA, 1110 3HAXOOUTHECA Ha
IPYOHOMY BUTOOOBYBaHHI, He MOXe OyTH BUKITIOUEHUH. PillleHHS PO IPUIUHEHHS TPYIHOTO
BUTOJIOBYBaHHS a00 MPUNUHEHHS/TIPU3YIMHEHHS TPUUOMY iTOIPUAY CJIif MpUiMaTH 3 OTJISAY Ha
KOPHUCTh TPYOHOT'O BUTOOOBYBAHHS OJIA DUTUHA i KOPHCTBb J'IiKy'BaHHH OISt XKIiHKH.

30amuicmb enausamu Ha weudKicmb peakuyii npu KkepysaHHi aamompaHcnopmom abo
IHWUMU MexaHi3mamu.

[HdopMalris 10a0 MOKIIMBOTO BIIMBY JIiKapChKOro 3aco0y MoTOIPH Ha IMBUAKICTh peakiiii
BifICYTHSI, ajie IIifl Yac BUPillleHHS MUTAHHS 000 KePyBaHHS aBTOTPAHCIOPTOM ab0 po6OTH 3 iHIIMMU
MexaHi3MaMu HeoOXiHO BpaxyBaTU MOXKJIUBICTh BAHUKHEHHS 3allaMOPOYEeHHS.

Cnoci6 3acmocyeaHHsi ma do3u.
II71s1 mopoCnuX peKOMeHI0BaHa f03a cTaHoBUTh150 Mr Ha moOy (mo 1 Tabnerti (50 Mr) 3 pasu Ha
no0y meper BXXKUBaHHAM 1XKi). 3a3HaueHa 03a MoXe OyTH 3HMKEHa 3 ypaXyBaHHSM BiKy HallieHTa Ta

CHUMIITOMIB (IUB. po3ain «Oco6IUBOCTI 3aCTOCYBAHHSI»).

Bigomo, 110 mif yac KIiHIYHUX OOCHIAXKEHb TPUBAJIICTh 3aCTOCYBAaHHS ITONPUAY TiAPOXJIOPUAY
CTaHOBHJIA O 8 THUXKHIB.

Himu.

Besneka 3aCcToCyBaHHA iTONPUAY TigPOXIOPUAY AiTAM BiKOM [0 16 poKiB HE BCTaHOBJIEHA.

Ilepedo3yeanHsi.

JIikysaHHA. V pa3i HagMipHOTO ITepeno3yBaHHs He0OXiMHO BXKUTH 3BUYAMHUX 3aXO0[IiB I[0H0



IIPOMUBAHHSA IIJIYHKA Td IIPOBECTH CUMIITOMATUYHE J'IiKy'BaHHH.

ITobiuni peakuii.

3a maHUMU JIiTepaTypH, HUXK4YeHaBeeHi moOiuHi peakiril ciocTepiraaucs 3 HaBedeHOI0 YaCTOTO Y
998 marieHTiB, sSIKi 0OTpUMYyBaN# iTOmpUL B 4 KITiHIYHUX M1a11e00-KOHTPOILOBAHUX JOCITIIXKEeHHIX, 4
KJTiHIYHUX TOPIBHSANIBHUX OOCTIAXKEHHAX i 13 HEKOHTPOIhOBAHUX iHTEPBEHIIMHUX KITIHIYHAX
MOCTIIKEHHSX 31 CTAHJAPTHO M000BOI0 H03010 iTompumy 150 Mr aGo menme. ITo0iuHi peakirii
Knacu(hikKoBaHO 3a CUCTeMaMu opraHiB (3rigHo 3 MedDRA) Ta 3a 4acToTOI0 BUHUKHEHHS: YaCTi
(Bim > 1/100 mo <1/10) i HewacTi (Big > 1/1000 mo <1/100). Y kareropisix «gyxe gacto» (> 1/10),
«pigko» (Big > 1/10 000 mo <1/1000) Ta «myxke pimko» (<1/10 000) mobiyHMX peakxiliii He BUSIBIEHO.
3 60Ky mpaeHoi cucmemu: 4acTi - Oisb y KUBOTI, Miapesi; HEYaCTi - MiIBUIIIEHE CITUHOBUMIIIEHHS.

3 60Ky Hepeoeoi cucmeMu: HEYACTI - 3aTITaMOPOYEHHS, TOJIOBHUH Oilb.
3 6oky wkipu ma niOwKipHOi KAIMKOBUHU: HEYACTi - BUCUIIAHHS.

JlabopamopHi 0ocai0xHceHHs: HedacTi - MigBUINeHu piBeHb aMiHOTpaHCcdepasy, 3HUKEHEe YHCII0
0inrx KPOB'STHUX Tinellb.

[ToGiyHi peaxiii 3i CIOHTAHHUX TIOBITOMIIEHD, IIPO SKi IOBIMOMIISITIOCH Y IIpolieci
IIOCTMAapPKETUHI'0OBOT'0 3aCTOCYBAHHA. Hemo2A1u80 MOYHO OUIHUMU Yacmomy 8UHUKHEeHHA 3d
HaABHUMU OdHUMU.

3 60Ky cucmemu Kposi ma Aimpamu4Hoi cucmemu: TEAKOINEHiss, TPOMOOITUTOIIEHis.

3 60Ky iMyHHOI cucmemu: TiMepPYyTAUBICTh, BKITIOYAOUYM aHA(ITAKTOITHY peakKIlio.

3 60Ky eHOOKPUHHOI cucmeMu: TiIBUIIEHUN PiBEHb ITPOTAKTHHY B KPOB.

3 60Ky Hepeosoi cucmemu: 3allaMOPOYEHHS, TOJIOBHUM 6ilb, TPEMOD.

3 60Ky mpasHoi cucmemu: Ginb y KUBOTI, miapesi, 3aI10P; MifBHUIIEHE CIMHOBUIINIEHHS, HYIOTA.
3 60Ky neviHKU ma H#o84o8UBiOHUX W 5Xi8: ZKOBTSIHHUILIS.

3 6oky wkipu i niOwKipHOi KAiMKOBUHU: BUCUTIAHHS, epUTEMa i CBepOix.

3 60Ky penpodyKkmueHoi cucmemu ma MO/A0YHUX 3d103: TIHEKOMACTIs.

JlabopamopHi docaioxnceHHsA: migsuinenss pisas ACT, AJIT, I'TT, nyxHoi ¢pocdarasu, GinipyOiny B
KPOBI.

ITosidomaeHHs npo HebadxicaHi nobiuHi peakuii.

[ToBigomiieHHs po moGiYHi peakii micys peecTparliii TiKapcbKoro 3acoby Ma€e BaXKJIUBe
3HaueHHd. Lle mae 3MOry NpoBOAUTYU MOHITOPUHT CIIiBBIAHOIIEHHSA KOPUCTL/PU3UK IIPU
3aCTOCYBaHHI 1IbOT0 JIIKaPCHKOTO 3aco0y. MequuHUM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a
TAKOX IallieHTaM a0 IX 3aKOHHUM IIpPeiCTaBHUKAM CJIifl TOBiIOMJIATH IIPO yCi BUTAOKK
igo3pioBaHUX MOOIYHUX peakIliii Ta BiACYTHOCTiI e(eKTUBHOCTI JTikapChKOT0 3aco0y uyepes



ABTOMaTH30BaHy iHGOPMaIliiHy cUCTEMY 3 papMaKOHATJISIAY 3a MTOCUIaHHIM:
https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiraHHsi.
30epiraTu B OpUTiHANbHIN YIIaKOBI Ipu TeMIepaTypi He Buie 25 °C.

30epiraTu y HeIOCTYITHOMY [JIST OiTeM MicCIii.

VYnakoBka.
[To 10 Tabnetok y GricTepi; mo 1 GricTepy B madiii.
[To 10 TabneTox y GiicTepi; mo 2 GyicTepu B mMaylli.

[To 10 TabneTok y GiicTepi; mo 4 GiicTepu B mMaylli.

Kareropis Bignmycky. 3a pelienToM.

Bupoonuk. AT «<KUIBCbKUM BITAMIHHWH 3ABOT».

Micue3HaxoKeHHsI BHPOOHHKA Ta afipeca Miclsi IpoBaIKeHHs MOro Jis/IbHOCTI.

04073, Ykpaina, M. Kuis, Byn. KonumniBceka, 38.

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


http://www.vitamin.com.ua

