Ckian

0il04a peyoBuHa: TeBOILEeTUPU3UH;

1 TabreTka MiCTUTDH TE€BOLETUPU3UHY OUTIOPOXIJIOPUAY D MT;

OONOMIJCHI peuoB8uHU: KpOXMallb KYKypPyO3sSHUHM, TaKTO3U MOHOTIApAT, LIeIinJio3a
MiKPOKpPUCTallidHa, HaTPil0o KPOXMANbTIIKOJAT (TUI A), KDEMHIIO MiOKCUI KOJIOIOHUN
0e3BOAHMI, MarHilo cTeapar;

obos0HKa: Opadry White 1185 F 18378 (mmomiBiHiz anKOTrOnbrimposTi3oBaHui, TUTAHY
miokcun (E 171), nmonietunenrinikons 3350, Tanbk).

JIikapcbKa ¢opMma

TabneTku, BKpUTi 000JI0HKOIO.
OcHOBHI (i3uKO-XiMiuHi BTaCTUBOCTi: KPyTJIi TabneTKu 0ilIoro KOJIbOPY, OZBOOIYKIIi,
BKPUTi 000JIOHKOIO, T'JIaJiKi 3 000X OOKiB.

®dapMaKoTepalneBTHUYHA Irpyna

AHTUTiCTaMiHHI 3aco0u IOJIst CUCTEMHOT0 3acTocyBaHHsA. IToxinHi minepasuny. Kog ATX
ROGA E09.

dapMakKogHHaMiKa

JleBolleTUPU3UH — Ie aKTUBHUM cTabinbHUY R-eHaHTioMep IIeTUPU3UHY, 1110
BIIHOCUTHCSA OO0 IPyNU KOHKYPEHTHUX aHTAroHiCTIB ricraminy. ®apmMakosioriyta mis
3yMoOBJIeHa O0JIOKYBaHHSIM H1-ricraminoBux penentopiB. CIOPigHEHICTH OO0
H1-rictramMiHOBUX pELIENITOPIB y JIEBOLETUPU3UHY ¥ 2 pa3U BUIIA, HIXK Yy IEeTUPUIUHY.
BnnuBae Ha ricraMiH3anekHY CTafil0o PO3BUTKY ajlepriuyHol peakilil, 3MeHIIye€
Mirpaiiro eo3uHOQisIiB, CyAUHHY IPOHUKHICTh, 00MeXKy€ BUBiIbHEHHS MefiaToOpiB
3anasneHHs. [lonepenkae po3BUTOK Ta ITOJIETIIYE MTepebir anepriiHux peakiiii,
YUHUTH aHTUEKCYNaTUBHY, IPOTUCBEPOiKHY, MPOTU3allaJbHy [il0, TPaKTUYHO HEe
YUHUTH aHTUXOJIIHEPTiYyHOl Ta aHTUCEPOTOHIHOBOI [il.

dapMaKOKiHeTHKa

dapMakKOKiHETHYHI TapaMeTpH JIEBOLETUPU3UHY MAlOTh JIIHIMHY 3aJIe’KHICTh 1 Mauxke
He BiIPI3HAIOTHCSA Bifl TAKUX Yy IETUPU3UHY.

[TpenmapaT MIBUAKO BCMOKTYETHCS IIPU 3aCTOCYBaHHI BHYTPIIIHBO, IIPUMOM 1K1 HE
BIIMBA€E Ha CTYIiHb YCMOKTYBaHHS, ajle 3HUXKYE UOr0 MIBUOKICTb.

BigcyTHs iHdopMallia 1100 po3IOoAily IIpenapaTry y TKaHHHaX JIIOOUHYT, a TaK0XK
IIIOJI0 ITPOHUKHEHHS JIEBOLIETUPU3UHY KPi3b reMaToeHIedaniunuit 6ap’ep. O6’em



posmnopminy - 0,4 n/kr. 3B’s13yBaHHs 3 Oinkamu nnasmu - 90 %.

B oprani3mi meTabomniamy mimgaeTrbcst 61u3pK0 14 % neBoleTUPU3UHY. BpaxoByouu
HU3bKUU CTYIIiHb MeTabo0J1i3My, BiICyTHICTh IIOCUJIEHHS IPUTHIYyBaIbHOI [il,
B3a€EMOis JI€BOLETUPU3UHY 3 iHIIMMHU PedYOBUHAMU (i HaBIakKu) MaJIOUMOBIpHa.
Exckpellia mpenapaTy BimOyBa€ThCsI B OCHOBHOMY 3a paxyHOK KJIIyOO4YKOBOI inmbTpariil
Ta aKTUBHOI KaHalblleBOl cekpellil. [Tepiog HaniBBuBegeuus (T1/2) cranoBuTsh 7,9 +
1,9 rogunwu, 3aranpbEuM KiipeHc - 0,63 Mi/xB/Kr. He HaKONUYy€ETHCS, TOBHICTIO
BUBOOUTHCA 3 OpraHiamMy 3a 96 roguH. 85,4 % go3u npemnapaTty BUBOOUTHCS Y
He3MiHeHOMY BUTJIAMAIL i3 ceuero, 6mu3bKo 12,9 % - 3 dpekanissmu.

Y xBopwux i3 nopyueHHIMU QyHKITI HUPOK (KJIipeHC KpeaTuHiHy <40 MJI/XB) KJIipeHC
npenapaTy 3MEHILYETHCS, a nepion HamiBBUBeOeHH (T1/2) momoBXyeThCs (TakK, y
XBOPUX, SIKi mepeOyBaloTh Ha reMofiai3i, 3arajibHul KilipeHc 3MeHImyeTbcs Ha 80 %),
a 1le BUMarae mig0dopy BiAMOBimHOTO pexXuMy A03yBaHHS. [Ipu mpoBeneHHi
CTaHAapTHOTO 4-TOOWHHOTO reMofiaily BUOalIseThCsI He3Ha4YHa YacTuHa (MeHIue 10
%) neBoueTUPU3UHY. [I[pOHUKAE y TPyOHE MOJIOKO.

IToxa3aHHSA

CuMnToOMaTU4YHE JIIKyBaHHS aJI€PridHOT0 PUHITY (Y TOMY YHCIIi IiJIOPIiYHOTO
aJIepTivHOTr0 PHUHITY) Ta KPOIIUB THKH.

IIporunnoka3aHHs

[TipBuilleHa YyTJIUBICTh OO0 JIEBOLIETUPU3UHY, OO IHIIINX MIOXIOHUX Hilepa3uHy, a TaKoXK
[0 iHIIMX KOMIIOHEHTIB IIpenapary; TAXkKa (popMa XPOHIYHOI HUPKOBOI HEOCTAaTHOCTI
(kimipeHC KpeaTuHiHy < 10 MJ1/XB); pigKicHa ciagKoBa HEIIEPEHOCUMICTh rajlaKTO3H,
nedinuT hepMeHTy TakTa3u abo MOPYIIeHHS 3aCBOEHHS TTIOKO3H1/TallaKTO3MU.

B3aeMmofisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIiH

[MocmigKeHHS 3 IeBOLETUPU3UHOM IIIOA0 B3a€MOfil He TpoBOoAuIn. [1OCTigKeHHS 3
LIeTUPU3NHOM (MOEOHAHHSA paleMaTy) moKa3ad, 10 OQHOYacHe 3aCTOCYBaHHS 3
QHTUIIIpUHOM, IceBOoedeOIpuHOM, HINMETUAUHOM, KETOKOHA30JI0M, EPUTPOMILIUHOM,
a3UTPOMIIIMHOM, TJIiTi3ugoM abo AiazenamMoM He YUHHUTH KJTiHIYHO 3HAYYIIUX
HECIIPUATIUBUX B3aemMofii. CymicHe 3acTocyBaHHS 3 TeodininoM (400 mMr/mo0Oy)
3HUXKYE Ha 16 % 3aranbHull KIipeHC JIEBOLETUPU3NHY (KiHeTuKa Teoinminy He
3MmiHIoeThcs). [Ipu gocrigkeHHi 6araTopasoBoro 3aCTOCYBaHHS PUTOHAaBipy (600 mr
2 pa3u Ha no0y) Ta netupusuHny (10 Mr Ha mo0y) CTyHIiHb €KCIIO3ULIil IeTUPU3UHY
30inbiryBaBcss mpubnu3Ho Ha 40 %, Tomi sIK PO3IIOAia pUTOHABIPY HeIo 3MiHI0OBaBCH (-
11 %) mo mapayenpHOro 3aCTOCYBaHHS LIETUPU3NHY.

Hewmae maHux 1mono nmocuieHHs epeKTy ceJaTUBHUX 3aC00iB IIpU 3aCTOCYyBaHHI ¥



TepaneBTUYHUX [J03aX. AJle CJIig YHUKATH 3aCTOCYBaHHS CeJaTUBHUX 3aco0iB mif 4ac
IpUroOMy Iipenapary.

[Tpuiiom 1XKi He BIIJIMBA€E Ha CTYIIiHb BCMOKTYBaHHS IIpemapary, ajle 3HUKYE
IIBUOKICTD 10T0 aOCcopOIIil.

Oco00/1UBOCTi 3aCTOCYBaHHSA

3 00epekHiCTIO 3aCTOCOBYBATH ITAlliEHTAM i3 XPOHIYHOI0O HUPKOBOIO HEOCTATHICTIO
(HeoOximHa KOpPEKIlisd pexXuMy OO3yBaHHS) Ta HalliEHTaM JIiITHLOTO BiKy (MOXKIIUBE
3HUKEHHS KJIy004KoBOI1 ¢inbTpartrii). ITig yac 3acTocyBaHHS mpenapary Ciif
YTPUMYBaATUCS Bif BXKUBaHHS aJIKOTOJIIO.

[Tpu HasgABHOCTI y Ialli€eHTiB IEBHUX (PAaKTOPiB, 10 IPOBOKYIOTh 3aTPUMKY Cedi
(HammpuKian, TPaBMU CIMHHOTO MO3KY, TillepIijia3is mepeaMixypoBol 3ajI03H)
HeoOXigHO MPUOIMUTY yBary IIpU NpPU3HAYEHHI ITperapaTy, OCKiJIbKY J1€BOIeTUPU3UH
MOKe 30iTbIIUTY PU3UK 3aTPUMKH Cedi.

3maTHiCTh BIUDIMBATH HA IMIBHIKICTH peakiliili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

Cnig yTpuMyBaTUCS Biffl KepyBaHHSA aBTOTPAHCIOPTOM abo poOOTH 3 iHIIMMU
MeXaHi3MaMM IIif Yac JIiIKyBaHHSA IIpernapaToM.

3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHsA Ipyaaio

JleBOLIETUPU3UH IIPOTUIIOKA3aHUU [JI 3aCTOCYBaHHS Y IIepion BariTHOCTI.
JleBOLIETUPU3UH NIPOHUKAE Y TPYAHE MOJIOKO, TOMY ITPU HEOOXimHOCTI 3aCTOCYyBaHHSA
npernapaTy rOgyBaHHS I'PYOOI0 CIIiI IPUIUHUTH.

Cnoci0 3acTocyBaHHsS Ta J03H

[IpemapaT npu3HaYaTH OOPOCIIUM Ta OiTSIM BiKOM Bifl 6 POKiB BHYTPIIIHLO y M0OOBiH
no3i 5 mr 1 pa3 Ha moOy. [IpuiimaTu TabIeTKy He3ajeXkHOo Bif npuiiomy ixi. TabneTky
HeoOXimHO KOBTATH IIiJIOI0, 3allMBAI0YU HEBEJIMKOIO KiJIbKiCTIO BOOH.

XBOpUM IiTHBOTO BiKy 3 HOPMaJIbHOIO (DYHKIIIEI0O HUPOK KOPEKIIis HO3M IpenapaTry He
noTpibHa. XBOpUM i3 MOPYIIeHO (PYyHKIII€EI0 HUPOK PO3PaxyHOK 03U HEOOXiTHO
MIPOBOJAUTHU 3 ypaxyBaHHAM KJIipeHCY KpeaTHHiIHY BiiTIOBiAHO IO TaOIUIIi.

II11s 3acTocyBaHHS 1Ti€l TabUIl JO3yBaHHS HEOOXiTHO OIIIHUTHU KIIipeHC KpeaTuHiHy
(KJIkp) mattierta y mi/xB. KJIKp (M71/xB) Ma€ OyTH OlLliHEHUM 3a BMiCTOM KpeaTuHIHY y
CUPOBATIi KPOBi (MT/OJI) 3a MOMOMOT0I0 HAaCTYITHOI (DOPMYJIH:



KJIxkp =[140 - BiK (pokm)] x Maca Ttina (kr) (x 0,85 gsns KiHOK)

72 X KpeaTUHIH CUPOBaATKM KPOBi (Mr/OJ)

Kopekiiiss mo3u nmpenapaTy XBOPHUM i3 MOPYILIEHOK PYyHKIIEI0 HUPOK:

. KiipeHnc xpeaTuHiny, Ho3a i KinbKicTh
DYHKIisT HUPOK . .
MJI/XB IIPHHOMIB
HopMmanbHa ¢GyHKIS HUPOK |= 80 5 mr 1 pa3 Ha go0y
[lopylieHHSA 1eTKOT0 5 mr 1 pa3s
by 50-79 P
CTyTIEHS Ha Jo0y
[lopyiieHHS TOMIPHOTI O
by P 30-49 5 mr 1 pas Ha 2 KOG
CTyTIEeHS
[lopyiieHHA TAXKKOIO
< 30 5 mr 1 pa3 Ha 3 mobu
CTyIlIeHS
KinneBa crafgis
3aXxBOPIOBaHHSA HUPOK
i ] <10 [IpoTunoka3aHO
[TamienTH, sKi mepedyBalOTh
Ha fiaisi

XBOpPUM BUHATKOBO 3 IEYIHKOBOK HELOCTATHICTIO KOPEKIlid PeXXUMYy NO3yYBaHHS He
nmotrpibHa. XBOpUM i3 Me4YiHKOBOI Ta HUPKOBOIO HEIOCTATHICTIO HEOOXigHO KOPUT'YBATHU
pexXuM A03yBaHHS BifAIIOBIAHO [0 HaBeOeHOl BUIIE TaOJIHUIIi.

TpuBasicTh 3aCTOCYyBaHHS: IALIEHTIB i3 IEePIOOUYHUM aJIePTriYHUM PUHITOM
(TpuBaIiCTh CUMIITOMIB 3aXBOPIOBaHHS CTAaHOBUTH < 4 [i0 Ha TUXKOEHDb ab0 IIPOTATOM
MeHIe 4 TUXKHIB) CJIi TiKyBaTH BiAIOBIOHO OO 3aXBOPIOBAHHS Ta aHAMHE3Y;
JIIKyBaHHSI MOXKHa IIPUIIUHUTH, SKIIO CUMITOMU 3HUKHYTH, Ta MOXKHA BITHOBUTH
3HOBY IIPU ITIOBTOPHOMY BUHUKHEHHI CUMIITOMIB. ¥ pa3i CTIMKOI0 ajiepriyHoro puHiTy
(TpuBaNiCTh CUMIITOMIB 3aXBOPIOBAHHSI CTAHOBUTH > 4 mi06 Ha TUXKOEHb Ta IPOTIATOM
Oinbirie 4 TUXKHIB) y Iepio KOHTAKTy 3 aJlepreHaMu IalliEHTy MOKHa 3alpOIIOHyBaTHU
IIOCTiNHY Tepamito. IIpu XpOoHIYHUX 3aXBOPIOBAHHAX (XPOHIYHUU aJIeprivHUuMN PUHIT,
XPOHiIYHa KPOIMB’SHKA) TPUBAJIICTh JIiKyBaHHS CTAHOBUTH A0 1 pOKy (maHi HOCTymIHI 3
KJIiHIYHUX OOCIiaXKeHb IIPU 3aCTOCyBaHHI palieMary).

itk

[Ipemapat y BUrsAni TabjieTOK He 3aCTOCOBYBATHU HOiTSAM BiKOM [0 6 POKiB, OCKIJIbKH IS
JlikapchKa ¢opMa He la€ 3MOTU IIPOBOAUTH HEOOXIMHY KOPEKIII0 PEXKUMY JO03yYBaHHSI.
[laHil KaTeropil Dai€eHTiB peKOMEHAYETHCSA 3aCTOCYBaHHSA JIEBOLIETUPU3UHY Y
JIiKapChKUHU (opMi, IpuUAaTHIN OIS BUKOPUCTAHHSA y HemiaTpil.




Ilepeno3yBaHHs

CumMnmomu: CUMIITOMHU Ilepefo3yBaHHs MOXKYTh BKJIIOUATU COHJIUBICTh Y JOPOCIUX Ta
rmoyaTKoBe 30yIKEeHHS i IMigBUIIleHYy OPaTiBIUBICTh 3 HACTYIIHOIO COHJIMBICTIO y HOiTEH.
JlIikyeaHHa. Cnenmn(pidyHOTO aHTUOOTY A0 JIEBOLETUPUINHY HEMA€E. Y BUNAAKYy HOSBU
CUMIITOMIB [Iepe0o3yBaHHS PEKOMEHOYETHCSA CUMIITOMaTUYHa Ta HiATPpUMylo4da
Tepamnisg. Criif po3riigHyTH HeoOXigHICTh TPOMUBAHHSA LIJTYHKA Yepe3 KOPOTKUM Yac
nicng npuromy Inpernaparty. ['emopiani3 gjisi BUBEIeHHS JIEBOLIETUPU3UHY 3 OpraHi3My
He e(peKTUBHUMH.

IToOiuHi peakmii

3 00Ky HEPBOBOI CUCTEMM: COHJIMBICTb, TOJIOBHUM 0OiJib, ITigBUIIleHa BTOMJIIOBAHICTh,
cnabKiCcTh, aCcTeHis, CyIoMH, apecTe3is, 3allaMOpPOYeHHS, HEIIPUTOMHICTh, TPEMOD,
OUCTeB3is.

3 OOKYy IICHXiKHU: TTOPYIIeHHS CHY, 30yIXKeHHs, Ta/JlolnHallil, melrpecis, arpecis,
0e3CoHHS, CyiluaabHi IYMKH.

3 OOKy ceplis: mocusieHe cepueduTTs, TaXikapmis.

3 00Ky OopraHiB 30py: IIOPYIIEHHS 30PYy, HEUITKICTh 30DY.

3 00Ky OpraHiB CJIyXy Ta PiBHOBaru: BEPTUTO.

3 OOKY ITeYiHKM Ta )KOBUOBUBIMHUX MIJISXiB: T€aTUT.

3 00Ky HUPOK Ta CEYOBUOIIbHOI CUCTEMU: OU3YPisi, 3aTPUMKa Cedi.

3 00Ky iMyHHOI CUCTEMU: TillepuyTIUBICTb, Y TOMY YHCIIi aHadinakcis.

3 00Ky guxasibHOI CUCTEMHU, OPTaHiB IPYOHOI KITITKU Ta CEPENOCTIHHSA: 3aUIIIKa.

3 00Ky TPaBHOTO TPAKTYy: Aiapes, OI0BaHHS, 3aIlop, CyXiCTh ¥ POTi, Hyf#oTa, 0ifb y
JKUBOTI.

3 OOKy HMIKipHM Ta MiAIIKipHUX TKAHWH: aHTiIOHEBPOTUYHUM HaOpPsK, BUCUNIAHHS, B TOMY
YHUCIIi CTiMKi MeguKaMeHTO3Hi, cBep0OixK, KPpOIIUB’ THKA.

3 00Ky KiCTKOBO-M’5I30BOl CUCTEMU: MiaJTis.

PesynbTaTué gociigXKeHb: 30iIbIII€eHHS MacCHU Tijla, BigXuleHHS QyHKIIIOHaTbHUX
MMe4iHKOBUX P00 Bil HOPMMU.

3 00Ky Xap4yyBaHHS Ta OOMiHYy peYOBUH: MiABUIIIEHUN alleTHUT.

3aranbHi MOPYIIEHHS Ta CTaH y Miclli BBeleHHS: HaOpsK.

TepMiH NpHIAaTHOCTI

2 POKH.
He 3acTocoByBaTu micisa 3aKiHYeHHS TEPMiHy IPUOATHOCTI, 3a3HAa4YE€HOT0 Ha
YIIaKOBIIi.

VYMmoBHu 30epiranHs



30epiraTtu B CyxOoMy, 3aXUIIeHOMY Bifl CBiTJ/Ia MicIli mpu TemnepaTtypi He Buiie 25 °C.

30epiraTty y HeJOCTYIIHOMY OJIS OiTeM MicCIIi.

YnakoBka

ITo 10 TabneTok y 6sicTepi; mo 3 61icTepu y KapTOHHIM KOPOOIIi.
KaTeropist Bignycky

be3s penernra.

Bupoo6HuK

Emkiiop ®apmaceroTikainc JIto., [HOis

Micie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIHHOCTI

[Tnot Ne P-1 Ta P-2, I.T.B.T. [Tapk, ®a3za-II, M.I.D.C. Xiugxasani, [Ilyra, Maxapaiurpa,
411057, Innia

[Ixepeso iHCTPYKIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTo mkepesa — [lepKaBHOTO PEECTPY

JIiIKapChbKUX 3ac00iB YKpaiHu.
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