IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

I'JIEHHOET EIBAHC

(GLENCET ADVANCE)

Cknao:
Oitoui pevosuHu: montelukast, levocetirizine;

1 TabneTka, BKpHTa IUTiBKOBOIO 000JIOHKOI0, MiCTUTh MOHTEJTYKACTy HaTPil0 eKBiBaIeHTHO
MOHTeNyKacTyl0 Mr, JIeBOLIETUPU3UHY OUTIIPOXJIOPUAY O MT;

0onoMidcHi peyosuHu: TAKTO3U MOHOTIApPAT, LeJII0/103a MIKPOKPUCTaIiYHa, TBOOCHOBHUU
Kasbllito GochaTt 6e3BOIHMIM, HATPiI0O KPOCKAPMEI03a, TifPOKCHUIIPOIIiJIIe 0I03a, MarHio
cteapart, Onapgpi xkoBtun 13B52204 (rinpomenosa, Tutany giokcup (E 171), makporon,
okcup 3amiza xkoptui (E 172), momicopbat 80, okcup 3amisza yepBonuii (E 172)).

JIikapcbka ¢opma. TabneTKH, BKPUTI IIIiIBKOBOI 000JIOHKOIO.

OcHosHi (isuko-ximiuHi 81acmugocmi: JKOBTi, KPYTJIi, IBOOMYKJIi TabeTKY, BKPUTI IIJTiBKOBOIO
0007I0HKOI0, TTTafileHbKi 3 000X OOKiB.

dapMmakoTepaneBTHYHA rpyna. 3acobu, 110 [il0Th Ha pecripaToOpHy CHCTEMY.

Kom ATX RO7A X.

Papmakono2iuHi e1acmueocmi.
dapmakoOuHamika.

I'nenner EgBanc MicTuTh GikcoBaHy KOMOiHAIliI0 IBOX [Ail0YMX PEYOBHH: MOHTEIYKACTY i
JIEBOLIETUPU3NHY - TOMY HUKYEOIKMCaHi MeXaHi3MM [il KOXKHOI CKJIaf0BOi IpUTaMaHHi AJs
npemnapaty ['nenner Ensanc.

MoOHTeNyKacT - CeTIeKTUBHUM OI0KATOP JIeHKOTPieHoBUX perenTopiB. LIUCTEIHINTOBI TeHKOTPiEHN
(LTC4, LTD4, LTE4) - npogykTu MeTab0J1i3My apaXifoHOBOI KMCJIOTH, III0 BUBIIBHSIOTHCS 3
Pi3HUX BUMIB KJIiTHUH, B TOMY YHCIIi 3 OITAaCUCTHUX KIiTUH Ta eo3uHO(iniB. 1li efiko3aHoiou
3B’93yI0ThCA 3 penentopaMu mucTteldinosux geukoTpieHiB (CysLT). CysLT-penentopu tuny 1
(CysLT1) y niopuHY 3HaXOOATHCS B KIIITUHAX OUXAJIbHUX IUIAXIB (B TOMY YKCIIi B KJTiITUHAX
rJIafiKuX M's13iB Ta B Makpodarax AuxaabHUX LIIAXiB), @ TAKOXK B iHIINX ITPO3anabHUX



KJTiTHHAaX (BK/II04aouu €03MHOGINN Ta IIeBHI CTOBOYPOBi KIITHUHU YEPBOHOTO KiCTKOBOTO
M03KY). CysLT-penienTopu 3any4deHi y matoreHe3 OpoHXialbHOI aCTMHU Ta allepriyHoro
puHity. OnocepenkoBaHi neiKoTpieHOM eekTu mpu GpOHXiaabHiN acTMi BKIIIOYalOTh HaOPSK
OVXalbHUX IUIAXiB, CKOPDOUYEHHS I'1agKol MyCKylIaTypH, a TaK0XK 3MiHY KJITITUHHOI
aKTHUBHOCTI, [IOB'A3aHy 3 3anajibHUM npoiecoM. [Ipu anepriunomy puHiti CysLT-penentopu
BUBIJIbHSAIOTHCS 3i CIIM30BOI 000JIOHKY HOCA MiCIS BIIJIUBY aJlepreHy IIif Yac peakilii
TimepuyyTUBOCTI SK HETauHOT0, TaK ¥ YIIOBIIbHEHOTO THUIIIB 1 aCOLiI0I0THCSA 3 CUMITOMaMU
aJIepriyHoro puHiTy. MOHTENyKacT - akTHBHA [IPU [1epPOpaiIbHOMY 3aCTOCYBaHHI CIIO/IYKa,
sKa 3B’SI3yETHCS 3 BUCOKUM CTyneHeM adiHHOCTI Ta ceneKTuBHOCTI 3 CysLT1-penentopamu
(110 Mae mepeBary nepeq 3B’43yBaHHAM 3 IHIIMMH (HapMaKOJIOTi4HO BaXKJIMBUMU
pelenTopamMu OUXalbHUX MUISXiB, TAKMMU SK IPOCTAHOIAHI, X0miHepriuni abo B-
agpeHepreTUYHi perentopu). MOHTeIyKacT NpUrHiuye Qisionoriuny mito LTD4- ta CysLT1-
penienTopiB 6e3 Oyab-IKOI arOHICTUYHOI aKTUBHOCTI.

MouTenykacT 6710Ky€ IUCTEIHIN-TeHKOTPiEHOBI PellenTOpy AUXaTbHUX LUISAXIB, 110 6YI10
IiTBEPIKEeHO MOro 30aTHICTIO EPEIIKOKATH PO3BUTKY OPOHXOKOHCTPUKILiI, 06yMOBIEHO]
inransiieio neiikorpieHis LTD4 y xBopux Ha OpoHxianbHy acTMy. HaBiTh B TaKUX HU3BbKUX [003aX, K D
MT, MOHTENIYKacT HafiiHo 0/10Kye cipuunHeHy LTD4 6poHX0KOHCTPHUKILIIO.

JleBOIETUPU3UH - aKTUBHUM R-eHaHTioMep IIeTUPU3KHY, aHTUTiCTaMiHHUY 3aci6. OCHOBHI #oro
eekTu omocepenKoBaHi ceneKTUBHUM iHTiOyBaHHAM H1-perenrtopiB. AHTUTiCTaMiHHA Oist
JIeBOLeTUPU3NHY Oyna MmigTBepAKeHa B X041 Pi3HOMaHITHUX AOCTiAXKeHb i3 3aCTOCYBaHHAM
eKCIIepHMeHTaIbHUX MOZeNield Ha TBapHHax i moguHi. B Xoai gochigKeHs in vitro 3 BUBYEHHS
3B’sI3yBaHHSA 3 PelleNTOpaMy BUSIBUIOCS, 110 aiHHICTH TeBoIeTUpU3uHy 0 H1-perenTtopa moguHu B
2 pa3u Bumla Takol netupusuny (Ki = 3 HMonb/n npoTu 6 HMOIL/). KniHiyHe 3HaYeHHS IIUX JaHUX
IIOKH1 HeBigoMe.

dapmaxkoKiHemuxka.

MoHTenykact

AGcop0iris

MonTenykacT mBUAKO abcopOyeThCA Micisa mepopaibHOro npuiioMy. Ilpu 3acTocyBaHHi TabNIeTOK,
BKPUTHUX IIJIIBKOBOIO 000JI0HKO10, 110 10 MI' JOPOCTIUM HaTIIe cepeqHe 3HaYeHHS MaKCUMaJbHOl
KOHIIEHTpallil MOHTEeJIyKacTy B mia3Mi Kposi (C,,,) mocsaranocs dyepes 3 - 4 TOOUHYU MICTIA IPUXOMY
(The)- CepenHs 0i0IOCTYIHICTS IPU IEPOPAIBHOMY 3aCTOCYBaHHiI CTaHOBUTH 64 %. CTaHOapTHUM
IPUMOM iXi BpaHIli He BIIMBa€E Ha 6iomocTynHicTh Ta C,,,, MOHTETYKACTY IIPU IIepOpPaIbHOMY
npuiioMi. [Tpuiiom 6araToi Ha XXUpH 1XKi BpaHIi He 3MiHI0BaB AUC MOHTENyKacTy B pOpMi rpaHy amns
IIepopajbHOTO IPUIOMY, OOHAK KOHIeHTpauis C, .. micisa npuiioMy 1XKi 3MeHITyBanaca Ha 35%, a 4ac
T, TOOOBXKYyBaBcd 3 2,3 + 1,0 roguru 10 6,4 + 2,9 rogusm.

Posnopin

Binsme ik 99 % MOHTeNIyKacTy 3B’A3yeThCs 3 OiKaMu I1a3Mu KpoBi. O0’eM po3nominy
MOHTEJYKaCTy B PiBHOBaKHOMY CTaHi CTaHOBUTH B cepeqHboMY Bif 8 mo 11 mitpiB. B xomi gocmigKeHb
i3 3aCTOCYyBaHHSIM MidYeHOT0 Pafli0aKTUBHUM i30TOIIOM MOHTEIYKaCTy IypaM Oyy0 MOKa3aHo, II0 BiH
IIPOHMKAE Yepe3 reMaToeHedaniyuuit 6ap’ep y MiHiManbHiM KinbkocTi. KpiMm Toro, B ycix iHmmx
TKaHMHAaX OpraHi3My IIypiB KOHIIEHTpPAallil MiYeHOr0 pagioaKTUBHUM i30TOIIOM MOHTEIYKacTy dyepe3
24 TONVHY TIiCNS BBeleHHS N03U Oynu MiHiMalbHUMH.



Mertabomizm

MonTenykacT y 3Ha4Hil Mipi MmeTabomi3yeTbcs. B xoni mocmifKeHb i3 3aCTOCyBaHHSIM
TepaleBTUYHUX 03 IIJIa3MOBi KOHIIEHTpallil MeTa0O0IiTiB MOHTENYKACTy B PiBHOBaXKHOMY CTaHi He
Oyu BUSIBJIEHI Y JOPOCIUX MaIlieHTiB Ta y miTe#. B xomi mocmigkeHs in vitro i3 3acTOCyBaHHSIM
MiKpPOCOM TeYiHKH JIIOAuHYU Oy/I0 IT0Ka3aHo, 1110 B MeTabomi3mMi MOHTenyKacTy 6epyTh y4acThb
muroxpoMu CYP3A4 Tta 2C9. Kniniunux mocifkeHb BIIUBY BinoMux iHribiTopiB CYP3A4 (Hanmpukian
KETOKOHa30J1y, epuTtpoMiiuny) abo 2C9 (Hampukian ¢piaykKoHa307y) Ha papMaKOKiHETHKY
MOHTEJIYKacTy He IIPOBOAUIOCS. 3TigHO 3 pe3yabTaTaMy OOCIIIXKEHb in Vitro 3 BAKOPUCTaHHIM
MiKpPOCOM TEYiHKM JIOOUHY TepalneBTUYHI MJIa3MOBi KOHIIEHTPallil MOHTETYKacTy He YMHSATh
inribyroyoi nii Ha nutoxpomu CYP3A4, 2C9, 1A2, 2A6, 2C19 ta 2D6. B xoni gocminxeHs in vitro 6ymo
II0Ka3aHo, 1110 MOHTEIYKACT € MOTyKHUM iHTribiTopom nutoxpomy CYP2CS8. ITpoTe maHi, oTpuMaHi B
XO[Ii KITiHIYHUX OOCIigXKeHb TiKapChKOl B3a€EMOil MOHTEIYKACTy 3 PO3UTTIITA30HOM (MapKepHUM
cyOcTparT - mpefCcTaBHUK I'PYNH TiKapchKuX 3aco6iB, 110 MeTaboIi3yI0ThCS TOJIOBHUM YMHOM 3a
noroMoroto rmuroxpomy CYP2C8), cBiguats, mo MoHTenykacT He iHribye CYP2CS8 in vivo i Tomy He
O4iKy€ThCH, 1110 BiH Oyae BUSBIATU OyOb-IKUM BIUIMB Ha MeTa0o0J1i3M JlikapchKux 3acobiB, 110
MeTab0i3yI0ThCS 3@ JOTIOMOT0I0 ITLOTO IIUTOXPOMY.

BuBenennsa

[Tma3moBuM KiIipeHC MOHTENYKACTy V 300POBOI JOPOCIIOl IIOAUHYU CTAaHOBUTH B CEPEOHbOMY 45 MII/XB.
[licnisg mepopalbHOrO NPUMOMY HO3U MiUEHOI'0 pafioaKTUBHUM i30TOIIOM MOHTENYKACTy 86 % MiTKU
Oy710 BUSIBJIEHO B KaJli, OTPUMAHOMY IIPOTSATOM 5 [OHIB micys mpuiiomy, i menure 0,2 % MiTKY - B ceui.
Li mani y moemHaHHi 3 pe3ynbTaTaMu OlliHIOBaHHS 6i0OCTYITHOCTI MOHTENIYKACTy BKa3ylOTh Ha Te, II0
MOHTEJTYKacT Ta H0Tro MeTaboJIiTH Maiixke IMOBHICTIO eKCKPETYIOThCS 3 2KOBYI0. 3TigHO 3
pe3ynbTaTaMu [eKiTbKOX OOCTiIXKeHb CepefHil nepioa HalliBBUBEIEHHSI MOHTENYKACTY 3 IIJIa3MH1
KPOBi Y MOJIOOUX 30OPOBUX HOPOCIMX 0Ci0 CTAHOBUTH Bif 2,7 mo 5,5 rogunu. ®apMakoKiHeTHKA
MOHTEJIYKacTy MalxKe JIiHiMHa IpPU 3aCTOCYBaHHI nepopanbHux 703 Ao 50 mr. Ilig yac 3acToCcyBaHHSA
no3u 10 Mr MoHTenyKacTy 1 pa3 Ha JeHb CIIOCTepiraaocs HeBeNlMKe HaKOMUYEHHS BUXiTHOL
pedYoBUHY B 11a3Mi KpoBi (14 %).

[larienTy 3 MEeYiHKOBOIO HENOCTAaTHICTIO. [TarieHTaM 3 j1erkoio abo cepegHboI0 MeYiHKOBOO
HEJOCTaTHICTIO KOPUTYBATH 103y He 1moTpi6HOo. PapMaKoKiHETUYHUI POGiTb MOHTEIYKACTY Y
TAIi€HTIB 3 OLIBII TAXKKUMYU NOPYLUIEHHAMY (YHKIII IeYiHKYN He OLiHI0BABCH.

[NalieHTH 3 HUPKOBOIO HEIOCTaTHICTI0. MOHTETyKacT Ta K0ro MeTabOoJIiTH He eKCKPETYIOThCS 3
cedero, TOMy ¢apMaKOKiHETUUHUHN ITPO(]isib MOHTENTYKACTy y Malli€HTiB 3 HUPKOBOIO HEIOCTaTHICTIO
He oIfiHioBaBcs. Kopekirist mo3u [y TaKuXx MallieHTiB He MoTpiOHa.

JIeBOLIe TUPU3UH

dapMaKOKiHETHKA JI€BOLIETUPU3UHY IIPU MOTO 3aCTOCYBaHHI Yy TepaleBTUYHOMY [ialla30Hi 103 y
30OPOBUX IOPOCIUX OCi0 € MiHINHOIO.

AGcopbirist

JleBOIETUPH3UH IIBAOKO ¥ y 3HAYHIN Mipi aOcopOyeThCs MicIist epopasbHOTO0 IPUHOMY. Y TOPOCTUX
MaKcHMalbHa KOHIIEHTpAllid B IIJIa3Mi KPOBi focsaraeThes yepe3 0,9 roguHu micis mepopaabHOTO
npuiiomy Tabnetku. KoedilieHT KyMynsnil micisg MOAeHHOT0 IepopaabHOT0 IPUHOMY CTaHOBUTH
1,12; npu upoMy piBHOBaXKHUU CTaH HOCATAETHCSA Yepe3 2 OHi MicJid I0YaTKy 3aCTOCYyBaHHS.
MakcuManbHi KOHIIeHTpallil 3Bu4YaiiHO cTaHOBATh 270 Hr/ma ta 308 Hr/Ma BimOBImHO MHics
OJHOKPATHOTO Ta OaraToKpaTHOTO ImpuioMy no0oBoi mo3u 5 Mr. [IpuitoM ixi He BIIMBaB Ha CTYIIiHb



ekcro3util (AUC) neBonetupusuny y ¢popmi TableToK, ONHAK NP 11 3aCTOCYyBaHHI pa3oM i3 6araToi
Ha XupH ket T,,, TONOBXKYyBaBCsA nMpuONMuU3HO Ha 1,25 ropuny, a C,,, 3MeHIyBaiacs NpubIu3HO Ha
36 %. TakuM YMHOM, JIEBOIIETUPU3UH MOXKHA 3aCTOCOBYBaTH He3aJleXKHO Bifl IPUUAOMY iXKi.

Po3mnopin

Cepe[iHiil MOKa3HUK 3B’I3yBaHHS JI€BOIIETUPU3UHY 3 GiTKaMu IJ1a3MU KPOBI ITifl 4ac OOCIigXKeHb in
vitro BapitoBanocs Bim 91 mo 92 % He3anmexkHO Bif KOHIIEHTpAIliid, [lialla30H SKUX CTAHOBUB

90 - 5000 ur/mn i BKJIIOYaB TEPANEeBTHUYHI KOHIIEHTpallil B mma3Mi Kpogi. ITicns
IIepPOPaIbHOTO MIPUMOMY 003U CePenHill yABHUM 00'€M PO3MOMiNy CTaHOBUB mpubnu3Ho 0,4 11/KT, 1110 €
TUIIOBUM ITOKAQ3HUKOM DPO3IOALY B 3arajibHiil KiIbKOCTi PiIVHYU B OpPraHi3Mmi.

Mertabomizm

Y nmopuau MeTabomi3yeThCs MeHIIe HiX 14 % IpUMHATOI 403U JT€BOLETUPU3UHY TOMY OUiKY€EThCS, 110
BiIMiHHOCTSIMHU, III0 BAHUKATUMYTh BHACJIiIOOK TeHETUYHOTO MMoJIiMop¢disaMy abo 0IHOYaCHOT0
npuiioMy iuribiTopiB neuinkoBux HepMeHTiB, 1110 MeTaboi3yI0Th 11el TiKapchKui 3acib, MoxkHa Gyme
3HexTyBaTH. [lInsaxu MeTabomi3My BKIII0Yal0Th apoMaTUyHe OKUCHeHHS, N- Ta O-me3ankinyBaHHS i
KOH'1oralfito 3 TaypuroM. llIngaxu ne3asnkilyBaHHA OIIOCEPENKOBYIOTHCSA B OCHOBHOMY IIUTOXPOMOM
CYP3A4, Toni 9K y apoMaTUYHOMY OKHMCHEHHi 3afisHi MHOXKUHHI Ta/ab0 HeimeHTHiKOBaHi i30opmu
CYP.

BuBenenus

[Tepion HamiBBMBemeHHS 3 IJIa3MU KPOBi y 3[I0POBUX [OPOCIIHX 0CiO CTaHOBUTE Bif 8 mo 9 roguH micns
IIepPOpaIbHOTO 3aCcTOCyBaHHA. CepeHE 3HaUEHHS 3arajbHOT0 KJIiPEHCY JIEBOLIETUPU3UHY IIiCIIS
IIepopajbHOTO IPUHOMY CTAaHOBUTH 01u3bK0 0,63 Mii/Kr/xB. OCHOBHUH IINIIX €KCKpelil
JIeBOLIETUPU3UHY Ta 10ro MeTaboJIiTiB - pa30M i3 ceyero, XM IIISXOM BUBOOUTLCS B CEPEIHbOMY
85,4 % npuiHATOI MO3U. 3 KaloM eKCKpeTyeThest nuiie 12,9 % mo3wu.

ITauienmu 3 nopyweHHAM pyHKUii HUpOK. EKCKpelis 1eBOIeTUPU3UHY BifOyBa€ThCS LIIIXOM SIK
KJIyD04YKOBOI1 (inbTpaliil, Tak i akTUBHOI KaHaJIbleBOl cekpelil. HUpKOBU KIlipEeHC JIEBOLIETUPUIUHY
KOPEJIIOE 3 KIiPEeHCOM KpeaTHHiHy. Y Mali€HTiB 3 MOPYIIeHHIM (YHKIIil HUPOK KIIipeHC
JIEBOLIETUPU3NHY 3MEHIIYETHCSA. TOMY HallieHTaM 3 IOMIPHUMU Ta TIXKKUMU MOPYLIEeHHIMU (PYHKIIil
HUPOK PEKOMEHIYEThCS KOPETyBaTH iHTepBaIl MiX [IpUAOMaMy JIEBOLIETUPU3UHY 3 YPaxyBaHHAM
KJlipeHCy KpeaTuHiny. [Ipu aHypil y malieHTiB 3 TepMiHaIbHOIO CTa/i€l0 3aXBOPIOBAaHHS HUPOK
3arayibHUM KJIipeHC 3MeHIIyeThCs MpuOu3Ho Ha 80 % mopiBHSAHO 3 3arajJlbHUM KJIipeHCOM y ocib 0e3
TaKux nopyueHs KinbKiCTh 1€BOIETUPU3UHY, 1110 BUBOTUTHCS IIiff YaC CTaHAAPTHOI 4-TONUHHOI
IpoLenypu remopianisy, cranosumna < 10 %.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

®ixcoBaHa KoMOiHalliss MOHTETYKACTY Ta JIeBOLIETUPU3UHY NTpU3HaY€eHa AJIs 3MEHIIIeHHSI CUMIITOMIB,
II0B’I3aHUX 13 CE30HHUM Ta L[IJIOPIYHUM aJIepriYHUM PUHITOM, a TaKOXK PUHITOM y XBOPUX Ha
OpoHXxianbHy acTMy.



Pu3uKky BUHUKHEHHS IICHXOHEBPOJIOTiYHOI CUMIITOMATUKY y TAIi€HTIB 3 aleprivyHuM PUHITOM
MOXKYTb ITePEBUITYBATH KOPHUCTh Bifl 3aCTOCYBAHHSI MOHTEIIYKACTY, TOMY MOTr0 HeoOXimHO
3aCTOCOBYBATH B SKOCTI ITperapaTy Pe3epBy Y MallieHTiB 3 HealeKBAaTHOIO BiAmoBigmi0 ab6o
HEeIepeHOCHUMICTIO aTlbTePHATHUBHOI Tepalril.

IIpomunoka3aHHA.

[TigBuieHa YyTNIUBICTL O MOHTEYKACTY HATPii0, IeBOLETUPU3NHY ab0 IeTUPU3KHY, @ TAKOXK [0
IHIMKUX KOMIIOHEHTIB IpenapaTy. TepMiHanbHa CTafisl HUPKOBOI HEIOCTATHOCTI (IIBUIKICTh
Ky60uKoBOi inbTpamii (IIK®) © 15 mi/xB), 1110 0TpeOye mianmidy. [IuTsuuit Bik 0o 15 pokis.
[TpemapaT TaKOXK MPOTUIIOKA3aHUM IIPU TAKKilM CIIaJIKOBiM HEIIePEHOCUMOCTI raakKTo3u, nediiuTi
bepMeHTy N1aKTO3u ab0 MOPYIIEHHSAX 3aCBOEHHS TIIOKO3H i rajlakTo3MU.

B3aemodisa 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

MoHnTenykacT

TeoginiH, npedHi30H Ma npedHi3010H: TP OTHOYACHOMY 3aCTOCYBaHHI MOHTETYKaCTy 3 Teo(diiHoM,
IpegHi30HOM, IPeIHi30I0HOM, IEPOPaIbHIMU KOHTpAlelITUBaMHU, TeppeHafruHOM, IUTOKCUHOM,
BaphaprHOM, TOPMOHAMU IIKUTOIOAIOHOI 3271031, CeJaTUBHUMHU JEeKOHTeCTaHTaMU Ta iHAYKTOpaMu
dbepmenTty uutoxpomy P450 (CYP) kopuryBaHHS 103 IIpelapaTiB He MOTPiOHO.

ITepopanvHi KoHMpayenmusu, meppheHaduH, Ou20KCUH Ma 8appapuH: B XOOi AOCIiIXKEHb 3
BHMBYEHHS JTIKapChKOI B3a€EMO[Iil i3 3aCTOCYBaHHIM PeKOMEHIO0BAHOI KJTiHiYHOI 03U MOHTENIYKacTy He
Oy710 BUSIBJIEHO K/TiHIYHO 3HAQYYIIOTO BIJIMBY IIi€l CITONYKM Ha TaKi 3aco0u: mepopasbHi
KOHTpalleNTUBY (HOPeTUHAPOH 1 Mr/ eTuHinectpamion 35 MKT), TeppeHagrH, UTOKCHH Ta BapdapHrH.

T'opmoHu w,umono0dibHoi 3as103u, cedamueHi CHOOIlHI, HecmepoioHi npomu3sanaavHi 3acobu,
6eH3o0iazeniHu ma dekoHeecmaHmu: 6ymab-sKi GopMu B3aeMOfii BifCyTHi.

Inoykmopu ¢pepmenmy uumoxpomy P450 (CYP): Ha doni 3acTocyBaHHS peHOOapOiTamy, SKui
iHAyKye me4iHKoBUY MeTa0o1i3M, Iyoia mif hapMaKoKiHeTHYHO KpruBoio (AUC) MOHTETyKacTy
3MeHIyBanacs npubnu3no Ha 40 % micis OgHOKPATHOTO MPUHOMY 103U MOHTenyKacTy 10 mr.
OckinbKu MOHTeIyKacT MeTabomisyeTrcs 3a gomomoroo CYP 3A4, 2C8 i 2C9, HeoOxigHO OyTH
o0epekHUM, 0COOJIMBO OO0 AiTel, SIKII0 MOHTEIYKACcT IPU3HavaloTh OQHOYACHO 3 iHIyKTOpaMu
CYP 3A4, 2C81i 2C9, Hanpuknap ¢eHiToiHoM, peHobapOiTamom i pudpamminraoM. MOHTENTYKACT €
IOTY2KHUM iHTibiTopoM mutoxpomy CYP2C8 in vitro. IIpoTe B Xofi KJTiHIYHOTO HOCTigKEeHHS
JiKapCchbKOl B3a€MO{Iil i3 3aCTOCYBaHHSIM MOHTEJTYKacCTy Ta PO3UTJIiTa30HYy (MapKepHUi cyOCcTpar,
IIPeICTaBHUK JIiKapChKUX 3ac0biB, 1110 MeTab0JIi3yI0ThCS TOJIOBHUM YMHOM IuToxXpoMoM CYP2C8) 3a
ydacTio 12 3mopoBux K06pOBOBLIB O6yJI0 ITOKa3aHo, 110 (hapMaKOKiHeTUKA PO3UTTIITa30HY
3a/IMIIAETHCA HE3MIHHOIO IIPU MOI'0 OOHOYACHOMY 3aCTOCYBaHHI 3 MOHTENIYKAaCTOM, 110 CBIAYUTH IIPO
BimcyTHIicTh iHTiOyBaHHs CYP2C8 MoHTeNnyKacToM in vivo. ToMy He 04iKy€eThCS, III0 MOHTETYKacT
Oynmb-IKUM YMHOM 3MiHIOBaTMMe MeTalo01i3M JIiKapChKuX 3aco0iB, 1110 MeTab0/mi3yI0ThCS UM
(bepMeHTOM (HaIpHUKIIaf MaKlIiTaKcely, pO3UTIiTa30Hy, penariiHiay).

[Tig yac mocmigkeHs in vitro 6yn0 BCTaHOBIIEHO, 1[0 MOHTEeNyKacT € cyoctpaToM CYP 2C8 i MeH111010
Mipoio 2C9 ta 3A4. Y xofi KTiHIYHOTO AOCITiIXKEeHHS B3aEMOIil JTiKapchKuX 3ac00iB i3 3aCTOCYBaHHSIM
MOHTeyKacTy i reMmpibposuny (iuribitopy CYP 2C8 i 2C9), rem¢piOpo3us migBUIIyBaB CUCTEMHY
€KCITO3UIIiI0 MOHTeNIYKacTy B 4,4 pa3a. [Ipu ogHOYaCHOMY 3acTOCYyBaHHi 3 rem¢piopo3unom abo



inmmMu notyxauMHU iHTibiTopamu CYP 2C8 KopekIis ;03U MOHTENYKacTy He MOTPiOHa, ae mikap
TIOBUHEH BPaXOBYBATH IiIBUIIEHUN PU3UK BUHUKHEHHS MOOIYHUX peakiiil.

3a pe3ynabTaTaMu OOCIIAXKEHD in Vitro, He 04iKyeThCS BUHUKHEHHS KJIIHIYHO BaXXJIUBUX B3a€MOLIN 3
MeHII noTykHuMH inribitopamu CYP 2C8 (Hampukiapn 3 TpuMeTtonpuMoM). OgHOYAaCHE 3aCTOCYBaHHS
MOHTEJTYKacTy 3 iTpakoHa3010M, cuinbHUM iHTi6iTopoMm CYP 3A4, He MPHU3BOAMIIO [0 iCTOTHOTO
IMigBUIIEHHS CUCTEMHOI €KCIIO3UI[il MOHTEIYKacCTy.

JleBolle TUPU3UH

Iani mocmimXkeHb in vitro BKa3yoOTh, 110 He CJTifl 04iKyBaTH, 10 JIEBOLETUPU3NH Oyme 00yMOBIIOBATH
dapMakoKiHeTHYHi B3aeMoiii IaxoM iHTriOyBaHHS ab0 iHAYKyBaHHS eYiHKOBUX (GEPMEHTIB, 5Ki
MeTab0mi3yI0Th JTikapchKi 3acobu. 2KogHUX HOCTiAXKEHb in Vivo 3 BUBUYEHHS JTiIKapChKOl B3a€MOil
JIEBOLIETUPU3NHY HE IIPOBOAUIIOCS.

AHmMunipuH, a3umpomiyuH, yumemuouH, epumpoMiuuH, KemoKoHa30.1, meogiaiH ma
ncesdoepeOpuH: 3TigHO 3 pe3ynabTaTaMu OOCTiAXKeHb papMaKOKiHETUYHOI B3aEMOil i3
3aCTOCYBaHHSM PalLleMiYHOT0 LETUPU3NHY OCTaHHIM He BCTyIaB Y B3a€MOI0 3 aHTUIIIPUHOM,
nceBpoedenpuHOM, EPUTPOMIIIMHOM, a3UTPOMIIIMHOM, KETOKOHA30JIOM Ta LIMMETUANHOM. B xomi
TaKWX JOCIIiXKeHb CIIOCTEPIranocs HeBeluKe 3MeHIIeHHS (Ha 16 %) KiIipeHCy LeTUPU3UHY NIpU
3acTocyBaHHi Teodininy y mo3i 400 Mr. MoxXHa IPUIYCTUTH, 1110 GisbII BUCOKI 103U Teodiminy
CIIPaBNISITUMYTE OiNIbIN MOTYKHUM eEKT.

[Tpu mocmimkeHHi 6araTopa3oBOr0 3aCTOCYyBaHHS pumoHasgipy (600 Mr 2 pa3u Ha H00y) Ta
netupusuny (10 Mr Ha 700y) €KCIIO3Ullis eTupu3uHny 30inbiryBasnacs npubnausno Ha 40 %, Tomi Ik
PO3MO[iNI pUTOHABIPY 3MiHIOBaBCs HE3HA4YHO (- 11 %).

BXXuBaHHS 1Xi He BIUIMBAE Ha CTYMiHb BCMOKTYBAHHS JIEBOIIETUPU3UHY, ajie OMHOYACHE BXKUBAHHS
1K1 3HMXKY€E MIBUAKICTH 1oro abcopouii.

OpHOYacHe 3aCTOCYBaHHS IEeTUPU3UHY a0 JIeBOLIETUPU3UHY 3 alKorojeM abo iHmuMu
IelpecaHTaMy LIEHTPAIbHOI HEPBOBOI CHCTEMHM Y UYT/IMBUX MAI[IEHTIB MOXKEe CIIPUYMHUTH NONATKOBE
3HUKEHHS yYBaru Ta 3TATHOCTI MO0 BUKOHAHHS POOOTH.

Oco06.1u8ocmi 3acmocyeaHHsi.

MouTenykact

TI'ocmputll eni3o00 6pPOHXia1bHOI acmMu: MOHTENIYKACT He TPU3HAYeHUH OJIsT YCYHEeHHST OPOHX0CIa3My
IIPY TOCTPUX Hallafax OpoHXialbHOI aCTMM, B TOMY YMCIIi IPU aCTMaTUYHOMY CTaTyci. B Takux
BHUIIQ[IKax MallieHTaM CJIifi 3aCTOCOBYBaTU JOCTYIIHI 3aco0M eKCTpeHoi Tepatmii. Tepariio
MOHTEJTyKacTOM MOKHa IIPOJOBXKYBATH IIiJ] Yac 3arocTpeHHs OpoHXiambHOI acTMu. [1allieHTH, ¥ SKuX
3arocTpeHHs OpOHXia/lbHOI aCTMU BUHUKAIOTH Mic/is Hi3WUYHUX HaBaHTaXKeHb, IOBUHHI MaTH IIpu Co0i
iHTanmATOpY 3 B-arOHICTaMU KOPOTKOI Hil.

O0HouacHe 3acmocy8aHHA 3 KopmukKocmepoioamu: TOfi SIK 003a iHTansAiiHuX KOPTUKOCTEPOIiB
Moxe OyTH ITOCTYIIOBO 3MEHIIIeHA IIifl HaTrIsI0OM JIiKapsi, MOHTeTYKacT He CJIifl palTOBO 3aMiHIOBATH
Ha iHTansAuidHI a60 mepopansbHi KOPTUKOCTEPOIdH.



I'inepuymaugicme 0o acnipuHy: TallieHTaM 3 BilOMOIO TilepYyTIXUBICTIO 0 aCIipyHY Mif Yac Teparil
MOHTEJIyKaCTOM CJIifl YTPUMYBaTHCS Bifl 3aCTOCYBaHHS acHiprHy a00 HECTEPOINHUX MPOTH3AMaTIbHUX
3aco6iB. Xo4a MOHTETYKACT € e(eKTUBHUM MJIS TOKPAIaHHs GQYHKIIII AUXanTbHUX MIISXIB ¥ XBOPUX Ha
OpoHXianbHY acTMY i3 3a0KyMEHTOBAHOIO TilepyyTIXUBICTIO 10 aCIipHHY, IPOTE BiH HE 3MEHIIIYE
OpPOHXOKOHCTPHUKTOPHY Peakliilo OpraHi3My Ha acCIlipyH Ta iHIIi HeCTepOIfHi MpoTU3amnaibHi 3acobu y
nalieHTiB 3 OPOHXialbHOI aCTMOI0, YYT/IMBUX [0 aCIipuHY.

Hepeoso-ncuxiuHi po3aadu.

IMoBimOMJISAIOCS PO BUHUKHEHHsI ICHXOHEBPOJIOTiYHUX peaKiii, TAKHX sIK 3MiHa
MOBEIiHKH, IeNnpecisa Ta cyiiuaaJIbHUHM CTaH, Y Malli€HTiB yCix BiKoBUX rpym, sAKi
MPUUMa/IH MOHTEeIyKacT (auB. po3min «I[1o0iuni peakiii»). IIposiBu MOXKYTh OyTH
|cepiio3HMMH i TPpHBAIUMH, SIKINO JTiKyBaHHSI He MPUOHHUTH. TOMy 3acTOCyBaHHS
MOHTEJIYKaCTy CJIif IPUIHHHUTH, IKIII0 BHHUKAIOTh ICUXOHEBPOJIOTiYHi CHMIITOMH.
IManieHTH Ta/abd0 HOrIsAaYi MOBHHHI OyTH YBaKHHMH J0 IICHXOHEBPOIOTiYHUX PeaKIiH i
MOBiTOMJ/ISITH CBOrO jJiKapsi IP0 BUHUKHEHHS 3MiH y NOBeIiHIIi.

B xopi mocTMapKeTHHTOBOTO CIIOCTEPEXKEHHS OyIM OTpUMaHi IOBiIOMIEHHS PO TaKi HeOaxkaHi
SIBUIIA, 10 BUHUKAIK Ha (OHI IpUiioMy MOHTeNIyKacTy: 30yIKeHHS, arpecuBHa IoBefiHKa abo
BOPOXKiCTh, TPUBOKHICTH, [IeTIPeCis, Me30pieHTallis, MOPYIIEeHHS CHY, TalioIuHallil, 6e3COHHS,
OpPaTiBIUBICTh, HECIOKiN, TPEMOP, COMHaMOYIi3M, CyillMganbHi OYMKHU Ta CyilluAaabHa IMOBeIiHKa
(Bkmmroyatouu cyimun). Kminiuni mogpobulli messkux IoCTMapKeTUHTOBUX MTOBiOMIIEHb ITP0 HebaxaHi
sIBUILla Ha (OHi 3aCTOCYBaHHS MOHTEIYKACTy Y3rOAXKYyIThCS i3 e(peKTOM, iHIyKOBaHUM IIPULAOMOM
ITLOTO0 JTIKapCchKoTo 3aco0y. Jlikapi, gKi mpu3HayaioTh el 3aci0, a TaKOXK Mal[ieHTA MaloTh IaM’ITaTh
PO MOXKJIMBICTE BUHUKHEHHS HEPBOBO-TICUXiUHUX po3yafiB. HeoOxifHO momepeqkaTu Malli€eHTiB, 10
IIpY BUHUKHEHHI BiIIOBIMHUX CUMIITOMIB BOHY MAIOTh IIOBIIOMUTH IIPO e jikaps. [Ipy BUHUKHEHH] ¥
Malli€eHTa TaKMUX SBUII JIiKap Ma€ PeTeNIbHO 3BaXKUTH PU3UKM Ta KOPUCTh IPOJOBXKEHHS Teparil
MOHTEIyKaCcTOM.

Eo3uHoinbHi cmaHu: y malieHTiB 3 OpoHXiallbHOI0 aCTMOI0 Ha (OHI MPUIOMY MOHTEIYKACTy MOXKe
PO3BUBATUCS CUCTEMHA €03WHO(DIITisA, sTKa iHOI MPOABIIETHCS KITiIHIYHMMU O3HaKaM¥ BacKYJIiTy, 110
BKa3ye Ha cuHapoM Yepaxka - CTpocca - CTaH, IpU IKOMY 4acTO MOKa3aHa CUCTEeMHa Tepalis
KOPTHUKOCTEepoigaMu. fIK mpaBuJIo, 1ii SBUIIA [TOB A3aHi 3i 3MEHIIEHHSM 03U IIePOpPaIbHUX
KOpPTUKOCTepPoiniB. JIikap Ma€e yBakHO BifCTeXKyBaTH CTaH MallieHTa 3 METOI0 CBOEYACHOT 0
BUSBJIEHHS] CUMIITOMIB €03UHO(DINil, BACKYTITHUX IKIPHUX BUCHIIIB, @ TaKOXK [IOCUIEHHS JIET€HEBO1
CHMIITOMATHKH, YCKIIagHEeHDb 3 O0KY cepist Ta/a0o HelpomaTil.

JleBOLle TUPU3UH

3 00epexXHiCTIO 3aCTOCOBYBATH IallieHTaM i3 XpOHIYHOI0 HUPKOBOIO HEIOCTATHICTIO (HE0OXimHa
KOPEKIIis pPeXUMy HO3yBaHHS) Ta MallieHTaM JIiTHbOTO BiKY (MOXK/IMBE 3HUXKEHHS KITy00YKOBOI
GbinbTparril).

[Tpu3Hayaloyy IpernapaT 3a HasgBHOCTI Y Malli€HTiB IeBHUX (HaKTOPiB, 10 TPOBOKYIOTh 3aTPUMKY
ceui (HampuKaj, TPAaBMU CIIMHHOTO MO3KY, TilepIiasis mepeaMixypoBoi 3ao3u), HeoOxigHo OpaTu
[0 yBary, IO JIeBOIETUPU3UH 30i/IbIIye PU3UK 3aTPUMKH CEUi.

Cnip goTpuMyBaTuCs 00epeKHOCTI IIpU MpU3HaYeHH] JTiIKapChKOT0 3aco0y malieHTaM 3 eTliJIeTCielo Ta
PU3UKOM BUHUKHEHHS CYAOM, OCKIJIbKY JIEBOLIETUPU3UH MOXKE BUKJIMKATU IOCUJIEHHS CYLOM.

AuTHTiCTaMiHHI IpenapaTy NPUTHIYYIOTH BiANOBiAL Ha MIKipHY aneprigny npoby, ToMy nepeq i



IIPOBEIEHHSIM IIPUMOM IIpellapaTy HeoOXigHO MPUNUHUTY 3a 3 OHi [0 JOCIifXKeHHS (1epiof
BUBEMEHHS).

CBep0ix MoXe 3’'SIBUTHUCS MiC/ISI MPUIMHEHHS 3aCTOCYBaHHS JI€BOLETUPU3UHY, HABITh SKIIO IIi
CUMITOMHU He Oy HasBHI [0 MOYATKY JiKyBaHHSA. CUMITOMU MOXKYTh 3HUKHYTH CaMOCTiHHO. Y
IesIKUX BUMIaJKaX CUMITOMU MOXYTh OyTH iHTEHCUBHUMHU i MOXke OyTH OTpiOHa MOBTOPHA Teparis
IIpernapaToM IiCis IPUIUHEHHS.

B xopi KTiHIYHUX OOCHiAKeHb ITOBIAOMIISANIOCS IIPO BUMIAAKW BUHUKHEHHS Y OesKUX MallieHTiB Ha (HoHi
IPUHOMY JIEBOIETUPU3UHY COHIMBOCTI, MigBUIIEHO] BTOMJIIOBAHOCTI Ta 3araibHoi cjabkocTi. Crif
noriepeKaTy MallieHTiB, IO ITifl Yac ITiKyBaHHS IIpelapaToM CJIii YHUKATU 3aHATh, SIKi MOTPeOyIoTh
IiABHUIIEHOI pO3YMOBOl aKTUBHOCTI Ta TOYHOI KOOPAMHAIIl PyXiB, 30KpeMa po00TH 3 MexaHizMaMu abo
KepyBaHHS TPaHCIOPTHUMHU 3acobamu. ITim yac Teparmii 1eBoleTHPU3NHOM HEOOXiTHO YHUKATH
BXXUBAHHS aJIKOTOJII0 Ta IPUXOMY OelPeCcaHTiB IeHTpaibHol HepBoBol cucteMu (LJHC), ockinbku npu
IIbOMY MOXKYTh CIIOCTEPIraTHCS JOMAaTKOBE 3HMUKEHHS aKTUBHOCTI Ta MMOCUJIEHHS IPUTHIYeHHS
missnpHOCTI LTHC.

[Ipemnapat ['meHueT EgBaHCc MICTUTE J1aKTO3Y, TOMY He CJIifi 3aCTOCOBYBaTH MOTO MalliEHTaM 3 TaKUMU
PiOKiCHMMU CITafKOBUMU 3aXBOPIOBAHHSIMHU, SIK HEIIEPEHOCUMICTh ralaKTO3H, JTaKTa3Ha
HeIOCTATHICTh a00 CUHIPOM ManbaOCopO1ii TTI0K03U-TaTaKTO3MU.

Jlikapcekui 3acib mictuTh MeHie 1 MMoJb (23 Mr) HaTpilo Ha TabeTKy, TOOTO MPaKTUYHO BiTbHUAN
Bifl HaTpIit0.

3acmocy8aHHA nauieHMam AimHb020 BikKY.

MonTenykact

Kopuux BigmiHHOCTEH y podini 6e3meyHocTi Ta eeKTUBHOCTI ITPX 3aCTOCYBAHHI IIbOT0 3aco0y
JiTHIM Ta OinbIl MOJOOUM IallieHTaM He CIIOCTepiranocs, i y KiiHiuHil npakTHUIli He 3apeeCcTPOBaHO
JKOOHUX CBig4YeHb, sIKi BKa3yBanu O Ha BiIMiHHICTE BiATOBigi Ha 1e# 3aci0 y I[UX ABOX IOMYJISIIN,
IIPOTE HASIBHICTD Y IeSIKUX JITHIX MallieHTiB OilbIl BUCOKOI YyTIUBOCTI IO IIbOTO 3aCO0y HE MOXKE
OyTu BUKJTIOUEHa.

JleBoLle TUPU3UH

KinpkicTh malieHTiB BIKOM Bifj 65 POKiB TP IPOBENEeHH] KIIHIYHUX AOCIIIXKEHb i3 3aCTOCYBaHHIM
JIEBOLIETUPU3UHY [JIST KOKHOI'0 CXBaJIEHOT0 TOKa3aHHs Oyla HeJoCTaTHbLOO [T TOTo, 1100 3’sCyBaTH,
yu Oypne ixHs BifIOBigL Ha Teparilo Bifpi3HATHUCS Bif Takol y 6inbil MOJIOAUX NalieHTiB. B KniHiuHik
IIPAKTHIII He 3aPEeECTPOBAHO XKOMHUX CBiqYeHb BiTMiHHOCTI BifmoBifi Ha 1e# 3acib y miTHiX Ta GinbIn
MOJIOAMX TallieHTiB. B 1inoMy migbupatu mo3y AJis JTiTHIX malieHTiB cif 3 00epekHiCTIo; SIK IIPaBUIIO,
[IOYMHATY TepaIllilo CJIif 3 HUKHLOI'0 3HaYeHH [ialla30Hy PEeKOMEHI0BaHUX 03, BPaXOBYIO4Y, 110 Y
TaAKMX MAIliEHTIB CIIOCTEPIiraeThCst OibIN BUCOKA YaCTOTA BUMAOKIB 3HUKEHHS (QYHKITN MediHKy,
HUPOK ab0 cepIlsi, a TaKOXK CYMYTHIX 3aXBOPIOBaHb i OHOYACHOTO MIPUUOMY iHIIUX JTiKapChbKUX
3aco0iB.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

IToCcTOBipHUX Ta HAJIE’KHUX YHHOM KOHTPOJIbOBAaHUX KJIIHIYHUX AOCHIAXKEHb 3aCTOCYBaHHS IIbOTO
JiKapChKOT0 3aCc00y BariTHUM KiHKaM He ITPOBOAUIIOCS. 3aCTOCYBAHHS y Iepiof] BariTHOCTI
IIPOTUIIOKA3aHO.



I'odysanHA 2py00r0. BpaxoByiouy, 110 6araTo TiKapchbKuX 3ac00iB eKCKPETYIThCS B IPyAHE MOJIOKO
y XKiHOK, fKi TOyI0Th TPYAII0, IIPH HEOOXiMHOCTI 3aCTOCYyBaHHS IIperapaTy TOAyBaHHS TPYAOIO CIIifl
IPUTTUHUTH.

30amuicmb 8niusamu Ha weudKicme peakuyii npu kepysaHHi aamompaHcnopmom abo pobomi 3
[HWumu mMexaHiamamu.

Hisskux mocmimkeHs o0 BIIKBY (ikcoBaHOI KOMOiHAaIlil 103 MOHTENIYKACTY i JIEBOIIETUPU3UHY Ha
3MaTHICTh KepyBaT aBTOMOOisIeM abo MmpalffoBaTu 3 iHIIMMU MeXaHi3MaMHU He ITPOBOAMIIOCE. [lesKi
NaLiEHTU MOXKYTh BiT4yBaTU COHIMBICTD, MiABUILEHY BTOMY i cabKicTh npu Teparii
neBoleTUpU3nHOM. [lalfieHTaM cilifg yTpHMyBaTHUCS Bifl KepyBaHHS aBToMO0OisieM Ta Bifg po6oTu 3
TIOTEHIIHHO Hebe3MeYHNMH MeXaHi3MaMH IIif Yac JiKyBaHHs npemnapaToM [ eHueT EgBaHc.

Cnocid 3acmocyeaHHsi ma do3u.

Ins mopocnux Ta AiTed BikoM Bif 15 pokiB pekoMeHmoBaHa fo3a - 1 TabneTka Ha mo0y, BBeuepi,
He3aJIekKHOo Bif mpuiiomy ixi. Tab1eTKH KOBTAIOTh I[IIMMU, He p03kKO0BYI04Yd. Kypc NiKyBaHHS
CTaHOBUTH 14 mHIB.

ITayieHmu AiMHbO20 BIKY

PexoMeH0BaHO KOPEKIIiIO 03U [JIS MalliEHTiB IITHROTO BiKYy 3 MOPYIIEHHSIM (DYHKIII HUPOK
IIOMIPHOTO Ta TSIXKKOT'0 CTyIIEHS.

ITauieHmu 3 HUPKOBOIO HEAOCMAamHicmio
[HTepBanu J03yBaHHS IMOBUHHI Mig0upaTHCs iHOUBIAyanbHO 3amexkHO B GyHKHil HUupok (pIIKD -
PO3paxyHKOBA LIBUAKICTh KITy00UKOBOI inbTpariii). 3BepHITLCS A0 TAOIUIl Ta BigperyonTe 103y, K

3a3HAa4Y€HO.

Kopexk1iist o3u npenapaty AJist XBOPUX i3 mOpylIeHHAME GYHKIIII HUPOK

I'pyna pIIK®, mn/xB Ilo3a Ta KinbKiCTh IPUMOMIB
HopmanbHa QyHKIis HUpoK = 90 1 Tabnetka 1 pa3 Ha mo0y
[TopymieHHs nerkoro crynens 60 - < 90 1 Tabnetka 1 pa3 Ha moby
[Topy1ieHHSs TTOMipHOTO 30 - <60 1 TabneTtka 1 pa3 Ha 2 moOu
CTyTIeHS
Pi3ke 3HMXKEHHS QYHKIIII 15-< 30 1 Tabnetka 1 pa3 Ha 3 moOu
HUPOK (He moTpebyIOTH miasnisy)
TepMmiHanbHa CTamis HUPKOBOI < 15 [IpoTumnoka3aHo
HeIOOCTATHOCTI (moTpibHe NMiKyBaHHS

IiamizoM)

HiTsMm i3 mopymeHHIMYU (YHKIIII HUPOK 403y IpelapaTy Cllifg KOPUT'yBaTH iHAUBIAyaIbHO 3
ypaxyBaHHSIM HUPKOBOI'O KJIIpEHCY IallieHTa Ta ¥oro Macu Tifa.

CrermudiyHuX JaHUX 1I[00 3aCTOCYBAHHS IIpenapaTy AiTSM 3 MOpyIIeHHsIMU QYHKIIII HIPOK HeMaE.



ITauienmu 3 nevyiHK080W HedocmamHicmio

XBOpUM i3 NeYiHKOBOIO HEJOCTATHICTIO KOPEKIIisl peXKuMy 03yBaHHSA He MOTpiOHa. XBOpUM i3
IIeYiHKOBO Ta HUPKOBOK HENOCTATHICTI0 KOPUTYBATU PeXKUM [03yBaHHS CJIif BIATIOBIIHO OO
HaBe[eHOl BUlle Tabmui.

Himu.

[IpemapaT 3aCTOCOBYIOTH AiTSIM BiKOM Bif 15 pOKiB.

Ilepedo3yeanns.
MosTenykact

Ha eyt yac cnenudigyarx peKOMeHallii 3 JIiKyBaHHS Iepef0o3yBaHHsI MOHTEIYKacTy HEMaAE.
[ToBimOMIIANIOCS PO BUMAAKU TOCTPOTO IIepeno3yBaHHsI MOHTEIYKacTOM B IIepiof
IIOCTMapPKETUHI0BOI'0 CIIOCTEPEXKEHH Ta IIiJl Yac IPOBeleHHd KIIIHIYHUX AOCIiAXKEHb. [0 Ynciia
TaKUX IIOBIAOMJIEHb BXOMSATH IIOBIIOMJIEHHS IIPO BUIIaAKU IIepPEf03yBaHHS y HOPOC/IUX Ta AiTed Mmicis
3aCTOCYBAHHSIM TaKuX BUCOKUX 103, iK 1000 Mr. [JaHi KniHiyHUX Ta 1abopaTopHux 06CTeXkeHb
y3romxKyBanucs i3 mpodinem 6e3MeYHOCTi A JOPOCIUX Ta AiTel. Y GinbIIOCTi 3apeecTpoBaHUX
BUIIQIKiB ITepefo3yBaHHs TIXKKUX HebaXkKaHUX peakllii He criocTepiramocs. Haubinbmr yacTi
HeOaxkaHi peakilil y3rogxKyBasnucs i3 mpodinem 6e3meyHOCTi MOHTETYKACTY i BKI0o4asu Oifb y
JKMBOTi, COHIUBICTD, CIIpary, ToOJ0BHUM 6inb, 610BaHHSA Ta ICUXOMOTOPHY TillepaKTHUBHICTb.
HeBimomo, u1 BUBOIUTHCS MOHTENIYKACT 3a [OIIOMOTI0I0 IIEPUTOHEAIBHOTO Aiasidy abo reMopiamiay.

JIiKyBaHHS CUMIITOMaTHAYHE.
JleBoLe TUPU3UH

[ToBimoMIIsAIOCS PO BUMAAKM IlepPefo3yBaHHS JIEBOLETUPU3NHOM. CUMIITOMU ITepef03yBaHHS
MOXKYTb BKJIIOYATH Y HOPOCIIUX COHJIMBICTh, @ ¥ OiTEH - CIIOYaTKy CTaH 30y[KEHHS Ta 3aHETIOKOEHHS
3 ITOMAJILIIIUM PO3BUTKOM COHJIMBOCTI. BimoMoro cnenugiyHOro aHTUAOTY [0 JTEBOLIETUPU3UHY HE
icuye. IIpu mepeno3yBaHHI peKOMEHIYETHCS CUMIITOMAaTHYHA ab0 MigTpuMyBasibHa Tepalris.
JIeBOLETUPU3UH HE BUBOOUTHCS IIPU Hiamisi.

ITobiuni peakuii.
MoHTenykacT

Y Tabmnuii HUXKYe TpefcTaBieHo HebaxKaHi peakilii, mpo sKi MOBiIOMIISIOCS ¥ PaMKax
IIOCTMapKeTUHTOBOTO CIIOCTePeXeHHs. YacToTa BUHUKHEHHST HebaxKaHUX SBUII OLiHIOBAJIacs Ha
OCHOBI MAHUX BiANOBIMHUX KITIHIYHUX OOCIIiAXKEHb.

Cucrema - Opran - Kinac He0OaxkaHi ssBuIa Yacrorta*
IHdexkmil Ta mapa3uTapHi  [HGeKIis BEPXHiX OUXalTbHUX LIISXiB [lyxe 4yacTto
3aXBOPIOBaHHS



Po3napu 3 60Ky KpoBi Ta [TigBulilleHa CXUIBHICThL A0 reMOpariuyHuX SBUIIL Pigko
miMmbaTHYHOL CUCTEMHU TpombornuToneHis Hyxe pigko
Po3napu 3 60Ky iMyHHOI Peax1ii rinep4yTAMBOCTI, BKITI0Ya0Un Heuacto
CUCTEMU aHadimakcito
EosuHodinbpHa iHDinbTpanis medinku Lyxe pigko
Po3napu 3 00Ky NCUXIKH Posnagu cHy, BKIIOYAOUM HiYHI KOIIMaPH, HeuacTto
6e3CoHHS, COMHaMOyTi3M, IPaTiBIUBICTE,
TPUBOXKHICTh, HECIIOKil, 30yAKEHHS, arpeCUBHa
moBefiHKa abo BOPOXKIiCTh, Aempecis
[IcuxoMOTOpHA TillepaKTUBHICTL, TPEMOP, TUK Pinko
TamiormHalii, cyinupanbHi IyMKH Ta cyiuupganbHa [lyxKe pifko
[I0BE[iHKa, Ne30pieHTalisd, IOPYILIeHH yBary,
noTipIieHHs naM’gaTi, 06CeCUBHO-KOMITYJIbCHBHI
CUMIITOMH, AucheMis
Po3napu 3 00Ky HEPBOBOI ~ 3amaMOpOYeHHS, MJISIBICTh, COHJIUBICTh, TOJIOBHUK HedacTo
CUCTEMHU Oinb, mapecTesig/rinecresis, cynoMu
[TopymenHs 3 00Ky cepis IlocuneHe cepleOUTTS Pigko
Po3napu 3 60Ky HocoBa kpoBoTeua HeuacTto
PECIIPATOPHOL CHCTEMH, CunppoMm Yepaxa - Ctpocca (CHC), nerexesa Hyxe pigko
OpPTaHiB IPYyAHOI KJITKYU Ta QL
: e03uHOoDimisa
CepenoCTiHHA
Po3napu 3 00Ky minyHKOBO- [liapesi, HymoTa, 6/10BaHHS YacTto
KHUIIIKOBOI'O TPAKTY CyxicTb y POTIi, AUCHENCisa HeuacTto
lemaTtoOinmiapHi po3nagu  IligBUIEHHS CHPOBATKOBUX PiBHIB TpaHCcaMiHa3 YacTo
(AJIT, ACT)
lemaTuT (BKIIIOYa0YY YpaXKeHHS [TeYiHKU Iyxe pigko
X0JIECTATUYHOT0, FeTIaTOLEII0JIAPHOI0 Ta
3MIIIIaHOT0 TeHe3y)
Po3napu 3 Ooky mwikipu Ta IlIKipHi BUCUTIAaHHS YacTto
HiAIIKIPHOI KITITKOBUHHU CuHIli, KponuB'gHKa, cBepOiK Heuacto
AHTiOHEBPOTUYHUY HaOpSIK Pinko
By3noBa epuTema, My/IbTU(QOpPMHa epuTeMa Lyxe pigko
Po3napu 3 00Ky omopHO-  ApTpaUiris, Mianris, B ToMy 4ucii M’'s130Bi ca3mu HedacTo
PYXO0BOI'0 anapary,
CIIOJIyYHOI TKaHUHU Ta
KICTOK
Po3napmu 3 00Ky HUPOK Ta EHype3 y miTen Heuacto
CEYOBHUBIOHUX IIISIXiB
3aranbHi po3nagu JInxoMaHKa YacTto
Heuacto

3arajbHa CJIA0KICTh,
IMiaBHUIIIEeHA
BTOMJIIOBAHICTD,
3arajibHe

He3IyKaHHS, HA0pAKH

*JacToTa BU3HAYAETHCA AK: AyxKe dacTo (=1/10); gyacto (Big =1/100 go <1/10); HewacTo (Big =
1/1000 mo <1/100); pimko (Big =1/10000 mo <1/1000); my=xe pigko (<1/10000).

JleBOLe TUPU3UH



[ToBimomsiiocst TPo Taki HeGaxKaHi peakiril, 10 CIOCTePiraaucs B X0/i KITIHUWYHUX OOCITiIKEHb:

yacTo (Big >1/100 go <1/10) - ronoBHU#M 6inb, COHNUBICTH, CYXiCTh y POTI, IifBUILIeHA
BTOMJTIOBAHICTB;

HedacTo (Big = 1/1000 mo <1/100) - 3aranbHa cnabKicTh, Oib y KHUBOTI.

Kpim BuIeBKa3aHux HeOaxkaHUX Peakiliii, 3apeeCTPOBaHUX IIif] Yac KITIHIYHUX JOCTiIKeHb, TaKOX
TIOBiHOMIISITIOCS IIPO PifKiCHI BUMTagKW BUHUKHEHHS HUXKYe 3a3HaueHUX HeOakaHUX peakllil,
3apeeCTPOBaHUX Y IIePiof MOCTMAapPKETUHIOBOTO CIIOCTEPEKEHHS.

3 00Ky iMyHHOI CUCTEMH: peakllil Tinep4yyTAXBOCTI, BK/II04Yal04Yu aHadimakciio.

3 OOKY IICUXiKM: arPpECUBHICTD, 30yIKEHHS, TOPYIIeHHs CHY, TaJllolHallii, Jenpecis, 6e3COHHS,
cyluxMpanbHi OyMKH, HiYHi KOLIIMapH.

3 00Ky HEPBOBOI CHCTEMHU: Cy[IOMH, HETIPUTOMHICTh, TPEMOP, AUCTEB3isl, BEPTUTO, COHJIUBICTh,
ronoBHUY 0inb, MigBUINIEHA BTOMITIOBAHICTE, C1abKiCTh, aCTeHis, TapecTesisi, 3aIaMOPOYEeHHS.

3 00Ky opraHiB 30py: IOPYIIeHHS 30PY, HEYITKICTh 30pY, OKyIOTipallis.
3 00Ky CepIieBO-CyIUHHOI CUCTEMU: IIOCUIIEHEe CepIeOuTTs, TaXiKapmis.
3 00Ky pecrnipaTOpPHOi CHCTEMH, OPTaHiB I'PYMHOI KJIITKK Ta CEPeIOCTIHHS: 3aquIllKa.

3 00Ky IIIYHKOBO-KHUIITKOBOTO TPAKTY: HYMOTA, Hiapes, O/F0BaHHS, 3aI0p, HiIBUIIEHUHN alleTuT,
CyXicTb y poTi, Oifib y KUBOTI.

lemaToGinmiapHi po3maau: remaTur.
3 60Ky HUPOK Ta CEYOBUMINBHOI CUCTEMU: IU3YPis, 3aTPUMKa Cedi.

3 00Ky LIKipU Ta MiAIKiPHOI KIITKOBUHU: aHTIOHEeBPOTUYHUM HAOPSK, CTiKa MeAMKaMeHTO3Ha
epuTeMa, cBep0iXkK, BUCUTIAHHS, KPOIIUB' THKA.

3 00Ky OTIOPHO-PYXOBOTO amlaparTy, CIIOIYYHOI TKaHWHU Ta KiCTOK: Mia/risi, apTpanris.
3azanvHi nopyweHHs: HabpSK.

Peszyavmamu o6cmediceHb: 30iNbIIEHHS MacCH Tila, BiTXUIEHHS Bil HOPMHU ITOKA3HUKIB QYHKITiI
IIeYiHKH.

Onuc okpemux nobiyHUX peakuyili: MOBITOMIISITIOCS IPO CBEPOiXK MiciIs MPUITUHEHHS 3aCTOCYBaHHS
JIEBOLIETUPU3UHY.

Tepmin npudamHocmi.

2 POKH.



YMoBu 30epiranssi.
36epiraTu B CyXOMy, 3aXHMIIEHOMY Bifi CBiT/Ta MicIli mpu TemnepaTypi He Bute 30 °C.

30epiratu B HEAOCTYIIHOMY IJISI OiTEW MicCIIi.

Ynakoska.
[To 14 a6o 28 TabneToK y MIaCTUKOBOMY KOHTeHHEpPi Y KAPTOHHIN KOpOoOIIi.

B KoXHUIT KOHTEWHEP Pa3oM 3 TableTKaMy BKJIa[eHO MOTiIMEePHUY IIUJIIHAD 3 BOJIOTOIOTINHAYEM
(cumikarens).

Kareropis Bigmycky.

3a perenTom.

BupOOHHUK.

I'menmapk ®apmaceiotukan3s JIta. / Glenmark Pharmaceuticals Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.
Ceno Kimannypa, bagni-Hanarapx Poyn, texcin Bagni, p-u Conas, (X.I1.) 173 205, [agis /

Village Kishanpura, Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan (H.P.) 173 205, India.



