IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

I'JIEHOET

(GLENCET)

Cxnao:
ditoua pevosuHa: levocetirizine;
1 TabmeTKa MiCTUTD JIEBOLIETUPU3UHY TUTIAPOXJIOPUIY 5 MT;

0ONoOMIdICHI peyo8UHU: TaKTO3W MOHOTIApAT, eJi0jI03a MiKPOKPHUCTaJliYHa, KPEMHIIO TiIOKCUT
KoJIoigHuM Oe3BomHUM, MarHito cteapat, Opadry white (Opadry Y 1-7000): Tutany miokcun (E 171),
[IOJIie TUJIEHT IiKOIb, TiIPOMENo3a.

Jlikapceka ¢popma. TabneTku, BKPUTI 000JI0HKOIO.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: 6iIOT0 KOIbOPY OBaJIbHI ABOOMYKJTi Ta0NETKH, BKPUTI
000JIOHKOI0, 3 JIiHi€I0 PO3710My 3 0OOHOTO GOKY Ta rIafeHbKOI0 II0BePXHeEIo 3 iHIoro 00Ky, 3 HalluCOM
«G» 3 000x 00KiB Bif MiHii po3nomy.

®apMakKoTepaneBTUYHa Irpyna.
AnuTuricTaminHi 3acobu [7Ig CUCTEMHOTO0 3aCTOCyBaHHS. [ToxigHi mimepa3uny.

Kox ATX RO6A E09.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

JIeBOLIETUPHU3UH - Ile aKTUBHUY CTabiNnbHUN R-eHaHTiOMED LIETUPU3UHY, 1[0 HAJIEXKUTh 10 TPYIH
KOHKYPEHTHUX aHTaroHicTiB ricraminy. ®apmakosoriysa fisi 3ymMoBieHa 0710KyBaHHAM H;-
ricramiHoBUX penenTtopiB. CrnopigHeHicTs 70 H,-rictaMiHOBUX PELIENITOPIB Y JIEBOLIETUPUIUHY Y 2
pasu BUIlla, HiXK y LeTUPU3NHY. BrinuBae Ha ricramMiH3anexkHy CTafiil0 pO3BUTKY allepriyHol peakiiii,
3MEHIIYE Mirpatio e03uHoGiNiB, CyTUHHY IPOHUKHICTL, 00MeXkKy€e BUBITbHEHHS MefiaTOpiB
3amaneHHs. [Tonepeakae PO3BUTOK Ta IMOJIETIIYE Iepebir amepriiHuX peakiliii, YUHUTD
aHTHEKCYOaTUBHY, MPOTUCBepPOiKHY, IPOTHU3aNaabHy [if0, MaiixkKe He YMHUTb aHTUXOJIiIHEPTidyHOol Ta
QHTUCEPOTOHIHOBOI mil.



dapmakoKiHemuxka.

dapMaKOKiHETHUYHI ITapaMeTPH JIEBOLEeTUPHU3UHY MalOTh JIiHIMHY 3a/1€KHICTh Ta He 3aj1eXkaTh
Bil MO3U Ta 4Yacy i Mal0Th HU3bKY BapiaOeNbHICTD Y pi3HUX mallieHTiB. ®apMaKOKiHeTUYHUM
mpodink TPy BBEEHHI EAUHOT0 eHaHTioMepa TaKWi caMuM, K i IpK 3aCTOCYBaHHI
1eTUPU3UHY. Y npolieci abcopbiiii abo BUBEOEeHHS HEe CIIOCTEPITaeTLCS XipanbHOI iHBEPCil.

Abcopbuis. TlpemapaT IIBHIKO BCMOKTYEThLCS IIPY 3aCTOCYBAHHI BHYTPIIIIHBO, BXKUBAHHS 1XKi He
BIIJIUBA€E Ha CTYIiHb BCMOKTYBaHHS, ajle 3HUKYE MOTO MIBUAKICTh; OiogocTymHicTh gocsirae 100 %. ¥
50 % xBOpUX [ig IpeliapaTy PO3BUBAETLCA Yepe3 12 XBUJIKH MiCIIs IPUKUOMY OTHOPA30Bol1 J03H, a ¥
95 % - uepes 0,5-1 roguHy. MakcuMasbHa KOHLIEHTPaLlisd y cupoBatLi Kposi (C,,,,) JoCATaeThCA
yepe3 50 XBUJIMH IIiC/IA OGHOPA30BOI'0 MPUIOMY BHYTPIIIHEO TEPANEBTUYHOI J03U. PIBHOBaXKHa
KOHIIEHTPAIlig y KPOBIi OCATAETHCA ITiCid 2 gHiB mpuiiomy. C,.. CTaHOBUTH 207 HI/MJ HiCNIA
OHOPAa30BOr'o 3acToCcyBaHHS 1 308 HI/MII - micyis MOBTOPHOTO 3aCTOCYBAHHS Y 031 5 MT
BiAIIOBIAHO.

Po3no0ia. BigcyTtHs iHdopMaliist om0 PO3MOIily Ipernapary y TKaHHHaX JIIOIUHY, @ TAKOXK II0I0
IIPOHUKHEHHS JIeBOIIETUPU3UHY KPi3b reMaToeHedaniunuit 6ap’ep. Y gocmigKeHHAX Ha TBapruHAX
HalibinbIlla KOHI[eHTpallis 3adikcoBaHa y IediHlli Ta HUPKaX, a HallHUK4a - y TKaHWHAaX IIeHTpabHOl
HEPBOBOI CUCTeMHU. P0o3Mofin neBoeTupu3nny o0MexkeHn#, TOMy 110 00’eM po3mofiny ctaHoBuTh 0,4
n/kr. 3B’s13yBaHHs 3 6inmkaMu mma3mu Kposi - 90 %.

Memab6o.i3m. B opraHismi TOOUHA piBeHb MeTa00IIi3My CTAaHOBUTL MEHII Hix 14 % Bif go3u
JIEBOLIETUPU3UHY, TOMY OUiKY€EThCS, 110 BiIMIHHICTh ¥ pe3yNbTaTi TeHeTUYHOTOo oJiMopdizmy abo
CYIIyTHBOTO IIpuiioMy hepMeHTHUX iHTi0iTOpiB Oyne He3HauHOI0. [Iporec MeTabosi3My BKIIIOUA€E
apoMaTHuHy okcupauito, N- ta O-geasnkilyBaHHS i CIOJIy4YeHHS 3 TAYPUHOM.

[eankimyBaHHS-BinOyBaeThCA HacaMmrepeq 3 y4acTio nutoxpoMy CYP 3A4, y Toit yac Sk y
IIpolleci apoMaTHYHOI OKCUMIAIlil 3afisHa ITijla HA3Ka IUTOXPOMHUX i30(popM. JIeBOIIETUPHU3UH HE
BIIJINBA€ Ha aKTUBHICTh IUTOXPOMHUX i30¢pepmeHnTiB 1A2, 2C9, 2C19, 2D6, 2E1, 3Ady
KOHIIEHTpALligX, 1[0 HaBiTh I€PEBUIIYIOTh IiKOBI IiCIg MPUIOMYy 403U S5 MTI IIepopaibHO. BpaxoByrouu
HU3BKUU CTYMiHb MeTab0i3My, BiICyTHICTh IOCUIEHHS IPUTHIYYBaIbHOI il, B3aEMOMis
JIeBOLETUPU3NHY 3 IHIMMMU PeYOBUHAMH (i HaBIaKW) MaTIOMMOBIpHA.

BueedenHs. EKkckpeliist Tpemnapary BifOyBaeThCS B OCHOBHOMY 3@ PaxyHOK KIy00YKOBOI (inbTparrii
Ta aKTUBHOI KaHaJIbIIeBO1 cekpelrii. [lepion HamiBBUBeneHHS 3 m1a3mu Kposi (T,,) CTaHOBUTE 7,9 +
1,9 rogunm. T,,, KOPOTIINHY Yy [AiTEX MOJIOAIIOTrO BiKy. CepeniHill 0YeBUHUN 3arajibHUN
KJIipeHC ¥ gopocnux cTaHoBuTh 0,63 MII/XB/KT. BuBeieHHS J1€BOIIETUPHU3UHY Ta KOro MeTabOoJIiTiB 3
oprasi3my BinOyBa€eThCsl B OCHOBHOMY i3 ceuelo (BUBOOUTHLCS ¥ cepenHboMy 85,4 % 3acTocoBaHOI
no3u). 3 dhekamisMu BUBOOUTHLCS nuie 12,9 % 3acTocoBaHOI HO3M.

Ocob.ausi nonyasauii
ITauieHmu i3 nopyweHHAMU QyHKUYil HUPOK

OueBugHMI KITIPEHC JIEBOLIETUPU3UHY KOPEIIIOE i3 KiipeHcoM KpeaTuHiny (KJI,). Tomy manienTam i3
TIOMIPHUMMU Ta TSIXKKUMU IOPYLUIEHHSMU (QYHKII HUPOK PEKOMEHAYETHCS MinbupaTy iHTepBaIu Mix
IpUIOMaMHy JIeBOLleTUPU3KHY 3 ypaxyBaHHaM KJI . TIpu anypil y nauieHTis i3 TepMiHaIbHO CTaAi€r0
3aXBOPIOBAHHS HUPOK 3arajibHUM KITipeHC 3MeHIyeThCs mpubnu3no Ha 80 % mopiBHSIHO i3
3arajibHUM KJIipeHCOM Y TIaIlieHTiB 0e3 TaKux mopyuieHb. KinbKiCTh 1€BOIETUPHU3UHY, 1110 BUBOJUTHCS
i Yac cTaHmapTHOI 4-TONKWHHOI IIpolLleypH TeMofianisy, craHoBuna <10 %.



EKCKpeTyeThCS B TPYOHE MOJIOKO.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

CuMnTomMaThyHe JIiIKyBaHHS aJIeprivHOro PUHITY, Y TOMY YHCJIi I[IIOPIYHOT O alepriyHoro puHiTy Ta
KPOIIUB THKU.

IIpomunoka3aHHs.

[TigBuIleHa YyTIUBICTh [0 JIEBOLETHPHU3UHY a00 0o OyOb-1KOI1 iHIIIOI CKJIaf0BOI JaHOl JIiKapChKOi
dbopmu, abo Ko OyAb-SKOI MOXigHOI MinepasuHy.

TepmiHanmbHa CTafiss HUPKOBOI HEIOCTATHOCTI (IIBUAKICTh Kiny0oukoBoi ¢inbrpaii (IHK®)
15 mn/xB), 110 moTpebye miamisy.

PigkicHi crtafiKoBi 3aXBOPIOBaHHS HEIIEPEeHOCUMOCTI rajlakKT03H, TaKTa3Ha HeJOCTaTHICTb abo
MIOPYIIEeHHS 3aCBOEHHS TIIOKO3HU 1 raakTO3H.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodilii.

HocnifkeHHS B3a€MOil 1eBOIeTUPU3UHY (Y T.4. 3 iHgyKTopamu CYP3A4) He nmpoBOgumucs.
HocnigxeHHS 3 NeTUPU3UHOM (3'€qHaHHS palleMaTy) [oKa3ay, 1[0 OZHOYaCHe
3aCTOCYBaHHS 3 aHTUIIIPUHOM, [ICeBOepeapUHOM, IUMETUAUHOM, KETOKOHA30JI0M,
€PUTPOMILIMHOM, a3UTPOMIIIMHOM, TJline3unaoM abo fgia3ernaMoM He YUHMUTD KITiHIYHO
3HAQYYLIUX HECTIIPUSATIUBUX B3aeMofiid. CyMiCHe 3acTocyBaHHS 3 TeodininoM (400 Mr Ha
no0y) 3uKMXKye Ha 16 % 3aranbHUi KIlipeHC 1eTUPU3KHY (KiHeTHKa Teo(diniHy He
3MiHI0€ThCS). ITpu mocmigkeHHi 6araTopa3oBOro BBeOeHHsI puToHaBipy (600 Mr 2 pa3u Ha
no6y) Ta netupusuny (10 Mr Ha Ho0y) CTYIiHb €KCIIO3UIIil IIeTUPHU3UHY 30ibIIyBaBCs
npubnu3uo Ha 40 %, Toxi SIK PO3MOfiNl pUTOHAaBIPY mello 3MiHoBaBcs (-11 %) mo
napajeibHOT0 3aCTOCYBaHHA LeTUPU3KHY. HeMae JaHUX 00 IOCUIEHHS e(PeKTy
ceJaTUBHUX 3aco0iB IPU 3aCTOCYBaHHi ¥ TepameBTUYHUX N03aX. AJle CHIifl yHUKATHU
3aCTOCYBaHHS CefaTUBHUX 3aC00iB i 4ac MpuioMy mpemnapary.

BxkuBaHHS iXi He BIIJIMBAE Ha CTYIiHb BCMOKTYBAHHS IIperapaTy, aje OfHOYacCHe BXKUBAHHS iXKi
3HUXKYE MIBUIKICTH #oro abcopouil.

OmHOYaCHe 3aCTOCYBAaHHS LIETUPU3UHY ab0 JIeBOLETUPU3NHY 3 aJIKOT0NIeM abo iHIIMMu
IeTpecaHTaMy [eHTPAbHOI HEPBOBOI CUCTEMHY Y YYT/IUBHUX MAIiEHTIB MOXKE CIPUYUHUTH JOOATKOBE
3HUKEHHS yBary Ta 3[MaTHOCTi 10 BUKOHAHHS POOOTH.

Ocob1ueocmi 3acmocy8aHHs1.



3 06epekHICTIO 3aCTOCOBYBaTH IIpelapar MallieHTaM i3 XpOHIiYHOI0 HUPKOBOIO HEIOCTaTHICTIO
(moTpiOHa KOPEKIIisi PeXXUMY J03yBaHHS) Ta MallieHTaM JIiTHbOTO BiKy 3 HUPKOBOIO HEJOCTATHICTIO
(MOXTTHMBe 3HUKEHHS KIIy004uKoBO1 ¢inbTpartii). [Tig wac 3acTocyBaHHS Mpenapaty CIif
yTPUMYBaTUCS Bifl BXXUBaHHS aIKOTOJIIO.

[Ipy HagBHOCTI y IAIli€HTIB MEeBHUX (HAKTOPIB, 110 MPOBOKYIOTh 3aTPUMKY Cedi (Halpukiiaf, TPaBMu
CIIMHHOT'0 MO3KY, TilepIiasis mepefMixypoBoi 3a103u) HeoOxigHo OyTH 06epeXHUM IIpU
IpU3HaYeHHi ITperapary, OCKiIbKY JIEBOLIETUPU3UH MOXKe 30iIbIINTH PU3UK 3aTPUMKH CEYi.

Jlikapcekuit 3acib ciif 3 00epekXHiCTI0O 3aCTOCOBYBATH TAI[iEHTaM 3 €IiJIeNICiel0 Ta PU3UKOM
BUHUKHEHHS Cy[IOM, OCKIJIbKHM MOT0O 3aCTOCYBaHHSI MOXKe IIPU3BECTU [0 IIOCUJIEHHS Hamafay.

AuTHTiCcTaMiHHI IpenapaTy NPUTHIYYIOTH BiMIOBiAbL Ha IIKipHY anepriyxy mnpoby, TOMy 3aCTOCYyBaHHS
JiKapChKOT0 3ac00y Clig IPUOUHUTH 3a 3 [HI 1o ii mpoBeneHHS (IIepiof] BUBEEHHS).

[TamieHTaM 3 TaKMMU PiOKICHUMU CIIafKOBUMHM 3aXBOPIOBAHHSMHU K HEIIEPEHOCHUMICTh ralakKTo3H,
nedinuT naktasu Jlanna ab6o ManbabcopOilis TII0KO3U-TaakKTO3! He CJIifl 3aCTOCOBYBaTH Iiek
mpemnapar.

MoxXrBa 10siBa CBepOeXKY IIicyisa MPUIMHEHHS 3aCTOCYBaHHS JIEBOLIETUPU3UHY, HaBiTh IKIIO Lel
CHUMIITOM He OyB HasIBHUU [0 NIOYATKYy JIiKyBaHHS. CBepOiK MoXkKe 3HUKHYTH CaMOCTIMHO. Y JesKUX
BUIAKaX BiH MOXKe OyTH iHTEHCHBHUM i MOXKe BUHUKHYTH OTPeba y TOBTOPHOMY JIiKyBaHHi.
CBepbix MOBUHEH 3HUKHYTH IIiCJIS II0YATKy TOBTOPHOTO JIiKyBaHHS.

JleBolleTUPU3UH Y BUTISAAI TabJIETOK HEe 3aCTOCOBYBATH HiTSAM BiKOM [0 6 POKiB, OCKiNIBKY 15
nmikapcbKa (popMa He [la€ 3MOTH MTPOBOIUTH HEOOXimHY KOPEeKIIilo pexXuMy q03yBaHH:. [laHii
KaTeropil maiieHTiB peKOMEeHY€EThCS IPU3HaYaTH JIEBOIIETUPU3HUH Y JTiKapChKiit hopmi, mpupmaTHin
[IJIsT 3aCTOCYBaHHS y TefdiaTpil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHICTE.
IlaHi mpo 3acTOCyBaHHS JIEBOIIETUPU3UHY BATiTHUM XKiHKaM BifCyTHi a00 oOMexeHi (MeHIIe

300 BumapkiB BariTHOCTi). OgHAK 00 LIETUPU3UHY, palleMaTy JeBOIeTUPHU3UHY, BEJTUKUN 00CIT
nauux (6inmpine 1000 BumagkiB BariTHOCTI) OO0 BaTriTHUX XKiHOK BKa3y€ Ha BiICYTHICTh Bafi PO3BUTKY
ab0 TOKCUYHOCTI [7ig T7I00a / HOBOHAPOMXKEHOTO0. [JoCIii>KeHHS Ha TBapHHaX He BKa3yIOTh Ha
npsaMul abo HenpsSMUY IMIKiAIMBUY BIIJIUB Ha BariTHICTh, PO3BUTOK eMOpioHa / IIofa, mojaory abo
TIOCTHATAIBHUHN PO3BUTOK. [Ipyu HEOOXiZHOCTI MOXKHA PO3TISTHYTH MOXKJIMBICTh 3aCTOCYBaHHS
niKapchKOro 3aco0y y nmepiof BariTHOCTI.

[Tepion rogyBaHHS TPYOOIO.

[loBeneHo, 110 LIeTUPU3KH, palleMaT JIeBOLeTUPU3UHY, BUBOOUTHCS 3 OPTaHi3My JIIOOUHU. TOMY €
MMOBIpHICTh €KCKpELlil TeBOLEeTUPU3UHY Y TPYAHE MoJoKo. [To6iuHi peakuii, moB’sg3aHi 3
JIEBOLIETUPU3UHOM, MOXKYTh CIIOCTEPIraTUCS Y HEMOBJIAT, SIKi MepefyBaloTh Ha TPyIHOMY T'OfyBaHHi.
Y nepion rogyBaHHS I'PYAMI0 JTiKapChKuM 3acib Ci1if 3acTOCOBYBaTH 3 00€PEeKHICTIO.



QOepTUNBLHICTS.

HeMmae kniniynux maHux (BKIIOYAIOUM JOCTiAXKEHHS Ha TBAPUHAX) IIOMO0 BIJIUBY JIEBOIIETUPU3UHY Ha
(hepTUNILHICTS.

30amuicmb enausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

[TopiBHSABHI KiTiHiuHI BUPOOYBAaHHS He BUSBUIIM XKOJHUX JOKA3iB TOTO, 10 JIEBOIIETUPU3UH Y
PEeKOMeH0BaHil N03i MOTipliIye yBary, MIBUAKICTh peakilil abo 30aTHICTh KepyBaTu TPAHCIOPTHUMHU
3aco0aMu.

OpHax mesKi maIlieHTH MOXKYTh BiluyBaTH COHIIUBICTh, BTOMY Ta aCTEHIIO Iif Yac JIiKyBaHHS
JIeBOIETUPU3UHOM. TOMY TMallieHTH, SIKi MalOTh HaMip KepyBaTH TPAHCIOPTHUMU 3acobaMu,
3aMMaTHUCS MOTEHIINHO Hebe3MeyHOI0 MisTbHICTIO ab0 mpaIoBaTy 3 MexaHi3MaMH, TOBUHHI
BpPaxoByBaTH CBOIO Peakliilo Ha JlikapChKuii 3acio.

Cnocid 3acmocyeaHHsi ma do3u.
Jlikapchkuit 3aci0 mpu3HavYeHUH A7 IepoPaIbHOT0 3aCTOCYBaHHS.

TabmeTKy HeoOXiZHO KOBTATH IL1iJI010, 3alIMBal0OYX HEBEJIUKOIO KiJTbKiCTIO BOOYU, HE3aIeKHO
Bif BXKMBAHHSA 1Xi.

Llopocai ma dimu 8ikom 8i0 12 pokis
PekomeHmoBaHa m060Ba m03a cTaHOBUTH 5 Mr (1 TabneTka) 1 pa3 Ha mo0y.
IlauieHmu AIMHBO20 BIKY

XBOPUM JIITHBOTO BiKy 3 HOPMaJIbHOIO (PYHKIIi€}0 HUPOK KOPEKIis JO3U Ipenapary He
noTpibHa.

KopuryBaHHS 031 PeKOMEHA0BAHO IMalliEHTaM JIiTHBOTO BiKY i3 MOpPYyIIeHHSIMU (YHKII1 HUPOK Bif
IIOMIPHOTO [0 TSKKOTO CTyIeHs (IuB. po3fin «IlamieHTy 3 HUPKOBOIO HEOOCTATHICTIO).

ITayienmu 3 HUPKOBOK HedoCcmamHicmio

Io3yBaHHS Cif migOupaTy iHOUBiTyanbHO, 3aJIe3KHO Bif QyHKII HUPOK (pIIIK®
[po3paxyHKOBa MIBUIKICTh KITyO04YKOBOI (inbTparrii]), Sk 3a3HavyeHO0 B TaOIUI HUXKYE.

Kopekisi mo3u npenaparTy A HallieHTIB i3 MOPYIIEeHOI0 (QYHKIIEI0 HUPOK

OyHKIIiA HUPOK pIIK®, mi/xB [To3a Ta KinbKiCTb MPUKAOMIB
HopMmanbHa QyHKIIIST HUPOK =90 1 Tabnetka 1 pa3 Ha mobOy
[Topy1ieHHS JIETKOTO CTyIEeHS 60 - <90 1 TabneTka 1 pa3 Ha 0oOy

[Topymenns nomipuoro crynens 30 - <60 1 TabneTtka 1 pa3 Ha 2 moOu



[MopymenHs TsaxkKoro cryneHs 15 - <30 1 TabneTka 1 pa3 Ha 3 mobu
(He moTpibeH miamis)

TepmiHanbHa CTafisl HUPKOBOI <15 [TpoTunokasaHo

HEeITOCTATHOCTI (moTpibeH miami3)

HiTsaM i3 mopylneHHAMEU QYHKIIl HUPOK [03y IIpenapaTy CIil KOPUTyBaTH iHAUBIAYaIbHO 3
ypaxyBaHHSIM HUPKOBOI'O KJIIpEHCY Ta MacCH Tija.

Crnenu@iyHUX JaHUX IOJ0 3aCTOCYBAHHS JT€BOLETUPUIUHY HiTAM i3 mopyIneHHs MU QYHKIII
HUPOK HEMae.

ITauieHmu 3 neyiHK080K HedoCcmamHicmio

XBOpUM BHMHATKOBO 3 II€YIHKOBOI HEOCTATHICTIO KOPEKIIiS PeXXUMY NO3yBaHHA HE
noTpibHa. XBOpUM i3 Te4iHKOBOIO Ta HUPKOBOIO HEJOCTATHICTIO CJIifi KOPUTYBATH PEXKUM
INO3yBaHHS BiATIOBIAHO J0 HaBeOEeHOI BUIlle TaOIuIIi.

ITediampuyHa nonyaauyis

Ilimu sixom 8i0 6 do 12 pokis

PekxomennoBaHa no0OoBa o3a cTaHOBUTE 5 MrT (1 TabneTka) 1 pa3 Ha mo0y.
Ilimu 8ikom 8i0 2 0o 6 pokia

JleBolleTUPU3HUH Y BUTTISAAI TabJIETOK HEe 3aCTOCOBYBATH HiTSAM BiKOM [0 6 POKiB, OCKiNBKY 115
nmikapcbKa (opMa He la€ 3MOTH MMPOBOIUTH HEOOXimHY KOPEKIIilo pexXuMy m03yBaHHs. [laHii
KaTeropil nauieHTiB PeKOMeHAYEThCS IPU3HaYaTH JIEBOLIETUPU3UH Y JTiKapChKid (popMi, mpupaTHii
[JIs1 3aCTOCYBaHHS y TefdiaTpil.

Tpusasicmb 3acmMoOCYyBAHHA

TpuBasnicTs 3aCTOCYBaHHS: MMAlli€HTIB i3 MePiOAUYHUM aleprivyHUM PUHITOM (TPHUBAJiCTh CUMIITOMIB
3aXBOPIOBAHHS CTAHOBUTDH <4 [i0 Ha THUXKJeHbL a00 MPOTATOM MeHIe 4 TUXKHIB) CIif IiKyBaTH
BIZITTOBIIHO [0 3aXBOPIOBAHHS Ta aHAMHe3Y; JIIKyBaHHS MOXKHA [IPUIMHUTH, K0 CUMIITOMHU
3HUKHYTH, Ta MOXKHA BiTHOBUTH 3HOBY IIPU IIOBTOPHOMY BUHUKHEHHI CUMIITOMIB. Y pa3i CTiUKOro
aJIeprivHOro PUHITY (TPHUBAIICTh CUMIITOMIB 3aXBOPIOBAHHST CTAHOBUTE >4 mi0 Ha TUXIEHb Ta
npoTAroM Ginbie 4 TUXKHIB) y Iepiof KOHTAKTY 3 ajiepreHaMu MallieHTy Moxe O6yTU 3alporoHOBaHa
IIOCTiMHa Tepamnisd. [CHye KITiHIYHUY JOCBi 3aCTOCYBaHHS JIEBOLETUPU3UHY IPOTATOM L[OHAUMEHIIIEe
6-MicsYHOrO TepioAy JiKyBaHHS. [Ipu XpOHIYHUX 3aXBOPIOBAHHAX (XPOHIYHUN aJlepriuHU PHHIT,
XpOHiYHa KPONIMB'sIHKa) TPUBAJIICTE JIIKyBaHHS CTAHOBUTH [0 1 POKY (HaHi 4OCTYIHI 3 KITIHIYHUX
OOCHiAXKEeHb IIPX 3aCTOCYBaHHI palleMary).

Himu.

[Tpemapat y BUrnsai TabieTok He 3aCTOCOBYBATH [iTSIM BiKOM [0 6 POKiB, OCKiJIbKY TaKa JlikapchKa
dbopMa He Jae 3MOTH ITPOBOAUTH HEOOXiIHY KOPEKIIiI0 pPeXUMY H0o3yBaHHS. [[aHill KaTeropil naiieHTiB



PEKOMEHIYETHCS 3aCTOCYBaHHS JIEBOLIETUPU3UHY V JTiKapChKUM (opMi, IPUAATHIN 1 BUKOPHUCTaHHS
y nemiaTpil.

Ilepedo3yeanHsi.

CumnmoMu: CHUMIITOMHE TepPefo3yBaHHSI MOXKYTh BK/IIOYATH COHJIMBICTb Y MOPOCIIUX Ta TOYATKOBE
30ymKeHHS i MigBUIEHY OPaTiBIUBICTh 3 HACTYITHOIO COHIUBICTIO Y miTeH.

JlixyeaHHA. CrienmuivHOTO aHTUAOTY A0 JIEBOLIETUPU3UHY HEMAE. Y BUNAKY IOSIBU CUMIITOMIB
Iepeno3yBaHHS PEKOMEHAYEThCI CUMIITOMaTHYHA Ta MiATPUMY0Ya Teparmis. Ciig po3ragHyTH
HeoOXiIHICTh MPOMUBAHHS IIJTyHKa Yepe3 KOPOTKHUH Yac IicJisi 3aCTOCYBaHHS mpenapaty. ['emomiami3
[J151 BUBEIEHHS JIEBOLIETUPU3UHY 3 OpraHi3aMy He e(peKTHBHUM.

ITo6iuni peakuii.

[ToBimoMIsiioch PO Taki moOiyHi peakilii, SKi BUHWKAJH ITiJl Yac KIiHIYHUX OOCITiIXKEeHb
JIEBOLIETUPU3NHY He MeHII HiX y 1 % marienTis (dacto (=1/100, <1/10)) BikoM Big 12 mo 71 poky:

3 60Ky Hepeosoi cucmemu: TOIOBHUM 6iNlb, COHJIUBICTE;
3 60Ky mpasHo20 mpakmy: CyXiCTb y pOTi;
3 60Ky Op2aHiamy 8 uyisnomy: migBUIleHA BTOMJIIOBAHICTE.

Heuacto (=1/1000, <1/100) TakoK MMOBigOMJISITIOCH ITPO aCTeHito Ta Oitb y KUBOTI.

[ToBimoMIsinoch PO Taki moOiyHi peakilii, SKi BUHUKAJH ITiJl Yac KIiHIYHUX OOCITiIXKEHb
TIEBOLIETUPU3UHY He MeHII HiXK y 1 % miTe#t BikoMm 6 - 11 micsmiB Ta y miTe# BikoM Bim 1 mo 6 POKIB:

3 60Ky mpasHo20 mpakmy: miapesi, OI0BaHHS, 3aI0p;
3 60Ky Hepeosoi cucmemu: COHIIUBICTD;

3 60Ky ncuxiku: MOPYIIEHHS CHY.

[ToBimoMIsiioch PO Taki moOiyHi peakilii, SKi BUHUKAJH il Yac KIiHIYHUX OOCIiIXKEHb
JIeBOLIETUPU3UHY He MeHII HiX ¥ 1 % miTeii BikoM Bif 6 70 12 poKiB:

3 60Ky Hepeosoi cucmemu: TOJIOBHUM 0iNlb, COHJIUBICTS.

Y micnsipeecTpauiiHoMy mepiofi TaK0XK MOBIIOMIISIOCS IIPO PO3BUTOK HUXKYEIepeTidyeHux Mo0iuHux
peaxiriii. [To6iuHi peakiril BKa3aHi 3a KJlacaMM CUCTEM OpraHiB, 3rimHo 3 MedDRA, Ta 3a 4acTOTOIO:
oyxe 4acto (=1/10); vacto (=1/100, <1/10); mewacto (=1/1000, <1/100); pigxo (=1/10000,
<1/1000); nyxe pigko (<1/10000); gyactoTa HeBigoMa (He MOKHa BU3HAUYUTU 3a HaSsBHUMU JaHUMHU).

3 6oky imyHHOI cucmemu:



YyacTOTa HEBifloMa - MifBUIEeHAa YYTIUBICT, Y TOMY YKCII aHadinakcis.
3 6oky memaboai3aMy ma Xap4yB8aHHA:

YacTOTa HeBifoMa - MiIBUILIEHUN alleTUT.

3 6oky ncuxiku:

YyacToTa HeBifjoMa - arpecisi, 30y[KeHHSs, rajoluHallii, nenpecis, 6e3COHHS, CyiluaanbHi OYMKH,
JKaXJIUBi CHOBUMIHHS.

3 boky Hepeosoi cucmemu:

YacToTa HeBiloMa - CYAOMHU, [IapecTesid, 3allaMOPOYeHHs, HEIIPUTOMHICTh, TPEMOD, OUCTEB3id.
3 60Ky opaaHis cayxy ma pigHosaau:

4acToTa HeBijoMa - BEPTHUTO.

3 60Ky opaaHis 30py:

YacTOoTa HeBiloMa - IIOPYILIEeHHS 30PY, HEYITKICTh 30PY, OKyJIoTipaLis.

3 6oky cepus:

YyacToTa HeBiZloMa - TTOCUJIEHEe CepLeOuTTs, TaXikapmis.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI KAimKu ma cepedoCcmiHHA:

YacToTa HeBifoMa - 3aiUIIKa.

3 60Ky mpagHo20 mpakmy:

YacTOTa HeBigoMa - miapest, O/IF0BaHHS, 3aI0p, CYXiCTh V POTi, Hym0Ta, OiJib y KUBOTI.
3 6oky 2enamobisiapHoi cucmemu:

4YacToTa HeBifoMa - TeIlaTUT.

3 60Ky HUPOK ma ce4osudinbHOI cucmemu:

YaCTOTa HEBioMa - AU3Ypis, 3aTPUMKa Ceyi.

3 6oky wkipu ma niOwWKipHUX MKAHUH:

YacTOTa HeBifoMa - aHTiOHEBPOTUYHUYN HAOPSK, CTiMKi MeIMKaMeHTO3Hi BUCUIIaHHS, CBepOix,
BUCHUIIAHHS, KPOIIKB' THKA.

3 60Ky ckesnemHo-M’ 430801 cucmemu, CnOAYYHOI MKAHUHU Ma KiCmok:
YaCTOTa HeBifoMa - Mialnris, apTpanris.

3 60Ky opaaHi3my 8 uisnoMy ma peakuii y Micui eee0eHHA:



YacToTa HeBimoMa - HaOpSIK.

Peszyavmamu nabopamopHux 00cai0xiceHb: 9aCcTOTa HEBimoMa - 30ibIIEHHS MacH TiNla, BiTXUIeHHS
GyHKITIOHATbHUX TTeYiHKOBUX P00 Bim HOpPMH.

Onuc okpemux nobivHUX peaxuit
[ToBimoMIsiIOCH TPO CBePOiXK IiC/Is MPUNUHEHHS 3aCTOCYBaHHS JIEBOLETUPU3UHY.
ITosi0omaeHHs npo nido3prosaHi nobiuHi peakuyii

[ToBimomeHHs PO Migo3pioBaHi MOGiYHI peakiii, 1110 BUHUKIIU ITiCJIT PeecTpaliii 1ikapchbkoro 3acoby,
nyke BaxknuBi. Lle mae 3Mory mOCTiltHO criocTepiraT 3a 6amaHCOM KOPUCTh/PU3UK JTiIKAPCHKOTO
3aco0y. [IpalliBHUKIB CHCTEMHU OXOPOHU 3[I0POB’SI IPOCATH MOBIJOMIISITH IIPO Oyab-SKi Mifo3pioBaHi
no0iyHi peakuii Yyepe3 HallioHAIbHY CUCTEMY IIOBiIOMIEHB.

Tepmin npudamHocmi. 3 poku.

YMoBu 30epiranHsi.

30epiratu B OpUTiHaIbHIN YIAKOBI IpU TeMIepaTypi He Buite 25 °C.

36epiraté B HEOOCTYIHOMY IJIST OiTEW MicCIIi.

VYnaxoBka.

[To 10 tabnetok y 6mictepi; mo 1 abo no 3, abo mo 10 GnicTepiB y KAPTOHHIN yIIaKOBIIi.

Kareropis Bignmycky. be3s penenra.

BupoOHHK.

I'nermapk ®apmackiotukans JIta. / Glenmark Pharmaceuticals Ltd.

Micue3HaxoIKeHHsI BUPOOHHKA Ta #OFre aJpeca MicCIlsl IPOBaiKeHHsI HOT0 Tisi/IbHOCTI.

insuka Ne C-7, mpomucnoBa 30Ha Konsanb, KonBans, bapaes, I'oa - 403 513, Iupmis.



