IHCTPYKIIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y

I''TEHIOET

(GLENCET)

CKnaao:
ditoua pevosuHa: levocetirizine;
1 TabGneTKa MiCTUTh JIEBOIIETUPHU3UHY AUTITPOXIIOPUAY 5 MT;

0ONOMIdCHI peuoBUHU: TAKTO3KW MOHOTIPAT, IeJII0/103a MIKPOKPHUCTalliuHa, KPEMHI0 Ti0KCH
KoJIoigHuM Oe3BomHUM, MarHito cteapat, Opadry white (Opadry Y 1-7000): tutany miokcup (E 171),
IIOJIIe TUJIEHTJIIKOJIb, 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 060x GOKIB Bif JTiHil po3nomy.

®apMakKoTepaneBTUYHa Irpyna.
AuTuTricTaMiHHi 3aco0u Oy CUCTEMHOI'0 3aCTOCyBaHHs. [1oximHi minepa3uny.

Kopn ATX RO6A EO09.

dPapmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.

JleBoneTUPU3UH - Ile aKTUBHUY CTabinbHUN R-eHaHTIOMep LeTUPUIUHY, 1110 HaJIeKUTh [0 IPYyIu
KOHKYPEHTHUX aHTaroHicTiB ricraminy. ®apmakosoriyHa fisi 3ymMoBieHa 6510KyBaHHAM H;-
ricraminoBux penenTtopiB. CnopigHeHicTh f0 H,-ricTaMiHOBUX PELIENITOPIB V T€BOLETUPU3UHY
y 2 pa3u BUIlla, HIX y [IeTUPU3UHY. BruBae Ha ricraMiH3ajiekHy CTagilo PO3BUTKY
aJleprivyHol peaxilil, 3MeHIIIyE Mirpallito eo3uHo(}iiB, CYIUHHY TPOHUKHICTE, 0OMEXKYE
BUBINIbHEHHS MefiaTopiB 3amasieHHd. [lonepenxkae pO3BUTOK Ta MOJIETIye nepedir anepriiHux
PeakKIliil, YNHUTh aHTUEKCYaTUBHY, IPOTUCBEepOiKHY, IPOTHU3aNalIbHy Hif0, MalXke He YNHUTD
AQHTUXOJIIHEPTiYHOI Ta aHTUCEPOTOHIHOBOI Mil.



dapmakoKiHemuxka.

dapMaKOKiHEeTUYHI [TapaMeTpH JIeBOLEeTUPU3UHY MAlOTh JIHINHY 3a/IeXKHICTh Ta He 3ajleXaTh Bif
[03U Ta 4acy i MaloTh HU3BKY BapiabenbHICTE ¥ pi3HUX NallieHTiB. ®apMakoKiHETUYHUY NPOQinb IpH
BBEIEHHI €EAMHOI0 eHaHTiOMepa TakKuyi CaMHH, 5K i IPU 3aCTOCYBaHHI LIeTUPU3KHY. Y Ipo1eci
abcopOiril abo BUBeleHHS He CIIOCTePiraeThCs XipaabHOI iHBEPCil.

Abcopbuis. IlpenapaT MBUOKO BCMOKTYEThCS IIPU 3aCTOCYBaHHI BHYTPILIHLO, BXKUBaHHS 1Ki He
BIINBAE Ha CTYIiHb BCMOKTYBaHHS, ajle 3HUXKY€ HOT0 MIBUAKICTE; 6iomocTynHicTs gocsrae 100 %. Y
50 % XBOpHUX [is penapaTy PO3BUBAETHCA Yepe3 12 XBUKH MiCIIg IPUUOMY OJHOPA30BOl1 J03H, a Y
95 % - uepes 0,5-1 roguHy. MakcuMasbHa KOHLIEHTPaLisd y cupoBaTii KpoBi (C,,,,) HOCATaEThCI
yepe3 50 XBUIMH ITiCIg OMHOPA30BOTr0 IPHIMOMY BHYTPIIIIHBEO TePAleBTUYHOL TO3H.
PiBHOBakHa KOHIIEHTpAallisl Y KPOBi HOCATAETHCA Micnd 2 gHiB npuuomy. C, .. cTaHOBUTL 207 HI/MI
IIiC/I OMHOPA30BOro 3acTocyBaHHSA 1 308 HI/MII - iCIIs MOBTOPHOI'O 3aCTOCYBaHHSA ¥ H03i 5 MT
BiZmmoBigHO.

Pos3nodia. BigcyTHS iH(popMallis 100 PO3MOKiTy MpenapaTy y TKaHUHAX TIOAUHYU, a TaK0XK LI0MI0
IIPOHUKHEHHS JIeBOIIETUPU3UHY KPi3b reMaToeHedanigynuit 6ap’ep. Y gocmigKeHHAX Ha TBapuHAX
HaiibinbIla KOHIleHTpallisl 3adikcoBaHa y IeUiHIli Ta HUPKaX, a HallHUK4a - Y TKaHWHAaX IIeHTpabHOl
HEPBOBOI CUCTEeMHU. Po3Mofin neBoeTupu3nny o0MexkeHu#, TOMy 110 00’eM po3mofiny cTaHOBUTH 0,4
n/kr. 38’13yBaHHs 3 OinKaMu maa3Mu KpoBi - 90 %.

Memaboaism. B oprani3mi nonunu piBeHb MeTab01i3My CTaHOBUTL MeHIII Hixk 14 % Bim go3u
JIEBOLETUPU3UHY, TOMY OUiKY€EThCS, 1110 BiIMiHHICTh ¥ pe3ybTaTi TeHeTUYHOTOo oJiMopdizmy abo
CYIIyTHBOTO IIpuiioMy hepMeHTHUX iHTi0iTOpiB Oyne He3HauHOI0. [Ipoiec MeTaboi3My BKIIIOUA€E
apoMaTHuHy okcupauiio, N- Ta O-meankijyBaHHS 1 CIIOJIy4YeHHS 3 TAYPUHOM.

HeankinyBaHHs-BimOyBa€eThCs HacaMmepen 3 y4acTio nutoxpomy CYP 3A4, y Tou 4ac §IK y Ipoleci
apoMaTUYHOI OKCHAIlil 3afisgHa ITijla Hu3Ka IIUTOXPOMHUX i300opM. JIeBOIIeTUPHU3UH HE
BII/IMBA€ Ha aKTUBHICTh IMTOXPOMHUX i30depmenTiB 1A2, 2C9, 2C19, 2D6, 2E1, 3Ady
KOHILIEHTPAI[igX, 110 HaBiTh IePEeBHUINYIOTh MiKOBi MiC/Is MPUHOMY 034 5 MT IIePOPANbHO.
BpaxoByoouu HU3BKUU CTYIiHb MeTabo0/1i3My, BiCYTHICTh IIOCUIEHHS IIPUTHIYYBa/IbHOI [il, B3aEMOLIS
JIEBOLIETUPU3UHY 3 IHIIMMU pe4oBUHaMU (1 HaBIIakKu) MaJOMMOBIpHA.

BusedeHHs. EKCKpelis mpenapary BifOyBa€eThCSI B OCHOBHOMY 3a PaxyHOK K/Iy004YKoBOIl ¢inbTpaliil Ta
aKTUBHOI KaHabIlleBOl cekpellil. [lepion HamiBBUBeAeHHS 3 m1a3Mu KpoBi (T,,) cranoButs 7,9
+ 1,9 rogunu. T\, KOPOTILIN# Y [iTel MOJIOALIIOrO BiKy. CepenHiii 0UeBUNHUY 3arajIbHAN
KITIDEHC Y AOPOCTINX KAipeHe—  CTaHOBUTH 0,63 MII/XB/KT. BuBeeHHs eBOIIETHPU3UHY Ta HOTO
MeTaloJIiTiB 3 OpraHi3My BifOyBaeThCs B OCHOBHOMY i3 cedero (BUBOOUTLCS y cepenHboMy 85,4 %
3aCTOCOBaHOI 0o3u). 3 (pekanmisiMu BUBOOUTHCS nutiie 12,9 % 3acTOCOBaHOI O3M.

Ocob.ausi nonyasauii
ITauienmu i3 nopyweHHAMU QYyHKUiIl HUPOK

OueBupgHNUY KIIIPEHC JIEBOLIETUPU3UHY KOPEIIIOE i3 KiipeHcoM KpeaTuHiny (KJI,). Tomy manieHTam i3
TIOMIpPHUMHU Ta TSIXKKUMHM IIOPYLUIEHHSIME (QYHKII HUPOK PEKOMEHOYEThCS MinOupaTy iHTepBaIu Mix
IpUIOMaMH JIeBOLIeTUPU3UHY 3 ypaxyBaHHAM KJI, . [Ipu anypil y namieHTiB i3 TepMiHaIbHOK CTai€0
3axXBOPIOBaHHS HUPOK 3arajibHUM KJIipeHC 3MeHIIyeThCs mpubnu3Ho Ha 80 % mopiBHSHO i3
3arajibHUM KJTipeHCOM y TAIli€HTiB 0€3 TaKuUX MopyuIeHb. KinmbKiCTh 1€BOIETUPHU3UHY, 110 BUBOTUTHCS
i 9ac CTaHAapTHOI 4-TONMHHOI IPOIeNypu reMofianidy, ctanouna <10 %.



EKCKpeTyeThCS B TPYOHE MOJIOKO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

CuMIITOMaTHAYHE JIIKYBaHHS aJIepPrivHoro PUHITY, Y TOMY YUCJIL LiJIOPIYHOT O ajIepriyHoro
PUHITY Ta KPONIUB' THKH.

IIpomunoka3aHHs.

[TimBuIieHa YyTIUBICTh 0 JIEBOIETUPUINHY ab0 10 OyOb-IKOi iHIIT0I CKJTagoBOi JaHOoi
mikapchKol opMu, abo 1o OyOb-9KOl MOXigHOI Iillepa3uHy.

Tsxka hopMa XpOHIYHOI HUPKOBOI HEOCTATHOCTI (K/IipeHC KpeaTuHiHy <10 MI1/xB).

PigkicHi cmagkoBi 3aXBOPIOBAHHS HEIIEPEHOCUMOCTI ralaKTO3H, TaKTa3Ha HeIoCTaTHICTL abo
IOPYLIEHHS 3aCBOEHHS IJIIOKO3H 1 rajlakTO3H.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HocnifkeHHS B3a€EMO[Iil 1eBOIeTUPU3UHY (y T.4. 3 iHgyKTOpaMu CYP3A4) He IpPOBOAUINCS.
HocmigXeHHS 3 IEeTUPU3NHOM (3'€qHAHHA palleMaTy) IToKa3aJy, 0 OMHOYaCHe 3aCTOCYBaHHS 3
aQHTUIIIPUHOM, TICEeBROedEeIPUHOM, TUMETUANHOM, KETOKOHA30JI0M, EPUTPOMILIMHOM, a3UTPOMIIIHOM,
riine3ugoM abo fia3ernaMoM He YHHUTH KITiHIYHO 3HAUYIIMX HECIPUSTINBUX B3aeMofii. CymicHe
3acTtocyBaHHS 3 TeodinminoM (400 Mr Ha mo0y) 3HUKYE Ha 16 % 3aranbHUM KIipeHC LeTUPU3UHY
(kiHeTuKa TeodiniHy He 3MiHIOETHCA). [Ipu mocmigKeHH]I 6araTopa3oBOro BBEIEHHS PUTOHABIpY

(600 mr 2 pa3u Ha go0y) Ta netupusuny (10 Mr Ha go0Oy) CTyMiHb €KCIIO3ULlii IIEeTUPUIUHY
36inmbimyBaBcs mpubau3Ho Ha 40 %, Tomi SIK PO3Mofin puToHaBipy mero 3MiHioBaBcs (-11 %) mo
IapajieIbHOTO 3aCTOCYBaHHS LeTUPU3NHY. HeMae qaHuX LI0[I0 TOCUTIEHHS e(PEeKTy CelaTUBHUX
3aco0iB IIpu 3aCTOCYBaHHi y TepaleBTUYHUX J03aX. Ajle CJIii YHUKATU 3aCTOCYBaHHS CeNaTUBHUX
3aco0iB mmif Yac npuiioMy Impemnapary.

BXMBaHHS iKi He BIIJTMBAE Ha CTYIiHb BCMOKTYBAHHS IIPENaparTy, ajle OMHOYACHE BXKUBAHHS
1Ki 3HMXKY€ MIBUAKICTH 10r0 abCcopoIil.

OmHoYacHe 3aCTOCYBaHHS IIETUPU3UHY a00 JIeBOLETUPU3UHY 3 aJTKOrojieM abo iHmmuMu
mempecaHTaMu IIEHTPaIbHOI HEPBOBOI CUCTEMHU y UYT/IUBHUX MALliEHTIB MOXe CIPUIMHUTH
MOMAaTKOBe 3HVMKEHHS YBard Ta 3MAaTHOCTI 10 BUKOHAHHS POOOTH.

Oco6.1ueocmi 3acmocyeaHHsi.

3 00epexkHiCTIO 3aCTOCOBYBATH IIpenapar IMallieHTaM i3 XpOHiYHOI0 HUPKOBOIO
HEeJ0CTaTHICTIO (MOTpi0HA KOPEKIIisl peKMUMY OO03YBaHHS) Ta MalliEHTaM JIiTHbOTO BiKY 3



HHAPKOBOIO HEJOCTATHICTIO (MOXKJIMBE 3HUKEHHS KIIy004uKOBO1 ¢inbTparii). [Tig gac
3aCTOCYBaHHA IIpernaparTy CIIifi yTPUMYBaTUCS Bifl BXXMBaHHS aJIKOT'OJIIO.

[Ipu HAsSIBHOCTI y MAalli€eHTiB IeBHUX (PaKTOPiB, 110 IPOBOKYIOTh 3aTPUMKY Cedi (HalpuKaf,
TPaBMU CIIMHHOTO MO3KY, TillepIasis nepeaMixypoBoil 3a103u) HeoOximHo 0yTu 00epexHUM
IIpY NTpU3HAYEeHH] Mpemnapary, OCKiIbKY JIEBOIETUPU3UH MOXKe 30iIbIUTY PU3UK 3aTPUMKHU
ceui.

Jlikapchkuit 3acib ciifg 3 00epekHICTI0 3aCTOCOBYBATH IMalliEHTaM 3 eIiJIeTICi€lo Ta PU3UKOM
BAHUKHEHHS CYOOM, OCKiJTbKM KOT'0 3aCTOCYBaHHS MOXKe ITPU3BECTHU [0 IIOCUIEHHS Hamamy.

AHTHUTiCTAMiHHI ITpenapaTy MPUTHIYYIOTH BiAIOBiIb Ha IIKipHY anepriuyny npoby, ToMy
3aCTOCYBaHHS JIiIKapChKOT'0 3aco0y CIlig IPUNUHUTHY 3a 3 [Hi [0 il mpoBefeHHd (mepion
BUBEJEHHS).

[TanieHTaM 3 TaKUMU PiAKICHUMU CHaAKOBUMM 3aXBOPHOBAHHSAMMU SIK HEIIEPEHOCUMICTh
rajakTos3u, nedinut makrtalu Jlamma a6o ManbaOCoOpPOITist TTI0KO3U-TaJIaKTO3H He CJIif
3aCTOCOBYBATH L€l mMpemnapar.

MoxuBa nosiBa cBepOexXy Iic/s NpUNUHEHHS 3aCTOCYBaHHS J1€BOIETUPU3UHY, HaBiTh SKIIIO
11ey CUMIITOM He OyB HasiBHUU [0 MMOYATKY JTiKyBaHHS. CBepOikK MOXkKe 3HUKHYTU CAaMOCTIiHHO.
Y meskux BUmagkax BiH Moxe OyTH iHTEHCUBHUM i MOXKe BUHUKHYTU ITOTPeba y TOBTOPHOMY
nikyBaHHi. CBepbiXK MOBUHEH 3HUKHYTH ITiCJIS TOYATKY TOBTOPHOTO JIiKyBaHHS.

JleBOlLIeTUPU3UH ¥ BUTTISIAI TabJIeTOK He 3aCTOCOBYBATH HiTAM BiKOM 0 6 POKiB, OCKIiJIbKY 11
nmikapchKa (GopMa He Jla€ 3MOTH ITPOBOOUTH HEeOOXiIHY KOPEKIIiI0 pexXUMy [0o3yBaHHS. [aHil
KaTeropil MalieHTiB peKOMEHYEThCS NMPU3HadYaTU JIEBOLETUPU3KUH Y TiKapChKiu (GopMi,
IPUOATHIN OIS 3aCTOCYBaHHSA Y IefdiaTpii.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00ro.

JleBOLIETUPU3UH NIPOTUIIOKA3aHUM I 3aCTOCYBaHHA y Ilepiof BariTHOCTI. LleTupusun
IIPOHUKAE ¥ IPyAHE MOJIOKO, TOMY IIpX HeoOXiMHOCTI 3aCTOCyBaHHS IIpenapaTy roAyBaHHS
TPYLOOEO CHIif IPUIUHUTH.

Hemae kniHiYHMX JaHUX (BK/IOYAIOUM AOCHIAKEHHS Ha TBapUHAaX) LI0M0 BIJIUBY
JIEBOIIETUPU3UHY Ha (hePTUIBHICTb.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHismamu.

Cnig yTpuMyBaTHCS Bifi KEpyBaHHS aBTOTPAHCIOPTOM a0 PoOOTH 3 iHIIMME MeXaHi3MaMu Ha Iepion
JIIKYBaHHS IIpernapaToM.

Cnocib 3acmocyeaHHsi ma do3u.



Jlikapchkui 3acib nmpu3HaveHuy OJ1si IEPOPAIbHOTO 3aCTOCYBaHHS.

TabmeTKy HE0OXigHO KOBTATH 1IiJI010, 3allMBal04y HEBEJIMKOIO KiJIbKiCTIO BOM, He3aleXkHO Bifl
BXKHUBAHHSA 1XKi.

Lopocai ma dimu 8ikom 8i0 12 pokis

PexomeHpoBaHa fo60Ba m03a cTaHoBUTH 5 Mr (1 TabneTka) 1 pa3 Ha mo0y.

ITayieHmu AiMHbO20 BiKY

XBOpPUM JIITHBOTO BiKy 3 HOPMaJbHOIO QYHKIIEI0 HUPOK KOPEKIIisi O3H Mperaparty He moTpibHa.

KopuryBaHHS 031 peKOMEHI0BAHO NallieHTaM JIiITHBOTO BiKy i3 IOpymeHHAMY GYHKIIIl HUPOK Bif
IIOMIPHOTO [0 TSKKOTO CTyIeHs (IuB. po3fin «IlamieHT 3 HUPKOBOIO HEOOCTATHICTIO).

ITauieHmu 3 HUPKOBOI HedocmamHuicmio

XBopHM i3 nOpyIeHHAMH QYHKIIi HIPOK PO3PaxyHOK 03K HeOOXimHO MPOBOMUTH 3 ypaxyBaHHIM
KJI,, BigmoBigHO 10 TaOIuILi.

Il 3acTocyBaHHA Li€l TabnuI fo3yBaHHA HeoOXinHO oninuTy KJI, ) nmamieHTa y MininmiTpax 3a
xsunuHy. KJI, (Mj1/xB) Mae OyTH OLiHEeHUY 3a BMICTOM KpeaTHHiHy B CHPOBATII KPOBi (MTr/mi) 3a
IIOIIOMOT 010 TaKol popMynu:

[140 - Bik (poku)] x maca Tina (kr) (x 0,85 gns XKiHOK)

KJIkp = 72 X KpeaTHHiH CUPOBATKX KPOBi (Mr/m)

Kopekuist o3u npenapaTy AJis XBOPUX i3 IOpYyIIeHHAME QYHKIIiI HUPOK

OyHKIiSI HUPOK KitipeHC KpeaTuHiHy, MiI/xB  |[J0o3a Ta KiJIbKiCTh IPUIOMIB
HopMmanbHa ¢yHKIig HUPpOK  |= 80 5 Mr 1 pas Ha go0y
[lopyueHHs j1erkoro cryneHs |[50-79 5 Mr 1 pa3 Ha go0y
[TopylueHHS TOMIPHOTO 30-49 5 Mr 1 pa3 Ha 2 moOu
CTylEeHS

[TopyieHHs TAXKKOrO cTynens |[< 30 5 mr 1 pa3 Ha 3 gobu
KiHlleBa cTafisg 3axBoproBaHHA [< 10 [IpoTUIoOKa3aHo

HUPOK

[MamieHTH, sKi mepebdyBaioTh Ha

mianisi

HiTsaM i3 nopymeHHAME GYHKIIII HUPOK 03y IpenapaTy CJIifi KOPUTyBaTU iHAUBIOyaIbHO 3
ypaxyBaHHSM HUPKOBOTI'O KJIIpEHCY Ta MacCH Tija.

Crnenudiyaux gaHUX 000 3aCTOCYBaHHSA JIEBOLETUPU3UHY OiTAM i3 IOpyIIeHHAMYU GQYHKIII HUPOK
HEMae.

ITauieHmu 3 neviHKo080K HedocmamHicmio

XBOpI/IM BUHSITKOBO 3 II€YiHKOBOIO HENOCTATHICTIO KOpeKHiH pexuMy NO3yBaHHA HE HOTpi6Ha.



XBOPHUM i3 IEeYiHKOBOIO Ta HUPKOBOI HENOCTATHICTIO CIIi KOPUTYBATHA PEXUM [N03yBaHHS BiMOBITHO
0O HaBeneHOol BUIle TabIuIli.

ITediampuyHa nonyasuyis

Ilimu 8ikom 8i0 6 0o 12 pokis

PexomeHpoBaHa fo60Ba m03a cTaHoBUTH 5 Mr (1 TabneTka) 1 pa3 Ha mo0y.
Iimu e8ixom 8i0 2 00 6 pokis

JleBOIETUPU3UH V BUTJISAI TabIeTOK He 3aCTOCOBYBATH HiTSIM BiKOM 10 6 POKiB, OCKiIbKM 11T
nmikapcbKa (popMa He [la€ 3MOTH MTPOBOAUTU HEOOXimHY KOPEeKIlilo pexXuMy J03yBaHHs. [laHii
KaTeropil malfieHTiB peKOMEeHIY€EThCS IPU3HaYaTH JIeBOIETUPU3HUH Y JTiKapChKii hopmi, mpupaTHii
[JIs1 3aCTOCYBaHHS y TefdiaTpil.

Tpusasicmb 3acmoCcy8aHHA

TpuBamicTh 3aCTOCYBaHHS: MALi€HTIB i3 IePIOAUYHUM aJIePriYHUM PUHITOM (TPUBAIICTh
CHMIITOMIB 3aXBOPIOBAHHS CTAHOBUTH <4 Mi0 Ha TUXKIEeHb ab0 IPOTATOM MeHIne 4 TUXKHIB)
CJIiT JTIKyBaTH BIATIOBIIHO [0 3aXBOPIOBaHHA Ta aHaMHe3y; JIIKyBaHHSA MOXKHA [IPUIIMHUTH,
AKI0 CUMIITOMU 3HUKHYThH, Ta MOXKHA BIITHOBUTHU 3HOBY IIPU IOBTOPHOMY BUHUKHEHHI
CUMIITOMIB. Y pa3i CTIUKOIr0 ajJieprivHoro puHiTy (TpUBaIiCTh CUMITOMIB 3aXBOPIOBAHHS
CTaHOBUTD >4 ni0 Ha TUXKMOEHDb Ta IPOTATOM OinbIle 4 THXKHIB) ¥ 1epiofl KOHTAKTy 3
asiepreHaMu MallieHTy MoXe OyTH 3alpOIOHOBaHa IOCTiMHA Tepalis. [CHye KTiHiYHuN
NOCBif 3aCTOCYBaHHSA JIEBOLIETUPU3UHY IIPOTATOM LIOHAUMEHIIIe 6-MiCIYHOI0 Iepiony
JIIKyBaHHS. [Ipu XpOHIYHUX 3aXBOPIOBAHHSAX (XPOHIUHUY ajepriyHuil pUHIT, XPOHIYHA KPOIIUB’ THKA)
TPUBAJIICTh JIIKyBaHHS CTaHOBUTH A0 1 POKY (HaHi HOCTYIIHI 3 KJTiHIYHUX OOCHiAKEHb IIPU
3aCTOCYBaHHI palemary).

Himu.

[Ipemapat y Burisai TabIeToK He 3aCTOCOBYBATH [iTSIM BiKOM [0 6 POKiB, OCKiTbKM TaKa JliKapChbKa
dbopMa He Jae 3MOTY ITPOBOOUTH HEOOXiIHY KOPEKIIiI0 pPeXUMYy no3yBaHHS. [laHill KaTeropii maiieHTiB
PEKOMEHOYEThCS 3aCTOCYBaHHS JIEBOLIETUPU3UHY Y JTIKapChKUX (POpMi, IPUAATHIN [JIs1 BUKOPACTAHHS
y nepiaTpil.

Ilepedo3yeanHsi.

Cumnmomu: CUMIITOMHU IIepefo3yBaHHS MOXKYTh BK/II0UYaTH COHIUBICTh Y JOPOCIUX Ta
IIo4YaTKOBe 30ymKeHH i MigBUIeHY APaTiBNIUBICTh 3 HACTYIIHOIO COHJIUBICTIO ¥ HiTeH.

JlikysanHs. Crienu(pigHOro aHTUOOTY [0 JIEBOIETUPHU3UHY HEMAE. Y BUMAAKY IOSBU
CHMIITOMIB ITepef03yBaHHSI PEKOMEHAYEThCSI CUMIITOMaTHYHA Ta MiATPUMYyO4da Tepais.
Crnip po3rnsHyTH HeOOXiMHICTh MPOMUBAHHS LIIYHKA Yepe3 KOPOTKUM Yac Iicis
3aCTOCYyBaHHA Ipenaparty. ['eMopiani3 A BUBeeHHS JIeBOLETUPU3UHY 3 OpraHi3My He
e(eKTUBHUMU.



ITo6iuni peakuii.

[ToBigoMIsIIOCh PO TaKi MoOiYHiI peakilil, SIKi BUHUKAJIM IIiT Yac KITiHIYHUX MOCHiIXeHb
JIEBOIIETUPH3UHY He MeHIN HiX y 1 % namienTiB (wacto (=1/100, <1/10)) BikoMm Big 12 mo
71 poky:

3 60Ky Hepeosoi cucmemu: TOIOBHUH 6islb, COHJIUBICTE;
3 60Ky mpasHo20 mpakmy: CyXiCTb y pOTi;
3 OOKY Op2aHi3amy 8 uisnomy: TigBUIleHa BTOMITIOBAHICTb.

Heuacto (=1/1000, <1/100) TakoK IOBimOMIISITIOCH IIPO aCTeHi0 Ta Oifib Y KUBOTI.

[ToBimoMIIsiTOCHh ITPO TakKi MoOiYHiI peakilii, SKi BUHWKAJIH IIiJ Yac KIiHiYHUX OOCIiIXKEeHb
TIEBOLIETUPU3NHY He MeHII HiXk y 1 % miTe BikoM 6 - 11 MicsmiB Ta y miTei BikoM Bif 1 1o 6 POKIB:

3 60Ky mpasHo20 mpakmy: miapesi, OJII0BaHHS, 3aI0p;
3 60Ky Hepeosoi cucmemu: COHIIUBICTS;

3 60Ky ncuxiku: IOPYIIeHHS CHY.

[ToBimoMIsinioch PO Taki moOiyHi peakilii, SKi BUHWKAJIH ITiJl Yac KIiHIYHUX OOCIiIXKEHb
JIeBOLIETUPU3NHY He MeHIUI HiX ¥ 1 % miTeir BikoM Bif 6 7o 12 pokiB:

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

Y micnspeecTpaliiiHOMY Mepiofi TAaKOXK MOBIZOMIISIOCS IIPO PO3BUTOK HUXKYeIlepelidyeHux
nobiyHux peakiriii. [To6iuHi peakiiii BKa3aHi 3a KJlacaMy CUCTEM OpPTraHiB, 3rimHo 3 MedDRA,
Ta 3a 4aCTOTOI: AyXke dacTo (=1/10); gacto (=1/100, <1/10); HewacTo (=1/1000, <1/100); pigko
(=1/10000, <1/1000); omyxe pigko (<1/10000); yacTtoTa HeBimoMa (He MOXKHa BU3HAYUTH 3a
HasIBHUMU OJaHUMH).

3 6oky imyHHOI cucmemu:

YacTOTa HeBioMa - MigBUIlleHa YYTIUBICTb, Y TOMY YKCIIi aHadinakcis.
3 6oxy memaboai3amy ma xapuy8aHHA:

YaCcTOTa HeBimoMa - IiOBUIIEHUHN aIlleTUT.

3 60Ky ncuxiku:

YyacToTa HeBifjoMa - arpecisi, 30yIKeHHSs, rajioluHallii, nemnpecis, 6e3COHHS, CyilluaaNbHi OYMKH,
KAXJIUBI CHOBUIIHHS.



3 60Ky Hepsosoi cucmemu:

YacToTa HeBiloMa - CYAOMHU, [TapecTesid, 3allaMOPOYeHHs, HEIIPUTOMHICTh, TPEMOD, SUCTEB3id.
3 6oky opaaHis cayxy ma pieHosazu:

YaCTOTa HEBijoMa - BEPTUTO.

3 60Ky opaaHis 30py:

YacToTa HeBifoMa - [IOPYLIeHHs 30PY, HEYiTKICTh 30py, OKYJIOripalis.

3 boky cepus:

YacToTa HeBigjoMa - IOCUJIeHe CepuebuTTs, Taxikapmis.

3 6oky OuxaabHOi cucmemu, opa2aHie 2py0HOI KAimKu ma cepedoCmiHHA:

YaCTOTa HeBigoMa - 3auIIKa.

3 60Ky mpagHo20 mpakmy:

YacTOoTa HeBigoMa - miapest, O/IF0BaHHS, 3aI0p, CYXiCTh V POTi, HymoTa, Oifib y KUBOTI.
3 6oky eenamobisiapHoi cucmemu:

4JacToTa HeBijoMa - remaTur.

3 60Ky HUPOK ma cevyosudiabHOI cucmemu:

YacToTa HeBiloMa - Au3ypisd, 3aTpUMKa ceui.

3 60Ky wkipu ma niOwWKipHUX MKAHUH:

YacTOTa HeBijoMa - aHTiOHEBPOTHYHUN HAOPSK, CTiMKi MeIMKaMeHTO3Hi BUCUIIAHHS, CBepOix,
BUCHUIIAHHS, KPOIIKB' THKA.

3 6oky ckesnemHo-M’ 30801 cucmemu, CNOAYYHOI MKAHUHU Ma KICMOK:
YacToTa HeBimoMa - Mialrisi, apTpairi.

3 60Ky opaaHiamy 8 uisnomy ma peakxuii y micui e8e0eHHs:

yacToTa HeBimoMa - HaOpSIK.

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

Onuc okpemux nobivHUX peaxuit
[ToBimoMIsiIOCH IPO CBePOiXK IMiC/Is MPUNUHEHHS 3aCTOCYBaHHS JIEBOLETUPU3UHY.
ITosi0omaeHHs npo nido3pro.aHi nobiuHi peakuyii

[ToBigoMIieHHS PO Migo3pioBaHi Mo6iuHi peakilil, 1110 BUHUKIIM IIiC/IST pEECTPAIlil TiIkapChKOTO



3aco0y, myxke BaxnuBi. Lle ma€ 3MOry MOCTiMHO criocTepiraTy 3a 6anaHCOM KOPUCTh/PU3UK
nikapchKoro 3aco6y. [TpaliBHUKIB CUCTEMH OXOPOHHU 3MOPOB’SI MMPOCSThH MOBIJOMIISATH PO
Oynmb-siKi Imimo3pioBaHi Mo6iuHi peakilii uepe3 HallilOHAJIBHY CUCTEMY IIOBiIOMIIEHD.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiranssi.

30epiraTy B OpUTiHaNbHIN yIAKOBIIi IpK TeMIiepaTypi He Buire 25 °C.

30epiratu B HEHOCTYITHOMY [JIS [iTeM MicIIi.

YnakoBka.

[To 10 Tabnetoxk y 6micTepi; mo 1 abo mo 3, abo mo 10 GicTepiB y KapTOHHIN yIaKOBII.

Kareropis Bignmycky. be3s penenra.

BupoOHHUK.

I'neamapk ®apmacerootukans JIta./ Glenmark Pharmaceuticals Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta #Ore aJpeca MicCIls MPOBaiKeHHsI HOTo Misi/IbHOCTI.

Hinsgaka Ne C-7, mpomucioBa 30oHa KosnBanb, KonBans, bapaes, I'oa - 403 513, Iugis.



