Ckian

Oitoua peuosuHa: levocetirizine;
1 TabreTka MiCTUTDH TE€BOLETUPU3UHY OUTIOPOXIJIOPUAY D MT;

OONOMIJCHI peuog8uHU: TAKTO3W MOHOTIOpaT, I1eJTI0jI03a MiKpOKpUCTaJlivyHa, KPeMHiIo
OioKCcU[O KoJoimHui 6e3BogHUM, MarHito cteapat, Opadry white (Opadry Y 1-7000):
TuTany miokcurp (E 171), monieTUneHIIiKOb, TilIpoMeno3a.

JIikapcbKa ¢opMma

TabneTku, BKpUTi 000I0HKOIO.

OcHOBHI (pi3uko-ximiuHi 81acmueocmi: 6i710T0 KOIbOPY OBaJIbHI ABOOIYKJIi TabIeTKH,
BKPHUTi 000JIOHKOI0, 3 JIiHi€I0 PO3/7I0MY 3 OMHOTO OOKY Ta I'JIafeHbKOIO ITIOBEPXHEIO 3
iHmoro 00Ky, 3 HanucoM «G» 3 000x OOKiB Bif /iHil po3somy.

®dapMaKoTepalneBTHYHA Irpyna

AHTUTiCcCTaMiHHI 3ac0o0u1 IJIsT CUCTEeMHOT0 3aCTOoCyBaHHsA. [ToxXigHi minmepa3uny.

Kog ATX RO6A E009.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

JIeBOLIETUPU3UH - Ile aKTUBHUM cTabinbHUM R-eHaHTioMep LETUPU3UHY, III0 HAIEXKUTH
0O I'PYIU KOHKYPEHTHUX aHTAroHICTIB rictaMiny. ®apMaKoJioriyHa fiss 3yMOBJIEHA
0JIOKYBaHHSIM Hl—FiCTaMiHOBI/IX penenTtopiB. CIOPigHEHICTH 00 Hl—FiCTaMiHOBI/IX
peLenTopiB y JIeBOLETUPU3UHY YV 2 pa3u BUIlla, HiXK y LIeTUPU3UHY. BrinuBae Ha
ricraMiH3anexXHy CTa[il0 PO3BUTKY aJepPridyHol peakilili, 3MeHIIIy€ Mirpailito
€03MHO(IITiB, CYIUHHY IIPOHUKHICTH, 00MeZKy€ BUBIJIbHEHHS MefiaTOPiB 3alajleHHs.
[Tontepen»ae PO3BUTOK Ta ITOJIETHIyE Iepelir aJepriiHux peakiliii, YNHUTH
AHTHUEKCYOaTUBHY, IPOTUCBEPOIZKHY, ITPOTU3AllaJIbHY [il0, Makke He YNHUTh
AHTUXOJIIHEPTridyHOl Ta aHTHCEPOTOHIHOBOI Ail.

dapmakokiHemuka.

dapMakKOKiHETHYHI TapaMeTpH JIEBOLETUPU3UHY MalOTh JIIHINHY 3aJIe’KHICTh Ta He
3asiexkaTh Bif MO3U Ta Yacy i MalOTh HU3BKY BapiaOeNnbHICTD ¥ Pi3HUX MAIli€HTiB.
dapmakoKiHETUYHUY TPODib IPU BBEOEHHI EJUHOTO €eHaHTioMepa TaKUui caMui, fK i



IIPU 3aCTOCYyBaHHi IeTUPU3UHY. Y npoileci abcopOiiil abo BUBEOEHHS He
CIIOCTEepPiraeThCcsA XipaabHOI iHBEPCIl.

Abcopbuis. [TpenmapaT MIBUAKO BCMOKTYETHCS ITPYU 3aCTOCYBAaHHI BHYTPIIITHBO,
BXKMBAHHS 1XKi He BIJIMBA€ Ha CTYIIiHb BCMOKTYBaHHS, ajie 3HUKY€ MOT0 IIBUOKICTh;
6iogocTtynHicTh mocsarae 100 %. ¥ 50 % xBopux fis mpenapaTy pO3BUBA€EThCS depes 12
XBUJIUH TiCIS IPUMOMY OOHOPA30BoO1 103U, a V¥ 95 % - uepes 0,5-1 roguny.
MakcumMaribHa KOHIIEHTpallid y CUPOBaTIli KPOBi (Cmax) mocsaraeTbecsa yepe3 50 XBUIIUH
IiC/IsT OMHOPA30BOTO IIPUNOMY BHYTPIIIIHEO TePAleBTUYHOI HO03u. PiBHOBaXKHa
KOHIIEHTpPALid Y KPOBi HOCATAETHCA IIIC/IA 2 OHIB IPUUOMY. Cmax cTa”HoBUTH 207 HI/MII
miciss 0MHOPa30BOTo 3acTocyBaHHA i 308 HI/MII - Hicas HOBTOPHOT'O 3aCTOCYBaHHA Y
o031 5 MT BIOIIOBIOHO.

Po3noodia. BigcyTHsa iHgopMallisi OO0 PO3MOAiny NpenapaTry y TKaHuHaxX JII0OOUHY, a
TAaKOXK OO0 ITPOHUKHEHHS JIEBOIIeTUPU3UHY KPi3db reMaToeHIiedaniuaui 6ap’ep. ¥
OOCITimKeHHSIX Ha TBapUHaX Haubinbllla KOHIIeHTpallis 3adikcoBaHa y MMediHIli Ta
HUPKaX, a HaWHWK4Ya - Y TKaHWHAaX IleHTpaJibHOI HePBOBO1 cucTeMu. Po3momin
JIEBOLIETUPU3NHY 00MexXKeHHM, TOMY 110 00’eM po3mnomniny ctaHoBuTh 0,4 1/KT.
3B’s13yBaHH4 3 OinKaMu 1m1a3Mu Kposi - 90 %.

Memab6oaizm. B oprani3mi mioguHu piBeHb MeTab01i3My CTaHOBUTHL MeHII Hixk 14 %
Bi[] JO3U JIEBOLIETUPU3UHY, TOMY OYIKYETHCS, 110 BIAMIHHICTh Y pe3yabTaTi
TeHEeTUYHOro nojimMmopdizmMy abo cynyTHbOTO IIpuiiomMy epMeHTHUX iHTiGiTOpiB Oyme
He3HauyHoI0. [Tpoiec MeTaboni3aMy BKII0OYa€ apoMaTUYHY oKcupaalito, N- ta O-
OeasKiJlyBaHHS 1 CIIOIYYEHHS 3 TAyPUHOM.

IeankinyBaHHs BigOyBaeTbCsI HacaMmepen 3 ydacTio nutoxpomy CYP 3A4, y Toi 4ac
SIK Y TIPOIleCi apoMaTU4YHOl OKCHUallil 3afisiHa Iijla HU3Ka MUTOXPOMHUX i30popM.
JleBOLIeTUPU3UH He BIIJIMBA€ Ha aKTUBHICTh IUTOXPOMHUX i30¢pepmenTiB 1A2, 2C9,
2C19, 2D6, 2E1, 3A4 y KOHIIEHTpaLifaX, 1110 HaBiTh IE€PEBUILYIOTh ITIKOBI HiCJIA
MIpUNOMY OO3U 5 MT IepopalbHO. BpaxoBylouu HU3bKUM CTyNiHb MeTabo0Ii3My,
BiICYTHICTBb IIOCUI€HHS IIPUTHIUYyBaIbHOI Ail, B3A€EMOMid T€BOLETUPU3UHY 3 iIHIIUMU
pedyoBrHaMU (1 HaBaKM) MaJIOMMOBIpHa.

BusedeHHs. EKCKpellis npemnapaTy BigOyBa€ThCS B OCHOBHOMY 3a PaxyHOK
KIy0O04YKOBOI inmbTpallil Ta akTUBHO1 KaHaJIbIleBOl cekpellil. [Tepiom HamiBBUBEIeHHS 3

1a3MHu KPOBI (T1 /2) cTaHOBUTH 7,9 *= 1,9 rogunu. T, ., KOPOTIINH y AiTE€N MOJIOAIIOTO

1/2
Biky. CepenHili 0OYeBUOHUU 3arajbHUU KJIIPEHC Y JOPOCIUX KIIipeHC - CTaHOBUTH 0,63
MJI/XB/KT. BUBemeHHS JIEBOLIETUPU3NHY Ta MOro MeTaboJIiTiB 3 opraHi3amMy BimOyBa€eThCSA
B OCHOBHOMY i3 cedelo (BUBOOUTHLCS ¥ cepenHboMy 85,4 % 3acTOCOBaHOI [03Hu). 3

dbekanmismu BuBoguThCcsa numnie 12,9 % 3acTocoBaHOl HO3H.

Ocobauei nonyasuii



ITauienmu i3 nopyweHHAMU PYHKUIl HUPOK

O4yeBUOHUU KJIIPEHC JIEBOLIETUPU3UHY KOPEJIIOE 13 KIIIPEHCOM KpeaTUuHiHY (KJ'IKp).
ToMy mailieHTaM i3 IIOMIpHUMHU Ta TAXKKUMHU IIOPYIIEHHIMHU (QYHKIIII HUPOK
PEKOMEHYETHCS MinOMpaTH iHTEepBaIu MiX ITpUiioMaMU JIEBOLIETUPU3UHY 3
ypaxyBaHHIM KJ'IKp. [Tpu aHypil y malli€eHTIiB i3 TepMiHAIBHOIO CTAHi€I0 3aXBOPIOBaHHSI
HUPOK 3arajabHUM KIipeHC 3MeHIIYEThCs Mpubmu3Ho Ha 80 % MOpiBHSIHO i3 3araJbHUM
KJIipeHCOM y TallieHTiB 6€3 TakKux nopyiuieHb. KibKicTh T€BOLIETUPU3UHY, 11O
BHUBOJUTHCS Mif 9Yac CTaHAApPTHOI 4-TOOWHHOI TPOLleOypyu reMofiani3dy, ctTaHoBuna <10
%.

EKCKpeTyeThCs B IpygHE MOJIOKO.
IToxa3aHHSA

CuMnToMaTU4He JIiIKyBaHHS aJIepriyHoro pUuHiTy, y TOMY YUCJIi LiJIOPIiYHOT O
aJIepriyHoro pUHITY Ta KPOIUB’ THKU.

IIporunoka3aHHs

[TigBuIlleHa YYTJIMBICTH OO JIEBOIIETUPUIUHY ab0 M0 OyOb-sIKOI iHIIO1 CKJIamoBoi JaHol
sikapcbkoi popmu, abo 1o Oyab-sIKOi IOXimHOI ITinepasuHy.

TsxkKa ¢popMa XpOHIYHOI HUPKOBOI HEOOCTATHOCTI (K/IipeHc KpeaTuHiny <10 MI/XB).

PigkicHI cmagkKoBi 3aXBOPIOBaHHSA HEIIEPEHOCUMOCTI rajlakKTO3H, JJaKTa3Ha
HeIOoCTaTHICTh abo MOPYIIIeHHST 3aCBOEHHS T'JIIOKO3U i raJIaKTO3MU.

B3aemoaisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMu

[ocnigkeHHs B3aeMOpil TeBoLeTUPU3URY (y T.4. 3 iHgykKTopamu CYP3A4) He
npoBogunucs. [JoCIigKeHH 3 HeTUPU3UHOM (3'€egHaHHSA palleMaTy) moKa3au, 10
OOHOYACHE 3aCTOCyBaHHS 3 aHTUIIPUHOM, IICeBHOePEeAPUHOM, HUMETUANHOM,
KEeTOKOHA30JI0M, ePUTPOMIIIMHOM, a3UTPOMIIIMHOM, Tiine3uaoM abo miazermaMoM He
YWHUTH KJIIHIYHO 3HAUYIIUX HECIIPUATIIUBUX B3aeMopi. CyMiCHe 3aCTOCYBaHHSA 3
teodininom (400 Mr Ha goOy) 3HUKYE Ha 16 % 3aranbHUM KIIipeHC IIeTUPUIUHY
(kiHeTuKa Teodininy He 3MiHIOETHC). [IpU OociigKeHHi 6araTopasoBOro BBEAEHHS
puTtoHasipy (600 Mr 2 pa3u Ha mo0y) Ta uetupu3uny (10 Mr Ha mo0Oy) CTYITIiHb
€KCIIO3UIlil eTUPU3UHY 30inbiryBaBcsa npubnu3no Ha 40 %, Todi SK po3mogin
pUTOHAaBIipy melno 3MiHioBaBCA (-11 %) mo mapanenbHOT0 3aCTOCYBaHHS LIETUPU3UHY.
HeMmae paHux mjomo mocusieHHs epeKTy cefaTUBHUX 3ac00iB IIPU 3aCTOCYBaHHI y
TepamneBTUYHUX [J03aX. AJle CJIi YHUKATHU 3aCTOCYBaHHS CeJaTUBHUX 3aco0iB mif 4ac
NpUKUOMY IIpenapary.



BxxuBaHHS 1Ki He BIIJIMBAE Ha CTYHiHb BCMOKTYBaHHS IIpelapaTy, aje OgHOYaCHe
BXKMBaHHS 12Ki 3HUKY€E MIBUAKICTH H0oro abcopOiiii.

OnmHOoYacHe 3aCTOCYBaHHS IIeTUPU3UHY ab0 1eBOLeTUPU3UHY 3 aJIKorojieM abo
iHIMMMU DenpecaHTaMU IIEeHTPAJIbHOI HEPBOBOI CUCTEMH y UYT/IMBUX IMAIliEHTIB MOXKe
CIPUYMHUTH JOHATKOBE 3HUXKEHHS yBaru Ta 3[IaTHOCTI IO BUKOHAHHS POOOTH.

OC00/1MBOCTi 11010 3aCTOCYBaHHS

3 06epexxkHICTIO 3aCTOCOBYBATH IIpenapar MnalliEeHTaM i3 XpOHi4YHOI0 HUPKOBOIO
HeIOoCTaTHICTIO (MOoTpibHa KOpPEeKIlisi pekuMy J03yBaHHS) Ta IalliEHTaM JIiTHbOTO BiKy
3 HUPKOBOIO HEJIOCTATHICTIO (MOXKJIMBE 3HUKEHHS KJIy004KOoBO1 ¢inbTpaitiil). ITig gac
3aCTOCYBaHHS IIpenapary CIif YyTPUMYBaTHUCS Bif BXKMBaHHS aJIKOTOJIIO.

[Tpu HagBHOCTI y Ialli€eHTiB IEBHUX (PAKTOPiB, 10 IPOBOKYIOTh 3aTPUMKY Cedi
(HammpuKian, TPaBMU CIMHHOTO MO3KY, TillepIijia3isa mepeaMixypoBOl 3aJI03H)
HeoOxigHOo OyTH 00epeKHUM IIPU NPU3HAYEHHI ITpernapaTy, OCKiTbKU JI€BOLeTUPU3UH
MO2Ke 30iJIBIIINTY PU3UK 3aTPUMKHU CeUi.

JlikapcbKui 3acib ciig 3 00epeXHiCTI0O 3aCTOCOBYBAaTHU MalliEHTaM 3 eMilIerncielo Ta
PU3KUKOM BUHUKHEHHS Cy[JOM, OCKIiJIbKM MOT0 3aCTOCYBaHHS MOXKe MPU3BECTHU OO
IIOCUJIEHHS Hallany.

AHTUTiCTaMiHHI ITpenapaTyu NPUTHIYYIOTh BiANOBiAb Ha IKIPHY aJepriuyHy mpody, ToMy
3aCTOCYBaHHS JIiKapChKOT0 3ac00y CJlif NPUNUHUTYU 3a 3 OHi Oo 1l mpoBeaeHHA (mlepiof
BUBEJIEHHS).

[TamieHTaM 3 TaKUMHU PIOKICHUMU CIIaAKOBUMHU 3aXBOPIOBAHHAMU SIK HEIIEPEHOCUMICTh
rajakTo3u, gedinuT nakTa3u Jlamnma abo ManbaObCopOIlist TITIOKO3U-TaJIaKTO3U He CJTif
3aCTOCOBYBAaTH ey IIpenapar.

MoxnuBa I1osiBa CBepOeXKy Iicisi IIPUNUHEHHS 3aCTOCYBaHHS JIEBOIIETUPU3UHY,
HaBiTh SKIIO e} CUMIITOM He OyB HasgsBHUM OO ITOYATKY HiKyBaHHS. CBepOizK MoxKe
3HUKHYTU CAMOCTIHHO. Y OesgKuX BUMNaAKaX BiH MoxXe OyTHU iHTEHCUBHUM i MOXKe
BUHUKHYTH IT0Tpeda y MOBTOPHOMY IiKyBaHHi. CBepOixK MOBUHEH 3HUKHYTHU MiCIIs
I04YaTKy ITOBTOPHOI'O TiKyBaHHS.

JleBolleTUPU3UH Y BUTJISANI TabJIeTOK HEe 3aCTOCOBYBATHU IiTSAM BiKOM [0 6 POKiB,
OCKIiTbKHM 1141 JIiKapcbhbKa ¢popMa He Ia€ 3MOTU MPOBOAUTU HEOOXiMHY KOPEKIIiI0 PEXRUMY
mo3yBaHHs. [laHili KaTeropii maiieHTiB peKOMeHOYEThCSA MPHU3HadYaTU JIEBOLIETUPU3UH
y NiKapchbKiu ¢opMi, MpupaTHii OIS 3aCTOCYyBaHHS y meniaTpil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.



JleBOLIETUPU3UH IPOTUIIOKA3aHUN [JI 3aCTOCYBaHHA y Iiepion BariTHOCTI. LleTupusun
IIPOHUKAE y TPYAHE MOJIOKO, TOMY ITPU HEOOXiMHOCTI 3aCTOCyBaHHA IIpenaparTy
TOLYBAHHS I'PYOOI0 CIIiO IPUNIUHUTHU.

Hemae KniHIiYHUX JaHUX (BKJIIOYAKOYU OOCIIAKEHHS Ha TBapUHaX) IOA0 BILJIUBY
JIEBOLIETUPU3NHY Ha (PEPTUIBbHICTS.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
IHWuUMu mMexaHiamamu.

Cnig yTpuMyBaTHUCS Bifl KepyBaHHS aBTOTPAHCIOPTOM abo poOOTH 3 iHIIMMU
MeXaHi3MaMM Ha Iepiof JIiKyBaHHS IpeliapaToM.

Cmocid 3acTocyBaHHs Ta 03U

JlikapcbKui 3acib mpu3HavYeHUN OJIs IepopaibHOTO0 3aCTOCYBaHHS.

TabneTky HeoOXimHO KOBTATH I1iJIOI0, 3allMBAal0OYM HEBEJIUKOIO KilTbKiCTIO BOMH,
He3aJIe’KHO Bif BXKUBAHHS 1Ki.

Ilopocai ma 0imu s8ikom 8i0 12 pokie
PekomeHpoBaHa go0OoBa mo3a cTaHOBUTH 5 MT (1 Tabnetka) 1 pa3 Ha goOy.
ITauyienmu aimHb020 B8IKY

XBOPHUM JIIiTHBOTO BiKy 3 HOPMaJIbHOIO (DYHKIIIEI0 HUPOK KOPEKIis HO3M IIpenapaTry He
nmoTpibHa.

KopurysaHH4 003U peKOMEHIOBaHO ITallieHTaM JIiTHBOI'O BiKY i3 IOPYILIEHHAMU
(yHKIIil HUPOK Bifi MOMIpHOTO [0 TSIKKOTO0 CTyneHs (OuB. po3ain «IlaiieHTu 3
HUPKOBOIO HEIOCTaTHICTIO»)

ITauieHmu 3 HUpPKOBO HedocmamHicmio

XBOpUM i3 mopyumeHHIMEU QYHKIII HUPOK PO3PaxXyHOK 403U HEeOOXigHO TPOBOAUTH 3
ypaxyBaHHIM KHKp BiOIOBiOHO OO TAOIMIII.

IIns 3acTocyBaHHS 1Ii€l TabUIll HO3yBaHHS HEOOXiTHO OIlIHUTHU KHKp ralfieHTa y
MIiIiTiTpax 3a XBUJINHY. KHKp (M1/xB) Ma€ OyTHU OILliIHEHUU 3a BMICTOM KpeaTHHIHY B
CHUPOBATIIi KPOBi (MI/mI) 3a HOIIOMOTO0I0 TaKol GOpMyIu:

KJIkp =[140 - BiK (poku)] x Mmaca Tina (kr) (x 0,85 Ojs KiHOK)



72 x
KpeaTuHiH
CHpPOBaTKU
KpPOBi
(Mr/mit)

Kopek1isi mo3u npenaparty OIS XBOPUX i3 MOPYIMIeHHIMU (QYHKITil HUPOK

OyHKIIIST HUPOK

KripeHc KpeaTuHiny,

J1o3a Ta KIJIbKICTh

[TamieHTH, AKi nepeOyBalOTh Ha
miasisi

MJI/XB IPUUOMIB
HopMmanbHa QYHKIISS HUPOK = 80 5 mr 1 pa3 Ha goby
[lopyilieHHSA JIETKOr0o CTylIleHsd 50-79 5 mr 1 pa3 Ha goby
[lopyumenHs noMipHoro crynesusa |30-49 5 mr 1 pa3 Ha 2 mobu
[lopyllleHHSA TSAXKKOI0 CTYIIEeHS < 30 5 mr 1 pa3 Ha 3 mobu
KiHIileBa cTamisi 3aXBOPIOBaHHS
HUPOK

<10 [IpoTunmoka3aHo

[iTam i3 mopyuieHHAME QYHKIIl HUPOK O03Y IIpelapaTy CJiJ KOPUT'yBaTH
IHOWBIOyaNnbHO 3 YpaXyBaHHSIM HUPKOBOI'O KJIIpEHCY Ta MacCHu Tijla.

CrenmpiyHUX JaHUX IIOA0 3aCTOCYBaHHS JIEBOLETUPU3UHY HOiTAM i3 IIOPYIIEHHSIMHA

(pyHKIIIl HUPOK HEMaE.

INauienmu 3 neuiHKO0B0K HEAOCMAamHicmio

XBOpUM BUHATKOBO 3 I€YiHKOBOK HELOCTATHICTIO KOPEKIlid PeXXUMYy NO3yBaHHS He
nmotrpibHa. XBOpUM i3 Me4YiHKOBOIO Ta HUPKOBOIO HEAOCTATHICTIO CIIii KOPUTyBaTH

pexXuM A03yBaHHS BifAIIOBIAHO [0 HaBeOeHOl BUIIE TaOJIHUIIi.

ITediampuyHa nonyaauisa




Ilimu sikom 8i0 6 do 12 pokie
PekoMmenpoBaHa go0oBa mo3a cTaHOBUTH 5 MT (1 Tabnerka) 1 pa3 Ha goOy.
Ilimu sikom 8i0 2 0o 6 pokis

JleBolleTUPU3UH Yy BUTJISANI TabJIeTOK HE 3aCTOCOBYBATHU HiTSAM BiKOM [0 6 POKiB,
OCKIIBKHM 114 JIiKapCcbhbKa (popMa He Ja€ 3MOTU IPOBOOUTU HEOOXiMHY KOPEKIIiI0 PEXKUMY
mo3yBaHHs. [laHill KaTeropil mallieHTiB peKOMEHOYEThCS IIPpU3HadYaTH JIEBOLIETUPU3NH
y JiKapcChbKiu ¢opMi, MpupaTHiN OJIs 3aCTOCYyBaHHS y HeniaTpil.

Tpusasiicmb 3acmoCyB8aHHA

TpuBaicTh 3aCTOCYBaHHS: IALJIEHTIB i3 IEePIOOUYHUM aJIePTriYyHUM PUHITOM
(TpuBaiCcTh CUMIITOMIB 3aXBOPIOBAaHHS CTAaHOBUTHL <4 [i0 Ha THUXIeHb a00 MPOTSATOM
MeHIlle 4 TUXKHIB) CJIif JIiKyBaT¥ BiAIIOBiAHO OO0 3aXBOPIOBAHHSA Ta aHAMHe3Y;
JIIKyBaHHS MOXXHa MPUIIUHUTH, AKIIO CUMIITOMU 3HUKHYTh, Ta MOXXHAa BiTHOBUTU
3HOBY IIpU IIOBTOPHOMY BUHUKHEHHI CUMIITOMIB. Y pa3i CTIHKOr0 aJIepriyHoro puHiTy
(TpuBaMiCTh CUMIITOMIB 3aXBOPIOBAHHS CTAHOBUTH >4 Oi0 Ha TUXKMEHDb Ta ITPOTSATOM
Oinbirie 4 TUXKHIB) y Iepio KOHTAKTy 3 aJlepreHaMu IalliEHTy MOoxe O0yTu
3aIIpoIllIOHOBaHAa IOCTiMHA Tepallis. ICHye KIiHIYHUK OOCBiJ 3aCTOCYyBaHHS
JIEBOLIETUPU3UHY IIPOTATOM IIOHaMMeEHIle 6-MiCIYHOT 0 Iepioay jaikKyBaHHS. [Ipu
XPOHIYHUX 3aXBOPIOBAHHAX (XPOHIUYHUY aJIepriyHU PUHIT, XPOHIYHAa KPOIUB’ SHKA)
TPUBAJIICTh JIiIKyBaHHS CTAaHOBUTH A0 1 POKY (OaHi JOCTYMIHI 3 KITiHIYHUX OOCIiaXKeHb
IIpY 3aCTOCyBaHHI paneMary).

Himu.

[IpemapaT y Burmisni TabieToK He 3aCTOCOBYBATHU HOiTSAM BiKOM [0 6 POKiB, OCKIiJIbKHU
TakKa JIikapchkKa hopMa He [a€ 3MOTH IIPOBOAUTH HEOOXigHY KOPEKIIil0 PeXXUMY
no3yBaHHs. [laHil KaTeropil maiieHTiB peKOMEHAYETHCSA 3aCTOCYBaAHHSA
JIEBOLIETUPU3NHY Y JTiKapChbKuM (popMi, IpugaTHiNA OJid BUKOPUCTaHHSA y ITediaTpil.

Ilepego3yBaHHs

CumMnmomu: CUMIITOMHU IIepefo3yBaHHS MOXKYTh BKJIIOYATHU COHJIUBICTh Y JOPOCIUX Ta
rmoyaTKoBe 30yIKEeHHS i IMigBUIIIEeHY OPaTiBAUBICTh 3 HACTYITHOIO COHJIMBICTIO y HOiTEM.

JlikyeaHHa. Cnenmn(pidyHOTO aHTUOOTY OO JIEBOLETUPUINHY HEMAE. Y BUNAOKYy HOSIBU
CHUMIITOMIB ITepeo3yBaHHS PEKOMEHOYEThCSI CUMIITOMaTU4YHa Ta HiATpUMylH4da
Tepamnig. Criig po3rigsHyTH HeoOXigHICTh ITPOMUBAHHSA LITYHKA Yepe3 KOPOTKUM Yac
Imicis 3aCTOCyBaHHA mpenaparty. 'eMopiani3 a1 BUBEOEHHSA JI€BOLETUPU3HUHY 3
opraHiaMy He e()eKTUBHUIM.



IToGiuni epexTn

[ToBigomrisiyiock PO Taki MOOiIYHiI peakirii, siKi BUHMKaIU MiJ Yac KITiHIYHUX
OOCHigKEeHb JIEBOIIEeTUPU3NHY He MeHII HixK y 1 % manieHTiB (dacTto (=1/100, <1/10))
BikoM Bif 12 mo 71 poky:

3 60Ky HepB8osoi cucmemu: TOOBHUM 0iJTb, COHITUBICTD;

3 60Ky mMpasHO20 mpakKkmy: CyXiCTb y POTi;

3 60Ky Oope2aHi3my 8 uisomy: minBUIllEHA BTOMJIIOBAHICTh.

HeuacTo (=1/1000, <1/100) TakK0K ITOBimOMJISITIOCH IPO acTeHiio Ta 6illb y XKUBOTI.

[ToBimoMiisiyioch PO TakKi mobOiuyHi peakiril, SKi BUHUKAIU i Yac KITiHIYHUX
OOCIIIOXKEeHb JIeBOLIeTUPU3UHY He MeHII HixK y 1 % pgiteu BikoM 6 - 11 micanis Ta 'y
miTeu BikoM Big 1 mo 6 poKiB:

3 60Ky mpasHo20 mpakmy: miapesi, 6JII0BaHHSI, 3aII0p;
3 OOKY Hepsosoi cucmemu: COHJIUBICTh;
3 60Ky ncuxiku: IOPYIIEeHHS CHY.

IToBigoMIISIJIOCH ITPO TaKi IMOOiIUHi peaxirii, IKi BUHUKAJIX i Yac KIiHiYHUX
OOCHiAKEeHb JIEBOLIETUPU3UHY He MeHII HixK y 1 % pgiTteu BikoM Bifg 6 o 12 pokis:

3 60Ky Hepsosoi cucmemu: TOTOBHUM 0iJlb, COHITUBICTD.

Y micnsipeecTpaliiHOMY II€Piofl TaKOXK ITOBIOOMIISIIIOCS PO PO3BUTOK
HUXK4eIlepeslideHux mobiyHux peakiriii. [To6iuHi peaki1iil BKa3aHi 3a KjlacaMu CUCTEM
oprasis, 3rimao 3 MedDRA, Ta 3a 4acToTo!0: myke 4acTto (=1/10); gwacTto (=1/100,
<1/10); meuacTo (=1/1000, <1/100); pigko (=1/10000, <1/1000); my=xke pigko
(<1/10000); yacTtoTa HeBimoMa (He MOXHa BU3HAYUTHU 3a HASIBHUMHU JaHUMU).

3 60Ky iMmyHHOI cucmemu:

4acToTa HeBijoMa - IMifgBUIlleHa YyTJIUBICTh, Y TOMY YHCIIi aHadinakcis.
3 6oky mMemaboaizmy ma xap4y8aHHs:

4acToTa HeBifjoMa - IMiABUIIIeHUN alleTUT.

3 60Ky ncuxiku:

JacToTa HeBiloMa - arpecis, 30yaKeHHsI, rajlolrHallil, genpecisi, 6e3COHHS,
cyllupaasbHiI AYMKHU, XKaxXJINBi CHOBUIIHHS.



3 60Ky Hepsosoi cucmemu:

4yacToTa HeBijoMa - CYAOMH, IapecTe3isi, 3a1aMOPOYE€HHS, HEIIPUTOMHICTh, TPEMOD,
OUCTeB3is.

3 60Ky opeaaHie cayxy ma pisHosaau:

4acToTa HeBijoMa - BEPTUTO.

3 60Ky opaaHis 30py:

4acToTa HeBifjoMa - IOPYIIeHHs 30PYy, HeUiTKICTh 30PYy, OKyJIoripallis.

3 6okKy cepusi:

4acToTa HeBiloMa - ITOCuIeHe CeplebUTTs, TaXikapmais.

3 60Ky OuxasnvHOi cucmemu, op2aHie 2pyOHOI KAIMKU ma cepedoCmiHHS:
4acToTa HeBioMa - 3aJuIlKa.

3 60Ky mpasHo20 mpakmy:

YyacToTa HeBimoMa - giapesi, O110BaHHsI, 3aIl0p, CyXiCThb Y POTi, HymoTa, 6iyib y 3KUBOTI.
3 6oky eenamobisiapHoi cucmemu:

YacToTa HeBijoMa - renaTur.

3 60Ky HUPOK ma ceuosuodinbHOI cucmemu:

4YacToTa HeBijoMa - QU3ypis, 3aTpUMKa Cceui.

3 60Ky wkKipu ma niOWKIpHUX MKAHUH:

YaCTOTa HeBiloMa - aHTiOHEeBPOTUYHUYN HAOPSK, CTiMKi MeIMKaMeHTO3Hi BUCUIIAHHS,
cBepOixK, BUCUTIaHHS, KPOIIUB' THKA.

3 60Ky ckesilemHo-M’ 30801 cucmemu, CNOoAYYHOI MKAHUHU Mda KiCMmokK:
YacToTa HeBiloMa - MiaJiris, apTpairid.

3 60Ky opaaHi3aMy 8 uisomy ma peakuii y micui e8e0eHH:

yacToTa HeBigoMa - HaOpSK.

Pe3yabvmamu nabopamopHux 00Cai0x#CeHb: 4acToTa HeBigoMa - 30iIbIIIeHHST MacHu
Tina, BimxuneHHs QyHKI[IOHAIbHUX ITEYiHKOBUX MPO0 Bif HOPMHU.



Onuc okpemux nobiyHuUx peakxuiu
[ToBimoMiIsiyioCch TIPO CBePOiK MiC/Isa MPUITMHEHHS 3aCTOCYBaHHS JI€BOIETUPU3UHY.
ITogidomaeHHs Npo nido3proeaHi NobiuHI peakuyii

IMToBigoMJIEHHS IIPO MiMO3pIOBaHi IMOOIUHI peakirii, 1110 BUHUKIIM ITiCJISI peecTpailril
JIIKapChKOTO0 3aco0y, oyzKe BaxiuBi. Lle mae 3Mory IoCTiiHO CIIOCTEepiraTu 3a
0aslaHCOM KOPUCTh/PU3UK IiKapChKOro 3acoly. [IpalliBHUKIB CUCTEMU OXOPOHU
37IOPOB’SI MMPOCSTH MOBiAOMJIATH PO Oyab-5Ki Iigo3pioBaHi moOiyHi peakilii yepes
HalllOHAJIbHY CUCTEMY II0BiIOMJIEHb.

TepMiH NpUIATHOCTI

3 POKH.

VYMoBH 30epiranas

30epiraTtu B OpuriHaibHil yIIaKOBIIi ITpu TeMIrepaTypi He Buile 25 °C.

30epiraTty B HeOOCTYIHOMY [OJIS OiTE€W MiCIIi.

¥YnakoBka

ITo 10 TabneTok y 6yicTepi; mo 1 abo mo 3, a6o o 10 6ricTepiB Yy KapTOHHIM YIIaKOBIIi.
KaTeropist Biagnnycky

Be3s perenra.

BupooHuK

I'meamapk ®apmaceroTtukani JIta./ Glenmark Pharmaceuticals Ltd.



