Ckian

Oito4a pevyosuHa: 1eBaMi3o;

1 tabneTka 50 Mr MicTuTh neBamizony 50 Mr (y Burnsami 59 Mr neBamizony
rimpoxyopuny);

O0ONOMIJICHI pedyoB8UHU: KpoXMallb KYKYPYO3sIHMNM, cCaXxapuH HATPilo, MOBiOOH, TallbK,
apoMaT aOpMKOCOBUM, MarHiio crteapart, xkoBTui 3axig FCF (E 110).

JIikapcbKa ¢opMma

TabneTku.

OcHOBHI (pi3uKo-xiMiuHi 81acmuBocmi: KPyTIi, IJIOCKi, 6J1imo-opaHKeBOro KOIbopy, 3i
crnabKuM 3amaxoMm abpukoca, 3 GPacKom Ta 3 puCKaMHu, 110 PO3OilsiioTh TabIeTKy Ha
YOTHUPU YAaCTUHHU, 3 OOHOTr0 O0OKy. 371aM TabyeTKu O/1if0-0paHKeBOT0 KOJILOPY.
iameTp TabreTOK — OJIU3LKO 7 MM.

®dapMaKoTepalneBTHUYHA Irpyna

[TpoTturensMiTHi 3acobu. 3acobu, sSIKi 3aCTOCOBYIOThCS IIPU HeMaTopno3ax. [ToxigHi
imiga3zoTia3ony. Kog ATX P02C EO1.

dapMakKogHHaMiKa

JleBaMi30J1 YMHUTH IIBUAKY aHTUTEJIBMIHTHY [if0. Y TaHTTionomiOHUX YTBOPEHHSIX
HeMaTo[ JIeBaMi30JI CIPUYUHSE OEeIlOIIPU3yI YUl HeUpoM 130BUU mapaiid. Takum
YWHOM, Iapali3oBaHi HeMaTOOU BUOAJISIOTECS 3 OpraHi3aMy BHACJIIAOK HOPMaJIbHOIL
NEepPUCTAIbTUKU KUIIIEYHUKY IPOTIAToM 24 TOOUH IIiC/IsA IpUUOMYy Ipemnapary.
He3Baxkawuu Ha Te, 110 JIeBaMi30J1 B IIepIly Yepry BIJIUBA€ Ha HEPBOBO-M A30BY
CHUCTeMYy HeMaTOf, IIiJIKOM MOXKJIMBO, 1110 B IeIKHUX I'eIbMiHTiB iHTiOyBaHHSI CUCTEMHU
(ymapaTpenyKTa3u TaKOXK BIIJINBA€E Ha QHTUTEJIbMIHTHY e(DEeKTUBHICThH J1€BaMi30Iy.

dapMaKOKiHEeTHKA

Pa3oBa go3a neBamizosny 50 MI IIBUAKO BCMOKTYETHCS 31 HITyHKOBO-KHUIIIKOBOTO
TpakTy. MakcuMaJsibHa KOHILIEHTpallis jieBaMi3oiy y mia3mi Kposi 0,13 Mkr/mn
BifJl3HAYa€ThCA B CepeadHbOMY Uepe3 1,5—2 roguHu IIicjiss 3aCTOCYyBaHHS IIpenapary.
JleBaMizos1 MeTabo0Ii3y€eTHCS y MEeUiHIli, OCHOBHI Moro MeTaboJIiTH - N-TiTpoOKCHU-
JileBaMi30Jl 1 MOoro I/II0KYpPOHigHa noxinHa. [Tepion HaniBBUBeOeHHS CTAHOBUTL 3—6
roguH. JleBamizon MmeTaboMi3yeThCA B MediHIl M0 6araTbox MeTabomIiTiB, IKi



BUIJISIOTECS B OCHOBHOMY HUPKaMmu (05113bK0 70 % mpoTsiroMm 3 OHIB) i B MeHIIIi#M Mipi
3 KanoM (5%). Y He3aMiHeHOMY BUTJIAA1 BUOUISETHCSA 3 OpPraHi3My i3 ceder MeHIIe 5 %,
3 kanoM - meHnie 0,2 % BBemeHOi go3u. OCHOBHUM MeTabO0JIiTOM 3 cedi € p-
TriApOKCHUJIeBaMi30JI i MOro IMIOKYPOHigHUM KOoH 'torat (12 % mosn).

Iloka3aHHs
Ackapupo3, HEKaTopOo3, aHKIIOCTOMIf03.
IIporunoka3aHHs

[TigBuIleHa Yy TJIUBICTH OO IeBaMi3oy abo A0 Oyab-gKOl HOIIOMizKHOI PEeYOBUHHY, 110
BXOOUWTH [0 CKJIafy JIiIKapChKOro 3acoby.

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

ITpu ogHOYacHOMY npuiioMi [lekapucCy 3i CHUPTHUMHU HaAIOSIMU CIIOCTEPIraroThCs
oucynbgipaMononiOHi CUMIITOMHU.

3 06epexXKHICTIO 3aCTOCOBYBaTU [leKapuc 3 IpenapaTaMy, sKi BIJIMBAIOTh Ha
KPOBOTBOPEHHS.

[Tpu ogHOYacHOMY IIpuiioMi [leKkapucy 3 KyMapUHOIIOOIOHUMY aHTUKOATYJISTHTaMU
MPOTPOMOIHOBUYM YaC MOKe 30iIbIINUTHUCSA, TOMY HEOOXigHO KOPUTYBATU I03Y
IepopaybHOr0 aHTUKOATyJISHTY.

CywmicHe 3acTocyBaHHs [leKapucy 3 anb0eHIa307I0M 3HAaYHO 3HUIKYBAJIO IIJIOIIY ITif
kpuBoio (AUC) anvbenmasony cynbdorcuny. besneka Ta epeKTHUBHICTDL 1eBaMi30ny He
OyJi1 BCTAaHOBJIEHI IIpU CyMiCHOMY 3aCTOCYBaHHi 3 abOeHIa30/I0M.

CymMicHe 3acTocyBaHHS [JeKapucy 3 iBepMEeKTUHOM 3HAYHO 30iIbIITyBasIO IOy IIif
kpuBoio (AUC) iBepmekTuHy. be3rneka Ta epeKTUBHICTb JIeBaMi30iy He Oynu
BCTAHOBJIEHI IPU CYMiCHOMY 3aCTOCYBaHHI 3 iIBepMEKTUHOM.

Ilekapuc 30inbIye piBeHb PeHiTOIHY B KPOBi, TOMY IpH i1X OOHOYACHOMY 3aCTOCYBaHHI
HeoOXimHO KOHTPOJIIOBATH PiBEHb QPEHITOIHY B KPOBI.

Oco006/1MBOCTi 3aCTOCYBaHHS

ITig yac Ta npotsarom 24 roguH IIiCJs IPUUOMY IIpenapaTy He JO3BOJISEThCS BXKUBATU
aJIKOTOJIbHI HaIllol.

IcHye psn mokasiB, 110 MOBTOPHUM BIJIMB JiIeBaMi30/1y MoxKe OyTH OB’ sI3aHUU 3
aJIepriyHMMHU peaklisiMU, BKJII04Yal04yd reMaTOJIOTiuHi IOPYILIeHH, TaKi IK



JIeMKOoIeHisA. ToMy peKOMeHI0oBaHy A03Yy IIpelapaTy He MOXKHa IIepeBUITyBaTH.
HeoOxigHa o6epexXHiCcTh ITpu 3acTOCyBaHHi [lekapucy B KOMOiHallil 3 mperapaTaMu,
sIKi MOKYTh HETQTUBHO BILJIMBATH Ha reMaTOII0e3.

[Tpo NeNKOMUTOKIaCTUYHUM BaCKYJIiT MOBIAOMIISJIOCS IIPU 3aCTOCYBaHHI JiIeBaMi30JTy.

CunppomMm CriBeHca—]IKOHCOHA. Y Talli€HTIB, SKi OTpUMyBajii KoMOiHaIlifo 5-

¢pTopypanuny Ta ieBaMi30J1y, 3apE€ECTPOBAHO BUMIAOKU CUHOPOMY
CriBeHca—]I2)KOHCOHA, OMHAK MPUYNHHO-HACIIAKOBUM 3B’s130K He OyB BCTAHOBIIEHUH.
A0 3’ABIAI0THECSA CUMITOMU CUHIApOoMY CTiBeHCca—[[3KOHCOHA, JIIKyBaHHS
IlekapucoMm ciig HeraHO NPUNUHATH. Hallkpaiiul pe3yneTaT y JIiKyBaHHI CHHOPOMY
CriBeHca—]I?KOHCOHA JOCSATAaETHCS NPU PaHHIN OiarHOCTHII.

JlerikoeHnedanonarTisa. [Ipu 3acTocyBaHHi [03 IIpenapaTy iCTOTHO BUIIXX Bif

PEKOMEH0BaHUX, i IIPU JIIKyBaHHI IPOTSATOM TPUBAJIOT0 IIepPioay MOBIMOMIIAIOCS IIPO
MosABy JnerkoeHuedanonarii. ¥ 6inbIIocTi nauieHTiB BoHa Oyjia 000pPOTHOIO i paHHS
Tepalis KOPTUKOCTEPOlgaMU Majla HO3UTUBHUU pe3ynbTaT. [IpoTe 3aIuIlaEeThCA
He3'sICOBaHUM, YU iCHy€ IPUYUHHO-HACIIIAKOBUY 3B'sI30K 3 JIEBaMi30JIOM.

Lurpo3s nevinku. [Ipu HagBHOCTI UpPO3y NediHku Cmax j1eBaMi30J1y TigpoXjIopuny

He3Ha4yHO 30iNbIyeThCS, aje mioila mmig KpuBoio (AUC) 36inbiryeThcs B 4 pas3u.
OcCkKinbKY KJTiHiYHA 3HAQYUMICTh TaKOl B3a€EMO[Iil HeBU3Ha4YeHa, TO MalliEHTaM 3
IIMPO30M MEYiHKHU CJIif YBAaXKHO CTEXKUTU 3a MOXKJIUBUMMU ITOOIYHUMU pPeaKIlisIMU.
SIKIIIO crioCcTepiralThCS TakKi peakilili, MOXKJIMBO, IOBEOETHCS 3MEHIIUTHU 103y abo
NPUIIMHUATHU 3aCTOCYyBaHHSA Ipemnapary.

[lepudepuyHa Henponarisa. [Ipu cymicHOMY 3acTOCyBaHHi 1eBaMi3oiny 3 b-

dbTopypaiuiomM 6yau 3apeecTpoBaHi BUagKu rnepudepuyHoi Hepomnarii, omHaK
MMPUYHUHHO-HACIIIOKOBUM 3B’130K He OyB BCTAHOBJIEHUN. fAKIIIO ITPU 3aCTOCyBaHHI
BMHUKAIOTh CUMIITOMH, 110 BKa3yIOTh HAa PO3BUTOK ITepu(epudHOl HEUpoImaril, CIIif
IIEePEeTIAHYTU CIIIBBIAHOILIEHHS KOPUCTH/PU3UK 1100 IIPOOOBXKEHHS JIIKyBaHHII.

IMomomixxHi peuoBuHH. [Ipenapat [lekapuc, TabneTku 1mo 50 Mr, MiCTUTh KOBTHUU

daxim FCF (E 110), akuii MOKe CIIPUYUHSTH aJIepridHi peakiril.

3maTHICTH BIUTHBATH Ha MIBHIKICTH peakiiii mIpH KepyBaHHiI aBTOTPaHCIIOPTOM
a00 iHImMUMHU MexaHiZMaMHu

He moBemeHo, 1110 1eBaMi30i1 BILJIMBAE Ha 3aTHICTh KepyBaTHU aBTOMOOimeM abo
IHIIMMM MexaHi3MaMHM, X04a IIOBimOMIISIJIOCH ITPO eHIledasionarTiio siK Ay>Ke PigKiCHy
mobiyHy peaxliifo IIpU JIiIKyBaHHI JIeBaMi30JI0M.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio



[lepion BariTHOCTI. Y OOCHigKEeHHI Ha TBapHHaX He CIIOCTepirajau TepaToreHHOl Mil.

[loOpe KOHTPOIbOBAHUX OOCJIIAXKEHb 3 y4aCTIO BaTiTHUX KiHOK He IIPOBOAUIIU, TOMY Y
nepion BariTHOCTI [leKapuC MOXKHa IIPpU3Ha4yaTH TIIBKHY Y pa3i, AKI0o O4YiKyBaHa
KOPHUCTH ITepeBaka€ MOXKJINBUY PU3UK 3aCTOCYyBaHHSA Ipenapary.

[Tepiog rogyBaHHda rpyano. HeBimoMo, 94U IpoOHUKAE JieBaMi30J1 y TPyLHE MOJIOKO
XKiHKM, OJHAK BiH BU3HAYaBCS Y KOPOB’T4OMYy MOJIOIli. [I1s1 3arobiraHHss HeraTUBHOTO

BIIJIUBY Ha HEMOBJIS MOTPiOHO BUPIMIUTU MUTAHHS IIPO HEOOXiMHICTh IpUOMY
Ipernapary OJis XKiHKU, siKa TOOY€E IPyanto.

QepTUILHICTE. PeIpOOyKTUBHI OOCIIIOXKEHHSA Ha TBapHHaxX He IoKa3aJlyi BIJIUBY Ha

bepTUNBHICTS.
Cmocid 3acTocyBaHHs Ta J03H

IHopocnum O JIiKyBaHHS IeJIbMiHTO3iB [leKapuc Ipr3Ha4YarTh OQHOPA30BO Y O03i
150 mr (1 TabmeTKa).

[IiTaM nmpernapaT Ipu3Ha4daloTh ¥ popMmi TabneTok 1mo 50 Mr ogHOPa30Bo (BBeuepi) y
mo3i 2,5 Mr/Kr macu Tina:

Bik nuTtuau Maca Tina|[lo3a npemapaTry, OZHOPa30BO

3—6 poKiB 10—-20 xkr |25-50 mr (1/2-1 Tabmn.)
7—10 pokiB |20-23 kr |50-75 mr (1-1,5 Tabs.)

11-18 pokiB |[30-60 kr |75-100 mr (1,5-3 Tabs.)

[IpenapaT OOLiIbHO IPUNMATH 3 HEBEIUKOIO KilIbKiCTIO BOOU MiCIsA IPUMOMY 1xXi,
BBeUepi.

Y 3acTocyBaHHI ITPOHOCHUX 3ac00iB abo crellianabHiM Ii€eTi HeMa€e TOoTpeoOu.

Y pa3si HeoOXigHOCTI NTiKyBaHHS MOBTOPIOIOTH mHicist 7—14-0eHHOl IIepepBH.
itk

Tabnetku mo 50 Mr 3aCTOCOBYBATH HOiTSIM BiKOM Bif 3 POKiB 3a ITpU3HAYEHHSIM Ta ITif
HarasgoM JIiKaps4.

Ilepeno3yBaHHA



[Tpu nmpuiiomi BenuKoi mo3u neBamizony (moHan 600 mr) 6ynau onucaHi Taki 03HaKH
iHTOKCHKaIlil: HygoTa, OJII0BaHHS, JIeTaprisd, clla3Mu, giapesi, TOJIOBHUM Oifnb,
3allaMOpPOY€eHH4 1 CIUIyTaHICTh CBimOMOCTi. [Ipu mo3ax, BUIIIUX Bil peKOMEHOOBaHUX,
TTOBiTOMJISIJIOCS TIPO KOHBYJIBCII.

JIiKkyBaHHS: IPY BUNIaJKOBOMY IIepeIOo3yBaHHi, SKIIIO IIiC/IsI IPUMOMY MUHYJIIO
HebaraTo 4acy, CjIif MpoOMUTHU HITYHOK. HeoO6XigHUM MOHITOPUHT XKUTTEBUX
IMOKa3HUKIB i IPOBEIEHHI CUMIOITOMaTUYHOl Teparmil.

Y pasi HasgBHOCTI 0O3HAK aHTUXOJIIHECTEPA3HOIl [il MO2KHAa BBECTH K aHTHUOOT aTPOIIiH.
IToOiuni peakmii

3 60Ky cepueso-cy0uHHOI cucmemu: BimdyTTs: cepreduTTsl;
3 60Ky cucmemu Kposi ma aimgpamuyHoi cucmemu: aTpaHyI0UTO32, TeHUKOIIeHisI2;
ncuxiuHi po3snadu: 6e3coHHs];

3 60Ky ueHmMpasavHOi Hepeoeoi cucmemu: cynoMmul, 3amamMopodYeHHsi1,
eHledanomnarisi3, roJIoBHUM 0inb1;

3 60Ky KUWKOBO-WIYHKOB020 mpakmy: abmoMinanbHuM 6inbl, giapesl, Hymoral,
OoBaHHA]1;

3 60Ky iMYyHHOI cucmemu: MOXKJIUBI peakxllil TinepyyTIUBOCTI, BKJIIOYalO4M IIKipHi
BHUCHUIIAaHHS, CBepOiXK Ta aHTIOHEBPOTUYHUYN HAOPSK;

3ae2anvHi NOpyweHHs ma Micuesi peakuii: mipekcis4.

1Y moogrHOKHMX BUMIAAKaX MOXKYTh 3 IBISTUCS TOJIOBHUMY 0ifib, 6€3COHHS, 3allaMOPOYEHHS, BiqUyTTS
CcepueduTTs, CyOOMHU, OUCTIEIITUYHI ABUIA, TaKi K HypmoTa, O/1ioBaHHs, abgoMinanbHul 6inb, miapes. Li
e(ekTu BUpaxkeHi HEroCcTPo, KOPOTKOYaCHi i MMHAIOThL CaMOCTIMHO.

2TTpu 3acToCyBaHHI BeTUKUX 103 ab0 IIpU TPUBaIiil Teparil MOXKJIMBI JIEMKONEHis Ta arpaHyJIoIuTO3.

3€ moBimOMIIEHHS PO PO3BUTOK Peakiliti 3 60Ky IeHTPaIbHOI HEPBOBOI cucTeMH (eHIledaomaTii)
yepe3 2—5 THUXKHIB ITic/d mpuiioMy mpemnaparty. Y OinbInocTi BUunagkiB BoHU O0ysiM 000POTHI i paHHE
JIIKyBaHHS KOPTUKOCTEPOITHUM 3aCO00OM IIOJIIIITyBaJio CTaH.

4Pinki BUmmagKu mipekcii 0yiu 3apeecTpoBaHi y Iepiog MOCTMapKETUHTOBOI'O CIIOCTEPEXKEHHS ITPU
JIIKyBaHHI JIeBaMi30JIOM.

IMToBimoMIEHHS IPO Migo3pIoBaHi MO0iIYHI peakiil

[ToBimoMiieHHS PO MimO3pIoBaHi 1M00iIYHI peakiiil y mepioq MoCcTMapKeTHUHTOBOTO
CIIOCTEPEXKEHHS € OyXKe BaXJIMBUMHU. Lle ma€ MOXKIIUBICTh 30iMCHIOBATH KOHTPOJIb 3a



CHiBBiIHOIIIEHHSIM KOPUCTH/PU3UK IS JTiKapChbKUX 3ac00iB. IIpalliBHUKM OXOPOHU
3[I0POB’sI TIOBUHHI MOBIMOMJISATH ITPO ITi03pIoBaHi MobiyHi peakirii.

TepMiH NpHIAaTHOCTI

5 pokiB. He 3acToCOByBaTu MiCjisg 3aKiHYEHHS TEPMIHY IPUOATHOCTI, BKa3aHOTO Ha
YIIaKOBIIi.

VYMoBHM 30epiranus

30epiraTu npu Temnepartypi He Buiie 25 °C. [Ipenapart 30epiraté B HEOOCTYIITHOMY
OIS OiTer MicCIi.

YnakoBka

2 TabneTku y Omictepi; mo 1 GricTepy B KapTOHHIM YIIaKOBIIi.
Karteropis Bignycky

Be3s perenta.

BupooHuK

l'epeon Pixtep PymyHisa A.T.; BAT «I'emeon PixTep».

Micue3Haxo/dKeHHsI BHUPOOHHMKA Ta HOro aJgpeca MicIisi IPpoBaJaXKeHHSI
IisIIHLHOCTI

Byn. Ky3a Boge, 99-105, Tupry-Mypei1, xynens Mypert, 540306, PymyHis (ToBHUU
IIMKJI BUPOOHUIITBA TOTOBOI IIPOMYKIIil, MaKyBaHHS, KOHTPOJIb Cepil);

H-1103, Bymamnerur, Byn. [lempel, 19-21, YropinuHa (BUIIyCK cepil, 0popMIeHHSI
ceptudikaTiB sikocTi). BupobnseTbcs 3a ninensieio ¢pipmu JANSSEN
PHARMACEUTICA, BEJIbI'IA.

[Ixepeso iHCTPYyKIIil

[HCTPYKIIiio TiKapChKOro 3aco0y B3sTO 3 oQillifiHOTo mkepesa — [lepKaBHOTO PEECTPY

JIiIKapCchKUX 3aco0iB YKpaiHu.
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