Ckian

Oito4a pevyosuHa: 1eBaMi3o;

1 tabneTka 150 Mr mictuTth neBamizony 150 mr (y Burnsagi 177 Mr neBamizony
rimpoxyopuny);

OONOMIJCHI peuoB8uHU: KpOXMallb KYKypPyO3sSHUH, JJaKTO3a MOHOTiApaT, caxapo3a,
IIOBiIOH, Ta/llbK, MarHii cTeapar.

JIikapcbKa ¢opMma

TabneTku.

OcHoBHI (pi3uKo-xiMiuHi 81acmMuBocmi: KpPyri, IJIOCKi, Make 0iJIoro KOIbopy, 3
dackoro ta rpaBipyBaHHAM «DECARIS ¢150¢» 3 ogHOTO OOKY, iHImMM 6iK 6€3 Hamucy.
IiameTp TabmeToK — OGJIM3BKO 9 MM.

®dapMaKoTepalneBTHYHA Irpyna

[TpoTturenpMiTHi 3aco6u. 3acobu, SKi 3aCTOCOBYIOTHCS IIPU HeMaTomo3ax. [ToxigHi
imigazoTiazony. Kog ATX P02C EO1.

dapMakogHHaMiKa

JleBaMi30J1 YMHUTH MIBUAKY aHTUTEJIbMIHTHY [if0. Y raHTTionomiOHUX YTBOPEHHIX
HeMaTo[ JIeBaMi30JI CHPUYUHSE OEeIOJIIPU3yI YUl HeUPOM 130BUU Mapaiid. Takum
YMHOM, Iapali3oBaHi HeMaTOOUu BUOAJISIOTECS 3 OpPraHi3aMy BHACJIIAOK HOPMaJIbHOI
IIepPUCTaJIbTUKU KUILEYHUKY IIPOTATOM 24 TOOWH IiCJId IIPUKUOMY IIperapary.
He3Baxkawuu Ha Te, 110 JIeBaMi30JI B [IePIly Yepry BIIJINBA€ Ha HEPBOBO-M’ I30BY
CHUCTeMYy HeMAaTO[, IIiJIKOM MOXKJIMBO, 1110 B IeSIKUX T'eIbMiHTiB iHTiOyBaHHSI CUCTEMHU
(dymapaTpenykTa3u TaKOXK BIOJIMBAE Ha AaHTUTENbMIHTHY €(peKTHUBHICTH JIeBaMi30Jy.

dapMaKkoOKiHEeTHKA

Pa3oBa go3a neBamizony 50 MI' IBUAKO BCMOKTYETHCS 31 MITyHKOBO-KUIIIKOBOT'O
TpakTy. MakcuMaJsibHa KOHILIEHTpallis jieBaMi3oy y miaa3mi Kposi 0,13 MKr/mn
BiI3HA4Ya€ETHCS B cepegHbOMY 4Yepe3 1,5—2 roguHu ITicJisg 3aCTOCYBaHHS mpernapary.
JleBamizos1 MeTabo0Ii3y€eThCs y MEeUiHIli, OCHOBHI Moro MeTaboJIiTH - N-TiTpoOKCHU-
JleBaMi30JI 1 1Oro I'JIIOKYypOHifgHa noxinHa. [lepion HamiBBUBEIeHHSI CTAHOBUTEL 3—6
roguH. JleBamizon MmeTaboMi3yeThCS B MeUiHIl Mo 6araTbox MeTabomIiTiB, aKi
BUOIISIIOTHCS B OCHOBHOMY HUPKaMu (61u3bK0 70 % mpoTsaroM 3 OHIB) i B MeHIIiN Mipi



3 KajsioM (5%). Y He3MiHeHOMY BUTTISIOI BUOIMSAETLCSA 3 OpraHi3aMy i3 cedero meHiIe 5 %,
3 kanoM - meHnie 0,2 % BBemeHOi go3u. OCHOBHMM MeTabO0JIiTOM 3 cedi € p-
riApOKCHUJIeBaMi30JI i MOr0o IMIOKYPOHigHUM KoH'torat (12 % mosn).

Iloxa3aHHs
Ackapupo3, HeKaTopOo3, aHKIIOCTOMif03.
ITporunoka3aHHs

[TigBulleHa YyTJIMBICTh OO JieBaMi30iy abo g0 Oyaob-IKO1 JOIIOMiXKHOI PEYOBUHH, II0
BXOOUTh OO CKJIa[y JTiKapChKOT0 3aco0y.

B3aemofisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMHu Ta iHIIII BHOH B3a€EMoOIin

[Tpu ogHoYacHoMy npumnoMi [leKkapucy 3i CIUPTHUMM HaIlOSIMU CIIOCTEPIral0OThCs
oucysbdipaMononioHi CUMIITOMHU.

3 06epexkHiCTIO 3acTOCOBYBaTU [leKapuc 3 IpelapaTaMu, sKi BIJIMBAIOTh Ha
KPOBOTBOPEHHS.

[Tpu opmHOYacHOMY IpuirioMi [JekKapucy 3 KyMapUHONOOIOHUMUY aHTUKOaTyIsTHTaMU
MTPOTPOMOIHOBUIM YaC MOKe 30iIbIINUTUCS, TOMY HEOOXigHO KOPUTYBATHU 03Y
[IepOPaJIbHOI0 AaHTUKOAryJIsHTY.

CymMmicHe 3acTocyBaHHS [leKapucy 3 ajib0eHIa30JI0M 3HaYHO 3HMZKYBAJIO IIJIOIIY ITif
kpuBoio (AUC) anbbenma3ony cynbdokcuny. be3neka Ta eeKTUBHICTh JIeBaMi30iy He
OyJI BCTAaHOBJIEHI IIPU CYMiCHOMY 3aCTOCYBaHHi 3 alb0OeHIa30/I0M.

CymMicHe 3acTocyBaHHS [JeKapucy 3 iBepMEeKTUHOM 3HAYHO 30i/IbIITyBaJIO IJIOMILY IIif
kKpuBoio (AUC) iBepmekTuHy. be3rneka Ta epeKTUBHICTb IeBaMi30Ty He Oyu
BCTAHOBJIEHI IPU CyMiCHOMY 3aCTOCYBaHHI 3 iBEpMEKTUHOM.

Ilekapuc 30inbliIye piBeHb (PEHITOIHY B KPOBi, TOMY IIPU 1X OMHOYACHOMY 3aCTOCYBaHHi
HeoOXimHO KOHTPOJIIOBATH PiBEHb QPEHITOIHY B KPOBI.

Oco006/1MBOCTi 3aCTOCYBaHHS

ITig gyac Ta npotsarom 24 roguH IIiCJsA IPUUOMY IpenapaTy He JO3BOISEThCS BXKUBATHU
aJIKOTOJIbHI HaIlol.

IcHye psn mokasiB, 110 MOBTOPHUM BIJIMB JIeBaMi30/1y MoxKe OyTH OB’ sI3aHUMU 3
aJIeprivyHMMU peaklisiMU, BKJII0Yal04Yu IeMaTOoJIOTi4yHi ITOPYyILIeHHs, TaKi K
JleuKoIeHida. ToMy peKOMeHOoBaHy [03y IIpenapaTry He MOXKHa IIepeBUllyBaTH.



Heob6xigHa o6epexkHIiCTh IIPU 3aCTOCyBaHHi [lekapucy B KoMOiHallil 3 TpenapaTaMy,
sIKi MOXXYTh HETATUBHO BIIMBATH Ha ITeMaToII0e3.

[Ipo NeUKOUTOKIIaCTUYHUU BaCKYJIIT IIOBIAOMJISIJIOCS IIPU 3aCTOCYBaHHI JieBaMi30Ily.

CunppomMm CriBeHca—]I>KOHCOHA. Y TaIli€HTIB, SKi OTpUMyBaJjii KoMOiHallito 5-
¢Topypamuny Ta ieBaMi30Jjly, 3apeECTPOBAHO BUMIAOKU CUHOPOMY
CriBeHca—]I2KOHCOHA, OMHAK MPHUYNHHO-HACIIAKOBUM 3B’I30K He OyB BCTAHOBIIEHUH.

AKIO0 3’ABISAI0THECSA CUMIOTOMU CUHApPOMY CTiBeHCca—[I3KOHCOHA, JIiIKyBaHHS
IlekapucoMm cJifg HeravHo IpunuHuTU. Halkpaiu pe3ynbTaT y JIIKyBaHHI CHHOIPOMY
CriBeHca—]I?KOHCOHA JOCSATAETHCS NPU PaHHIN OiarHOCTHII.

JlerikoeHnedanonarisa. [Ipu 3acToCyBaHHI 003 IIpenapaTy iCTOTHO BUIIIUX Bif

PEKOMEHIOBAaHUX, 1 IIPHU JIIKYBaHHI IIPOTATOM TPUBAJIOTO IIEPioay IIOBIAOMIISJIOCS IIPO
MMOSsIBY JierikoeHIledanonaTii. ¥ 6inbInocTi malieHTiB BoHa Oyna 000POTHOIO i paHHSA
Tepalnisga KOPTUKOCTePOlAaMy Majla O3UTUBHUMU pe3ynbTaT. [IpoTe 3anumaeTsCs
He3'sICOBaHUM, YU ICHy€ IPUYUHHO-HACIIIIKOBUY 3B sI30K 3 JIEBAMI30JIOM.

[Iupo3s neyinku. [Ipu HassBHOCTI Upo3y neviHKU Cmax jieBaMi30J1y IiApOoXJIOPUny

He3Ha4yHOo 30iNbIIyeThCs, ane nioia mig Kpuboio (AUC) 36inbinyeThcsa B 4 pa3u.
OckKinbKku KiIiHiYHa 3HAYMMICTh TaKOl B3a€EMOil HeBU3HaYeHa, TO ITallieHTaM 3
IIMPO30M MEeYiHKHU CJIif YBaXKHO CTEXKUTU 3a MOXKJIMBUMU ITOOIYHUMU pPeaKIlisIMU.
SIKIIO CcIIoCcTepiramThCs TakKi peakilii, MOXKJIMBO, MOBEOETHCS 3MEHIIUTHU 103y abo
IIPUNUHUTHU 3aCTOCYBaHHS IIpenapary.

Ilepudepuyna HerponarTig. [Ipu cymiCHOMY 3aCTOCyBaHHI JieBaMi30iy 3 5-
¢TopypamuioMm Oynu 3apeecTpoBaHi BUNTagKu NepudeprndHol HelpoIaTii, omHaK
MMPUYHUHHO-HACIIIOKOBUM 3B’130K He OYB BCTAHOBJIEHUH. fAKIIIO ITPU 3aCTOCYyBaHHi

BHHUKAIOTh CUMIITOMH, III0 BKa3yIOTh Ha PO3BUTOK NepudeprudHOl HeWpoIaril, CiIig
IIepPEerIsaHyTHU CIIiBBIOHOIIEHHSI KOPUCTH/PU3UK 100 IIPOOOBXKEHHS JIIKyBaHHSI.

IomoMmixHi peuoBuHH. [Ipenapat [Iekapuc, TabmeTku 1mo 50 Mr, MiCTUTh >KOBTHUH

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

[Tpemapat Hekapuc, Tabnetku mo 150 Mr, MiCTUTH TaKTO3y MOHOTiApaT Ta caxapo3y.
[NamieHTaM 3 PigKICHUMM CIIaAKOBUMU (pOpMaMU HEIIEPEHOCUMOCTI rajlakKTO3H,
HEMIepeHOCUMOCTI JIaKTO3U Ta (PPYKTO3HW, CUHOPOMOM TJII0OKO30-TajlaKTO3HO1
MaJibabcopOirii abo caxapo30-i30ManbTO3HOI0 HEOOCTATHICTIO HEe CJIi 3aCTOCOBYBaTH
mpemnapar.

3maTHiCTh BIUITMBATH HA IIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu



He moBemeHo, 1110 JIeBaMi30JI BIZIMBA€ Ha 3[IaTHICTh KepyBaTu aBToMoOisieM abo
IHIIUMM MexaHi3MaMM, X04a IIOBimOMIISIJIOCH PO eHIledasionarTiio K Ay>Ke pPigKiCHYy
noOiyHy peaxliiio IIpU JIIKyBaHHI JIeBaMi30JI0M.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

[lepion BariTHOCTI. Y OOCIigKEeHHI Ha TBapHHaX He CIIOCTepirajau TepaToreHHOol mil.
I[loOpe KOHTPOIbOBAHUX OOCIIiAXKEHb 3 y4aCTIO BariTHUX KiHOK He TIPOBOAUIIU, TOMY Y
nepion BariTHOCTI [leKapuC MOXKHa IIPpU3Ha4daTH TIIBKY Y pa3i, AKI0O O4YiKyBaHa
KOPUCTH IIepeBaxKa€ MOXKJIMBUU PU3UK 3aCTOCYBaHHSA IIpernapary.

[Tepiopg rogyBaHHya rpyano. HesBimoMo, 94U IpoHUKAE JieBaMi30J1 y TPyLHE MOJIOKO
XKiHKM, OJHAK BiH BU3HAYaBCS Y KOPOB’T40OMYy MOJIOIli. [I1s1 3arobiraHHss HeraTUBHOTO

BIIJIUBY Ha HEMOBJIS MOTPiOHO BUPIMIUTU MUTAHHS IIPO HEOOXiMHICTh IpUioMy
Ipernapary OJis XKiHKH, siKa TOAY€E IPyLanto.

QepTUILHICTE. PeIpOOyKTUBHI OOCIIIOXKEHHSI Ha TBapHHaxX He IoKa3aJiyi BIJIUBY Ha
bepTUNBHICTS.

Cnocid 3acTocyBaHHs Ta J03H

IHopocnum O JIiKyBaHHS IeJIbMiHTO3iB [leKapuc Ipr3HaYarTh OQHOPA30BO Y O03i
150 mr (1 TabmeTKa).

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

Bik nuTtuau Maca Tina|[lo3a npemapaTry, OZTHOPa30BO

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 Tabs1.)

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

[IpenapaT OoOLibHO IPUMMATH 3 HEBEIUKOIO KilTbKIiCTIO BOOU MiC/IsA IPUUOMY 1xXi,
BBeUepi.

Y 3acTocyBaHHiI ITPOHOCHUX 3ac00iB abo0 crellianabHiM Ii€eTi HeMa€e ToTpeou.

Y pa3si HeoOXigHOCTI JTiKyBaHHS MOBTOPIOIOTH micis 7—14-0eHHOl IIepepBH.

OiTu



Tabnetku o 150 M He MOXKHa NPU3HAYATU OiTIM!
Ilepeno3yBaHHsA

[Tpu puiiomi BeMKOI 403u JieBaMi3oiy (rmoHarn 600 Mr) 6ynu onrcaHi Taki 03HaKu
IHTOKCHKaIlil: HygoTa, OJIl0BaHHS, JIeTaprisd, cma3Mu, giapes, TOJIOBHUM Oifnb,
3aaMOpPOY€eHHS 1 CIIIyTaHICTh CBimoMOCTi. [Ipu mo3ax, BUIIUX Bil peKOMEHOOBaHUX,
MMOBIHOMIISIJIOCS ITPO KOHBYIICIl.

JIikyBaHHS: IIPU BUIIaJKOBOMY IIepeao3yBaHHIi, AKIIO IIiC/Is IPUUOMY MUHYJIO
HebaraTo 4acy, Clif MpoMUTH IINyHOK. HeoOXigHUYM MOHITOPUHT XKUTTEBUX
MMOKa3HUKIB i MPOBEeIeHHsI CUMIITOMATUYHOl Teparrii.

Y pa3i HasIBHOCTi 03HAK aHTUXOJIiHECTEePa3HOi [ii MOXKHa BBECTHU K aHTUIOOT aTPOIIiH.
ITo0iuni peakmii

3 60Ky cepueso-cyOuHHOI cucmeMu: BiguyTTs: cepueduTTsl;
3 60Ky cucmemu Kposi ma aAimpamuyHoi cucmemu: arpaHyJIOIUTO32, JTeUKOIeHisa2;
ncuxiyHi po3saaou: 6e3coHHs1;

3 60Ky ueHmpaavHoi Hepeosoi cucmemu: cymoMul, 3arraMopodeHHs 1,
eHnedanomnariss3, roJIoBHUM 6inb1;

3 60Ky KUWKOBO-W.IYHK0B020 mMpakmy: abmoMiHanbHuM 6inbl, miapesl, Hymoral,
OroBaHHA1;

3 60Ky iMYyHHOI cucmemu: MOXKIUBI peaxilil TinepuyyTIUBOCTI, BKJIIOYAIOYM IIKipHi
BUCHUIIAHHS, CBePOiXK Ta aHTiIOHEBPOTUYHUM HaAOPSK;

3d2a/vHi NOpyweHHsA ma micuesi peakuii: TmipeKkciss.

1Y mooguHOKHX BUMIAAKaX MOXKYTh 3’'SIBISITHUCS TOJIOBHUU 0iflb, 6€3COHHS, 3allaMOPOYEHHS, BiqUyTTsa
cepuebuTTsI, CyOIOMHU, OUCHENITUYHI SIBUINA, TaKi K HymoTa, O/oBaHHs, abgoMiHanbHui 0inb, miapes. Li
edeKTH BUpPaXKeHi HerocTpo, KOPOTKOYaCHi i MUHAIOTh CaMOCTIiHHO.

2[1pu 3acTOCyBaHHI BeIUKUX H03 ab0 IIPHU TPHUBAJIiM Tepalrili MOXKJINBI JIEMKOMNeHis Ta arpaHyJIoIuTO3.

3€ moBimOMIIEHHS PO PO3BUTOK Peakiliii 3 00Ky IIeHTPaIbHOI HEPBOBOI cucTeMH (eHIledaomaTii)
yepes 2—5 THXKHIB ITic/Ig mIpUEoOMYy Ipemnapaty. Y OinbIocTi BuagKiB BoHU Oyiu 000POTHI i paHHE
JIIKyBaHHSI KODTUKOCTEPOITHUM 3aCO0OM TIOJIIMIITyBaJIO CTaH.

4Pigki BUmagKu mipekcii 6y 3apeecTpoBaHi y Iepion MOCTMapKEeTUHTOBOI'O CIIOCTEPEXKEHHS ITPH
JIiKyBaHHI J1eBaMi30JI0M.



IToBigoMJIEHHS IIPO Mif03PIOBaHi MoOiUHi peakiril

[ToBimoMiieHHS PO MimO3pIoBaHi M0OiYHI peakxiiii y nmepiox mocTMapKeTUHTOBOTO
CIIOCTEPEXKEHHS € NyxXKe BaXKJIMBUMU. Lle mae MOXKIIUBICTh 30iMCHIOBATH KOHTPOJIb 3a
CITiBBiTHOIIEHHSIM KOPUCThL/PU3UK [JIsI JTiKapChKUX 3aco0iB. ITpalliBHUKM OXOPOHU
3[00POB’sI IIOBUHHI ITOBIMOMIISITH ITPO Migo3ploBaHi MoOiYHI peakiiil.

TepMiH NpUIAaTHOCTI

5 pokiB. He 3acToCOBYyBaTH MiCjid 3aKiHYEHHS TEPMIiHY IPUOATHOCTI, BKa3aHOTO Ha
YIIaKOBII|.

YMoBHu 30epiranus

306epiratu nipu TeMmepatypi He Buile 25 °C. [Ipenapat 306epirati B HEJOCTYITHOMY
IOJI OiTen MicIii.

YnakoBka

1 TabneTka y 6micTepi; mo 1 6micTepy B KApTOHHIM yIIaKOBIIi.
KaTeropis Bignycky

be3s penernra.

BupooHHK

I'emeon Pixtep PymyHis A.T.; BAT «I'emeon Pixtep».

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
OistIbHOCTI

Byn. Ky3a Boge, 99-105, Tupry-Mype1n, xynens Mypet, 540306, PymyHis (moBHUH
IIMKJI BUPOOHUIITBA I'OTOBOI MPOAYKIIil, TaKyBaHHS, KOHTPOJIb CEPil);

H-1103, Byganemr, Byn. dempel, 19-21, YropimuHa (Bunyck cepii, opopMieHHs
cepTtudikaTiB ssK0oCTi). BupobnseTbcs 3a ninensieio ¢gipmu JANSSEN
PHARMACEUTICA, BEJIbI'T4.

[Ixepesno iHCTPpYyKIil

[HCTpYKIIifo TiKapChKOro 3aco0y B3sTO 3 0illiiHOTO mxKepesia — [lepKaBHOTO PEECTPY

JIiIKapChKHX 3aco0iB YKpaiHu.
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