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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby
IMOAIYM

(IMODIUM®)

Cknap:

Aitoya pevosuHa: loperamide;

1 Kancyna MiCTUTbL 2 Mr nonepamigy rigpoxnopuay;

AOMOMI>KHI PEYOBMHU: NAaKTO3M MOHOriApaT, KpoXManb KyKypyA3saHWIA, TanbK, MarHito cteapart; 060/10HKa Kancyun: 3aniza okeug »xostuid (E 172), 3anisa okcug,
yopHuin (E 172), Tutany giokempg (E 171), iHgurokapmid (E 132), eputposuH (E 127), xenaTuH.

JlikapcbKa hopma. Karncynu.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTUBOCTI: Karcyinm po3mipom 4 3 3e/1eHOH KPULLEYKOH Ta TEMHO-CIPUM KOPMYCOM, L0 MICTATb NOPOLLOK 6i/10ro Konbopy.

dapmakoTepaneBTUYHa rpyna. Mpenapatu, Wo NPUrHivyTh NepUCTanbTUKY.
Kog ATX A07D AQ3.

dapmakosoriyHi B1acTmBOCTI.

dapmakogHamika.

Nonepamigy rigpoxnopus 3B°A3YeTbCA 3 OMIAaTHUMM peLenTopaMy KULLIKOBOI CTiHKM. BHacnifoK UbOro MPUrHIiYYeTbCA BUBIMIbHEHHS aLETUIXOMiHY Ta
npocTarfaHAUHIB, 3HMXKXYHUM Y Takuid CNocio NponyibCMBHY NEPUCTANbTUKY Ta 36i/bLUYHOYM YaC MPOXOLKEHHSA BMICTY Yepe3 TpaBHUIN TPaKT, a TaKoX 34aTHICTb
CTIHKW KULLEYHMKY [0 abcopbuil pignHu. Jlonepamigy rigpoxnopug 36inbLlye TOHYC aHa/IbHOr0 CPRIHKTEPa, 3HWKYHUM TUM CaMUM HETPUMAaHHSA KasioBUX Mac Ta
no3vBu A0 Aedekauii.

dapmakoKiHe TVKa.

Abcopbuis: 6inblia YacTMHa nonepamify, NPUAHATOrO BHYTPILHLO, abCOPOYETLCS 3 KULIEYHWKY, afie B pe3ynbTaTi IHTEHCMBHOrO MeTaboniamMy MepLioro
MPOXOMKEHHS cMcTeMHa 6i0f0CTYMHICTb CTAHOBUTL NpM6A13HO nnwe 0,3%.

Posnogin: pesynbtat JOCNILXKEHb 3 PO3NOAINY nonepamify y LWypis NoKasyrTb BUCOKY aPiHHICTb BiJHOCHO CTIHKM KULUEYHUKY 3 MEPEBAXKHUM 3B'A3yBaHHAM 3
peuenTopamun Mo3A0BXHLOI0 LWapy M'A30BOT 06010HKMW. 3B'A3yBaHHA nonepamigy 3 6inkamu cTaHOBUTb 95%, FONOBHUM YMHOM 3 anibOyMiHOM. JOKNiHIYHI faHi
nokasasu, Lo nonepamig € Cyo6cTpaTom P-rnikonpoTeiny.

MeTaboniam: nonepamif Maii>ke MOBHICTHO eKCTParyeTbCA NEYiHKOM, Ae BiH MepeBaXXHO MEeTab0Mi3yeTbCs, KOH OTYETbCSA Ta EKCKPETYETLCA 3 XKOBUKO. OKMCHE


mailto:

N-femMeTnNyBaHHS € OCHOBHMM MeTaboMliYHMM LUASXOM fionepamigy, Lei npouec onocepeikoBaHWn rOnoBHUM YMHOM i3odopmamn  CYP3A4 ta CYP2C8.
BHacnifjok uboro fyxe iHTEHCMBHOIrO eqeKTy MepLIoro MPOXOMKEHHS Yepe3 MedviHKy KOHUEeHTpauil He3MiHEHOro nikapcbKoro 3acoby B nasMi KpPOBI
3a/IMLIAK0THCA AYXKE HU3bKUMMN.

Eniminauis: nepiog HaniBBMBeAeHHS nonepamify y MoAen CTaHOBUTL NpubamnsHo 11 roguH 3 gianazoHoM 9-14 roamH. EKCKpeuis He3MiHEHOro nonepamigy Ta
oro meTaboniTiB BigbyBaETLCSA B OCHOBHOMY 3 Ka/lOM.

Monynauia nayieHTIiB AUTAYOro BiKy: (hapMakOKIHETUYHUX LOCNIMKEHb NONYAALIT NaLiEHTIB AUTAYOM0 BiKY He npoBoauan. OUiKyeTbCs, WO (PapMaKoKiHETUYHA
noBefiHKa fionepamigy Ta B3aEMOAIT NiKapCbKMX 3ac06iB 3 nonepamigom 6yayTb aHanorivyHi TUM, LLLO CMOCTEPIralTbCa y AOPOC/INX.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

CumnToMaTuyHe NiKyBaHHS rocTpoi giapel y 4opocnunx Ta AiTei BiKoM Bif 12 pokis.

CumnTOMaTUYHe NTiIKyBaHHSA rocTpux eni3ofiB fdiapel, 3yMOBNEHOT CUHAPOMOM MOAPA3HEHOr0 KULLEYHWKY, Y AOPOC/MX BIKOM Bif 18 poKiB MNic/is BCTaHOB/IEHHS
NMepBMHHOIO fiarHo3y NiKapem.

MpoTunokasaHHs.
IMoaiyM® npoTMnoKasaHuii:
- nauieHTam 3 BiJOMOO MifBULLIEHOK YYTNMBICTIO 0 flonepamigy rigpoxnopuiy abo fo 6yab-aKoro3 KOMMNOHEHTIB npenapary;
- [iTaMm BiKOM 0 12 pokiB;
- nauieHTam 3 roCTPO AM3EHTEPIEHD, L0 XapaKTepu3yeTbCsA HAABHICTIO KPOBI Y BUMOPOXXHEHHAX Ta NiABULLEHOD TeMMepaTyporo Ting,;
- nNauieHTam 3 rocTpMM BMPa3KOBMM KOMITOM abo NnceBLoMeMOpPaHO3HM KONITOM, MOB’A3aHMM i3 3aCTOCYBaHHSAM aHTMOIOTUKIB LLUMPOKOIo CrekTpa Ail;
- nNauieHTam 3 6aKTepiaslbHUM EHTEPOKO/ITOM, CPUYMHEHUM MiKpoopraHisMamu poanH Salmonella, Shigella Ta Campylobacter.
IMogiym® B3arani He cnifi 3aCTOCOBYBaTM, SKLIO Tpe6a YHUKHYTU MPUrHIYEHHS MepUCTaNbTUKM Yepe3 MOXIUBUIA PUSMK BUHWUKHEHHS 3HAUHUX YCKMaHEHb,
BK/IOHAKOU N KMLLKOBY HEMPOXIi4HICTb, MErako/10H Ta TOKCUYHWNIA MErakosIoH.
Heo6xifHO HeralHO NPUNUHUTKY NPUIAOM Npenapary, SKLLO0 PO3BUBAETLCA 3amnop, 34YTTH XNBOTA 860 KMLLIKOBA HEMPOXIiAHICTb.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLi BUAM B3aEMOLIN.

MMoBigoMAANOCA MPO BUMAAKN B3aEMOAIT 3 NIKAPCbKMMM Npernaparamu, WO MarTb NOAIOHI (hapmakonorivyHi BnactMBoCTi. JlikapCbKi mpenapatu, WO MakTb
MPUrHiYYBanbHY Ait0 Ha LiEHTPa/bHY HEPBOBY CUCTEMY, He 3aCTOCOBYBATY OJHOUACHO 3 NpuiiomMoM IMogiymy® aiTam.

[OKniHIYHI faHi nokasanu, Lo nonepamig € cybctpatoMm P-rnikonpoteiHy. OfHoYacHe npu3HaydeHHsA fonepamigy (B fo3i 16 mr) pasom 3 iHriéitopamu
P-rnikonpoTteiHy (XiHigWH, PWTOHaBIp) MPW3BOAWIO A0 NIABWLLEHHA PIBHA fonepamigy y nnasmi Kpoi B 2-3 pa3un. KniHiYHa 3HaAYyLWiCTb 3a3HayeHol
(hapMaKOKIHETUYHOT B3aEMOAIT NMPK 3aCTOCYBaHHI nonepamigy B peKOMeHA0BaHMX A03ax HeBigoMa.

CynyTHe 3acTocyBaHHA nonepamigy (4 mr ogHopas3oBo) Ta iTpakoHasony, iHriditopy CYP3A4 Ta P-rnikonpoTteiHy npu3soanno Ao 3-4-pa3oBoro 30i/bLUEHHS
KOHLEHTpaLiiA nonepamify B nnasMi KpoBi. Y LbOMY XX AocnigpkeHHi iHriitop CYP2C8 remdibpo3vn nigsuilysas BMICT nonepamigy npubnnsHo B 2 pasu.
Komb6iHOBaHe 3acTOCyBaHHS iTpakoHa30/1y Ta remioposvnny npu3BoAMI0 A0 4-pa3oBoro 36i/blUeHHS MakCMMaIbHOro BMICTY fionepamigy B nnasmi Kposi Ta 13-
Pa30BOro 36i/bLUEHHS 3aralbHOT eKcno3uuii y nnasmi Kposi. Lle nigBuiLieHHA He Oyno nos'A3aHe 3 BM/AMBOM Ha LEHTpasibHY HepsoBy cuctemy (LHC), wo
B13HaYaBCs 3a AOMOMOrot NCUXOMOTOPHUX TeCTiB (TO6TO, Cy6'eKTUBHA COHNMBICTL Ta TECT HA 3aMiHY LU(PPOBMUX CUMBOJIIB).

CynyTHe 3acTtocyBaHHs norepamigy (16 mMr ogHoOpasoBo) Ta KeTOKOHa3ony, iHribitopy CYP3A4 i P-rnikonpoTeiHy, NpM3BOAMIO A0 5-pa3oBoro nifBuLLEHHS
KOHLeHTpaLiT nonepamigy B nniasmMi Kposi. Lle nigBuLLeHHA He 6yno nos'a3aHe 3i 36ibleHHAM (hapMakoAMHaMiYHMX e(heKTiB, L0 B13HAYa10ca 3a 40MNOMOror



nyninomeTpii.

CynyTHe NiKyBaHHA AeCMOMNPECUHOM 15 MepopasibHOro 3aCTOCyBaHHSA MPU3BOAUIIO A0 3-pa3oBOro MiABULLEHHS KOHLEHTpauil 4eCMOMpPecMHy B nnasmi Kposi,
BipOrifHO, BHaCNiAOK 6iNbLU MOBiMILHOT MOTOPMKM LLTYHKOBO-KMLLKOBOMO TPAKTY.

OuiKyeTbCA, WO MIKAPCbKi 3aco6y 3 aHanoriyHUMK (apmakonoriYHUMKM BAACTUBOCTAMMU MOXYTb NiACWNIOBATU Ait0 flonepamigy, a NikapcbKi 3acobn, fKi
MPUCKOPIOKOTH MPOXOMKEHHS DKI Y LLTYHKOBO-KULLKOBOMY TPaKTi, MOXYTb 3HUXXYBATU MOro 4ito.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

NikyBaHHA fiapei HOCUTb CUMNTOMaTUYHUIA XapaKTep. AKLLO MOXHa BU3HAYMTK €TIONOTit0 3aXBOPtOBaHHA (ab0 3a3HayveHo, Lo NOTPIOGHO Le 3pobuTn), To y pasi
MOXX/IMBOCTI CNiJ NPOBOANTU CrieundivHe NiKyBaHHS.

Y XBOpUX 3 Aiapeeto, 0c06/MBO Y AiTei, ocnabneHnX nauieHTiB Ta MHOAen NiTHLOrO BiKY MOXe BUHUKHYTW ferigpatauis Ta gncbanaHc eNnekTponiTiB. Y Takux
BMMaKax HaBaXX/IMBILLNM 3aX0[0M € 3aCTOCYBaHHS 3aMiCHOT Tepanii 4715 MOMOBHEHHS PiAVUHM Ta eNeKTPoNITIB.

3acTocyBaHHA npenapaTy He 3aMiHIOE BBeeHHS BiNOBiAHOI KiNbKOCTI PiANHW Ta BiJHOB/IEHHS eNIEKTPONITIB.

OcCKifnbKu CTilKa fiapes MOXKe CBIig4YMTI MPO NOTEHLINHO 6ifbL CEPnO3HI CTaHW, NiKapCbKWUIA 3aci6 He CNif 3aCcTOCOBYBATW TPUBA/IUIA Yac, MOKU NpUYMHa fiapei He
Oyne pocnigpkeHa.

Mpw rocTpiii giapei, KON He CNOCTEPIraETbCA KAiHiYHe NoinweHHs NpoTArom 48 rof4unH, 3aCTOCYBaHHA nonepamigy rigpoxnopugy cnif NpUNUHATA i 3BepPHYTMCA
[0 nikaps.

3ab0pOHSAETLCA 3aCTOCYBaHHSA Nonepamigy y CUTyauisix, Kofu chif YHUKaTU NPUTHIYEeHHS NepucTanbTUKN Yepe3 MOXMBUIA PUSNK CEPO3HMX HacMiAKIB, TakKuX siK
MErakosiIoH i TOKCUYHWNIA MerakosioH.

MalieHTam i3 CMHAPOMOM HaByToro iMyHoAediuuTy, siKi NpuiimMatoTb IMogiym® npu giapei, HE06XiAHO HeraiHO MPUMMHUTYA NiKyBaHHS NPK NOSIBI NEPLUMX 03HAK
304YTTSXMBOTA. ICHYHOTL OKPEMI MOBILOM/IEHHSA NPO BUMAAKN KULLKOBOT HEMPOXIAHOCTI 3 NiABULLEHUM PU3NKOM MOSBM TOKCUMUYHOIO MErakosIoHy'y MavieHTIB, XBOPUX
Ha CHI [, 3 iHtheKUiiHUMM KONiTaMM1 SiK BIPYCHOr0, TaK i 6akTepiaibHOronoXomKeHHs,Npy NikyBaHHI nonepamMigy rigpoxaopuaom.

3n0BXMBaHHA florepamifom abo HernpaBW/bHE KOro 3aCTOCYBaHHS AK OMiOTAHOr0 3aMiHHMKa 6y/10 ONMcaHo Yy 0Cib i3 ONiOiAHOK 3aNEXHICTHO.

Xoua hapmakoKiHETUYHI aHi AN NauieHTiB 3 NOpYLIEHHAM (YHKLIT NeYiHKy BifCYTHIi, Takum natieHTam Imogiym® cnif 3acTOCOBYBaTY 3 06EPEXHICTIO uepes
YNOBINIbHEHHSI METab0/i3My NepLUOro NPOXOMKEHHS. Lleid nikapcbKuin 3aci6 HeobXiAHO 3 06EPEXHICTIO MPU3HaYaTh XBOPUM 3 NOPYLUEHHSAM (OYHKLIT NeYiHKMK,
OCKi/IbKM BiH MOXe NPW3BeCTU [0 BiLHOCHOIO Nnepeao3yBaHHs, WO MOXKE CPUUYUHUTU TOKCUYHE YpaxkeHHs LIHC.

Nikapcbki npenapaty, Lo MNOLOBXYHTb Yac NPOXOIKEHHS, MOXYTb MPU3BECTU L0 PO3BUTKY TOKCUYHOIO MErako/iIoHy Y MauieHTiB LiET rpynu.

3BaXkatoum Ha Te, WO flonepamig fobpe MeTabonisyeTbea Ta fiornepamif abo Koro MetaboniTv BUBOAATLCA 3 PeKanisiMum, 3a3BMyail He NOTPIGHO KOpUryeaTun o3y
nonepamigy y nauieHTiB 3 MOPYyLUEHHAM (DYHKLIT HUPOK.

OckKifnbKy npenapart MICTUTb N1aKTO3Y, Oro He CNif 3aCTOCOBYBATW NallieHTaMm i3 pigKiCHUMK crnafKoBMMM (DOPMaMKU HEMEPEHOCUMOCTI ranakTo3un, HeoCTaTHICTHO
nakTasu Jlanna abo CMHAPOMOM MasibabCopOLLT IHOKO3U-ranakTo3u.

[na nonepamify He XapaKTepHi BUpaXeHi KapAioNnoriyHi yCKNagHeHHs B MeXKax fiana3oHy TepaneBTUUYHMX KOHLEeHTpaLi. Ase Npy CyTTEBOMY NEPEBULLEHHI LMX
3HayeHb (4o 47 pasiB) nonepamif AeMOHCTPYE KapAionorivyHi yCKnagHeHHs: npurHiveHHs kaniesoro (hERG) Ta HaTpieBOro noTokiB i apuUTMIT Ha TBaPUHHUX
MoAensax in vivo Ta in vitro.

KappaionoriyHi ycknaflHeHHs, BKto4Yaroum nponoHrauito QT Ta torsades de pointes, Oynu 3apeecTpoBaHi y 3B'I3KY 3 nepefo3yBaHHAM (AMB. pPo3fin
«[epefo3yBaHHA»). MauieHTV He NOBMHHI NepeBuLLYyBaTV peKOMeH0BaHY A03Yy Ta/abo peKOMeH0BaHY TPMBASTICTb NiKyBaHHS.

AKLLO0 npenapaT npuiAiMaTh 4N KOHTPO/KO eni3oAiB diapei, 3yMOB/EHOI CUHAPOMOM MOAPAa3HEHOr0 KULIEYHMKY, WO 6yB NonepeaHbO AiarHOCTOBaHWUIA NiKapeM, i
KMIHIYHOrO MOKPALLIEHHSA HEe CMOCTepiracTbCa NPoOTAroM 48 roguH, NOTPiGHO NPUNMHUTYK 3aCTOCYBaHHS florepamify rigpoxnopuay i 3BepHyTUCS L0 Nikaps. Takox
CNij, 3BEPHYTUCA [0 NiKaps, AKLLO0 XapaKTep CUMMTOMIB 3MiHVMBCSA abo NOBTOPOBaHI Hanaawy Aiapel TpMBatoThb OifbLUe ABOX TVDKHIB.



[N nikyBaHHS rOCTPUX HanafiB Aiapei, 3yMOBMEHOI CMHAPOMOM MOAPA3HEHOro KWLIeYHuKy, Imogiym® cnig npuiimMaTv nuvwe sKWo nikap nonepeaHbo
[iarHOCTYBaB Lie 3aXBOPIOBaHHS.
Y 3a3HavyeHMX HuK4Ye BUMafKax npenapar He cnif 3acTtocoByBaTu 6e3 monepeaHbOT KOHCYNbTauii 3 NiKapem, HaBiTb AKLLIO BaM BifOMO, WO Y Bac CUMHAPOM
nogpasHeHoro kuweyHuky (CrkK):
- BiK nauieHTa Bifg 40 poKiB i 3 MOMeHTY O0CTaHHbOro Hanagy CIK MuHyB [esiKuii vac;
- BiK nauieHTa Big 40 pokiB i uboro pasy cumntomm CIrK Bigpi3HAOTLCS;
- Hel0AaBHA KPOBOTEYA 3 KMLLEYHUKY;
- TSKKWI 3anop;
- HypoTaabo 61t0BaHHS;
- BTpaTaaneTuTy abo 3MeHLLUEHHS Macu Ting;
- YTpyLHeHe abo 60nicHe Ce4OBUMYCKaHHS;
- IMXOMaHKa;
- Hel0AaBHS MOLOPOX 338 KOPAOH.
Y BUMNAAKY BUHWKHEHHA HOBMX CUMMTOMIB, MOTipLIEHHA CUMMTOMIB ab0 AKLO CUMMTOMWU He MOKPALUMANCA NPOTATOM ABOX TWDKHIB, C/if 3BEPHYTUCA [0
nikaps.

3acTocyBaHHA y nepiof BarimHOCTI abo rofyBaHHs rpyAato

3acTocyBaHHSA y nepiog BariTHOCTI

He3Baxkatoun Ha BIACYTHICTb AaHWX NPO TepaToreHHi abo emOpPiOTOKCMYHI BNacTMBOCTI flonepamigy rigpoxnopuay, odikyBaHy TepaneBTUYHY KOPWUCTb Chif
3iCTaBUTU 3 MOTEHLUIRHUMW pU3MKamy O MOYaTKy 3acTOCyBaHHS fionepamifgy rigpoxnopugy, ocobnvmeo y pasi 3aCTOCYBaHHA MPOTSArOM NepLioro TPUMeCTpy
BariTHOCTI.

3acTocyBaHHSA y nepiog rogyBaHHA rpyaato

OcCKiflbKM He3HayHa KiNbKICTb fionepamify MOXe 3'9BNATUCA B FpyLHOMY MOJIOUi, nonepamigy rifpoxnopus He peKOMeHA0BaHO 3aCTOCOBYBaTW Yy MNepiof
rofyBaHHs rpyaato.

He pekomeHAYeTbCA NpUIAMATK LIEW NiKapCbKWiA 3aci6 y nepiof BariTHOCTI. Y 3B'A3KY 3 UMM BariTHUM >XXiHKaM i XiHKaMm, fKi rogaytoTb AUTUHY TPYALLO, Chif
MOpPEeKOMeH/yBaTu 3BepHYTUCA 4O CBOrO NiKaps 419 OAep>KaHHSA BiLANOBIAHOMO NiKyBaHHS

30aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKU MeXaHi3MaMu.
MoX/IMBe BUHVKHEHHS MiABULLEHHA CTOM/IKOBAHOCTI, 3anamMmopoyeHHs abo COHMIMBOCTI NPW CUHAPOMI Aiapei nif yac 3acToCyBaHHA fionepamigy rigpoxiopugy.
ToMy peKOMeHAYETLCA 3 06EPEXHICTIO NpUIAMaTK Liel Npenapar npu KepyeaHHi aBTOMOGiNeM abo pob0oTi 3 MexaHi3MaMu.

Cnocib 3acTocyBaHHA Ta A03Mu.

IMoaiyM® He npu3HadyeHuii A1 MOYATKOBOI Tepanii cepiio3HOi fiapei, o CynpoBOMKYETLCS 3HUXKEHHSM PiBHIB piavHM Ta enekTponiTiB. 30kpema Yy AiTel Lo
BTpaTy 6axaHO KOMMNEeHCYBaTW 3aBAAKM NPU3HAYeHHIO0 3aMiCHOT Tepanii napeHTepaibHO abo NepopasibHO.

Kancynu cnig npuiimaTi, 3anneatoum pignHoLo.

CuMnTOMaTWYHE NiKyBaHHA rocTpOT Aiapei y 4opocanx Ta AiTei BiKom Big 12 pokis

MoyaTKoBa A03a — 2 Kancynu (4 mr), y noganbwiomy 1 kancyna (2 Mr) nicas KOXHOro HaCTyNHOro PigKoro BUNMOPOXKHEHHS. 3BMYaliHa 403a CTaHOBUTb 3-4 Karncynu
(6-8 mr) Ha foby. MakcumarnbHa f060Ba A03a NPV rocTpii fiapei He MOBUHHA NepeBuMLLYyBaTV 6 Kancyn (12 mr).



Mpu rocTpiit aiapei, AKLO NPOTArom 48 roayH He CNOCTEPiragTbCs KNiHIYHOTO NOAINLEHHS, npuiiom Imogiymy® cnif, npunuHUTH.

CuMnNTOMaTWNYHE NiKYBaHHA rOCTPUX eni3ofiB Aiapel, 3yMOBNEHOT CUHAPOMOM MOAPA3HEHOrO KULLIEYHMKY, Y AOPOCIMX BIKOM Bif 18 pokiB Micisi BCTAHOBAEHHSA
MEePBMHHOrO AiarHo3y nikapem

MoyaTKoBa 103a CTAHOBMTb 2 Kancynu (4 Mr); y noganblioMy NpuinMaroTe no 1 kancyni (2 Mr) nicns Ko)KHOro HaCTynHOro pPifKoro BUNOPOXHEHHS abo 3rigHo 3
nonepegHiMn pekoMeHauisMm fikaps. MakcumanibHa 0608Ba 403a He NOBMHHA NepeBuLLyBaTh 6 kancyn (12 mr).

3acTocyBaHHA nalieHTam NiTHLOrO BiKy.

He noTpibHa KopeKLia 403K NS NauieHTiB NiTHLOrO BiKY.

3acTocyBaHHA NpW NOPYLUEHHAX PYHKLIT HAPOK.

He noTpibHa KopeKLia 403K ANa NauieHTiB 3 NOpyLUeHHAM QYHKLiT HUPOK.

3acTocyBaHHS NPy NOPYLLEHHAX PYHKLIT NEYiHKN.

Xoua (hapmakoKiHETUYHI JaHi Npo Aito npenapaTy y NauieHTiB 3 NOpYLeHHAM YHKLiT NediHK1 BiACcyTHi, TaKUM naiieHTaM noTpi6Ho npuaHavaty Imogiym® 3
06epeXxXHICTHO Yepe3 YNoBi/IbHEHHS Y HUX MeTab0/1i3My NepLIoro NPOXoMKeHHs (AnB. po3ain «Oco6IMBOCTI 3aCTOCYBAHHS).

[iTwn. MNpenapaT 3acTOCOBYBaTU AiTAM BIKOM Bif, 12 poKiB A/ CUMMNTOMATUYHOIO NiKyBaHHS rocTpoT diaper.

Nepeno3yBaHHS.

CumnTomu

Y pasi nepefo3yBaHHA (BK/OYaOuM BiHOCHe Mepefo3yBaHHA BHACMIAOK MOPYLUEHHSA (YHKUIT MediHKM) mMoxnmee npurHivyeHHs LIHC (ctynop, nopyLueHHs
KOOpAMHALLii, COHNMBICTb, Mi03, M'A30BMIA TiNEPTOHYC Ta MPUrHIYEHHS [AUXaHHSA), 3anop, 3aTpUMKa Cedi Ta KMLIKOBA HenpoxifgHicTb. it Ta nauieHTn 3
MOPYLLEHHAM (DYHKUIT MEYiHKN MOXYTb ByTHM GifbLL YyTANBUMYK [0 BNAMBY Ha LHC.

Y oci6, Lo nepeBUWNIN J03K florepamify, crocTepiranocs nofoBXeHHs iHTepsany QT Ta/abo cepilo3Hi LLNYHOYKOBI apuTMIT, BKIOYaroum torsades de pointes
(Tuny «nipyeT»), AKi acoLitOHTLCA 31 3/10BXMBaHHAM ab0 HenpaBWIbHUM 3aCTOCYBaHHAM fionepamisy.

Y ocib, fiKi CBIAOMO BXMBanun BULLI A03u nonepamigy (nosigomnasnocs Npo Aosu Big 40 o 792 mr Ha [o06y), cnocTepirainuch 3ynuHKa cepus, CUHKore. Takox
Oy 3athikcoBaHi netasibHi BUNaaku. (4Ave. po3gin «Ocob/mBi 3aX04M 6e3MneKn).

3N0BXWMBaHHSA, HEMPaBW/IbHE BUKOPUCTaHHSA Ta /abo HaBMUCHE Nnepefo3yBaHHA 3 HaAMipHO

BE/IMKMMM [J03aMK florepamify MoxKe Npu3BecTn 40 cuHApomMy bpyratu.

NikyBaHHs

Y BUNaZKy nepesosyBaHHs NaLieHTy CAif HeraliHo 3BepHYTUCS 40 NiKaps. FAKLLO 3’ ABNATLCS CUMMTOMY Nepefo3yBaHHs, K aHTUAOT MOXHa 3aCTOCOBYBaTH
HaI0KCOH. OCKIifIbKM TpMBaNICTb AiT lonepamigy rifpoxnopuay LoBLUA 38 HATOKCOH (1-3 roguHKn), MoXxe 3HafobuTnUCA NOBTOPHE NPU3HAYeHHS HaSIOKCOHY. 15
BUSABNEHHS MOX/IMBOIO NPUrHIYEHHS LeHTPasIbHOT HEPBOBOT CUCTEMU XBOPUIA Mae nepebyBaTu Nif peTeslbHUM HarnsgoM He MeHLwe48 rofmH.

Mo6iyHiI peakuil.

[opocni Ta aiTwu BikoM Bif 12 pokis

[Mo6iYHI eheKTN Y MALEHTIB 3 FOCTPOO fiapecto

Besneka nonepamigy rigpoxnopuay ouiHtoBanacsa y 2755 naujieHTiB BiKOM Big 12 pokiB, AKi 6pann yyacTb Y 26 KOHTPO/IbOBAHMX Ta HEKOHTPObOBAHUX K/TiHIYHMX
LOCNIAKEeHHAX W00 3aCTOCYBaHHA nonepamigy rigpoxnopugy Ans nikyBaHHA roctpoi giapei. Mob6ivHi edpekTy, WO BMHUKANM 3 4acToTor Big 1%, npo ki
NOBIAOMANANOCA Y AaHUX KNTIHIYHUX JOCNIAXKEHHSAX:

3 60Ky HEPBOBOT CUCTEMMU: FONIOBHUI Bifb.




3 60Ky TpaBHOro TPakTY: 3arop, 34yTTA XXMBOTa, Hy0Ta.
Mo6iYHI etheKTH, WO BUHUKAM 3 YACTOTOK MeHLLe 1 % Yy BULLEBKA3aHMX KNIHIYHUX AOCIKEHHSX:
3 60Ky HepBOBOI CMCTEMU: 3anaMOPOYEHHS.
3 60Ky TpaBHOro TPakTY: CyXiCTb Y POTi, MeTEOPM3M, Biflb Ta ANCKOMMDOPT Y XKUBOTI, 6/1t0BaHHS, 6iNb Yy BEPXHIl YaCTUHI XMBOTA.
3 60Ky LLUKipW Ta NifLWKIipHOT KNiTKOBUHW: BUCUMAHHS.
[MoCTMapKETUHIOBUIA AOCBIf.
CnocTepiranmcs HacTynHi NO6iYHI edyeKTn, NPO AKI HAAXOAWM CIOHTaHHI MOBIAOM/IEHHS (PO3TaLLIOBaHI 3a YaCTOTOK BUHWMKHEHHS):
[yxe yvacto (= 1/10);
YacTo (= /100, < 1/10);
HeuvacTo (= /1000, < 1/100);
Pigko (= 1/10000, < 1/1000);
Ay>xe pigko (< 1/10000), BKNHOYaKUM OKpeMi NoBiAOM/IEHHS.
3 60Ky IMYHHOT CUCTEMM: Ay>Ke PiaKOo — peakuii NiABULLEHOT YYTIMBOCTI, aHa(hiNaKTUYHI peakLil (BK/IHOYaoumM aHaiNnaKTUYHWIA WOK) Ta aHagiNakTolgHI peakuii.
3 60Ky HepBOBOT CUCTEMU: AY>KE PILKO — MOPYLUEHHA KOOPAMHALIT, BTpaTa CBIAOMOCTI, MPUTHIYEHHS CBILOMOCTI, FiNepTOoHis, COHNMBICTb, CTYMOP.
3 60Ky opraHis 30py: AyXe pifKo — Mio3.
3 60Ky TpaBHOro TPaKTY: AyXe PiAKO — KMLIKOBA HENpOXiAHICTb (BKAKYaOUM NapaiiTUYHY KULIKOBY HEMPOXIiAHICTb), MerakonoH (BKIKYarun TOKCUYHNIA
MerakoJ/ioH).
3 60Ky WKipn Ta il NnpuaaTKIB: AyXe PiAKO — aHriOHEBPOTUYHUIA HAOPAK, 6YNbO3HI BUCUMAHHS, BKOYatounM cuHApom CTiBeHca-[)KOHCOHa, MYNbTU(OPMHY
epuTemy Ta TOKCUYHWI enijepmasibHUIA HEKPONI3, KPOMUB’AHKY Ta CBEPOIX.
3 60Ky HMPOK Ta CeYOBUAINLHOT CUCTEMM: Ly)Ke PifKO — 3aTpUMKa ceui.
3aranibHi posnagn: Ay>xe pifKo — niAsuLLeHa BTOM/HOBaHICTb.

TepMiH NpUAaTHOCTI.
5 pokis.

YMmoBu 36epiraHHsA. 36epiratv npy TeMnepatypi He BuLle 25 °C y HeAOCTYNHOMY AN1s AiTel Micu,i.
YnakoBKa. o 6 a6o 20 kancyny 6nicTepi; no 1 6nictepy B KAPTOHHIN Nayu,i.

KaTteropis Bignycky. be3 peuenTa.

BupobHunk. AHCCEH-CIJTAT/JANSSEN-CILAG.

Micue3HaxomKeHHs BUPOBHUKA Ta A0ro agpeca Micusi NPOBafKeHHS AisIbHOCTI.

[omeH ge MerpemoH, Ban-ge-Ptoit, 27100, ®paHuis/

Domaine de Maigremont, Val-de-Reuil, 27100 France.

3adABHUK.



MakHin Mpogaktc Nimites /McNeil Products Limited.

Micue3HaxoLKeHHS 3aABHUKa.
50-100 Xonmepc ®apm Beld, Xain Belikem, XIM12 4 EI, AHrnis/
50-100 Holmers Farm Way, High Wycombe, HP12 4EG, England

MpeacTaBHMK 3asABHUKA.
TOB «[I)XOHCOH i J)XOHCOH YKpaiHa», Y KpaiHa.

Micue3HaxomKeHHA NpeACTaBHMKa 3asiBHUKA.
01010, m. Kuis, ByNn. MocKoBcCbKa, 32/2.

+38 (044) 498 0888

+38 (044) 498 7392

[laTa 0CTaHHbLOro Nepernsay



