IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

IMOOIYM® EKCITPEC

(imodium® express)

Cknao:
ditoua peyvosuHa: loperamide hydrochloride;
1 TaGmeTka MiCTUTD 2 MT JIOTIEpaMiAy TiApPOXJIOPULY;

donomidcHi peuosuHu: xenatul, MaHiT (E 421), acnapram (E 951), apomaTu3aTtop M’ ITHUI
(MicTuTh crigu cynbdiTiB), HaTpPilo rifpokapOoHaT.

JlikapcbKa ¢opma.
TabmeTKH, 10 DUCTIEPTYIOTHCS B POTOBIM ITOPOKHUHI.

OcHoeHi (isuko-ximiuHi 81acmusocmi: OKpyri miodinizoBaHi TabneTku Bif 6inoro mo mMaixke 6imoro
KOJIBODY.

®dapMakoTepaneBTHUYHA Irpymna.

AnTupiapeiini npenapaty; 3aco6u, 10 3aCTOCOBYIOTHCS IJ1s1 JTiKyBaHHS iH(QEKLifHO-3aTaTbHIX
3aXBOPIOBAHb KMINEYHUKY. 3aCO0H, IO IPUTHIUYIOTh MepucTanbTuky. Jlonmepamina. Kog ATX
AO07D AO03.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

JlomepaMip 3B’I3Y€ETHCS 3 OMiaTHUMHU PelleNTOpaMy KUIIKOBOI CTiHKM, 3MEHIIYI0YY IIPOIYICUBHY
IIePUCTaIbTUKY, 301/IBIIYIOYY Yac ITPOXOAKEHHS BMICTY KUIIEYHUKY Ta MOKPAIIyI0YXd BCMOKTYBaHHS
BOJIY Ta eJIeKTPOJIiTiB. JlonepaMiy migBHUIyEe TOHYC aHAIBHOTO CHIHKTEpPA, 110 oTIOMara€ 3MeHIIUTH
HEeTPUMaHHS KaJIOBUX Mac Ta MO3UBHU OO AedeKallil.



Y nopBiHO CIinoMy paHOOMi30BaHOMY K/IIHIYHOMY OOCTIIAKEHHI 3a y4acTio 56 MalieHTiB i3 TOCTPOI0
Iiapee€to, IKi OTPUMYyBAJIU JI0NlepaMif], I04aTOK IPOTUAIaperHO] [il CIoCTepiraBcs MPOTArOM OfHI€]
TOIMHY IIiCNIsI OMHOPa30Bo1 103U 4 Mr. KiiHiuHi MOPIBHSAHHS 3 iHIIMMU NPOTHdiapeiHUMHU
IpernapaTaMy MigTBEPAWIN HaA3BUYalHO IIBUOKUY [TI0YATOK [il ToepaMify.

dapmakoKiHemuxka.

BcmoxkmyeaHHA. Binbllla 4acTHHA JIoNepaMiny Micis IepopabHOr0 3aCTOCYBaHHS BCMOKTYETHCS Y
KUIIEYHUKY, ajle Y pe3yJibTaTi 3Ha4HOTr0 MeTab01i3My IepIIoro IPOXoaKeHHs, CHCTeMHa
6iomocTymHICTh CTAHOBUTH Nuiie mpudnu3uo 0,3 %.

Po3nodia. [JocmigKeHHs PO3MOAiILY JIollepaMiny y ITypiB AEMOHCTPYIOTh BUCOKY aiHHICTE OO
KHIIKOBOI CTiHKY 3 ITepeBakKHUM 3B’SI3yBaHHSIM 3 pelelITOpaMy MMO300BKHBOT0 M’ SI30BOT0
mmapy. 3B’sI3yBaHHA jonepaminy 3 6inKaMu Mm1a3Mu CTaHOBUTH 95 %, TOJTOBHUM YMHOM 3
anbOyMminoM. JTOKTIiHiYHI HaHi MOKa3asy, 0 jonepaMif € cyocTpaToM P-riikonpoTeiny.

Memab6oaizm. JIomepamin MaiizKe MOBHICTIO €KCTPAryeThCS MEYiHKOI0, i€ BiH IIepeBaXxHO
MeTal0Ii3y€eThCs, 3B’ I3Y€EThCA Ta BUAIMAETHCS 3 KOBUI0. OKKCHe N-IeMeTUI0BaHHS €
OCHOBHUM MeTalO0JIiuHUM LIJIAXOM JIOIIepaMifly Ta OloCepenKoBYeThCS nepeBaxkHOo CYP3A4
ta CYP2C8. BHacmigok Ip0r0 gyKe iHTEHCUBHOTO e(eKTy IepPIIOro IPOXOAKEHHS
KOHIIEHTPAllisl He3MiHEHOT0 JTiIKapChKOTo 3aco0y y Ia3Mi KPOBi 3a/IMIIAETHCS BKpa
HU3BKOM0.

BugedenHs. [lepionl HaliBBUBeIeHHS JIONIepaMifly y TIONUHYU CTaHOBUTD MpuOnu3Ho 11 rogun
(miama3on 9-14 roguH). BunineHHs He3MiHEHOTO JIoepaMify Ta #10ro MeTaboTiTiB
BiOyBa€THCS ITepeBaxHO 3 KaJioM.

HoxAiHiYHI OaHi.

HocnigeHHs TIKyBaHHA JI0IlepaMijoM IpY TOCTPUX Ta XPOHIUHUX CTaHaX He BUSBUJIU
crenupivHOl TOKCUYHOCTI. Pe3ynpTaTt IpOoBEOeHNX OOCHIAXKEHb In VIVO Ta in Vitro
II0Ka3aJiy, 1110 JIollepaMifi He € TeHOTOKCUYHUM. Y PeNpOAYKTUBHUX OOCIIIAXKEHHAX Ha
caMKax IIypiB, 3aCTOCyBaHHS AyzKe BUCOKUX 103 jonepaminy (40 Mr/kr/meHs, mo y 20 pasiB
IIepeBUIlyE MaKCUMaIbHUY piBeHb BUKOpucTaHHA y moguau (MHUL)), ckopurosanux 3a
IIJIOIIE0 TOBEPXHI TiTa (mr/M), IOPyIIyBaab PEePTUIbHICTS 1 BUKUBAHICTH Ioma. Huxui
no3u (= 10 mr/kr/geHs, mo y 5 pasis Oinbiie MHUL) He mpogeMOHCTPYBaIu BIUIMBY Ha
3[00POB’Sl MaTepi YU IJIofa Ta He BIJIUBAJIM Ha IIepU- Ta IOCTHATAIbHUNU PO3BUTOK.

HexiniyHi OLiHKY in vitro Ta in vivo BKa3ylOTh Ha BiICYTHICTh BUpaXXeHUX KapAioJIOriYHuX
yCKJIagHEeHb, SKII0 MOKa3HUKH JIoTlepaMiny nepelOyBaioTh y MexKaX Aiarna30oHy
TepalneBTUYHUX KOHIIEHTPallil, a TaKOX IIPX 3HAYHOMY IIePEBUIIEHH] IIUX 3Ha4YeHb (0o 47
paziB). OmHak Opy Hag3BUYallHO BUCOKMX KOHIIEHTPALIisX, II0B’I3aHUX i3 ITIepeio3yBaHHAM,
JonepaMif Mae e1eKTpo(di3iooriuHuY BIIMB Ha Ceplie Ta JeMOHCTPY€E KapAionoriyHi
yCKJlagHeHHs: nmpurHiueHHs KanieBoro (hERG) Ta HaTpieBOro MOTOKIB Ta apuTMil.

KitiHiuHi XapaKTepHuCTHKH.

Iloka3aHHs.



CuMrnTomaTuyHe JIiKyBaHHS TOCTPOI giapel y JOPOCNIKX Ta AiTel BikoM Bif 12 pokiB. CuMOTOMaTU4HE
JIIKyBaHHS TOCTPUX €Mi30[iB diapel, 3yMOBIEHOI CHHAPOMOM IOAPAa3HEHOT0 KUIIEYHHUKY, ¥ HOPOCINX
(BikoM Bif 18 pokiB) mic/isl BCTaHOBIEHHS IIEPBUHHOTO AiarHO3Y JIiKapeM.

IIpomunoka3aHHs.
Imopmiym® EKCIIpec IpOTUIIOKa3aHUM:

- MaIlieHTaM 3 BiqOMOI0 MiIBUINIEHOI0 YYT/IMBICTIO [0 JIoIlepaMify rimpoxmopuny abo mo Oyob-
SKOT0 3 KOMIIOHEHTIB IIpemnapary;

- OiTaM BiKOoM 10 12 poOKiB;

- IallieHTaM 3 TOCTPOI0 AU3EHTEPIEI0, 1110 XapaKTePU3YEThCSA HAsABHICTIO KPOBi ¥
BUIIOPOXKHEHHAX Ta MiABUIIEHOI0 TEMIIEPATyPOIO TiNa;

- IallieHTaM 3 TOCTPUM BHPA3KOBUM KOJIiTOM a00 mceBgoMeMOPaHO3HUM KOJIiTOM,
TIOB’SI3aHUM i3 3aCTOCYBaHHSIM aHTUOIOTUKIB IIMPOKOTO CIIEKTPa [ii;

- marfieHTaM 3 OaKTepiaJTbHUM €HTEPOKOJIITOM, CIPUUYMHEHUM MiKpOoopraHi3aMaMu POIUH
Salmonella, Shigella Ta Campylobacter.

Imoniym® Exciipec B3araji He CIIiff 3aCTOCOBYBATH, AKIIO TpeGa YHUKHYTH IPUTHIYEHHS
IIePUCTAIbTUKY Yepe3 MOXKIIMBUYM PU3UK BUHUKHEHHS 3HaYHUX YCKIIaJHEHb, BKIII0YAl0YU KUIIKOBY
HEIPOXiIHICTh, METAaKOJIOH Ta TOKCUYHUMN MErakoJIOH.

Heo06xigHo HeraiHO MPUMIUHUTY IIPUNOM IIpenapaTy, SKII0 PO3BUBAETHCS 3aIop, 3MYTTS KUBOTa abo
KHUIIIKOBA HEMIPOXigHICTh.

B3aemodis 3 iHwumMu snikapcbkumu 3acodamu ma iHwi eudu e3aemoditi.

[ToBimoMIIsinOCS PO BUITAAKKM B3aEMOMII 3 TiIKapChbKUMM 3aco0aMH, 110 MalOTh MOOiOHI
dapMmakosoriyHi BracTuBoCTi. JIikapchKi 3aco0u, 110 IPUTHIYYIOTh LEeHTPaIbHY HEPBOBY CUCTEMY, He
CIIif] 3aCTOCOBYBATH HiTAM ONHOYACHO 3 IpemapaToM Imomiym® Excmpec.

Hoxminiuni gaHi mokasanu, 110 nonepamin € cybctpatom P-riikomporeiny. OnHOYacHe NMpU3HAUYeHHS
yorepamMiny (B pa3oBii mo3i 16 mr) i3 mpemapaTamu-iuribéitopamu P-rikonpoTeiHiB (XiHiguH,
PUTOHABIp) IPU3BOAUIIO [0 MigBUILEHHS PiBHS JIoNepaMiny B mna3mi y 2—-3 pas3u. Kniniyna
3HQYUMICTh 3a3Ha4eHO0l (hapMaKOKiHeTUYHOI B3aeMofil 3 inribiTopaMu P-TmiKompoTeiHiB mpu
3aCTOCyBaHHI JIolepaMifly B peKOMeHI0BaHUX [03ax HeBigoMa.

CymyTHE 3acTOCyBaHHS JloniepaMify (4 M ogHOpPa30Bo) Ta iTpakoHa3ony, iHriditopy CYP3A4 ta P-
TIKOIPOTEIHY, IPHU3BOAWIO A0 3—4-pa30Boro 30iblIeHHS KOHIIEHTpalliil Jionepamify B 1a3Mi KPOBi.
Y ubomy xk mocnigxkenHi inribitop CYP2C8 rem¢ibpo3usn migBuiyBaB BMIiCT JloniepaMiny npubnIusHo y
2 pa3u. KombiHoBaHe 3aCTOCYyBaHHS iTpaKOHa301y Ta reMdpi6bpo3uty Ipu3BOIUIIO 10 4-pa30BoOro
30inbIIIEHHST MaKCUMaJIbHOTO BMICTY Jiomepaminy B mia3Mi Kposi Ta 13-pa3oBoro 30inbiIeHHS
3arasibHOI eKCIT03uIlil B m1a3Mi KpoBi. Lle migBuiileHHS He 6yJi0 II0B's3aHe 3 BIIMBOM Ha LIeHTPaIbHY
HepBoBy cucteMy (IITHC), mo Bu3Ha4aBCs 3@ JOIIOMOT0I0 IICUXOMOTOPHHUX TECTiB (TOOTO Cy0'€KTUBHA



COHJIUBICTB Ta TECT Ha 3aMiHy IU(PPOBUX CHMBOJIIB).

CymnyTHe 3acToCcyBaHHS Jlonepaminy (16 Mr ogHOpa30BO) Ta KeToKOHa30:my, inribitopy CYP3A4i P-
TIKOIPOTEIHY, IPHU3BOAWIIO A0 5-Pa30BOro MiBUILIEHHS KOHIIEHTpAallil Ionepamify B m1a3Mi KpOBi.
Lle nipuienHs He 6yI10 MOB g3aHe 3i 30iblIIEHHIM (papMaKoguHaMiyHuX e(eKTiB, 110 BU3HAYATIOCS
3a JONIOMOTO0 IIyMiIOMeTpil.

CynyTHe NiKyBaHHS OEeCMOIIPECUHOM [JIs IEPOPaIbHOr0 3aCTOCYBaHHS IIPU3BOAUIIO [0 3-Pa30BOro
IiABUINEHHS KOHIIEHTPAIIl IeCMOIIPEeCUHY B IJIa3Mi KPOBi, BipoTigHO, BHACIIMOK OGiJbIIT MTOBITEHOI
MOTOPUKHY IIIYHKOBO-KUIIKOBOTO TPAKTY.

OuikyeThCs, 110 JTiIKApChKi 3aco0u 3 aHANOTiYHUMYU (HapMaKOJIOTIYHUMH BJIaCTUBOCTSIMU MOXKYTh
IiZICUTIOBATH [il0 JIomlepaMify, a JikapchKi 3acobu, sIKi IPUCKOPIOIOTh TPAH3UT 1XKi 110 IIITYHKOBO-
KUIITKOBOMY TPAaKTy, MOXYThb 3HUKYBaTH MOTO Hil0.

Oco6.1ueocmi 3acmocyeaHHs1.

JlikyBaHHS fgiapel HOCUTh CUMIITOMATAYHUM XapakTep. fAKI0 MOXXHA BU3HAYUTHU €Ti0JOTi0
3aXBOPIOBaHHS, TO CJIifl MPOBOOUTHU clelu(pidyHe TiKyBaHHS.

HaiiBak/IMBIiIEM 3aX00OM IIPU TOCTPil Aiapel € monepenkeHHS a00 BiTHOBIEHHS BTpaTH PiIWHU Ta
enneKTponiTiB. Ile 0co61MBO BaXKIUBO V AiTel, ocilabeHuX MalliEHTiB Ta JI0fel TiTHLOTO BiKY 3
TOCTPOIO [iapee€ro.

3acrocyBaHHs npenapaty Imogiym® EKCIIpec He 3aMiHIO€ BBeIEHHS BifiMOBiMHOI KiTbKOCTI
PiOVHY Ta BIIHOBIIEHHS €JIeKTPOJIITIB.

OckinpKH CTifiKa [giapest MOXKe CBIIYUTH MPO MOTEHIHHO OibIl CepiHo3Hi CTaHu, JTIKapChKUH 3acid
He CJIi[l 3aCTOCOBYBAaTHU TPUBAIMH Yac, JOKY IpUYNHa Aiapel He Oyne OOCTiXKeHa.

[Tpu rocTpiit miapei, SKINO KIiHiYHE OKPAIEHHS HE CIIOCTEPIraEThCS MPOTIroM 48 ToguH,
3aCTOCyBaHHS JIoTIepaMify TifpOXJIOPUAY CIIif MPUIMHUTY Ta 3BePHYTHUCS 3a KOHCYJIbTaIli€l0 0
JiKaps.

TTamienTy i3 cUHAPOMOM HalyToro imyHomedinuTy, aKi npuitMaTs IMogiym® Excrpec mpu miapei,
MIOBUHHI HETAaWHO NPUMMHUTH JIIKyBaHHS IIPU MOSBI MEPIINX O3HAK 3AYTTSA XKUBOTA. [CHYIOTh OKpEMi
MIOBiAOMJIEHHS IIPO BUMAJKU KHIIKOBOI HEIIPOXiAHOCTI 3 MigBUILIEHUM PU3UKOM IIOSIBM TOKCUYHOTO
MeTaKOJIOHY IIPH JIiKyBaHHI JIollepaMify TigpoXJIOpuooM namieHTiB, xBopux Ha CHIJ, 3 iHpekuinHuMU
KOJIiTaMM SIK BipyCHOT0, TaK i 6aKTepiasbHOTO IMTOXOMXKEHHS.

Xoya (papMaKOKiHETHYHI [faHi O Nali€HTiB 3 MOPYIIeHHSAM (QYHKIIil MeYiHKU BiICYTHIi, TaKUM
namientaM Imoniym® EKCIIPEC ciif 3aCTOCOBYBaTH 3 06€PekKHICTIO Yepes3 YIOBiIbHEeHHS MeTab0Ii3My
IIePIIOr0 MPOXOAXKeHH. [lallieHTH 3 MOPYIIeHHSAM (PYHKIII1 IeYiHKY IOBUHHI 3HAXOOUTUCS TIif
PEeTeIbHUM HarisafoM 3 MeTOI0 CBOEYACHOTO BUSIBIEHHS O3HAK TOKCHYHOrO ypaxenHs LTHC.

fAKmo mpenapaTt NpUUMAIOTh AJIs1 KOHTPOJIIO HallafiB giapel, 3yMOBIEHOI CHHIPOMOM IIOAPa3HEeHOT0
KHUIIIeYHUKY, 1110 OyB IOIepeqHbo JiarHOCTOBaHUIM JliKapeM, i KITiHiYHOTO IOKpalleHHs He
CIIOCTEpPIraeThCs MPOTATOM 48 TofuH, MOTPiOHO MPUIUHUTY 3aCTOCYBaHHS JIOTIEpaMify TimpoXIopumy
1 3BepHyTHUCA [0 JIiKapsa. TakoX CIIif 3BepHYTUCA [0 JliKaps, SKI0 XapakKTep CUMIITOMIB 3MIHUBCSA
abo MoBTOPIOBaHI Hamagy Aiapei TPUBalOTh OibIlle IBOX THUXKHIB.



Kapmionoriuni ycknmagHeHHS, BKI04Yaoun mposoHraiito QT, mpononramniio kommnekcy QRS Ta
torsades de pointes, Oynmu 3apeeCcTpPOBaHi y 3B'sI3Ky 3 ITepeno3yBaHHIM. [lesKi BUTagKu
3aKiH4yBaJIKCS JleTalbHO (OuB. po3ain «[Ilepemo3yBaHHS»). [lepeno3yBaHHS MOXKe BUSIBUTH HassBHUU
cuagpoMm bpyrapa. ITalieHTy He IOBUHHI TEpEBUIyBaTH PEKOMEHI0BaHY 103y Ta/abo
PEKOMEeHI0BaHy TPUBAJIICTE JIIKyBaHH.

Heo0OxigHa o0epekHIiCTh MallieHTaM i3 3JI0BXKMBAaHHSIM HAaPKOTHKAMH B aHaMHe3i. OnucaHo
3JT0BKMBAHHS Ta HEeMpaBUJIbHE 3aCTOCYBaHHS Jlonepaminy (OUB. po3min «Ilepemo3yBaHHSI»).
JlomepaMif € omioifoM 3 HU3bKOIO 6i0M0CTYIHICTIO Ta 06MeKEeHUM IIOTEeHIliaIoM
IPOHMKHEHHS Yepe3 reMaToeHIedaniyuuii 6ap’ep y TepaneBTU4YHUX fo3ax. OgHak
3aJIeXXHICTh CIIOCTEPIraeThCs Bif OMiOIAiB K Kiacy.

Ins1 miKyBaHHS TOCTPUX HamafdiB miapei, 3yMOBIEHOI CHHAPOMOM IOAPa3HEHOTO KUIIEYHUKY,
Imopmiym® Excmpec CIIif IpUEMAaTH, JIKIIIE SKINO JIiKap IoIepefHbo JiarHOCTYBaB Iied CHHIPOM.

Y nepeniuyeHux faji BuMafKax mpenapar He CJlif 3aCTOCOByBaTH 6e3 ImonepeqHboi KOHCYIbTallii 3
JlikapeM, HaBiTh SKIO BaM BiOMO, III0 y BaC CUHAPOM Ioapa3HeHoro kuueyHuky (CIIK):

- Bik 40 a6o GinbIlle pokiB i 3 MOMeHTY ocTaHHbOTO Hamany CITK MUHYB gesiKui 4ac;

Bik 40 a6o Ginbie pokiB i nboro pasy cumnromu CIIK Bigpi3HSAIOTHCS;
- Hel[oJaBHS KPOBOTeYa 3 KUIIEYHUKY;

- TSIKKHUU 3a110p;

- HymoTa abo OII0BaHHS;

- BTpaTa aneTuTy abo 3HUKEHHS MacH Tifa;

- yTpyAHeHe abo 6oicHe Ce4OBUITYCKAHHS;

- rapsa4ka;

- Hel[oJaBHS IOOOPOXK 3a KOPHOH.

Y pasi BUHUKHEHHST HOBUX CHMIITOMIB, ITOTipIIEeHHSI CUMIITOMIB @00 SIKIII0O CUMIITOMHU HE
MTOKPAIIUIKCS IIPOTITOM OBOX TUXKHIB, CJIiTl 3BEPHYTUCS IO JiKaps.

Baoicausa iHgpopmauis npo 00NOMIiHCHI pe4o8UHU

ApoMaTH3aTOpP M'STHUM MICTUTH CyNIb}ITH, SKi MOXKYTh 3piiKa CIPUYMHATH peakiiil
rimepy4yTIUBOCTI Ta OpoHXOCIa3M. MOXYyTh CIIOCTEPITaTUCSA Peakilil, CX0XKi Ha aleprivHui
PHUHIT, KPOIIMB ' THKaA Ta aHa(iTakcis.

Mawirt (E 421) Moxe YUHUTHU M'SIKy IPOHOCHY Ail0.

Acmapram (E 951) — noxinHa deninanauiny, 1o sBise HeGe3IIeKy /I XBOPUX Ha (PeHITKeTOHYpio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.



BazimHicmb

Be3neka 3acTocyBaHH4 IIpenapary IIif Yac BariTHOCTI He BCTAHOBJIEHA, X04a Y AOCIIIAXKeHHAX Ha
TBapUHaX 03HAK TepaTOreHHUX ab0 eMOPiOTOKCHYHUX BIACTUBOCTEH JI0IlepaMily TifpOoXI0pULy
Bi3HaueHo He Oyyo. 4K i gns iHmmx nikapchkux 3acobiB, 3aCTOCYBaHHS JIONlepaMify mif 4ac
BariTHOCTi He PeKOMEHI0BAHO, 0COOIMBO ITif] YacC MepIIoro TPUMECTpY.

ITepiod 200ysaHHA 2py0010

He3nayHa KinbKiCTh JI0mepamigy Moxe 3'IBISITUCS y TPyOHOMY Mosoli. ToMmy nomepamin He
PEKOMEHI0BaHO 3aCTOCOBYBATH IIifl Yac TOfyBaHHS TPYALIO.

BariTHUM Ta XiHKaM, gKi TOOyIOTh IPYLAI0, CIIiff pEKOMEHAyBaTU 3BEPHYTUCS [0 JIiKaps AJisd
OIepzKaHHS BiIIOBIMHOIO JIIKyBaHHS.

®epmuabHicMb

Brnnus Ha QepTUNIBHICTE MIOAWHY HE OLiHIOBABCH.

3maTHICThL BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHiI aBTOTPAHCIOPTOM abo iHIIMMHI
MexaHi3MaMu.

3 ornApy Ha MOXKJIMBICTh BTPATX CBIIOMOCTI, IPUTHIYE€HHS CBifOMOCTI, BAHUKHEHHS CTOMJIIOBAHOCTI,
3armaMopo4eHHsI ab0o COHIMBOCTI IIPX CUHAPOMI fiapel, MMif Yac 3aCTOCyBaHHS JolepaMiny
Tigpox/Iopuay He PeKOMEHOYETLCS KepyBaTu aBToOM0OiieM ab0 ImpalioBaTH 3i CKIagHOI0 TEXHIKOI0
(muB. po3min «ITo6GiuHi peakirii»).

Cnocid 3acmocyeaHHsi ma 0o3u.

Tab1neTKy, 10 OUCIePryeThCS Y POTOBIH OPOKHUHI, CJIi] TIOKJTAaCTH Ha A3UK. TabmeTka
PO3YMHUTHCS, i 11 He0OXimHO Oyme MPOKOBTHYTHU Pa30oM 3i CluHOI0. TabneTKy, 110
IUCIIEPTYETHCS Y POTOBIi MOPOXKHUHI, 3aIMBaTH He MOTPiOHO.

CumnmomamuyHe AiKy8aHHA 20cmpoi diapel y dopocaux ma dimeu g8ikoM 8id 12 pokis.

[TouaTKOBa f03a — OBi TabneTku (4 MT), y mofganbiioMy — 1o 1 tabnerii (2 Mr) micns
KOXKHOTO PidKOT0 BUIIOPOXKHEHHS. 3BUYaliHa 03a CTAaHOBUTDL 3—4 TabnmeTku (6-8 Mr) Ha
no6y, MakcHMalbHa 0o0OBa [103a He TIOBUHHA IepeBuIlyBaT 6 TabmeTok (12 mr). [Ipu
TOCTpIiii miapel, SKIIO MPOTSATOM 48 TOIWH He CIIOCTEPIraeThCs KITiHIYHOTO MOJIIIIEeHHS,
IIPUKOM IIpernaparTy CIif IPUIUHUTH.

CuMnToMaTH4He JIiKYBaHHS TOCTPHUX €Mi30MiB miapel, 3yMOBIE€HOI CHHIPOMOM ITOAPa3HEHOr 0
KUIIEYHUK opocaux (BikoM Bimg 18 poxkiB) micias BCTAHOBJIEHHS IIEPBUHHOTO OiaTrHO3

JIIKapeM.
Iopocai (8ikom 8i0 18 pokis):

[ToyaTKoBa [03a CTAaHOBUTH 2 TabneTku (4 Mr), y momanbiiomy — mo 1 TabmeTii (2 Mr) miciist KOXKHOT0



pimKoro BUMOPOXKHEHHS ab0 3TigHO i3 monepefHiMU peKOMeHAaliaMu TiKaps. MakcuManbHa fo0oBa
Io3a He IIOBMHHA MepeBUInyBaTy 6 TabneTok (12 mr).

ITauieHmu AimHb020 BIKY

[TamieHTaM JiTHBOTO BiKy KOPEKIis 103U He MOTpiOHa.

ITopyweHHA pYHKUiT HUPOK

[NTauieHTaM 3 mopyiieHHSIM GYHKIII HUPOK KOPEeKIlis fo3U He MOoTpi0Ha.
ITopyweHHA PYHKUII neviHKu

Xoua maHUX 3 (hapMaKOKiHETHKY Y allieHTiB 3 MOPYIIEHHSAM (YHKII] eYiHKN HeMa€, TaKUM
namientam Imomiym® EKCIIpec CJIifl 3aCTOCOBYBATH 3 00ePeXKHICTIO Uepe3 YIOBIIbHEHHS § HUX
MeTab01i3My IepuIoro MPoXomXKeHHs (IuB. po3ain «OcobnuBi 3axoqu Oe3MeKn»).

Cnocib 3acmocyeaHHs

3acToCcoByBaTHU NepopabHo. [akiTe TabaeTii pO3UMHUTUCEH Ha SI3UKY Ta ITPOKOBTHITH JIKH.

IiTu.

Jlikapcbkui 3acib 3aCTOCOBYBaTH AiTSIM BiKOM Bifl 12 pOKiB AJIsi CUMITOMaTUYHOT'O JTiKyBaHHS TOCTPOI
miapei.

ITepedo3yeaHHs.
Cumnmomu

Y pagsi nepeno3yBaHHs (BKJTI0Ya0uM BiTHOCHE Iepeno3yBaHHS BHACIIINOK MOPYIIeHHS QyHKII
ne4viHKK) MoxknuBe npurHideHHs LIHC (cTymnop, mopyIieHHsS KOOpPAXHAIlil, COHIUBICTh, Mi03,
M’'s130BUY TINEPTOHYC Ta NPUTHIYEeHHS AUXaHHA), 3al0p, 3aTPUMKa Cedi Ta KUAIIKOBA HEIIPOXiAHICTh.
[iTy Ta mauieHTH 3 MOPYIIeHHAM QYHKLIl IeYiHKy MOXKYTb OyTH Ginbll YYTIUBUMHU [0 BIJIUBY Ha
OHC.

Y ocib, sKi nepeBULIMIN JO3U JIONIepaMify, CIIOCTePiranocst KapAionoriuHi yCcKIagHeHHs, TakKi SK
nopmoBxkeHHd iHTepBany QT, nmpononraiisa kommiekcy QRS, torsades de pointes (Tumy «mipyeTr») Ta
iHIIT Cepio3Hi IUTYHOYKOBI apuTMil, 3yIIHHKA cepls Ta cuHKome (IuB. po3min «OcobuBi 3axomu
Oe3meku»). Takoxk Oy 3adikcoBaHi eTanbHi Bulagku. Ilepemo3yBaHHST MOXKe BUSBUTHU
HasBHUM cuHApPOM bpyraga.

JIiKysaHHA

Y pasi nepepno3yBanHs ciif nounHaTy MOHITOPUHT EKT nyia BusiBneHHs nogoBxkeHHs iHTepBany QT.
AK110 3’'ABASAIOTHCS CUMIITOMH Tepefo3yBaHHs 3 60Ky LTHC, SIK aHTUIOT MOXXHa 3aCTOCOBYBATH
HanoKCoH. OCKiNbKYM TPUBAJIICTH [ii T0TIepaMify MOBIIa, HiXK TPUBAJIICTh il HaTOKCOHY (1-3 roguHm),



Moxke OyTH MOTPiOHO IOBTOpPHE PU3HAUYEeHHS HATOKCOHY. TOMY CIliff TPOBOAUTH PETENIbHUM
MOHITOPUHT CTaHy Nalli€HTIB IPUHANMHI y nepili 48 roguH 3 METO BUSBIEHHS MOXKJIUBOTO
npuraivenus LITHC.

ITob6iyHi peakuii.
Llopocai ma dimu 8ikom 8i0 12 pokie

Besmeka 3acToCyBaHHs JoTepamify rigpoxnaopuny Oynia olfiHeHa 3a y4acTio 2755 OOpOCuX i
miTei BikoM = 12 pokiB, sKi 6panu y4acTh y 26 KOHTPOJIbOBAHUX i HEKOHTPOJIbOBAHUX
KJIIHIYHUX JOCTIIXKEeHHIX JIONlepaMiny rifpoxJIOpuay OIS TiKyBaHHS ITOCTPOI Aiapel.

Haituacrimumu nosigomnenumu (To6to = 1 % Bunagkis) nobiunumu peakuigsmu (I1JIP) y kninigyHMX
MOCITiIXKEHHSX JTomepaMiny TiIpoXIOPUAY IIpU roCTpiu miapei Oymu: 3amop (2,7 %), MmeTeopusm
(1,7 %), ronoBuui 6inb (1,2 %) i Hymora (1,1 %).

Huxxue HaBemeHO no0iuHi peakilil, Ipo SKi MOBigOMIISITIOCS IIPX 3aCTOCYBaHHi Jlonepaminy
TiApOXJIOpUAY V KIIIHIYHUX JOCTigkKeHb (TocTpa Aiapesi) abo micsg BUXOOY JTiKapChKOTO
3aco0y Ha PHUHOK.

[ToGiyHi epekTH, PO AKi HAAINIIIK CIIOHTAHHI TIOBIJOMJIEHHS 3 4aCTOTO0: OyXKe JacTo (= 1/10),
yacTo (Bim = 1/100 mo < 1/10), HeuacTo (Bim = 1/1000 mo < 1/100), pimko (Bim = 1/10000 mo

< 1/1000), myxe pigko (< 1/10000) Ta yacToTa HEBifoMa (He MiAIATa€ OLIHII 3 OrIIAYy Ha HasBHI
OaHi).

ITopyweHHs 3 60Ky iMyHHOI cucmemu: PiIKO - peakKilil MigBUIIeHO] ‘-Iy'TJ'II/IBOCTia, aHadimakTHYHi

peaxiii (BKI04Ya0yy aHadimakTUYHKA MI0K)" Ta aHadiTaKTOImHI peaKL{i'l'a.

ITopyweHHs 3 60Ky Hep8osoi cucmemu: 4acCTO - TOJIOBHUM 0ilb; HEYACTO - 3allaMOPOYEHHS,

COHNHUBICTBY; pifKo - BTpaTa CBimOMOCTI’, CTymoOp®, MPUTHIYEHHS CBiOMOCTI®, FiHepTOHiHa,
TIOPYIIEHHS KOOPAWHAIIII'.

ITopyweHHs 3 6OKY opaaHis 30py: PidKo - Mio3".

ITopyweHHs 3 6GOKYy MpagHo20 MpakKmy: 4acTo - 3amop, 3AYTTS XKHUBOTA, HyJOTa; HEYACTO - Oiflb Ta

OUCKOMMOPT Y KUBOTI, CyXiCTh ¥ pOTi, Oifb Y BepxHilt 4aCTHUHI XKUBOTa, O/TI0BaHHS, nncnenciﬂa;

PIOKO - KMIIKOBa HGI‘IpOXi,‘E[HiCTBa (
&

BKJIIOYAKOYY NTapaiTUYHy KUIITKOBY HEIIPOXiOHICTH),

MerakKoJI0H" (BKJTI0Yal04u TOKCUYHUU MeTaKOHOHG), I"J'IOCOI[I/IHiHa

JKMWBOTA; 4aCTOTa HEBiMOMa - TOCTPUM ITaHKPEaTHuT.

, BiJI‘-Iy'TTH PO3TATHEHHA

ITopyweHHs 3 60Ky wWKipu ma ii npudamkie: HEYaCTO - BUCUMAHHS; PIOKO - aHTIOHEBPOTUYHUM

HaOpsK®, Oymb03Hi BUCHIAHHAS (BKITIOYAI0YH curapoM CTiBeHCa — [IKOHCOHA, MyIbTH(GOPMHY

a

epuTeMy Ta TOKCUYHUM elifepMaJibHUM HEKPOJIi3), KPOIUB'dHKa Ta CBep6i}Ka.

ITopyweHHsA 3 6OKY HUPOK ma ceuosudinbHOi cucmemu: PiIKO - 3aTPUMKa ceui’.



3azanvHi po3aadu: PIOKO - MiABUIIEHA BTOMJTIOBaHICTB .

* i mo06iuHi peaxirii BKIIIOYEHO Ha OCHOBI TOCTMapPKETHHTOBUX IIOBiHOMJIEHb ITIOMI0 3aCTOCYBAHHS
jionepaminy rigpoxnopunay. OCKiIbKY 3 TOCTMapKETHHTOBUX IOBIAOMJIEHbh HEMOXKJIMBO BiAPI3HUTH,
BUHUKJIY IOOIYHI peakiii Mpy roCTPUX YU XPOHIUHMX 3aXBOPIOBAHHSX, @ TAKOXK ITPU 3aCTOCYBaHHi
IOPOCIIUM YM [IiTSIM, YaCTOTy IOOIYHUX peaklliiil OI[iHeHO Ha OCHOBI IaHUX yCiX KITiHIYHUX [OCHiXKEeHb
3aCTOCYBaHHA JIOIlepaMifly TiIpOXJIOPUAY, BKIII0YAKOUX JOCTIAXKEHHS 3a y4acTio [iTel BikoM < 12
pokiB (N = 3683).

S Mus. po3min «Oco0IMBOCTI 3aCTOCYBaHHS».

3s8imHicmb w000 nobivHUX peakuil

[ToBimoMmeHHs Ipo MOOiYHI peakilil MicJs peecTpaliil TiKapcbKoro 3aco0y Ma€ BaK/IMBe
3HaueHH. Lle mae 3MOry NpoBOAUTU MOHITOPUHT CIIiBBIAHOIIEHHS KOPUCThL/PUBUK IIPU
3aCTOCYBaHHI IIbOTO JTiKapChKOro 3aco0y. MemguuHuM Ta hapMalleBTUYHUM ITpalliBHUKAM, a
TaKOX TallieHTaM a0o iXHiM 3aKOHHUM IIPeiCTaBHUKAM CIIifl TOBiJOMISATH IIPO YCi BUTIAAKHU
igo3pioBaHUX MOOIYHUX peakIlii Ta BiACyTHOCTI e(eKTUBHOCTI JTikapChKOT0 3aco0y uepes
aBTOMAaTH30BaHy iHpopMaIliiiHy cucteMy 3 (hapMaKOHATISAAY 3a IIOCHAIaHHSIM:
https://aisf.dec.gov.ua/.

Tepmin npudamHocmi. 3 POKH.

YMoBH 30epirannsi. 30epiraTu Ipu TeMiepaTypi He Buine 25 °C y HEOOCTYIHOMY OJIS OiTen
MICII.

YnakoBka. ITo 6 Ta6neTok y 6mictepi, mo 1 6/1icTepy B KapTOHHI# yIaKOBII.

Kareropis Bignycky. bes pelernra.

BupoOHHK.

BupobHuymeo, nepguHHe NAKy8aHHs ma KOHMPO/Ib AKOCMi 20mo8020 NpoOyKmy:

Karanent FOK Csingon 3upmic Jlimiten/ Catalent UK Swindon Zydis Limited,

BmopuHHa ynakoska, KOHMpoab AKOCMi 20moe020 npodykmy, 0038i1 HA 8UNYCK cepii:



I2KHTJI Kouceiomep Xenc (®panc) CAC/JNTL Consumer Health (France) SAS.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afipeca Miclisi IPOBaXKeHHS HOTr0 Tis/IbHOCTI.
BupobHuymeo, nepguHHe NaKy8aHHsA ma KOHMPO/Ab AKOCMI 20mo8020 NpoOYyKmy:

®pauknenp Poyn, bnerpoys, CeinpoH, Bintmaiie, CHS5 8PV, Benuka bpuranis/

Frankland Road, Blagrove, Swindon, Wiltshire, SN5 8RU, United Kingdom.

BmopuHHa ynakoska, KOHmMpOoJb AKOCMi 20Mmo8o20 npodykmy, 0038i1 HA BUNYCK cepii:

Homen ne Merpemos, Ban-ge-Proit, 27100, ®paHitis/

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

3asABHHK.

MakHin ITpomakrc Jlimiten /McNeil Products Limited.

Micue3HaxogKeHHsI 3asiBHHKA.
50-100 Xonmepc ®apm Beit, Xau Berikem, XI112 4 EI', Aurmnis/

50-100 Holmers Farm Way, High Wycombe, HP12 4EG, England

HpeJICTaBHHK 3asdBHHKA.

TOB «]JI:k0HCOH i [I2KOHCOH YKpaiHa».

Micne3HaxoaKeHHsI IpeICTaBHUKA 3asAiBHUKA.
01010, m. Kuis, Byn. Octpo3pkux Kus3iB, 32/2, Ykpaina.
38 (044) 498 0888

38 (044) 498 7392



