IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

CEPMIOH®

(SERMION®)

CKkn1ao:
ditoua pevoB8uHa: HilleproJliH;
1 TabneTka MicTuTh Hineprominy 30 Mr;

donomidcHi peyo8uHU: Kanblliio TimpodocdaTy gurigpart, 1eono3a MiKpoOKpUCTalliyHa, MarHio
CTeapar, HaTpito KapOOKCUMETHUIIIEITI0JI03a, TiTPOKCUIIPOIIiIMETUIIIIETI0NI03a, TUTAHY HiOKCH
(E 171), momnietTunenriikoins 6000, 3amiza okcup xKosTuil (E 172), cuiikoH.

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.

OcHosHi (i3uko-xiMiuHI 8 1acmueocmi: KpyTJli ABOONYKJIi TablIeTK, BKPUTI HEIIPO30POI0 MJTiBKOBOIO
000JI0HKOI0 3KOBTOTO KOJILOPY.

dapMaKoTepaneBTHYHA rpymna. 3aco0u, 110 BIIJINBAIOTh HA CEPLIEBO-CYOUHHY CUCTEMY.
[Tepudepuyni Bazogunatatopu. Ankanoingu pixkkis. Hinepromina. Kog ATX C04A E02.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

Hineproriu € moxigHuM eproiny 3 anbda-1-agpeHepriyHo 6710KyH040I0 aKTHBHICTIO, V pa3i #oro
[lapeHTepaJbHOr0 3acToCyBaHHA. [1iciisa nepopaabHOro 3aCTOCYBaHHS HILlEProJIiH MiffaeThCs
IIBUIKOMY i 3HAUHOMY MeTab0/1i3My 3 YTBOPEHHSM paAy MeTaboIiTiB, 3a paxyHOK SIKUX TaK0XK
CIIOCTEPIraeThCsl aKTUBHICTh Ha Pi3HUX PiBHSX LIEHTPAbHOI HEPBOBOI CHCTEMH.

[Ipu mepopanbsHOMy 3acTocyBaHHI CepMioH® MPOSBIIsSE YUCIeHH] HelpodapMaKoIoriyHi eGekTH: BiH
He TiJTbKY MiABUINYE HAgXOMXKEHHS Ta CII0XKUBAHHS TJIIOKO3W B MO3KY, Iifcumioe 6iocuHTes Oinka Ta
HYKJIeIHOBUX KHUCJIOT, ajle TaKOXK BIIJIMBA€ Ha Pi3Hi HEMPOTpaHCMITEPHI CUCTEMHU.

Cepmion® mokpaiiye nepe6panbHi XomiHepriubi GpyHKIil y cTapux TBapuH. TpuBaje 3aCTOCYyBaHHS
HillepTOJIiHy ¥ CTapUX IIypPiB IMePeLIKOAXKalI0 0B I3aHOMY 3 BIKOM 3HUKEHHIO PiBHS alleTUIXOMiHY (Y
KOpi rOJIOBHOTO MO3KY Ta Y CMyTraCTOMY Tili), a TaKOX IPU3BOAMIIO [0 3MEHIIIEHHS BUBIIbHEHHS
alleTUNXOJIiHY (y rimokaMiii) B yMoBax in vivo. ITicis TprBajoro mepopaabHOI0 3aCTOCYBaHHSI
npenapaTy CepMioH® TaK0XK CIIOCTEpiranaocs MiBUINEHHS aKTUBHOCTI XOJiH-alleTUATPaHCchepasy Ta



IIiIIBHOCTI MyCKapruHOBUX PELIeNTOPiB. BilbIl TOTO, Yy OOCTIOXKEHHIX SK in vitro, Tak i in vivo
HILIEPrOJIiH iCTOTHO 3HUKYBaB aKTUBHICTh alleTANIXOIiHEeCTepa3u. Y IUX eKCIIepUMEeHTaIbHUX
OOCHIimXEeHHSIX HeUPOXiMiuHi e(eKTH CIOCTEPiraaucs OQHOYACHO 3i CTIMKUM MOJIMIIIeHHIM
IIOBENiHKOBUX peakiliii. Hampuknan, y TecTi 3 MabipiHTOM y 3pinux TBapuH, SKUM 3aCTOCOBYBaJH
CepmioH® IPOTATOM TPHUBAJIOTO YaCy, CIIOCTEPiraay PO3BUTOK Peakxilili, CXOXKKX Ha peakIii y
MOJIOAUX TBapHH.

ITig yac 3acTocyBaHHA mpenapaTy CepMioH® y TBapyMH TaKO0XK BAIOCS 3MEHIIATH IIPOSBH
HEeJOCTaTHOCTi KOTHITHBHOI QYyHKIIii, sKa Oya iHgyKoBaHa KinbKoMa areHTaMu (TilOKCi€l0, eJ1eKTpo-
KOHBYNILCHBHOW Tepamieio (EKT), ckomonaminom). [TepopasibHe 3aCTOCYBaHHs Ipenaparty CepMion” y
HU3bKUX 03ax 30imbirye MeTabomi3M fodaMiny y 3pinux TBapuH, 30KpeMa y Me30JIiMOiuHil JinmsgHILi,
iMOBIpHO, IIAXOM MOAYALIl fodpaMiHepriynux penentopis. Cepmion® moOKpallye MexaHi3Mu
TPAHCOYKIil CUTHAIB y KJIiTUHAX y 3piuX TBapuH. fK IPU 0O0HOPa30BOMY, TaK i IpU TPUBATIOMY
IIepopajbHOMY 3aCTOCYBaHHI IpemnapaTy CIIocTepiranocs mifBuIlleHHs MeTab0i3My 6a3aabHOTO Ta
aroHiCTYyTIUBOro HochOoiHO3UTULY . CepMiOH® TaKOXK ITiIBUIIYE aKTUBHICTH 1 IepeHeCceHHs 10
OinsgHKY MeMOpaHM Kasbllili3anexkHux idogopM mpoTeinkinasu C. Li depmenTH O€pyTh y4acTh y
MexaHi3Mi CeKpellil po3YMHHOT0 aMiJIoIIHOr0 MoNepefHNKa IPOTEIHY, 10 IPU3BOAUTD [0 MOCHUJIEHHS
1OT0 BUBITbHEHHS i 00 3HUKEHHS MIPOOYKIIil MaTonoriyHoro 6eta-aminoiny, o 6yno
IIPOIEMOHCTPOBAHO Ha KYJbTYpi JTI0[ChKOI HERPOOIaCcTOMH.

3aBASIKY CBOEMY aHTHOKCUIAQHTHOMY e(eKTy Ta 30aTHOCTI aKTUBi3yBaTH (pepPMEHTU JeTOKCHUKaIllil
Cepmion® 3amobirae 3aruGesti HEPBOBUX KIITHH, CIPUYMHEHY OKCHAAHTHUM CTPECOM Ta allOITO30M.
Cepmion® nocnaloe BikoBe 3MeHIIeHHs ekcrpecii MPHK HellpoHaIbHOI CMHTa31 OKCHY a30Ty, 110
TaKOXK MOXe BIIJIMBATH Ha IMOJIIMIIEHHS KOTHITUBHOI QYHKIIII.

HocnigxeHHs (hapMakKOgUHAMIKYU B TIOOUHY Oy IPOBefeHi 3 BUKOPUCTAHHIM METOIUK

koM 'toTepHoi EET 3a y4acTio mo6poBOJIbLIiB MOJIOOOTO Ta CTAPIIOTO BiKY, a TAKOXK IMAI[iEHTIB
JNITHBOTO BiKy 3 KOTHITUBHUMHE po3nafaMu. CepMion”® HopMari3yBas pe3ynsTatii EET y malmieHTiB
JIITHBOTO BiKY i IOPOCNKX TAI[iEHTIB MOJIOAIIOTO BiKY B yMOBaX TiloKcii, migBuImyo4u a- i B-
aKTHBHOCTI Ta 3HMXKYI0UM O- i 0-aKTUBHOCTI. YV MAaIli€HTIB 3 IEMEHII€I0 JIETKOro abo IIOMipHOTO
CTYIIEHS Ta Pi3HOT0 MOXOAXKEHHS (CeHibHa AeMeHIlid alblreiMepiBCbKOT0 TUIY Ta
MyJbTHiHGapPKTHA TEeMEeHIlist) IpH IOBrOTPUBAIOMY 3aCTOCYBaHHi npenapaTy CepMioH” (IpOTAroM
2-6 MicsLiB) CrIOCTepiraaucs IO3UTUBHI 3MiHM BUKJIMKaHOT O IIOTEHI[ialy Ta BiAOBIiAl Ha
IIOApa3HeHH; 11l 3MiHU KOPEeJIIOI0Th 3 ITOKPallleHHAM KJTIHIYHUX CUMIITOMIB. 3 OrJIIAy Ha
BHUIIleBKa3aHe, 0YEBUIHO, 1110 HilleProJIiH Ai€ MIIAX0M MOOYIALIL 3 IIMPOKUM CIIEKTPOM KITITUHHUX i
MOJIEKYISIPHUX MeXaHi3MiB, 1110 6epyTh y4acTh y MaToreHe3i feMeHIlil. Y moaBiiHo cyinux manebo-
KOHTPOJIhOBAHUX KITIHIYHUX MOCTiIKEHHSIX Opaso y4acTs Oinbie 1500 maiieHTiB i3 meMeHIIien
(apUreMepiBCHKOTO TUIY, CYAUHHOIO Ta 3MIIaHOTO THUILY), SKi OTPUMYyBaIM Hilepromiid y fo3i 60 mr
Ha 700y abo mnare6o. ITicyisg JOBrOCTPOKOBOIO JIiKYBaHHS HIilleProjIiHOM CIIOCTEepPiranocs TpruBaie
3MEHILIEHHS IPOsBIB KOTHITUBHUX 1 ITIOBEIHKOBUX IIOPYIIEHb, II0B’I3aHUX i3 IeMEHLIEI0.
[ToxpalreHHS CTaHy MAllieHTiB 3'ABJIAI0CS Yepe3 2 MiCAli JTiKyBaHHS i yTPUMYBaI0Cs IPOTATOM
ONHOTO POKY JIIKYBaHHS.

[IpenapaT IO3UTUBHO BIIJIUBA€ Ha PiBeHb yBaru, KOHILEHTpPALIiI0 Ta eMOLiiHu cTaH. [Ipenapat
CIIPUSAT/IVBO BIIJIUBAE HE TiJIbKY Ha KOTHITUBHY [OisJIBHICTE, ajle TaKOXK Ha IOPYIIEeHHS HAaCTPOIO Ta
IIOBEIiHKU.

dapmakokiHemuxka.

BcMokTyBaHHA. [Ticis nepopasibHOr0 3aCTOCYBaHHS HilleProJliH IBUAKO Ta MakKe IOBHICTIO
BCMOKTYETHCS. MakcUMalIbHUY IOKa3HUK PafioaKTUBHOCTI MiC/IS IPUMAOMY 3I0POBUMU
HoOpPOBONMBLSIMUA HU3BKUX 103 (4-5 MT) H3-migeHoTro0 Hilleprosiny BU3Ha4yaBCs yepes 1,5 roguHu.



OpHak micrns mepopaabHOr0 3aCTOCYBaHHA TepaleBTUYHUX 003 (30 Mr) C'*-miueHoro Hileproiiny
300POBUMU NOOPOBOJIBLISIMU MaKCUMaIbHUY MOKA3HUK PaflioaKTUBHOCTI Y CUPOBATII KPOBi
Bij3Ha4aBCs yepe3 3 FOOUHU Iicis npuiioMy fo3u. Iliciag nepopabHOro 3aCTOCYBaHHS HilleproIiny
(15 Mr) y 3mopoBUX MOGPOBOJIBINB IIJIOMIA i KPUBOIO Pafi0aKTUBHOCTI CUPOBATKHM KPOBi CTAHOBUIIA
81 % i 6 % Big 3HAUEHHS, PO3PAaxX0BAHOTO [IJIg IBOX OCHOBHUX MeTabomiTiB Hineprominy - MDL i
MMDL Bignosig#o. ITikoBi KoHIleHTpalil MDL y nmna3Mi KpoBi gocsaranucs NprubIn3Ho yepe3

3-5 romuH micns omHOKpaTHOTOo abo OaraTopa30Boro 3acTtocyBaHHs TabnmeTku 30 mr. ITikoBa
KoHIeHTpauis MMDL y nna3mi KpoBi gocsranacs npubmusuo yepes 0,5-1 roguny micns
OTHOKPATHOTO 3aCTOCyBaHHS TabneTku 30 Mr.

A6comoTHa 6i00OCTYNHICTD HillEPTOiHY IiC/Is IEePOPaNbHOTO 3aCTOCYBaHHS CTAHOBUTH MPUOIU3HO
5 % BHACIiJOK e(deKTy MePIIOro MIPOXOAXKeHH. 3a pe3yJbTaTaMy BU3HAUYEHHS PiBHIB I'OJIOBHOTO
MeTabomiTy MDL 6yn0 BCTaHOBIIEHO, 1[0 B 30POBUX NOOPOBOJIBIIIB IiC/Is TEPOPAIbHOTO
3acrocyBaHHS 103U 30-60 Mr ¢hapMakKOKiHETHKA HilleproJiiHy € JiHiiHoW0. [Ticis ogHOKPaTHOTO
IIepopajbHOTO 3aCTOCYBaHHS Hilleproiny B fo3i 30 M 3HaYHOTO BIUIMBY 1Ki Ha (hapMaKOKiHETUKY
MDL tTa MMDL Bu3Ha4yeHo He 6yI10.

Posnopin. Po3mopin mpenapaty y TKAHWHaX MMIBUAKUY Ta IMUPOKUH, 110 BifoOpaKaeThCI KOPOTKOIO
ba3010 po3MoMiNy pagioakKTUBHOCTI cUpOBaTKK KpoBi. O0’€M pO3MOAiny HilleprojiHy B IeHTPalbHOMY
KOMITaPTMEHTi (mpubIn3HO PO3PaXOBaHUM MUISTXOM MHiNIeHHS M03U Ha KOHIIEHTpPAIlil0 Hilleprominy B
IIJTa3Mi KPOBI B IIEPILIOMY IIepioAi [ B3ATTA 3pa3Ka MiCJis BHYTPIIIHbOBEHHOTO BBEIEHHSA
HOMiHa/IbHOI 1031 2 MT) € ITOPiBHSIHO BUCOKUM (224 11), 1110 IOTEHINHO BifoOpaxae po3moIin
HilleproJliHy B KJIiTHHaX KPOBi Ta/abo TKaHuHax. HilleproiH i3 BUCOKOIO CIIOPiAHEHICTIO 3B’ I3yETHCS
3 6iflKaMu I1J1a3MU KPOBi JTIOOWHM, IIPU 1IbOMY CIIOPiIHEHICTh 3 a-KUCJIUM TJIIKOIIPOTEIHOM Yy YOTUPH
pasu BUINA, HiXK 3 aTbOyMiHOM CUPOBATKHU KPOBi. BimCOTOK 3B’13yBaHHS € BiTHOCHO IOCTiHHUM, KOJIU
KOHIIeHTPallis Hineproyiny 30inbmyeThes Big 1 Mxr/mn mo 500 Mxr/mn. O6umBa MeTabomiTi
Hinepromniny, MDL Ta MMDL, xapakTepu3ylTbCsI HU3bKUMHU PiBHSIMH 3B’sI3yBaHHS, TPUOIU3HO

14,7 % Ta 34,7 % BignoBigHO, y giana3oHi KoHIeHTpaUid 50-200 Hr/MIL.

Metabomi3M Ta eKckpelris. [lepeBaxkKHUM YHHOM IIperapaT BUOIISETLCS i3 ceuero. [IpoTsirom

120 ropun micns 3acTtocyBaHHs MPubIU3HO 82 % 3arasibHOI KiIbKOCTI Mi4eHOTO Pafioi3oTomnoM
HilleproJliHy BUBOAUTHCS HUpKaMmH, a 10 % — i3 kaymom. Hineproiin 3a3Hae 3Ha4HOT0 MeTab0Ii3My
IepeBaxkKHO LIUISXOM Tifiponi3y edipHuX 3B'53KiB 3 yTBopeHHAM MMDL, a moTim - MDL mnsxom
IEeMeTUIIOBaHHS (3a HOIIOMOro0 KaTaniTuuHol fil i3opepmerTty CYP2D6). Tomy dbapMakoKiHeTHKa
HilleproJiHy Ta #oro MeTaboIiTiB 3a3HA€E BIIJIUBY B MAlli€HTIB i3 reHeTUYHUM fedinmuTom CYP2D6.
AxkTuBHI MeTaboJIiTH, 1110 YyTBOPIOIOTECS (MMDL Ta MDL), KOH'IOTYIOTH i3 T'TIOKYPOHOBOIO KUCIIOTOO.
YacTka royosHoro Mmetabonity MDL craHoBuTh 51 % 3aranbHol 7o3u Ta 76 % pamioaKTUBHOCTI,
BM3HAYEHOI B Cedi Mic/ig mepopabHOT0 3aCTOCyBaHHS f03u 15 Mr. CepegHe 3Ha4eHHS KiHIIEBOTO
nepiony HaniBBuBeneHHsT MDL 3HaxoguThCs y giamasoni npubnusuo 11-20 rogus.

Oco6nuBi monyndnii nanieHTiB. Bnnus nopyiieHHs QyHKIII HUPOK Ha (hapMaKOKiHETHKY HilleprojiHy
OLIiHIOBA/IM B NAIli€HTIB i3 MOpyIIeHHSIM (QYHKI1 HUPOK JIETKOro (KiipeHc KpeaTuHiny (Clcr)

60-80 mn/xB), cepemunoro (Clcr 30-50 mn/xB) Ta TsaxkKoro (Clcr 10-25 Mi/xB) cTyneHs. Y Malli€HTiB i3
TOpyIIeHHAM (GYHKIII HUPOK JIeTKOTro (n=>5), cepemHboro (n=>5) Ta TIKKOro (n=4) cTyneHs
CIIOCTepiranucs 3HayHi BiIMIHHOCTI B KinmbKocTi MDL, sikuii BuBOoguBCS i3 ceuelo B Mexkax 120 rogun
iCJIst TepopPaIbHOT0 3aCTOCYBaHH Hilleproyiny B 0o3i 30 mr (38,1 %, 42,6 % Ta 25,7 % BBemeHO1
mo3u BigmoBigHo); s MMDL BignoBigHi 3HaueHHs ctaHoBunu 1,7 %, 0,6 % ta 0,2 %. YV namieHTis i3
MOPYIIeHHSM (GYHKIII HUPOK TSIKKOTO CTymeHs O0y/I0 BU3HaYeHO 3HAUYHEe 3MEHIIIeHHST BUBEEHHS
MDL i3 ceyero IOPiBHAHO 3 iHIIMMH JBOMa I'pynaMu. KpiMm TOro, y mauieHTiB i3 mopyueHHIM QyHKIIi1
HUPOK JIETKOTO, CEPETHBOT0 ab0 TSIKKOT0 CTYIEHS CIIOCTEPIranocs cepefHe 3MeHIIeHHs BUBEeIeHHS
MDL i3 ceueto (0-72 rogunu) Ha 32 %, 32 % Ta 59 % BiAMOBIAHO MOPIBHSIHO 3 MAIliEHTAMU 3
HOPMaJIbHOI (PYHKITI€I0 HUPOK, 5IKi Opany y4acTh B iHIIOMY JOCIIiZKEeHHi i3 3acTOoCyBaHHSIM TabieTOK




o 30 mr.
dapMmakoKiHeTHKA HilleproJiHy y Malli€HTiB i3 IopymeHHAM (QYHKII] IeYiHKN He JOCIIiXKyBanacs.
dapMaKOKiHETHKa HilleprojiHy He OOCHifXKyBanacs y giTeu.

BnnuB BiKy (y mallieHTiB TiTHBOTO BiKy) Ha (papMaKOKiHETHKY HilleproJIiHy MOBHICTIO HE BUBYEHUN.

KriniuHi xapaKTepUCTHKH.
IToka3zanus.

[TocTiHCYyIBTHI CTaHY, CyOUHHA OeMeHlid (MynbTuiH(GapKTHa JeMeHIlid), JereHepaTUBHi CTaHH,
IIOB’sI3aHi i3 leMeHIli€lo (CeHinbHa Ta MpeceHibHa AeMeHIis TUMY ANbLreiiMepa, JeMeHIIs Ipu
xBopo0Oi ITapkiHcoHa).

IIpomunoka3aHHsi.

[TigBuIeHa YyTNUBICTL [0 HilleProJliHy, M0 alKaoifiB pikKiB abo mo OyOb-IKOro iHIIIOT0 KOMIOHEHTa
npenapaTy. HeljofjaBHO mepeHeceHu! iHpapKT MioKapaa, rocTpa KpoBoTeda, OPTOCTaTUYHa
TinmoTeH3is, TsXKa OpaguKapmis.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
[Tpemapart cJ1if 3aCTOCOBYBaTH 3 00€PEXKHICTIO Pa3oM i3:

2inomeH3usHuUMU 3acobaMmu: HilleproJliH MOXKe IiICUIIOBATH iXHIO mifo. Hinepromin moxe
MigCUITIOBaTH BB OeTa-agpeHo0I0KaTOPiB Ha CepIIE;

cuMnamomimemukamu (anvpa- ma 6ema-): HilleprojIiH MOXe YNHUTH aHTATOHICTUYHY Mif0 II0H0
CYOMHO3BYXKYBa/IbHOT0 e(eKTy CUMIIaTOMIMEeTUYHUX 3ac00iB BHACTITOK 010KyBaHHA ajbda-
agpeHeprivHuX pelenTopis (OuB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»);

AikapcvKumu 3acobamu, siki memaboaizyromocs izopepmenmom CYP2D6: OCKiNbKY Hilleprosin
MeTabomi3yeTbcst izopepmerTom CYP2D6, He MOXKHA BUKJTIOYATH MOXKJIMBICTh B3AEMOIIHN 3 iHIIMMHU
TiKapChbKUMU 3aco0aMu, sKi MeTab0mi3yI0ThCsS TUM CAMUM IIJISTXOM;

aHmuazpez2aHmamu ma aHmuKodz2yAaHmamu (Hanpukaad 3 auemuacaniyusi080r Kuca0mor):
IiCHUITIOE BIIMB HA TeMOCTa3, BHACIIJOK YOT0 MOxke 30iIbIIyBaTHCS Yac KPOBOTEYi;

AiKapcvKumu 3acobamu, siKi enausaroms Ha Memaboai3M ceyoeoi Kuciomu: HilleprojiH Moxe
TIPU3BOOUTH 0 6€3CUMITOMHOTO ITiIBUILIEHHST KOHIIEHTPAlliif CeY0BOi KMCIOTH B I1JIa3Mi KPOBI.

Oco6 1ueocmi 3acmocy8aHHs1.

HocmimKeHHS 3 OMHOKPAaTHAM ab0 6araTopa30BUM 3aCTOCYBaHHSIM HilleproJliHy BUSBUIIH, 110



HillepTOJIiH MOXe 3HUKYBaTU CUCTOJIIYHUY apTepialbHUAN TUCK Ta 3HAYHO MEHIIOK MipOI —
0iaCTOJIIYHUY apTepiaJbHUY TUCK Y MALi€HTIB i3 HOpMaJIbHUM apTepialbHUM THCKOM i Mal[ieHTiB i3
MiOBUILIEHUM apTepianbHUM TUCKOM. Lli eeKTH MOXKYThH BapifoBaTH, OCKiIbKH iHIII JOCTiAKEHHS He
BUSIBUJIU 3MiH CHCTOJIIYHOTO a0 OiacTONMIYHOT0 apTepiabHOT'O TUCKY.

[MTamieHTaM, Ki MPUWMAIOTh HillepTroJIiH, CITif 3 00ePeKHICTI0 3aCTOCOBYBATH CUMITATOMIMETHUKHU
(aronicTtu anbda- Ta 6eTa-perenTopis) (AuUB. po3min «BlaeMomist 3 iHIMMMU TiKapChKUMHU 3acobaMu Ta
iHIT BUOM B3aEMOMin»).

[Tpemapart cif 3 06epeKHICTIO 3aCTOCOBYBATH IallieHTaM 3 TinepypukeMieio abo momarpoio B
aHaMHe3i Ta/abo Mif Yac CymyTHHOTO JIiKyBaHHS IIpelapaTaMy, 10 MOXYTb BIJIMBAaTH Ha MeTab0I1i3M
Ta eKCKpeIlil0 ce4uoBoi KUCITOTH (OuB. po3min «[1o6iuni peakirii»).

BunukHeHHS (iOpo3y (Hanpukiapn Gidpo3y nereHs, ceplis, cepleBuX KilalaHiB Ta
peTpoIneprUTOHeaNbHOro (idpPo3y) acoIlitoBanoCcs i3 3aCTOCYBaHHIM [eSKUX alIKaloigiB PiXKKiB, SKUM
IpUTAMaHHa arOHICTMYHA aKTUBHICTE 0 5-HT,;-perenTopis CepoTOHIHY.

[ToBimoMIISINIOCS PO BUHUKHEHHS CUMIITOMIB eproTu3My (BKIII0Yaloyu HyOoTy, O/TI0BaHHS, iapero,
abmoMiHanbHUM Ginb TA 3BYKEeHHS MepudepuyHuX CyWH) IPU 3aCTOCYBaHHI JesIKUX aJiKasoifliB
PixkKiB Ta IXHIX MOXigHUX.

[Tepen mpr3HaYEHHSIM LIbOTO KJIacCy JTiKapChbKUX 3aco0iB liKapsiM HEOOXigHO 03HAMOMHUTHUCS 3
O3HaKaMU [1epefo3yBaHHs PIXKKiB.

Jlikapchkui 3acid CepMiOH®, tabmeTku mo 30 Mr, MicTUTH MeHIIe 1 MMOIb HaTpio (23 M) Ha
TabneTky. [TalieHTiB, SKi JOTPUMYIOTLCS [i€TH 3 HU3bKUM BMICTOM HaTpilo, MOXKHA MPoiHGOopMyBaTH,
110 I1e¥ JIiKapChKuU 3acib MpakTUYHO BiTbHUY Bif HATPIIO.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
BaritHicTb

Hinepronid He YMHUTH TOKCUYHOI [il Ha PENIPONYKTUBHY (PYHKITiI0 BariTHUX CaMOK IIypiB Ta KPOJIiB.
KriniyHUX OOCTigXKEHb 3a Y4aCTIO BariTHUX KIiHOK He IIPOBOAUIIOCS. 3 OTJIAAY Ha CXBajleHl
[I0Ka3aHHs, 3aCTOCYBaHHA HilleproJIiHy BariTHUMHU KiHKaMU Ta XKIHKaMH, AKi FTOOYyIOTh I'PYAII0,
MasouMoBipHe. I1if Yac BariTHOCTI HilleproJiiH CIif 3aCTOCOBYBATH JIMIIIE B TUX BUNAAKaX, KOIU
MOTeHILiiTHa KOPUCTH [AJIS MallleHTKY IlepeBaXka€ MOTEHIIMHI PU3UKY O IIJI0da.

l'ogyBaHHd TpyANI0

HesBigoMo, 4u IpOHUKAE HILEPTOJIiH Y TPYLHE MOJIOKO, TOMY CepMiOH® He CJIiJI 3aCTOCOBYBaTHU
JXKIiHKaM, Kl FOOyITh 'PYALLO.

®epTUNLHICTD

Y mocnigkeHHi Ha IIypax HilleproJliH He BIIMBaB Ha (epPTUJIbHICTE.

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.



Xoya K7iHi4Hi epexTu npenapaTy CepMmioH® BUKOPUCTOBYIOTh AJIs MOKPAIIEHHS YBaru Ta
KOHIIEeHTPaIllil, 10T0 BIJINB Ha 30AaTHICTh KepyBaTH TPAHCIIOPTHUMH 3aco0aMu Ta IpalioBaTy 3
iHIIMMU MexaHi3MaMu IIpU LbOMY HiKOJIM He BUBYaBCs. ToMy HEOOXiIHO 3 06epexkKHICTIO IPOBOAUTH
niKyBaHHS, OepydH 10 YBark OCHOBHE 3aXBOPIOBAHHS MallieHTiB. ITif yac kepyBaHHS TPaHCIOPTHUMHU
3acob6amMu a60 pobOTH 3 iHIIMMU MexXaHi3MaMu CJIifl BpaXOByBaTH Te, IO Yac Bifl Yacy MoXkKe BUHUKATH
3anmaMopo4YeHHs ab0 COHMUBICTH (OuB. po3min «I1obiuHi peakirii»).

Cnocib 3acmocyeaHHsi ma do3u.

PexomeHpoBaHa fo60oBa go3a - 1 TabmeTka 1 abo 2 pa3u Ha goOy (30-60 mr). 3a3Budaii foOOBa m03a
OJIsT JOpPOCIuX CTaHOBUTH 30 Mr. TUMYacoBO ii MoXHa 30inbmuTH 10 60 MT.

3a pe3ynabTaTaMu OOCHIAXKeHb (apMaKOKIHETUKY 1 IePEeHOCUMOCTI IallieHTaM JITHBOTO BiKy
KOPEKIIil0 03U IpernapaTy MPOBOOUTH He MOTPiOHO.

ITauieHmu 3 nopyweHHAM pYHKUii HUPOK.

OcCkinbKM eKCKpellisi HIpKaMy € TOJIOBHUM IUISIXOM BuBefeHHS (80 %) HillepromiHy Ta 10ro
MeTaboJIiTiB, [N TAalieHTiB i3 mopyeHHIM QyHKIII HUPOK (piBeHb KpeaTHHIHY B CUPOBATII KPOBi
= 2 Mr/M) peKOMEeHIY€EThCS 3MEHIINTH 03y (ouB. po3ain «dapmakokiHeTuKa»). EQexT mikyBaHHSA
MIPOSBIISETHCA OCTYIIOBO. OCKiNTbKM 3a3BHAYail Tepamis 34iMCHIOETLCS BIPOAOBXK TPUBAJIOrO 4Yacy,
[JOHAaMMeHIIIe Yyepe3 KOXKHI 6 MICsLiB JIiKap Ma€ OL[iHIOBaTH OOLIbHICTh IPOJOBKEHHS JIIKYBaHHS.

Himu. Be3neka Ta eeKTUBHICTL 3aCTOCYBaHHS Hil[eproJIiHY OiTSIM He BCTAHOBJIEHI. [loCTynHUX
NaHUX HeMae.

Ilepedo3yeanHns.

[Ipu 3acTOCYyBaHHI BUCOKUX 03 HILIEPTOJIiHY MOXJ/IMBE TUMUYACOBE 3HUXKEHHS apTepiaJlbHOr'0 TUCKY.
3a3Buyail TaKui CTaH He MOTPedye ClieliabHOTO JIiKyBaHHS, HOCTATHLO M0JIeXKAaTH KijTbKa XBUNIUH. Y
BHMHSITKOBUX BUIIa[IKax BUPakeHOI HEAOCTaTHOCTI MO3KOBOI'0 Ta CEPLIEBOr0 KPOBOOOITy JOUITBHUM €
3aCTOCYBaHHS CUMIIaTOMIMETUKIB i TOCTIMHUY KOHTPOJIb apTEPiayibHOTO TUCKY.

ITobiuni peakuii.

KaTteropil yacToTu BupaxeHi sK: oyxe 4acto (= 1/10); gacrto (Big = 1/100 go < 1/10); HewacTo (Bim
= 1/1000 go < 1/100); pipko (Big = 1/10 000 go < 1/1000); my=xe pigko (< 1/10 000); yacToTa
HeBifiloMa (4acTOTy He MOXKHa BCTAHOBUTH 3a HAasIBHUMU JaHUMH).

Y KoxXHiit rpymi 4acToTH o0iYHi peakilii mpeacTaBiIeHOo Y MOPSIOKY 3MEHIIIeHHSI CEPHO3HOCTI.

ITcuxiuHi po3nadu. HeyacTo: TpuBOXKHE 30yIXKEHHS, CITyTaHICTh CBifoMOCTi, 6€3COHHS.

Posaadu 3 60Ky Hepeosoi cucmemu. HewacTo: COHIMBICTD, 3alTaMOPOYEHHS, TOJIOBHUH 0iflb; 4acTOTa
HeBioMa: BifuyTTs XKapy .



Posaadu 3 60Ky cyouH. HeyacTo: apTepianbHa rinoTeHsis, rinepemis.

Po3nadu 3 60Ky WayHK0BO-KUWK08020 mpakmy. YacTo: BiguyTTs uUCKOMGOPTY y XKUBOTi; HEYACTO:
Oiapes, HygoTa, 3amop.

Po3nadu 3 60Ky wKipu ma niowkipHoi kaimkoauHu. HedacTo: cBepbix; 4acToTa HeBifoMa:
BUCHUIIAQHHS .

3azanvHi po3nadu ma peakuii y micui eeedenHs. Hesimomo: pibpos*.
Pe3yivmamu docaidxceHb. HedacTo: migBuUIlleHHS KOHIIEHTPallil Ce40BOI KUCIJIOTH B KPOBI.

"OrmiHKa 9acToTH MOGIYHKX peakliiil 6a3yBanacs Ha JOCTIIKeHHAX B KOMIIeKCHOMY pesioMe 3
6e3neku (peakilii, 10 BUHUKIIY IIiC/IS TOYATKY JTiKyBaHHS 3 Oymb-K0i mpuunHu). Lleit 00’ enHaHuM
aHaui3 0e3meKy BK/II0OUa€E HaHi BOCbMU (8) MOABIMHO CIIINKUX KOHTPOJILOBAHUX OOCIIIKEeHb 3a y4acTIo
TAIliEHTIB 3 IerKoi0 a0o MOMipHOI0 meMeHITi€l0, cepen AKux 1246 nalieHTiB npuiiMany HilleproJiH.
«IIpaBuiIo TPHOX» HE 3aCTOCOBYBAJIOCS, OCKimbKY B 6a3i maHux KoMImiekcHOro pe3ioMe 3 6e3meKu
Hinleproniny 6yno menure 3000 narieHTiB.

ITogidomaeHHs npo ni003pro8aHi nobiuHi peakuii.
[ToBimomIeHHS IIPO Tigo3pioBaHi MOOIYHI peakiil y micnsipeecTpaliiHuil Tepion € BaXK/INBUM

3axonoMm. lle mae 3MOry IpOAOBKYBaTH MOHITOPUHT CHiBBiIHOIIEHHS KOPUCTH/PU3UK 3aCTOCYBaHHS
npernapary. JIikapsM IPOMOHY€EThCS MOBIJOMIISTH PO Oyab-sKi mimo3pioBaHi mobiuHi peakiii.

Tepmin npudamuocmi.

3 POKH.

YmoBH 30epiranssi.

30epiratu npu TeMiepartypi He Buine 25 °C.

VYnaxoBka.

[To 15 TabneToxk y 6iicTepi; mo 2 6yicTepu y KapTOHHI# KOPOOIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.



I1daiizep Itanis C.p.1./Pfizer Italia S.r.l.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

Jlokamnita Mapino gens TpouTOo — 63100 Ackomi [Ticeno (AIT), Itamisi/Localita Marino del Tronto -
63100 Ascoli Piceno (AP), Italy.



