Ckian

Oito4ya pevyosuHa: HilleproJiH;
1 TabreTka MiCTUTD HilleProOJIiHy 5 MT;

OONOMIJCHI peuoB8uHU: Kablliio rigpodocdaTty gurigpar, Lemario3a
MiKpOKpHCTaJliuHa, MarHilo cteapaT, HaTPito KapOOKCUMETUIIIIEI0I03a, TUTAHY
miokcup (E 171), caxapo3a, TalbK, CMOJIa aKallil, CMoJla caHJapaKy, MarHito KapOoHar,
KaHidonb, Bick KapHayOChKUM, JKOBTUHM 3aXif

(E 110) (mns TabeToK 110 5 Mmr).

JIikapcbKa ¢opMma

TabneTku, BKPUTi IyKPOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-xiMIiuHI 81CMUBOCMI:

TabJIeTKHU 10 5 MT': KPYTJIi ONMYKJIi TabIeTKU, BKPUTI IIYKPOBOIO 000TTOHKOIO0
OPaHIKeBOT'0 KOJILOPY.

dapMaKoTepaneBTHYHA I'Pyla

3acobwu, 110 BIIJIMBAIOTh Ha CEPLIEBO-CYAUHHY cuctemy. [lepudepuuni
BasoauiaTaTopu. Ankamnoigu pixkkiB. Hinepromnia. Kog ATX C04A EO02.

dapMaKoauMHaMiKa

Hiuepromnin € noximHuM eprojiiny 3 anbda-1-agpeHepriuao 6710KyI040i0 aKTUBHICTIO,
Yy pa3si uoro napeHTepajbHOTr0 3aCTOCyBaHHsA. [Iiciisg mepopaabHOro 3aCTOCYBaHHSA
HillepToJIiH miggaeThCss MIBUAKOMY i 3HaYHOMY MeTab0i1i3My 3 YTBOPEHHSAM POy
MeTabOoIiTiB, 3a PaXyHOK SIKMX TaKO0XK CIIOCTEPIra€ThCsS aKTUBHICTh Ha Pi3HUX PiBHAX
IIeHTPaJIbHOI HEPBOBO1 CUCTEMMU.

ITpu nepopanbHOMY 3acToCyBaHHI CepMioH® MpPOSBIISAE YUCIIEHHI
HerpodapMaKoJIOriuHi epeKTHu: BiH He TiJIbKU IMiABUIIYE HaAXOOKEHHS Ta
CIIOKVBaHHS TJIIOKO3U B MO3KY, Iifcuiioe 6iocuHTes Oifika Ta HyKJIEIHOBUX KHUCJIOT,
ajie TaKOXK BIIJIMBA€ Ha Pi3HI HEMPOTPAHCMITEPHI CUCTEMMU.

CepmioH® mokpallye 1epeOpalibHi X0JIiHepriyHi QyHKIIil y cTapux TBapuH. TpuBaie
3aCTOCYBaHH4 IpenapaTy HilleproJjiiHy y CTapuXx IIypiB HepelIkoaXKaao II0B d3aHOMY 3
BIKOM 3HUIKEHHIO PiBHS alleTUIXOJIiHY (Y KOPi TOJIOBHOTO MO3KYy Ta B CMyTracCTOMY Tifli),
a TAKOXK 3MEHITyBaJi0 BUBIJIbHEHHS alleTUIXO0JIiHYy (y rimoKaMIii) B yMOBax in vivo.



[Ticnss TpuBasoro rmepopajabHOI0 3aCTOCYyBaHHS npemnapaTty CepMioH® TakKoxkK
CIIOCTepirasocs IIiaABUIIEHHS aKTUBHOCTI XOJIiH-aleTUITPaHcdepasu Ta IIiIbHOCTI
MYCKapUHOBUX pelenTopiB. binkill TOro, y mocniaXxkeHHAX in vitro ta in vivo
HIIleproJIiH iICTOTHO 3HUZKYBaB aKTUBHICTH alleTUJIXOJIiHeCcTepa3u. Y 1ux
eKCIlepUMeHTalbHUX OOCIIIKEeHHIX HeNPOXiMiuHi e(eKTH CIIOCTepPIraanucsa OgHOYaCHO
3i CTIMKMM MIOJIINIIIeHHsSIM IIOBeiHKOBUX peakiriti. Hampukiang, y TecTi 3 1abipuHTOM y
3pUINX TBApUH, IKUM 3aCTOCOBYBayid CepMiOH® mpOTATrOM TPUBAJIOrO 4acy,
CIIOCTepirajau PO3BUTOK Peakiliii, CXOKMX Ha peakliil y MOJIOOUX TBapUH.

ITig yac 3acTocyBaHHd npernapaTty CepMioH® y TBapyWH TaKOXK BOAJIOCS 3MEHIIUTHU
ITPOSIBU HEIOCTATHOCTI KOTHITUBHOI QYHKIIi], IKa OyJa iHgyKoBaHa KilbKOoMa
areHTaMu (TiIIOKCi€l0, eJIeKTPO-KOHBYILCUBHOIO Tepatmier (EKT), ckonmomaMinOM).
[TepopanbHe 3acTOCyBaHHS IpenapaTy CepMioH® y HU3BKHUX H0o3ax 30ibIIye
MeTabo1i3M modaminy y 3pinux TBapuH, 30KpeMa B Me30IiMOiuHi# minsHIli, “MOBipHO,
IIJITXOM MOAYJIANil JodgaMiHepridyHux penentopiB. CepMioH® IMOKpalllye MexXaHi3Mu
TPAHCOYKIIil CUTHAJIB y KJIiTUHAX y 3Pi/iuX TBapUH. fAK Iicas 0OOHOPa30BOro, TakK i IIpu
TPUBAJIOMYy IIepOopaJIbHOMY 3aCTOCYBaHHI IIperapaTy CIOCTepiraaocs IMiaABUILleHHSA
MeTabomi3My 6a3abHOTO Ta aroHicTuyTnauBoro ¢ocdoinozutuny. CepmMioH® TaKOK
ITiIBUIITY€E€ aKTUBHICTD i mIepeHeCceHHsI 00 OiITHKY MeMOpaHU KaJlbIlif3amexkHUX
izoopm nporeinkinasu C. Li pepmeHTH O€pyTh YU4acTh y MexXaHi3Mi cekpeliii
PO3YHMHHOTO aMiJIOIJHOTO IIONepPeaHUKa IIPOTEIHY, 10 IIPU3BOOUTH OO0 IOCUIEHHS MOTO0
BUBiJIbHEHHS i 10 3HUKEHHS IIPOAYKIIil MaToJIoTiyHOoTo 6eTa-aMinoiny, 1o 0y1o
MMPOAEMOHCTPOBAHO Ha KyJIbTypi JTIOACHKOI HEMPOOIaCTOMM.

3aBOsIKM CBOEMY aHTHMOKCHOAHTHOMY e(eKTy Ta 3TaTHOCTI aKTUBi3yBaTu PepMeEHTH
netokcukaltii, CepmioH® 3amnobirae 3arubesi HePBOBUX KITITHH, II[0 CIIPUYUHSETHCS
OKCHIIQHTHUM CTPECcOM Ta amnomnTo3oM. CepMioH® 1mocnabiioe BiKkOBe 3MeHIIIEeHHST
ekcrpecii MPHK HelipoHanbHOI CHHTa3U OKCHUIY a30Ty, 1110 TAKOXK MOXKe BIJIMBATH Ha
MTOJTIMIIIEHH A KOTHITUBHOI PyHKIIII.

HocnigkeHHs GpapMaKogUHaAMIKU B JIIOOWHU Oy MPOBEAEHI 3 BUKOPUCTaHHIM
MeToouK KoMir'toTepHol EET" 3a yuacTio mOGPOBOJILIIIB MOJIOIOTO Ta CTAPIIOTO BiKYy, a
TAKOXK IIalliEHTIB JIITHHOT'O BiKYy 3 KOTHITUBHUMU po3nagaMu. CepMioH® HOpMailyBaB
pe3ynbratu EEI' y nTamieHTiB JIiTHHOIO BiKYy ¥ HOPOCIUX IALliEHTIB MOJIOAIIOTO BIKY B
yMOBaX TiMOKCil, MigBUIIyI0UYu - i f-aKTUBHOCTI Ta 3HUKYIO4YM O- i 0-aKTUBHOCTI. ¥
MalliEHTiB 3 JEeMEHIIi€l0 1erkoro abo MOMIpHOTO CTYIIeHS Ta Pi3HOT0 MOXOMXKEHHS
(ceHinbHaA OeMEHIli alblreMMepPiBChKOT0 TUIY Ta MyJIbTHIH(papKTHa OeMeHIIisl) IIpu
OOBTOTPUBAJIOMY 3aCTOCyBaHHI IpenapaTty CepMioH® (IIpoTAroM 2-6 MiCsI1IiB)
CIIOCTEepIrajaucs NO3UTHUBHI 3MiHM BUKJIMKAHOTO IIOTEHIIialy Ta BiAMOBial Ha
Hogpa3HeHHs; 1l 3MIHU KOPEJIIITh 3 IOKPAallleHHAM KIIIHIYHUX CUMIITOMIB. 3 OrJiagy
Ha BUIIleBKa3aHe, 0UEeBUOHO, II0 HillePTOJIiH [i€ IIISIX0M MOMYJIALIl i3 IIMPOKUM
CIIEKTPOM KJIiTUHHUX i MOJIEKYJIIPHUX MeXaHi3MiB, 110 6epyTh y4acTh y IaToreHesi



OeMEeHIIil.

Y nopaBifiHO ciinux miaaneb0-KOHTPOJIbOBAHUX KITIHIYHUX OOCITiAXKEeHHIX Opaio y4acThb
oinpmie 1500 marieHTiB i3 HeMeHIIi€0 (aIbIreiMepiBChKOr0 TUMY, CYOUHHOIO Ta
3MiIlIaHOT O TUMNY), SIKi OTPUMYBAaJIM HilleproJiiH y mo3i 60 Mr Ha o0y abo miaiebo.
ITiciss OBroCTPOKOBOTO JIIKYBaHHS HIllePrOJIIHOM CIIOCTEPIrasiocss TpUuBajle
3MEHIIIeHH [IPOsBiB KOTHITUBHUX 1 MOBEOIHKOBUX IIOPYILEHD, IIOB I3aHUX 13
neMeHnier. [IokpallleHHs CTaHy IAlli€HTIB 3’ABJIAJIOCA Yyepe3 2 MiCilIli JIIKyBaHHS Ta
YTPUMYBaJIOCS IIPOTATOM OLHOTO POKY JIIKyBaHHS.

®dapMaKOKiHeTHKa

BcmoxkmysaHH A

[Ticns mepopabHOTO 3aCTOCYBAaHHS HillePrOJIiH IIBUAKO Ta MalzKe MOBHICTIO
BCMOKTYETBHCSA. MaKCUMaJIbHUU ITOKAa3HUK PafgiOaKTUBHOCTI IIiC/Is IPUNOMY
3M0POBUMU OOOPOBONBIIIMU HU3bKUX A03 (4-5 Mr) H3-miueHOro Hilleprominy
BH3HaudaBcsd 4yepe3 1,5 roguuu. OgHaK IIiciisg IIepopajbHOr0 3aCTOCYBaHHS
TepaneBTUYHUX 003 (30 Mr) C14-mMigyeHOTO HilleprojiHy 300pPOBUMHU HOOPOBOIBLAMU
MaKCHUMaJIbHUY [IOKa3HUK pafioaKTUBHOCTI y CUPOBAaTILi KPOBI Bil3HayaBCs yepes 3
TOOWHU ITiCJig npuroMy mo3u. [licisa mepopaabHOTO 3aCTOCYyBaHHA Hilleproiny (15 mr)
Yy 3II0POBUX HOOPOBOJIBINIB IIJIOIIA Mi KPUBOIO PalicaKTUBHOCTI CUPOBATKHU KPOBi
ctaHoBuna 81 % i 6 % 3Ha4YeHHs, pO3Pax0BaHOTO [JII IBOX OCHOBHUX MeTabOoIiTiB
Hinepromniny - MDL i MMDL BigmosigHo. [TikoBi KoHIIeHTpallii MDL y nna3mi KpoBi
gocsranucs npubIn3Ho yepe3 3-5 FOAuH ITiciisgd OgHOKpaTHOro abo 6araTopasoBOro
3actocyBaHHs TabneTku 30 mr. [TikoBa KoHIleHTpalis MMDL y nina3mi KpoBi
mocsiranacs npubnu3no yepe3 0,5-1 roguHy Imicijisgs OoqHOKPAaTHOTO 3aCTOCYBAHHS
Tabnetku 30 mr.

Po3nodin

AGcomtoTHa 6i0gOCTYITHICTh HillEProJIiHy ITIiCJIsA IepoparbHOT0 3aCTOCYBaHHSA
CTAaHOBUTH IMPUOIN3HO 5 % BHACIIAOK e(eKTy IMePIIOT0 TPOXOAXKEeHH. 3a
pe3yJibTaTaMM BU3HAY€HHS PiBHIB rojioBHOro Metabosnity MDL 6yJio BcTaHOBIEHO, 1110
B 30OPOBUX MOOPOBOJIBIIIB ITiCJIA TepOpPaibHOTO 3acToCyBaHHA mo3u 30-60 Mr
(bapmakoKiHeTHMKa HilleproliHy € HiHiiHOo0. [Ticis OGHOKPATHOT 0O ITepOpPaabHOTO
3aCTOCyBaHHS HilleproJiiHny B m03i 30 M 3HaYHOTO BIUIMBY 1Ki Ha ()apMaKOKiHETUKY
MDL ta MMDL Bu3Ha4eHO He OyI10.

Poznopin nmpemnapaty y TKaHWHaX IIBUOKUY Ta IIMPOKUM, 110 BimoOpazkKaeTbCs
KOPOTKOI0 (ha30i0 pO3MNOIilTy pagioaKTUBHOCTI CupoBaTKU KpoBi. O6’eM po3mnominy
HillepToJIiHy B IIEHTPAaJIbHOMY KOMIAPTMEHTI (IMPUOIN3HO PO3PaXOBaHUM IIJIIXOM
OiJIeHHA O03W Ha KOHILIEHTpAlLlilo HIlleproJIiHy B IIJla3Mi KPOBi B IIepILIOMYy I1epiofai ajisa



B3SITTSA 3pa3Ka MiCJig BHYTPIIIHLOBEHHOTO BBEIEHHS HOMIHAIBHOL JO3U Yy 2 MT) €
IMOPiBHSIHO BUCOKUM (224 11), 1110 ITOTEHIIiIMHO BigoOpazka€e PO3IOAia HilleproiliHy B
KJIiTUHaX KpoBi Ta/ab0 TKaHuHax. HilleprosiH y 3Ha4yHiM KilTbKOCTi 3B’SI3YETHCS 3
O6inKkaMu IJ1a3MU KPOBi JIIOOWHY, IPU LIbOMY CIIOPiAHEHICTDb 3 a-KUCIIUM
TJIiKOITPOTEIHOM Y YOTHMPHU pa3u BHUIIQ, HiXK 3 albOyMiHOM CUPOBaATKU KPOBi. [IpoieHT
3B’sI3yBaHHS € BiHOCHO MOCTiMHUM, KOJIM KOHIIEHTpPAIlis Hilleproiny 30iTbIryeThCst
Bim 1 mkr/min mo 500 mkr/mn. O6unBa Metabonitu Hineprosniny, MDL ta MMDL,
XapaKTepU3yIOThCSI HU3bKUMU PiBHSIMU 3B’ sI3yBaHHs, Tpubnu3no 14,7 % ta 34,7 %,
BiATIOBiAHO, y miana3o0Hi KoHIeHTpanin 50-200 Hr/MII.

Memaboaizm ma eKkckpeujis

[lepeBakHUM YMHOM IIpelapaT BUOINAETHCA i3 cedero. [IpoTsarom 120 rogus micis
3acToCyBaHHS IMpubnau3Ho 82 % 3araabHOI KiTbKOCTI MiueHOTr0 pagioi3oTornom
HilleproJjiny BUBOOUTHCA HUPKaMy, a 10 % — i3 kanoMm. Hinleprosin 3a3Hae 3HaYHOT O
MeTaboJ1i3My mepeBakHO IIISIXOM IigpoJti3y edipHux 3B’13KiB 3 yTBopeHHssM MMDL, a
nmotiM - MDL misixoM meMeTu/II0BaHHS (3a JOIOMOT0I0 KaTaJIiTUYHOI Iil i3odhepMeHTy
CYP2D6). Tomy (papMaKOKiHETHKA HillepTroJIiHy Ta #10oro MeTaboJIiTiB 3a3Ha€ BIIJIUBY B
nanienTiB i3 reHeTuyHuM gedimurom CYP2D6. AKTUBHI MeTaboIiTH, 1110 YTBOPIOIOTHCS
(MMDL ta MDL), KOH'1OTYIOTb i3 TJIIOKYPOHOBOIO KUCJIOTOI0. HaCcTKa IOJIOBHOTO
MeTabosniTy MDL cranoButh 51 % 3aranbHol mo3u Ta 76 % pamioakKTUBHOCTI,
BM3HA4YEHOIl B Cedi MiCIsa mepopalbHOT0 3aCTOCYyBaHHS no3u 15 Mr. CepeHe 3HaAYEHHS
KiHIIeBOTO mepiony HamiBBuUBeneHHsT MDL 3HaxoouThcs y Aiamal3oHi mpubmusxo 11-20
TOOUH.

Oco6muBi monyJsiilil nauieHTiB. Brimus nopyieHHs QyHKII1 HUPOK Ha

(bapMaKOKiHETUKY HilleproJIiHy OIliHIOBaJIA B MAIJi€HTIB i3 NOPyLIEeHHAM (QYHKIIl HUPOK
nerkoro (kmniperc kpeatuHiny (Clcr) 60-80 mn/xB), cepegaboro (Clcr 30-50 Mmi/xB) Ta
Ts12kKOr0 (Clcr 10-25 M1/xB) CcTyIeHs. Y IallieHTiB i3 MopyIIeHHsIM (YHKII1 HUPOK
JIerKoro (n=>5), cepegHBOro (n=>5) Ta TAKKOro (n=4) CTyIleHs CoCTepiraaucs 3Ha4yHi
BigMiHHOCTI B KitbKOoCcTi MDL, aKU# BUBOOUBCS i3 cedero B Mexkax 120 roguH micnsa
IIepopajbHOI0 3aCTOCYBaHHA Hineproiiny B 0o3i 30 mr (38,1 %, 42,6 % ta 25,7 %
BiAIIOBimHO BBemeHOl Jo3u); mjiisa MMDL BigmoBigHi 3HaueHHs ctaHoBuau 1,7 %, 0,6 %
Ta 0,2 %. Y mnalieHTiB i3 mopymieHHAIM GYHKIII HUPOK TSAKKOTO CTyIeHs OyIo
BU3HAYEHO 3Ha4YHe 3MeHIlleHHS BuBeneHHss MDL i3 cedero MOPIiBHAHO 3 IHIIIUMHU OBOMa
rpynamu. KpiM Toro, y maili€eHTiB i3 mopyiIeHHSIM (PyHKIIiI HUPOK JIeTKOT0, CEPEIHBOTO
abo TSAXKKOTO CTYIIEHS CIIOCTepirajocs cepefgHe 3MeHIIIeHHS BuBegeHHs MDL i3 ceuero
(0-72 roguuu) Ha 32 %, 32 % Ta 59 % BiAMOBIOHO NOPIBHSAHO 3 HalliEHTaMHu 3
HOpPMaJIbHOI0 QYHKITI€I0 HUPOK, SIKi Opanu y4acThb B iHIIIOMY OOCITigXKeHHi i3
3acTocyBaHHsSIM TabeTok mo 30 mr.



dapmMaKOKiHETHKA HIIIEProJIiHy y Malli€HTiB i3 MOPYyLIEeHHAM (QYHKIIIl IeYiHKU He
OOCIIiaXKyBasacs.

dapMaKOKiIHETHKA HIIEProJiiHy He OOCHimKyBajlacs yV OiTeun

BrnnuB BiKy (y malLi€eHTIB IiTHBOTO BiKy) Ha (papMaKOKiHETUKY HillePTrOJIiHy IOBHICTIO
He BUBYEHUU.

IToxka3aHHSA

e T'oCcTpi Ta XpoHiYHI 1TIepeOpoOBaCKyIsIPHiI MeTabOoIiYHi MOPYIIeHHS, 1110 BUHUKAIOTh
BHACJIiJOK aTepoCKJiepo3y, TpoM0O03y Ta eM00JIil MO3KOBUX CYOUH; TPAaH3UTOPHI
MMOPYILIEHHS MO3KOBOT0 KPOBOOOITY (TPaH3UTOPHI illleMidyHi aTaku).

e T"'omoBHUI Gifb.

e {K momaTKOBa Tepallis IPpU CUCTEMHIN apTepianbHil rinepTeH3sil.

ITporunnoka3aHHs

[TigBulleHa YyTIUBICTh OO OyOb-IKOTr0 KOMIIOHEHTA ITpenapaTy abo [0 alKaloifiB
PiXKKiB; HeIlloOaBHO MepeHeceHu iHpapKT MioKapa, rocTpa KPpOBOTeYa,
OpTOCTaTUYHA TiNOoTeH3isA, TsKKa OpaguKapmis.

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

[IpemapaT 3aCTOCOBYIOTH i3 00epeKHiCcTIO Yy KOMOiHaIIil 3:

2inomeH3ueHUMU 3acobamu: HilIEProJIiH MOXKe ITigcumoBaTH ixHIO aito. Hiepromin
MO2Ke ITifICHJIIOBaTH BIIIUB OeTa-ampeH0o0I0KaTOPiB Ha Ceplle;

cumnamomimemukamu (aavgpa- ma 6ema-): HilleproJiiH MOXXe YMHUTHU aHTAarOHiCTUYHY
[if0 M0N0 CYAMHO3BYKYBaJIbHOTO €(peKTy CUMIIaTOMIMETUYHUX 3aC00iB BHACITIOOK
0JI0KyBaHHS alib(a-aJpeHepriyiux penenTtopis (OuB. po3ain «OcobmmBOCTI
3aCTOCYBaHHSA»);

Aikapcovkumu 3acobamu, ki memaboaizyromucs izogpepmeHmom CYP2D6: OCKinbKH
Hinlepronidn metaboisyeTscs isohepmenToM CYP2D6, He MOKHa BHUKJIIOYATH
MOZKJIMBICTh B3a€EMOIiY 3 iHIIMMU JIiIKapChbKUMU 3acobaMy, sKi MeTab0s1i3yI0ThCSI TUM
CaMUM IIJISIXOM;

aHmuazpe2aHmamu ma dHmuKodz2y1iHmamu (Hanpukaad 3 auemu/acaniuusa08010
KUuC/10mo10): TiJACUIIIOE BIIJIUB Ha TeMOCTa3, BHACJIIAOK YOT0 MOKe 30i/IbIIIyBaTUCS Yac
KPOBOTEUi;



AikapcovKumu 3acobamu, AKi enausaroms Ha Memaboai3mM cevosoi Kuciomu:
HIIleproJiH MoxKe IPU3BOOUTH OO0 0e3CMMITOMHOIO HigBUINEHHS KOHIIeHTPallii
Ce4Y0BO1 KHMCJIOTH B IJIa3Mi KPOBI.

Oc00/1MBOCTi 3aCTOCYyBaHHSA

IocmigKeHHs 3 OMHOKpPAaTHUM ab0 6araTopa3oBUM 3aCTOCYBAHHSM HilleproIiHy
II0Ka3aJsy, 110 HilleproJjiiH MoxXe 3HUXKYyBaTU CUCTOJIIYHUU apTepialbHUM TUCK Ta,
3HAYHO MEHIIIO MipOI0 — AiaCTOJIIYHUY apTepiaJlbHUM THUCK Y IALllE€HTIB i3
HOpPMaJIbHUM apTepiaJbHUM THCKOM i MAIli€EHTIB i3 HiABUIIIEHUM apTepialbHUM
TUCKOM. 1li e(peKTH MOXKYTh BapifoBaTU, OCKIIbKHY iHIIII JOCITiAXKEeHHS He BUSIBUJIN 3MiH
cucTOJIiYHOrO ab0 miacTOIiYHOTO apTepiaTbHOTO TUCKY.

[TamieHTaM, siKi TpUNMaOTh HillePToJIiH, Cifg 3 06ePeKHICTIO 3aCTOCOBYBATHU
cuMIlaToMiMeTuKHu (aroHictu anb@a- Ta 6eTa-pelenTopis, AUB. po3min «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3acob0aMu Ta iHII BUOU B3a€EMOIIN»).

Cnig 3 00epexkHiCTIO 3aCTOCOBYBATHU Mpelapar IalliEeHTaM 3i CTeHOKapHi€o
HaBaHTaXeHHS Ta BUPaXKeHUM aTepOoCKiepo3oM. Ha nmoyaTky JiKyBaHHS MOXKJIMBUN
PO3BUTOK OPTOCTATUYHOI riMmoTeH3il.

[Ipemapart ciming 3 06epeKHiCTI0 3aCTOCOBYBATH IAlliEHTaM 3 Tinmepypukemieio abo
IMoarporo B aHaMHe3i Ta/abo mig 4ac CynmyTHBLOTO JIiKyBaHHS IperapaTaMu, 110
MOXKYTb BIIJINBATU Ha MeTabo0JIi3M Ta eKCKpeIlil0o Ce40BOl KUCIOTH (OUB. PO3Mia
«ITobiuHi peakirii»).

BunukHeHHs $ibpo3y (Hanpukian ¢idpo3y nereHs, cepliis, CeplieBUX KilallaHiB Ta
peTponepuToHearbHOTO Gi6po3y) acollitoBaiocs i3 3aCTOCYBaHHSIM OESTKUX
aJIKaJIolfdiB piXkKKiB, AKMM IIpUTaMaHHa arOHiCTUYHa aKTUBHICTh 0o 5-HT2B-peuenTopis
CEpPOTOHIHY.

[ToBimoMisiyiocss PO BUHUKHEHHSI CUMIITOMIB €proTu3My (BKJIIOUAlOYX HYOOTY,
OsroBaHHS, Aiapelo, abmoMiHambHUY Oiflb Ta 3By2KEHHS NepuepruyHuX CyaAnuH) IIpU
3aCTOCYBaHHI OesIKHUX aJIKaJIoifiB PizKKiB Ta 1XHiX ITOXiOTHUX.

[Tepen mpu3HadYeHHSIM LILOTO KJIacCy JTiKapChbKUX 3ac00iB JTiKapsiM HeoOXigHO
O3HaVOMUTHCS 3 O3HAKaMU Iepefo3yBaHHs PiXkKKiB.

[IpemapaTt MiCTUTE caxapo3y, TOMY MOT0 He CJIifi 3aCTOCOBYBATH IaljieHTaM 3i
CIHaAKOBOIO PIiOKICHOI HENEPEHOCUMICTIO rajlakKTO3U, CUHOPOMOM TI'JIFOKO30-
rajakTo3Hol Manbabcop0bilii abo medilToM caxapas3u-i3oMaslbTa3Mu.

CepmioH®, TabmeTKu 110 5 MT, MicTSTh XK0BTuM 3axif (E 110), 1110 MoKe CIPUYUHSTH
aJieprivHi peaxkiiil.



3maTHiCTh BIUIMBATH HA IIBHIKICTH peakiIliili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

Xoua KiiHiuHI edpekTu npenapaty CepMioH® BUKOPHUCTOBYIOTH OJI1 HOKPAIIeHHA
yBaru Ta KOHIIeHTpallil, 10T0 BIUIUB Ha 3[aTHICTh KepyBaTHU TPAHCIOPTHUMU 3acoOaMu
Ta IIpalioBaTy 3 IHIMUMU MeXaHi3MaMu IIPU [IbOMY HiKOJIM He BUBUYaABCs. Y OyOb-IKOMY
BUTIAJIKy HEOOXiIHO JOTPUMYyBaTUCh 00epexkKHOCTI, 6epydn A0 yBaru OCHOBHE
3axXBOpPIOBaHHSA mHallieHTiB. [1ig Yac KepyBaHHS TPaHCHOPTHUMHU 3acobamMu abo pob6oTu
3 IHIIUMU MexaHi3MaMU CJIif BpaxOByBaTH Te, 110 4YacC Biff YaCy MOXKe BUHUKATU
3araMopoYeHHsI a00 COHIUBICTh (AuB. po3min «ITob6iuHi peakirii»).

3acTocyBaHHSA y nepioa BariTHoCTi a00 romyBaHHs Ipyaaio

BaeimHicmb

HimeprosiiH He YMHUTH TOKCUYHOI [il Ha PEIPOAYKTUBHY (PYHKIIiI0 BariTHUX CaMOK
IypiB Ta KpoJiiB. KimiHIYHNUX OOCHIIOXKEeHb 3a YYacCTIO BariTHUX XIHOK He IIPOBOOUIIOCS.
BpaxoByrwouu nmoka3laHHs npenapaty CepMioH®, 10ro 3aCTOCYyBaHHS BariTHUMU
XKIHKaM¥ Ta XKiHKaMHU, sKi rOOyTh I'pyaa, MajiouMoBipHe. ITifg yac BariTHOCTI
HIIleproJiiH Ciig 3aCTOCOBYBATH JIMINE B TUX BUIIaAKaX, KOJIU IIOTEHIiMHA KOPUCTh I
HalliEHTKY IepeBazka€ MOTEHIINHI pU3UKU OJId IjIoga.

I'ooysaHHsA 2pydoro

HesBimomo, 4u IpOHUKAE HIIEPTroOJIiH y TPpygHe MOJIOKO, ToMy CepMioH® He criif
3aCTOCOBYBaTH XIiHKaM, Kl TOOYIOTh I'PYyOALO.

depmusabHiCMb

Hinepromin He BOvBa€ Ha GEepPTUIBHICTD IIyPiB.
Cmocid 3acTocyBaHHS Ta T03H

PekoMmeHpoBaHa Jo0oBa Jo3a IpenapaTry CTaHOBUThH 5—10 Mr Tpudi Ha go0y dyepe3
OOHAKOBIi IIPOMiXKKHU dacy, 6axkaHo MixK IpuiioMaMu ixi, Ajist 6e31epepBHOTO
JIIKyBaHHS.

Pexumu no3yBaHHS, TPUBAJIICTh JIiKyBaHHS Ta LIJISX BBEOEHHS 3ajieXXaTh Bif
BUPaXKEHOCTI OKpeMUX KJIIHIYHUX IIPOSIBIB 3aXBOPIOBaHHSA.

3a pe3ynbTaTaMu OOCHIAXKEeHb (hapMaKOKiHETUKM i TIEPEHOCUMOCTI NaljieHTaM
JIITHBOTO BiKy KOPEKIIiI0 03U IIpelapaTy IIPOBOAUTH He ITOTPiOHO.

ITauieHmu 3 nopyweHHAM (pYHKUIl HUPOK



OCKinbKY €KCKpelliss HUPKaMH € TOJIOBHUM IIIsIX0oM BuBegeHHS (80 %) Hileprosiny Ta
oro MmeTaboJIiTiB, OJIs MAIliEHTIB i3 mopyIeHHSIM QYHKIII HUPOK (piBeHb KpPeaTUuHiHY B
CHUPOBATIIl KPOBi = 2 MI'/MJI) pPEKOMEHAYETHCSI 3MEHIIIUTHU 003y (OUB. PO3Tis
«DapMaKOKiHETHUKA»).

EdekT nmikyBaHHS NPOSABISIETHCA MOCTYIIOBO. OCKiTbKM 3a3BUYall Tepamis
3OIMCHIOETHCS BIIPOLOBK TPUBAJIOTO Yacy, IIOHAUMEHIIIe Yyepe3 KOXKHi 6 Mics1liB 1ikap
Ma€ OLIIHIOBaTU OOLUIbHICThE IPOLOBXKEHHS JIIKYBaHHSI.

itk

Bbe3neka Ta e(eKTHUBHICTh 3aCTOCYBaHHSA HIilleproJIiHy AiTsIM BCTaHOBJIeHa He Oyra.
IOCTyIIHUX MaHUX HEMaE.

Ilepeno3yBaHHsA

[Tpu 3acTOCyBaHHI HilleproJliHy y BUCOKUX J03aX MOXKJIUBE TUMYacCOBe 3HUXKEHHSA
apTepianbHOro TUCKY. CrerianbHe JIIKyBaHHS 3a3BU4Yail He MOTPiOHE, HOCTAaTHHO
Halli€HTa IIOKJIaCTH y TOPU30HTAalIbHE IIOI0XKEeHHS Ha KillbKa XBUJIMH. Y BUHATKOBUX
BUNAAKaX HEJOCTAaTHOCTI KPOBOIIOCTaYaHHSA I'OJIOBHOTO MO3KY 1 ceplid peKOMeHOoBaHi
CHUMIIQTOMIMETHUKM i IIOCTIMHUU MOHITOPUHT IIOKa3HUKIB apTepiaIbHOTO THUCKY.

IToOiuni peakmii

KaTeropii yacToTu BupaxeHi gK: OyxKe dacTto (= 1/10); gacto (Big = 1/100 mo < 1/10);
HedacTo (Bim = 1/1000 go < 1/100); pigko (Big = 1/10 000 mo < 1/1000); myxKe pigko
(< 1/10 000); yacToTa HeBimoMa (J4aCTOTy He MOKHaA BCTAHOBUTH, 3a HaIBHUMU
OAHUMH).

Y KOoXHi#l rpy1i 4acToTu MOOiIYHI peakilil MpeACcTaBIeHO ¥ IMTOPAAKY 3MEeHIIIeHHS
CEPUO3HOCTI.

ITcuxiuHi po3aadu. HedyacTo: TpuBOXKHE 30yOKEHHS, CIIIyTaHICTh CBiTOMOCTI,
0e3COHHS.

Po3snaodu 3 60Ky Hepeoesoi cucmemu. HedacTo: COHIUBICTD, 3allaMOPOYEHHS, TOJTIOBHUM
0inb; YacToTa HeBifoMa: BiguyTTs Kapy*.

Po3saadu 3 60Ky cy0uH. HeyacTo: apTepianbHa TinoTeH3is, rimepemis.

Po3aadu 3 60Ky WAYHKOBO-KUWKO0B020 mpakmy. HYacTo: BiguyTTss AUCKOM®POPTY Y
KMBOTi; HEYaCTO: MHiapes, HygoTa, 3amop.



Po3nadu 3 60Ky wkKipu ma niowkipHoi kaimkoauHu. HedacTo: cBepbixK; wacToTa
HeBioMa: BUCUIIaHHS*,

3aezanvHi po3aadu ma peakuii y micui egedeHHs. YacTtoTa HeBimoMa: piOpo3*.

Pe3yabvmamu 0ocaidoceHsb. HedacTo: MigBUILIEHHS KOHIIEHTPAllil CE40BO1 KMCIOTU B
KPOBI.

*QO11iHKa 9YacTOTH MOOIiYHUX peakliiti 6a3yBanacs Ha JOCHiOXKeHHSAX B KoMIneKCHOMY
pe3oMe 3 6e3meKy (peakilii, 10 BUHUKIIU ITiC/Is IT0YaTKYy JiKyBaHHS, 3 OyOb-IKOi
npuuuHn). llew 06’emgHaHUM aHaJli3 0e3meKu BKIII0UA€E AaHi BOCbMHU (8) ImoamBifiHO
CHIiMKUX KOHTPOJILOBAHUX AOCIIAXKEHDb 3a Y4acCTIO IalliEHTIiB 3 JIeTK0I0 ab0 IOMipHOIO0
oeMeHIli€lo, cepen akux 1246 mallieHTiB npuManu Hilepromid. «[IpaBumo Tprox» He
3aCTOCOBYBAJIOCS, OCKiNIbKM B 0a3i manux KoMmmiekcHOro pe3ioMe 3 60e31eKu
Hieproniny 6yno mesie 3000 malfieHTiB.

ITogidomaeHHs1 npo nido3prosaHi NObiUHI peakuii

[ToBimoMileHHS PO Mimo3ploBaHi MOOiYHI peakiiii y micasgpeecTpaliiHuil riepion €
BaXXJIUBUM 3axonoM. Lle mae 3Mory npomoBXKyBaTU MOHITOPUHT CIIiBBIIHOIIIEHHS
KOPUCTL/PU3UK IIPU 3aCTOCyBaHHi npemnaparty. [I[pocuMo npaliBHUKIB chepu OXOPOHHU
37IOPOB’s MTOBiOMJIATH PO Oyab-sAKi Iigo3pioBaHi mobiuHi peakilii BigmoBigHO 1o
BUMOT 3aKOHOIaBCTBa.

TepMiH NpUIATHOCTI

3 POKHU.

YMoBHu 30epiranus

30epiraTu nmpu Temmnepartypi He Buiie 25 °C.

VYnakoBka

ITo 15 TabneTok y OsicTepi; mo 2 61icTepu y KapTOHHIN KOPOOIIi.

KaTeropis Bignycky

3a peLienToMm.

BupooHHK

INpaiizep Itamisa C.p.o.



Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIBHOCTI

Jlokamnita Mapino menb TpouTo - 63100 Ackomi ITiceno (AIT), ITamis.
[Ixepeso iHCTPYKIIil

[HCTPYKIIiio JTiKapChKOro 3aco0y B3siTO 3 oQilliiiHOTO mkepesa — [lepKaBHOTO PEECTPY

JIiKapCchKUX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

