Ckian

Jditoua pevoB8uHdA: HiLIEePTrOJIiH;
1 TabneTka micTuTh Hiueproniny 30 mr;

00onoMIdJiICHI pedyo8UHU: Kabllilo rigpodocdaTy gurigpar, 1esoio3a
MiKpPOKpHCTaJliuHa, MarHilo creapaT, HaTPilo KapOOKCUMETHIIIIeII0I03a,
TiApPOKCUNIPOMiIMETUILEN0JI03a, TuTany miokcup (E 171), nonmietunenrnikons 6000,
3atiza okcup xkoBTui (E 172), cumikoH.

JIikapcbKa ¢dpopMma

TabreTKu, BKPUTIi IIJIIBKOBOIO 000JIOHKOIO.

OcHOBHI (pi3uKo-XiMiuHI 81acmMuB0oCcmi: KPYTJli ABOOIYKJIi TaOIeTKU, BKPUTI
HEITPO030POI0 IJIiBKOBOIO 000IOHKOIO JKOBTOT'O KOJTBODY.

@apMaKOTepaneBanHa rpyiia

3aco0u, 1110 BILIMBAIOTh Ha CEPIIEBO-CYOUHHY cucteMy. [lepudepuyni
Ba3oauiaTaTopu. Ankanoigu pixkkiB. Hinepromiua. Kog ATX C04A EO02.

dapMmakoguHaMiKa

Hinepromin € moxigHUM eproiiny 3 anbda-1-ampeHepriuHoio 6JI0KYI0Y0I0 aKTUBHICTIO,
Yy pa3i 10oro rnmapeHTepanbHOro 3acTocyBaHHs. [1icis mepopanlbHOr0o 3aCTOCYBaHHS
HIilIepTOoJIiH HmiggaeThCs MIBUAKOMY i 3HaYHOMY MeTab0I1i3My 3 YTBOPEHHSAM POy
MeTaboIiTiB, 3a paXyHOK SIKUX TaKOXK CIIOCTEPIraEThbCS aKTUBHICTh Ha Pi3HUX PiBHAX
IIeHTPaJIbHOI HEPBOBO1 CUCTEMMU.

[Ipu nepopasibHOMY 3aCTOCYBaHHI CepMiOH®

MPOSIBJISIE YHCJIEHHI
HerpodapMaKoJIOriuHi e(peKTHU: BiH He TiJIbKU IMiABUIIYE HaAXOOKEHHS Ta
CIIOKMBAHHS TJIIOKO3U B MO3KY, MifcuItoe 6iocuHTe3 Oijika Ta HYKJIEIHOBUX KHUCJIIOT,

ajie TaKOXK BIIJIMBA€E Ha Pi3Hi HEMPOTPAHCMITEPHI CUCTEMMU.

® TOKpaIlye 1epebpanbHi X0JmiHepriudi QyHKIlI y cTapux TBapuH. TpuBane

CepwMmioH
3aCTOCYBaHHS HILIEProOJIiHy Y CTapuX IIypPiB MEepeIIKOoAXKalo 0B 13aHOMY 3 BIKOM
3HUIKEHHIO PiBHS alleTUIXOJIIHY (Y KOpPi TOJIOBHOTO MO3KYy Ta y CMyracToMYy Tiji), a
TaKOXK MPU3BOOUIIO OO0 3MEHIIEHHS BUBLUIbHEHHS alleTUJIXOJIiHY (y rinokamiri) B
yMoBax in vivo. Ilicisa TpuBasioro rnepopajbHOI0 3aCTOCYyBaHHS IIpenapary CepMiOH®
TaKOXK CIIOCTepiranocs IMigBUILEHHS aKTUBHOCTI XOIiH-alleTUITPaHcdepas3u Ta

IIIJTBHOCTI MyCKapPXHOBUX PELENTOPiB. Bilbll TOro, y OCHIAXKEHHIX K in Vitro, Tak i



in vivo HilleproJjiH iCTOTHO 3HUXKYBaB aKTUBHICTH alleTUJIXOJIiHeCcTepas3u. Y [ux
eKCIIepUMeHTaJIbHUX OOCIIAKEeHHSIX HEMPOXiMidHi e(peKTU CIIOCTEPIraanucsa OgHOYacHO
3i CTIMKUM TOJIMNIIeHHSM ITOBeJiHKOBUX peakiliti. Hampukian, y TecTi 3 1abipuHTOM y
3piyiuxX TBApUH, SKUM 3aCTOCOBYBAJIA CepMiOH® IIPOTATOM TPUBAJIOTO 4Yacy,

CIIOCTepiraay po3BUTOK peakiliii, CXOXWX Ha peakxilii y MOJIOOUX TBapPHH.

ITig yac 3acToCyBaHHA IIperapaTy CepMiOH® Y TBApPUH TAKOXK BOAJIOCS 3MEHIIUTHU
MIPOSIBU HEIOCTATHOCTI KOTHITUBHOI (PyHKIIil, sKa Oya iHOyKOoBaHa KiTbKOMa
areHTaMu (TiIIOKCi€l0, eJIeKTPO-KOHBYILCUBHOIO Tepatmieio (EKT), ckomomamiHOM).
ITepopanbHe 3aCTOCYBaHHA IIperapary CepMiOH® y HU3BKUX O03ax 30iblrye
MeTabomi3M gmodaminy y 3pinux TBapuH, 30KpeMa Yy Me30JIiMOiuHil OinsHIli, iMOBipHO,

IIJITXOM MOZAYJIAIil mJodamMiHepridvHuX PEelenTopiB. CepMiOH®

IIOKpalllye MeXaHi3Mu
TPaHCOYKIIl CUTHAJIB y KJIiTUHAaX y 3piJiuX TBapUH. fK IIpU OOMHOPa30BOMY, Tak i Ipu
TPUBAJIOMY IepOpaJIbHOMY 3aCTOCYBaHHI Ipenapary CIIOCTepiranocs MifnBUIlleHHS
MeTabo0s1i3My 6a3abHOT0 Ta aroHiCTYYTINBOTO (GOCHOIHOIUTHULY. CepMiOH® TaKOXK
ITiABUITY€E aKTUBHICTD i IepeHeCeHHs OO0 OiNsSHKY MeMOpaHU KaJslbllii3amekHUX
isopopm nporeinkinasu C. Lli pepmeHTH OepyTh YU4acTh y MexXaHi3Mi cekpeliil
PO3YMHHOTO aMiJIOIfHOTO MOoIepeaHNKa IPOTEIHY, 10 MPU3BOOUTH OO IIOCUJTIEHHS MOT0
BUBIIbHEHHS i O 3HUKEHHS NPOAYKIIii maTosorignoro 6era-aminoiny, 1o 6ymao

IMPOAEMOHCTPOBAHO Ha KYJILTYPi IIOACHKOI HeMpoO1acToOMMU.

3aBOsIKM CBOEMY aHTHMOKCHUOAHTHOMY e(eKTy Ta 3[aTHOCTI aKTUBi3yBaTu PepMeHTH

® 3ano6irae saruberni HEPBOBUX KJIITHUH, CIIPUYUHEHY

®

meTokcukaliii CepmioHn
OKCHIAHTHHM CTPECcOM Ta amomnTo3om. CepMioH
ekcnpecii MPHK HelpoHaIbHOI CHHTA31 OKCHY a30TYy, III0 TaKOXK MOXKe BIIJIMBATHU Ha

1mociabiIioe BiKkoBe 3MEHIIIEHHST

MOJIINIIEHHS KOTHITUBHOL (PyHKIIil.

HocnimxxeHHs: dapMakKoguHaAMiKU B JIIOOUHU OyJIH ITPOBeOeHi 3 BUKOPUCTAaHHSIM
MeToouK KoMi'toTepHol EET 3a yuacTio mOGPOBOJILIIIB MOJIOIOTO Ta CTAPIIOro BiKYy, a

TAKOXK IIAIli€HTIB JIITHLOI'O BiKYy 3 KOTHITUBHUMM pPO3JiaJaMHu. CepM10H®

HOpMaJli3yBasB
pe3ynbratu EEID' y m1amieHTiB JIITHLOTO BIKY 1 JOPOCINX MHAalll€HTIB MOJIOAIIOTO BiKYy B
yMOBaXx TiMOKCil, MiABUIIYIOYHU (- i f-aKTUBHOCTI Ta 3HUXKYI04YH O- i 0-aKTUBHOCTI. ¥
MallieHTIB 3 JeMeHIIi€0 JIerKoro abo IMOMipHOTO CTYIEeHs Ta Pi3HOTO MOXOOXKEHH S
(ceHinmbHaA OeMeHIIis alblreMepPiBCbKOT0 TUITYy Ta MyJIbTHiIH(papKTHA OEeMEeHIIis) IpHu
OOBrOTPHUBAJIOMY 3aCTOCYBaHHI IIpernapaTy CepMiOH® (mpoTsarom 2-6 MicCsIIiB)
CIIOCTepIrajucs MO3UTUBHI 3MiIHM BUKJIMKAQHOTO IIOTEHIIialy Ta BiAMOBiAl Ha
IIOApa3HEeHHs; 11l 3MiHU KOPEJIITh 3 ITOKPallleHHAM KIIIHIYHUX CUMIITOMIB. 3 OTJISAY
Ha BHUIIleBKa3aHe, 0UYEeBUOHO, III0 HIIIEProJIiH i€ MIJITXOM MOMOYJIALl 3 ITHPOKUM
CIIEKTPOM KJIiITUHHUX i MOJIEKYJIIPHUX MeXaHi3MiB, 110 6epyTh y4acThb y IMaToreHesi
neMeHIrii. Y moaBifiHO cIinux miaaneb0-KOHTPOJIbOBAHUX KITIHIYHUX OOCITiIAXKEeHHIX
6parno ydacTs Oinbire 1500 mallieHTiB i3 meMeHIli€o (anplUTreMMepiBCbKOr0 TUITY,

CYOUHHOIO Ta 3MIIIaHOTO TUILYy), IKi OTPUMYyBau HilleproiH y mo3i 60 mMr Ha go0y abo



mane6o. ITicast mOBroCTPOKOBOTO JIIKYBaHHS HillepProJIiHOM CIIOCTepirasocs TpuBasie
3MEHIIIEHHS IPOSBIB KOTHITUBHUX 1 TOBEAIHKOBUX IOPYIIEHbD, [I0B I3aHUX i3
meMeHI1li€ro. [TokpallleHHS CTaHy Ialli€eHTIiB 3 IBJISAJIOCS Yepe3 2 MicALl JIIKyBaHHS 1
YTPUMYBaJIOCS IIPOTSATOM OOHOTO POKY JIIKyBaHHS.

[IpemapaT IO3UTHUBHO BIIJITMBAE Ha PiBeHb yBaru, KOHIEHTPAIIil0 Ta eMOI[iIMHUNE CTaH.
[IpenmapaT COPUSATINBO BIJINBA€ HEe TiJIbKM Ha KOTHITUBHY MisIILHICTD, ajie TaKOX Ha
MMOPYIIEeHHS HAaCTPOIO Ta IIOBEMiHKH.

dapMaKOKiHEeTHKA

BcmokTyBaHHA. ITicisa nepopaibHOro 3aCTOCYBaHHSA HIIIEPTOJIiH IIBUAKO Ta Mauke
IIOBHICTIO BCMOKTYETHCSA. MaKCUMaJIbHUY IOKa3HUK PagiOaKTUBHOCTI ITIICIIS IIPUNOMY

3MOPOBUMU AOOPOBOIBIIIMU HU3LKUX [103 (4-5 MT) H3-migeHoro HIlleproJiny
BU3HavaBcs yepes 1,5 rogurau. OgHaK IIiCiisg IepopabHOr0 3aCTOCYBaHHSA

cl%.mivenoro HillepTroJIiHy 3MOPOBUMHU TOOPOBOJILIIMU

TepaneBTUYHUX 003 (30 Mr)
MaKCHMaJIbHUM MIOKa3HUK pPadiOaKTUBHOCTI Yy CUPOBATIIi KPOBi Bif3HayaBCs dyepes 3
TOAWHMU ITicisg npuoMy go3u. Ilicis nepopanbHOro 3aCTOCYBaHHS Hilleproiiny (15 mr)
Yy 3II0POBUX HOOPOBOJIBITIB IIJIOIIA Hif KPUBOIO Pai0oaKTUBHOCTI CHPOBATKHU KPOBi
ctaHoBuina 81 % i 6 % Big 3HaUEHHS, PO3PAaX0BAHOTO IJIsT IBOX OCHOBHUX MeTabOJIiTiB
Hineprominy - MDL i MMDL BignoBigao. [TikoBi KoHLleHTpa1il MDL y mima3mi KpoBi
mocsiranucs npubIn3Ho Yyepe3 3-5 rofuH ITicjid OgHOKpaTHOTo abo 6araTopa3soBOTo
3actocyBaHHs TabneTku 30 mr. [TikoBa KoHIleHTpallis MMDL y nna3mi KpoBi
mocsranacs npuonu3so depel 0,5-1 roguHy micjisg OgHOKPaTHOTO 3aCTOCYBaHHSA

Tabnetku 30 Mr.

AGcomoTHa 6i0IOCTYITHICTh HilleproiHy micys mepopajbHOr0 3aCTOCYBaHHS
CTAaHOBUTH MPUOMU3HO 5 % BHACIIOOK epeKTy MepPIIoro MIPOXOaXKeHH. 3a
pe3ynbTaTaMM BU3HAY€HHS PiBHIB roloBHOTO MeTabonity MDL 6ysio BCTaHOBIEHO, IO
B 3J0POBUX OOOPOBOJIBIIIB ITiCJIA TepopaibHOTO 3acTocyBaHHA m0o3u 30-60 Mr
(bapmakoKiHeTHKa HilleproliHy € miHiHo0. [Ticis ogHOKpPATHOTO IIepopaabHOTO
3aCTOCyBaHHS HilleproJjiHy B 7031 30 Mr 3HAQYHOTO BIUIMBY 1Ki Ha ()apMaKOKIHETUKY
MDL ta MMDL Bu3Ha4yeHOo He OyII0.

Po3nopin. Po3mnonin npenapaTy y TKAaHWHAX MIBUOKUU Ta MIUPOKUY, 110
BimoOpazkaeTbCsA KOPOTKOI (ha30i0 PO3NOMily pagioaKTUBHOCTI CUPOBATKY KPOBI.
O06’eM poO3MOMiy HillepTOJIiHy B IIEHTPAaJIbHOMY KOMIapPTMEHTI (TpuOIU3HO
PO3paxoBaHUM IJIIXOM OUIEHHS 003U Ha KOHLIEHTPAllilo HilleproJiiHy B IJjla3Mi KpPOBi B
IeplIoMy Iepiofi ojist B3ATTS 3pa3Ka IIiCJifg BHYTPIIIHEOBEHHOI'O BBEIEeHHS
HOMIiHA/JIbHOI 031 2 MT) € TTIOPiBHSTHO BUCOKUM (224 1), 1110 TOTEeHILiNHO BimoOpaxkae
PO3TOiNn HilleproiHy B KJIiTUHAaX KPOBi Ta/ab0 TKaHWHaX. HilleprosiH i3 BUCOKOIO
CIIOPigHEHICTIO 3B’I3y€THCS 3 OiTKaMU IJTa3MU KPOBi JIIOOUHHU, IPU LILOMY



CIIOPiOHEHICTh 3 a-KUCJIUM TJIIKOIPOTEIHOM Yy YOTHUPH Pa3u BUIIA, HiXK 3 anbOyMiHOM
CHPOBATKM KPOBi. BigCOTOK 3B’sI3yBaHHS € BIHHOCHO IIOCTIMHUM, KOJIM KOHIIEHTPALlis
Hinleprominy 30inbiyeTbes Bim 1 Mkr/mn go 500 mkr/mn. O6unBa MeTabomniTu
Hiueprominy, MDL ta MMDL, xapakTepu3yrOTbCA HU3bKUMHU PIBHSIMU 3B’ sI3yBaHHSA,
npubnusHo 14,7 % Tta 34,7 % BiANoBigHO, y Aiama30Hi KOHIIEHTPAIlil

50-200 Hr/MII.

MeTabo051i3M Ta eKCKpellisi. [TepeBaxKHUM YMHOM MIpelapaT BUOINISETHCS i3 cedelo.

[TpoTsirom 120 roguH Imicsis 3acTocyBaHHSA npubn3Ho 82 % 3aranabHOl KiTbKOCTI
MiU4eHOT0 pafioi30TOIOM HilleproJjiiHy BUBOAUTHCA HUPKaMy, a 10 % — 13 KaimoM.
Hinepromin 3a3Hae 3Ha4HOTO MeTab0J1i3My ITepeBazKHO IIJISIX0OM Tigpoidy edipHUX
3B’a3KiB 3 yTBOpeHHAM MMDL, a notiMm - MDL nmisixoMm gemMeTuIlOBaHHA (3a
OOIIOMOT 010 KaTalmiThu4dHol mil isopepmenty CYP2D6). Tomy dpapmakoKiHETHKaA
Hilleproiiny Ta #oro MeTaboJIiTiB 3a3Ha€ BIUIUBY B IAIliEHTIB i3 reHETUYHUM
nedinuTom CYP2D6. AKTUBHI MeTaboJtiTH, 1110 yTBOpiooThcsa (MMDL ta MDL),
KOH'IOTYIOTh i3 I'TIOKYPOHOBOIO KMCI0TOI. YacTKa rojioBHOT0o MeTabosmity MDL
cTaHOBUTH 51 % 3arasnbHOI M0o3U Ta 76 % pPamioaKTUBHOCTI, BU3HAUYEHOI B cedi micis
IIepopaybHOro 3aCTOCyBaHHA fo3u 15 Mr. CepenHe 3HaueHHs KiHIIEBOTrO IIepiony
HariBBUBegeHHs MDL 3HaxoauThcs y miama3oHi npubnusno 11-20 roguH.

Oco6nuBi nonynsiril naiieHTiB. Briiue nopylneHHs GYHKIII HUPOK Ha

(papmMakOKiHETHKY HillepTrOJIiHy OI[iHIOBAJIX B MAIli€HTIB i3 MOPYyIIEeHHSIM (QYHKIIIl HUPOK
nerkoro (knipesc kpeatuHiny (Clcr) 60-80 mn/xB), cepegaboro (Clcr 30-50 Mmi/xB) Ta
Ts12kKoro (Clcr 10-25 mMn/xB) cTymneHs. Y Malli€HTiB i3 MOpyIIeHHAM (YHKII1 HUPOK
JIeTKOro (n=5), cepegHbOro (n=>5) Ta TAKKOro (n=4) CTyneHs CIOoCTepiranucsa 3Ha4dHi
BiIMiHHOCTI B KitbKOCTi MDL, 1KU¥ BUBOOUBCS i3 cedero B MexKax 120 roguH micng
IIepopanbHOr0 3aCTOCYBaHHA Hilleprominy B go3i 30 mr (38,1 %, 42,6 % ta 25,7 %
BBeIEHOI mo3u BiAmoBigHo); anss MMDL BinnoBigHi 3HaueHHst ctaHoBunu 1,7 %, 0,6 %
Ta 0,2 %. Y nauieHTiB i3 nmopyieHHAIM QYHKIII HUPOK TAKKOTO CTyIeHs OyI0
BU3Ha4YeHO 3Ha4YHe 3MeHIIeHHsa BuBeaeHHsa MDL i3 cedero MOPIBHAHO 3 IHIIMMU ABOMA
rpynamu. KpiMm TOro, y maIli€eHTiB i3 MOPyIIeHHSIM (PyHKIIil HUPOK JIETKOT0, CEPEIHBOTO
abo TSKKOTO CTYIIeHSI CIIOCTepirasocs cepegHe 3MeHIIeHHsT BuBegeHHst MDL i3 ceuero
(0-72 roguuu) Ha 32 %, 32 % Ta 59 % BiATIOBIAHO MOPIBHSIHO 3 HMalliEHTAaMU 3
HOpPMaJIbHOI0 QYHKITi€EI0 HUPOK, SIKi Opanu y4acThb B iHIIIOMY OOCIiAXKEeHHi i3
3acTocyBaHHSM TabmeTok mo 30 mr.

dapMaKOKiHeTHKa HillepTroJliHy y Malli€HTiB i3 NOPyIIeHHAM (PyHKIIil Ie4YiHKN He
[OOCIIiAXKyBasacsHd.

dapMaKOKiHETHKa HILEeProIiHy He OOCHiAXKyBajiacsa y OiTeu.



Bnonus BiKy (y maIlieHTiB JIITHLOTO BiKy) Ha (papMaKOKiHETUKY HillepTOJIiHy OBHICTIO
He BUBYEHUU.

IToxa3zaHHSA

[TocTiHCYnbTHI CTaHU, CyOMHHA AeMeHIisa (MyIbTUiHpapKTHA OeMeHIIis),
OereHepaTUBHI CTaHU, IIOB’sI3aHi i3 JeMeHIIi€lo (CeHiIbHa Ta IIpeCeHilbHa AeMeHIlis
TUNy AnbLreiMepa, feMeHIlis mpu xBopo6i [TapkiHcoHa).

IIporunnoka3aHHs

[TigBuIleHa YyTJIUBICTH OO HIIlEPTOJIiHY, OO aJIKaJolfdiB PiKKiB abo mo OyAb-IKOTr0
IHIITIOr0 KOMIIOHEHTa ITpenapaTty. HemonasHo nepeHeceHn iHQapKT MioKapaa, TocTpa
KpPOBOTeYa, OPTOCTAaTUYHA TilOTeH3is, TsKKa OpaguKapmis.

B3aeMogisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHM B3a€EMOIiH

[pemapart crmifg 3acTOCOByBaTHU 3 00EPEXKHICTIO pa3oM i3:

2inomeH3ueHUMU 3acobamu: HilleproJliH MoxXe IigcumoBaTH ixHIO fito. Hinepromin
MO2Ke ITifICUJIIOBaTH BIIIUB OeTa-ampeH0o0I0KaTOPiB Ha CepIle;

cumnamomimemuxkamu (anvpa- ma 6ema-): HilleProjiiH MOXKe YNHUTH aHTarOHiCTUYHY
[ifo IIIOJ0 CYAWHO3BYKYBaJIbHOTO €(heKTy CUMIIaTOMIMETUYHHUX 3aC00iB BHACITiOK
0JI0KyBaHHS alib(a-aApeHepridyHux penenTtopis (OuB. po3ain «OcobImBOCTI
3aCTOCYBaHHA»);

Aikapcovkumu 3acobamu, ki memaboaizyromucs izopepmeHmom CYP2D6: OCKinbKHU
Hineproiin meTabonisdyeTrbes i3odhepmernTom CYP2D6, He MOKHA BUKJTIOYATH
MOZKJIMBICTh B3a€EMO[iN 3 iHIIMMU JIiIKapChbKUMHU 3acob0aMM, Ki MeTab01i3yI0ThCSI TUM
CaMUM IIJISIXOM;

aHmuaezpe2aHmamu ma aHmukodaz2yaaHmamu (Hanpukaad 3 auemuacanil,u1080t0
KUC/10mo#0): IiICUIIIOE BIIJIUB Ha TeMOCTa3, BHACIIIZOK YOTr0o MOzKe 30iIbIITyBAaTUCS Yac
KPOBOTEUi;

AiKapcvKumu 3acobamu, sKi enausaroms Ha Mmemaboi3m ceuosoi Kuciomu:
HiIleproJjiiH MoxkKe IPU3BOOUTH OO0 0€3CUMITOMHOIO HigBUINEHHS KOHIIeHTPallii
Ce4YoBOI KHMCJIOTH B MJIa3Mi KPOBI.

Oco00/1UBOCTi 3aCTOCYBaHHSA

IocmimkeHHsT 3 OMHOKPATHUM ab0 6araTopa30BUM 3aCTOCYBAHHSIM HilleProOIiHy
BUSBUJIU, 110 HILEPrOJIiH MOXKe 3HUXKYyBaTU CUCTOJIIYHUU apTepialbHUU TUCK Ta



3HAQYHO MEHIIIO MipO0 — AiaCTOJIIYHUN apTepialbHUM TUCK Y MALlEHTIB i3
HOpPMAaJIbHUM apTepiajJlbHAM THCKOM 1 IMAIlEHTIB i3 MigBUIIEHUM apTepialbHUM
THUCKOM. Lli e(peKTH MOXKYTh BapifoBaTH, OCKIIbKM iHII JOCHIAXKEHHS He BUSBUIIN 3MiH
cucToJIiyHOro abo miacTOMiYHOTO apTepialbHOTO TUCKY.

[NamienTaM, sIKi IpUUMalOTh HillepTOJIiH, ClIig 3 00epeXKHiCTI0O 3aCTOCOBYBaTHU
cuMIIaTOMiMeTHUKHU (aroHictu anbda- Ta 6eTa-penenTtopis) (ouB. po3min «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3aco0aMu Ta iHIIN BUOU B3a€EMOIIl»).

[Ipemapart ciming 3 06epeKHiICTI0 3aCTOCOBYBATH IAlliEHTaM 3 Tinmepypukemieio abo
IMoJarporo B aHaMHe3i Ta/abo Mmif 4ac CynmyTHBLOTO JIiKyBaHHS IIperapaTaMu, 10
MOXKYTh BIIJINBATU Ha MeTab0JIi3M Ta eKCKpEeIlil0 Ce40BOl KUCJIOTH (OUB. PO3Oin
«[ToGiuHi peaxiii»).

BunukHenHs piOpo3y (Hanpukian Gidbpo3y nerens, cepliisi, CEpLEBUX KilallaHiB Ta
peTponepuToHeanbHOro ¢idpo3y) acolliroBanocs i3 3aCTOCYyBaHHSIM OesIKUX aJIKaJIoifiB
PiXKKiB, IKMM IIpUTaMaHHa arOHiCTUYHa aKTUBHICTH A0 5—HTZB—peuenTopiB
CEpPOTOHIHY.

IToBigOMIIANIOCS PO BUHUKHEHHS CUMIITOMIB €ProTu3My (BKJII0UalO4YU HYAOTY,
OmtoBaHHS, miapelo, abmoMiHanbHUM Oilb Ta 3BYyKEHHS NepUGEPUYHUX CYOUH) IIPU
3aCTOCYBaHHI OesIKHUX aJIKaJIoldiB PiKKiB Ta 1XHiX ITOXiOHUX.

[lepen mpu3HaYeHHSIM IILOTO KJIACY JIIKapChbKUX 3ac00iB TiKapsM HeoOXimHO
O3HaVOMUTHCS 3 O3HAKaMU IIepefo3yBaHHs PiXkKKiB.

3maTHiCTh BIUDIMBATH Ha IIBHIKICTH peakiIlili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

Xo4a KJiHiYHi epeKTH mIpenapary CepMiOH® BUKOPUCTOBYIOTH [JIs IOKpAIlleHHSA

yBaru Ta KOHIIeHTpallil, 100 BIUIUB Ha 3[aTHICTh KepyBaTHU TPAHCIOPTHUMU 3acoOaMu
Ta IIpalloBaTH 3 iHIMUMU MeXaHi3MaMHu ITPU IIbOMY HiKOJIM He BUBYaBCs. ToMy
HeoOximHO 3 00epeKHiCTIO IPOBOOUTH JTIiKyBaHHS, O0epy4H 10 yBaru OCHOBHE
3axXBOpPIOBaHHSA mHallieHTiB. [1ig Yac KepyBaHHS TPaHCHOPTHUMHU 3acobamMu abo poboTu
3 IHIIUMU MexaHi3MaMU CJIif BpaxOByBaTH Te, 110 4YacC Biff 4aCy MOXe BUHUKATU
3araMopoYeHHsI a00 COHIUBICTh (AuB. po3min «ITob6iuHi peakirii»).

3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHs IPpyaaio

BaritHiCcTb

HimeprosiiH He YMHUTH TOKCUYHOI [il Ha PEIPOAYKTUBHY (PYHKIIiI0 BariTHUX CaMOK
IypiB Ta KpoJstiB. KiTiHIYHUX OOCIIAXKEHDb 3a y4aCTIO BariTHUX XKIHOK He IIPOBOOUJIOCH.



3 orysioy Ha CXBaJleHi IOKa3aHHS, 3aCTOCYBaHHS HIIlEProJIiHy BariTHUMU XIiHKaMU Ta
JKIHKaMH, sIKi rOOyTh I'PYAO0, MajiouMoBipHe. Ilif yac BariTHOCTI HiLleProJIiH CIifg
3aCTOCOBYBATHU JIUIIIEe B TUX BUINIaOKaX, KOJIU [IOTEHIIMHA KOPUCTD [JIs NallleHTKU
nepeBaxa€ IMOTEHIINHI pU3UKU OJIs IIoaa.

T'ogyBaHHS TPYOIIO

®

HeBigoMo, 4u IpOHUKAE HILEProJiiH y I'pygHe MOJIOKO, ToMy CepMiOH ~ He CIif

3aCTOCOBYBaTH XKiHKaM, SIKi TOOyHOTh TPYALIO.

QOepTUNBHICTD

Y mocrmimzKeHHI Ha Iypax HilleproJjiH He BIIJIMBaB Ha GepPTUILHICTS.
Cmocid 3acTocyBaHHs Ta 03U

PekoMmeHnpoBaHa goboBa mo3a - 1 TabneTka 1 abo 2 pa3u Ha moby (30-60 mr).
3a3Buyai goOoBa Jo3a OJIsi JOPOCIuX CTaHOBUTH 30 Mr. TuMYacoBo ii MOXKHa
30inbmmTH o 60 MrT.

3a pe3ynbTaTaMM OOCIIAXKEeHb (papMaKOKIiHETUKY 1 IEPEHOCUMOCTI aljieHTaM
JIITHBOTO BiKy KOPEKIIiI0 03U IIpelapaTy IPOBOAUTH He ITOTPiOHO.

ITauieHmu 3 nopyweHHAM (pYHKUIl HUPOK.

OCKiNnbKU €KCKpelliss HUPKaMH € TOJIOBHUM IIIsIXoM BuBegeHHS (80 %) Hileprosiny Ta
oro MmeTabOIiTiB, OJIs MAIliEHTIB i3 MOpyIIeHHSIM QYHKIII HUPOK (piBeHBb KPEeaTUHIHY B
CHUPOBATIIl KPOBi = 2 MI'/MJI) pPEKOMEHAYETHCSI 3MEHIIUTHU 003y (OUB. PO3Tin
«@apMakKOKiHeTHKa»). EQekT jmiKyBaHHS NPOABISAETHCS MOCTYIIOBO. OCKIIBKHT
3a3BUYay Tepamnisd 3OiUCHIETHCS BIPOOOBXK TPUBAJIOr0 4Yacy, IOHAMMeEHIIle Yepe3
KOXKHIi 6 MiCA1IiB JIiKap Ma€ OLIiHIOBaTU OOLUIbHICTE IPOOOBXKEHHS JIIKYyBaHHS.

itk

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHS HIIlEProJIiHy AIiTAM He BCTAHOBIIEHI.
IHoCTynIHUX HaHUX HEMaE.

Ilepeno3yBaHHA

ITpu 3acTOCyBaHHI BUCOKUX N03 HilleProOJIiHY MOXKJIMBE TUMYaCOBE 3HUXKEHHS
apTepianbHOTO TUCKY. 3a3BUYall TaKWl CTaH He MOTpebye ClieliaTbHOTO JTiKyBaHHS,
OOCTATHBO IT0JIeXKaTH KijlbKa XBUJIUH. Y BUHSATKOBUX BUIIaJKaX BUPaXeHO1
HEeOOoCTaTHOCTI MO3KOBOT'O Ta CEPIIEBOI0 KPOBOOOITY AOLIITBHUM € 3aCTOCYBaHHS
CUMIIaTOMIMETHUKIB i IOCTIMHUY KOHTPOJIb apTePiaIbHOIO TUCKY.



IToOiuHi peakmii

KaTteropil yactoTu BupaxKeHi sK: oyxke 4acTto (= 1/10); gacTo (Big = 1/100 mo < 1/10);
HedacTo (Bim = 1/1000 go < 1/100); pigko (Big = 1/10 000 mo < 1/1000); oyxKe pigko
(< 1/10 000); yacToTa HeBimoMa (J4aCTOTy He MOKHA BCTAHOBUTHU 3a HasIBHUMHU
OAHUMH).

Y KOXHi#l TpyIi 4acTOTHU MOOiIYHI peakilil TpefCcTaBIeHO ¥ IMMOPAAKY 3MEeHIIeHHS
CEPUO3HOCTI.

IIcuxiuHi po3aadu. HedyacTo: TpUBOXKHEe 30yOKEHHS, CIIIyTaHICTh CBiTOMOCTI,
0e3COHHS.

Po3saadu 3 60Ky Hepesosoi cucmemu. HedacTo: COHMUBICTDL, 3alIaMOPOYEHHS, TOJIOBHUMN
0irmb; YacToTa HEeBigoMa: BigUyTTs Kapy .

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

Po3siadu 3 60Ky WayHKOBO-KUWKOB8020 mpakmy. HYacTo: BifuyTTsa OIUCKOMPOPTY y
JKUBOTIi; HEYacCTO: fiapes, HyOoTa, 3amop.

Po3naodu 3 60ky wkKipu ma niowkipHoi kaimkoauHu. HedacTo: cBepbix; yacToTa
. *k
HeBiloMa: BUCUTIaHHS .

3aezanvHi po3aadu ma peakuii y micui eeedeHHA. HeBimoMo: piOpo3*.

Pe3yabvmamu docaidocerHsb. HedacTo: migBUILIEHHS KOHIIEHTPAllil CE40BO1 KMCIOTU B
KPOBI.

*OLIiHKa 4acTOTHU NMoGIiYHMX peakliyi 6a3yBasacsa Ha OOCHiIXKeHHsX B KoMIlieKCHOMY
pe3oMe 3 Oe3meku (peakilii, 10 BUHUKIIU ITiC/Is IT0YaTKY JIiKyBaHHS 3 OyOb-sKO1
npuunHu). llek 06’emHaHUM aHalli3 Oe3MeKu BKIII0Ya€E HaHi BOCbMHU (8) momBifiHO
CHIINMUX KOHTPOIbOBAHUX OOCIII?KEHb 3a y4acCTIO MalliEHTiB 3 JIETKOI0 ab0 ITOMipHOI0
OeMeHIi€, cepen akux 1246 malieHTiB npuiiManu Hieproiid. «IIpaBuio Tppox» He
3aCTOCOBYBAJIOCS, OCKibKY B 0a3i manux KoMIiekcHOro pe3oMe 3 6e3meKu
Hinlepromniny 6ymno meniie 3000 mallieHTiB.

ITogioomaeHHs npo nido3prosaHi NObiUHI peakuii.

[ToBimoMiieHHS PO MimO3pIoBaHi M0OiYHI peakiiii y micasgspeecTpaliiHul riepion €
BaXJIMBUM 3ax000M. Lle mae 3Mory npogoBXKyBaTh MOHITOPUHT CIIiBBIJHOIIEHHS
KOPUCTh/PU3UK 3aCTOCYBaHHA mpernaparty. JIikapsiM MIPOIOHYETHCS ITOBIOOMIISATH PO
Oynb-sKi mimo3proBaHi mobiyHi peaxirii.

TepMiH NpUIATHOCTI



3 POKH.

VYMoBHM 30epiranus

30epiraTu npu TemMnepartypi He Buiile 25 °C.

YnakoBka

ITo 15 TabneTok y 6iicTepi; mo 2 61icTepu y KapTOHHIM KOPOOIIi.
KaTeropis Bignycky

3a penemnTomM.

BupooHuK

II¢anzep Itamis C.p.n./Pfizer Italia S.r.l.

Micie3Haxo/dKeHHsI BHUPOOHHMKA Ta HOro aJgpeca MiCIisi NIpoBaJaXKeHHsI
IisITHHOCTI

Jlokamnita Mapino genb TpouTo — 63100 Ackomi ITicerno (AIl), Itaniss/Localita Marino
del Tronto — 63100 Ascoli Piceno (AP), Italy.

[Ixepeso iHCTPYyKIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY

JIIKapChbKUX 3aC00iB YKpalHH.



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

