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Cknao:

ditoua peuoguHa. HILIEPTOIiH;

1 TabneTka MicTUTh Hilleprominy 30 mr;

00NoMidcHI peuoguHu: Kanblilo Tinpodocdary aurizpar, Ienoj03a MIKpOKPUCTaTIYHA, MAarHiro
cTeapar, HaTPil0 KapOOKCHMETHIIIIETION03a, TiIPOKCUIIPOIMUIMETHIIIETION03a, THUTaHy JIOKCH]T
(E 171), momierunenrmikons 6000, 3amiza okcun xoptuii (E 172), cuiikoH.

Jlikapcbka ¢gopma. TabneTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO.
OcHosHi i3uko-Ximiuni enacmugocmi. KPyril IBOOIYKJ TaOJIETKH, BKPUTI HEMPO30POIO TLTIBKOBOIO
000JIOHKOIO )KOBTOTO KOJILOPY.

dapmakoTepaneBTHYHA rpyna. 3acobu, M0 BIUIMBAIOTH HA CEPIEBO-CYIUHHY CHUCTEMY.
[Tepudepuuni Bazonunatatopu. Ankanoigu pikki. Hinepromin. Kog ATX C04A E02.

Dapmakono2iuni eracmueocmi.

Dapmaroounamika.

Hinepromnin € moxigHuMm eprojiiny 3 anb(da-1-aapeHepriyHor O0JI0KYyHY0l0 aKTHBHICTIO, y pa3i HOro
MapeHTepaIbHOTr0  3acTocyBaHHs. [licisg mepopaiabHOro 3acTOCYBaHHS HILEPrONiH MiJAEThCS
MIBUJKOMY 1 3HQYHOMY METa0O0JIi3My 3 YTBOPEHHSAM psy METa0OJITIB, 32 PaXyHOK SIKUX TaKOX
CIIOCTEPIraeThCsl AKTUBHICTh HA PI3HUX PIBHAX LEHTPAIbHOI HEPBOBOI CUCTEMH.

I[Ipu nepopansHOMy 3acTocyBanHi CepMioH® TposBisge YncIeHH] HEMPOPapMaKoIoriuHi epekTh: BiH
HE TUIBKH MiJIBUIIY€E HAIXOJDKEHHS Ta CIIOKUBAHHS TIIOKO3M B MO3KY, IiJICUIIIOE OiocHMHTE3 Oinka Ta
HYKJICTHOBUX KHCIIOT, ajie TAaKOX BIUIMBAE Ha Pi3HI HEUPOTPAHCMITEPHI CHCTEMH.

Cepmion® mokpantye 1epebpaibHi XoniHepriuni GyHKIii y crapux TBapuH. TpuBajie 3acTOCyBaHHs
HIIIEPTOJIIHY y CTapUX IIyPiB MEPEIIKO/KAIIO OB’ sI3aHOMY 3 BIKOM 3HI)KCHHIO PIBHS alleTHIXOJIHY (Y
KOp1 TOJIOBHOTO MO3KY Ta Y CMYraCTOMY Tili), a TakO>X MPU3BOAMIO O 3MEHIICHHS BHUBUIHHCHHS
aneTwixoniny (y rimokammi) B yMoBax in vivo. Ilicms TpuBajaoro mepopaJbHOTO 3aCTOCYBAaHHS
npenapary CepMioH® TakoX CIIOCTEPIranocs IMiJBUINEHHS aKTMBHOCTI XOJiH-aleTUATpancdepasu ta
IIITBHOCTI MYCKapUHOBHUX PEIENTOpiB. Bijbll TOro, y MOCHIIKEHHSIX SK in Vitro, Tak 1 in vivo
HILEProiiH ICTOTHO 3HMXKYBaB AaKTHUBHICTh alETHIXOJIIHECTepa3u. Y IMX EKCIIePUMEHTAIbHUX
JOCII/DKEHHAX HEUpPOXIMIUHI €(eKTH CIOCTEpIirajucs OJHOYACHO 31 CTINKUM MOJINIICHHSIM
MOBEIIHKOBUX peakuiid. Hampukiazx, y Tecti 3 Ja0ipuHTOM Yy 3pUIMX TBAapHH, SKUM 3aCTOCOBYBAJIU
CepMioH® IPOTATOM TPHBAIOTO YaCy, CHOCTEPIiraiy PO3BUTOK peakilii, CXOKNX HA PeaKilil y MONOIHX
TBapUH.

Ilin wac 3acrocyBanHs mnpenapaty CepMioH® y TBapuH TaKoX BIANOCS 3MEHIIUTH HPOSBU
HEJIOCTAaTHOCTI KOTHITUBHOI (hyHKIIII, sika Oyina 1HIyKOBaHa KUIbKOMa areHTaMu (TiMOKCI€I0, EIEKTPO-
KOHBY/IbcHBHOIO Tepaticto (EKT), ckononaminom). Ilepopanbhe 3actocyBanHs mpenapaTy Cepmion®
Yy HU3BKHX JI03aX 30UIblllye MeTa0oii3M mnodaMiHy y 3pUIMX TBApHWH, 30KpeMa Yy Me30J1IMOIuHIM

NingHII, iMOBipHO, MHUIAXOM MOAYNAii Aopaminepriunmx penentopis. Cepmion® mokpamrye



MEXaHI3MHU TPAHCAYKIi CUTHAIIB y KIITHHAX y 3pUIMX TBapuH. SIK TIPU OJHOPA30BOMY, TakK 1 MpHU
TPUBAJIOMY TIEPOPAJIBHOMY 3aCTOCYBaHHI IIpenapary CIOCTEpIirasiocst MiJBUIIEHHS MeTadomi3My
6a3aTbHOTO Ta aroHicTdyTamBoro Qocdoinosutuay. Cepmion® TakoX MifBHILYe AKTHBHICTB i
MEPEHECeHHsT A0 MAUISHKH MeMOpaHH KaunbliiizanexHux izodpopm mpoteinkinazu C. Lli ¢epmentu
OepyTh ydacTh y MEXaHi3Mi CeKpelii PO3YMHHOTO aMIJOITHOTO IIOMEpeaHNKa MPOTEiHy, 1o
MPU3BOAUTH 10 TOCHUJICHHS WOTO BUBUIBHEHHS 1 1O 3HIDKEHHS NTPOAYKIii MaToloriyHoro Oeta-
am110iy, 1m0 O0yJI0 MPOAEMOHCTPOBAHO Ha KYJIBTYPI1 JIFOACHKOI HEHPOOIaCTOMM.

3aBISKH CBOEMY AHTHOKCHAAHTHOMY €(EeKTy Ta 3JaTHOCTI aKTHUBI3yBaTH (PEPMEHTH IETOKCHKALii
Cepmion® 3amobirae 3aru6esi HEPBOBHX KIITHH, CIIPUUMHEHY OKCHAAHTHHM CTPECOM Ta arloNTO30M.
Cepmion® mocia6ioe Bikose 3MeHmeHHs ekcrpecii MPHK HelfpoHanbHOI CHHTa31 OKCHLY a30Ty, 110
TaKOX MOK€ BIUTMBATH Ha MOJIIMIIICHHS] KOTHITUBHOT (PYHKITI1.

HocnipkenHss  (papMakoJUHAMIKM B JIIOAMHUA OyiaM TPOBENEHI 3 BUKOPUCTAaHHAM METOJUK
koM roTepHoi EEIT 3a ywacTio g0OpOBOJIBIIIB MOJIOJOTO Ta CTApIIOr0 BIKY, a TAaKOX IAIliEHTIB
JITHBOTO BiKy 3 KOTHITMBHMMH po3iafamu. Cepmion® nopmanizysas pesynstati EEI y marientis
JITHBOTO BIKY 1 JOPOCIHMX TMAIIEHTIB MOJIOAIIONO BIKYy B YMOBax TINOKCIi, MiJBHUINYIOYH oO- 1 f-
aKTUBHOCTI Ta 3HIXKYIOUH O- 1 0-akTHUBHOCTI. Y MAIli€HTIB 3 JEMEHLIEI0 JIETKOro abo MOMipHOTo
CTYTICHS Ta PI3HOTO MOXO/KECHHS (CEHIJIbHA IEMEHIIIS aJIbIITeWMEPIBCHKOTO THITY Ta MYyJIbTHIH(apKTHA
JIeMeHIlis) TpU JOBIOTPUBAIOMY 3acTocyBaHHi mpenapaTy Cepmion® (IpoTsarom 2-6 Micsilis)
CIIOCTEpIrajucs MO3UTHBHI 3MIHM BUKJIMKAHOTO MOTEHINATY Ta BIAMOBIAI HA MOAPA3HEHHS; IIi 3MIHU
KOPEJIOIOTh 3 TOKpAaIIeHHSIM KJIIHIYHUX CHMOTOMIB. 3 OIJISIly Ha BUIIEBKa3aHE, OYEBUIHO, MIO
HIIEPTOJIIH JI€ TUIIXOM MOIYJIAIIT 3 IIMPOKUM CIIEKTPOM KIITHHHUX 1 MOJICKYJIIPHUX MEXaHI3MiB, 1110
OepyTh ydacTh y MaTOreHe3i JAeMeHIli. Y TOJBIMHHO CIINUX IJIaneb0-KOHTPOILOBAHUX KIIHIYHUX
JOCIIDKEHHAX Opano ydacTh Oinpine 1500 mamieHTiB 13 JeMEHIi€0 (IbIIreiMepiBChKOTO THITY,
CYAMHHOIO Ta 3MIIIaHOTO THITY), SIKI OTPUMYBaJIW HileproiiH y no3i 60 mr Ha 100y abo muane6o.
[Ticns mOBrocTpOKOBOTO JIIKYBaHHSI HIIEPTOJIIHOM CIIOCTEPITaiocss TpUBaje 3MEHIICHHS TMPOsBIB
KOTHITUBHHUX 1 MOBEIIHKOBHX IOPYIIEHb, OB S3aHUX 13 JeMeHuieio. [IokpalieHHs cTaHy Halli€HTiB
3’ SIBISUTIOCS Yepe3 2 MICSIl JTIKYBaHHS 1 YTPHUMYBAJIOCS MPOTITOM OJHOTO POKY JIIKyBaHHSI.

[IpenmapaT MO3WUTHBHO BIUIMBAaE Ha pPIBEHb YBaru, KOHIEHTpaLil0 Ta eMmouiiHuil ctaH. [Ipemapar
CIPUSTIMBO BIUIMBAE HE TIJIBKU HA KOTHITHUBHY JISUIbHICTH, aji€ TaKOXX Ha TOPYIICHHS HACTPOIO Ta
MTOBE/TIHKH.

dapmakokinemuxa.

BcemokryBanns. [licnst mepopaibHOrO 3acTOCYBAaHHS HILEPTOJIiH MIBHJIKO Ta Maike IOBHICTIO
BCMOKTY€TbCA. MaKCUManbHUN  TMOKa3HMK  PAJlOaKTUBHOCTI  Micisg MOpUAOMY  3A0POBUMHU
J06POBONBIAME HU3bKUX 103 (4—5 mr) H3-miuenoro mineprominy BusHauaBcs uepe3 1,5 rogusm.
OpHaK Ticas MepopaJbHOTO 3acTOCcyBaHHS TepanmeBTHuHHX 103 (30 mr) C!*-mivenoro Hirneprominy
3I0POBUMHU  JOOPOBOJBLSMUA MAaKCUMaJIbHUM IMOKAa3HUK pPaJiOAKTUBHOCTI y CHPOBAaTIi KpOBI
Bi/I3HAYABCs 4yepe3 3 TOAWHU Micis npuiiomy mo3u. [licist mepopanibHOro 3acTOCYyBaHHS HIIIEPTOJIIHY
(15 mr) y 3mopoBHX 10OpOBOJIBIIB IJIOMIA i KPUBOIO Pai0aKTHBHOCTI CUPOBATKH KPOBI CTAHOBHJIA
81 % 1 6 % Big 3HAYCHHS, PO3PAaXOBAHOTO /I ABOX OCHOBHUX MeTaOomiTiB Hineproiainy — MDL i
MMDL sianosigno. IlikoBi konnentpauii MDL y mia3mi KpoBi gocsranucs TpuONHU3HO uepe3 3—
SroauH TICAA OHOKpaTHOro abo OaraTopa3oBoro 3actocyBanHs Tabmetkun 30 mr. IlikoBa
KoHmeHtpauis MMDL y mmasmi kpoBi pocsramacs npubiuszHo uepe3 0,5-1 romuny micns
OJTHOKPATHOTO 3aCTOCyBaHHs TabmeTku 30 mr.

AGcomoTHa 6100CTYIHICTh HILEPTOMiHY MiCs MEPOPaTbHOTO 3aCTOCYBAHHS CTAHOBUTH MPUOIU3HO
5 % BHachimok e(peKTy MepuIoro MpOXO/KEHHs. 3a pe3ylbTaTaMd BH3HAYEHHsI PiBHIB T'OJIOBHOIO
metabonmity MDL Oyno BCTaHOBIEHO, IO B 3J0POBUX JOOPOBOJIBIIB IICHIA TEPOPATHLHOTO
3actocyBaHHs 103 30-60 Mr QapmakokiHeTHKa HINEpProyiiHy € JHiHiiHOM. [licis oIHOKpaTHOTO
NEPOPATBHOTO 3aCTOCYBAHHS HILEProjiHy B 1031 30 Mr 3HaYHOTO BIUIMBY ki Ha (papMaKOKIHETHKY
MDL ta MMDL Busnadeno ue 0yio.

Posnonin. Po3nonin mpenapaTy y TKaHMHAX HIBUAKHNA Ta IIUPOKHUH, IO BiZOOPAKAETHCS KOPOTKOIO
($ha30r0 PO3MOILTY pai0aKTUBHOCTI CUPOBATKH KpoBi. O0’€M pO3MOALTY HIIIEPTONIHY B IIEHTPATLHOMY
KOMITApTMEHT1 (IPUOJIM3HO PO3paxOBaHMWM MUISIXOM AUICHHS JI03M Ha KOHIICHTpPAIlIO HIIEProJliHy B
1a3Mi KpoBI B MEpUIOMY Mepiofi JUIs B3ATTS 3pa3ka Iicis BHYTPIIIHbOBEHHOTO BBEICHHS
HOMIHAJILHOI 703U 2 MT) € TMOpPiBHSHO BUCOKHUM (224 1), 1m0 MOTEHIIHHO BiIOOpa)kae po3MOILT
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HIIIEpToJIiIHY B KJIITHHAX KPOBi Ta/abo TkaHWHax. HieproiiH i3 BUCOKOIO CIIOPITHEHICTIO 3B’ SI3YETHCS
3 OUIKaMu TIa3MHU KPOBI JIFOJUHM, TIPU [IbOMY CIIOPITHEHICTh 3 O-KHCIHM TJIIKOIPOTEIHOM y YOTHPHU
pas3u BUIIA, HIX 3 aTbOyMIHOM CHPOBATKH KpOBi. BiICOTOK 3B’s3yBaHHS € BITHOCHO MOCTIHHUM, KOJH
KOHIICHTpAIlisl HIileprojiny 30utbimyeTbess Big 1 mkr/ma go 500 mkr/mi. O6GuaBa meTabomiTH
Hineproininy, MDL ta MMDL, XxapakTepu3yloTbcs HHU3bKHUMH PIBHSMHU 3B’S3YBaHHs, MPUOIM3HO
14,7 % ta 34,7 % BiAmoBiaHO, y aiana3oHi KoHIeHTpamii S0—200 Hr/mi.

Mertabonizm Ta ekckperis. IlepeBakHMM 4YMHOM TpenapaT BHIUIIEThCS 13 ceueto. [Iporsrom
120 ronuH micas 3acTocyBaHHS NpuOIM3HO 82 % 3arajgbHOi KIJIBKOCTI MIYEHOTO Pajioi30TONOM
HILEProiHy BUBOIUTHCS HUpKamH, a 10 % — i3 xanom. Hiueprosin 3a3Hae 3HaYHOTO METabOII3My
MEPEBAXHO NUIAXOM TiApoii3y edipHuX 3B’s3kiB 3 yrBopeHHs M MMDL, a motim — MDL nuisxom
JNEMETHITIOBaHHS (32 JomoMoror Katamituunoi ii i3opepmenty CYP2D6). Tomy dapmakokiHeTHKA
HILEProiHy Ta HOoro mMeraboiTiB 3a3Ha€ BIUIMBY B MalLi€HTIB i3 reHeTHyHUM aedinutom CYP2D6.
AxTuBHI MeTabomiTH, 1o yrBOpoThcs (MMDL ta MDL), KOH’IOTYIOTH 13 TJIIOKYpOHOBOIO
kuciororo. Yactka romoBHoro wmerabonity MDL cranoButs 51 % 3arambHoi go3u 1a 76 %
pPaZi0aKTUBHOCTI, BHU3HAUEHOI B CE€Yl IMCISA TEpopaIbHOTO 3acTocyBaHHS no3u 15 mr. Cepenne
3HAYCHHS KIHIIEBOrOo mTepiony HamiBBuBeAeHHs MDL 3naxoguThess y miama3oHi mpubimszHo 11—
20 roauH.

Oco6suBi monysAIii namieHTiB. BrumB nopymenns QyHKIi1 HUPOK Ha (hapMaKOKIHETHKY HILEPrOIiHY
OIIHIOBAJIM B TAIEHTIB 13 MOpPYIIEHHAM (YyHKII HUPOK jerkoro (kiipeHc kpeatuHiHy (Cler) 60—
80 mn/xB), cepenuboro (Cler 30-50 mn/xB) ta Tsokkoro (Cler 10-25 mu/xB) cTymieHs. Y TAaIli€HTIB 13
nopyueHHsM (yHKIIT HUPOK Jjerkoro (n=5), cepenHboro (n=5) Ta TsHKKOro (n=4) cryneHs
CIIoCTepiraiancs 3Ha4H1 BIAMIHHOCTI B KibkocTi MDL, sikuit BUBOIUBCS 13 cevero B Mexax 120 roguH
TicJsl MepOopalibHOTO 3acTocyBaHHs Hiueproiyiny B 1031 30 mr (38,1 %, 42,6 % Ta 25,7 % BBeneHoi
1034 BiAmoBiaHO); ;s MMDL BianoBiaHi 3HaueHHs cranoBuid 1,7 %, 0,6 % ta 0,2 %. Y narieHTiB i3
nopyimeHHsM (QyHKIIIT HUPOK TSHKKOTO CTYTEHs Oylio BU3HAUEHO 3HAYHE 3MEHIIIEHHS BuBeaeHHS MDL
13 ceuero TMOPIBHSAHO 3 IHIIMMH JBOMa rpynamu. Kpim Toro, y mami€eHTiB 13 TMOpYIICHHSIM (yHKIIIT
HUPOK JIETKOTO, CEPETHBOr0 a00 TSKKOTO CTYIEHS CIIOCTEPIraiocsi CEpe/iHe 3MEHIICHHS BUBEICHHS
MDL i3 ceueto (0—72 romunau) Ha 32 %, 32 % T1a 59 % BIiAMOBIAHO TMOPIBHSAHO 3 TAIliEHTaMH 3
HOPMAaJIbHOIO (DYHKIIIEF0 HUPOK, SIK1 Opaiy y4acTh B 1HIIOMY JOCIIKEHHI 13 3aCTOCYBAaHHSAM TaOJETOK
1o 30 wmr.

dapMaKOKIHETHKA HILEPTOIiHy Y MAII€HTIB 13 TOPYIICHHAM (YHKIIIT IEYIHKA HE JOCIIKyBaJIacs.
dapmaKkoOKiHETHKa HILIEProJliHy He JOCTIKyBaIacs y JITeH.

BrumiB Biky (y Mami€eHTiB JIITHBOTO BiKY) Ha (hapMaKOKIHETUKY HIIIEPTOIIHY IMMOBHICTIO HE BUBUCHHM.

KuiniuHi XapakTepucTHKH.

Ilokazannua.

[TocTiHCynbTHI CTaHW, CyAWHHA JeMeHINs (MyabTHiH(GApKTHA JEMEHIIis), JCTeHEpaTUBHI CTaHU,
MOB’s13aHI 13 JIEMEHIIi€l0 (CeHUIbHA Ta MpEeceHUbHA JEeMEHIis TUly AJbUreiMepa, IEeMEHLis Hpu
xBOpoOi1 [TapkiHcoHa).

Ilpomunoxazannsa.

[TigBumieHa 4YyTIMBICTH [0 HILEProONiHy, [0 QJIKaJOigiB piLKKIB abo 10 OyIb-IKOro 1HIIOTO
KOMITOHEHTa TmpenapaTy. HemomaBHo mnepeHecennit i1H(ApKT Miokapna, ToCTpa KpOBOTeUa,
OpPTOCTaTUYHA T1MOTEH31s, TSHKKa OpaauKapis.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 63aEmooii.

[Ipenapart ciig 3acTOCOBYBATH 3 00CPEIKHICTIO pa3oM 13:

2inomensusHuMu 3acobamu: HILEProjiH MOXe MiJCHIIOBAaTH ixHIO Airo. Hinepromin wmoxe
IIJICUJTIOBATH BIUTHB O€Ta-apeHO00I0KaTOPIB HA CEPIIE;

cumnamomimemukamu (arvgha- ma Oema-): HIIEPTOIIH MOXE YMHHUTH AHTArOHICTUYHY IO IIOJO
CYJIMHO3BY)KYBAJIbHOTO €(EeKTy CHUMITAaTOMIMETHYHHX 3aco0iB BHACHIOK OJIOKyBaHHS aibda-
aJipeHEPTIYHUX perenTopiB (AuB. po3ail «OcoOIUBOCTI 3aCTOCYBAHHS»);

JIKapcokumu  3acobamu, saKki memabonizyromocs izopepmenmom CYP2D6: OCKUTIbKH HINEPTONIH
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Metabomizyerbes 130pepmerTom CYP2D6, He MOKHA BUKITIOUATH MOYKJIMBICTh B3a€MOJIN 3 IHITUMU
JKapChbKUMHU 3ac00aMH, SIKI METa0OI3yI0ThCS THM CaMHM IUIIXOM;

aHmuazpecaHmamyu ma —AHMUKOAZYIAHMAamMy  (Hanpukiad 3 ayemuicaniyuiogor KUciomoro):
MiJICHITIOE BILTUB Ha T€éMOCTa3, BHACTIIOK YOTO MOE 30UTBIITYBATUCS Yac KPOBOTEYI;

JIKApCoKUMU  3acobamu, SKI 6nIUBAOmMb HA Memabonizm ceuo8oi Kuciomu: HIUEPTOTIH MOXKe
MPU3BOAUTHU 0 OE3CUMITOMHOTO TTiIBHILEHHS KOHIICHTPAI[iil CEY0BOi KMUCIOTH B IJIa3Mi KPOBI.

Ocobnueocmi 3acmocyeanns.

JlocmimkeHHsT 3 OJHOKpAaTHHM a00 OaraTopa3oBHUM 3aCTOCYBAaHHSIM HILEPTOJIHY BHUSBWIH, IO
HILEProJdiH MOXE 3HIKYBaTH CHCTOJIIYHMHA apTepiajbHUA THUCK Ta 3HAYHO MEHIIO MIporo —
JIaCTOJIIYHUMA apTepiabHUNA THCK Yy MAII€HTIB 13 HOPMAJIbHUM apTepiaIbHUM THCKOM 1 MAIliEHTIB 13
HiABUILEHUM apTepiaJbHUM THCKOM. Lli eekT MOXyTh BapiroBaTH, OCKUIBKHU iHINI JOCIIIPKEHHS HE
BHSIBUJIM 3MIH CHCTOJIIYHOTO a00 J1acTOIIYHOTO apTepiaabHOTO TUCKY.

[Mamientam, sKi NPUIMaOTh HILEProjiH, CIiJ] 3 OOEPEKHICTIO 3aCTOCOBYBATH CHUMIIATOMIMETHUKU
(aronictu anmbda- Ta 6eTa-penentopiB) (AUB. po3ain «B3aemois 3 IHIIMMH JIKapCHKUMU 3aco0aMu Ta
HIII BUIA B3aEMOTINY).

[Ipenapar cmix 3 0O0EpEeXHICTIO 3aCTOCOBYBATH MAIli€eHTaM 3 TiMEpypUKEMi€lo ado Momarpor B
aHaMHe31 Ta/abo MiJl yac CyImyTHBOTO JIIKYBaHHS IperapaTtaMy, 110 MOXYTh BIUIMBATH Ha METa0Oi3M
Ta eKCKPEIlit0 CeUY0BOT KUCTOTH (IUB. po3ain «[1o614Hi peakiriiy).

Bunuknennss  ¢ibpo3y (Hanpukiax — (iOpo3y  JereHb, cepus, CEpLEBUX  KJAlaHiB  Ta
peTporepuToHeanbHOro (Pidpo3y) acoIlitoBaNIOCA 13 3aCTOCYBAHHSIM JACSIKHUX AIKAIOIMIB PIXKKIB, SIKUM
IpUTaMaHHA arOHICTUYHA aKTHBHICTB 10 S-HT2p-penentopiB cepoToHIHY.

[ToBimomisiocss PO BUHUKHEHHS CHMITOMIB €proTu3My (BKJIIOYAIOUW HYNOTY, OJIOBAaHHS, Jiapero,
abJoMiHANBHUN OiTb Ta 3BY)XKEHHS NepuepUYHHX CYAMH) TPU 3aCTOCYBaHHI AEAKHX aJIKaJIOiiB
PIXKKIB Ta IXHIX MTOX1THHX.

[lepen mpu3HAuCHHSIM IHOTO KJIACy JIKApPChKUX 3aco0iB JKapsM HEOOXiAHO o3HalloMUTHCA 3
O3HaKaMH TIEPEI03yBaHHS PIXKKIB.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyoor0.

BaritHicTh

Hineprosnin He YMHUTH TOKCUYHOI JIi HA PENPOAYKTUBHY (YHKIIIO BariTHUX CaMOK IIYpiB Ta KPOJIiB.
KiniHiyHMX JOCHIKEHh 3a YYacTIO BariTHUX JKIHOK HE MPOBOIWIOCH. 3 OTJSAY Ha CXBaJCHI
MOKa3aHHs, 3aCTOCYBaHHsS HINEPTOJiHY BariTHUMH J>KIHKAaMH Ta JKIHKaMH, SKI TOAYIOTh TPYIJIIO,
masioiimoBipHe. Ilif "yac BariTHOCTI HILEProNiH CJiJ 3aCTOCOBYBAaTH JIMIIE B THX BHIIAAKaX, KOJU
MOTEHITIHHA KOPUCTH YIS MAIIIEHTKY TIepeBa)kae MOTCHINNHI PU3UKH JIJIS TUTOJIA.

l'onyBaHHA rpyt0

HeBinoMo, Y MPOHHMKAE HIlleprojiiH y TpyaHe Monoko, ToMy CepMioH® He CIi 3acTOCOBYBaTH
KIHKaM, SIKi TOJYIOTh TPYAJIIO.

DepTUIBHICTD
VY nocnikeHH1 Ha Iypax HilleproiiH He BIUTUBAB HA (DePTUIIbHICTb.

30amuicms 6naugamu Ha WBUOKICMb pearkyii npu Kepy8aHHi A8MOMPAHCNOPMOM ab0 [HUWUMU
MEXaHiZMamu.

Xoua kminiubi egpektu mnpenapaTy CepmioH® BHKOPHUCTOBYIOTH [ MOKpAIlGHHS YBaru Ta
KOHIIEHTpalii, oro BIUIMB Ha 3JaTHICTh KEpPyBaTH TPAHCHOPTHUMH 3aco0aMH Ta MpaLOBaTH 3
IHIIMMU MEXaHi3MaMU MPH [[bOMY HIKOJIM HE BUBYABCSA. ToMy HEOOXiIHO 3 00EpEXHICTIO MPOBOAUTH
JKyBaHHs, OEpy4YH 10 yBaru OCHOBHE 3aXBOPIOBaHHS mamieHTiB. [1ix 9ac kepyBaHHS TPaHCTIOPTHUMHU
3aco0amu 200 poOOTH 3 IHIIMMH MEXaHI3MaMH CJIiJ] BpaXxOBYBATH Te, 110 Yac BiJ 4aCy MOXE BUHUKATH
3amamMopoveHHs a00 COHMBICTD (UB. po3in «[1o6iuHi peakirii»).



Cnocio 3acmocysannusa ma 003u.

PexomennoBana no6oBa no3a — 1 Tabnerka 1 abo 2 pasu Ha 100y (30—60 mr). 3a3Buuaii 1060Ba 103a
TUTsL TOpOocTuX cTaHOBUTH 30 mMr. TuMuacoBo i MokHa 301IbIKTH 710 60 MT.

3a pe3yabTaTaMu JOCTiIKeHb (PapMaKOKIHETHUKH 1 IEPEHOCHUMOCTI MaIlieHTaM JIITHOT'O BIKY KOPEKIIi0
71031 TIpenapary IpPOBOJIUTH HE TTOTPiOHO.

THayieumu 3 nopywennsam QyuKyii HUpOK.

OCKITbKM eKCKpellisi HHpKaMH € TOJIOBHUM nuiixoMm BuBeneHHs (80 %) HineprojiHy Ta #oro
METa0oMITIB, [UId MAIl€HTIB 13 MOpYyIEHHIM (QYHKLIi HUPOK (piBEHb KpEaTHHIHY B CHPOBATIL KPOBI
> 2 MI/MII) PEKOMEHIYEThCSI 3MEHIIUTH 703y (auB. po3ain «DapmakokiHeTukay). EdekT mikyBaHHS
MPOSIBIISIETBCS MOCTYNOBO. OCKUIBKM 3a3BHYail Tepamis 3IHCHIOETHCS BIPOJOBK TPUBAJIOTO 4acy,
IIOHAMMEHIIIE Yepe3 KOXKHI 6 MICSIIIB JIIKap Ma€ OIIHIOBATH JAOLUIbHICTh MPOJAOBKECHHS JIIKyBaHHS.

Jlimu. be3neka Ta epeKTUBHICTh 3aCTOCYBAaHHS HIIIEPTOJIIHY JTITSAM HE BCTaHOBJEHI. JIOCTYymTHUX JaHUX
HEMae.

Ilepedosyeanns.

[Ipu 3acTocyBaHHI BUCOKHX J103 HIIEPTOJIIHY MOKJIMBE TUMYAaCOBE 3HWIKEHHS apTepialbHOTO THCKY.
3a3BUuail Takuil CTaH HE MOTPeOye CHEUiaTbHOTO JiKYyBaHHS, JOCTATHBO MOJEKATH KiJbKa XBHIUH. Y
BHHATKOBUX BHUITaJIKaX BHPAKEHOT HEAOCTATHOCTI MO3KOBOTO Ta CEPIIEBOTO KPOBOOOITY NOIIILHUM €
3aCTOCYBaHHS CUMITIATOMIMETHKIB 1 HOCTIHUN KOHTPOJIb apTepialIbHOTO THCKY.

Hlo6iuni peakuii.

Kareropii wactotn BupaxkeHi sk: ayxe dacto (> 1/10); wacto (Bimg > 1/100 mo < 1/10); Heuacto (Bix
>1/1000 mo < 1/100); pimko (Bim > 1/10 000 mo < 1/1000); myxe piako (< 1/10 000); gacrora
HEeBiJioMa (4acTOTy HE MOKHA BCTAHOBHTH 32 HASBHUMHU JTAHUMH ).

VY KOXHiH rpymi 4acToT NOOI4HI peakiii MPpeCTaBICHO Y MOPSIKY 3MEHIIICHHS CEpHO3HOCTI.
Tcuxiyni poznaou. Hewacto: TpuBOXKHE 30y/DKEHHS, CIUTYTaHICTh CBIIOMOCT1, O€3COHHS.

Po3znaou 3 60ky Hepsosoi cucmemu. HedacTo: COHIMBICTD, 3alIaMOPOUYEHHS, TOJIOBHUH O1J1b; YyacToTa
HeBizoMa: BifuyTTS Xkapy .

Posnaou 3 6boky cyoun. Heuacto: apTepianbHa T1IOTEH31s, TinepeMis.

Posznaou 3 60oky wnynkoeo-kuwikosoeo mpaxmy. Yacto: BITIyTTS AUCKOMGOPTY Yy KUBOTI; HEYACTO:
Tiapesi, HyJ10Ta, 3a1op.

Poznaou 3 6oxy wkipu ma niowxipnoi kiimxoseunu. Hedacto: cBepOik; YacToTa HEBiAOMA:
BUCHITAHHS .

3azanvhi poznaou ma peakyii y micyi 66edenns. HeBimomo: Gpiopos*.

Pezynomamu 0ocnioscens. HedacTo: miABUIIIEHHS KOHIICHTpALlli CEUOBOi KUCIOTH B KPOBI.

*OmiHkKa 9acToTH TOOIYHUX peakiiii 0asyBanacs Ha IOCTDKeHHsX B KommuiekcHoMy pestome 3
Oe3neku (peaxiii, 110 BUHUKIIM MICJS MOYATKY JiKyBaHHS 3 Oyab-akoi nmpuuuHu). Llei o0’eqHanuit
aHai3 OE3MeKH BKIIOYAE J1aH1 BOCBMH (8) MOABIWHO CIIMUX KOHTPOJIHLOBAHUX JIOCHIKEHD 32 Y4acTHO
MAIEHTIB 3 JIETKOI0 a00 MOMIPHOIO AEMEHIli€0, cepel SKux 1246 mamieHTiB npUiiMalid HIEPTrOiH.
«[IpaBmyio TPHOX» HE 3aCTOCOBYBAJIOCS, OCKIIBKH B 0a31 gaHux KomruiekcHoro pestome 3 Oe3reku
Hinepromxiny 6yno menme 3000 narieHTiB.

Tlosioomnenns npo nido3piosani nobiuHi peaxyii.

[ToBimomieHHsT TPO MiAO3PIOBaHI MOOIYHI peakimii y MICIAIpPeECTpalliiHUN Tepioa € BaXKJIHMBUM
3axogoM. Lle mae 3Mory mpoJoBKyBaTH MOHITOPHMHT CHIiBBIJHOIIEHHS KOPUCTBH/PU3MK 3aCTOCYBAHHS
npenapary. JIlikapsiM IPOIMOHYETHCS TTOBIJOMIIATH PO OYAb-5Ki I I03pIOBaH1 MOOIYHI peaKIlii.

Tepmin npuoamnocmi.
3 poxu.

YmoBH 30epiranus.
30epiratu mpu Temmeparypi He Buiie 25 °C.



Ynakoska.
ITo 15 Tabnerok y Gmicrepi; mo 2 OxicTepu y KapTOHHIM KOpOOL1i.

Kareropis Bignycky.
3a penenTom.

BupooHuk.
[aiizep Itanis C.p.n./Pfizer Italia S.r.1.

Micue3HaxoakeHHsI BHPOOHHUKA Ta HOro agpeca Micusi NPpOBaJKeHHs AislJILHOCTI.
Jlokamita Mapino aenp Tponto — 63100 Ackomi Iliceno (AIT), Itamist/Localita Marino del Tronto —
63100 Ascoli Piceno (AP), Italy.
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