IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIIKApChKOIro 3ac00y

CEPMIOH®
(SERMION®)

Cknao:

ofloua peyosuHa. HILEPTOIIH;

1 pnaxoH MicTUTB 4 MT HIEPTOIIHY;

OONOMIDICHT peyosuHU. TAKTO3a, MOHOTIIPAT; KMCIOTa BUHHA,;
PO3UUHHUK: HATPIIO XJIOPUI, OCH3AIKOHIIO XJIOPHI, BOAA JIIS 1H EKITIH.

Jlikapcbka ¢gopma. Jliodurizat yist po3unHy A 1H KN,
OcHosHi i3uko-XimiyHi éracmugocmi: TIOPUCTUHN OUTHi iodimizar.

dapmakoTepaneBTHYHA rpyna. 3acoOu, [0 BIUIMBAIOTh Ha CEPLEBO-CYIUHHY CHUCTEMY.
[Tepudepuuni Bazoaunatatopu. Ankanoinu pikkis. Hiepromin. Kog ATX C04A E02.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Hineprounin € moximHuM eprojiiHy 3 anbha-l-aapeHepriaHo OJIOKYHUYO aKTHBHICTIO, Y pa3i
Horo mapeHTepalbHOTO 3acTocyBaHHs. Ilicms mepopalbHOrO 3acTOCYBaHHS HILEPTOJiH
MIIAEThCS TIBUIKOMY 1 €KCTEHCHUBHOMY METa0OoJi3My 3 YTBOPEHHSM psay MeTaloJiTiB, 3a
PaxyHOK SIKUX TaKOX CIIOCTEPIra€ThCsl aKTUBHICTh HAa PI3HMX PIBHAX ILEHTPaIbHOI HEPBOBOI
CUCTEMH.

[Ipu mnepopasbHOMYy 3actocyBaHHI CepMiOH~ TPOSIBJISIE YHCIEHHI HEWpodapMaKoJOTIdH1
edeKTH: BiH HE TUIbKH ITiBUIIYE HAJIXO/DKCHHS Ta CIIOKUBAHHS TIIFOKO3W B MO3KY, MIJICHIIIOE
OlocuHTE3 OlTKa Ta HYKJIETHOBHX KHCIIOT, ajlé TaKOXX BIUIMBAE HA PI3HI HEUPOTPAHCMITEPHI
CUCTEMH.

Cepmion® mokpamiye 1epeOpanbHi xonmiHepriudi QyHKHIii y cTapux TBapuH. TpHBane
3aCTOCYBaHHS HILIEProJIiHy y CTapuUX LIYypIB MEPElIKOHKAIO MOB’SI3aHOMY 3 BIKOM 3HMKEHHIO
PIBHsI alleTHJIXOJIIHY (Y KOpPi FOJIOBHOTO MO3KY Ta B CMYTacTOMY Tilli), a TaKOX 3MEHIITyBaJIO
BHUBUIBHEHHS alleTHIXOMiHy (y rimokamiii) B ymMoBax in Vivo. ITicis TpuBaioro mepopaibHOro
3acTocyBanHs mnpenapary Cepmion® Takoxk crocTepiragocs MiIBUILEHHS aKTMBHOCTI XOJIiH-
aneTwITpancdepasu Ta MUTbHOCTI MYCKAPUHOBUX PELENTOPIB. BUIbII TOTO, Y AOCTIHKEHHAX K
in Vvitro, Tak i iN VivO HIlEpProJiiH iCTOTHO 3HIKYBAB aKTHBHICTh alleTHIIXOJIiHECTEpa3u. Y IHUX
EKCIIEPUMEHTAJIbHUX JIOCTIDKCHHSAX HEUpPOXIMiYHI eQEeKTH CIocTepiraaucs OJHOYacHO 3i
CTIMKUM TMOJNINIICHHSIM IMOBEAIHKOBUX peakiiii. Hampukian, y tecti 3 71a0ipHHTOM Yy 3pUIHX
TBApUH, AKUM 3acTocoByBanu CepMioH® MpPOTATOM TPHBAJOro yacy, CIOCTEPIralld PO3BUTOK
peaxiliii, CX0KHUX Ha peaKilii y MOJIOANX TBAPHH.

Ilin uyac 3actocysanns mpenapaty Cepmion® y TBapMH TakoX BJAJIOCS 3MEHIIMTH IIPOSIBH
HE/IOCTaTHOCTI KOTHITUBHOT (PyHKII, sika Oyna iHIyKOBaHa KUIbKOMa areHTaMmu (TiMOKCIEro,
eNleKTpoKOHBYNIbcuBHOIO — Tepamieto  (EKT), ckomonaminom). IlepopanbHe 3acTOCyBaHHS
npenapaty Cepmion® y HU3BKUX [03aX 30iIblIye 0OMiH J0(aMiHy y 3piluX TBapHH, 30KpeMa B
Me30JIMOIYHIM  AUIAHII, MMOBIPHO, LUIAXOM MOJYJALIl A0(aMiHEPriyHUX PeLenTopiB.
Cepmion® TOKpanrye MEXaHI3MH MDKKJIITUHHOI Tiepeiadi CUTHAIIB y 3pUINX TBapuH. SIK micis
OJIHOPa30BOr0, TaK 1 MPHU TPUBAJIOMY MEPOPAILHOMY 3aCTOCYBaHHI Ipernapary crIOCTeplranoc;I
MiJBUINEHHS 0OMiHy 6a3anbHOro Ta aronicruyramporo Qocgoinosutumy. Cepmion® Takosx
MiZIBUIIYE AKTUBHICTh 1 NEpEeHECeHHS IO IUISHKA MeMOpaHu KalbLii3alexXHuX 130hopM
nporeinkinazu C. Lli ¢pepmenTn OepyTh yyacTb y MeXaHi3Mi CeKpellil pO3UMHHOIO aMiI0iTHOTO
MOTNEpeTHIKA TPOTEiHY, 110 MPU3BOIUTH IO TOCHJICHHS HOro BUBUIBHEHHS 1 10 3HMIKEHHS
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MIPOJIYKIIIT MATOJOTIYHOTO OeTa-aMiIoiny, mo OYyJI0 MPOJEMOHCTPOBAHO HA KYJIbTYPI JTIOACHKOT
HeiipobIacToMu.

3aBISKM CBOEMY AaHTHOKCHMAAHTHOMY e(eKkTy Ta 3JaTHOCTI aKTUBI3yBaTh (EepMEHTH
netoxcukarii Cepmion® 3ano6irae 3arubesi HepBOBUX KJIITHH BHACIIIOK OKCUIAHTHOTO CTPECY,
a TaKOX MOMEePe/HKYE BUHUKHEHHS arornTo3y B IN VIVO Ta in VItro ekcriepuMeHTaIbHUX MOJICIISIX.
Cepmion® mocrmabmoe BikoBe 3MenmienHs ekcrpecii MPHK HefipoHanbHOI CHHTa3H OKCHIY
a30TYy, IO TAKOX MO’KE BIUIMBATH HA TOJIIMIIICHHS KOTHITUBHOT (PYHKITii.

dapmakoMHAMIYHI TOCTIDKEHHS y JIOAWHU 3 BUKOPUCTAHHSAM KOMII FOTEPU30BAaHUX METOJINK
3HATTS enekrpoeHnedanorpamu (EET") Oymo mpoBeneHO 3a ydacTiO MOJIOJUX TOOPOBOJIBIIB Ta
TOOPOBOJIBINB JIITHROTO BiKY, a TaKOX 3@ y4acTIO TAILI€HTIB JIITHHOTO BiKY 3 KOTHITHUBHUMH
posmagamu. Hineproiin crpaBisiB HOopMali3yrounid BIuB Ha pe3ynbratd EEIT y marmieHTiB
JITHBOTO BIKY Ta JOPOCIMX MOJOJOrO BIKY HpPH TIMOKCIi, NIABUINYIOYH O- Ta [-aKTUBHICTh, a
TaKOX 3HWKYIOUM O- Ta 0-akTHBHICTH. [IO3UTHBHI 3MIHU IIOJ0 BUKJIMKAHOTO TMOTEHIIATY Ta
BINOBIAI HA MOJpPa3HEHHs OyiIM 3apeecTpoBaHl Yy MAalll€HTIB 3 JEMEHIEI0 JIeTKoro abo
MOMIPHOTO CTYIEHs pPI3HOI €eTioNorii (CeHUIbHA JEeMEHIlsl anbUredMepiBCbKOro THIY Ta
MyJbTUIH(APKTHA JEMEHILIS); MICIs JOBrOTPUBAJIOrO JIIKYBaHHS HILEProiiHoM (2—6 MmicsuiB) i
3MIHU KOPEJIOI0Th 3 OKPAIIEHHSIM KJITHIYHUX CUMITOMIB.

3 ornsAay Ha BUIl€3a3HAYeHE, OUEBUIHO, 110 HILEPTodiH i€ NUISIXOM MOIYITIOBAHHS HIMPOKOTO
CHEKTpa KIITUHHUX 1 MOJIEKYJISIPHUX MEXaHI3MIB, 3aJTy4eHUX JI0 MaTo(i310J0Tii JeMEeHIII].

VY noABiitHO CIiNMUX TUIae00-KOHTPOJIBOBAHUX KITHIYHUX JOCIIKEHHSIX Opajo yJacTh OUTbIe
HiK 1500 namieHTiB 3 AeMeHuier0 (Tunmy AJmblreiiMepa, CyAMHHOIO Ta 3MINIAHOTO THITY), SK1
OTPUMYBAJTH HilleproiiH y 031 60 Mr Ha 100y abo miaredo. [Ticis qOBroTpruBaioro JiKyBaHHS
HILEProJIIHOM cHocTepirasiocss 6e3nepepBHE 3MEHIIEHHsI KOTHITUBHUX MOPYILIEHb Ta MOPYIIEHb
MOBEIIHKK, TIOB’S3aHUX 13 JAEMEHIli€l0. 3MIHM MOXHa Oy/lo crocTepiratd Imicis 2 MICSIIIB
JIKYBaHHS, 1 BOHU YTPUMYBJIUCS MPOTITOM OJTHOTO POKY JIIKYBaHHSI.

DapmakoKiHemuka.

ITicns BBemeHHS 2 MT H3-HiueproniHy TPbOM  3JIOPOBUM  JTOOPOBOJIBISIM  IIUISIXOM
BHYTPIIIHHOBEHHOT 1H(Y31i TpuBamicTiO mNpuOMM3HO 10 XBWJIMH HINEPTOJIH ITiIaBaBCs
MIBUJIKOMY  Tiaposidy edipHOTO 3B’S3Ky 3  YTBOpEHHsAM  Meraboiity  1-metwmn-10-
Metokcuauriapoiaizeprony (MMDL). Bracmimok mnopanbmioi BTpaTH METHIBHOI TPpynu B
MOJIOKEHHI |  CTPpYKTypH  €projiiny  yTBOPIOETbCS  OCHOBHMM  Merabomir —  10-
Metokcuauriapoizeprosa (MDL). He3amineHuii HIleproyiiH BU3HAYaBCs Y BCIX TPhOX IMAIlIEHTIB
npoTsaroM mnepioay a0 90 xBuiauH micis 1HGY311 3 cepeaHiM piBHEM B IIa3Mi KpOBi OJM3BKO
4,5 ar/mn yepe3 20 XBUJIMH 3 TOJAJBIIUM IIBUIKAM 3HIDKCHHSIM, TIOB’S3aHUM 13 TEpioJioM
HaITIBBUBEJICHHSI, KU CTaHOBHTH MeHmIe 30 xBuiaumH. MakcumanbHa KoHIeHTparis MMDL
crioctepiranaca Bxke dyepe3 20 XBWJIMH TIiCNi BBEAEHHS IMpemapaTy, a WOro piBHI HIBUIKO
3HIDKYBJIMCH TICIIs TOTO BIPOJOBXK Iepioay A0 8 roauH. MakcumanbHa KoHIeHTpamiss MDL
cTaHoBMJIAa OJIM3bKO 2,2 Hr/MI Yepe3 4 TOJUHU Micis 3aBeplieHHs 1HQY31i 3 T0JaNbIIO0 OUIBII
NMOBUIbHOIO (pa3or0 3HIKEeHHA, HDK Taka B MMDL. Ilpu6musno 50 % ta 10 % BBemeHoi
pPafloaKTUBHOI PEYOBMHM BUBOJAMIIOCA 3 CE€Uel0 MPOTAroM 4 MHIB Ta 3 (eKamdisiMH MPOTIroM
7 IHIB BIAIOBIAHO.

Oco0nuBi rpynu NaIli€HTIB.

Brus nopymenHs GyHKIii HUPOK Ha (apMaKOKIHETHKY HILEPToIiHYy OLIHIOBAIM Yy MAIi€HTIB 3
nerkuM (KJIkp (knipenc kpeatuniny) 60—80 miu/xB), momipaum (KJIkp 30-50 Mir/XB) 1 TSKKUM
(KJIkp 10-25 mn/xB) nopymeHHsIM (yHKIil HUPOK. Y Mali€HTIB 3 JIETKUM (n = 5), HOMIpHUM
(n=5) ta TsoKKUM (n = 4) mopyuieHHsIM (QYHKIIIT HIPOK CIIOCTEepIraarcs 3HaYyIIli BiIMiHHOCTI B
kinpkocTi MDL, mo Buautses 3 ceueto npotaroM 120 rogus miciast npuiioMy HIlEproJiiHy B
no3i 30 mr mepopansHo (38,1 %, 42,6 % Ta 25,7 % mo3u npemnapaTy BiAmoBigHO); mist MMDL
BiAnoBiAHI 3HadeHHs cTtaHoBwiau 1,7 %, 0,6 % Ta 0,2 %. Y mamieHTiB 3 TSHKKUM MOPYIICHHSM
(GyHKIIT HUPOK CrHocTepiraiocs 3HauHe 3HIDKEHHS BuBeneHHs MDL 3 ceuero mopiBHSHO 3
IHIIMMU ABoMa Tpynamu. Kpim Toro, y mari€eHTiB 3 JErKUM, IOMIPHUM Ta TSXKKUM MOPYILIEHHIM
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¢byHKIii HUPOK crocTepiranocs cepenHe 3HWkKeHHs BuBeneHHS MDL 3 ceueto (0—72 ronuum)
BignoBiHO Ha 32 %, 32 % 1 59 % B MOpIBHSAHHI 3 MAIliEHTAMHU 13 HOPMAIILHOIO HHPKOBOIO
(GYHKIIEIO B IHIIOMY JOCTiKEHH] TPy ipuiioMi TabneTok mo 30 mr.

dapmakoKiHEeTHKa HIEProJiiHy He BUBYAJACS y HAIIEHTIB 3 HOPYIIEHHAM (YHKIiT TEYiHKH.
dapmakoKiHEeTHKA HILEProJiiHy He BUBYAJAcs y JITEH.

dapMaKoKiHETHKY HII[EPTrOJIiHY Y Mali€HTIB JITHHOTO BIKY MOBHICTIO HE BUBYEHO.

Kainiuni xapakrepucTuku.

Ilokazannsa.

locTpi Ta XpoHiYHI HEepeOpPOBACKYISAPHI MOPYIICHHS METa0o0Ji3My BHACIIOK aTepoCKIepo3sy,
TpoMOO3y 1 emOoJii mepeOpalbHUX CYAWH, TPAH3UTOPHUX TOPYIICHb IepeOpaIbHOTOo
KpOBOOOIry (TpaH3UTOpPHI IILIEMIYH1 aTaKH).

['onoBHwMit O1b.

JlonaTkoBa Teparnis Npu JIKyBaHH1 apTepialbHOI IiepTeH3i.

Ilpomunokazanns.

[ligBuiieHa 4YyTIMUBICTH MO [I0YOT PEYOBUHH, aJKAJOIMIB PULKKIB abo 10 Oyab-sSKOro
KOMIIOHEHTa mpemnapary. HemonaBHO mepeHeceHuid iH(apKT Miokapaa, TOcTpa KpOBOTEYa,
OpTOCTAaTUYHA TIMOTEH31s, TSKKa OpaauKap/Iis.

B3aemooia 3 inwmumu nikapcoKumu 3acooamu ma inuwii 6u0u 3acmooiil.

[Ipenapart ciix 3acTOCOBYBaTH 3 0OEPEKHICTIO PA30M 13:

- QHTUTINEPTEH3UBHUMH 3aco0aMu (HILEpProjiiH MO)Ke MOTEHIIIoBaTH ixHio Ait0). Hinepromin
MOX€ TIOTEHIIIIOBATH BIUIUB [3-0JI0KATOPIB HA cepIIe;

- CHUMITATOMIMETHYHUMHU 3acobamm (amba Ta Oera): HINEProJiH MOXKE MPOTHIIATH
Ba30KOHCTPUKTOPHUM €(QeKTaM CHMITATOMIMETHUYHUX TMperapaTiB, OCKUIbKH Ma€ aibda-
aapeHepriuanii 6okyrounit eekt (auB. po3aut «OcoOIMBOCTI 3aCTOCYBAHHS);

- mpenapatamMu, 10 MeTabomi3yoThes 13odgepmenToM CYP2D6: OCKUIBKM  HIEProJTiH
MeTabomizyerbes 13odepmenTom CYP2D6, He MOXHA BHKIIOYATH B3a€EMOJIl 3 IHIIUMU
JIKapChKUMU 3ac00aMu, 110 METa0O0TI3yIOThCS TUM CaAMHUM IIISIXOM;

- aHTHArperaHTaMM Ta AaHTUKOATyJIsHTaMu (HAIpUKIA] 3 aleTHWICATIIHUIOBOK KHUCIOTOIO):
HIEProyiiH MiJBUINY€E BIUIMB Ha TEeMOCTa3, y 3B’A3Ky 3 UMM MOXE I[I0JIOBXKYBAaTUCh 4Yac
KpOBOTEYi;

- IIpernaparaMi, Ii0 BIUIMBAIOTh HA METa00JI13M C€YOBOT KUCIOTHU: HIEProJIiH MOXKe MPU3BOAUTH
710 6€3CMMIITOMHOTO TiIBUIIICHHS PIBHIB CEYOBOI KUCJIOTH Y IJIa3Mi KPOBI.

Ocoonueocmi 3acmocyéanns.

JocnimkenHs: pa3oBoi abo 6aratopa3oBUX 103 HILIEProJiiHy MPOJAEMOHCTPYBAIIH, 10 HILIEPTOJIiH
MOXK€ 3HIKYBAaTH CHCTOJIYHUN apTepialbHUM TUCK 1 MEHIIOK MIPOI — JiacTOJIYHUN
apTepiaibHUN THUCK y HOPMOTEH3MBHHUX MAI[IEHTIB Ta MAI[IEHTIB 3 MIABUIICHUM apTepialbHUM
TUCKOM. Takuil BIUTUB HILEPTOIiHY Ha apTepiaibHUI TUCK MOYE BapilOBaTH, OCKUIBKU B IHIIHUX
JOCITI/DKEHHSAX He OyJlo MpOJEeMOHCTPOBAHO 3MIH CHUCTOJIYHOro abo  JiacTOJIYHOTO
apTepiabHOTO THUCKY.

CumnaromiMeTnuHi aronictu (anbda ta 6era) CiiJl 3aCTOCOBYBAaTH 3 00EPEXHICTIO MalliEHTaM,
10 OTPUMYIOTh HILIEPTOIiH (IUB. po3ain «B3aeMomis 3 IHITUMU JTIKapCHhKUMU 3acO0aMU Ta 1HII
BHJIA B3aEMOJIINY).

Hineprosin ciin 3 00epexHICTIO MPU3HAYATH Nalli€eHTaM i3 TiepypUKEeMI€l0 Y 3 MOJarporo B
aHaMHe31 Ta/abo MiJ dYac CYMYTHBOTO JIIKYBaHHsS MpernapaTrami, L0 MOXYTh BIUIMBAaTH Ha
MeTaboJIi3M Ta eKCKpEIlio ce4yoBoi KUCTIoTH (IuB. po3alt «[1o61uHi peakii»).

Bunuknenns ¢iOpo3sy (Hanpuknax (iOpo3y JiereHb, cepls, CeplLeBHX KiIalaHiB Ta
peTporneputoHeansHOro (Ghidpo3y) acolioBaIocs 3 3aCTOCYBaHHSIM JCSKHX AJIKAIOIMIB PDKKIB,
SIKUM TIpUTaMaHHa arOHICTUYHA aKTUBHICTB 110 5-HT2s-penentopiB cepoToHiHYy.



[ToBimoMmsIocs TPO BUHHUKHEHHS CHMIITOMIB €pProTH3My (BKJIIOYAIOYHM HYIOTY, ONFOBaHHS,
niapeto, aboMiHANBHMN OUTh Ta mMepudepuyHy Ba30KOHCTPHKIIIIO) MPH 3aCTOCYBaHHI JESKUX
QJIKAJIOT/IIB PDKKIB Ta iXHIX MOXITHHX.

[Tepen mpu3HAYEHHSM [BOTO KJIAcy JIKAPCHKHUX 3ac00iB JiKapsM HEOOXiTHO O3HAWOMUTHCS 3
O3HaKaMH Ta CHMIITOMAaMH MEePEeI03yBaHHS PHKKAMHU.

3acmocysanns y nepioo eazimnocmi abo 200y8arHs epyoor.

BarirHicTh

Hinepromiin He YMHHMB TOKCHYHOI Jii Ha PENpOayKTUBHY (PYHKIIIFO BariTHMX CaMoOK IIypiB Ta
KpodiB. JloCHiDKeHHST 3a YYacTIO BariTHUX JKIHOK HE MPOBOJMIIUCS. 3 OTJISIy Ha CXBaJlieHI
MOKa3aHHs, 3aCTOCYBaHHS IpenapaTy BariTHUM JKIHKaM Ta KiHKaM, M0 TOAYIOTb TPYAJIIO,
MasoiMoBipHe. HilepromiH MoXHa 3aCTOCOBYBAaTH IiJ 4Yac BariTHOCTI TUIBKM 32 YMOBH, IO
MOTEHIIIHA KOPUCTD IS AKIHKU NEPEeBaKy€e NOTEHUINHUN PU3UK IJIs IJI0/1a.

l'onyBaHHA rpyIro0

HeBinomo, un npoHUKaE HIIEProJiiH y TpyaHe MOJOKo, Tomy CepMioH
KIHKaM, SIKi TOAYIOTh TPYIIIO.

DepTIIILHICTD
VY nocnipkeHH1 Ha IIypax HilleproJiiH He BIUIMBAB Ha ()EePTHIIbHICTb.

® He cTijl 3aCTOCOBYBATH

30amuicmv enausamu Ha WEUOKICMb peakyii npu KepysaHHi asmompancnopmom abo iHumumu
MeXaHizMamu.

Xoua KmiHIYHa nig npenapary CepMmioH™ copsiMOBaHa Ha TIOKpAIleHHS MHJIBHOCTI Ta
KOHLIEHTpAallli, BIUIUB Mpenapary Ha HIBUIKICTh peakilii Mpy KepyBaHHI aBTOTPAHCHOPTOM abo
i yac poOOTH 3 IHITUMHU MEXaHI3MaMU MPHU [IbOMY HE AOCTKYBaBcs. B Oyab-sikoMy BUITaIKy
HEOOX1THO TIPOSIBJISITH 0OEPEKHICTh, OEpyUH 710 yBarun OCHOBHE 3aXBOPIOBAHHS IMAIlI€HTA.

[lin gac kepyBaHHsS TpPaHCIOPTHUMHU 3acob0amMu ab0 POOOTH 3 IHIIMMH MEXaHI3MaMH CIIiJT
BpaxOBYBaTH T€, 110 Yac BiJ Yacy MOKE€ BUHHUKATH 3allaMOPOUYEHHS a00 COHJIUBICTH (IUB. PO3ILT
«IToGiuHi peakirii»).

®

Cnocio 3acmocysanns ma 003u.

Bayrpimasom’s130B1 10’ ekiii: 2—4 mr (2—4 mu1) nBidi Ha 100y (BUKOPHUCTOBYETHCS PO3YMHHUK,
10 JTIOJA€THCS).

[ToBinpHa BHyTpimiHbOBeHHA 1HDY31s: 4—8 mr, po3unHeHHX y 100 M1 (i3i0JI0TIYHOTO PO3UMHY
a00 PO3YMHY TIJIFOKO3HU. 3a PIIEHHSM JIKaps IS 1032 MOKe OyTH MOBTOPHO 3aCTOCOBaHa KUIbKa
paziB Ha 100y.

Icnye nmocBix 3acrocyBanHs npemnapaTy CepMiOH~ HUISXOM BHYTPIINIHbOAPTEPIaTbHOI 1H €KIIIT:
4 mr, pozunHeHux B 10 M1 (pi31070TTHHOTO PO3UKHY, TIPOTATOM 2 XBUJIMH.

Pexxum no3yBaHHsI, TPUBANICTh JIKYBaHHS Ta IUISX BBEICHHS 3aJIeKaTh BiJ IHAMBIAYalIbHOL
KIIHIYHOT cutTyamii. Y AESIKUX BUMAAKaX JOIUIBHO PO3MOYMHATH JIIKYBAaHHS 13 BBEJIEHHS
npenapaTy napeHTepaibHO, a OTIM MEePeUTH Ha TPUBAIUN MepOpaTbHUI MPUITOM.

Edexr nikyBaHHS MpOSBISEThCS NOCTYNOBO. OCKUIBKU Teparisi, SIK MPaBUIIO, € JOBIOTPHUBAJIO0,
JiKapio HEoOXiMHO MPOBOJUTH OIIHKY AOUUIBHOCTI MPOJOBKEHHS JIKYBaHHS Yepe3 MeBHI
MIPOMDKKH Yacy, ajie He pijiie HbK KOXKHI 6 MicCALiB.

THayieumu nimnvoeo gixy. BigmoBimHO A0 pe3ynbTaTiB (hapMaKOKIHETHUHUX JOCHIHKEHb Ta
JOCII/DKEHb MEPEeHOCHMOCTI MpenapaTy, HallleHTaM JITHbOTO BIKY HE IMOTPIOHO MPOBOJIUTH
KOPEKIII0 JO3YBaHHS.

Tayienmu 3 nopywennam ¢ynxyii hupok. OCKUTbKA BUBEJICHHS 3 CEUEI0 € OCHOBHUM IIJISXOM
emiminaitii (80 %) HineprosiHy Ta HOro MeTa0OMNITIB, PEKOMEHIYEThCS 3HIDKYBATH 103y
npernapary Juid MalieHTiB 3 MOpYIIEHHAMH (YHKIII HUPOK (piBeHb KpeaTHHIHY B CHpOBATII
KpOBi > 2 Mr/mi) (auB. po3ain «DapMakoKiHETHKAY).

®
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besneka Ta eQeKTUBHICTh 3aCTOCYBaHHS HILEProJIiHY JITSAM BCTaHOBIEHI He Oynu. JlocTymHux
JAHUX HEMAE.

Ilepeoo3ysannsn. Ilpu 3acTocyBaHHI HINEProJliHy Yy BHCOKHX J103aX MOXIJIMBE THMYACOBE
3HIKEHHSI apTepiaibHOTO THCKy. CriemianbHe JIKyBaHHSA 3a3BHYail He MOTpiOHE, JOCTaTHHO
MOJISKATH KUTbKA XBWJIMH. Y BUHSATKOBHX BHIIQJIKaX MPH PO3BUTKY BUPAKEHOT HEIOCTATHOCTI
KpPOBOTIOCTAYaHHS TOJIOBHOTO MO3KY 1 CepIlsl pEKOMEHIOBAHO MMPU3HAYCHHS CUMITATOMIMETHKIB 1
MOCTIHMI MOHITOPUHT IOKAa3HUKIB apTePiabHOTO THCKY.

I06iuni peakuii.

Hwxue npencrasieHo moOiuHi peakilii 3a KJilacaMy CHCTEM OpPraHiB Ta y MOPSIKY 3MEHIIEHHS iX
CTYMEHs TSHKKOCTL. YacToTy BU3HAYAOTh TAKUM YHHOM: Ayke dacto (> 1/10); gacro (Big > 1/100
1o < 1/10); meuacto (Bix > 1/1000 mo < 1/100); piako ( Bix > 1/10 000 mo < 1/1000); axyxe piako
(< 1/10 000); wactoTa HeBimOMa (HE MOYKHA OLIHUTH Ha MIJICTaBi HASSBHUX JIAHHX).

Po3znaou 3 60Ky ncuxiku: HEUYACTO: AKUTAILIS, CIUTYyTaHICTh CBITOMOCTI, O€3COHHSI.

Posznaou 3 60xy Hepeogoi cucmemu: HEUACTO: COHIIHMBICTB, 3allaMOpPOYEHHS, TOJIOBHHU Oilb;
4aCcTOTa HEBiOMA: BITIYTTS )Kapy’.

CyOunni po3nadu: HEYACTO: apTepianbHa TIMOTEH31s, TPUTLIABH.

Po3znaou 3 60Ky unyHKOBO-KUWKOB020 MpPAKmy:: 9acTo: TUCKOMMOPT y KHUBOTI; HEUACTO: Jiapes,
HYJI0Ta, 3a1o0p.

Po3znaou 3 60ky wkipu ma niowkipHoi K1imKko8uHu: HEYACTO: CBEpODK; YacTOTa HEBIAOMA:
BUCHITAHHS".

3azanvui posnaou ma peaxyii y micyi 66edenns; 4acTota HeBigoma: Gpiopos?.

Pezynomamu oocniodcens: HEIaCcTO: MIABUIIEHHS PIBHS CEUOBOT KUCIOTH B KPOBI.

& OmiHKa 9acTOTH MOOIYHMX peakiliii 6a3yBajach Ha pe3yibTaTax JOCTIHKEHb, BKIIOYCHHUX 0
KOMIUIEKCHOTO pe3ioMe 3 Oe3MeKu JIKapChKOoro 3aco0y (peakilii, 10 BUHHUKIU TICIsA MOYaTKy
JIKYBaHHS 3 Oyab-sKkoi npuunHK). [leit koMIiekCHU aHati3 Oe3MeKH BKIIIoYae qaHi 8 mMoABIHO
CIIMUX KOHTPOJIBOBAHUX JOCTIKEHD 3a YYaCTIO MAIlIEHTIB 3 JIETKOIO a00 TTOMIPHOIO JIEMEHIIIEI0,
3 sgkux 1246 mamieHTiB oTpuMyBanu Hinepromid. «[IpaBuiao TprOX» HE 3aCTOCOBYBAJIOCH,
OCKUThKM B 0a31 JaHUX KOMIUIEKCHOTO pe3ioMe 3 Oe3leKkW HileproiiHy Oyino MeHIe
3000 rmarienTis.

Tlogioomnenns npo nioo3proeari nodiuHi peakyii.

[ToBimomieHHsT TIpO MIAO3PIOBaHi MOOIYHI peakIlii Imcis peecTpallii JIKapchbKOro 3acoly €
BaXUIMBUM 3aX0Ji0M. Lle 1ae 3MoTy MpoJI0B)KYBaTH MOHITOPUHT CIIBBIJIHOIICHHS! KOPUCTH/PU3UK
IpH 3aCTOCYBaHHI mpemnapary. [IpocuMo mpaiiBHUKIB cepu OXOPOHHU 3JI0POB’sl TOBIIOMIISITH
po OyAb-sIKi Mi03proBaHi MOOIUH1 peakilii BIAMOBITHO 10 BUMOT 3aKOHOIaBCTBA.

Tepmin npuoamnocmi. 4 poxu.

YmoBu 30epirands. 30epiratd B HEJAOCTYIHOMY JJIsl JiTE Micli MpuU TeMmIepaTypi HE BUILE
25 °C.

[Ticnst BigHOBJIEHHA 30epiraTy B KapTOHHIN yHmakoBI Ul 3aXUCTY Bij] CBITJIa IIPU TeMIlepaTypi
He Buie 25 °C. Po3uuH citif BUKOPUCTATH NMPOTATOM 48 TOJMH.

Hecymicnicmp. ]J{71s1 BHYTPIIHHOM SI30BHX 1H €KL BUKOPUCTOBYETHCS PO3UYMHHHK, IO
nojaeThbes. [ BHyTpIIIHBOBEHHHUX 1H €KL1H/1H(DYy31il BUKOPUCTOBY€ETHCS (i310J0TIUHUIN pO3UUH
a00 pO3YMH IITIOKO3H.

YnakoBka. [lo 4 mr miodinizaty y ¢akoHi; mo 4 M po3unHHUKa B ammyii. [To 2 ¢uakonu ta
1o 2 aMIyJIM y YapyHKOBIf yHaKkoBIli; O 2 YapyHKOBI yIIaKOBKM B KapTOHHIN KopoOri; abo 1o
1 ¢nakony 3 mopomkom Ta 1 ammysni 3 pO3UMHHUKOM MOMIIIAIOTh B KAPTOHHY KOPOOKY pa3oM 3

5



IHCTPYKITIEIO I MEIUYHOTO 3acTtocyBaHHs. [lo 4 xapToHHI KOpOOKH, ymakoBaHi pa3oM B
KapTOHHY KOPOOKY.

Kareropis Binnmycky. 3a penenrom.

BupooHuxk.
[paitzep Mentodexkuypunr bensris HB/Pfizer Manufacturing Belgium NV.

Micue3HaxoakeHHsI BHPOOHUKA Ta ajgpeca Micls NPOBAaKeHHA Oro AifAIbHOCTI.
Petikcer 12, Ilyypc, 2870, bensris/Rijksweg 12, Puurs, 2870, Belgium.



	Симпатоміметичні агоністи (альфа та бета) слід застосовувати з обережністю пацієнтам, що отримують ніцерголін (див. розділ «Взаємодія з іншими лікарськими засобами та інші види взаємодій»).
	Ніцерголін слід з обережністю призначати пацієнтам із гіперурикемією чи з подагрою в анамнезі та/або під час супутнього лікування препаратами, що можуть впливати на метаболізм та екскрецію сечової кислоти (див. розділ «Побічні реакції»).

