IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHSA JiKapChKOIo 3aco0y

CEPMIOH®
(SERMION®)

Cknao:

dioua peyosuHa. HILEPTOJIiH;

1 TabrneTka MiCTUTH Hilleproiiny 5 mr abo 10 mr;

00noMidicHI peyoguHu. KaJbIlito Tixpodocdat auriapart, memroa03a MiKpOKpUCTaIiYHa, MarHilo cTeapaT, HaTpiro
KapOOKCUMETHIIIeNon03a, Tutany nuokeua (E 171), caxaposa, Tanbk, cMoJia akalii, cMoJia caHiapaky, MarHiro
kapOoHart, KaHi(oIb, Bick kKapHayOchkui, xoBTuit 3axig (E 110) (ans Tabmerok mo 5 mr).

Jlikapcbka ¢opma. TabneTkn, BKPUTI IyKPOBOIO 000JIOHKOIO.

OcnosHi Qhi3uxo-xXimiuni enacmueocmi

mabaemku no 5 me: Kpyrii OMyKJIi TaOJNEeTKH, BKPUTI I[yKPOBOIO 0O0JIOHKOIO OPAHKEBOTO KOIBOPY;
mabaemkuy no 10 me: KpyTrii OmykKii TabJIeTKH, BKPUTI IIYKPOBOIO OOOJIOHKOIO 01710T0 KOJIbOPY.

dapMakoTepaneBTHYHA rpyna.
[Tepudepuyni BazogunaTaTopu. AJNKanoiad piKKiB.
Kon ATX C04A EO02.

Dapmakonoziuni e1acmueocmi.

Dapmakoounamixa.

Hiueprouniz € moxigHuM eproiiny 3 anbda-1-agpeHepriunoro 0J0Kyr0u0r0 akTuBHICTIO. [licis mepopaibHOTO
3aCTOCYBaHHS HILIEPTOJIiH MiITA€THCS MBUAKOMY 1 3HAYHOMY METa0O0Ii3My 3 YTBOPEHHSM Py METa0OMITiB, 32
PaxXyHOK SIKUX TaKOX CIIOCTEPIraeThcs akTUBHICTH Ha pi3HuX piBHAX [THC.

IIpu nepopanvromy 3acmocysanni Cepmion® nposigisie wucienni Heupoghapmarkono2iuni egpexmu BiH HE TUTBKU
HiABUIIY€ HAXO/KEHHS Ta CIIOKUBAHHS IVIFOKO3U B MO3KY, MiJICHIIIO€ 610CHHTE3 O1JIKa Ta HYKJIETHOBUX KHUCIIOT,
aJie TAKOK BIUIMBAE Ha Pi3Hi HelpoTpancMiTepHi cuctemu. CepMioH® moKpariye repeOpaibHi XOMiHepriuHi QyHKIIi
y cTapux TBapuH. TpHBaiie 3aCTOCYBaHHsI Mpenapary HiLEprojiHy y CTapHuX I1ypiB NEPEHIKOPKAI0 OB’ I3aHOMY 3
BIKOM 3HIDKEHHIO PiBHS alleTHIIXOMiHY (y KOpi Ta B CMyTracTOMY TiJli), @ TAKOK 3MEHIITYBaB BUBUTbHEHHS
alleTWIIXOJiHY (y rinokamiii) B ymoBaxn vivo. Ilicis TpuBanoro nepopajabHOro 3acTocyBaHHs npenapary CepMmioH
® TaKOK CIIOCTEPIraocCs IMiJBUIICHHS aKTUBHOCTI XOJTiH-aI[eTHATPaHC(epasH Ta MIJIBHOCTI MyCKapHHOBUX
perienTopiB. binbin TOro, y JOCTiIKEHHAN Vitro Ta 1in vivo HILIEPTOMiH ICTOTHO MiABUINYBAaB aKTUBHICTh
alleTIIIXOJIIHECTEpa3h. Y MUX eKCIePUMEHTATBHUX TOCIIDKEHHAX HEHPOXiIMiuHI e(heKTH criocTepirammcs
OJIHOYACHO 31 CTIMKUM MOJIMIIEHHSIM MOBEIIHKOBHUX PEaKIIii, HAMPUKIIAL, Y TECTi 3 TaOIpUHTOM Y 3pIIUX TBApHH,
SIKUM 3acTOCOBYBa CepMiOH® MPOTATOM TPHUBAIIOTO Yacy, CIIOCTEPIrain PO3BUTOK PEaKIliil, CXOKUX Ha PEaKIlii y
MOJIOJIUX TBapHH.

ITix gac 3actocyBants mpernapaty CepMiol® y TBApHH TaKOXK BIAJIOCS 3MCHIIUTH MPOSIBH HEAOCTATHOCTI
KOTHITUBHOI (DYHKIIIi, sSika OyJa iHIyKOoBaHa KiIbKOMa areHTaMu (TiMOKCI€I0, eleKTPO-KOHBYIHLCHBHOIO TEPAITI€I0
(EKT), ckorionaminom). ITepopainbhe 3actocyBants npenapary Cepmioff y HU3BKHX 03aX 301IbIIye METa00IIi3M
nodamiHy y 3piuxX TBapHH, 30KpeMa B Me30JIMOI4HIN TUTSHIN, HMOBIPHO, HIISIXOM MOIYJISALIT J0(haMiHePTiYHUX
perenitopiB. Cepmion® Mmokpariye MeXaHi3Mu TPaHCAYKI[l CHTHATIB Y KIIITHHAX Y 3PUTHX TBApHH. SIK micst
OJITHOPa30BOI'0, TaK 1 IPU TPUBAJIOMY IEPOPATILHOMY 3aCTOCYBaHHI IIpenapaTy CHOCTepiraaocs MiABUIICHHS
MeTabo:mi3My 6a3aIbHOTO Ta aroHicTay TIUBOro hochoinozutumay. Cepmidh TaKOXK IMTiABUIIYE AKTHBHICTS i
NEPEHECEeHHs 10 TUISIHKM MeMOpaHt Kajblii3anexxHux 130¢opM nporeinkinazu C. 3aBasku CBOEMY
AHTHOKCUIaHTHOMY €(DeKTy Ta 3IaTHOCTI aKTUBI3yBaTh pepMeHTH AeTokcukariii Cepmidh momnepemkae 3arudenpb
HEPBOBHX KJIITHH, 10 CIIPUYUHSETHCS OKCUAAHTHIM cTpecoM Ta arnonto3oM. CepMioH® nocnabiiroe BikoBe
smeHIIeHHs excripecii MPHK HeiipoHansHOT cHHTa3u OKCHIY a30Ty, IO TAKOK MOJKE BIUTMBATH HA TTOIMIICHHS
KOTHITUBHOI (DyHKIII].

Dapmakoxinemuxa.

[Ticis nepopabHOro 3aCTOCYBaHHS HILIEPTOMIiH MIBUJKO TA Maiyke MOBHICTIO BCMOKTYEThCs. MakcUManbHUN



MOKA3HUK PaIl0aKTUBHOCTI Y CUPOBATII KPOBI MiCIs 3aCTOCYBAHHS 3J0POBUM JTOOPOBOJIBISIM HU3BKUX 103 (4-5
MT) paZi0aKTUBHO MIY€HOTO HIIIEproiHy crioctepiranocs yepes 1,5 roguan. AGcomoTHa 610JOCTYITHICTD
HILIEproJIiHy MiCJsl IEPOPaIbHOTO 3aCTOCYBAaHHS CTAHOBUTH MPUOIN3HO 5 % BHACIIAOK HOr0 BUCOKOTO
MIEYiHKOBOTO KJIIPEHCY Ta MPECHCTEMHOT0 MeTaboutisMy. Uepes 1 roauHy Mmiciist mepopaibHOro 3acTocyBaHHIAC-
MIYEHOT0 HILEProJiHy 1rypaM (5 MI/KT), y TOJJOBHOMY MO3KY TBapHH OyJiM BUSBIEHI HILIEPTOJIiH 1 HOTrO OCHOBHUI
metabomit (MMDL, 50 % Bix 3aransHoi pamioakTuBHOCTI). [licist mepopasbHOTO 3aCTOCYBaHHS TEPAIEBTUIHUX
JI03 HIIIEPTrOJIiHY 3I0POBUM JOOPOBOJIBISIM TIIONIA M1l KPUBOIO PaJi0OaKTHBHOCTI CUPOBATKU KPOBi cTaHOBMIIA 81
% 16 % 3HaUEHHS, pO3PaXOBAHOTO IS TBOX OCHOBHUX MeTa0oIIiTiB Hinteproyiny — MDL i MMDL BiamoBigHo.
[TikoBi kouneHTpauii MMDL i MDL y ma3mi kpoBi gocsiranucst mpudau3Ho uepe3 1 ta 4 ToAuHM micis
3aCTOCYBaHHS Npemnaparty 3 nepiojom HamiBBuBeAeHHs 13 Ta 14 roaun. Po3noain npenapaty y TKaHWHAX
MIBUAKUI Ta IIUPOKUH, 110 BiI0OOpakaeTbCs KOPOTKOIO (ha30i0 PO3MOILTY paJioOaKTHBHOCTI CUPOBATKU KPOBI.
00’eM po3MOALTY HIIEPTOTiHY JOCUTH Benmukuil (>105 ). HiteproiiH y 3HaUHINA KUTBKOCTI 3B’ I3YEThCS 3 OlTKaMu
TUTa3MH KPOBI JIOAUHH, TIPH LIbOMY CIIOCTEPITaeThCs OUIbIIA CIIOPIIHEHICTh 10 |-KHCIOT0 TTIKOMPOTEIHY, HIXK 10
anpOyMiHy cupoBaTKU KpoBi. [lepeBaxHMM YMHOM IpenapaT BUAUIseThes 3 ceueto (80 %), 10-20 % npenapaty
BUJUISIETHCA 3 KastoM. DapMaKkoKiHETHKA HIIEProIiHy Mae JIiHIWHUN XapakTep (pH epopalbHOMY 3aCTOCYBaHHI y
no3ax 30-60 mr). HiteproJiin 3Ha4HOI0 MipOI0 METa00MI3y€ETHCS TIEPE]T BUBEACHHSIM MEPEBAKHO MUISTXOM T1APOTIZY
edipHuX 3B’s3KiB 3 yTBopeHHsIM MMDL, a motim — MDL nuisixom 1eMeTuiroBaHHS (32 TOMOMOTOI0 KaTaTiTHYHOT
nii i3opepmenty CYP2D6). ¥V mamieHTiB 3 TSHOKKUM MOPYIIEHHSIM (DYHKIIIT HIPOK CIIOCTEPIrajiocs 3Ha4He
3MeHIeHHs BuaLIeHHs MDL i3 ceuero. [Ipu BroppuHHOMY MeTa0OIIYHOMY IUISIXY 33 JOMOMOTOI0 IEMETUIIOBaHHS
(1-DN) yTBOpIo€eThes 1-neMeTI-HIleproiH, sIK|i moTiM MeTaboizyerses 10 MDL nuisxom rifpodizy edipHux
3B’SA3KIB.

KutiHiYHI XapaKTepUCTHKH.

Ilokazannusa.

["ocTpi Ta XpoHiuHi 1IepeOpoBaCKyIsIpHI METabOMIuHI TOPYIIEHHS, 1110 BUHUKAIOTh BHACIIIOK aTePOCKIEpPO3y,
TpoMO03y Ta eMOOJIi1 MO3KOBUX CYJIUH; TPAH3UTOPHI MOPYIIEHHS MO3KOBOTO KPOBOOOITY (TPaH3UTOPHI imeMiuHi
aTakw).

["onoBHMIA 6116,

Sk nomaTkoBa Teparmis mpu CUCTEMHIN apTepiabHiil rinepTensii.

Ilpomunokaszanns.

[TinBuIieHa Yy TIUBICTH 10 OYIb-SKOT0 KOMIIOHEHTA MpernapaTy ado /10 aJIKaloi/liB pIXKKIB; y pa3l HeIOJaBHO
NepeHeceHoro iHpapKTy Miokapaa, rocTpoi KpOBOTEUi, OPTOCTATHYHOI TIMOTEH311, TXKKOT OpaauKap/Iii.
OpHOYaCHMI TPUHOM CUMITATOMIMETHKIB (aroHiCTH aib(a- 4n OeTa-perenTopis).

B3aemooia 3 inmumu nikapcoKkumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

[IpemapaT 3aCTOCOBYIOTH 13 O0EPEKHICTIO y KOMOIHAIIIT 3:

- anTHrinepreH3uBHUME 3acobamu (CepMioH® MOKe MOTEHIIIOBATH iX eEKTH);

- IpernaparamH, 10 TaKoX MeTa0o0i3y0ThCsl cUCTeMOI0 uToxpomy P450 2D6, ToMy 1110 HEMOMIJIMBO BUKIIIOYUTH
B32€EMOJIIIO 3 IUMH 3aC00aMU (TaKMMH SIK XiHIJiH, OLTBIIICTh aHTUIICHXOTHYHUX 3aC001B, Y TOMY YHCIIi KJIO3aITiH,
PHCIIEPUIOH, TAIONEPUI0JI, TIOPUIA3HH);

- AIETHIICATIIMIIOBOIO KUCIIOTOIO (MOKE TIOJIOBXKYBATHUCS Yac KPOBOTEYi);

- IpenapaTamu, 10 BILTUBAIOTh HA META00III3M CEYOBOi KHUCIOTH (MOXKYTh 3MIHIOBATUCS METa00III3M Ta EKCKpellis
CE4OBO1 KUCIIOTH).

CepmioH® He MOXKHA 3aCTOCOBYBATH OJIHOYACHO 13 3acobamu, siki 30ymkyrote [ITHC, a- Ta B-agpeHoMiMeTHKAMH.
OCKUTBKY HILEPTOJIH MiABUILY€E €PEKT aHTUKOATYJISIHTIB Ta aHTHATPETAHTIB, TO TPH X OJHOYACHOMY 3aCTOCYBaHHI1
3 HILEPTOJIIHOM HEOOXiTHO KOHTPOIIOBATH MapaMeTpH 3CiTaHHS KPOBI.

[Tpemapat MOkKe MOCHITIOBATH €PEKTH XOJTIHOMIMETHIHHX 3aC001B.

Hiueprounin Moke MOTEHIII0OBaTH BILTUB B-0J0KAaTOPIB HA CepIIe.

Ocoobnusocmi 3acmocyéanns.
V tepaneBTnunux q03ax CepMioH® mepeBakHO HE BUKIMKAE 3MiHH apTEPiaIbHOTO THCKY, MPOTE Y MAII€HTIB 3
apTepianbHOIO TIEPTEH31EI0 MpenapaT MoKe MOCTYOBO 3HIKYBATH OKa3HUKH apTepiajbHOIO TUCKY.



Crnizt 3 06epeKHICTIO 3aCTOCOBYBATH IIPENapaTr y XBOPUX 31 CTEHOKAP/I1€I0 HABAHTAXKEHHS Ta BUPAKECHUM

arepockiepo3oM. Ha moyatky JiKyBaHHS MOKIIMBHIA PO3BHTOK OPTOCTATUYHOI TOTEH3II.

[Tpemapat cmif 3 00epekHICTIO 3aCTOCOBYBATH Malli€EHTaM 3 TiepypuKeMi€eio abo moIarporo B aHamHe31 Ta/abo i

Yac CyIyTHBOTO JIIKyBaHHS MpenapaTamH, 10 MOXKYTh BIUTMBATH Ha METa00JIi3M Ta €KCKPEIIiI0 CEY0BOT KUCIIOTH.

Ockinbku mpubnn3Ho 80 % MeTaboITIB HILEProiHy BUAUISETHCA 3 ceuelro, 0akaHo 3MEHIIYBaTH J103y Mpenapary

y MAIi€HTIB 3 MOPYIMEHHAM QYHKII{ HUPOK. (KpeaTuHiH CUPOBATKU > 2 Mr/mit abo 175 MMoub/m).

Ha yac 3actocyBaHHs Ipenapary CiiJl yTpUMYyBaTHUCS Bl BXKUBAHHS aJIKOTOJIO.

Edexr Big 3acTocyBaHHs npenapary 30UIbIIyeThbes moctynoBo. OTke, mpernapar CiIiji 3aCTOCOBYBATH IPOTATOM

TpHuBasioro yacy. baxkano, o0 KoxkHi 6 MiCsIIiB JliKap OLiHIOBaB edeKTra MpuiiMaB pillleHHs MO0 AOUITLHOCTI

MIPOJIOBKEHHS 3aCTOCYBaHHS IpeTapary.

Bunuknenns gpibposy (Hanpukiazn Gpidbpo3y jgereHs, cepiis, CepleBUX KIanaHiB TPETPONepUTOHEaTLHOTo (pidpo3y)
ACOIIIOBAIOCS 3 BUKOPHCTAHHIM JISSIKUX AJIKAJIOi[iB PIXKKiB, SIKUM IMPUTaMaHHA arOHICTUYHA aKTUBHICTH 10 5-HT

2p-PELENTOPIB CEPOTOHIHY.

[ToBigoMIIsIIOCS PO BUHUKHEHHS! CUMIITOMIB €proTu3My (BKIIIOYAIOYH HYAOTY, OJIFOBaHHS, Jiapeto,

aboMiHaNBHUHN OUTH Ta 3BYKEHHS NepU()EepUIHUX CYUH) MIPH 3aCTOCYBAHHS JISAKHUX aJIKAIOI/iB PIKOK Ta iX

MOX1AHHX.

[Tepen mpu3HaUEHHSAM I[HOTO KJIACYy JIKAPCHKUX 3aCO01B JiKapsIM HEOOX1THO 03HAHOMUTHUCS 3 O3HAKAMU Ta

CHUMITTOMaMH TIEPEI03yBaHHS PIXKOK.

3acmocyeanns y nepioo eacimuocmi abo 200y8aHHs 2pyooio.

TOKCHKOJIOTIYHI JOCIKEHHSI HE BUSBUJIM TEPATOTCHHOTO BIUIUBY HIlleproiiHy. BpaxoBytoun nokazaHHs
npenapary CepmioH® HOro 3acToCyBaHHS BariTHHM JKIHKaM Ta JKiHKaM, sIKi TOAYIOTh TPY/II0, MAIONMOBIpHE.
SIk110 moka3zaHHA 0 MPU3HAYCHHS JIKyBaHHS OOTpyHTOBaHE, JIIKyBaHHS HEOOX1AHO PO3MOYMHATH TUTBKH MicCIs
OIIIHKY CITIBBITHOIICHHS «PU3UK/KOPUCTDHY.

HeBiznomo 4u MpOHHKAE HIllEProiiH y MOJIoKo, Tomy Cepmioff He MOBHHEH 3aCTOCYBATUCH XKiHKAM, SIKi TOIYIOTh

IPyAaro.

30amuicmo éniueamu Ha wWBUOKICMb peaKkyii npu Kepy8anHi asmMompancnopmom abo iHUUMU MEXAHIZMAMU.
Xoua kiiHiuHI edextr npenapaty Cepmiof BAKOPHCTOBYIOTH ISl TOKPAIICHHS YBAark Ta KOHICHTpallii, Horo
BIUIMB HA 3/1aTHICTh KEPYBAaTH TPAHCIIOPTHUMHU 3aCO0AMH Ta MPAIOBATH 3 IHIIUMHU aBTOMAaTH30BaHUMHU
CHUCTEMaMH IPH [IbOMY HIKOJIU HE BHUBYABCS. Y OyAb-SIKOMY BUMAJAKY HEOOX1AHO JOTPUMYBATUCh OOEPEKHOCTI,
Oepyuu JI0 yBaru OCHOBHE 3aXBOPIOBAHHS MAIlI€HTIB.

Cnoci6 3acmocyeanus ma 003u.

PexomennoBana qo6oBa 03a mpenapary cTaHoBUThH 5-10 Mr Tpuui Ha 100y Yyepe3 0JIHAKOBI TPOMIXKKHU Yacy,
OaxxaHo MiXK TpuiioMamu 1Xxi, Iy Oe3MepepBHOTO JTIKyBaHHSI.

Pexxumu 103yBaHHS, TPUBANICTD JIKyBaHHS Ta [UIAX BBEIACHHS 3aJIeXKaTh Bl BUPAKEHOCTI OKPEMUX KIIIHIYHUX
NPOSIBIB 3aXBOPIOBAHHA. Y JSSIKUX BUIAJIKAaX Kpallle NOYMHATH 3 TAPSHTEPATHHOTO JIIKYBaHHS, a TIOTIM
MEPEXOIUTH Ha TPUBAIUN NIEPOPaATbHUN MPUHOM Mpenapary.

3a pe3ysibTaTaMu JIOCHTIHKCHb (PapMaKOKIHETHKH 1 IEPEHOCUMOCTI TAI[iEHTaM JITHHOTO BIKFOPEKITIIO JO3H
npenapaTy nIpoBOAUTH HE MOTPIOHO.

Himu.

[Tpemapat He i 3aCTOCOBYBATH y MEAIaTPHYHIN TPAKTHIII.

Ilepeoo3ysanns.

[Tpu 3acTOCyBaHHI HILIEPTOJIIHY Y BUCOKUX J03aX MOKE CIIOCTEPIraTHCs TUMYACOBE 3HMKEHHS apTepialbHOTO
tucky. CrieriasibHe JTiKyBaHHS 3a3BHYail He TOTPiOHE, JOCTATHRO MAIliEHTA IMOKJIACTH Y TTOJOKEHHS JIS)KadH Ha
KIJIbKA XBWIMH. Y BUHSATKOBHX BHITaJIKaX HEJOCTATHOCTI KPOBOIIOCTAYaHHS TOJIOBHOI'O MO3KY 1 ceplis
PEKOMEHI0BaHI CHMIIATOMIMETHKH 1 TIOCTIHHUN MOHITOPHHT IMIOKAa3HUKIB apTEPiabHOTO THCKY.

Ilo6iuni peakuii.
Pigxo moBitoMIIsIoCs Mo HACTYIIHI HETSHKKI MOO14HI e(heKTH.



3 60Ky mpagno2o mpaxmy: 3an0p, HyJJ0Ta, OJIIOBaHHS, 30UIbIIEHHS KUCIOTHOCTI IITYHKOBOI'O COKY, Jiapesi, Outb y
JKUBOTI.

3 60Ky cepyeso-cyounnoi cucmemu: apTepiajabHa TiIOTeH31s, 3a1aMOPOYEHHS, HAallaAu CTEHOKapii, TOXO0J0JaHHS
KIiHITIBOK, TaXiKapIis.

3 60Ky Hep606oi cucmemu: 3aTIAMOPOUYEHHS], TOJIOBHUM O11b, CIIITyTaHICTh CBIIOMOCTI, COHJIUBICTD, OE3COHHS.
Anepeiuni peaxyii: aHTIOHEBPOTUYHHAN HAOPSIK, CBEPOIK, MIKIPHI BUCHITAHHS.

3 60Ky penpodykmusHoi cucmemu y 40108IKi: TIOPYILIEHHS €KY

3acanvni posnadu: BITIYTTS Kapy, IPUILTUBY, MITIUBICTh, OUTb Y KIHIIIBKAX, MIBULICHHS TEMIIEpaTypH Tijia.

VY xoai KIIHIYHUX JOCTIIKEHb CIIOCTEPIranocs MiABUIICHHS PIBHS CEUOBOI KUCIOTH B KPOBI, 1110 HE 3aJIeXkKAalO0 SIK
BiJl MPU3HAYEHOI J03H, TaK 1 BiJ] TPHBAJIOCTI JIIKYBaHHS.

Tepmin npuoamunocmi. 3 poku.

YmoBu 30epiranus.
30epiratu npu Temieparypi He Buie 250 C.

YnakoBka.
Tabnemku no 5 me: mo 15 Tabnerok y Omicrepi; mo 2 GuicTepu y KapTOHHINH KOPOOIIi.
Tabnemxu no 10 me: no 25 Tabnetok y Omictepi; o 2 OiicTepu y KapTOHHINA KOPOOITi.

Kareropis Binmycky. 3a peentom.

BupooHuk.
[aiizep Iramnis C. p. ..
Pfizer Italia S.r.1.

Micue3HaxoaKkeHHsI BAPOOHHMKA Ta ajpeca MicUsi IPOBAKEHHA Oro AisIbHOCTI.
Jlokamnita Mapino gens TpouTto — 63100 Ackomi ITiceno (AIT), Itamis.
Localita Marino del Tronto — 63100 Ascoli Piceno (AP), Italy.



