IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PAIIIMIT

(RAPIMIG)

Cknao:
ditoua pevosuHa: zolmitriptan;
1 TabGneTka MiCTUTh 30JIMiTpUINTaHy 2,5 abo 5 Mr;

0onoMidcHi peyosuHu: MaHiT E 421, Kanblito CUTIKAT, Ie/II0JI03a MIKDOKPUCTATiYHa, acrapTaM,
HATPil0 KPOXMaNbriKonAT (Tun A), KpocnosigoH (tum B), apomaTtusaTtop Orange flavour, kpeMHito
mioKcup KonoigHui 6e3BOIHMIM, MarHilo cTeapar.

JIikapcbKa ¢popMa. TabneTKy, 110 JUCIIEPTYIOTHCS B POTOBIN MTOPOKHUHI.

OcHo8Hi (bi3uko-xiMiuHi 81acmusocmi: Gimi, Kpyrii, maocki TabneTku 3 Gpackoro.

®apmakoTepaneBTHYHa rpymna. 3acobu, 1o 3aCTOCOBYIOTLCS TP MirpeHi. CeneKTuBHi
aroHictu SHT,-penentopis cepoToHiny. 3onMitpuntas. Kog ATX N02C CO03.

dapmakonoeiuHi e1acmueocmi.
dapmakoOduHamika.

30/IMITPUIITAH € CeJIEKTUBHUM aroHictoM pekombiHaHTHUX 5-HTy,-perienTopiB cepoTOHIHY CyOUH
JIOOUHU. Ma€e OMipHYy CIIOPiIHEHICTS i3 cepoToHiHOBUMU 5-HT,,-peLienTopaMu, He Ma€ CyTTEBOL
adinzocTi abo hapmakooriuHoi akTuBHOCTI mono 5HT,-, 5SHT,-, 5SHT,-cepoTOHIHOBUX PEIENITOPIB, a;-
, 4,-, b,-ampeHepriunux penenrtopis, H,-, H,-rictaMmiHOBuX pelenTopiB, M-X0miHOBUX pelenTopis, D;-,
D,-modaMiHepriuHux perenTopis.

[TpemapaT CIpUYKUHSIE BA30KOHCTPUKIIiIO, TePeBaXkKHO KpaHialTbHUX CYAUH, 6JI0Ky€ BUBITbHEHHS
HEUPONENTHUNIB, 30KpeMa Ba30aKTUBHOT' 0 IHTECTUHAJIBHOTO IENTUY, IKUY € OCHOBHUM e()EeKTOPHUM
TpaHCMiTepoM pedIeKTOPHOT0 30yAKEHHS, 1110 CIIPUYUHSIE Ba30guIaTallilo, iKa JIeKUTh B OCHOBI
naTtoreHe3y Mirpesi. [Ipu3ynunsie po3BUTOK Hallafly MirpeHi 6e3 npsiMol aHanreTuyHol fii. [Topsn 3
KyIipyBaHHSM MirpeHeBOro Hamafy 1mociaabiitoe HygoTy, 6moBaHHS (0COGIMBO MIPH JTiBOGIYHUX
arakax), ¢oro- i ponodobito. BrimuBae Ha LIeHTpU CTOBOYpa IOJIOBHOT'O MO3KY, IIOB’sI3aHi 3 MirpeHHIo,
110 MTOSICHIOE CTiMKHW IOBTOPHUY e(EeKT IPH JIiKyBaHHI cepil 3 KiTbKOX HallaAiB MirpeHi B OIHOTO0
naiieHTa. BucokoehekKTUBHUY Y KOMIIZIEKCHOMY JIiKyBaHHI MirpeHeBOro craTycy (cepil 3 KiTbKox



TSI2KKUX, II0 HAaCTalOTh ONWH 3a OOHUM, HallafiB MirpeHi TpuBaicTio 2-5 {i0). YcyBae MirpeHs,
acoIliioBaHy 3 MEHCTpPYaII€l.

[lis npemapaty po3BuBaeThCs yepe3 15-20 xB i gocsirae MakKCUMyMy 4epe3 FOOUHY IiC/IsA IPUUOMY.
MaxkcumanbHUY epeKT CIIOCTepiraeThCs IPU NPUMOMI ITif YaCc PO3BUTKY Hamany.

dapMakokiHemuka.

[Tpu nepopanbHOMY IIpUoMi 106pe BCMOKTYETHCS Y TPABHOMY TpaKTi. AGcopOiIrist mpemnapaty He
3aJ1eXXuUTh Bifg npuiiManHs ixi. Cepengus abcosnmoTHa 6i0M0CTYHICTE CTAHOBUTH MpubIu3HO 40 %.
3B’si3yBaHHA 3 Oinkamu 1m1a3Mu - 25 %. HYac qocsirHeHHsS MaKCHMalbHOI KOHIIEHTpallil CTAaHOBUTH
1 ropuny, TepaneBTUYHa KOHIIEHTPALlid B [IJIa3Mi MiATPUMY€EThCA IPOTATOM HACTYIIHUX 4-6 TOOUH.
[Tpu MOBTOPHOMY IPUKOMi KyMYJIsIlil TpenapaTy He CIIOCTEPIraEThCS.

[Tipnarae iHTeHCHBHIM OioTpaHcdopMmaliil y medinii 3 yrBopeHHIM N-gecMeTunmMetabomiiTy, o Mae y
2-6 pagsiB GinbIny hapMaKoJIOTiYHy aKTUBHICTb, HiK IIEPBUHHA CIIONYKa. 85 % MaKCHMaJbHOI
KOHIIEHTPAIlil ¥ KPOBi fOCATAETHCS IPOTATOM TOIUHH.

BuBemeHHS 30/IMITPUIITaHy 3YMOBIIIOETLECSI, B OCHOBHOMY, ITpoIiecamu 6ioTpaHcdopMmariii y mediniri,
micys 4oro BimOyBa€eThCS BUBEIEeHHST MeTaboIiTiB i3 ceyeto. [CHYIOTh TP OCHOBHI MeTabomiTH:
iHmosonToBa KKcyoTa (OCHOBHUIM MeTabomiT y mna3Mi i ceui), N-okcup- i N-gecMeTunaHanory.
AxTuBHUM € nuine N-mecMeTuIb0BaHUN MeTabosmiT. I[Tna3mMoBi KoHLeHTpallil N-qecMeTHIb0BaHOT 0
MeTaboIiTy mprOIM3HO y IBa pa3y HUXKYi, HiK KOHILIEHTPallil BUXigHOl JTiKapChKOol pe4OBUHH, BiH
MOXKe ITOCUJIUTH TePaINleBTUYHY Hil0 30IMiTpUNTany. [Ipy mepopaabHOMY OJHOPA30BOMY
3acTocyBaHHI moHan 60 % BUBOOUTHLCA i3 ceuelo (FOJIOBHUM YKMHOM, Y GopMi MeTabomiTy -
iHOOIOIITOBO1 KUCI0TH), @ Marxke 30 % - 3 Kanom y popMi BuxigHO1 crionyku. [licns
BHYTPIIIHbOBEHHOT'O BBEJIEHHS 3arajibHUi I1J1a3MOBHUH KIIipeHC ¥ CepeqHbOMY CTAHOBUTD MPHUOIM3HO
10 My1/xB/KT, 3 IKUX TpeTUHA IIpUIlafila€ Ha HUPKOBUM KiTipeHC. HUPKOBUM KIIipeHC IEePEBHULIYE
MBUIKICTh KIIyOOYKOBOI (inbTpaliil, 10 CBiAYUTEL IIPO CEKpelliio B HUPKOBUX KaHanblsax. 06’'eM
PO3MOMiy mic/s BHYTPIIIHROBEHHOTO BBEIEHHS CTAHOBUTH 2,4 N/KT. 3B’sI3yBaHHS 30/IMITPUIITAHY Ta
N-mecMeTunb0BaHOTO MeTabOMITy 3 MpoTeiHaM¥u IJIa3MU HU3bKe (mpubnu3no 25 %). [epion
HalliBBUBEEHHS 30JIMITPUIITaHy B CEPEAHbOMY CTAHOBUTH 2,5-3 roguHu. Yac HalliBBUBEIEHHS MOTO
MeTaboIiTiB € MOMiOHUM, 110 CBIMYUTE IIPO Te, 110 IX BUBEAEHHS 00MEXYETHCS IIBUAKICTIO YTBOPEHHS.

HupkoBuii KTipeHC 30IMITPUIITAHY Ta BCiX Or0 MeTaboIiTiB y Halli€HTiB, 3 TOMIPHOIO i TSIKKOIO
HUPKOBOIO HEJJOCTATHICTIO0, OyB 3HUXKeHUH (y 7-8 pa3iB) MOPiBHSAHO 3i 3HOPOBUMU HOOPOBOIBIISIMHU,
xo4ya AUC BuXigHOI CIIONYKHU ¥ aKTUBHOTO MeTab0IiTy nuille He3Ha4yHo 30inbmunacs (Ha 16 i 35 %
BIfITIOBiIIHO), a YaC HalliBBUBEeOEHHA 3pic Ha 1 ToguHy i mocAr

3-3,5 ropuHy. LIi moKa3HUKM 3HAXOASATHCS B MeXKaX, BUSHAYEHUX Y 3TOPOBUX NOOPOBOJIBIIIB.

dapMaKOKiHeTHKA 30JIMITPUIITAHY V 3[OPOBUX MOOPOBOJIBIIIB JIITHROTO BiKY Ta ¥ 3MOPOBUX MOJIOTUX
moOpoBobLIiB Oyia mogibHoIo.

KitiHiuHi XapaKTepHuCTHKH.
Iloka3anns.

KymnipyBaHHS HamafiB MirpeHi, ki CympoBOAXKYIOThCS aypoio i 6e3 aypu.



IIpomunoka3aHHs.
[inep4yTnAuBICTh 0 aKTHBHOI pe40BUHU ab0 [0 OyOb-9KOT0 KOMIIOHEHTA JIiKapChKOT0 3aco0y.

Ts:xka a0o moMipHa apTepianbHa TillepTeH3is, a TAKOXK JIeTKe HeKOHTPOJIbOBAHE ITiABUINIEHHS TUCKY.
ImemiyHa xBopoba cepiisi, B TOMY YKCHIi iHpapKT MioKapaa B aHaMHe3i. AHriocliacTUYHa CTeHOKapis
(ctenokapmisa [IpuHIIMeTasna). 3axBopioBaHHS mepudepuyHux CyauH. CUMITOMM YU O3HAKH, 110
BiIIOBiga0TH ilmeMiuHi# XxBOopoOi cepIrs.

OpHOYaCHUM IPUKOM eproTaMiHy, IOXiZHUX eproTaMiHy (BK/II04Yal4yu METHUCEPTif), CYMaTPUIITaHy,
HapaTpUIITaHy YU iHIIKX aroHicTiB peuentopiB SHT, g, p.

LlepebOpoBacKyIgpHi IOPYyIIeHHS Ta TPAH3UTOPHA ineMiuyHa ataka (TIA) B aHaMHe3l.

Kripenc kpeaTuHiny HuxKd4e 15 mM/xB.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Bynu npoBeneHi mocigkKeHHs B3a€MOii JTikapCchbKoro 3acoby 3 KodeiHoM, eproTaMiHoM,
OUTigpOEepProTamMiHOM, ITapalleTaMOoJIOM, METOKJIONpaMifioM, Ii3oTudgeHoM, GIyoKCEeTHHOM,
pubaMIiMuHOM Ta MPOIPaHOJI0JIoM, i He OyJI0 BUSBIIEHO KITiHIYHO 3HAYYIIUX BiIMiHHOCTEH Y
dapMakokiHeTHIi 30aMiTpUNTaHy abo HOro aKTUBHOTO META0OJIITY.

3 ornsioy Ha [JaHi, OTPMMaHi 3a y4acTIO 30OPOBUX NOOPOBOJIBIIIB, MiXK 30JIMITPHUIITAHOM i €ProTamMiHOM
He CIIOCTePiraeThCs KOMHOI papMaKOKiHETUYHOI B3aeMOii yu Oyab-1Ko0i B3aemopii, mo mana 6
KJiHIuHe 3HaueHHA. OCKIJIbKY TEOPETUYHO MOXKE 3POCTU PU3UK BUHUKHEHHS KOPOHAPOCIa3My,
PaniMir pekoMeHAy€eThCA IpUUMATH He paHillle HiXK dyepe3 24 TOOWHY IIiC/IS 3aCTOCYBaHHSI
IIperaparis i3 BMiCTOM eprotaminy. | HaBaky, npenapar i3 BMICTOM eproTaMiHy peKOMeHY€EThCA
IpUUMaTH He paHillle HiXK Yyepe3 6 TOAUH IiCNsA 3aCTOCyBaHHA Pamimiry.

[Ticnsa npuiiomy MoknobeMiny, crenudignoro inribitopy MAO-A, criocTepiranocs He3Ha4YHe
30inbmenHs (26 %) AUC (mnotri mig KpuBOI0) 30JIMITPUIITaHy Ta Tpupa3oBe 36inbuierHs AUC
akTuBHOrO MeTabosmity. ToMy nauieHTaMm, sKi 3acTocoByIOTh iHTibiTop MAO-A, npuiiMaTit
30JIMITPUINITAaH PEKOMEHAYETLCSA B 0031 He Oinbine 5 Mr Ha moby. [IpenapaT He IOBUHHI
3aCTOCOBYBATHUCS OJHOYACHO IIpU IIpuiioMi MoKno0eMiny B go3ax moHaz 150 Mr aBiui Ha o0y .

[Ticns npuiioMy DUMETUIUHY, 3arajbHOTO0 iHTi6iTopy P450, epion HamiBBUBEOEHHS 30IMITPUIITAHY
3poctaB Ha 44 %, a AUC - Ha 48 %. Kpim TOro, MMMEeTUANH ITOIBOIOBAB IIePiofl HaliBBUBEOEHHS i
AUC akTtuHoro, N-necMeTtunsoBaHoro Metabonity (183C91). [TatmienTaMm, gKi 3aCTOCOBYIOTh
IIUMETHUIVH, IPUUMaTH 30/IMiTPUIITAH PeKOMEHY€EThHCS B 031 He Oinbire 5 Mr Ha go0y. 3BaxKawdu Ha
3aranbHUM TPOo(dinb B3a€MOLil, He MOXKHa BUK/IIOUATH MOXKJIUBY B3a€MOZII0 3i cierupiyHuMU
inribiTopamu CYP 1A2. Tomy npu 3acToCyBaHHi OAiOHUX CIIONYK, TaKUX SIK IyBOKCAMiH i XiHOJIOHU
(HampuKkiag OUIPOGIOKCAllMH), 403y TaK CAMO PEKOMEHOYEThCS 3MEHIITYBaTH.

3 mornsany papMakokiHeTukH, ceseriin (iuriditop MAO-B) i dnyokcerun (CI33C) i3 3onMiTpuntaHom
He B3aeMOfIit0Th. OfIHAK ITiC/IsT OHOYACHOT0 3aCTOCYBaHHS TPUIITAHIB i CeJIeKTUBHUX iHTi0iTOPIB
3BOPOTHOTO 3axomyeHHs cepoToHiny (CI33C) uu iHriGiTOpiB 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY i
Hopagperaniny (I33CiH) noBigoMiisanocs mpo n0sIBY CEPOTOHIHOBOTO CHHAPOMY (BKJIIOUAKOYU 3MiHY
TICUXiYHOT'0 CTaHy, BETeTaTUBHY J1abilbHICTh, HEPBOBO-M 30Bi aHOMaJTii).

[Tomi6HO mo iHmux aroxicTiB peuentopiB SHT,, 30IMIiTpUIITAH MOXKe yIOBIIbHIOBATH BCMOKTYBaHHS



iHIMMX NiKapCchKUX 3aco0iB.

Crnip yHMKaTH OMHOYACHOI0 3acTocyBaHHs iHmUX SHT,;,-aroHICTIB mif Yac niKyBaHHS
30JIMITPUIITAHOM IIPOTATOM 24 roguH. Tak caMo, CIIifi YHUKaTU OOHOYACHOI'0 3aCTOCYBaHHSA
30JIMITPUIITAHY IIif Yac nikyBaHHA iHmUMU SHT, g, p-aroHicTaMu nIpoTaroMm 24 ropuH.

Oco06.1ueocmi 3acmocyeaHHsi.

Pamimir moTpi6HO 3aCTOCOBYBaTH JHIllEe TOHi, KOJIU TOYHO BCTAHOBJIEHO fiarHO3 MirpeHi. [lepen
TI0YaTKOM JIiKyBaHHS T'OJIOBHUX OOJIiB y MAIliEHTIB, y IKUX paHillle MirpeHb He AiarHOCTYBalacs, Yu y
NAI€HTIB, CXUJIBHUX [0 MirpeHel, Y SKUX CIIOCTEPIraroThCs aTUIIOBI CUMIITOMY, CIIil BUKJIIOUUTHU
iHIITi HeBPOJIOTiuHi cTaHM. PamiMir He citig mpu3HaYaTH IPHU reMinieriyHii, 6a3unsapHii Ta
odTanpMONIeriyHi MirpeHi. YV nai€eHTis, ki npuiiMaioTs arosictu SHT,y,,, MOX/IMBEe BUHUKHEHHS
iHCYnBTY Ta iHImMX MOGIiYHUX 1IepebpoBacCKyIsIpHUX MOPYLIeHb. B 0Ci0, CXUIBHUX 00 MirpeHi, MOXYTb
3'IBUTHUCS II€BHI CUMIITOMH, TI0B’s13aHi 3 11epe0poBacKyIsSIPHOI0 HEJOCTATHICTIO.

Pamimir He crig npu3HayaTy HalieHTaM, gKi CTpaXkgalTh Ha CUMITOMaTUYHUN CUHAPOM
Bonbdda-ITapkincona-Yaiita 4u apuTMii, IOB’3aHi 3 iHIINMU JOAATKOBAMU CEPLIEBUMU IIPOBITHUMHU
HMIJITXaMH.

Y noogvHOKUX BUIIafiKaX, TaK caMo K i IIpK 3aCTOCyBaHHi iHImuX aroxictis S5HT, g, p, IOBIIOMIISAIOTH
IIPO KOPOHAPOCIa3M, CTeHOKapito Ta iHpapKT Miokapaa. [Tpu HasBHOCTI (aKTOPiB, 110 CIIPUSIOTH
PO3BHUTKY illeMiuHOI XBOPOOU CepPIs (TaKUX SIK MMaliHHS, MiIBULIEHUN apTepiabHUN TUCK,
rinepimigeMis, 1yKpoBuii miabeT, cagKoBiCTh), PamiMir ciif mpu3HayaTy NuIle micis 06CTexKeHHS
CepleBo-CYAUHHOI cucTeMu mallieHTa. OcoOIUBY yBary CIif IPUAINISATH XKiHKaM B Iepion
IIOCTMEHOIay3u Ta 4osioBikaMm micis 40 pokiB 3 TakuMu pakTopaMu pu3uky. OgHak 06CTeKeHHS He
[la€ 3MOTY BUSIBUTY KOXKHOTO IallieHTa 3 CEpPLIEBUMU 3aXBOPIOBAHHSAMY, TOMY TPAILJIAJIACS TOOAUHOKI
BUITQ[IKH CEePHO3HUX CEPIIeBUX MOMiH y maIieHTiB 6e3 ceplieBo-CyIMHHUX IOPYIIeHb B aHaMHe3i,

[lesKi namieHTy micis IpUUoMy BifdyBau BaXKiCTh, TUCK UM CTUCKaHHS B OIAHII ceplid, K iy pasi
3acTocyBaHH4 iHImMX aroHicTiB SHT, g . I1pu mosBi 60110 B TPYASX YU CUMIITOMIB, XapaKTePHUX 75
imemiyHOI XBOpOOH Ceplisi, 3aCTOCYBaHHS PamiMiry ciifg IpUnuHUTH 00 TPOBEeHHS BifIOBIIHOTO
MEeOUYHOro 00CTeXKEeHH.

Y mauieHTiB K 3 HNigBUILEHHAM apTepiaJbHOr0 TUCKY B aHaMHe3i, Tak 1 3 HOpMaJIbHUM apTepialbHUM
THCKOM MOKJIMBE MUHYVIIE MigBUILIEHHS apTepiaJbHOTO TUCKY, K 1 Y pa3i 3aCTOCYyBaHHS IHIIUX
arosictiB 5HT, g, . [lyXKe piAKo Take MigBUIIEHHS apTepiaJbHOr0 TUCKY II0B'3aHe 3 CEPHO3HUMU
KJIIHIYHUMU [IPOsiBaMU. 3aCTOCOBYBaTU PamiMir cif y [o3i, 110 He IIepeBUllye PeKOMEHI0BaHY.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI TPUIITAHIB Ta TpaB'sTHUX 300piB, SIKi MicTAThL 3Bipo0ili, 4acToTa
no0iYHUX peakIliii MoxKe 30i/bIIyBaTUCS.

[ToBimOMIISIIOCS IIPO BUHUKHEHHS CEPOTOHIHOBOTO CUHAPOMY (BK/II0Ya04y 3MiHY IICUXiYHOTO CTaHY,
BereTaTUBHY 1a0iNbHICTH, HEPBOBO-M SI30Bi aHOMAJTii) IMiC/Is OMHOYACHOTO 3aCTOCYBaHHS TPUIITAHIB Ta
CeJIeKTUBHUX iHTi6iTOPiB 3BOpOTHOTO 3axomnneHHs cepoToHiHy (CI33C) yu iHTi6iTOPIiB 3BOPOTHOTO
3aXOIJIEHHST CEPOTOHIHY i HopampeHaniny (I33CiH). Li peakiiii MOXKYTb OyTH TSIXKKUMU. AKIITO0
omHO4YacHe 3actocyBaHHS 3onMiTpuntany Ta CI33C i I33CiH € KiTiHIiYHO OOLIIBHUM,
PEKOMEHIYEThCS MMPOBECTH BifiMOBiAHE 06CTEXKEeHHS MallieHTa, 0COOIMBO Ha MTOYATKY JIiKyBaHHS, 3i
306inmbIneHHSIM 0031 ab0 3aCTOCYBaHHSM iHIIIOTO CEPOTOHIHEPTiYHOT0 3aco0y (IUB. po3min «B3aeMofis
3 iHIIIMMM JTiKapCbKUMM 3aco0aMy Ta iHII BUOYW B3aEMOMiH»).



TpuBase 3acTocyBaHHS OyOb-IKOT0 00J1€3aCIOKIUIMBOTO IIPY TOJIOBHOMY 0O0JTI0 MOXKe ITOCUJIUTH Oiflb.
B rakiit cuTyartii Heo6XigHO IPUIMHUTH JTiIKYBaHHS i 3BEPHYTHUCS [0 JiKaps. [liarHo3 TOJI0BHOTO
007110, CIPUYMHEHOT'0 HAAMIPHUM JIiKyBaHHSIM, CJIif] Iil03PI0OBATH V MAlli€HTiB 3 YacTUMU abo
IIOIeHHUMHU TOJIOBHUMHU 0O0JIIMHU, SIKi He 3MEeHIIYI0ThCS PETYISPHUM 3aCTOCYBaHHSIM JIiKapChbKUX
3aco6iB abo € HACTITKOM TaKOro JIiKyBaHHS.

Panimir micTuTh acmapram (gxepeno (eHinanaHiHy), 110 MOXKe 3aBAaTU MIKOAY MallieHTaM, IKi
CTpaxmaioTh Ha peHinkeTOoHYpit0. 1 TabneTka npemnapary 2,5 M MicTUTh 4 MT acrapramy, 1
tabneTKa IpenapaTy 5 MT - 8 MT acliapTaMmy.

3acmocyeanus y nepiod eazimHocmi a6o 200yeaHHs 2pydoro.

Be3neka 3acTocyBaHHS 30JIMITPUIITAHY Y IIE€PiOf BariTHOCTI He BCTaHOBJI€HA. Y Iepiof BariTHOCTI
Pamnimir 3acTOCOBYIOTh TilIbKM Y pa3i, KOJIX MOXKJIMBUM TepaleBTUUYHUYN eDeKT A7 MaTepi MepeBUIIye
MIOTEHIiaTbHUY PU3UK IS I1107a/IUTUHH.

HeMae maHUX CTOCOBHO IIPOHUKHEHHS 30JIMITPUINITAHY B IPyOHE MOJIOKO. TOMy XKiHKaM y mepiof
TPYOHOTO TOAYBaHHS 3aCTOCOBYBaTH PamiMir ciif 3 o6epexkHicTio. Brinue Ha HEMOBJII HEOOXiTHO
MiHiIMi3yBaTH, [JIg YO0 FOAYyBaTU IPYALI0 MOTO CIIif He paHille HixX 4yepe3 24 TOOUHU MiCIId IPUUOMY
nmpenapary MaTip’to.

30amnicms ena1ueamu Ha weudKicmov peakuii npu KepyeaHHi asmompaHcnopmom
abo iHwumu MmexaHizmamu.

[Tig yac mpuiioMy IIpernapaTy HEBEIMKOIO I'PYIIOI0 3MOPOBUX MOOPOBOJIBIB B O3yBaHHI 70 20 MI He
Oy70 BigMiYeHO iCTOTHOTO BIIMBY Ha Pe3y/IbTaTH IICHXOMOTOPHUX TECTIB.

Are BofiiiB TpaHCIOPTHUX 3aC00iB i 0ci6, poboTa TKKMX MOB’'sI3aHa 3 MiJBUINEHOI0 KOHIIEHTPAIIIEI0
yBaru, HeoOXiTHO 3aCTeperTH, 10 B pa3i BUHUKHEHHS Hallafy MirpeHi MOXKJIMBHN PO3BUTOK
COHJIMBOCTI Ta IHIIINX CUMIITOMIB.

Cnocid 3acmocyeaHHsi ma do3u.

[TpenapaT He IpU3HAYE€HUN AJIS 3aCTOCYBAHHS 3 METO0 NPodiTaKTUKU MIrpeHeBOoro Hanany. PamiMir
PEKOMEHAYETLCA 3aCTOCOBYBATH SIKOMOT'a paHillle micjis BAHUKHEHHS Hallagy MIrpeHi, xo4a
e(eKTHUBHICTh IpenapaTty He 3aJeKUTh Bifl TOT0, 4Yepe3 KUY Yac Iicys Mo4YaTKy Hamany Oyna
npuiiHgTa TabneTka.

TabmeTKy MOXKHa He 3alKBaTH pifuHoI0. TabneTKy KIagyTh Ha S3UK, e BOHA PO3YMHSETLCS Ta
IIPOKOBTYETHCSA 31 CIMHOI0. L]g mikapchka (hopMa MOXkKe 3aCTOCOBYBATUCS B CUTYyalligX, KO PiIUHU
i PyKoio HeMae, abo 3 METOI0 YHUKHEHHS HYNOTH Ta OII0BaHHS, III0 MOXKYTh BUHUKHYTH TIPU
3anuBaHHI TabIeTKU PigUHO0.

Iana nikapcbka ¢opMa LIBUAKO PO3YUHSETHCS B POTOBIM IOPOXKHMHI, OHAK iHKOIKM BCE-TaKu
MOZKJIMBa 3aTpUMKa abcopO1lii 3011MiTpUNTaHy Ta BifCTPOYEHHS MOYATKY [il IIpemapary.

BricTepHy ynakoBKy HOTPiOHO PO3KPUTHU LIISXOM OYUINEHH 11 Bifl (Onbry, a He IUITXOM



IpofaBioBaHHS (HONIbrY TabIeTKOIO.

PexomeHpoBaHa fio3a Pamimiry mns 3HATTS MirpeHeBoro Hamany - 1 Tabnetka (2,5 mr). Akiio
CHMIITOMU He 3HHMKalOTh a0 BUHUKAIOTh IIOBTOPHO MPOTITOM 24 roguH, eheKTUBHUM MOXKe OyTH
3aCTOCYBaHHS APYToi o3u. AKII0 3aCTOCYyBaHHS APYroi mo3u HeoOxifHe, ii cuig NpuiHATY He paHile
HiXK 4epe3 2 TOguHM Ticys mepinol. [Ipy HegocTaTHIN e(peKTUBHOCTI A034 2,5 MT IOITyCKAETHCSI
30i/IbIIeHHS PA30BOi MO3M [0 5 MT (BHIA pa30Ba [103a).

Buia mo6oBa mo3a He MoBHHHA nepeBuinyBatu 10 mr. [TpoTsrom 24-4acoBoro mepiogy He CItif
3aCTOCOBYyBaTH Oisbllle HiXK 2 003U 30IMIiTPUIITAHY.

ITauienmu s8ikom 8i0 65 pokis

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS Ta0JIETOK 30JIMITPUNITAHY MallieHTaM BiKOM Bifi 65 POKiB He
mocrimxkyBanuck. ToMy nmikapchKui 3acib 30JIMIiTPUINITAaH He PEKOMEHIYETHCS [T TiKyBaHHS
3a3HA4YeHOl BUIIle KaTeropii maIlieHTiB.

ITeyiHKoB8a He0ocmamHicmbo

[71g nalieHTiB 3 IETKUMHU i TIOMipHUMH MTOPYIIEHHIMHU (DYHKIIII MeYiHKM KOPUTYBaHHS 03U He
noTpibHe. [17151 maIi€eHTiB 3 TAKKUMU MOPYIIeHHIMHU (QyHKIII TediHku fo00Ba 4o3a IpenapaTy He
[IOBUHHA [IEPEBUILYBATHA O M.

Hupxkosa HedocmamHicmb
[Tpu knipeHci KpeaTHHiHY TTOHAA 15 MJI/XB 03y KOPUTYBATH He MOTPiOHO.

B3aemodii, w,o nompebyombs Kopekuii 0o3yeaHHsA (OUB. po3Misn «B3aeMoist 3 iHIIMME TiKapChKUMHU
3aco6aMu Ta iHIIi BUOW B3aEMOMIl»)

[MamienTaM, siKi 3aCTOCOBYIOTh iHTiOiTOpM MAO-A, puiiMaTy 30JIMITPUIITAH PEKOMEHIYETHCS B 1031
He Oinbire 5 Mr Ha mo0y. MakcrMabHa peKOMeHoBaHa 1000Ba J03a 30JIMITPUIITAHY [JIs MMAIli€HTiB,
SIKi 3aCTOCOBYIOTh IIUMETUINH, CTAHOBUTL He Oinbilie 5 Mr Ha f006y.

MakcumarnbHa 1060Ba J03a 30JIMITPUINITAHY 5 MI' PEKOMEHAYEThCS IJIs MAIliEHTIB, SKi MpUitMaloTh
crenudiuni inriditopu CYP1A2, Taki sk ¢pryBokcaMiH Ta XiHONIOHU (HAPUKJIIA[ IIUIPOQIOKCALINH).

Himu.

[IpenapaT He 3aCTOCOBYIOTH [JId JIiKyBaHHA HiTel (BikoM o 18 pokiBs).

Ilepedo3yeanHns.

Cumnmomu: y 0oOPOBOJIBIIB, SIKi MpUMaIl OGHOPA30BO 30JIMITPUIITaH Y 0o3i 50 Mr, crocTepiraBcs
cemaTuBHUU epekT. Harmap 3a nalieHTaMu B pa3i nepefo3yBaHHS IIOBUHEH TPUBATHU IIPHHAKMMHI
15 rogun ab0 [0 3HUKHEHHST CUMIITOMIB YM O3HaK.

JIiKyBaHHA: TpOMUBAHHS IIIyHKA, 3aCTOCYBAHHS aKTUBOBAHOTO BYTiIA. Y pa3i TAKKOI iHTOKCUKAIIil
PEKOMEHIYIOThCS MIPOIeAyPH iHTEeHCUBHOI Tepartlii, y T. 4. 3a0e3neYeHHs MPOXiAHOCTI JuXalbHUX



IIISIXiB, aJleKBaTHOI OKCUTEeHallil Ta BEeHTUIISII, MOHITOPHHT i maTpuMaHHs QYHKIIN cepIieBo-
cynmunHOI cucteMu. CienudpiyHOro aHTUIOTY HEMAE.

HesigoMmo, K remopiani3 Ta IepuTOHealbHUAM Aialli3 BIIJIMBAa€E Ha CUPOBATKOBY KOHIIEHTPAIIi0
30JIMITPUIITAHY.

ITobiuni peakuii.

[To6iuHi epekTu 3a3BUYall € MUHYIIUMH, 3 SIBIISIOTHCS IPOTSITOM 4 TONUH IiC/s MPUAOMY IIperapary,
He YaCTilaloTh Mic/ig Horo MOBTOPHOT'O 3aCTOCYBAHHS Ta 3HUKAIOTh CIIOHTAHHO 6e3 XKOIHOT0
[OOATKOBOIO JIIKyBaHHS.

3a 9acTOTOI0 BUHUKHEHHS MM006iuHI edeKTH Knacu]iKyoThCs TAaKMM YUHOM: [yxKe 4acTo (= 1/10);
gacTo (= 1/100 < 1/10); meyacto (= 1/1000 < 1/100); pigko (= 1/10000 < 1/1000); ogy=xe pigko
(< 1/10000), HeBimoMoO (He MOXKHAa OIIIHMTH 3 HAsIBHUX [laHUX). Y KOXKHil rpymni nobiyHi peakiii
IIpeICTaB/IeHi y MOPSAAKY 3MeHIIeHHS IX CEpHO3HOCTI.

3 6oky imyHHOT cucmemu: PimKO - peakilil TinepuyTAXBOCTi, BKIIIOYal0OU# KPOIUB’THKY, HaOpsSIK
KBiHKe Ta aHaQimaKTAYHI peakiiil.

3 60Ky Hepeosoi cucmemu: 4aCTO - TIOPYIIEHHS YyTIUBOCTI, 3allaMOPOYEHHS, TOJIOBHUM Oifb,
rimepecTesil, mapecTesil, COHNMUBICTh, BITUYTTS Kapy.

3 60Ky cepus: 4acTo - BifUyTTsI CepuebuTTs; HeYacTo - TaXiKapis; myxe pimko - iHpapKT Miokapaa,
CTeHOKapisg, KOpoHapocmIa3M.

3 60Ky cyOuH: HeYaCTO - He3HAYHe IiIBUIIEHHS apTepiaTbHOTO TUCKY, THMYaCOBe
MifBUILIEHHS CUCTEMHOT0 apTepPiabHOT 0 TUCKY.

3 60Ky mpasHoi cucmemu: 9acTo - OiNlb Y XKUBOTi, HygoTa, O/II0BaHHS, CYXiCTb y POTi, gucdaris;
nyxKe pigko - imemis abo iHpapKT (HanpuKIafd iHTeCTHHAIbHA illleMis, iHTeCTUHATbHUN
iHdapKT, iHhapKT cene3iHku), M0 MOXKe IPOSBISATUCS Aiape€io 3 JOMIlIKaMu KPoBi abo
607eM y YepeBHil TOPOKHUHI.

3 60Ky Kicmkoso-M’513080i cucmemu: 4aCTO - M’g30Ba CNabKiCTh, 6iflb y M’s3ax.

3 6oky ceuocmamesoi cucmemu: HEYaCTO - MOJIypis, YacTe CEYOBUIIYCKAHHS; AyXKe PIOKo -
iMIIepaTUBHI IO3UBY 10 CEUYOBUIIYCKAHHS.

3azanvHi po3aadu: 9aCTO - aCTEHis, BiTUYTTS BaXKKOCTi, CTUCKaHHS, 60J10 Y TUCKY B TOPIIi,
M1, TPYAHIN KT Ta KiHIliBKaX.

[leBHI cHMIITOMU MOXYTh HajlexKaTU caMill MirpeHi.

Tepmin npudamuocmi. 3 poxu.



YMmoBH 30epiranHs.
30epiratu npu TeMiepartypi He Buine 30 °C.

30epiratu B HEOOCTYIIHOMY IJISI OiTeW MicCIi.

YnakoBka. ITo 2 a6o 6 TabmeTok y 6micTepi; mo 1 6micTepy B KapTOHHi#M KOPOOIT.

Kareropis Bigmycky. 3a peuemnTom.

BupoOHHK.
Axragic JIT]I

Actavis Ltd.

Miciie3HaxoIKeHHsI BUPOOHHKA Ta afipeca Miclisi IPOBaXKeHHS HOT0 Tis/TbHOCTI.
BLBO015, BLB 016 Byne6en Iugactpian 6yausok, M. 3eityH ZTN 3000, Manbta/
BLBO015, BLB0O16, Bulebel Industrial Estate, Zejtun ZTN3000, Malta.

HaTa OCTaHHLOT O mneperiasgy.



