THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

30JIMITPEH®

(ZOLMIGREN)

Cknaog:
Oitoua pevosuHa: zolmitriptan;
1 TabneTka MiCTUThL 30JIMITpUINITaHy y nepepaxyBaHHi Ha 100 % pedoBuny 2,5 Mr;

0onomidCcHI peyo8uHU: TaKTO3U MOHOTIpAT, efifojio3a MikpokpucTtasniyaa 102, HaTpito
KPOXMAaJIbITKOIAT (TUll A), MarHiio cTeapar;

cknapn o6omonku: Sepifilm 752 Blanc (rigpokcunpominMeTHIIEeN0103a, Ieso103a
MiKPOKpHCTaliyHa, MoJieTunenrnikons (Mmakporon 40), tutany miokcup (E 171)), 3amiza okcup
xoptuii (E 172).

JIikapcbka ¢opma. TabneTKu, BKPUTI IJTiIBKOBOIO 060JI0HKOIO.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: TaONETKH KPYyTJiol (OpMHU 3 JBOOMYKJIOI IIOBEPXHEI0, BKPUTI
ITiIBKOBOIO 000JI0HKO0, 67100 KOPUUHEBO-2KOBTOT'O KOJIHODY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 110 3aCTOCOBYIOThCS ITpU MirpeHi. CeneKTUBHI aroHicTu
S5HT,-penenTopiB cepoToHiny. 3omMitpuntad. Kog ATX N02C CO03.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

30/IMITPUNITAH € CEJIEKTUBHUM aroHicroM pekoMbiHaHTHUX 5-HTy,p-perienTopiB cepoTOHIHY CyOUH
JMIOOUHU. Ma€e OMipHY CIIOPiIHEHICTS i3 cepoToHiHOBUMU 5-HT,,-pelienTopaMu, He Ma€ CyTTEBOL
adinzocTi abo hapmakomorigHoi akTuBHOCTI oo 5HT,-, 5HT;-, 5SHT,-cepoTOHIHOBUX PEIENTOPIB,
al-, a2-, b1-agpenepriunux penentopis, H;-, H,-rictaminoBux penenTtopiB, M-X0miHOBUX
petienitopis, D;-, D,-modaminepriuaux perentopis. [IpenapaT CIpuYnHSE Ba30KOHCTPUKIIIIO
nepeBaxkHO KpaHiallbHUX CyOuH, OJI0Ky€E BUBITbHEHHS HEMPOIENTUAIB, 30KpeMa
Ba30aKTUBHOT0 iHTECTUHAIBHOIO IIENTUY, SKUW € OCHOBHUM e(eKTOPHHAM TPaHCMITTEpPOM
pedIeKTOpHOTO 30yOKEHHS, 1[0 CIPUYKHSE Ba30AUIaTallilo, SKa JIeKUTh B OCHOBI
naToreHe3y MirpeHi. [Ipu3ynuHse po3BUTOK Hamagy MirpeHi 6e3 mpsiMoi aHaNreTUYHOI Mil.



Pa3oM 3 KymipyBaHHSIM MIirpeHO3HOT0 Hallafy mmocnalioe HynoTy, 6/1toBaHHS (0COOIMBO IIpH
JiBOCTOPOHHIX aTakax), poro- i horHodob6i0. [lomaTkoBO N0 nepudepruyHOi Oil BIITKBa€ Ha
IIEHTPHU CTOBOYpPa TOJIOBHOTO MO3KY, ITOB’sI3aHi 3 MirpeHHIO0, IT10 MOSICHIOE CTiMKUY TOBTOPHUM
eeKT Ipu JIiKyBaHHi cepil 3 KiJTbKOX HamafiB MirpeHi B OMHOTO Talli€HTa.
BucokoedeKTUBHUY y KOMIIJIEKCHOMY JIIKyBaHHI MIrpEHO3HOI0 CTATyCy (Cepil 3 KiTbKOX
TSIKKHUX, 1110 HOYTh OOUH 3a OJHUM, HalafiB MirpeHi TpuBamicTio 2-5 mi6). YcyBae MirpeHs,
acorinoBaHy 3 MeHCTpyali€n. BUCOKI [031 MalOTh CeJaTUBHY [il0 1 BUKJIUKAIOTh COHJIUBICTb.

[lis mpenapaTy HacTae yepe3 15-20 XBUJIKH 1 focArae MakKCUMyMy 4epe3 1 TOguHY IMiCd IPUKUOMY.
MakcuManbHUM e(PEeKT CIIOCTEPITAETHCS i Yac MPUMOMY y IIEepPiof PO3BUTKY Hallafy.

dapmakoKiHemuka.

[Ticns mepopaibHOTro MpuUoMy m06pe BCMOKTYETLCS Y TPABHOMY TPakKTi. AGCopOiIlis mpemapaTy He
3aJIeKUTh Bif npuitomy ixi. Cepenns abcomoTHa 610M0CTYIHICTE CTaHOBUTH MpuOIU3HO 40 %.
3B’si3yBaHHS 3 Oinkamu 1mna3Mu - 25 %. Yac qocsirHeHHsS MaKCHMaJlbHOI KOHIIEHTpallil CTAHOBUTH

1 roguHy, TepaneBTUYHA KOHLIEHTPALiA y IJIa3Mi HigTPUMYEThCA IIPOTATOM HACTyIHUX 4-6 FOOUH.
[Tpu OBTOpHOMY ITpUKOMI KyMYJISIlil IIpemapaTy He crnocTepiraetbes. [lignsarae iHTeHCUBHIN
6ioTpancdopmariii y mediniii 3 yrBopeHHIM N-IeCMETHUIIIOXITHOT0, 110 Ma€ y 2-6 pa3iB OibImy
(bapMakoJIoTiyHy aKTHBHICTb, HiXK IIEPBUHHA CIIONyKa, i A HeaKTUBHUX MeTabomiTiB. Bimomi Tpu
OCHOBHMX MeTabo0JIiTH 30 IMITPUIITAHY: iHOOIOITOBA KMCIOTa (OCHOBHUM MeTaboiT y ma3Mmi i cedi),
N-okcuzn- i N-mecmertunaganoru. N-mecMeTU/IL0BaHUT MeTaboJIiT - akTUBHUHY, a [OBa iHINi MeTabosiTu
- HEeaKTHBHi. Y 300poBux Ccy0’ €KTiB IIpU IPHUIOMi pa30Boi 03U 30JIMITPUIITAH i HOTO aKTHBHUM
N-mecMeTHUIhOBaHUYN MeTaboIiT Mal0Th IPOIOPIIiHHO 3amexHi Big mo3u AUC ta C,,, B diama3oHi 703

Bifg 2,5 mo 50 mr. ITna3moBi KoHIEHTpaIlil N-IeCMeTHILOBaHOTO MeTaboIiTy IPUOIM3HO ¥ IBa Pa3H
HMXKYi, Hi2K KOHIIEHTpAaIlil BUXiIHOI JTikapChKOl peYOBUHHU, BiH MOXKe IIOCUJIUTH TEPAIIEBTAYHY Mil0
30JIMITpUIITaHy. BUBOIUTHCS 3 OPraHi3aMy IepeBaKHO HUPKaMHU y BUTIISAAI MeTabomiTiB, 61u3bk0 30 %
- yepes KUIIEYHUK Y He3aMiHeHoMy BUTTIsiAi. [1iCIg BHYTPIIIHEOBEHHOT'O BBEIEHHS 3arajlbHUN
TIJTa3MOBHY KJIipeHC Y CepeqHboMY CTAHOBUTHL MPUOIN3HO0 10 MI/XB/KT, 3 SKUX TPETHHA
IIpUIlafia€ Ha HUPKOBUM KJlipeHc. HUPKOBUY KITipeHC ITepPeBUILY€E IMBUAKICTh KIIyOOUYKOBOI
GbinmbTpaliil, 0 CBiTYXUTH TPO CEKPELlil0 B HUPKOBUX KaHamblgX. O6’eM po3mominy mics
BHYTPIIIHLOBEHHOTO BBEIEHHS CTaHOBUTH 2,4 11/KT. CepepnHiii nepion HaniBueneHHs (T,,)
30JIMITPUIITAHy CTAHOBUTH 2,5-3 rogunu. Jac HalliBBUBEJEHHS HOTr0 MeTaboJIiTiB € MomiOHuM,
IO CBiIYMUTH IIPO Te, IT0 iX BUBEIEHHS 00MEXKY€EThCS IIBUIKICTIO YTBOPEHHS.

Y nari€eHTiB 3 MOMIpPHOIO i BUPaXkKeHO0 HUPKOBOIO HEJOCTATHICTIO HUPKOBUM KJTiPEHC 30JIMITPUIITAHY i
1ioro MeTabomiTiB y 7-8 pa3iB MeHIINH, IOPiBHSIHO 3 TAKUM Y 300POBUX NOOPOBOJIBIIIB, IEPiof
HaniBBUBeeHHS 30inbiyeThcst Ha 1 romuny (0o 3-3,5 ToguHM), TOMI K 6i0OMOCTYIIHICTD
307IMITPUIITaHY i 10T0 aKTUBHOTO MeTaboiTy 36inbiryeTbes nuine Ha 16 % i 35 % BigmosigHo. Lli
TIOKA3HUKY 3HAXOJATHCS B MeXKaX, 110 CIIOCTEPIraloThCs Y 3MOPOBUX JOOPOBOJIBIIIB.

[Tpu nedyiHKOBiM HEJOCTATHOCTI MeTabo0Ii3M 30/IMITPUIITAHY 3HUKYETHCS MMPOIOPLIHHO M0 il CTYIeHs.

HocnifKeHHS 015 OL[iHKY BIUIMBY 3aXBOPIOBaHb IIEUiHKY Ha ()apMaKOKIHETUKY 30IMITPUITaHY
nokasaro, 1o AUC Ta C,,,, 6ynu 30inbieni Ha 94 % ta 50 % BignoBigHO y MallieHTiB i3 TOMipHUMU
3aXBOPIOBAHHSAMMU IIE€UYiHKYU Ta Ha 226 % Ta 47 % y nauieHTiB i3 BaXXKUM 3aXBOPIOBAHHAM [I€4YiHKU
IIOPiBHSHO 31 3I0POBUMU H0OpPOBOBIAMU. Brius MeTaboMiTiB, BK/II0Yal0YM aKTUBHUM MeTab0IiT,
3menmmBcsi. AUC Ta C,,, N-mecMeTunpo0BaHOTo MeTaboiTy 3HuKyBanuch Ha 33 % ta 44 %
BiJIIOBIAHO y IAIiE€HTIB i3 TOMIPHUMHU 3aXBOPIOBAHHAMU ITe4iHKU Ta Ha 82 % Ta 90 % y mallieHTiB i3
BaXXKKMM 3aXBOPIOBaHHAM IIE€YiHKH.



[Tepion HanisBUBeneHHs 3 mw1a3Mu (T,,) 30nMiTpUNTaHy CTaHOBUB 4,7 TOOUHU Y 3M0POBUX
noOpoBOIbLIB, 7,3 TOOWHY - V TAlli€HTIB i3 MOMIPHOIO MMATOJIOTiEI0 MeYiHKy Ta 12 TOOuH - y Nalli€HTiB
i3 BaXKKUM 3aXBOPIOBaHHSM IediHKU. BinmosinHi 3HauenHs T, N-mecMeTunb0BaHOr0 MeTabOIiTy
CKJamanu 5,7 roguHu, 7,5 roguHu i 7,8 roOMHM BiIIOBITHO.

Y mocnigkeHHi 3a y4acTiO HeBEJIMKOi IPYNH 30OPOBUX JTIOleN He Big3Hadanocs papMaKOKiHETUYHOI
B3aeMofil 3 eprotaminoM. OgHOYaCHE BBEIEHHS 30JIMITPUNTAHy 3 €ProTaMiHOM/KOpelHOM
IIepPeHoCHIIOCh Jobpe i He MPU3BOAMIIO M0 30inblIeHHS MOOIYHUX peakili abo 3MiH apTepiaTbHOro
TUCKY [IOPiBHSAHO 3 BBEEHHSIM TiJIbKU 30JIMITPUIITAHY.

[Ticna npuiioMy pudaMIIinuHy He CIIOCTEPIranocs KIIiHiYHO 3HaYYIIUX BiIMiHHOCTEHX Y
(dbapMaKOKiHEeTHIII 30IMITpUNITaHy abo 10ro aKTUBHOTO METabOIITy.

CemnerimniH (iaribiTop MAO-B) Ta ¢hyokceTHH (CeTEeKTUBHUY iHTiOiITOP 3BOPOTHOTO 3aXOIMIEHHS
CEPOTOHIHY) He BIUIMBaIK Ha (papMaKOKiHETHYHI TapaMeTpH 30JIMITPUIITAHY.

dapMaKOKiHETHKA 30JIMITPUIITAHY ¥ 3M0POBUX JIIONEH ITOXUIIOTO BiKy MofiOHa [0 TaKol y 3[I0POBUX
MOJIONUX JIIONeH.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

KynipyBaHHS Hamagy Mirpesi 3 ayporo i 6e3 aypu.

IIpomunoka3aHHA.
[ligBuilleHa iHAMBiAyanbHa YYyTIUBICTb 0O KOMIIOHEHTIB JTiKapChKOTo 3aco0y.
HekoHTpO/IbOBaHa TillepTeH3is
ImemiuHa xBopoOa cepiisi. AHTiOCIIaCTHYHA CTeHOKapisa (cTeHoKapmis ITpuHiiMeTana).
LlepebpoBacKyISIpHi MOpPYIIeHHsS Ta TPAH3UTOPHA imeMiyHa aTaka (TIA) B aHaMHe3i.

OpHOYaCHUM IPUIOM eproTaMiny, IMOXigHUX eproTaMiHy, CyMaTPUIITaHy, HapaTPUNTaHy 4u
iHIMX aroHicTiB penentopis SHT, g, p.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditii.

HemMae Hisikux m0Ka3iB TOTO, [0 OMHOYACHUY MPHUMOM IIpernaparTiB A MpoQilakTUKYA MirpeHi
BIIABAE Ha e)eKTUBHICTh a60 HebaxkaHi epeKTH JTiKapChKoro 3aco0y 3onMmirper” (Hampukiaf, 6eTa-
6110KaTOPHU, TIepopabHUM AUTiAPOEeProTaMiH i Mi3oTudeH).

[TpunycTuMe MoeNHAHHS IIpernapary 3 KodeiHoM, prupaMITiiimHOM i TPOITPaHOI0IOM.

Bynu BifCyTHI 3MiHM (papMaKOKiHETHKY Ta IEPEHOCUMOCTI 30JIMIrpeH” P roCTPOMY



CHMIITOMaTU4YHOMY JIiKyBaHHI TaKMMU IIpellapaTaMy fK l1apaneTaMoJ, METOKJIONPaMifl i eproTaMiH.
I[IpoTsiroM 24 TOOMH MiC/s TPUHOMY 307IMIrpeH” He CIIif Ipu3HavaTy iHmi arouicta SHT

Buxomsuu 3 maHUX, OTPUMAHUX 3 YYACTIO 3T0POBUX JOOPOBOJIBINB, MiXK 30/IMITPUIITAHOM i
eproTaMiHOM He CIIOCTepiraeThCs XKOAHOI B3aEMOII 3 Morisiay GapMakoKiHETUKY YU OyIb-sIKOI
B3aeMopil, 1mo Masa 0 KimiHiyHe 3Ha4YeHHs. OCKiTbKY TEOPETUYHO MOXKE 3POCTH PU3UK BUHUKHEHHS
KOpOHApOCHa3My, 301Mirper” peKoMeHAy€eThCS IPUAMATH He paHille HiX depe3 24 TONMHY MiCs
3aCTOCYBaHHS IIpelaparTis i3 BMICTOM eproTaminy. | HaBlaky, npenapar 3 BMiCTOM eproTaMiHy
PEeKOMEeH/YETLCA IPUIMaTy He paHillle HiX depe3 6 TOAMH MiCIA 3aCTOCYBaHHS 30IMIrpeny”.

[Ticnsa npuiioMmy Mokno0eMiny, crienudpivHoro iHribitopy MoHoamiHokcugasu A (MAO-A),
crioctepiranocs He3HauHe 30inmbiieHHs (26 %) AUC (mmmolmi mig KprBo0) 30IMITPUIITAHY Ta
Tpupa3oBe 30inbienHs AUC akTuBHOTO MeTabomiTy. ToMy malnieHTaMm, siKi 3aCTOCOBYIOTH iHTi6iTOpU
MAO-A, npuiMaTy 30JIMITPUIITAH PEKOMEHAYETHCS B 0031 He GinbIlie 5 MTr Ha 00y .

[Ticns npuiioMy IUMETUAUHY, 3arajnbHoro inribiropy P450, nepion HamiBBUBEeHHS 30JIMITPUIITAHY
3pocrtaB Ha 44 %, a AUC - Ha 48 %. Kpim Toro, IuMeTHAXH IIOOBOIOBAB I€Piog HAIiBBUBEIEHHS Ta
AUC aktuBHoro N-gumeTtunboBaHoro Mmerabomity (183C91). INauieHTaM, SKi 3aCTOCOBYIOTh
IIUMETHUIVH, IPUUMaTH 30/IMiTPUIITaH PEKOMEHY€EThCS V [03i He Oinbiie 5 Mr Ha 700y.

Buxopsium i3 3aranmpHOro mpodino B3aemMoii, He MOXXKHA BUKJTIOYATH MOXKJIMBOCTI B3aeMOfIii 3i
cnenudivyaumy inriditopamu CYP 1A2. Tomy npu 3acTOCyBaHHI NOAIOHUX CIONYK, TAKUX K
GbyBoKCcaMiH i XiHOJIOHY (HaIpuKiaf, TUIPodI0KCaliH) O03yBaHHS TaK CaMO PEKOMEHAYETHCS
3MEHIIyBaTHU.

OJIyOKCETHH He BIIMBa€E Ha papMaKOKiHETUYHI TapaMeTpy 30/IMiTpunTany. TepaneBTuyHi [03u
crenudiyHux iHri6iTOPiB 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, GITyOKCETUHY, CEPTPaliHy,
IIapOKCETHUHY 1 IuTanonpamy He npurHidyioTs CYP1A2. TIpoTe noBifoMIIsAIOCS IIPO BUHUKHEHHS
CEpPOTOHIHOBOTO CHHAPOMY IIiCJISI OGHOYACHOTO 3aCTOCYBaHHS TPUIITAHIB i CEJIEKTUBHUX iHTi0iTODIB
3BOPOTHOTO 3axomyeHHs cepoToHiny (CI33C) (manpuknafn, GIyoKCeTHUH, TapOKCEeTHH, CePTPaliH) i
CeJIeKTUBHUX iHTi6ITOPiB 3BOPOTHOTO 3aXOIJIeHHS CepPOTOHIHY i HopaapeHaniny (CI33CiH)
(Hanpuknan, BeHnadakcuH, nyIoKCceTHH) (OUB. po3min «OcoONMMBOCTI 3aCTOCYBAHHS»).

[Tpu omHOYaCHOMY 3aCTOCYBaHHi aroHictiB perentopis SHT, g, Ta mikapchkux 3aco6iB, 10 MiCTSATh
3Bipo0ilt (Hypericum perforatum), € UMOBIpHICTh AMHAMIYHO] B3a€EMOZIl, 1110 MOXK€e IIPU3BECTH 10
36inbieHHs HeOaXaHUX epeKTIB.

Oco6 1ueocmi 3acmocyeaHHsi.

[Ipenapart cif 3aCTOCOBYBaTH JIMIIe Y BUIIagKaX, KOJIX TOYHO BCTAHOBJIEHUY [iarHo3 MirpeHi. Ilepen
TIOYATKOM JIiKyBaHHS T'OJIOBHOT'O 0OJII0 CJTifi BUK/TIOUMTH iHII HEBPOJIOTiIYHI CTAHH Y MAIiEHTIB, SKUM
paHiie He 6yJ0 IiarHOCTOBAHO MIrpeHb, Ta TUM, Y SKUX CIIOCTEPIraloThCsl aTUIIOBI CUMIITOMHU 3i
BCTQHOBJIEHUM [iaTHO30M MiTrpeHi.

HeMae maHuX PO 3aCTOCYBaHHS JIIKAPCHKOro 3aco0y 30MirpeH” mpu reMimeriysii a6o 6a3unsapHin
MiTrpeHi.

Crmipm 3a3HauuTH, 110 MAIiEHTH, SKi CTPaXKaaioTh Ha MirpeHb, MalOTh IMiABUINEHUN PU3UK
11epe0pPOBaCKYISPHUX MTOPYIIEHE.

Moxn1Be BUHUKHEHHS KPOBOBWJIMBY B MO30K, CyOapaxHOifaaTbHOT'0 KPOBOBUJIUBY, iIHCYJNIBTY Ta iHIINX



11epeOpoBaCKyIsSPHUX TOPYLIEeHD Y allieHTiB, Ki IpUUMaloTh aroHicty SHT, 5.

3onMirper” He CIlif IpU3HAaYaTH MalieHTaM i3 CUMITOMaTUKOK CHHApoMy Bonbda - IlapkiHcoHa -
Yaiita abo apuTMismMu, SIKi IOB’3aHi 3 iHITMME [OJATKOBUMU CEPLEBUMHU IIPOBIIHUMY MIJITXaMHU.

Y noonuHOKUX BUNIafKaX, Tak CaMo sK i IpU 3aCTOCyBaHHI iHIKX aroHicTiB SHT, g, MOXIUBUN
KOPOHAPOCIa3M, CTeHOKap/is Ta iHpapKT Miokappa. 30IMirpes” He CIIifi 3aCTOCOBYBATH Malli€cHTaM 3
(dakKTopaMu pH3UKYy PO3BUTKY illeMiuHOI XBopoOu cepiisi 6e3 monepefHbOro 06CTexKeHHs Ha
HasIBHICTh 3aXBOPIOBaHb 3 00Ky CepIieBO-CygUHHOI cucTeMu. OgHak 00CTeXeHHS He fa€ 3MOTy
BUSIBUTU KOXKHOTO TalliEHTa 3 CEPLIEBUMM 3aXBOPIOBAHHSIMU, TOMY TPAILISIIMCS IOOOUHOKI BUTTAOKHU
CEepHO03HUX CEepIeBUX MOMiH y nalieHTiB 63 ceplieBo-CyIUHHUX IIOPYIIeHbh B aHAaMHE3I.

fK 1 1pu 3acTocyBaHHI iHIKUX aro”icTiB SHT g, MiC/IA NPpUUOMY 30IMITPUIITAHY MOXKE 3’ IBUTUCSH
BiI4yTTS BaXKKOCTi, TUCKY UM CTUCKAHHS y TinsAHIl cepis. [Ipu mossi 6010 y TpyAHiMA KITiTIH 4u
CHMIITOMIB, XapaKTepHUX /71 ileMiuHol XBOPOoOH CepIisd, 3aCTOCYyBaHHA 30IMirpesy” Ciif
IPUNIMHUTH Ta MPOBECTHU 00CTEeXKEHHS IMallieHTa.

fAK 1 mpu 3acTocyBaHHI IHIIKX aroHicTiB OHT g, ,, MOXKIINBE TPAH3UTOPHE MINBUILIEHHS apTepiaIbHOI0
TUCKY y IALli€HTIB K 3 IMigBUIIEHHAM apTepiaJbHOr0 TUCKY B aHaMHe3l, TakK 1 3 HOpMaJIbHUM
apTepiaJbHUM THUCKOM. [lyKe PiiKO Take IiBUILEHHSA apTepialbHOTO TUCKY IIOETHYBAJIOCS 3
CEepHO3HUMHU KIiHIYHUMU IIPOSIBaMHU.

4K i mpu 3acTocyBaHHI IHIIKX aroHicTiB OHT g, Y NALIEHTIB, Ki OTPUMYBAJIX 30JIMITPUIITAH,
CIIOCTepiranucs pifKiCHI BUlagKu aHadinakcil / aHa(pinakTOIgHUX peakIii.

[ToBimOMIISINIOCS TPO BUHUKHEHHS CEPOTOHIHOBOT'O CUHAPOMY MiCIIsI OOHOYACHOTO 3aCTOCYBaHHS
TPUIITAHIB i CeeKTUBHUX iHTi6iTOPiB 3BOPOTHOTO 3axomnneHHs cepoToHiny (CI33C) yu inribitopis
3BOPOTHOTO 3aXOIJIEHHSI CEPOTOHIHY i HopaapeHaniny (CI33CiH). CepoTOHIHOBUY CUHAPOM €
IIOTEHININHO HeOe3MeYHuM [OJI XXKUTTSA CTAHOM, 1 BiH MOKe BK/IIOYATU TaKi 03HAKU i CUMIITOMU: 3MiHHU
IICHXiYHOT0 CTaTyCy (HampuKiiaf, 30yaKeHHs, TaliolHallii, KoMa), BereTaTuBHA HeCTalinbHICTh
(Hanpukiaf, Taxikapgis, 1abinbHUN KPOB'SHUYW THUCK, TiepTepMisi), HEpBOBO-M 130Bi aHOMaTil
(Hampukiap, rimeppednekcis, MOPyIIeHHS KOOPAUMHALIii) Ta/ab0 MITyHKOBO-KUIIKOBI CUMIITOMU
(HampuKIam, HymoTa, 6/1I0BOTA, miapes). fKI0 CYIyTHE 3aCTOCYBaHHS TiKapChKOIo 3aco0y
3onmirpes® i CI33C a6o CI33CiH KniHiYHO BUIPaBIaHO, PeKOMEHIYETLCS PETeIbHE CIOCTEPEeKEHHS
3a IalfieHToM, 0CoGIMBO Ha MTOYATKY JIiKyBaHHS i Imif yac 36ibIIeHHs T03H.

HamgMmipHe 3acToCyBaHHS JTiKapChKUX 3aC00iB I JIiIKyBaHHS TOCTPUX HalafiB MirpeHi Moxe
IIPU3BECTH [0 30iNbIIIEHHS YaCTOTH T'OJIOBHOTO 00JII0, 1110 MOXKe BUMaraTH BigMiHU JIiKyBaHHS. Y Takin
cuTyallil HeoOXiMHO MPUIMHUTH JIiKyBaHHS i 3BEPHYTHUCS [0 JTiKaps.

30J1MirpeH® MICTUTB JIaKTO3y. fAKIO0 ¥ Bac BCTaHOBIEHO HEIIEPEHOCUMICTh AESIKUX LIYKPiB,
IIPOKOHCYJIbTYHTECS 3 JliKapeM, Ieplll HiXK MpHUUMaTH Iei JTiKapChbKui 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHiCTb

Be3neka 3acToCcyBaHHS 30JIMITPUINITAHY Y I1€PiOf BariTHOCTI He BUBYasacsd. [LoCIigXKeHHs Ha
TBApUHAX He BUABUIIM IPSIMOT0 TePaToreHHoro edexTy. Y mepiof BariTHOCTI 30aMirpes”® MoxHa
3aCTOCOBYBATH TilIbKM Y TOMY BUIIQ[IKY, SKIIIO MOXKJIMBUYN TepaneBTUYHUYN ePeKT Aig MaTepi



IIepeBuInye HOTGHHi&HBHI/Iﬁ PU3UK Ojid IIoga/IUTUHMU.

['onyBaHHA IPYOOI0

HocmnigXeHHs TPOAEeMOHCTPYBAJIY, IO 30JIMITPUIITaH [IPOHUKAE Y MOJIOKO TBAPUH, SIKi TOAYIOTh.
Hemae maHUX CTOCOBHO IPOHUKHEHHS 30JIMITPUIITaHY Y JIIOACHKE IPy[AHE MOJIOKO. ToMy XKiHKaM y
1epiofi TPYIHOTO TOAyBaHHS 3aCTOCOBYBATH IIpemnapar CiIifi 3 06epexkHiCTIO.

30amHicmb eniueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[Tig yac mocmimKeHHs, y IKOMYy HeBeJIMKa IpyIa 3I0POBUX J0OPOBOBIIIB IpuiiMaia 30JIMITPUIITAH y
no3i mo 20 mr, He Oy/10 Bif3Ha4YEHO iCTOTHOTO BIJIMBY Ha PE3YJIbTATH IICUXOMOTOPHHUX TECTIB.
3onMirpen” He BIIMBa€ ab0 HE3HAYHO BIIJIMBAE HA 3[aTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM Ta
[IpaIoBaTy 3 MeXaHi3MaMu

Are BofiiB TpaHCIOPTHUX 3aC00iB i 0ci6, poboTa TKKMX MOB’'sI3aHa 3 MiJBUINEHOI0 KOHIIEHTPAIIIEI0
yBaru, HeoOXiTHO 3aCTePerTH, 110 B pa3i BUHUKHEHHS HalaAy MirpeHi MOXKJIMBHAN PO3BUTOK
COHJIMBOCTI.

Cnoci6 3acmocyeaHHsi ma do3u.

Jlikapcbkuit 3acib He MpuU3HAYEHUH [ 3aCTOCYBAHHS 3 METOI0 MPOPiTakKTUKY Hanany MirpeHi.
EdekTuBHICTH NTiKyBaHHS He 3aJIe3KUTh Bifl TOTO, Yepe3 SIKUYU Yac IIiC/Is MoYaTKy Halaay MirpeHi 6yB
IPUAHATHI TiKapChKHUil 3aci6 307Mirper”, mpoTe PeKOMeHAYETLCA 3aCTOCOBYBATH SIKOMOTa
paHillle Imicjis BUHUKHEHHS Hamany MIirpeHi.

Hopocnum npusHadaTu o 1 tabnetwi (2,5 Mr 3oamiTpunTtany). ko cumnroMmu 306epiraroTbcst abo
3HOBY BUHUKAIOTh IIPOTITOM 24 TOOUH, MOXe 3HaHOOUTUCS IPUIAOM ITOBTOPHOI no3u 1 TabmeTKu

(2,5 mMr 30mMmiTpunTany). Y pasi HeoOXimHOCTI TOBTOPHY 03y MOXKHa IpUAMaTH He paHillle HiX yepes
2 TOOWHY IIiCIs TIepIIol MO3H.

[Tpu HegocTaTHIM e(eKTUBHOCTI HO3HU 2,5 MT [OMYCKA€EThCs 30ibIIeHHS Pa30BOl 03U [0 5 MT
(MakcuMarbHa pa3oBa fo3a). MakcuMabHa 1000Ba mo3a - 10 mr.

Y nami€eHTiB 3 BiANOBIAI0 Ha JIiKyBaHHS 3HaYHa €(PEeKTUBHICTh IPOSBISAETLCI IPOTATOM 1 TOOUHU
IicyIs MPUIOMY JTiKapChKOTo 3acofy.

ITeyiHkoB8a HedocmamHicmb

[Tpu nediHKOBiM HEJOCTATHOCTI MeTabo0Ii3M 30/IMITPUINITAHY 3HUXKYETHCS. [1J151 TaIliEHTIiB 3 TETKUMU
TIOPYLIEHHAMY (QYHKIIii IeYiHKM KOpeTryBaHHS 1031 He NMOTpi6He. [[71g malieHTiB 3 moMipHUMY i
TSKKUMH MTOPYIIeHHIMHU QYHKIII meyiHky mo60Ba go3a IpernapaTy He Ma€ MePeBUILyBaTH 5 M.

Hupkosa HedocmamHicmb
[Tpu kinipeHci KpeaTHHiHY TIOHaA 15 MJI/XB 03y KOPEryBaTU He IOTPiOHO.

ITauieHmu sikom 8i0 65 pokie



Beamnexka Ta e()eKTHUBHICTh 3aCTOCYBaHHS 30JIMITPUIITaHY IallieHTaM BiKOM Bifi 65 POKiB He
IOCTiAKyBanuch. ToMy 30JIMITPUNITAH He PEKOMEHIYETLCS OJIF JIiIKyBaHHS 3a3HaueHOl BUIIE
KaTeropil maiieHTiB.

B3aemo0ii, w,o nompebyombs Kopekuii 0o3yeaHHsA (OUB. po3misn «B3aeMofist 3 iHIIMME TiKapChKUMHU
3aco6aMu Ta iHIIi BUOY B3aEMOMIl»)

[MamienTaM, siKi 3aCTOCOBYIOTh iHTiOiTOpM MAO-A, mpuiiMaTy 30JIMITPUIITAaH PEKOMEHIYETHCS B 1031
He Oinbire 5 Mr Ha 100y .

MakcuMarnbHa peKOMeHIoBaHa fo00Ba [103a 30/IMITPUIITAHY [IJIS HAIli€HTIB, sIKi 3aCTOCOBYIOTh
IIUMETHUINH, CTAHOBUTL He Oinbie 5 Mr Ha g00y.

MaxkcuMmarnbHa 0o00Ba J03a 30JIMITPUIITAHY 5 MI' DPEKOMEHAYETHCSA [ MallieHTiB, AKi IPUIMalOTh
crenudiuni iHriditopu CYP1A2, Taki sk ¢pryBokcaMiH Ta XiHONIOHU (HAPUKIIA[ IIUITPOQIOKCALINH).

Himu.

He pekomeH10BaHO 3aCTOCYBaHHA AJ1S JIiIKyBaHHA AiTed (BikoM 10 18 pokiB).

Ilepedo3yeanHns.

Cumnmomu. Y moOPOBOJIBINB, SIKi MPHUUMaIU OQHOPA30BO 30JIMITpUITaH y f03i 50 Mr, crmocTepiraBcs
cemaTuBHUU e(EKT.

JIikysanHA. [1epion HamiBBUBEAEHHS 30JIMITPUINITaHy CKjafae€ Bif 2,5 00 3 TOOUH, TOMY CJIif
CIIOCTEpiraTu 3a NallieHTOM ITiCJig Iepeio3yBaHHs MpUHaWMHi 15 roguH abo [0 3HUKHEHHS
cuMnToMiB. CrienudivyHOro aHTUAOTY HEMAE.

Y BUDAAKYy TSKKOI iIHTOKCHKAllil peKOMEHAYIOThCS MPOLleAyPH iHTEeHCUBHOI Teparlii, y T. 4.
3abe3nedyeHHs MPOXiMHOCTI AUXANTbHUX IUISXiB, afleKBAaTHOI OKCUTEHAllil Ta BEHTUIISAI], MOHITOPUHT i
migTPUMaHHS QYHKIIiN CEpPLIeBO-CyIUHHOI CUCTEMHU.

HesigoMmo, gk reMopiani3 Ta mepuTOHea IbHUN [iaji3 BIIJIMBAa€ Ha KOHI[EHTPALil0 30JIMITPUIITAHY V
CHPOBATI]i KPOBI.

ITobiuni peakuii.

[ToOiyHi epekTH 3a3BUUal MalOTh JIETKUAU XapakTep, IK IPaBUJI0, € MUHYILIUMU, 3’ ABISIOTHCS
IIPOTATOM 4 TOJUH IIiC/Is TpuioMy JIiKapchbKOro 3aco0y, He YacTillaloTh Micyis #0Tr0 IOBTOPHOTO
3aCTOCYBaHHS Ta 3HUMKAIOTh CIIOHTAHHO 6€3 JKOIHOT0 IOIaTKOBOTO JIiKyBaHHS.

3a 4aCcTOTOI0 BUHUKHEHHS N00iuHi epekTu KnacuikyloThCs TaKUM YUHOM: OyxKe dacTo (= 1/10);
gacTo (= 1/100 < 1/10); meyacto (= 1/1000 < 1/100); pigko (= 1/10000 < 1/1000); ogy=xe pigko
(< 1/10000), HEBimoMO (He MOXKHA OLIHUTH 3 HaSIBHUX HAHUX).

3 60Ky iMyHHOT cucmemu: PidKO - Peaxilii rinepyyTINBOCTI aHTIOHEBPOTUYHUM HAOPSK Ta



aHadimakTUYHI peakiii.

3 60Ky cepus: 4acCTO - BiguyTTs CepuebUTTs; HeYacTo - TaxXiKapmis; AyXke pigko - iHGapKT Miokapaa,
CTEeHOKapisi, KOpOHApPOCIa3M.

3 60Ky cyOuH: HEYaCTO - TUMYACOBE IiABUINEHHS CUCTEMHOTO apTepiallbHOT'0 TUCKY, HE3HAYHE
MigBUIIIEHHS apTepiaJbHOI0 TUCKY.

3 60Ky Hepsosoi cucmemu: 4acCTO - TIOPYIIEHHS YyTIUBOCTI, 3alIlaMOPOYEHHS, TOJIOBHUM Bifb,
rimepecreail, mapecTeasil, COHIUBICTh, BiTUYTTS XKapy.

3 60Ky WAYHKOBO-KUWKOB020 MpAkKmy: 4acTo - OiJib y XKUBOTI, HymoTa, 6/1I0BaHHS, CYXiCTh Y
poTi, mucdaris; gyxKe pifKo - miapes 3 AOMilIKaM¥ KPOBi, iHpapKT ab0 HeKpO3 KUIIEUYHHKA,
imemiyHi sBUIa 3 00Ky IITYHKOBO-KUIITKOBOTO TPAKTY, illIeMiYHUN KOJIT, iHpapKT
CeJle3iHKWU.

3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU: PiOKO - aHTIOHEeBPOTUYHUM HAOPSK, KPOIIUB'THKA.

3 60Ky HUPOK ma ceuo8udinbHoi cucmemu: HEYACTO - MOJIiypisi, 30iMbIIEHHST YaCTOTH
CEYOBUITYCKAHHS; AyKe PiOKO - iMIepaTuBHI TO3UBU A0 CEYOBUITYCKaHHS.

3 60Ky cKesemHo-M’ 130801 cucmemu ma cno/yYyHoi MKaHuHU: YacCTO - M’sI130Ba CJIa0bKiCTh, Oinb y
M’s3aX.

3azanvHi po3aadu i cmaH Ha OiAAHUI 3aCMOCYBAHHA: 9ACTO - aCTeHis, BifT4yTTSA BaXKKOCTI,
CTHCKaHHS, 601110 ab0 THCKY Y TOpJIi, K, TPYAHIN KT Ta KiHIliBKaX.

Tepmin npudamHocmi. 3 POKH.

He 3aCTOCOBYBATH IIpelapaT IIicyIs 3aKiH4YeHHS TepMiHy I'IpI/II[aTHOCTi, 3d3Ha4Y€HOr'o Ha y'HaKOBLIi.

YMoBu 30epiranHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBIi Ipu TeMmepatypi He Buile 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MiCIIi.

YnakoBka. ITo 2 a6o 10 tabnetok y 6micTepi. [To 1 6micTepy y maydlii.

Kareropis Bignmycky. 3a penentom.

Bupo6Huk. AT «®apmak».



Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr'o ajJpeca MicCIsi IPOBaIKeHHsI Jis/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



