IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

30JIMITPEH® CITPEHA

(ZOLMIGREN SPREY)

CKkn1ao0:
ditoua peyosuHa: 30JIMITPUIITAH;
1 mo3a micTuTh 30NMiTpUNTaHy 2,5 860 5 MT;

donomidcHi peyoguHu: OEH3aTKOHIIO XJTOPUA; KUCIIOTa TMMOHHA, 0€3BOfIHA; HaTpiio rimpodocdar,
OUTiIpaT; OeKCIaHTEHOJ; BOOa OYHUIIeHa.

JlikapcbKa ¢popma. Cripeli Ha3albHUN JO30BaHUM.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:
2,5 Mr/mo3a: piguHa CBITJIO-KOBTOT'0 KOJILOPY. [lOMyCKaETHCS JieTKa ONaeCLeHIis.

5 Mr/mo3a: piauHa XKO0BTOI'0 KOJIbOPY. [IOIyCKa€EThCSA JIerKa OnajieCleHIis.

®apMakoTepaneBTUYHa I'pyna.

3aco0wu, 1110 3aCTOCOBYIOTHCS IpH MirpeHi. CenekTuBHi aronictu 5-HT,-pelienTopiB CEPOTOHIHY.
3onmitpuntad. Kog ATX N02C C03.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

[Tpotumirpeno3nui 3aci6. 30IMITPUNITaH € CEJIEKTUBHUM aroHicToM pekoMOiHaHTHUX 5-HT -
PeLenTopiB CEPOTOHIHY CYyAUH JIOOUHU. Ma€ MOMipHY CIIOPIgHEHICTS i3 cepoToHiHOBUMU 5-HT) ,-
pelienTopaMu, He Ma€ CyTTEBOI adiHHOCTI abo hapMakosorigyHol akKTUBHOCTI mogo 5HT,-, 5SHT.-,
S5HT,-cepoTOHIHOBUX PEIENTOPIB, , &;-, &,-, P;-adpeHepriynux perentopis, H;-, H,-rictaminoBux
petienTopis, M-xomniHoBuX peuenTopis, D,-, D,-nodamiHepriuHux penentopis.

3aBIAKY BIIaCTUBOCTAM aroHicra 5-HT, g, -peLenTopiB CyauH 3aCTOCYBaHHS 30JIMITPUNITAHY
BUKJIMKA€E Ba30KOHCTPHUKIIiIO ITIepeBaXKHO KpaHiaJbHUX CY[INH, acoliiioBaHy 3 6JI0KyBaHHSIM
BUBUIbHEHHS IENTUAY, [1I0B’s13aHOT0 3 TeHOM KaJIbLIUTOHIHY, BA30aKTUBHOT' O IHTECTUHAJIBHOTO
nentuny i cybcranii P.



Ha momaTtok mo nepudepryHoi il 30MMITPUIITaH BIJIMBAE Ha sApa CTOBOypa I'OJIOBHOT'O MO3KY,
3aJTydeHi B MeXaHi3M PO3BUTKY HalaZiB MirpeHi, 0 MOSICHIOE CTiKNUM e()eKT IIOBTOPHOTO
3aCTOCYBaHHS IIPH JIiKyBaHHI cepil 3 KiTbKOX HalaAiB MirpeHi B OMHOTO NalieHTa. [1pu Hanafai Mirpexi
Bil3HAYa€THCS BA30AMIIaTAllis 3aBASKM aKTHBallil pedeKTOpHOro 30yaKeHHS MiATPHMyBaHOT O
OPTOOPOMHKMHY BOJIOKHAMH TPifYacTOro HepBa i MapacuMIIaTUYHOI iHHepBallii iepedpanbHOi
IIUPKYILil Yepe3 BUBITbHEHHS Ba30aKTUBHOTO iHTECTUHAIBHOTO MENITUAY K OCHOBHOTO
eekTOpHOTO HelipoMefiaTopa. 30NMiTpunTaH 0/10Kye pedrekTopHe 30yOKEHHS i BUBITbHEHHS
BA30aKTHUBHOI'0 iIHTECTHHAIBHOTO MENTUY, IPU3YIIHHSIE PO3BUTOK Halady MirpeHi 6e3 mpsimoi
QHAITeTUYHOI mil.

[Topsip i3 KymipyBaHHSIM MirpeHeBOro Hamapgy mociaabioe HyooTy, 6;1oBaHHs (0COOIMBO MpU
niBoOiyHKX aTakax), GoTo- i porodobOit0. BucokoedheKkTHBHUM ¥ KOMITIEKCHOMY JTiKyBaHHi
MirpeHeBoro cTaTycy (cepil 3 KiIbKOX TSXKKMX, 1110 HACTYIal0Th ONUH 3a ONHUM, HallafiB MirpeHi
TPUBaicTiO 2—5 [1i0). YCyBa€ MirpeHs, acollilioBaHy 3 MEHCTPYaIIi€lo.

Krniniyna ebeKTUBHICTS i 6e3meka

OpHe KOHTPOJIbOBaHe KIIiHIYHE JOCIiAXeHHS V¥ 696 MiAIiTKIB i3 MIrpeHHI0 He IPOAEMOHCTPYBajo
nepeBary TabyieTOK 30JIMITpUIITaHy B flo3ax 2,5 Mr, 5 Mr i 10 Mr nopiBusHO 3 nane6o. EQekTuBHICTH
He OyJia IpogeMOHCTPOBaHa.

dapmakoKiHemuKa.

A6copOirisi. 30TMITPUIITAH IIPU Ha3aIbHOMY 3aCTOCYBaHHI IIBUAKO aOCOPOYETHCS B HOCOTJIOTII, 1110
Oy70 migTBEpOKEHO OOCITiIKEeHHSIM II03UTPOHHO-eMiciitHoi ToMorpadii 3 BUKOPUCTAHHSIM
pamioakTuBHOTO [KapOoHin-11C] 3onMmitpunrtany. CepenHs BigHOCHA 0i0gOCTYIHICTH ITpemnapaTy
3onmirper® crpeit cTaHOBUTH 102 % MOPIiBHSAHO 3 IePOPaIbHUM 3aCTOCYBAHHAM 30JIMITPUITAHY ¥
dbopmi TabreTku. Y 3mopoBUX HOOPOBOJIBILIB ITiC/IsT 3aCTOCYBAaHHS Pa30BUX Ta 6araTopa3oBUX
iHTpaHa3aMbHUX 03 30JIMITPUIITAH Ta MOT0 aKTUBHUHM MeTaboIiT N-IecMeTHI-30JIMITPUIITAaH MalOTh
IIPOIOPIIMHO 3aJIeXKHi Bifl 03K IOy Iif (hapMaKOKiHEeTHYHOI KPHUBOIO «KOHIIeHTpalig-dac» (AUC)
i MakcuManbpHy KoHUeHTpanio (C,,,,) y Aiana3oHi o3 Big 1 mo 5 mr. ¥ cepeparomy 40 % C,,., Bif
BUXiTHOTO 30JIMITPUIITAHY JOCSATAETHCS MPOTIroM 15 xBunmuH. [TosiBa akTUBHOTO MeTabosmiTy N-
IeCMETHUI-30JIMITPUIITAHY B IJIa3Mi KPOBi, SKUl YaCTKOBO YTBOPIOETHCS 3@ PaXyHOK MeTabomi3aMy
IIePIIOTO MPOXOAXKEHHS, 3aTPUMYEThCS Ha 15—60 XBUIMH MiCiIg NPUUOMY AO3U. 30JIMITPUIITAH
BM3HAYAEThCS B IIJIa3Mi KPOBi uepe3 5 XBUIIMH, a YacC OOCATHEHHS MOTr0 MaKCUMaIbHOI KOHIIEHTpAIlil
(T, CTAHOBUTE 3 ToauHU. [Ticns 3acTOCyBaHHA IpelapaTy W0oro TepalneBTUYHA KOHIIEHTpAIlis B
I71a3Mi KPOBi HiATPUMYETHCS MPOTAroM 4—6 roguH. [Ipu MOBTOPHOMY 3aCTOCYBaHHI KyMyIsIil
Impenapary He CIIOCTEPIraeThCs.

KonnenTpanis y nna3mi Ta ¢papMaKoKiHETHKA eliMiHallil 30JIMITPUIITaHy Ta TPhOX OCHOBHUX
MeTabOTiTiB M1 HA3aIbHOTO CIIPEI0 i 3BUYaNHUX Ta0IeTOBaHUX IperapaTiB CX0XKi.

Byo BCcTaHOBIEHO, 1110 BCMOKTYBAHHS Ha3aJIbHOTO CIIPe0 30JIMITPUIITAHY V 3MOPOBUX JOOPOBOJIBLIIB
He 3MIiHIOETHCS IIPU OAHOYACHOMY 3aCTOCYBaHHI 31 CUMIIATOMIMETUYHUM Ha3aJIbHUM
IPOTHHAOPSKOBUM 3aCO00M KCUTIOMETa30J1iHOM.

Posnopin. CepefHiil yssBHIE 06'€M PO3MOMiNY [/ Ha3aJIbHOTO CIPEelo 30/IMirper” Cupeil CTaHOBHUTE
8,4 n/kr. 3B’93yBaHH4 3 GiTKaMu IJIa3Mu KpPoBi - 25 %.

MeTabomiaM. BctaHOBIEHI Tpu OCHOBHI MeTab0IiTH 30JIMITPUIITAHY: iHAOJIOIITOBA KMCIOTa (OCHOBHUMI



MeTabomiT y mma3Mi i ceui), N-okcun- i N-gecmetunatnanoru. N-IeCMeTUIIOBaHUM MeTa0OIIiT
(183C91) € akTUBHUM, a ABa iHIIKUX MeTa0O0IiTH - HeaKTUBHi. N-fecMeTuIb0BaHUN MeTaboIiT TaK0oXK
BOJIOJi€ aKTUBHICTIO aroHicta cepoToHiHOBUX 5-HT,;,p-penenTopis cyaus, ane y 2—6 pasiB BULIOLO,
HiX 30JIMITPUIITAH.

dapmakokiHeTuKa N-IeCMeTHIbOBAaHOTO MeTaboJIiTy cx0ka 3 hapMaKOKiHETUKOIO 30JIMIiTPUIITAHY.
[Ticns ogHOpa3o0Boro Ta 6araTopa3oBOT0 AO3yBaHHS IIpenapary y Aiama3oHi o3 0,1-10 Mr
307IMiTpUNTaH Ta #oro N-gJecMeTUIboBaHUM MeTabOoJIiT 1eMOHCTPYIOTh JIiHINHICTh KiHETUKHY.

Metabomni3M 3onMmiTpunTany 3anexkuTh Bim CYP1A2, a MeTab0mi3M aKTUBHOTO METa0O0JIiTy
N-mecMeTun-30IMIiTpUNTaHy BinOyBaeThCs Yepe3 GepMeHTHY CUCTEMY MOHOaMiHOKcugasu A (MAO-
A).

N-mecmeTunboBaHUM MeTabOMIT BUSBISETHCS B I1a3Mi Kposi yepes 15 xBunuH, a T,,,, CTAaHOBUTH
3 roguHH.

Exckpenis. EniMinaliis 301MiTpunTaly Ta akTUBHOTO MeTabomiTy N-IecMeTHI-30/IMITPUIITaHy Tic/s
IIepOpabHOTO Ta iHTpaHa3aJbHOI'0 3aCTOCYBaHHS OfHaKoBa. CepefiHiil epiof HaliBBUBEOEHHS
30/IMiTpUnTany Ta N-IecMeTuIb0BaHOTO MeTaboMIiTy CTaHOBUTH MPUOIN3HO 3 TOOWHU.

Y mocnifKeHHI IIpy epopasibHOMY 3aCTOCYBaHHi 30JIMiTpUIITaHy OyJI0 BCTAHOBJIEHO, 1110 65 %
BBEIEHOI M03U BUOINSAETHCS 3i cevelo (MepeBaxHO y BUTIISAML iHIOIOUTOBOr0 MeTa0O0IiTY) i MPUONIM3HO
30 % BBemeHOI 003U BUMINMAETLCA 3 KaJIOM, IePeBaXKHO y BUTJISALI HE3MiHEHOI PeYOBUHM.

CepeqHiil 3aranbHU IIa3MOBHIA KIIipeHC IpenapaTy 3onMirper” crpeii mopisHIoE 25,9 Mi/xB/KT, 1/6
YaCTHUHY SIKOT'0 CTAHOBUThL HUPKOBUIL KiipeHc. HUpKOBUY KilipeHC OiNbImii, HiXK IIBUAKICT
KJIy004KOBOI (inbTpaliil, 1110 4O3BOJISE IPUIYCTUTU HaIBHICTh KaHa/IblIeBOI CEKPeLlii.

dapmakoKiHemuka 8 OKpeMux 2pynax nauieHmis.
ITayieHmu AiMHbO20 BIKY

[Tpu nepopanbHOMY IPUHOMIi 30JIMITPUIITAHY 300POBUMHU NOOPOBOIBISIMU JIITHHOTO BiKY
(65-76 pokiB), sIKi He CTpaXKganyu MirpeHO3HUM T'OJIOBHUM 00JIeM, CIIOCTEpPIiranucs Taki x
bapMakoKiHETUYHI NOKA3HUKY IIperapary, sk i y 34opoBUxX J0OPOBOJIBIIIB MOJIOAOT0 BiKy
(18-39 pokiB), SKi TaKOXK He CTpaxKaaayd MirpeHO3HUM I'0JIOBHUM 00JIEM.

ITauieHmu 3 HUPK0BOH HeAoCMamHicmio

HupkoBuii KJTipeHC 30IMITPUIITAHY Ta BCiX 10T0 MeTalOIiTiB y MAlli€HTIB 3 TOMIPHOIO Ta TAKKOIO
HUPKOBOIO HEJOCTATHICTIO 3HUKeHUH y 7-8 pasis, xoua AUC BUXIIHOI CHOJIYKH ¥ aKTUBHOTO
MeTabomiTy nuie He3HayHO 36inmbineHa (Ha 16 i 35 % BigmoBimHO), a mepio HaMiBBUBEIEHHS
36inbimuBcs Ha 1 roguny i gocsiras 3-3,5 roguHU. 3HAUEHHS IIUX (apMaKOKiHETUYHUX ITapaMeTpiB He
BUXOMIMIIM 3a MeXKi 3HaueHb ¥ 300poBUX N0OpoBobLiB. Lli JaHi oOTpUMaHi 3 JOCigXKeHb 3aCTOCYBaHHS
30JIMITpUINTaHy y hopMi TabIEeTOK.

ITauieHmu 3 neyiHK080K HEOOCMAaMmMHiCm

ocmnigXeHHS 1IO[0 BIJIMBY 3aXBOPIOBaHb IEYiHKY Ha (papMaKOKiHETUKY 30JIMITPUIITAHy IIPU
3aCTOCyBaHHI IepopasibHol (OopMHU IIpenapaTy 4ajio 3MOTy BCTAaHOBUTH, ITI0 Y MAIiEHTIB 3
BUpaXeHUMHU TOPYIIeHHAME (YHKIIl IIe4iHKHY, OPIBHSHO 3i 3TOPOBUME HOOPOBOIBLSMHU, 30i1bIIEHO
AUC1iC,,: Ha 94 % i 50 % BigmoBigHO y MAllieHTIB 3 IOMIPDHUM II€4YiHKOBUM 3aXBOPIOBaHHAM i Ha 226
% iHa 47 % - y IallieHTiB 3 TAKKUM II€4iHKOBUM 3aXBOPIOBaHHSIM IOPIBHSHO 31 3O0POBUMU



no6poBonblsiMu. CKOPOYYETHCS Yac mepe0yBaHHS B OpraHi3aMi MeTaboIiTiB, BKITIOUal0OUX aKTUBHUN
MeTtabomit. g metabomnity N-gecmetun-zonmitpuntany AUC i C,,, 6ynu 3auKeHi Ha 33 % i 44 %
BiIIOBIAHO y IAIiEHTIB 3 IOMIPHUM 3aXBOPIOBaHHAM IediHKY i Ha 82 % i 90 % - y maijieHTiB 3
TSI)KKUM 3aXBOPIOBAHHSM ITEUiHKHU.

T,,, 30MMiTpUNTaHy CKl1afaB 4,7 TOOUHU Y 300POBUX JOOPOBOJIBIB, 7,3 TOOUHU - y TAI[€HTIB 3
IIOMIPHUM 3aXBOPIOBAHHAM Ie4iHKY 1 12 roguH - y nauieHTiB 3 TAXKKUM 3aXBOPIOBaHHAM [1€YiHKU.
Bignosingui 3nauenHs T,, gns MeTtabonity N-mecMeTUn-30IMITPUIITAHY CKIanu 5,7 rogunu, 7,5
roguHu i 7,8 roguHu BigmoBigHO. He mpoBOAUIOCEH OOCTIOXKEHD A1 XapaKTePUCTUKHU
(dbapMaKOKiHEeTUKY iHTpaHA3a/IbHOT0 30IMITPUIITAHY y MAI[i€HTIB 3 MOPYIIeHHAMY (YHKIIil TeYiHKHU.

ITauienmu 3 2inepmoHiuHO0 Xx80pP06OI0 cepus

[Ipu nmepopaibHOMY IPUKXOMI 30IMITPUNITAHY TAl[ileHTaMU 3 JIETKOI Ta IIOMIPHOK apTepiaabHOK
rinepTen3ielo 6yB BiACyTHilN BIIMB Ha (GapMaKOKIiHETHUKY Ta MOKA3HUKU apTepialbHOTO TUCKY
TIOPiBHSHO 3 TAKUM Y TOOPOBOJIBLIB 3 HOPMAJIbHUM apTepialbHUM THCKOM.

dapmakoKiHemuy4Hi 83aemo0ii

Y HeBeNuKiil rpymi 3M0pPOBUX JOOPOBOJILIIB He 0yi10 3adhikcoBaHO (papMaKOKiHETUYHOI B3aEMOZIl 3
eprotaminoM. OmHOYaCHUY IPUIOM 30JIMITPUNITAHY 3 eproTaMiHoM/KodeinoM qo0pe mepeHoCuBCs i
He MPU3BOAUB [0 30inmbineHHs M06iYHUX edeKTiB abo 3MiH apTepiabHOT0 THCKY IOPiBHSIHO 3
MOHOTepaIi€io 3onMiTpuntanoM. Lli maHi oTpuMaHi 3 focHifKeHb 30IMIiTPUNTaHy y GopMi TabIeToK.

3 mornsany papMakokiHeTuKH, ceserinid (iHribitop MAO-B) i dbnyokceTuH (ceneKTUBHUM iHTiGiTOD
3BOPOTHOTO 3axormieHHs cepoToHiHy (CI33C)) 3i 3onmiTpunTaHOM He B3aeMOAitoTh. Li gaHi oTpuma#ni
3 [IOCIIiKeHb 30IMIiTpUNTany ¥ hopmi TabNeToK.

[Ticna 3acTocyBaHHS pUGaMIIiIKMHY KIIHIYHO 3HaYYyIIKUX BiAMIHHOCTE! y (hapMaKOKiHETHII
30/MiTpunTany abo #oro akTUBHOTO MeTaboJIiTy He crocTepiranocs. Lli gaHi oTpuMaHi 3 JOCIigKeHb
30nMiTpunTany y ¢popmi TabneTox.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

KymnipyBaHHS Hamagy Mirpesi 3 aypoi i 6e3 aypu.

IIpomunoka3aHHsi.

- [TigBuieHa iHOUBiAyaNbHa YYTIHUBICTh 0 KOMIIOHEHTIB JIiKApCHKOTO 3acoby;
- HEKOHTPOJIbOBaHa apTepiajbHa TilepTeH3sis;

- imemiyna xBopoba cepirs;

- aHriocrmacTu4YHa CTeHOKapHis (cTeHoKapaid [IpuHiMeTana);

- 11epeOpOBaCKYIISIPHI MMOPYIIEHHS Ta TPAaH3UTOPHA ilmeMiyHa aTaka (TIA) B aHamMHe3i;



- OJHOYACHe 3aCTOCYyBaHHS eproTaMiHy, IIOXigHUX eproTaMiny a0o iHIINX aroHiCTiB PeLenTopiB
OHT,

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Y mocnimKeHHSX B3a€EMOIii 30nMiTpunTany y ¢opmi TabieToK AJis TepopasbHOT0 3aCTOCYBaHHS 3
eproramiHoM, IlapaleTamMoJiOM, METOKJIONPaMigoM KITiHIYHO 3HAYYLIUX 3MiH (hapMaKOKiHETUUHUX
IapaMeTpiB Ta IePEeHOCUMOCTI 30JIMITPUIITAHY He BUSBJIEHO.

Y mocnifKeHHSIX 30IMIiTpUNTaHy ¥ hopMi TabneToK OIS epopaibHOr0 3aCTOCYBaHHS He BUSIBIEHO
MOKa3iB TOTO, 0 OMHOYACHUM MPUIOM IIpenapaTiB AJis TpodilakTUKY MirpeHi BIINBa€ Ha
edexTuBHiCTh a00 HeOaXxkaHi epeKTH 30IMITPUIITaHy ¥ GopMi CIIpero Ha3aabHOTOo (Hampukias, 6eTa-
6;okaTopu, epopaibHUil gUTiTpoeproTaMin i mizoTudeH).

Buxopsiuu 3 maHUX, OTPUMaHUX 3a y4acTIO 300POBUX JOOPOBOJIBIIB, MiXK 30IMITPUIITAHOM i
€proTaMiHOM He CIIOCTepiraeThcs XKOAHOI (hapMaKOKiHEeTMUHOI B3a€MOil U Oyab-KO0i B3aEMOAii, 1110
Masa 6 KiiHiuHe 3HaueHHsS. OCKiTbKY MOXKe 3POCTU PU3UK BUHUKHEHHS KOPOHAPOCIa3My, IIpernapar
3onmirper” crpeil peKOMeH0BaHO IPUIMaTH He paHille HiX depe3 24 TOMUHY HiC/Is 3aCTOCYBaHHS
IIperapariB i3 BMiCTOM eproTtaminy. | HaBaky, npenapar i3 BMICTOM eproTaMiHy peKOMeHAYEThCSA
NpUiMaTH He paHillle HiX yepe3 6 TOAXH IiCIIsA 3aCTOCYBaHHsA 30MIirpeH” CIpero.

[Ticnsa ogHOYacHOTO IpuiioMy MOKJI06eMiny, celudivnoro inribitopa MAO-A, Ta 30JIMIiTPUIITaHY Y
¢dbopmi TabreToK AJIS TepopabHOTO0 3aCTOCYBaHHS CIIOCTepiranocs He3HayHe 30inbieHHs (26 %)
AUC zonmitpunTany Ta Tpupa3oe 30inbienHss AUC akTuBHOTro MeTabosmitTy. ToMmy mallieHTaM, sKi
3aCTOCOBYIOTH iHTi6iTOp MAO-A, 3acTOCYBaHHS 30JIMITPUNITaHY y GOpMi cripeto Ha3albHOTO
PEKOMEHIYEThCS B 1031 He Oinblre 5 Mr Ha o0y .

[IpoTHIIOKA3aHO MPUIMATH IMpernapar 30iIMirper” cped 3 iHIIMME aroHicTaMu penentopis SHT, .,
Yyepe3 PU3UK BUHUKHEHHS Ba30CIIAaCTUYHUX PeakKIlii MpoTAarom 24 roguH.

[Ticnsa npuiioMy IUMETUAUHY, 3arajbHOro iHribiTopa P450, Ta 3onMiTpunTany y ¢dopMi TabIeToK Ass
IIepopaJbHOTO0 3aCTOCYBaHHS Iepiof HamiBBUBeOeHHS 3pocTae Ha 44 %, a AUC - Ha 48 %. Kpim Toro,
IMMETUOVH IOABOIOBAB Nepion HamiBBuBedeHHS Ta AUC akTuBHOTO, N-IeCMeTUIbOBAaHOT O
MeTabomity. ToMy [/ Halli€HTIB, SKi 32CTOCOBYIOTh IIpenapaT 30IMirper” cIpeil OqHOYaCHO 3
IMMETUIAHOM, IOTPiOHO 00MEXUTH MaKCHMalbHy 1000By H03y 30aMirper” cupero He Oinbie 5,0
MT.

Buxopsym i3 3arasbHOr0 MpodiTio B3a€MOfil, He MOXKHA BUKJIIOYaTH MOXKJ/IMBICTh B3a€MOTIl 3i
cnenudiyaumy inriditopamu CYP1A2 nutoxpomy P450. Tomy mpu 3acToCyBaHHI OAIOHUX CIIOMYK,
TaKMUX K (IyBOKCaMiH i XiHOJIOHY (HanpUKiIaf, UAIPO(IOKCaIiH), [03y TaK0X PEKOMEHAYETHCS
3MEHIIyBaTHU.

®nyokceTHH He BIJIMBaB Ha (h)apMaKOKiHETHYHI mapaMeTpy 30/IMITPUIITAHY Y OOCTiAKeHHi i3
3aCTOCyBaHHSIM 30/IMiTpuUNTany y hopmi Tabnerok. TepaneBTUYHi 103U creludiyHux iHri6iTOPiB
3BOPOTHOTO 3aXOIIJIEHHS CEPOTOHIHY, DITyOKCETUHY, CepTpaliHy, IapOKCETHHY i IUTaIoNpaMy He
npurHiuyots CYP1A2. OpgHaxk micis oDHO4YaCHOro 3acTocyBaHHd TpunTtaHis i CI33C, Hanpukian
(bIyOKCEeTHHY, TAaPOKCETUHY, CepTpainy, abo ceIeKTUBHUX iHTi6iTOPiB 3BOPOTHOTO 3aXOIIEHHS
cepoTtoHiny i HopagpeHarniny (CI33CH), Hanpuknapn BeHIahakCUHY, OyJI0KCETHHY, TOBIAOMIISANIOCS
IIPO TI0SIBY CEPOTOHIHOBOT'O CHHAPOMY.



[Tpu ogHOYaCHOMY NPUIOMi 30JIMITPUIITAHY 3 IpenapaTaMu 3Bipo6oio (Hypericum perforatum)
MOZKJIMBa B3aEMO[is, sTKa MoxKe 30ilblIyBaTy pU3UK PO3BUTKY HebaxkaHuX eeKTiB (K i mpu
3acTOoCyBaHHI 3 iHmmMu aro"ictamu SHT,;,,-CEPOTOHIHOBUX PELIENITOPIB).

[TornuHaHHA Ta GapMaKOKiHeTHKA JTiKapchKOro 3aco0y He 3MiHIOIOThCS, SIKIIO Iepef Horo
3aCTOCYyBaHHSIM BUKOPHUCTOBYBa/IM CYAMHO3BYKYBaIbHUM 3acib, CUMIIaTOMIMETUK KCHJIOMETA30JIiH.

Oco6 1ueocmi 3acmocye8aHHs1.

30J1MirpeH® CIIpey CJIif 3aCTOCOBYBATH JIMILIE TOMi, KOJIM TOYHO BCTaHOBJIEHO AiarHo3 MirpeHi. [Tepen
II0OYaTKOM JIiKyBaHHS T'OJIOBHOTO 0OJII0 y TAIliE€HTIB CJIif BUK/IIOUUTH iHIII TOTEHLIMNHO Cepiio3Hi
HeBpOJIOTiyHi cTaHu. JlikapchKuii 3acib He CIif MprU3HaYaTy IPU reMinieriydii, 6a3unsapHiil MirpeHi.

[Tpu npunomi SHT,y,,-aroHICTIiB MOBIROMIIAIOCS IIPO MiABULIEHHS PU3UKY BUHUKHEHHS
11epeOpPOoBaCKYIIIPHUX MOPYIIeHb (reMopariuuui iHCybT, cybapaxHoiganibHa KPOBOTEYa, ileMiyHUH
IHCYJIBT).

3onMirpes” crpeil He CIIif IpU3HAYaTH Malli€HTaM, fKi CTPaXXHaloTh Ha CUMIITOMATUYHHUY CUHIPOM
Bonbda-TTapkiHcoHa-YaiTa 4u apuTMilo, IIOB'I3aHy 3 iHIIMMU JOOATKOBUMY IIPOBIAHUMHU IIJIIXaMU
cepIis.

B opurMYHYX BUNIAgKaX, K 1 IpU 3aCTOCyBaHHI iHMUX aroHicTiB SHT,;,,, MOXIUBUN
KOpPOHapocna3M, CTeHOKapHis Ta iHpapKT MioKapaa. 30JIMiTPUIITaH He CJIifl 3aCTOCOBYBaTH
naiieHTaM i3 ¢pakTOopaMu pU3UKY PO3BUTKY ileMiyHOi XBOpobu ceplis 6e3 ImomneperHbOTo
00CTeX€eHHST Ha HasIBHICTh 3aXBOPIOBaHb 3 OOKY CepleBO-CyOuHHOI cucteMu. OmHaK 00CTeXKEHHS He
[la€ 3MOTY BUSIBUTH KOXKHOTO IallieHTa 31 CepLieBUMU 3aXBOPIOBAHHSIMU, TOMY TPAILIANIACS TOOOUHOKI
BUIIQ[IK CEePHO3HUX CEPIIEBUX IOPYIIEHb V TallieHTiB 0e3 ceplieBo-CyqUHHUX MOPYILIeHbh B aHaMHe3i.

[esiKi mamienTy micas IPUKROMY 30JIMITPUIITaHY, SK 1 IPU 3aCTOCYBaHHI iHmMuX aroxictis SHT, gy,
BiI4yBalM TSXKKICTh, TUCK UM CTUCKAHHS B OiNsAHII cepus. [Ipu mosiBi 60110 B IPYOSX YU CUMIITOMIB,
XapaKTepHUX [JIs illleMiuHoi XBOPoOU ceplis, 3aCTOCYBaHHS 30JIMITPUIITAHY CIIiJ IPUIUHUTH JOTH,
IoKu He Oyne MpoBeNeHO BiAoOBigHE Mefu4YHe 00CTEXKEHHS.

Y mauieHTiB K 3 MigBUILIEHHAM apTepiaJbHOr0 TUCKY B aHaMHe3i, TaK 1 3 HOpMaJIbHUM apTepiabHUM
THCKOM MOZKJIMBE MOTr0 TUMYacoBe MigBullleHHd. [[yKe piAKo TaKe MifBUIIEHHS apTepialbHOI0 TUCKY
II0B’I3aHe 3i CEPHO3HUMHU KITiHIYHUMU IIPOSBAMHU.

Big3HayaBcs pO3BUTOK CEPOTOHIHOBOTO CMHAPOMY IIPY ONHOYACHOMY 3aCTOCYBaHHI TPUIITAHIB Ta
CI33C abo CI33CH. CepoTOHiHOBUI CUHAPOM MOXK€ CTAHOBUTH 3arpo3y AJIS KUTTS i MPOSABIATUCS
TaKMMHU O3HaKaMM Ta CUMIITOMaMH (IIPX 3aCTOCYBaHHI CEPOTOHIHEPTiYHOI0 JTiIKapChKOT0 3aco0y):

® CIIOHTaHHUU KJIOHYC;

e iHmyKOBaHUM ab0 0YHUY KJIOHYC 3i 30yaxkeHHIM abo giadgopesom;

e TPEMOD Ta rineppedexcis;

e TiMepPTOHYC Ta MiABUIIEHHS TeMIepaTypH Tina >38 °C Ta iHmyKoBaHUM a00 OUHUH KIIOHYC.

PekomeHOy€eThCS peTesibHE CIIOCTEPEXKEHH 3a IallieHTaMU IPU CYIIyTHbOMY IIpA3HaYeHHI
npenapaty 3onMirper” cmopeii ta CI33C a6o CI33CH, 0co61Bo Ha 0YaTKy 3aCTOCYBaHHS
npernapary, npu 30inbiieHHi mo3u abo Mpu JofaBaHHi J0 Teparii iHIoro mpenapary, I0 BIIJIMBAE Ha
0o0MiH CepoTOHiHY (IUB. po3Hin «B3aeMofiia 3 iHIIUMU NTiKapChKUMU 3acobaMu Ta iHIII BUAK
B3aEMOJIiN»).



Bigmiza cepoTOHIHEpPriuHUX NpenapariB 3a3BU4Yall IPU3BOLUTH [0 IMIBUAKOTO IOKPAIEHHS CTaHy.
JIikyBaHHS 3a71€KUTh Bifl TUIy Ta BUPAXKEHOCTi CUMIITOMIB.

TpuBase 3acTocyBaHHS 0yOb-IKOTr0 00J1€3aCIOKIUIMBOTO IIPY TOJIOBHOMY 0O0JTI0 MOXKe ITOCUJIUTHU Oiflb.
Y Takiit cutyartii Heo6XigHO IPUNIUHUTY TiKYBaHHS i 3BEPHYTHUCS [0 NiKaps. [liarHo3 T0JI0BHOTO
607110, CIPUYNHEHOT'0 HAAMIPHUM JTiKyBaHHSIM, CJIif] Iifl03PIOBATH V TAlli€HTiB 3 YacTUMU abo
IIOIeHHUMHU TOJIOBHUMHU 0O0JIIMHU, SIKi He 3MEeHIIYIOThCS IIPYU PETYISIPHOMY NIPUNOMI JIiIKapChKUX
3aco0iB.

fAK i pu 3acTocyBaHHI IHIIKX aroHicTiB SHT, g, 3pifKa MIOBIfOMIIANIOCS IIPO
aHadinakciro/aHadinakTOIqHY pPeakiliio y HaLlieHTiB, SKi 3aCTOCOBYBA/IM IIpenapar 30JIMirpes” Crpei.

JlikapceKui 3acib MicTUTh OeH3aNKOHiI0 X10puA. [Ipy 30BHIITHEOMY 3aCTOCYBaHHi CIIPUYUHSIE
ofpa3HeHHs, MOXe CIPUYNHUTY MIKipHi peakiii.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Be3mneka 3acToCyBaHHS 30JIMITPUIITAHY IIifi YaC BariTHOCTI He BUBYasacs, TOMY 3aCTOCYBaHHS
IpernapaTy BariTHUM MOKJIMBE JIUIIE TOZi, KOJIU OYiKyBaHUM TepaneBTUYHUN ePeKT A XKIHKU
IIepeBUIIy€e IOTEHUINHNY PU3UK AJIS IJI0Aa/OUTUHU. Pe3ynbTaTu JOCTIiAXKEeHb Ha TBapuHaxX He
BUSIBUJIU IIPSIMUX TePATOTE€HHUX e(EKTiB.

HeMae gaHuX I00 TPOHUKHEHHS 30JIMITPUIITAHY B TPYOHE MOJIOKO JIIONMHM, TOMY XKiHKaM, SKi
TOAYIOTh TPYA/II0, 3aCTOCOBYBATH IIperapaT Cllif 3 o0epexHicTo. [JocmigKeHHs Ha TBapuHax
TI0Ka3aJIy, 10 30JIMITPUIITAH IPOHUKAE Y MOJIOKO TAKTYIOUUX TBAPHUH.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHismamu.

[Tpu mpoBemeHHi mocigKeHb 0YJI0 BCTAHOBJIEHO, 110 IePOPaIbHUN MPUIHOM 30JIMITPUIITAHY B HO3i
20 Mr He BIJIMBAE Ha Pe3yJIbTaTH IICUXOMOTOPHUX TECTiB. 301Mirpes” cipeli He BIIKuBae abo
HEe3Ha4yHO BIIJIMBA€E Ha 3JaTHICTh KepyBaTy aBTOTPAHCIIOPTOM Ta IIpalfoBaTé 3 MexaHizMamu. OgHakK
MAIEHTIB, MisITbHICT SKMX BUMArae IMIBUOKOCTI IICUXOMOTOPHUX PeakIlii, HeoOXigHO 3aCTeperTH, 1o
B pa3i BUHUKHEHHS HalaAy MirpeHi MOXIMBUK PO3BUTOK COHJIMBOCTI Ta iHIIMX CUMIITOMIB MirpeHi.

Cnocid 3acmocyeaHHsi ma do3u.

3onmirper” crpeil He IpU3HAYeHUH A7 3aCTOCYBAHHS 3 METOI0 MPOMITaKTUKYE MirpeHO3HOT0
Harafy. [liciig BUHUKHEHHS Hallaqy MIrpeHi peKOMeH0BaHO AKOMOra paHille 3aCTOCyBaTH
npemnapart. [loyaTKoBa peKOMeHAoBaHa f103a - 2,5 MT, 10 BifilIOBia€ OMHOMY PO3MUIEHHIO CIIPEI0
3onmirpes® crpeii y go3yBaHHi 2,5 Mr/no3y. MakcuManbHa peKOMeH[0BaHa 103a - 5 MT, 110
BifIIOBifae OMHOMY PO3MMIIEHHIO CIPEI0 30IMIrper” cIpeil y Jo3yBaHHI 5 Mr/mo3y abo IBoM
PO3MUIEHHSIM Y O03yBaHHi 2,5 MT/no3y. 3a BimcyTHOCTI edeKTy a0 mpu peuuauBi 000 MOKITUBUN
IIOBTOPHUY IIPHUIOM, ajie He paHillle HiXK dyepe3 2 TOAUHY IiC/Is 3aCTOCYBaHHS MEPIIOi AO3H.
MakcumanbHa foboBa go3a - 10 mr.

[TarieHTH NTITHHOTO BiKYy



Besmneka Ta eeKTHBHICTh 3aCTOCYBaHHA IpelapaTy 30JIMirpeH” cIpei malieHTaM BiKOM Bifi 65 POKiB
CACTeMaTAYHO He BUBYAJIUCH.

ITopyweHHA pYyHKUII neviHKu

BrnuB nopymeHHs QyHKINI nevinKy Ha papMaKOKiHETHKY 30JIMITPUIITaHy, Ha3aJIbHOTO CIIpelo, He
BMBYABCA. Y Malli€HTiB 3 TOMipHUMU a00 TSIXKKKAMHU OPYLIIEHHSIMU (QYHKII IeYiHKu po3naf
30JIMITPUIITAHY 3HUKYETHCA IiCIIs IepOPaIbHOIO0 3aCTOCyBaHH4. [lamieHTaM i3 TOMIpHUMU Ta
TSAKKUMU [IOPYIIEHHAMHU (DYHKIII1 TeYiHKYU 3aCTOCOBYBaTH IIpeliapaT peKOMEHI0BaHO B
MaKCHUMaJbHiN 103i 5 Mr Ha Ho0y.

ITopyweHHA PYHKUIT HUPOK
Hemae HeoOximHOCTI B migbopi mo3u.

[Tpo B3aemofii, mo noTpeby0Th KOPEKIIil [03yBaHH, IUB. Y PO3Aini «B3aeMopnis 3 iHImMMu
nmiKapchbKUMU 3aco0aMu Ta iHII BUIU B3a€MOMIIN».

IHcmpykuis 044 3acmocy8aHHA

Ins 6inbmoi egekKTUBHOCTI cipero 3onMirper” CIpeii mepes H0ro 3acTOCYBaHHSAM CIIif IPOYHUCTUTH
Hi3[pi (M'IKO BUCSIKATHUCH).

[Iepepn nmepmuM 3aCTOCYBaHHAM IIperaparty CIIif KijibKa pa3iB HaTUCHYTU Ha PO3NUIII0BAY,
Halnpapisaiody OpU3KYU B MOBITPS, JOKX He cHOPMYETLCS PiBHOMipHa XMapuHKa cipeto. Temep
npenapaT F'OTOBUM [0 3aCTOCYBaHHS.

ZAKIIo micsg 0CTaHHBOTO 3aCTOCYBaHHS IIpenapaTy MUHYJIO OifbIlle YOTUPHOX TUXKHIB, IEpIIe
PO3MPUCKYBAHHS CJIif] 3p00UTH B MOBITPS A7 3ano0iraHHs 3aCTOCYBaHHIO HETIOBHOI J03u. Y mepion
MiXX BUKOPHCTAHHSM (JIaKOH i3 ImpemapaToM cjiif 30epiratu 3i UIinbHO 3aKPUTUM KOBIAYKOM.

[Tpu BuKOpHCTaHHI (HIaKOH CIi TPUMaTH PO3NUIII0BaYeM JOTOPH.

Haxunutu ronoBy Tpoxu BIieped, PO3MUII0BaY BBECTH Y HI3APIO, 37IeTKa HaXUJIUBIIN KiHYUK
PO3MUIIIOBaYa Bifl IeHTPa HOCa, i 3po0UTH OflHe HaTUCHEHHS. Y pa3i HeoOXigHOCTI ITOBTOPUTH Te XK
caMe 3 iHIIO Hi3Opelo.

X[

Kpok 1 Kpok 2 Kpok



Himu.

Beamneka Ta epeKTUBHICTh JTiIKAPCHKOTO 3ac0o0y y mefiaTpUYHUX MallieHTiB BikoM fo 12 pokiB He
BCTaQHOBJIEHi, TOMy PeKOMeHI0BaHO 3aCTOCOBYBaTH Bif 12 pokiB. [Ipodint 6e3meku Ha3anbHOTO
CIIpelo y mefiaTpHYHUX MalieHTiB BiKoM Bif 12 mo 17 pokiB nogibuui fo npodisnio, mo
CIIOCTEPIraeThCS Y HOPOCIUX.

Ilepedo3yeanHns.

Cumnmomu. He 3adikcoBaHO BUMIAOKIB ITepeq03yBaHHS 30JIMITPUIITaHy, Ha3a/IbHOTO CIIpelo. Y
noOpPOBOIBLIIB, SKi IpUMaly OMHOPA30BO BHYTPIIIHEO 30JIMITPUIITaH y A03i 50 Mr, criocTepiraBcst
cemaTuBHUU edekT. [lepion HamiBBUBEAEHHS 30JIMITPUIITaHY MiC/d iHTpaHa3aJbHOI'0 3aCTOCYBaHHS
cknafae 3 roguHu. Harmnsap 3a nauieHTaMu B pa3i nepefo3yBaHHS [IOBUHEH TpPUBATU IpHUHAUMHI 15
roguH abo [0 3HMKHEHHS CUMIITOMIB YU O3HaK.

JlixyeaHHA. CrieniuivHOTO0 aHTUAOTY 30JIMITPUIITAHY HEMAE. Y BUNAMKY TSKKOI iHTOKCHUKAIIii
PEKOMEHIYIOThCS MPOIeAyPH iHTEeHCUBHOI Teparii, y T.4. 3abe3neyeHHs MPOXigHOCTI HUXaTbHUX
IIISIXiB, afleKBaTHOl OKCUTeHallil Ta BEeHTUJIALIl, MOHITOPHHT i miATpUMaHHsg (QYHKIIN CepIlieBo-
CYIUHHOI CUCTEMHU.

ITo6iuni peakuii.

3onmMiTpunTaH nobpe nepeHocuthes. [100iuHi peakirii 3a3BuYai MalOTh JIETKKUH a00 IOMipHUN
XapakTep, K IIPABUII0, € MUHYLUIUMH, HECEPHO3HUMH Ta 3'SIBIISIOTHCS MPOTSATOM 4 TOOWH MiCIIs
IPUIOMY ITpenapaTy, He BUHUKAIOTh YaCTillle MicyIs HOTro IIOBTOPHOT'O 3aCTOCYBAHHS Ta 3HUKAIOThH
CIIOHTaHHO 6e3 OJaTKOBOT'O TiKyBaHHSI.

[ToGiuHi peakuii KnacrudikoBaHi BigIOBIIHO [0 IX YaCTOTHX Ta BIJIMBY Ha OpraHu ab0o CHCTeMU OpraHiB.
[ToBigoMmsiyiocs Mpo HUXKYe3a3HayeHi mobiyHi peakilii, sKi 3a 4aCTOTOI PO3MOMiNeHi TAKUM YHHOM:
nyxe 4dacTto (=1/10); yacto (=1/100 — < 1/10); meyacTo (=1/1000 — < 1/100); pigko (=10 000 — <
1/1 000); myxe pigko (< 1/10 000).

Cepuesi 3axX80PIOBAHHAA:

yacmo — BimuyTTs ceplebuTTs;

Heuacmo - Taxikapmis;

dyaice pidko - iHGapKT MioKapaa, CTeHOKapAisi, KOpOHAPOCIIa3M.
CyOuHHI NOpyWeHHA:

Heuacmo - TUMYacoBe MiBUIIeHHS apTepiaJbHOr0 TUCKY.

3 60Ky Hepeosoi cucmemu:



dyJice uacmo - 3MiHa CMaKy;

yacmo - naTonorii abo mopyIleHHs YyTAXBOCTI, 3alaMOPOY€eHHS, TOJIOBHUM Oinb, rimepecTesii,
napecTesii, COHNIUBICTh, BiAUyTTS XKapy.

3 6oxy mpasHoi cucmemu:
yacmo - Ginb y XKUBOTI, CyXiCTh ¥ poTi, gucdarisi, HymoTa, O/1I0BaHHS;

dyaice pidko - miapes 3 moMilIKaMu KpPOBi, iHGapkT abo HEKPO3 KUIIeYHUKY, ilmeMiyHi sBuIla 3 60Ky
[TYyHKOBO-KHUIIKOBOTO TPAKTY, ilIeMiYHUM KOJIT, iHPapKT CeIe3iHKH.

3 60Ky ceyocmameaoi cucmemu:

Heyacmo - momniypist, 30inbIIeHHS YaCTOTH CEYOBUITYCKAHHS;
dydice pidko - iMIepaTUBHI MO3UBYU OO CEYOBUIIYCKaHHS.

3 60Ky KicmKkogo-M’ 30801 cucmemMu ma Cnoay4HOi MKaHUHU:
yacmo - M’s130Ba cabKicTh, 6inb y M'sg3ax.

3 boky imyHHOI cucmemu:

pidko - peakliii rinepyyTnuBOCTi, aHadinakTuyHi/aHahinakTOINHI peakiii.
3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU:

pi0Ko - aHTiOHEBPOTUYHUM HAOPSIK, KPOIIUB THKA.

3 60Ky duxaabHoi cucmemu, 2pyoOHOI KAimKU ma cepedoCmiHHS:
yacmo - HoCcoBa KpoOBOTeda, IUCKOM(DOPT y MOPOKHUHI HOCA.
3azanvHi po3nadu ma cmaH y micui 3acCmocyB8aHHs:

4yacmo - aCTeHisl, BiTUyTTS TSIXKKOCTI, CTUCKAHHS, 00JII0 YU THCKY B TOPJIi, 1K1, TPYAHIN KITTI Ta
KiHITIBKaX.

Tepmin npudamHocmi. 2 POKH.

He 3acTocoByBaTu npemnapart mic/if 3aKiHYeHHS TepPMiHY IPUAATHOCTI, 3a3HA4YEHOr'0 Ha YIIaKOBII.

YMoBu 30epiranHsi.
36epiratu npu Temmepartypi He Buine 30 °C B opuriHabHili ynakosiyi. He 3aMopoxKyBaTH.

36epiraté B HEAOCTYIHOMY IJIST OiTEH MicCIIi.



YnakoBka. [To 2 mn (20 go3) y ¢h1akoHi 3i CBiTI03aXUCHOTO CKJla ¥ ITa4lli 3 KApTOHY.

Kareropis Bigmycky. 3a peLenTtom.

Bupoo6nuk. AT «®apMak».

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 ajJpeca MicIsi IPOBaKeHHsI Tisl/IbHOCTI.

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

3asaBHUK. AT «®apmak».

Micne3HaxoakKeHHs 3assBHUKa. YKpaina, 04080, m. Kuis, Byn. Kupuniscbka, 63.



