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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

30JIMITPEH® CIIPEI
(ZOLMIGREN SPREY)

Cknao:

diroua peyosuHa: 30JMITPHIITAH;

1 no3a MicTUTB 30MiTpUIITaHy 2,5 a60 5 Mmr;

00NnoMIidCHI peuosunuy. OCH3AIKOHIIO XJIOPHU; KUCI0Ta JIMMOHHA, O€3BOHA; HaTpito rigpodocdar,
JWTiApaT; NEKCIAaHTEHO; BOJA OYHUIIICHA.

Jlikapcbka dgopma. Cripeii Ha3ambHUHN JT030BaHUH.

OcHoeni (hisuKo-XiMiuHi &1acmueocmi:

2,5 Mr/mo3a; piiHa CBITIO-KOBTOTO KOJIBOPY. J{OmycKaeThCs Jierka OrasiecIieHITis.
5 Mr/no3a: pimuHa )OBTOrO KOJIbOPY. JlOIMyCKa€eThCs JIeTKa OIaIeCICHITIs.

dapMakoTepaneBTHYHA Ipyna.
3acobu, mo 3acTocoBYIOThCS Tpu Mirpeni. CenektuBHi aronictd 5-HTi-penentopiB cepoToHiHY.
3ommitpuntad. Kog ATX N02C CO3.

Dapmakono2iuni enracmueocmi.

Dapmarxoounamixa.

[TpoTumirpeno3Huit 3aci0. 30JIMITPUNTAH € CEIEKTUBHUM aroHictoM pekoMOiHaHTHUX S5-HTis/1Dp-
pElenTopiB CEPOTOHIHY CYIUH JIIOAUHU. Mae MoMIpHYy CIOPITHEHICTh 13 cepoToHIHOBUMHU S-HT1a-
perienTopamMu, He Ma€e CyTTeBOi adiHHOCTI a00 dapmakonoriyHoi akTUBHOCTI moao SHT2-, SHTs-,
SHT4-cepoTOHIHOBHUX PELENTOPIB, , 01-, O2-, P1-aipeHepriunux peuentopis, Hi-, Ho-ricraminoBux
penenTopiB, M-XoniHOBHX penentopis, D1-, D2-nodaminepriyaux perenrtopis.

3aBasiku  BiacTUBOCTSAM aroHicta S5-HTig/ip-peuientopiB CyluWH 3aCTOCYBAaHHS 30JMITPUIITAHY
BUKJIMKA€ BA30KOHCTPUKIIIO TEPEBAKHO KpaHIaIbHUX CYIWH, acolilioBaHy 3 OJIOKyBaHHSAM
BUBUIbHEHHSl MENTHUIY, OB’ A3aHOI0 3 T€HOM KAaJbLUTOHIHY, Ba30aKTUBHOI'O I1HTECTUHAJIBHOTO
nenTuay i cyocranii P.

Ha nopatrox no mepudepuyHoi Aii 30JMITPUNTAH BIIMBAE Ha sApa CTOBOypa TOJIOBHOTO MO3KY,
3aJy4eHI B MEXaHI3M pPO3BUTKY HamajiB MIrpeHi, M0 TMOSACHIOE CTIHKUN eQeKT MOBTOPHOIO
3aCTOCYBAaHHS IpH JIIKYBaHHI cepii 3 KUIBKOX HamaJiB MITpeHl B oJHoro mamieHTta. Ilpu Hamani
MITpEHI BiA3HAYA€ThCS Ba3OJWIATalliss 3aBASKM aKTHBAIil peQeKTOPHOro  30YIKEHHS
MIATPUMYBAaHOTO OPTOAPOMHUMH BOJIOKHAMHU TpiyacTOro HepBa 1 MapacUMIIATUYHOI 1HHEpBaIli
HepedpanbHOl LUPKYIALIl Yepe3 BHUBUIBHEHHS Ba30aKTHMBHOTO 1HTECTHMHAJIBHOTO MENTHIY SK
OCHOBHOTO €(eKTOpHOro HelpomesniaTopa. 30JMITpunTaH OloKye pediexktopHe 30yMKEHHS 1
BUBIUJIbHEHHSI BAa30aKTHUBHOTO IHTECTUHAJIBHOTO MENTHy, MPHU3YIMUHSIE PO3BUTOK Hamaay MIrpeHi
0e3 npsAMOo1 aHAJIreTUYHOT 1.

[Topsim 13 KymipyBaHHSIM MITPEHEBOr0 Hamaay MHocialiioe HyaoTy, OmtoBaHHsA (0cOoOIMBO TpU
niBoOIUHMX aTakax), ¢oto- 1 (oHOPOOI0. Bucokoe@ekTUBHUI Yy KOMIIEKCHOMY JIIKYBaHHI
MITPEHEBOro cTatycy (cepii 3 KiTbKOX TSDKKHMX, L0 HACTYMAIOTh OJUH 3a OJHUM, HaIaiB MIrpeHi
TpuBalicTio 2—5 n1i6). YcyBae MirpeHb, acoliifoBaHy 3 MEHCTPYaLI€IO.



KrinigyHa eQeKTHUBHICTB i Oe3rneka

OnHe KOHTPOJIBOBAHE KIIHIYHE JOCTIDKEHHS Y 696 MiUIITKIB 13 MIrPEHHIO HE TPOJEMOHCTPYBAJIO
nepeBary TaOJETOK 30IAMITpUNTaHy B Jo3ax 2,5 mr, 5 mr i 10 mr mopiBHsSHO 3 TuIanedo.
EdexTuBHicTh HE Oysia MPOAEMOHCTPOBAHA.

Dapmakokinemuxa.

AOcopOiris. 30JIMITPUIITaH MPU HA3IBHOMY 3aCTOCYBaHHI MIBHAKO aOCOpPOYETHCS B HOCOTJIOTII,
mo OyJno MiATBEPHKEHO TOCTIKEHHAM IO3MTPOHHO-EMICiiiHOT ToMorpadii 3 BHKOPHUCTaHHIM
panioaktuBHOro [KapOoHin-11C] 3ommitpunrtany. CepeaHs BiZHOCHA O10JJ0OCTYITHICTh IIpemnapary
Bonmirpen® cnpeii cranosuts 102 % moOpiBHAHO 3 HEePOPATLHUM 3aCTOCYBAHHAM 30JIMITPUITAHY Y
dbopmi TabneTku. Y 3M0pOBHX JTOOPOBOJIBIIIB TICIS 3aCTOCYBAaHHS Pa30BUX Ta OaraTopa3oBHUX
iHTpaHa3JIbHUX 103 30JMITPUNTAH Ta WOro akTUBHUU MeTabomt N-mecMeTHI-30JIMITpUNTaH
MarOTh MPOIMOPIIHHO 3aJIeXkKHI BiJl JO3HU TUIONTY il (hapMaKOKIHETUYHOI KPUBOIO «KOHIICHTpAIIis-
gac» (AUC) i makcumainbHy KoHeHTpailito (Cmax) y miana3zoni 103 Bix 1 g0 5 mr. V cepeanbomy
40 % Cmax Bil BHXIIHOTO 30JMITPUNTAHy JIOCSATAEThCS NpOTAroM 15 xBuiuH. [losiBa akTMBHOTO
MeTabomiTy N-1eCMEeTHII-30JIMITPUNIITaHy B TUIa3Mi KPOBI, IKMI YaCTKOBO YTBOPIOETHCS 32 PaXyHOK
MeTa0o0J1i3My TEPIIOTO MPOXOHKEHHS, 3aTPUMYEThCS Ha 15—60 XBHIWH TMICIsA NMPUHAOMY JIO3H.
30IMITpUNTAaH BHU3HAYAETHCS B IUIa3Mi KpOBI uepe3 S5 XBWIMH, a dYac JOCSITHEHHS HOro
MakcuMasibHOI KOHIEHTpaIlii (Tmax) craHOBUTH 3 roamuu. Ilicis 3acTocyBaHHS MpenapaTry Horo
TEparneBTHYHA KOHIICHTpAIlil B IUIa3Mi KPOBI MATPUMYEThCS TpoTsiroM 4—6 roxwd. [lpwu
MMOBTOPHOMY 3aCTOCYBaHH1 KyMYJISIii Ipernapary He CIOCTepIraeThes.

KonnenTpanis y miasMi Ta ¢apMaKOKiHETHKA eTiMIiHAIil 30JMITPUNTAaHYy Ta TPHOX OCHOBHHX
MeTa0OJIITIB U Ha3aJIBHOTO CIPEIO 1 3BUYaiHUX TabJETOBAHUX TPEMapaTiB CXO0XKi.

Byno BcTaHOBIIEHO, IO BCMOKTYBaHHS HAa3aJbHOTO CIPEI0 30JIMITPUIITAHY Yy 3J0POBHX
JOOPOBOJIBIIIB HE 3MIHIOETHCS MPU OJTHOYACHOMY 3aCTOCYBaHHI 31 CHMIIATOMIMETUYHUM Ha3aJIbHUM
MPOTHHAOPSKOBUM 3aCO00M KCHIIOMETA30JIIHOM.

Posnonin. Cepenniii ysaBHMI 00°e€M pO3NOAidy s Ha3anbHOro crpero 3onmirpen®  crmpeit
CTaHOBHTH 8,4 11/KT. 3B’A3yBaHHs 3 OlIKamMu 1u1a3Mu KpoBi — 25 %.

MetabonizM. BcraHoBiieHI TpHM OCHOBHI METa0OJNITH 30JIMITPUOTAHY: 1HJIOJIONTOBA KHUCIIOTa
(ocHOBHMIT MeTa0omiT y mia3mi i cedi), N-okcua- i N-mecmeTmianaiord. N-IeCMETHILOBAHHMA
mertabouit (183C91) € akTMBHUM, a JBa IHIIUX METAOONITH — HEAKTHUBHI. N-ICCMETHIHOBaHHUI
MeTabOoIT TaKOXK BOJIOJIE aKTHBHICTIO aroHicTa cepoToHiHoBux 5-HTip/ip-penentopiB cyauH, aie
y 2—6 pa3iB BUILOI0, HIXK 30JIMITPUIITaH.

®dapmakokiHeTrKa N-1eCMETUIFOBAHOTO META0O0IITY CX0Ka 3 (PapMaKOKIHETUKOIO 30JIMITPUIITAHY.
ITicns onHopa3zoBoro Ta GaraTopa3oBOro J03yBaHHs Mpenapary y nianmazoni jgo3 0,1-10 wmr
30aMiTpunTad Ta Horo N-neCMeTHIbOBaHUN META0OIIT AEMOHCTPYIOTh JIIHIHHICTD KIHETHUKH.
Mertabonizm 3oamitpunrtany 3aiexuTb Bil CYP1A2, a merabosi3M aKTUBHOTO METa0OMITY
N-necMeTun-30JIMITPUNTaHy BiAOyBaeTbcsl 4epe3 (PepMEHTHY CHCTEMY MOHOaMIHOKcHAasu A
(MAO-A).

N-necMeTunpoBaHUl METa0OIT BUSBISETHCS B IJIa3Mi KpoBi yepe3 15 XBUWIMH, a Tmax CTAHOBUTH
3 TOJIMHMU.

Ekckperis. EniMinariiss 30JIMITpUINITaHy Ta aKTUBHOTO METa0OMITy N-IeCMETHII-30JMITPUIITAHY
Hic/s  MepopajibHOIO Ta  IHTPAaHA3aJdbHOTO 3acTOCyBaHHA ojHakoBa. CepenHiii mepioa
HaliBBUBEJIECHHS 30JIMITPUNTAHY Ta N-I1eCMETHJIbOBAHOTO METa0OJITy CTaHOBUTH HPUOIH3HO
3 TOIUHMU.

VY nocnimkeHHl TIpU TEpOpPaIbHOMY 3aCTOCYBaHHI 30JMITPUIITAHY OyJiO BCTaHOBIIEHO, 10 65 %
BBEJICHOT J103W BUAUIAETbCA 31 cedero (IMepeBaXHO Yy BUIMISAAL 1HIOJOLTOBOTO METabomiTy) i
npubmuzHo 30 % BBeneHOI M03W BWAUIAETHCS 3 KAJIOM, TMEPEBAKHO y BUTIISAAI HE3MIHCHOI
PEUOBHHHU.

Cepeniii 3aranpHuil M1a3MOBUI KilipeHc npenapary 3omMirpen® crpeii nopisHioe 25,9 Mi/XB/KT,
1/6 yacTuHY SKOTO CTAaHOBUTH HUPKOBMH KiipeHc. HupkoBuii KiipeHC OUIBIIMMA, HIK MIBUAKICTH
KJIyOOUYKOBOIi (DisIbTpaIlii, o 103BOJISIE€ MPUITYCTUTH HASIBHICTD KaHAIBIIEBOT CEKPEITii.
Dapmaxoxinemuka 8 OKpemMux epynax nayicHmis.

Tayienmu nimnvo2o 6iky




[Ipu mnepopanbHOMY TPHUHOMI 3O0JMITPUIITAHY 3AOPOBUMH JTOOPOBOJBISIMUA JIITHBOTO BIKY
(65-76 pokiB), sKi He CTpakIaqd MITPEHO3HUM TOJIOBHHM O0OJIEM, CIIOCTEpIrajucs Taki K
(apMakOKiHETHYHI TOKa3HUKU TMpemnapary, sSK 1 y 3I0pOBUX JOOPOBOJIBIIB MOJIOJIOTO BIKY
(18—39 pokiB), sKi TaKOK HE CTPAXKAATH MIFPEHO3HUM T'OJIOBHUM 0OJIEM.

Tlayienmu 3 HUPKOBOIO HEOOCMAMHICMIO

HupkoBuii KiipeHc 30JMITPUNTaHy Ta BCiX HOro MeTaOOITIB y MAIIEHTIB 3 MOMIPHOIO Ta TSHKKOIO
HUPKOBOIO HEJIOCTATHICTIO 3HIKEHMH y 7—8 pa3iB, xoua AUC BUXIZHOI CHOJIYKH ¥ aKTHUBHOTO
MeTaboITy jHie He3HauyHo 30iibiieHa (Ha 16 1 35 % BIAMOBIAHO), a Mepioj HaMiBBUBEICHHS
30uIbmMBCs Ha 1 roauny 1 qocsra 3—3,5 roguHu. 3Ha4YeHHs 1TUX (hapMaKOKiHETUYHUX MTapamMeTpiB
HE BUXOIWIM 3a MEXI 3HA4YCHb y 370pOoBUX 1M00poBouibmiB. Ili maHi oTpuMaHi 3 IOCHIIKCHb
3aCTOCYBaHHS 30JIMITPUIITAHY Y (GOpMi TabJIETOK.

Tlayiecnmu 3 neuinko60i0 HedoCMamHuicmio

JlocnmipKeHHsT 100 BIUIMBY 3aXBOPIOBaHb MEYIHKM Ha (DapMaKOKIHETHKY 30JIMITPUIITAHY MpPU
3aCTOCYBaHHI IHepopajibHOi (OpMH Ipernapary JAajgo 3MOry BCTaHOBHMTH, L0 Yy MAlll€HTIB 3
BUPOKCHUMH TOPYIICHHAMHU (YHKLII MEYiHKMA, MOPIBHSAHO 31 37J0POBUMH J10OPOBOJIBISIMH,
30umbmeH0 AUC 1 Cmax: Ha 94 % 1 50 % BiZmoBigHO Yy TAIi€HTIB 3 MOMIPHUM IEYiHKOBHM
3axBOPIOBaHHIM 1 Ha 226 % 1 Ha 47 % — y TAali€eHTiB 3 TSHKKUM TEYiHKOBUM 3aXBOPIOBaHHAM
MOPIBHSIHO 31 310pOBUMH A00poBoiblsiMH. CKOpOUyeThCsl 4Yac mepeOyBaHHA B OpraHizmi
MeTa0oITIB, BKIIOYAIOYM aKTUBHUM Mertaboumit. s meraboimity N-mecMeTHI-30IMITPUNTAHY
AUC 1 Cmax Oynu 3umxeni Ha 33 % 1 44 % BiANOBIAHO y MAIliEHTIB 3 TOMIPHUM 3aXBOPIOBAHHAM
nedinku i Ha 82 % 1 90 % — y marienTiB 3 TSHKKUM 3aXBOPIOBAHHSIM MTEYiHKH.

T2 30mmiTpuntany ckianas 4,7 TOAMHU Y 3A0POBUX JOOPOBOJIBLIB, 7,3 TOAUHU — Y MALI€HTIB 3
MOMIPHUM 3aXBOPIOBAHHSM MEYiHKH 1 12 TOAWH — y MAaIi€HTIB 3 TSHKKUM 3aXBOPIOBAHHSAM IEYiHKH.
Binnosigni 3naueHHs Tie s merabomnity N-AecMeTUI-30JIMITPUNTaHy CKiIanu 5,7 roauHu, 7,5
roguHd 1 7,8 TOAMHM BignoBigHO. He mNpOBOOMIIOCH MOCHIIKEHb U XapaKTEPUCTUKH
(hapMaKOKiHETHKHU 1HTPaHA3aJIbHOTO 30JIMITPUIITAHY Y MALIE€HTIB 3 MOPYIICHHAMU (DYHKIIIT MEYIHKH.
Tlayienmu 3 cinepmoniuHo0 X80p00OOI0 cepys

IIpu nepopanabHOMY NMPHIOMI 30JIMITPUIITAHY HAI[lEHTAaMH 3 JIETKOK Ta MOMIPHOIO apTepiajbHOIO
rimepreHsiero OyB BiACYTHiM BIUIMB Ha (papMaKOKIHETHKY Ta IMOKA3HUKH apTEepPiallbHOTO THUCKY
MIOPIBHSHO 3 TAKUM Y TOOPOBOJIBIIB 3 HOPMAJIbHUM apTepialbHUM THCKOM.

DapmarkokinemuyHi 83aEmo0ii

VY HeBenuKiil IpyIi 310pOBUX AOOPOBOIIBLIB He OyI0 3adikcoBaHO (apMaKOKIHETHUHOI B3a€EMOIIi 3
eproraminoM. OHOYaCHUM NPUHOM 30JIMITPUNITAHY 3 €proraMiHOM/Ko(eiHOM JoOpe MepeHOCUBCs
1 He TPU3BOAMB JO 30UIBIIEHHS MOOIYHUX €(eKTiB abo 3MiH apTepialbHOTO THUCKY MOPIBHSHO 3
MOHOTepamni€o 3onMiTpunTaHoM. L[li naHi oTpumaHi 3 JOCHIIKEHb 30JIMITPUOTAHY Yy (opmi
TabJIETOK.

3 nornany papmakokiHeTUKH, ceneritil (1Hrioitop MAO-B) 1 payokceTun (ceneKkTuBHUMN 1HT101TOP
3BopoTHOro 3axoruieHHs cepoToHiny (CI33C)) 3i 3oamiTpunTaHoM He B3aeMofifoTh. Ili mani
OTpUMaHI 3 AOCHIIIKEHb 30JIMITPUNTAHY Y (OpMI TaOJIETOK.

ITicnsa 3actocyBaHHS pHQaMIIIMHY KIIHIYHO 3HAYYHIMX BiAMIHHOCTEH Yy (QapMakoKiHETHI
30JIMITpUNTaHy abo i#oro akTUBHOro MetaboiyiTy He crnocrepiraigocd. LI mani oTrpumani 3
JOCIIJIKEHb 30JIMITPUNITAHY Y (OpPMi TaOJIETOK.

Kuiniuni xapakTepucTukn.
Iloka3zannsa.
KynipyBanHs Hanaty MirpeHi 3 aypoto i 6e3 aypu.

IIpomunokaszanna.

— IligBumiena iHAMBIAyadbHA YYTIUBICTH 0 KOMIIOHEHTIB JIIKAPCHKOTO 3aC00Y;

—  HEKOHTPOJIbOBaHA apTepiajbHa rirnepTeHsis;

—  1lmemiyHa XBopoOa cepls;

—  aHriocmacTU4Ha cTeHokapis (creHokapis [IpuniMerana);

—  1epeOpoBaCKyIIApHI MOPYIIEHHS Ta TPaH3UTOpPHA imeMiuHa ataka (TIA) B anamHesi,;



—  OJHOYACHE 3aCTOCYBAaHHS €proTraMiHy, NOXIJHUX eproTaMminy abo IHIIMX aroHIiCTiB pelenTopiB
SHT..

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63aAcMO0Ill.

VY pocnipKeHHAX B3a€MOJIT 30MITpUNTaHy y (opmi TabJIETOK ISl EpOPATILHOTO 3aCTOCYBAaHHS 3
€proTamMiHOM, MapaneTamMoiIoM, METOKJIONPAaMiIOM KIIHIYHO 3HAYYIIUX 3MiH (apMaKOKIHETHYHHX
rapaMmeTpiB Ta MEPEHOCUMOCTI 30JIMITPUITAHY HE BUSIBIICHO.

VY gocaipKeHHSX 30JIMITPUNTAHY y (opmi TaOIETOK /ISt IEPOPATTLHOTO 3aCTOCYBAHHS HE BUSBIICHO
JIOKa3iB TOTO, IO OJHOYACHWM NPUMOM TMpenapariB i NpodiIaKTUKH MITPEHI BIUIMBA€E Ha
epexTuBHICTh a00 HeOaxaHi e(eKkTH 30IMITpuUnTaHy y ¢Gopmi CHpero Ha3albHOTO (HANPHUKIA,
OeTa-010KaTOPH, IEPOPATBLHUN JUT1APOEPTrOTaMiH 1 mi30TU(]EH).

Buxonsun 3 maHUX, OTPUMAHHMX 32 y4acTIO 3JI0POBUX JOOPOBOJIBIIB, MK 30JMITPUITAHOM i
€pProTaMiHOM HE CIIOCTEPIraeThes JKOAHOI (hapMaKOKIHETHYHOI B3aeMOJIl 4K Oyab-sSKOi B3a€MOII,
mo Mana 0 kiiHiuHe 3Ha4yeHHA. OCKUTbKM MOXKE 3pPOCTH PHU3MK BHHUKHEHHS KOPOHApOCHa3My,
npenapaT 3oamirpeH® crpell peKOMEHO0BAaHO NPUIMATH HE paHille HiX depe3 24 TOAMHH MicIs
3aCTOCYBaHHS NIpenapaTiB i3 BMICTOM eprotaminy. | HaBmaku, mpemapar i3 BMICTOM €proTaminy
PEKOMeHIyeThCsl IpUItMaTH He paHillle Hixk yepe3 6 TOIMH IIicis 3acTocyBaHHs 3onMirpen® crpero.
[Ticns omHOYacHOTO MpUtOMy MOKIIOOeMify, crienngivaoro inridiropa MAO-A, Ta 30IMiTpUnTaHy
y dopMi TabIeTOK JIJIsl MEPOPATBLHOTO 3aCTOCYBAHHS CIIOCTEPIranocs He3HauHe 3011biieHHs (26 %)
AUC 3onmitpuntany Ta Tpupaszose 30utbmeHHss AUC akTuBHOro Merabomity. Tomy marieHTam,
SK1 3acTOCOBYIOTH 1HTiIOITOp MAO-A, 3acToCyBaHHS 30JMITpUNTaHy Yy (opmi cCrpero Ha3aabHOTO
PEKOMEHAYETHCS B 1031 He Oinbiie 5 Mr Ha 100y .

[Ipotunokasano mnpuiiMatu npenapaT 3onmirpen® copeil 3 iHIIMMHE aroHicTaMu peLENTOPiB
SHT1p/1D Yepe3 pu3MK BUHUKHEHHS Ba30CMACTUYHUX PEAKIIiH MPOTATOM 24 TOAMH.

[Ticns nmpuiioMy UMMETHAMHY, 3arajibHOro iHridiTopa P450, Ta 3onMiTpuntany y ¢Gopmi TableToK
JUTSL TIEPOPATbHOTO 3aCTOCYBaHHS IepioJl HamiBBUBEACHHS 3poctae Ha 44 %, a AUC — nHa 48 %.
KpiMm Toro, uumMmeruauH moABOIOBaB mnepiox HamiBBuBeneHHs Ta AUC  akTtuBHOrO,
N-necmeTnnpoBaHOro Metabomity. ToMy Is HMaLli€HTIB, SKi 3aCTOCOBYIOTh IIpemapar 30iMirpeH”
crpeif 0JHOYACHO 3 UMETUIMHOM, MOTPIOHO OOMEKUTH MaKCHMalbHy 1000By 103y 3oamirpen®
crpero He Oubie 5,0 Mr.

Buxonsuu i3 3arampHOro mpodiito B3aemojii, HE MOXHA BHUKJIIOYATH MOXKJIMBICTH B3aeMOJIl 31
cnenudiuaumu 1Hriditopamu CYP1A2 murtoxpomy P450. Tomy mpu 3acTocyBaHHI MHOIIOHMX
CMONYK, TaKMX fAK (QIIyBOKCaMiH 1 XIHOJOHM (Hampukiax, LUOPO(IOKCALUH), 03y TaKOX
PEKOMEHAYETHCSI 3MEHIITYBATH.

@DyoKCeTUH HE BIUIMBAB Ha (PapMaKOKIHETHYHI MapaMeTpH 30JMITPUNTAHY y JOCIIKEHHI 13
3aCTOCYBaHHSIM 30JIMITpUNTaHy y ¢opMi Tabimerok. TepaneBTUUHI 103U CHEU(pIYHUX 1HT10ITOPIB
3BOPOTHOT'O 3aXOIUIEHHS CEPOTOHIHY, (DIYOKCETUHY, CepTpaliHy, MapOKCETUHY 1 IUTAJIONpaMy He
npurHigytote CYPL1A2. OnHak micis ogHOoYacHOTo 3actocyBaHHs TpunrtaHiB i CI33C, Hampukian
(b1yoKceTuHY, MApOKCETUHY, CepTpaliHy, ad0 CENIeKTUBHUX IHT10ITOPIB 3BOPOTHOTO 3aXOIJIEHHS
ceporoHiny 1 HopaapeHaniny (CI33CH), nanpukian Bennadakcuny, 1yJTOKCETUHY, TOBIIOMIISIIOCS
PO MOSIBY CEPOTOHIHOBOTO CUHAPOMY.

[Tpu ogHOYAaCHOMY MpHITOMI 30JMITPUNTaHYy 3 Ipenaparamu 3BipoOGoro (Hypericum perforatum)
MOJKJIMBA B33a€MOJis, sIKa MOXKE 30UIbLIYBAaTH PU3UK PO3BUTKY HeOakaHMX e(eKTiB (K 1 mpu
3acTOCyBaHHI 3 IHIIKMMU aroHictamMu SHT1g/1D-c€pOTOHIHOBUX pELIENITOPIB).

[TornuuanHs Ta ¢apMakoOKiHETHKA JIKapChKOTro 3aco0y HeE 3MIHIOIOThCS, SKIIO Mepes Horo
3aCTOCYBaHHSIM BUKOPHUCTOBYBAIHM CYJMHO3BYKYBaJIbHUHN 3aC10, CHMITATOMIMETUK KCHJIOMETA30iH.

Ocobueocmi 3acmocysanns.

3onmirpen®™ crpeii ciif 3acTOCOBYBATH JHIIE TOMi, KOJH TOYHO BCTAHOBJIEHO JiarHO3 MirpeHi.
[lepen mouyaTkoM JIIKyBaHHSI TOJIOBHOTO OOJIF0 Yy TAII€HTIB CJIiJ BUKJIIOYATH 1HII MOTEHIIIHHO
cepiio3Hi HeBposioriyHi craHu. Jlikapchkuil 3aci0 He CiJl NpU3HAYaTH MPH TeMIMIeT14HiH,
0a3WISIpHIN MIrpeHi.



IIpu npuitomi S5HTi1g/1p-arOHICTIB MOBIAOMISUIOCS MPO MiABHIIEHHS pPU3UKY BUHHKHEHHS
1epeOpOBaCKyIAPHUX  TMOPYIIeHb (TeMOpariuyHuil 1HCYJbT, CcyOapaxHoOijajdbHa KpOBOTEYA,
IIIeMIYHUHN 1HCYIIBT).

3onmirpen® crpeif He cliji NpU3HAYATH TA[i€HTaM, SKi CTPaKIal0Th HA CUMITOMATHYHUI CHHIPOM
Bonbda-Ilapkincona-Yaita 4yu apuTMilo, TMOB’si3aHy 3 IHIIUMH JOJATKOBUMH IPOBITHHUMHU
LUIAXaMU CeplIs.

B oaumHMuyHMX BHIaakax, fK 1 NpH 3acTocyBaHHl iHmUMX aroHicTiB SHTip/p, MOXIHBHIA
KOpOHapoCIasM, CTCHOKapis Ta iHGapKT Miokapja. 30JMITPUIITAH HE CJiJ] 3aCTOCOBYBATH
naieHTaMm i3 (akTopamMu PU3MKY PO3BUTKY IMIEMiIYHOI XBOpPOOW cepus 0e3 MomepeaHbOoro
00CTEe)KEHHS Ha HASBHICTh 3aXBOPIOBaHb 3 OOKY cepleBO-CyAMHHOI cucteMu. OHAK O0OCTEKEHHS
HE Ja€ 3MOTY BHSBUTH KOXHOTO MAIll€HTa 31 CEpLEBHUMH 3aXBOPIOBAHHIMH, TOMY TPAIUISLIHCS
MMOOJMHOKI BHUMAJKH CEPUO3HUX CEpLEBUX IMOPYIIEHb Yy TMAaIieHTIB 0e3 cepleBo-CyINHHUX
MOPYUICHb B aHAMHE3I.

Jlesiki malieHTy Mmicisi IpUHOMY 30JIMITPUIITAHY, 5K 1 MPU 3aCTOCYBaHHI 1HIUX aroHictiB SHT1g/1p,
BiYyBallM TSDKKICTh, TUCK YHM CTUCKAaHHA B AUIAHII cepus. [Ipu mosBi Oonto B Tpymsx du
CHUMIITOMIB, XapaKTEPHHX IS IMIEMIYHOI XBOPOOM CepIlsi, 3aCTOCYBAHHS 30JMITPHNTAHY CIiJ
NPUITMHUTH JOTH, JOKU He OyJie MPOBEACHO BiMOBIIHE MEIUYHE OOCTEKECHHS.

VY nmaiieHTiB SK 3 MiABHUIIEHHSM apTepialibHOr0 THUCKY B aHaMmHe3l, Tak 1 3 HOPMaJbHHUM
apTepiaIbHUM THCKOM MOJKJIMBE HOT0 THMYACOBE MiABUIICHHS. JlyXKe piaKo Take MiABUINCHHS
apTepiaJIbHOTO THCKY MOB’sI3aHe 31 CEPUO3HUMU KIIIHIYHUMHU MIPOSIBAMH.

Bin3zHavaBcsi pO3BUTOK CEPOTOHIHOBOTO CHHAPOMY IPH OJHOYACHOMY 3aCTOCYBAaHHI TPHUITaHIB Ta
CI33C a6o CI33CH. CepoTOHIHOBHI CHHIPOM MOK€ CTAHOBHUTH 3arpo3y IS KUTTS 1 IPOSBISATUCS
TAaKMMH O3HAaKaMH Ta CUMIITOMaMH (TIPH 3aCTOCYBaHHI CEPOTOHIHEPTIYHOTO JIKAPCHKOTO 3aC00Y):

® CIOHTaHHUH KJIOHYC;

e iHAyKoBaHUM a00 OYHMII KIOHYC 31 30yKeHHAM a00 miadopesom;

e Tpemop Ta rineppediekcis;

e TINEpTOHYC Ta MiJBUILEHHS TeMnepaTypu Tina >38 °C ta inaykoBaHui a0 OUHUI KIIOHYC.
PexomeHyeThCSI peTenbHE CIOCTEPEKEHHS 3a TNAallieHTaMH IpH CYNYTHbOMY HpU3HAYEHHI
npenapary 3oamirpen® cropeit Ta CI33C a6o CI33CH, 0co6auBo Ha MOYaTKy 3acTOCYBAaHHS
npernapary, mpu 30UTbIIeHH] 1031 a0 MpH 0JaBaHHI A0 Teparii iHIIOoTo Mmpenapary, o BIUTMBAE
Ha OOMIH CepOTOHIHY (IuB. po3ainl «B3aemopis 3 IHIIUMH JTIKapCHbKUMHU 3aco0aMu Ta 1HINI BUAU
B3AEMO/IIY).

Bigmina cepoTOHIHEpriuHUX npenapaTiB 3a3BU4ail MPU3BOAUTE /0 LIBUAKOIO MOKPAIIEHHS CTaHYy.
JIikyBaHHS 3aJI€KUTh BiJ] TUITY Ta BUPAXKEHOCT1 CUMIITOMIB.

TpuBane 3actocyBaHHs OyAb-IKOro 00J€3aCIOKIHIMBOIO MPH T'OJIOBHOMY OOJIF0O MOX€E HMOCHIUTH
Ou1b. Y Takiii cuTyalii HEOOXITHO IPUIIMHUTHU JIIKYBaHHS 1 3BEpHyTHCS 10 Jjikaps. JliarHo3
TOJIOBHOTO O0OJI0, CIPUYMHEHOTO HAJIMIPHUM JIIKYBAaHHSM, CIiJl MiA03pPIOBAaTH Yy MAalLlI€HTIB 3
4acTUMHU a0o0 I0JICHHUMU TOJOBHUMHU OOJISIMH, SIKI HE 3MEHILYIOTHCS MIPH PETYJSIPHOMY NpUHOMI
JKapChKHX 3ac001B.

Sk 1 mnpm 3actocyBaHHi iHmUMX aroHicTiB  SHTisnp, 3piaka moBigoMisiocs — Mpo
aHadinakciro/aHadinakToinHy peakililo y TNali€HTIiB, fKi 3aCTOCOBYBAlM MHpenapar 3oamirpeH®
crpei.

Jlikapcbkuii 3aci0 MICTUTh OCH3&JIKOHIIO XJopul. [Ipy 30BHIIIHBOMY 3aCTOCYBaHHI1 CIIPUYMHSE
MOJIPa3HEHHS, MOXKE CIIPUYMHUTH HIKIPHI peakLii.

3acmocysanns y nepiod eacimuocmi abo 200y8anHs 2pyook.

besneka 3actocyBaHHsI 30JMITPUIITAHY IiJ] Yac BariTHOCTI HE BHBYAjacs, TOMY 3aCTOCYBaHHS
npernapary BariTHUM MOXXJIMBE JIMIIE TOJi, KOJU OYiKyBaHHH TEPANeBTUYHUN €PEKT A KIHKH
NEPEBUIIY€E MOTCHIIHHUA PU3KK JUISl TUIOA/TUTUHU. Pe3ynbraTv MOCHIPKEHh Ha TBapUHAX HE
BUSIBIITU MTPSIMUX TEPATOTCHHUX €(EKTiB.

Hemae naHux 11010 MpOHUKHEHHS 30JIMITPUITAHY B TPYJIHE MOJIOKO JIFOJMHH, TOMY JKIHKaM, sKi
TOYIOTh TPYAIIO, 3aCTOCOBYBATH IpenapaTr ciil 3 oOepexHicTio. JlocmikeHHs Ha TBapHHAaX
MOKa3ali, o 30JIMITPUNITAH TPOHUKAE Y MOJIOKO JIAKTYFOUUX TBAPHH.



30amuicmy eénausamu Ha WEUOKICMb peakyii npu KepysawHi a8MOMpPAanCcnopmom abo IHuuUMU
Mexarnizmamu.

[Ipu mpoBeneHHI AOCHIKEHb OyJI0 BCTaHOBJIEHO, IO NMEPOPANbHUN MPUHOM 30JIMITPUIITAHY B
11031 20 MT He BILTMBA€ HA Pe3yJbTAaTH NCUXOMOTOPHHUX TeCTiB. 3ommMirpen® crpeii He BIIHBaE a60
HE3HAYHO BIUIMBAE€ Ha 3JIaTHICTh KEPyBaTH aBTOTPAHCIIOPTOM Ta TPAIIOBATH 3 MEXaHI3MaMH.
OnHak MaIi€eHTIB, JiSJIBHICTh SKMX BUMarae IIBUIKOCTI MCUXOMOTOPHHUX PpEakKIiii, HeoOXigHO
3aCTEperTy, 10 B pa3i BUHUKHEHHS HAmaay MITpeHi MOKJIMBHI PO3BUTOK COHJIMBOCTI Ta IHIIMX
CHUMIITOMIB MiTpEHi.

Cnoci6 3acmocyeannsa ma 0o3u.

Bonmirpen® cmpeif He mpU3HAYEHMil IS 3aCTOCYBAHHS 3 METOK HPO(ITAKTHUKH MirpeHO3HOTO
Hanaxy. [licns BUHUKHEHHS Hamaay MITPEeHI PEKOMEHJOBAHO SKOMOra paHillle 3acTOCyBaTH
npemnapar. [TouatkoBa pekoMeH10BaHa /103a — 2,5 MT, L0 BiANOBiAa€ OJHOMY PO3IMHUIICHHIO CIIPEIO
Sonmirper® cropeil y mo3yBaHHI 2,5 Mr/no3y. MakcuManbHa peKOMEHJOBAaHA 703a — 5 Mr, 10
BiJIOBiZa€ OJTHOMY PO3MMIIEHHIO crpero 3omMirpen®™ cmpeil y m03yBaHHI 5 MI/mo3y a6o IBOM
pO3MUJIEHHSAM Yy J03yBaHHI 2,5 Mr/mo3y. 3a BimcyTHocTi edekTy abo mnpu peuuauBi 00O
MO>KJIMBUI TIOBTOPHUH MpHIiOM, aje He paHille HiK yepe3 2 TOAMHHU MICIii 3aCTOCYBaHHS IMEPIIOi
no3u. MakcumanpsHa 1000Ba 103a — 10 Mmr.

THayienmu nimnvo2o 6iKy

Besneka Ta e(eKTHBHICTb 3aCTOCYBaHHs mHpemnapaTy 3onmirpeH® chpeil mamieHTaM BiKOM Bif
65 poKiB CHCTEMaTHYHO HE BUBYAIIHCS.

Topywenus ¢pynxyii nevinku

BB nopymienHst GyHKIIIT nediHky Ha (papMaKOKIHETHKY 30JMITPUITAaHY, Ha3aJbHOTO CIIPEI0, He
BHUBUYABCsA. Y TMAIlI€HTIB 3 MOMIPHUMH a00 TSDKKHUMH MOPYIIEHHSMHU (QYHKIIl MEYiHKU PpO3Maj
30JIMITPHUIITAHY 3HUXKYETBCS IMICIs TEPOPATbHOrO 3acTocyBaHHA. [lamieHTaM i3 MOMIpHUMH Ta
TSOKKMMH ~ TOPYIICHHSMHM  (YHKIII TIE€YiHKHM 3aCTOCOBYBAaTH IIpemapaT pPEKOMEHJOBaHO B
MaKCHMAaJIbHIH 1031 5 MT Ha 100Yy.

Topywenus ¢pyHkyii HUpoK

Hemae HeoOXigHOCTI B MI00P1 103H.

[Ipo B3aemonii, mo MOTPeOyIOTh KOPEKIIi AO3yBaHHS, MUB. y po3aiuti «B3aemomis 3 iHIIMMH
JKapCHhKUMHU 3aC00aMH Ta 1HII BUIU B3a€MOIIN».

Inecmpykyis 013 3acmocy8ants

Jlns  Oinboi  edeKTMBHOCTI chpero 3oaMirpeH® crpeil Tepei HOro 3acTOCYBaHHAM  CIifl
MPOYUCTUTHU Hi3pi (M KO BUCIKATUCH).

[lepen mepmuM 3acTOCYBaHHSIM TIpemapaTry CiijJ KibKa pa3iB HATUCHYTH Ha PO3MIIIIOBaY,
HaMpaBlIAIOUM OpU3KH B TIOBITPs, OKM HE CHOPMYEThCS PIBHOMIpHA XMapuHKa crpero. Temep
npernapaT roTOBUi 10 3aCTOCYBaHHSI.

SIKuio micns OCTaHHBOTO 3aCTOCYBaHHS Mperapary MUHYIO Oifbllle YOTHPHOX THXKHIB, TeEpIIe
PO3IMPUCKYBAHHS CJIiJ 3pOOMTH B TOBITPS ISl 3aM00ITaHHS 3aCTOCYBaHHIO HEMOBHOI J03H. Y
nepiofg MK BHMKOPHCTaHHSIM (piakoH 13 mpemaparoM ciiJl 30epiraTd 3i HIUIBHO 3aKpUTUM

KOBITQYKOM.
ITpu BukopucTanHi (IaKoH CIiJ TPUMATH PO3MUIIIOBAUYEM JIOTOPH.

Haxunutu TONOBY TPOXHM BIIEpEl, PO3MIUIIOBAY BBECTH y HI3/PIO, 3JIETKAa HAXWJIMBIIM KIHUUK
PO3NMMIIIOBAyYa BiJ] IIEHTpa HOCA, 1 3p0OUTH OJJHE HATUCHEHHS. Y pa3i HeoOX1THOCTI HOBTOPUTH T€ K
came 3 1HILOIO Hi3JIpero.




Himu.
EdextuBHicTh Ta Oe3meka 3acTOCYBaHHS IMIperapary /diTsM HE BCTaHOBJIEHI, TOMY HeE
PEKOMEHIOBAaHO 3aCTOCOBYBATH HOTO 111l BIKOBIH TPYIII.

Ilepeoo3ysanns.

Cumnmomu. He 3adikcoBaHO BWIMAIKIB TEpPEAO3yBaHHS 30JIMITPUIITaHY, HA3aJIBHOTO CHper. Y
J0OPOBOJIBIIIB, SKI MPUHMAIH OJHOPA30BO BHYTPIIIHBO 30JMITPUIITAH Y 1031 50 Mr, CriocTepiraBcst
cenatuBHMA eekT. [lepion HanmiBBUBEACHHS 30JIMITPUIITAHY MICJIs IHTPaHA3aJIbLHOTO 3aCTOCYBAHHS
ckiangae 3 roguHu. Harunsiy 3a marmieHTaMu B pasi nmepeno3yBaHHs IOBUHECH TPUBATU NMPUHAWMHI 15
roJuH a00 10 3HUKHEHHSI CUMIITOMIB YU O3HAK.

Jixysanns. CnenudiyHOTO aHTUIOTY 30JIMITPUIITAHY HeMae. Y BHUIAIKY TKKOI 1HTOKCHKAIT
PEKOMEHAYIOTHCS TPOIEAYpU IHTCHCHBHOI Teparii, y T.4. 3a0e3MeYeHHs] MPOXITHOCTI TUXaTbHUX
NUISIXIB, aJ€KBaTHOI OKCHTC€HAIlll Ta BEHTHJISALIl, MOHITOPUHT 1 MATPpUMAaHHsS (YHKIIH CEpIeBO-
CYIMHHO1 CUCTEMU.

I06iuni peaxuii.

3onmitpunTan n06pe mepeHocutbesd. [1o0iuHi peakiii 3a3BHMYail MalOTh JIETKUA a00 MOMIpHUN
XapakTep, SIK MPaBWIO, € MHUHYIIUMH, HECEPHO3SHUMHU Ta 3 SBISIOTHCS MPOTATOM 4 TOAWH TiCIs
pUioMy Ipenapary, He BUHMKAIOTh YacTillle Micis HOro MoBTOPHOI'O 3aCTOCYBaHHS Ta 3HUKAIOTh
CIIOHTAHHO 0€3 JI0/1aTKOBOTO JIIKyBaHHSI.

[To6iunHi peakiii kimacudikoBaHi BIAMOBIAHO MO iX YacTOTH Ta BIUIMBY Ha OpraHu aboO CHUCTEMU
opraui. [loBimomisiiocs npo HMXKYE3a3HA4YeHI MOOIYHI peakiii, sIKi 3a 4acTOTOK PO3IMOJLICHI
TakuM 4YMHOM: Jayxe vacto (=1/10); wacro (=1/100 — < 1/10); mewacto (=1/1000 — < 1/100);
piako (=10 000 — < 1/1 000); myxe piako (< 1/10 000).

Cepyesi 3ax60pr08aHHsI.

yacmo — BITIYTTS CEPLUEOUTTS;

Heuacmo — Taxikapmis,

Oydice pioko — THPAPKT MioKap/a, CTCHOKap/Iis, KOPOHAPOCTIa3M.

Cyounni nopyuwienms:

Heuacmo — TAMYACOBE T1IBUIIICHHS apTEPiaJbHOTO THUCKY.

3 60Ky Hepsogoi cucmemu:

oydice uacmo — 3MiHa CMaKy;

yacmo — matojorii abo MOpYIIeHHs YYTJIMBOCTI, 3allaMOpPOYEHHs, I'OJOBHUHM Oinb, Timepectesii,
napecresii, COHJIMBICTb, BITUYTTS JKapy.

3 6oky mpasnoi cucmemu:

yacmo — OUIb y )KUBOTI, CYXICTbh y pOTi, Aucdarisi, Hy10Ta, OJIOBaHHS;

Oyxce pioko — niapes 3 JOMIIIKaMU KpoBi, iH(GapKT abo HEKPO3 KHUILIEYHUKY, 1MIeMiYHi SBUIIA 3
OOKY IIJTYHKOBO-KHUIIKOBOT'O TPAKTY, 1IIEMIYHUN KOMIT, IH)APKT CENE31HKH.

3 6oky cevocmamesoi cucmemu:

Heuacmo — ToJypis, 301TbIIEHHS YaCTOTH CEYOBUITYCKAHHS,

Oyarce pioKko — IMIIEPATUBHI TIO3UBHU 10 CEYOBUITYCKAHHS.

3 60Ky KicmK0o80-M 430601 cucmemu ma CnoyYHoi MKAHUHU'

uacmo — M’s130Ba cIabKicThb, OUIb Y M sI3aX.

3 60Ky imynHoOI cucmemu:

PIioKo — peaklii rinepuyTauBoOCTi, aHa(iIaKTHYHI/aHap1TaKTOIIHI peaKiii.

3 b6oky wiKipu ma niOWKIpHOI KIiMKOBUHU.!

PIiOKO — aHT10HEBPOTUYHUI HAOPSK, KPOIIUB’ THKA.

3 b6oky ouxanvHoi cucmemu, epyOHOT KIIMKU ma cepedoCmiHHA"

4acmo — HOCOBa KpOBOTeYa, JUCKOM(OPT Y MOPOKHUHI HOCA.

3azanvHi poznaou ma cmau y mMicyi 3acmocy8anHsL.

4acmo — acTeHis, BIMYYTTS TSKKOCTI, CTUCKAHHS, OOJIF0 YU THUCKY B TOpIIi, Wi, TPYyAHIN KIITII Ta
KIHI[IBKaX.



Tepmin npuoamnocmi. 2 poku.
He 3acrocoByBatu npenapart micis 3aKiH4eHHS TEPMiHY NPUIATHOCTI, 3a3HAYSHOTO Ha YIAKOBIII.

YMoBu 30epiranns.

36epiratu pu Temneparypi He Butie 30 °C B opurinanbpHil ynakosiii. He 3amopoxxyBatu.
30epiratu B HEAOCTYITHOMY IS JITEH MiCIIi.

Ynakoska. 1o 2 mi (20 103) y ¢u1akoHi 31 CBITJIO3aXMCHOTO CKJIa Y Taulli 3 KApTOHY.
Kareropis Binmycky. 3a peuenrom.

Bupoonuk. AT «Papmak».

Micue3HaxoakeHHsI BHPOOHUKA Ta HOro agpeca Micusi NPpoBaJKeHHs AislJIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupuiiscbka, 74.

3aaBHuk. AT «Dapmax».
Micue3naxoa:xeHHs 3aaBHUKA. YKpaina, 04080, m. Kuis, Byn. Kupunisceka, 63.

Jara octanuboro neperisay. 26.01.2021.



