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IHCTPYKIIA
AJIS1 MEUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

30JIMITPEH®
(ZOLMIGREN)

Cknao:

oiroua peuosuna. zolmitriptan;

1 TabneTka MICTHTb 30JIMITpUIITaHy Yy iepepaxyBanHi Ha 100 % pedoBuny 2,5 mr;

OONOMIJICHI ~ peuosuHu. JAKTO3WM MOHOTIApaT, Iemroio3a Mikpokpuctamuna 102, HaTpiro
KPOXMAaJIBIIIKOJIAT (TUH A), MarHito creapar;,

CKIIag  OOOJIOHKH: Sepifilm 752  Blanc (T1IpOKCUTIPOITIIMETHIIIISITIOII03a, LEJIF0JI03a
MIKpOKPHCTATIIYHA, TOJIeTHIICHTIIIKOIL (Makporon 40), tutany miokcun (E 171)), 3amiza okcun
xxoBTuii (E 172).

Jlikapcbka gopma. TabieTku, BKPUTI IJTIBKOBOK 000JIOHKOO.
Ocnogni izuxo-ximiuni enacmugocmi. TaOIETKH KpyTioi GopMu 3 TBOOIYKJIOK IMOBEPXHEIO, BKPHUTI
IUTIBKOBOIO OOOJIOHKOI0, OJ1110T0 KOPUYHEBO-KOBTOT'O KOJIbOPY.

dapmakoTepaneBTHYHA rpymna. 3aco0u, 110 3aCTOCOBYIOThCS Ipu MirpeHi. CeleKTUBHI aroHiCTH
SHT1-peuentopiB cepotoniny. 3ommitpuntad. Kox ATX N02C CO03.

Dapmakonoziuni e1acmueocmi.

Dapmakoounamixa.

30JIMITPUIITAH € CEIEKTUBHUM aroHictoM pekoMOiHaHTHHX 5-HTip/1p-penenTopiB cepoTOHIHY CYAMH
JIOAMHU. Mae MoMipHy CHOpiIHEHICTh 13 cepoToHiHOBUMH 5-HTia-penentopamu, He Mae CyTTEBOI
a¢iHHOCTI abo (apmakosoriyHoi akTuBHOCTI o0 SHT2-, SHT3-, SHT4-cepoTOHIHOBUX peLienTOpiB,
ou-, O2-, B1-ampenepriunux penentopis, Hi-, Ho-rictamiHoBHX perieniTopiB, M-XOMIHOBUX PELENTOPIB,
Di-, D2-nodaminepriuaux peuentopiB. llpemapar copuunHs€e Ba30KOHCTPUKIIIO IEPEBAXKHO
KpaHiaJIbHUX CyJUH, OJOKye BUBUIbHEHHS HEHpOMENTH B, 30KpeMa Ba30aKTUBHOT'O 1HTECTHHAJILHOTO
NEenTUaY, SIKUH € OCHOBHUM €(DEKTOPHUM TPAHCMITTEPOM PEQIIEKTOPHOIO 30YA’KEHHS, 110 CIPUUHUHSIE
BA30/IMJIATAIliIO, sIKa JISKUTh B OCHOBI aToreHe3y MirpeHi. [IpusynuHse po3BUTOK Hamaay MirpeHi 6e3
npsiMOi  aHaIreTHYHO1 [ii. Pazom 3 KymipyBaHHSIM MITPEHO3HOIO Hamaay nocialiaioe HYAOTY,
6sr0BaHHS (0COOJIMBO MPHU JTIBOCTOPOHHIX aTakax), poto- 1 poHodobiro. lonaTkoBo 10 nepudeprudHoi
Iii BIUIMBA€ Ha LIEHTPU CTOBOYpa rOJIOBHOIO MO3KY, IOB’S3aHI 3 MITPEHHIO, IO MOSCHIOE CTIMKUN
NOBTOPHUI e(eKT Mpu JIIKyBaHHI cepii 3 KUIBKOX HamaiiB MIrpeHi B OJHOIO Malli€eHTa.
BucokoepekTuBHUN Yy KOMIIJIEKCHOMY JIIKYBaHHI MITPEHO3HOT'0 cTaTycy (cepii 3 KUIbKOX TSKKHX, 1110
HAyTh ONWH 3a OJHUM, HamajaiB MirpeHi TpuamicTio 2-5 ni0). YcyBae MirpeHsn, acolliiioBany 3
MEHCTpYyaii€r. BUcoki 1031 MarOTh CEJaTUBHY JIif0 1 BUKJIIMKAIOTh COHJIUBICTD.

His npenapary Hactae yepe3 15-20 XBWIMH 1 JAOocsrae MakcuMymy udepe3 1 roguny micist npuiiomy.
MakcumanbHu# €eKT CIIOCTePIracThCs Mij Yac MPUHOMY y Mepioj] pO3BUTKY Hamamy.
Dapmaxokinemuxa.

[Ticnst mepopajibHOTO MpHUIlOMY J0OpEe BCMOKTYETbCS y TPaBHOMY TpakTi. AOGcopOuisi mpenapary He
3anexuTh Bia mpuiiomy ixi. Cepenns abconmoTHa O0100CTYHHICTH CTaHOBHTH mpuOan3HO 40 %.
3B’s3yBaHHs 3 Oimkamu miazmMu — 25 %. Yac JOCSATHEHHS MaKCHMalbHOI KOHIIEHTpAIlii CTAHOBHUTH
1 ronuny, TepaneBTUYHA KOHILEHTpAIlsl y IUIa3Mi HMIATPUMYETbCS MPOTATOM HACTYMHUX 4—6 TOIUH.
[Ipu moBTOpHOMY mpHiiOMI KyMyJslii mHpemapaTy He crocrepiraetbcs. Ilinnsrae 1HTEHCHUBHIN



6ioTpancdopmanii y mediHmi 3 yTBOpeHHAM N-IeCMETHIIOXITHOTro, M0 Mae y 2—6 pa3iB OuiblIy
(dhapMakoJIOTiYHy aKTHUBHICTh, HDK NEPBHHHA CIIOJIYKa, 1 PsAJ HEAaKTUBHUX MeTabouiTiB. Bimomi Tpu
OCHOBHHMX METa0OJIITH 30JIMITPUIITAHY: 1HIOJIONTOBA KUCI0Ta (OCHOBHHMI METaboIIIT y TuIa3Mmi 1 cedi),
N-okcua- 1 N-gecMmeTunananoru. N-IecMeTHILOBAaHUM METa0OJIIT — aKTHBHHMI, a IBa 1HIIII METa00IiTH
— HEaKTHBHI. Y 3J0pOBUX CYO’€KTIB MpHU MPHHOMI Pa30BOi 03U 30JMITPHUNTAH 1 WOTO aKTHBHHUNA
N-mecMeTnIp0BaHu METabOIIT MarOTh TIponopitiiiHo 3anexHi Big 703U AUC Ta Cmax B J1ana3oHi 103
Bix 2,5 no 50 wmr. ITna3moBi koHeHTpamii N-IeCMeTHILOBAHOTO METa0OMITy MPUOIU3HO Y JBa paszu
HIDKY1, HDK KOHIICHTpAIii BUXIAHOI JIIKApChKOI PEYOBUHU, BIH MOXKE TOCHUIIUTH TEPANCBTUYHY IitO
30JIMITpHUINITaHy. BUBOUTHCS 3 OpraHi3My NnepeBakXHO HUPKAMH Y BUIJIsLII MeTa0oiTiB, Om3bko 30 %
— dYepe3 KHIICUYHUK y He3MiHeHOMY Burisiai. Ilicns BHYTPIIIHBOBEHHOTO BBEIEHHS 3arajbHHM
IUIa3MOBH KIIIPEHC y CEPEIHBOMY CTAaHOBUTH MPUONIN3HO 10 MII/XB/KT, 3 IKUX TPETHHA MPUIIATAE HA
HUPKOBUH KinipeHc. HUpKoBUil KIIipeHC MepeBHIye MBHIKICTh KIYOOUKOBOT (iIbTparii, 0 CBIAYUTH
PO CEKpEIil0 B HUPKOBUX KaHAIbIAX. O0’€M po3MOAUTy ITC/sS BHYTPIITHROBEHHOTO BBEICHHS
cranoButh 2,4 n/kr. Cepenniii mepion HamiBBUBeACHHS (T12) 30JAMITpUINITAaHY CTaHOBHTH 2,5-3
roguHy. Yac HaIiBBUBEIEHHS HOTO META0OJITIB € MOMIOHUM, IO CBITYUTH MPO TE, IO iX BUBEIACHHS
00MEXYETHCS IBUIKICTIO YTBOPECHHS.

VY mamieHTiB 3 TOMIPHOIO 1 BUPAKEHOIO HUPKOBOK HEIOCTATHICTIO HUPKOBUH KIIIPEHC 30JIMITPUIITAHY
1 #ioro metaboiiTiB y 7-8 pa3iB MEHIIWA, MOPIBHIHO 3 TAaKUM Yy 3J0POBHUX JOOPOBOJIBIIB, MEPiOa
HamiBBUBeJEHHsI 30umbIIyeThcst Ha 1 roamny (mo 3-3,5 romuuu), ToAl SK O10AOCTYIHICTH
30JIMITPHIITAHy 1 HOTO aKTUBHOTO METa0OMITY 30iIbIIyeThest Jumie Ha 16 % 1 35 % Bignosimno. Li
MOKA3HUKH 3HAXOMATHCA B MEXaX, 1110 CIIOCTEPIraloThCs y 3I0POBUX T0OPOBOJIBIIIB.

[Tpu me4yiHKOBIN HETOCTATHOCTI META00III3M 30JIMITPHIITAHY 3HIKYETHCS MPOTIOPIIIHO 0 11 CTYIEeHS.
JocnimkeHHss Uid OI[IHKM BIUTUBY 3aXBOPIOBaHb MEYIHKKM Ha (PapMaKOKIHETUKY 30JIMITPUIITAHY
nokazaio, mo AUC Ta Cmax Oynu 30inbmeni Ha 94 % ta 50 % BiAMOBIAHO y MALli€HTIB i3 TOMipHUMHU
3aXBOPIOBaHHAMM TE4YiHKUA Ta Ha 226 % Ta 47 % y MmalieHTiB 13 BaKKUM 3aXBOPIOBAHHSM MEUIHKU
MOPIBHSIHO 31 3JI0POBHMHU JOOPOBOJIBISIMHU. BIUMB MeTa0OoiTiB, BKIIIOYAIOYN aKTUBHUN METAOOIIT,
3MmeHIMBcsA. AUC ta Cmax N-necmermnboBaHoro merabonity 3HmxKyBainuch Ha 33 % Tta 44 %
BIJIMTOBITHO Y MAII€HTIB 13 TOMIPHUMH 3aXBOPIOBAHHIMHM MeiHKU Ta Ha 82 % Ta 90 % y mamieHTiB i3
BaXKUM 3aXBOPIOBAHHSIM MEUIHKH.

[lepion wnamiBBuBeneHHs 3 twiasmu (T12) 3o0amiTpuntany craHoBuB 4,7 TOAWHU Yy 3I0POBHX
NOOpOBOJIBIIB, 7,3 TOAMHM — Yy MAIi€HTIB 13 MOMIPHOIO MAaTOJOTIE0 MEYiHKKM Ta 12 TroguH — y
MAII€HTIB 13 BaXKUM 3aXBOPIOBaHHSAM TediHkd. Bignosigui 3HaueHHs Tiz N-mecMmerunboBaHoro
MeTabomiTy ckianamu 5,7 roquHu, 7,5 TOOUHH 1 7,8 TOJUHH BIAOBITHO.

VY nocniikeHH1 3a y4acTIO HEBEJIMKOI IPYyIH 370POBHX JIOAEH He BiA3Ha4dasocs (papMaKOKIHETHUHOI
B3aeMoJii 3 eprotamiHoM. OpHOuYacHE BBEAEHHS 30JIMITPUIITAHY 3 €proTaMiHOM/KO(eiHOM
NEPEHOCHIIOCh 100pe 1 He MPHU3BOAMIIO A0 30UIbLIEHHS MOOIYHUX peakiiii abo 3MiH apTepiallbHOTO
TUCKY MOPIBHSHO 3 BBEJICHHSAM TUIBKU 30JIMITPUIITAHY.

[Ticns  mpuiloMy pudamminuHy HE CHOCTepirajocs KIIHIYHO 3HAYyIIUX BIIMIHHOCTEH Y
(bapMaKOKiHETHIII 30JIMITPUNITAHY 200 HOr0 aKTUBHOTO META0OJIITY.

Cenerunin (iriditop MAO-B) Tta ¢ayokceTuH (ceneKTHBHMM 1HTIOITOp 3BOPOTHOIO 3aXOIUIEHHS
CEpOTOHIHY) HE BIUIMBAIN Ha (papMaKOKIHETHYHI TapaMeTpH 30JIMITPHUIITAHY.

®apMaKOKIHETHKA 30JIMITPUIITAHy Y 3J0POBUX JIFOJEH MOXWIOro BIKY MOJIOHA 10 TaKoi y 340pOBUX
MOJIOIUX JIFOAEH.

Kuiniuni xapakTepucTuKH.
Ilokazanns.
KymnipyBaHHs Hamay MirpeHi 3 ayporo i 6e3 aypu.

Ilpomunokaszanns.

e [linmBumieHa iHAUBIAyadbHA YYTIUBICTH 0 KOMIIOHEHTIB JIIKAPCHKOTO 3aC00Y.

HekonTponboBaHa rinepreHsis

[memiyna xBopoba cepiisi. AHriocnacTuyHa creHokapais (cteHokapais [lpunimerana).
LlepebpoBackynsapHi MOpyLIEHHs Ta TpaH3UTOpHA imeMivyHa ataka (TIA) B anamHe3i.

OpHouacHM MPUIOM eproTaMiny, HOXIIHUX eproTaMiHy, CyMaTpUITaHy, HApATPUIITAHY UM 1HIIUX



aronicriB peuentopiB SHT1p/1p.

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63acMO0ill.

Hemae HIAKHMX 0Ka3iB TOTO, IO OJHOYACHUN NpPHHOM MpemnapaTiB sl MpopiIaKTHKXA MITPEHi
BIUTMBAE Ha e(heKTUBHICTH a00 HeOaXkaHi eeKTH Jikapchkoro 3aco0y 3ommirpen® (Hanmpuknas, 6era-
0JIOKaTOpH, IEPOPATBHHUM TUT1IPOESPTOTaMIH 1 M30TH(EH).

[Tpunyctume nmoegHaHHA penapaTy 3 KopeiHoM, pudamMinuHOM i IPOIPAHOIIOIOM.

Bynu BincyTHi 3MiHM (apMakoOKiHETMKM Ta MepEeHOCHMOCTi 30nMirpeH® TIpU ToCTpoMy
CUMIITOMATUYHOMY JIIKYBaHHI TaKMMH TIperapaTaMu K HapareraMmoll, MEeTOKJIONpaMiJ i eproTamiH.
I[Ipotsrom 24 roaun micis npuitomy 3oimirpen® He citij npusHauaTy inmi aronictu SHT1s/1p.
Buxonsun 3 [naHuWX, OTPUMAHHUX 3 YYacTIO 3J0pPOBUX JAOOPOBOJIBIIB, MK 30JMITPHITAHOM 1
€proTaMiHOM HE CIOCTEpIraeThCsl >KOAHOI B3a€EMOIl 3 MOy (apMakOKIHETUKH YU Oyab-fKOi
B3a€MO/II, 110 Maja O KiiHiYHe 3HayeHHsS. OCKUIbKH TEOPETUYHO MOXKE 3POCTH PU3UK BUHUKHEHHS
KOpPOHApocHa3My, 30aMirpen® peKoMeHIyeThcs MpUIMaTH He paHille Hik uepes 24 TOMMHH IIicis
3aCTOCYBaHHS IIperapariB i3 BMICTOM eproraMidy. | HaBmaku, Impemapar 3 BMICTOM €proTaMiHy
peKOMeHTyeThCsl TIPUIMATH He paHillle Hix yepe3 6 FOIUH TIicis 3acTocyBaHHs 3oMirpeny®.

[Ticns npuitomy MokaoOeminy, croenudiuyHoro iuribitopy monoaminokcumasn A (MAO-A),
crioctepiranocsi HesHayHe 30umbmieHHS (26 %) AUC (mmomyi mig KpHUBOIO) 30JIMITPUNTaHY Ta
Tpupaszose 30u1bIeHHs AUC akTBHOrO MeTtabosiTy. ToMy naiieHTam, siki 3aCTOCOBYIOTh 1HI1OITOpH
MAO-A, npuiimMaty 30IMITPUNITaH PEKOMEHIYETHCS B 1031 He OibIne 5 Mr Ha 100Yy.

[Ticns mpuiioMy HUMETHAMHY, 3araabHoro iHriditopy P450, mepion HamiBBUBEAEHHS 30JIMITPUNITAHY
3poctaB Ha 44 %, a AUC — Ha 48 %. Kpim Toro, muMeTHIMH TOJBOIOBAB TIEPi0/ HAIIIBBUBEICHHS Ta
AUC aktuBHoro N-gumerunboBaHoro wmetabomity (183C91). Ilamientam, sKi 3acCTOCOBYIOTH
UMETUIMH, IPUIAMATH 30JIMITPUITaH PEKOMEHIYETHCS Yy 1031 He Olbiie 5 Mr Ha 100y .

Buxonsum 13 3arasibHOro mpodiiro B3a€EMOii, HE MOXHA BHUKIIOYATH MOXKIIMBOCTI B3aeMOJIi 31
cnenuivanmu iHTiOiTopamMmn CYP 1A2. Tomy mnpu 3acTocyBaHHI MOAIOHMX CIIONYK, TaKUX SIK
¢dyBokcaMiH 1 XiHOJOHU (HampuUKIa], TUOPOQIIOKCAlMH) J03yBaHHA TaK CaMO PEKOMEHAYEThCS
3MEHIIYBaTH.

QIyoKCeTUH HE BIUIMBAaE€ Ha (DapMaKOKIHETHYHI MapaMeTpu 30JMITpuUnTaHy. TepameBTHUHI 103U
cnenuiyHUX iHTIOITOPIB 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY, (IIYyOKCETHHY, CepTpaiiny,
NapoKCceTuHy 1 nuranonpamy He npurHiuyiotb CYP1A2. IIpore moBimomisuiocss Mpo BUHUKHEHHS
CEpPOTOHIHOBOTO CHUHAPOMY IICJSl OJHOYACHOTO 3aCTOCYBAHHSI TPUIITAHIB 1 CEJIEKTUBHUX 1HT10ITOpIB
3BopoTHOTro 3axoruieHHs1 cepoToHiny (CI33C) (mampukian, ¢GJyoKCEeTHH, MAPOKCETHH, CEpTpajiH) i
CEJICKTHBHUX IHTIOITOPIB 3BOPOTHOTO 3aXOIUICHHS cepoToHiHy 1 Hopaapenaniny (CI33CiH)
(HanpukJaj, BeHnadakCuH, TyITOKCeTHH) (IUB. po3aia «OcoOIUBOCTI 3aCTOCYBAHHS»).

[Tpu onHOYacHOMY 3acTocyBaHHI aroHictiB peuentopiB SHT1g/1p Ta nikapchbkux 3aco0iB, 110 MICTSTh
3BipoGiit (Hypericum perforatum), € #iMOBipHiICTh AWHAMIYHOT B3a€MOIil, IO MOXE MPU3BECTH 0
301IbIIEHHS He0a)KaHUX €(EKTIB.

Ocobueocmi 3acmocy8amnus.

[Tpenapat ciij 3aCTOCOBYBATH JIMIIIE Y BUNIA/IKAaX, KOJM TOYHO BCTAHOBJIEHUH JiarHo3 mirpeHi. [lepen
MOYaTKOM JIIKYBaHHS T'OJIOBHOTO OO0 CJIiJ] BUKJIFOUUTH 1HIII HEBPOJIOTIYHI CTAHU Y MALI€HTIB, IKUM
paHimie He OyJ0 A1arHOCTOBAHO MITPEHb, Ta THUM, Y SIKUX CIIOCTEPIralOThCsl aTUIOBI CUMOTOMH 31
BCTAaHOBJIEHUM JI1arHO30M MITPEHI.

Hemae faHuX 1IPO 3aCTOCYBaHHs JIIKapChKOro 3aco0y 3omirpen™ mpu remimneriyniii a6o GazunspHiii
MITPEHI.

Crnix 3a3HauuTH, [0 MALIEHTH, $AKI CTPaXJAlOTh Ha MIrpeHb, MAlOTh MiABUIICHUNA PH3UK
11epeOpOBaACKYISIPHUX TOPYIIIEHbD.

MonrBe BHUHMKHEHHS KPOBOBWJIMBY B MO30K, Cy0apaxHOIZaJbHOTO KpPOBOBWJIMBY, IHCYJIbTY Ta
IHIINX [epeOpOoBacCKyYISIPHUX MOPYIIEHD Y MAalll€HTIB, K1 npuitmMatoTh aronictu SHT1g/1b.

Bonmirpen® He CITiJ MPU3HAYATH TAIL[IE€HTAaM i3 CUMITOMATHKOI CHHApoMy Bombga — Iapkincona —
Vaiita a00 apuTMISIMH, sIKi TIOB’s13aH1 3 IHITUMHU JJOJIATKOBUMU CEPIICBUMH ITPOBITHUMH IIIIXaAMHU.

VY NOOJMHOKMX BUNAJKaX, TaK caMoO SIK 1 IpU 3acTocyBaHHI 1HIMX aroHicTiB SHTig/1p, MOXIMBHIA
KOPOHApOCIa3M, CTEHOKap/id Ta iHdapkT Miokapaa. 3onmirper® He cIIiji 3aCTOCOBYBAaTH MAI[i€HTAM 3



dakTOopamMu pPH3UKY PO3BHTKY iIIEMi4HOI XBOpoOW cepus 0e3 MONepeHbOro OOCTEKEHHS Ha
HasBHICTh 3aXBOPIOBaHb 3 OOKY cepIieBO-CyIMHHOI cucTteMu. OJHaK OOCTEKEHHS HE JIa€ 3MOTY
BUSIBUTH KOKHOTO TAIIEHTA 3 CEPIIEBUMH 3aXBOPIOBAHHSIMH, TOMY TPAIUILIUCS MMOOJUHOKI BUITAIKU
CEepHO3HUX CEepIIeBUX IMOJIH y MaIli€HTIB 0€3 CepleBO-CYAUHHUX MOPYIICHbh B aHAMHE31.

Sk 1 mpu 3actocyBanHi iHmMX aronictiB SHT1g/1p, micias mpuiioMmy 30IMITpUNITaHY MOXKE 3’ IBUTHCS
BIIUYTTSI BaXKKOCTI, TUCKY YM CTHCKaHHA Yy AUISHIN cepis. [Ipu mosBi Oomro y rpyaHid KIITI 9d
CHMITOMIB, XapaKTepHHX Ui ilIeMiuHOi XBOPOOM cepus, 3acTocyBaHHS 3oJaMirpeny® crin
NPUTTUHUTHU Ta TPOBECTH OOCTESIKCHHS MAIliEHTA.

Sk 1 mpm 3actocyBaHHI iHImMX aroHictiB SHTipap, MOXJIMBE TpaH3UTOPHE IMiABHIICHHS
apTepiaibHOTO THCKY y TAIlIEHTIB SIK 3 TIABHINECHHSM apTepialbHOTO THUCKY B aHaMHeE3i, TaK 1 3
HOPMAJIbHUM apTepialibHUM TUCKOM. Jly)ke pigko Take WiJABHINCHHS apTepiajJbHOr0 THCKY
MOEAHYBAJIOCS 3 CEPUO3HUMH KIITHIYHUMH MPOSBAMHU.

Sk 1 mpu 3acrocyBaHHi iHImUX aroHicTiB SHTig/1p, y MAalli€HTIB, SKI OTPUMYBAJIW 30JMITPUITAH,
CIoCTepirajics piJKicHI BUIa Ky aHadinakcii / aHadiTakTOIMHIX peaKilii.

[ToBimoMisToCsT PO BHUHHUKHEHHS CEPOTOHIHOBOTO CHHIPOMY IIIiCJsl OJHOYACHOTO 3aCTOCYBaHHS
TPUIITAHIB 1 CEJEKTUBHUX 1HTIOITOPIB 3BOpoTHOrO 3axoruieHHs ceporoHiny (CI33C) um inribitopis
3BOPOTHOTO 3axorieHHs cepoToHiny 1 HopaapeHamiHy (CI33CiH). CepoToHiHOBUN CHHAPOM €
ITOTEHIIIHO HEOE3MEUHHNM JIJIs KMTTS CTAHOM, 1 BIH MOKE BKJIIOYATH TaKi O3HAKH 1 CUMIITOMHM: 3MIHH
MICUXIYHOTO CTaTyCy (Hampukiaa, 30Yy[PKeHHs, TaliolMHalii, Koma), BereTaTMBHAa HECTaOUIbHICTh
(HampukIaa, Taxikapmis, JaOUTbHMH KpPOB’SIHMKA THCK, TilepTepMis), HEPBOBO-M S30Bi aHOMAIil
(nampuknana, rineppeduiekcis, MOpYyHIEHHS KOOpAMHAIi) Ta/ab0 NUTYHKOBO-KHUIIKOBI CHUMITOMHU
(Hampukiaa, HynoTa, ONOBOTa, [iapes). SIKIIO CymyTHE 3acTOCYBaHHS JIIKAPCHKOTO 3aco0y
Bonmirpen® i CI33C a6o CI33CiH kiHiuHO BUIPaBIaHO, PEKOMEHIYEThCS PETEIbHE CIIOCTEPEKEHHS
3a maIieHToM, 0COOIMBO HA OYATKY JIIKYBAHHS 1 ITiJ] 4ac 301IbIIEHHS TO3H.

Haamiphe 3acTocyBaHHs JIKapchbKuUX 3aco0iB sl JIIKyBaHHS TOCTPUX HamadiB MITpeHi Moxke
NpPU3BECTH A0 30UTBIICHHS YacTOTH TOJOBHOTO OO0, IO MOXKE BHMAaraTtd BiIMiHH JIIKyBaHHSA. Y
Takii cuTyauii HeoOX1JHO IPUITUHUTH JIIKYBaHHS 1 3BEpHYTHUCSA 10 JIKapsl.

Bonmirpen® MicTuth nakTo3y. SKkmo y Bac BCTAaHOBIEHO HEMEPEHOCHMICTh NEAKHX IIyKpiB,
MPOKOHCYIBTYHUTECS 3 JTIKapeM, Mepi HiK MpUiiMaTu 1ei JikapchbKuii 3acio.

3acmocysanus y nepiod eazimnocmi abo 200y6ants epyooro.

BariTtHicTh

besneka 3acTocyBaHHS 30JIMITPUIITAHy y MEPioj BariTHOCTI He BUBUanacs. JlocaiKeHHs Ha TBapuHaX
He BUSBUJIM IPAMOTO TepaToreHHoro epekry. Y nepion BaritHocTi 3oMirpen® MokHa 3aCTOCOBYBATH
TUIBKM Yy TOMY BHIAJKy, SKIIO MOMJIMBUH TepameBTUYHUNA eQeKkT Juid MaTepi NepeBHILye
MOTEHINIATBHUN PU3UK JIJIS TUI0/1a/ TUTHHH.

I'ogyBaHHA rpyAto

JlocniakeHHs TPOAEMOHCTPYBAIM, IO 30JIMITPUITAH MPOHUKAE Yy MOJIOKO TBApWH, SIKI TOJYIOTh.
Hemae naHux CTOCOBHO NPOHHMKHEHHS 30JIMITPHUIITAHY y JIFOJIChKE TpyJIHE MOJOKO. ToMmy KiHKaM y
nepioj rpyAHOro royBaHHS 3aCTOCOBYBATH IpenapaT ciiif] 3 00epeKHICTIO.

30amuicmy enausamu Ha WEUOKICMb peakyii npu KepyeawHi aA8MOMPAHCNOPMOM abo THWUMU
MeXaHizmamul.

[Tix gac mochimpKeHHs, Y SKOMY HEBEJIMKa Ipyra 3I0pOBHUX JOOPOBOJIBIIIB MpUiiMaia 30JMITPUTITAH Y
no3i 7o 20 mr, He Oy/nO BiJ3HAYEHO ICTOTHOTO BIUIMBY HAa PE3yJdbTaTH TCHXOMOTOPHUX TECTIB.
3onmirpen® He BIUIMBac a0 HE3HAYHO BIUIMBAE HA 3]aTHICTh KEpyBaTH aBTOTPAHCIIOPTOM Ta
MpaIOBaTH 3 MEXaHI3MaMH

Ane BOJIiB TpaHCIOPTHUX 3aco0iB 1 0ci0, poboTa SKMUX MOB’SA3aHA 3 MIJBUIICHOIO KOHIEHTPALIEI0
yBaru, HEOOXIJHO 3acTepertd, M0 B pa3i BUHUKHEHHS Hamaay MIrpeHl MOXIHUBHHA PO3BUTOK
COHJIUBOCTI.

Cnocio 3acmocysannsa ma 003u.
Jlikapcpkuii 3acid He MpPU3HAYEHMH I 3aCTOCYBAaHHS 3 METOI MPOQIIAKTHKH Hamaay MIrpeHi.
EdexTuBHICTD JTIKYBaHHS HE 3aJIEKUTH BiJl TOTO, Yepe3 SIKWW Yac MICIs MOYaTKy Haraay MirpeHi OyB



NpUHHATHI TiKapchkuii 3aci6 3omMirpen”™, mpoTe peKOMeHIyeThCs 3aCTOCOBYBATH SKOMOTA PaHille
TiCJIsi BAHUKHEHHS HaIay MIirpeHi.

Jopocnum npuzHauatu no 1 tabnerui (2,5 Mr 3oamiTpunrtany). Ko cuMnToMu 30epiratotbes abo
3HOBY BHUHHUKAIOTh MPOTATOM 24 TOAWH, MOKE 3HAJIOOWTHCS MPUMOM MOBTOPHOI 103U 1 TabneTku
(2,5 mr 3onMmiTpuntany). Y pa3i HeoOXiJHOCTiI OBTOPHY 103y MOXKHA MPUUMATH HE paHillIe HixK dyepe3
2 roJIMHU MICJIS MEePIOoi T03H.

[Ipu HemocTaTHiil e(pEeKTUBHOCTI A03U 2,5 MI' JIOMYCKA€ThCS 30UIBIICHHS Pa3oBOi JO3M O S5 MT
(MakcuMasbHa pa3oBa J103a). MakcumManbHa 1000Ba 103a — 10 mr.

VY marmieHTiB 3 BiIMOBIUIIO HA JIIKyBaHHS 3HAYHA €()EKTHBHICTD MPOSBIIETHCS MPOTATOM | TOTWUHU MiCHS
HpUIOMY JIIKapCHKOTO 3ac00y.

Ileyinkosa neoocmamuicmo

[Tpy mediHKOBIN HETOCTATHOCTI METAa0Oi3M 30JIMITPUIITAHY 3HMKYEThCA. [l MAIieHTiB 3 JIETKUMU
NMopyIeHHsIMA (DYHKIT MEYiHKA KOPETYBaHHs N103M He MOTpiOHe. [[ns marmieHTiB 3 MOMIpHUMH 1
TSOKKUMHU TTOPYIIEHHSMU (YHKIIIT euiHKu 1000Ba 1032 pernapaTy He Ma€ MEePEBUIILYBATH 5 MT.
Huprosa neoocmammuicmo

[Tpu xipeHci kpeaTHHiHy OHAJ 15 MJI/XB 103y KOpPEeryBaTu HE MOTPiOHO.

Tayienmu gixom 6i0 65 poxis

besneka Ta eQeKTUBHICTH 3aCTOCYBaHHS 30JIMITPUINITAHY Tali€eHTaM BIKOM Bix 65 pokiB He
JOCTIKYBAIHCh. TOMY 30JIMITPUINITAH HE PEKOMEHIYEThCS JUIS JIIKYBaHHS 3a3HA4YEHOT BUIIIE KaTeropii
MAIiEHTIB.

Bzaemodii, wo nompebyroms xopexyii 0ozysantsa (IuB. po3ain «B3aemomis 3 HIIMMH JTIKapCHKUMHU
3aco0amu Ta iHIII BUAM B3a€MOIii»)

[TamienTam, siKi 3aCTOCOBYIOTH 1HTi0iTOpu MAO-A, npuitMaT 30JIMITPUNITAH PEKOMEHIYEThCA B 1031
He OuThIe 5 Mr Ha 100Yy.

MakcuManbHa pEKOMEHJ0BaHa J00OBa J03a 30JIMITPUOTAHY [UJIsl MAIIE€HTIB, SKi 3aCTOCOBYIOTH
[IUMETH/IMH, CTAHOBUTH HE OibIe 5 Mr Ha 100y.

MaxkcumanbHa 1000Ba 7032 30JMITPUINITAHY 5 MI PEKOMEHJYEThCS JUIS TMAlI€HTIB, K1 MPUIMAIOTh
cnenudivni iHTi0iTopu CYP1A2, Taki sik hiyBOKcaMiH Ta XiHOJIOHU (HAMPUKIIAI MUATIPO(IOKCAINH).

Jimu.

He pexoMeHI0BaHO 3aCTOCYBAHHS ISl JIiIKyBaHHs JiTel (BikoM 10 18 pokiB).

Ilepeoosysanns.

Cumnmomu. Y 100OpOBOJIBLIB, SIKI MPUHMaIM OJJTHOPA30BO 30JIMITpUNTaH y A031 50 mr, crocrepirascs
CelaTUBHMI e(eKT.

Jlixysanns. Ilepion HamiBBUBEIEHHS 30JIMITPUIITAHY CKJagae Bix 2,5 10 3 TOAUH, TOMY CIif
CIOCTEepIraTd 3a MAalli€eHTOM Micis NepeAo3yBaHHS MpHHaiMHI 15 roguH abo 10 3HUKHEHHS
cumnToMiB. CrieniuiuHOro aHTUIOTY HEMAE.

VY BuUmagky TsKKOI I1HTOKCHKAIll PEKOMEHIYIOThCS NpOLEAypH IHTEHCHBHOI Tepamii, y T. .
3a0e3MmeyeHHs MPOXiTHOCTI AUXATbHUX NUISIXIB, aJ€KBATHOI OKCUTEHAIIIT Ta BEHTHJIAIT, MOHITOPHUHT 1
HiATpUMaHHS QYHKIIN ceplieBO-CYAMHHOI CUCTEMH.

Hesinomo, sik remoziani3 Ta MEepUTOHEATbHUN [ialli3 BIUIMBAE€ HA KOHIEHTPALIIO 30JMITPUIITAHY Y
CHpOBATLI KPOBI.

Il06iuni peaxuii.

[ToOiyH1 edexkTn 3a3BUyail MarOTh JETKUA XapakTep, SK MPaBUIO, € MUHYIIUMH, 3 ABISIOTHCS
OpoTsroM 4 TOJUH MichHs NpUHOMY JIKapChKOTro 3aco0y, HE YacTillaioTh Micis HOro MOBTOPHOIO
3aCTOCYBaHHS Ta 3HUKAIOTh CIIOHTAHHO 0€3 )KOIHOTO JJOJATKOBOTO JIIKYBaHHS.

3a 4acTOTOI0 BUHUKHEHHS MOOIYHI e(eKTH KIacu(iKyloThCs TaKUM YMHOM: Jyxke dacto (= 1/10);
gacto (> 1/100 < 1/10); medacro (= 1/1000 < 1/100); pigko (= 1/10000 < 1/1000); myxe pigko
(< 1/10000), HeBimoMoO (HEe MO>KHA OI[IHUTH 3 HAIBHUX JAHUX ).

3 6oky imymHoi cucmemu: PIIKO — peakulii TINepUYyTJIMBOCTI AHTIOHEBPOTHUHUN HaOpsSK Ta
aHa]iTaKTHYHI peakLii.



3 60Ky cepys: 4acTO — BITUYTTS CEPLEOUTTS; HEUACTO — TaXiKapis; AyxKe piko — iHpapKT MioKap/a,
CTEHOKap/Iisi, KOpOHApOCHa3M.

3 6oxy cyOun: HEYaCTO — THMYAcOBE IiJBUIICHHS CHUCTEMHOTO apTepiaIbHOTO THUCKY, HE3HA4YHE
T1IBUIIICHHS apTEPiaIbHOTO THCKY.

3 60oky Hepe06oi cucmemu: YacTO — TOPYIIEHHS YYTJIMBOCTI, 3allaMOPOYEHHS, T'OJOBHUH Ouib,
rinmepecTesii, mapecresii, COHIUBICTh, BIAUYTTS Kapy.

3 60Ky WYHKOBO-KUWKOB020 MPAKNyY: 4acTO — OlIb y JKUBOTI, HYJ0Ta, OJFOBaHHS, CYXIiCTh y pOTI,
nucdaris;, ayke piIKo — giapes 3 JOMIIIKaMH KpoBi, iH(ApKT a00 HEKPO3 KHUIIEYHMKA, 1MIEeMIYHI
SBUIIA 3 OOKY IIUTYHKOBO-KUIIIKOBOTO TPAKTY, 1IIEMIYHUI KOMIT, iHPAPKT CENE31HKH.

3 6oky wKipu ma niowKipHoi KIiMmKOSUHU: PIIKO — AaHT1IOHEBPOTUYHHI HAOPSK, KPOITUB’ THKA.

3 00Ky Hupox ma ceyo8udilbHOi cucmemu: HEYACTO — TOJIypis, 30UIBIICHHS YacTOTH
CCYOBHUITYCKAHHS; TYKE PIIKO — IMIIEPATHUBHI MTO3UBHU J0 CEUOBUITYCKAHHS.

3 60Ky ckenemuo-M 430801 cucmemu ma CNOJNYYHOI MKAHUHU: YaCTO — M’ SI30Ba CIIA0KICTh, OUIb Y
M’s13ax.

3acanvni poznaou i cmau Ha OiNAHYI 3ACMOCY8AHHA: YaCTO — aCTEHIs, BIAUYTTS BaXXKOCT1, CTUCKAHHS,
00110 200 THCKY Y TOPIi, U1, TPYAHIHN KITITI Ta KiHIlIBKaX.

Tepmin npuoamunocmi. 3 poxu.
He 3acrocoByBatu npenapar micis 3aKiH4eHHs] TePMiHY MPUIATHOCTI, 3a3HAYCHOTO HA YIAKOBII.

YmoBu 30epiranns.

30epiratu B OpUTiHANBHIN YIAKOBII IpH Temreparypi He Bumie 25 °C.
30epiratu y HEZJOCTYITHOMY ISl JIITEH MiCIIi.

YnakoBka. I1o 2 a6o 10 tabnerok y Omicrepi. [To 1 Gmicrepy y maui.
Kareropis Binnmycky. 3a peuentom.

Bupoonuk. AT «®apmaxy.

Micue3Haxoa:keHHsI BAPOOHMKA Ta HOro agpeca Micusi NIPOBA/’KeHHA AifJIbHOCTI.
Vkpaina, 04080, m. Kuis, Byn. Kupuisceka, 74.

JlaTa octannboro neperasay. 02.12.2020.



