IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KOMBITPUII TEKCA®

(COMBIGRIP DEXA®)

CKnaao:

0itoui pevoguHu: TapalieTaMoi, KodelH, heHinedhpuny rigpoxnopup, xnopdeHipaMiny
MajearT, ieKcTpomeTopdaHny rimpobpomirn;

1 TabneTka micTuTh mapauetamoiy 500 mr, kodeiny 30 mr, beninedpuny rigpoxmopuny 10 mr,
xmopdeHipaminy Masneaty 2 Mr, fekctpomeropdany rigpodpominy 10 mr;

0donoMidcHi peyosuHu: KPOXMaJslb KYKYPYA3SHUM, [EJIF0103a MIKPOKPHUCTalidyHa, MOBig0H,
MarHilo cTeaparT, TalabK, HATPil0 KPOXMaJbIIKONAT (TUIl A), HATPit0 KPOCKapMeso3a,
O6apBHUK 3eyeHe 10m1yko (TapTpa3uH (E 102), miamanToBuit 6makutHui (E 133)).

JIikapcbka ¢opma. TabreTku.

OcHosHi (pizuko-ximiuHi 81acmugocmi: TabeTkn 6e3 000JIOHKU 3€JIEHOTO KOJIbOPY i3
BKpAaIlJIEHHSIMY, OBaJIbHOI ()OPMU, 3 PHCKOI0, MalOTh BigOUTKMU «S» Ta «L» Ha Till CTOPOHI, {e
pHCKa.

®apMakKkoTepaneBTUYHa Irpyna.
AHanreTHKM Ta aHTUIIpeTHKH. [TapareTamos, KomOiHallii 6e3 ICUX0IeNnTUKIB.

Kom ATX N02B E51.

dapmako102iuHi e racmueocmi.
®apmakoOuHamika.

Komb6inoBaHM penapart AJis JiKyBaHHS TPUITY Ta 3aCTyOU. YMHUTDL MPOTUKAIILOBY [il0, Mae
J)KapO3HMUXKYBasbHi, 3He00JTI0BaIbHI, IPOTHAJIePTiiiHi Ta ci1abKi MpoTu3anaabHi BIaCTUBOCTI.
3aCnoKOI€E CyXUi HEIIPOOYKTUBHUM Kallle/lb. YCyBa€ CUMIITOMU 3aKJIafleHOCTi HOCa, HEXKUTH,
CIIbO30TEYYy, YUXaHHS, TOJIOBHUY 0iflh, MOKPAIIYE 3arajbHe CAMOIIOYYTTS.

INapauemamon fi€ gk 3He00MIOBAIbHUM Ta XKapO3HUKYBalbHUY 3aci0. AHaNreTUYHa Ta
JKapo3HUXKYBaJlbHa [id lapaleTaMoJly I10B’s3aHa i3 BIJIMBOM IIpernapaTy Ha LeHTP



TEePMOpPETYJIAIIil ¥ TilloTasaMyci Ta 3[aTHICTIO iHTiOyBaTH CHHTE3 MPOCTATIaHAKHIB.

QeHineppuHy 2i0poxs0pud mi€e K CYOUHO3BYKYBaJIbHUM 3acib, 3MeHIITye HaOPSK CIU30BO1
000JTOHKM HOCa i MPUAaTKOBUX Ma3yX.

XnopgeHipamiHy maseam YMHUTH IPOTHANIEPTIHHY [if0, 3HIMAE CITLO30TEYY Ta CBEPOiXK y HOCI.

KogeiH 94MHUTH CTUMYJIIOIOYY [il0 Ha IeHTpaibHy HepBoBY cucteMy (LJHC), romoBHUM YUHOM
Ha KOPY I'OJIOBHOT'0 MO3KY, OUXaJIbHUY Ta BAa30MOTOPHUY LIEHTPH, MiIBUIIYE PO3YMOBY Ta
GisvuHy mpale3aaTHICTh, 3MEHIIIYE COHIUBICTh, BIIUYTTS BTOMHU Ta IOCabIioe fito 3aco0iB,
110 npurHiuywTs LIHC.

IlexcmpomemoppaHy 2i0pobpoMid € TPOTUKAIITLOBUM 3aC000M IIEHTPAJbHOI [fii. Bin

3MEHIIY€E YYTIUBICTh PELENITOPIB 1 MiABUILIYE IIOPIT YyTIUBOCTL KAIJIbOBOT'O LIEHTPY [0
IIOAPA3HUKIB IUXaJIbHUX NUIAXIB. TepalleBTUYHO IOJIeTIye CUMIITOMYU CYyX0r'0 KallJto,
3MeHIIlye [TOAPAa3HEHHS QUXaIbHUX IIJIIXIB.

dapmakoKiHemuka.

ITapauemamos1 WBUAKO BCMOKTYETHCS 31 IIIYHKOBO-KUIIIKOBOI'O TPAKTY, 3B’I3YETHCA 3
Oinkamu mma3Mu KpoBi. [Tepion HamiBBUBEOEHHS 3 IJIa3MM KPOBi CTAHOBUTH 1-4 TOOUHH.
MeTabomi3yeThCs y MeydiHlli 3 yTBOPEHHSIM TIIOKYPOHIAY i cynbdaTy mapaleTaMony.
BuBOOUTHECA HUPKAMU, TOJIOBHUM YMHOM Yy BUTJISIZL IPOAYKTIB KOH 1orail, MeHire 5 %
€KCKPEeTYEThCA Y HE3MIHEHOMY BUTJISIL.

KogeiH i 10T0 BOGOPO3YUHHI COJIi IIBUAKO BCMOKTYIOTHCSL Y KUIIIEUHUKY (B T. 4. y TOBCTIiI
kuii). [lepion HamiBBUBEOEeHHS 3 IIJIa3MU KPOBi CTAHOBUTEL ONIM3BKO 5 TOAKH, Y AESIKUX 0Ci0
- 10 10 rogua. OCHOBHA YaCTHHA OEeMETHUIIOEThCS 1 OKUCHIOETHCA. biu3bko 10 %
BUIUISAETLCSI HUPKAMU Y He3MiHEHOMY BUTJIAAL. B opraHi3mi JOHOIIEHUX HOBOHAPOIKEHUX 1
rpygHux piteu (Bikom 1,5-2 micaui) eniMinyetscs nosineHime (T, - Big 80 go 26,3 ropuau
BigMIOBIOHO).

deHineppuHy 2i0poxs0pud Ma€e HU3bKY OIOMOCTYIIHICTL YHACTIOOK HEPiBHOMIpHOI abcopoOii i
BIIMBY MOHOaMiHOKcHAa3u (MAO) y HITyHKOBO-KUIITKOBOMY TPAKTi i EYiHIIi IPY IEePIIOMY
IIPOXOXKeHHi. BUBOIUTHCS HUPKAMU Y BUTIISII MeTabomiTiB. [TifKuCIeHHs cedi MPUCKOPIOE
BUBEJEHHS i3 OpraHiamy.

XnopgeHipamiHy maseam BCMOKTYETHCS MOPIBHSHO MOBINBHO 3i IITYHKOBO-KUIIIKOBOTO TPAKTY,
MaKCHUMabHa KOHIIEHTpallis y IIJ1a3Mi KPOBi AOCATAEThCS Yepes 2,5-6 TOOUH IiCNs 3aCTOCYBaHHS
ImepopanbHO. BiogoCTyNHICTh HU3bKaA i CTAaHOBUTH Bif 25 % 10 50 % Bif MpUNHSTOI KiTbKOCTI.
XnopdenipaMmin migmaeTbcsa MeTaboIi3My IIpH MePIIOMY ITPOXOIKEeHHI Yepes MeviHKy.
XnopdenipaMiny MasneaT y 3Ha4Hil Mipi MeTab0mi3yeThCS Y MeYiHIl 3 yTBOPEHHIM MeTaOOoJIiTiB -
ne3MeTu- i mime3MeTunxnopdenipaminy. baussko 70 % iioro 3B’S3y€ThCs Y IIa3Mi KpoBi 3 Oinkamu.
XmopdeHipaMiH PO3MOOINSETLCS B YCiX OpraHax i TKaHWHAX, ITPOXOOUTh Yepe3 reMaToeHnedaniyHui
Oap’ep. KoMmoHeHT y He3MiHEHOMY BUTJISIZi Ta MeTab0IiTH BUBOISITHCS IIEPEBAXKHO i3 ceuero,
BUBeNEeHHS 3aJIeKUTh Bif pH cedi Ta CTyneHs BUOIEHHS; JIAILIe CJIiAU BUSBIIEeH] B Kasti. TpuBaiicTh
mii cTaHOBUTE Bif 4 0o 6 roguH. Binbil MBUIKe i eKCTEHCUBHE BCMOKTYBaHHS, GiJIbII MIBUOKE
BUMBEIEHHS 1 KOPOTIINY [Iepiof HalliBBUBEEHHS Bil3HAUeHi y [iTexn.

[lekcmpomemopgaty 2i0pobpomio MBUAKO BCMOKTYETHCS 3i IITYHKOBO-KUIIIKOBOTO TPAKTY.



[Ticns mepopanbHOTO IPUKOMY AeKCTpoMeTop(daH MiAfa€eThCA MBUAKOMY Ta iHTEHCUBHOMY
MeTabo0J1i3My MepIIoro MPOXOOXKEeHHS B MeviHlli. [eHeTHYHO KOHTpoJiboBaHe O-
neMetumntoBaHHS (CYD2D6) € 0OCHOBHMM YWHHUKOM, III0 BU3Ha4Ya€ (hapMaKOKIHETUKY
nekcTpoMeTophaHy y T0geu.

K BUSBUIIOCS, iCHYIOTE Pi3Hi (EHOTUIN IHOTO IIPOLIECY OKUCIIEHHS, 1110 06YMOBIIIOE 3HAUH]
BimMiHHOCTI PpapMakokiHeTuku y cy6’ekTiB. HemeTabonizoBanuil mekcTpoMeTopdaHn pa3om i3 TproMa
OeMeTHUIIbOBaHUMU MeTaboliTaMu: MOpPGiHaHOM HeKCTPpopdhaHoM (TaK0XK BimTOMUM SIK 3-TigpoKcu-N-
MeTunMmopdinan), 3-rinpokcumopdinanom i 3-MeTorkcumopdpinanoMm — Oynu ineHTU(iIKOBaHI K
KOH'IOTOBaHi IPOAYKTHU B CeUi.

OcHoBHUM MeTab0miTOM € HeKCcTpopdaH, SKUM TaK0XK Ma€ MPOTUKAIILOBY [if0. Y JesKuX 0cib
MeTab01i3M BinOyBa€ThCS MOBLTBHIIIE, i He3MiHEHNM JeKCTpoMeTopdaH nepeBaxkae B KPOBi Ta cedi.
[lepion HaniBBUBenEeHHS feKCcTpoMeTopdaHy rinpobpoMiny CTaHOBUTH 4 TOOUHMU.

KniniuyHi xapaKTepHCTHKH.
Iloka3anhsa.

JIikyBaHHSI CUMIITOMIB TPHUIIYy Ta TOCTPUX PECIipaTOPHUX BipycHUX iH(deK1iil (rinepTepMmisi, TOJIOBHUN
0intb, HEKUTD, Kallle/lb) V MOPOCTIUX Ta HiTel BikKoM Bif 12 poOKiB.

IIpomunoka3aHHs.

[TinBuieHa YyTNUBICTL [0 OyIb-IKOTO KOMIIOHEHTA IIperaparTy, iHIIUX MOXiTHUX KCAaHTHUHIB
(Teodinin, TeoOpoMiH), OMiOiAiB, aHTUTICTAMIHHUX, CUMIATOMIMETUYHUX aMiHiB.

TSAXKKi cepLieBO-CyAUHHI 3aXBOPIOBaHHS, BKJII0Ual04Y¥ JEeKOMIIEHCOBaHY CepLieBy HEOOCTaTHICTh,
IIJTYHOYKOBY TaxiKappilo, rocTpui iHpapKT MioKapfa, MOPYILIeHHS CepleBol MPOBiAHOCTI, apuTMil,
BHpaxKeHUH aTepOCKIePO03, CXUIbHICTh [I0 CTIa3My CyAUH, TIXKKY GopMy ilreMiuHOl XBOPOOU CepPIs;
TSI2KKa apTepianbHa rinepreHsis; TpoM003 nepu@epudHux apTepin.

BupaxeHi nopymeHHs QyHKII] MeYiHKY Ta HUPOK.

CTeHo3y10ua BUpa3Ka LIIyHKA Ta ABaHAOIATUIIANIOl KUIIKY, IiTOpoayoneHanbHa 00CTPYKIIis;
TOCTPUM MaHKPEaTUT, TelaTUT, BpoaKeHa rinepOinipybinemis.

AreHOMa IepefMixXypoBoi 3a/1031 3 YTPYAHEHUM CEYOBUITYCKaHHAM, 0OCTPYKIis LIMHKU CEY0BOTO
Mixypa.

Emninencis, ankorosnisM, migBuiieHa 30yIIUBICTh, TOPYIIEHHS CHY.
lineptupeos, 1ykpoBuii fiabeT, GeoxpoMoIuTOMa.

BponxianbHa acTMa, eMdpizeMa, XpoHiuHe 00CTPYKTUBHE 3aXBOPIOBAHHS JIETEHb.
3aKpUTOKYTOBa IJIayKOMa.

3axBOpPIOBaHHS KPOBi (Y T.4. BUpaXKeHa aHeMisl, JIEMKOIeHis), TediluT I10K030-6-



dbocdhaTnerigporenasu. JIiTHii Bik (Bim 60 pokiB).

OpHoYacHe 3aCTOCYBaHHS 3 TPUIMKIIUHUMY aHTUeNpecaHTaMu, $-6710KaTopamu, iHribiTopamu
3BOPOTHOTO 3aXOIIJIEHHS CEPOTOHIHY, 3 iHribiTopaMu MAOQO Ta BOIPOOOBXK 2 TUXKHIB MiC/IsI IPUTUHEHHS
X 3aCTOCYBaHHS.

HpOTI/IHOKa3aHI/II;I naiieHTaM i3 PU3HMKOM BUHUKHEHHS JII/IxaHBHOi HeJIOCTaTHOCTi.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

MeToKompaMif i JOMIEePUAOH MigBUIIYIOTh, a X0IeCTAPaMiH 3HUKYE IMBUOKICTh BCMOKTYBaHHS
napavyemamoany. Ilpu 0gHOYaCHOMY 3aCTOCYBaHHI 3 MapalieTaM0JIOM MOXKYTh CIIOCTepiraTucs Taki
BUOY B3AEMOJiN: YIIOBiTbHEHHS BUBENEHHS aHTUOIOTUKIB i3 OpraHiaMy; TeTpaIukIiIiH 30i/IblIye pU3uK
PO3BUTKY aHeMil Ta MeTreMoriobineMil, CHpUYMHEHOI [TapaleTaMOoJIOM; aHTaIlUAY Ta iKa 3MEHIIYIOTh
abcopOirito mapaneramony. [Ipu ogHOYACHOMY JOBIOTPHBATIOMY 3aCTOCYBaHHi ITOCHITIOETHCS
aHTUKOATyJISHTHUM eeKT KyMapuHiB (Hanpukiap, Bapdapuny). bapbitypaTtu 3MeHIIyIOTh
JKapPO3HUKYBaIbHUN ePeKT mapareramony. [IpoTucymomui npemnapatu (peHiToid, 6apbiTypaTy,
Kap6aMa3zermiH), 1110 CTUMYJIIOI0Th MiKpoCcOMalibHi (hepMeHTHU MeYiHKY Ta i30Hia3uf, MOXKYTh
IIOCHUJIIOBATH rellaTOTOKCUYHICTD MMapaneTtaMoiny. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI IIapaleTaMoy 3
rernaTOTOKCUYHUMU 3ac06aMu 30iTbIITyETHCS TOKCUUHUY BIIJIUB IIperapaTiB Ha MeYiHKY.
[TapatuieTamos 3HUXKY€E €(PEKTUBHICTh AiyPETUKIB.

Cnip 6yTr 06epeXHUMU IIPU OJHOYAaCHOMY 3aCTOCYBaHHI IIapareTamoiy 3 QIyKIoKCaIluIiHOM,
OCKiNTbKM TaKW# OJHOYACHUM ITPUNOM aCOLiI0ETHCS 3 METAO0IIYHUM alluI030M i3 BUCOKUM aHiOHHUM
IIPOMiKKOM YHACIIIOK MipOTrIyTaMiHOBOTO alluo3y, 0COOIKBO Y MallieHTiB 3 (paKToOpaMu PU3UKY
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

3acTocyBaHHS (eHinreppuHy 2i0poxa0pudy 3 iHriditopamu MAO, TPUIUKITIYHUMU
aHTHeNPecaHTaMy, iIHIOMETAIIMHOM Ta OPOMOKPUIITUHOM MOXKe CIPUYUHUTH TSIXKKY apTepialbHy
rinepreHsito, i3 CUMNAaTOMIMETUYHUMY aMiHaM¥, JUTOKCUHOM i CEPLIEBUMU TIiKO3UAAMU - IMiTBUIIYE
PU3UK apUTMil Ta iHpapKTy MioKappa.

Moxe 3HUKYBaTH eeKTHBHICTh [3-6710KaTOPIB Ta iHIIKUX aHTUTIEPTEeH3UBHUX IIPeNapaTiB
(pe3epminy, MeTUNINONY) 3 MiABUILIEHHSIM PU3UKY apTepialbHOI rinepTeHsii Ta moGiYHUX CepIiieBo-
CyIUHHUX Peaklii.

Ankamnoigu payBosb®ii 3MeHINyI0Th TepaneBTUUHNM edekT QeHinedpuHy rimpoxnopuny;
a-ampeHoOnokatopu (perTonamin), peHoTia3uHu, PypoceMin Ta iHIII OiypeTUKU NTEPEITKOAKAIOThH
Ba30KOHCTPHUKIIIl.

XnopgeHipamiHy maseam TMOCUITIOE aHTUXONIHEPTiYHY Mil0 aTPOIiHy, CIIa3MOJTiTHKIB,
TPUIUKITIYHUX aHTUeIIPecanTiB, 3aco6iB, o npurHivyioTh IIHC (TpaHkBinizaTopu, 6apbiTypaTu),
IIPOTUNAPKIHCOHIYHUX MTpernapariB.

He 3acTocoByBaTé 0fHO4YaCHO 3 ankoroyieM. Xnop@eHipaMiHy MajeaT Ta aJKOT0JIb IIPA OGHOYACHOMY
3aCTOCYBaHHI IIOTEHIIIOIOTH [il0 OOUH OTHOTO.

OpHoYacHe 3aCTOCYBaHHS 3i CHOfiMHUME 3acobamu, 6apbiTypaTaMu, 3aCIIOKiiIUBUMY 3aco6aMy,
HeUpoJIeNTUKaMHU, TPAaHKBiNli3aTOpaMy, aHEeCTETUKaMHi, HAPKOTUYHUMU aHANITeTUKAMU, aJIKOT0JieM
IIOCUJTIOE [Iif0 XJIopdeHipaMiHy Masneary.



ManpoTuniH (YOTUPULUMKITIYHNY aHTUAEIPEeCAHT) Ta iHII IpenapaTy aHTUXOJIiIHEPTidHOl Ail: Moxke
TIOCUJTUTUCEH aHTUXOJTiHepriyHa Ais IUX ImpenapariB abo TakKWX aHTUTiICTaMiHHUX 3aco0iB, K
xyiopdeHipamiH.

Kogein mpu 0gHOYACHOMY 3aCTOCYBaHHI IIOCUITIOE e(PEKT aHANTeTHKIB-aHTUITIPETUKIB
(mokpaitiye 0iOMOCTYIHICTh), MOXiGHUX KCAHTUHY, a- Ta B-afipeHOMIMeTHKIB,
IICHXOCTHMY/TIOBAJIbHUX, TUPEOTPOITHUX 3ac0o0iB, eprotaminy (IIOKpaIlyeThCs BCMOKTYBaHHS
eproTaminy 3i MIJTyHKOBO-KUILIKOBOTO TPaKTY).

[IuMeTHUOMH, TOPMOHA/IbHI KOHTPALIENITUBY, i30Hia3u I MOCUIIOIOTh Oil0 KOQeiHy.
Kodein 36inbirye iMOBIpHICTh ypaXKeHHS MEYiHKY I'ellaTOTOKCUYHUMH ITperapaTaMu.

Kodein 3HMKYyE eheKT omioifHUX aHaITeTUKIB, aHKCIOMITUKIB, CHOOIMHUX Ta CeJaTUBHUX 3aco0biB, €
aHTaroHicToM 3aco0iB [IJIs HAPKO3y Ta iHIIUX MIperaparis, 1o NpurHiuyioTs LIHC, KOHKYPEHTHUM
aHTaroHicToM mpenapatiB afeHo3uHy, AT®; 3HUXKye KOHLIEHTPALIi0 JIiTi0 ¥ KPOBI.

[lekcmpomemopgaHy 2i0pobpomio He CIIif MpuiMaTH Pa3oM 3 iHTi0iTopaMu eH3UMiB,
BK/II0Yal04y amiofapoH, (PIyoKCEeTHH, TaJoNePU 0, TapOKCEeTHH, IponaeHoH Ta
TiOpUIa3KH, OCKiJIbKY 1€ MMiIBUINYE MOT0 KOHIIEHTPAllil0 Ta PU3UK BUHUKHEHHS IOOiYHUX
e(deKTiB.

HekctpoMeTopdan MetabomnizyeTbcst CYP2DG6 i Mae iHTeHCUBHUYM MeTab0J1i3M IepIIoro
npoxopxeHHs. OQHOYAaCHE 3aCTOCYBaHHS NOTYKHUX iHTi0iTOPiB pepmernTy CYP2D6 MOXKe MigBUIIUTH
KOHIIEHTPAIil0 JeKCTpoMeTop(daHy B OpraHi3Mi 10 PiBHIB, AKi 6araTopa3oBO NEPEBUILYIOTH HOPMY.
Lle nipBuiye y maiieHTa pu3uK TOKCUUYHUX edeKTiB JekcTpoMeTopdany (30yaKeHHS, CIIyTaHiCTh
cBimoMocTi, TpeMop, 6e3COHHS, Hiapes Ta MPUTHIYeHHS AUXaHHS) i PO3BUTKY CEPOTOHIHOBOTO
cuagpomy. Cepeq noTykHux iHriditopis pepmenty CYP2D6 — hyoKCceTHH, MapoKCeTHH, XiHiIuH i
TepOinadin. [Ipyu omHOYaCHOMY 3aCTOCYBaHHI 3 XiHigUHOM KOHIIEHTpallil fleKcTpoMeTophaHy B
11a3Mi KPOBi MigBUIIyBanucs Marxke y 20 pasis, 110 mocuIioBaso nodiyHi edhekTu npenapaTy Ha
LIHC. Amiogapos, ¢nekaiHin, mpomadeHoH, cepTpatiH, OyIpomioH, MeTagoH, IMHAKATIbIIET,
rajionepunon, mepdeHasuH i Tiopuga3uH TaKOXK MAIOTh MOMiIOHMH BIIJIUB Ha MeTab0mi3M
nekctpoMmeTtopdany. fAKio ogHoYacHe 3acTocyBaHHs iHTiOiTOpiB CYP2D6 i mekcTpomeTopdany €
HeoOXiIHUM, CIIiJ CIIOCTepiraTu 3a Mali€eHTOM i, MOXKJIMBO, TOTPIOGHO Gye 3MEHIIIUTH NO3Yy
nekcTpoMeTopdaHy.

OtorokcuuHi Ta hoToCceHCcHOiNi3yioyi mpemnapaTy Ipyu OMHOYACHOMY 3aCTOCYBaHHI MOXKYTh
migcumoBaTy Mo0iuHI eheKTH.

Oco06.1ueocmi 3acmocyeaHHs1.
He nepesBuillyBaTé peKOMEHO0BaHi JO3U Ta TPUBAJIICTh JIIKyBaHHS.

He 3acTocoByBaTH OJJHOYACHO IIpenapaTH, sIKi MICTSATh ITapaleTaMoll, OCKiIbKY MOXKJIABE
Ilepefo3yBaHHS IapalneTaMoly, 0 MOXe CIPUUYMHUTY [Ie4iHKOBY HEIOCTaTHICTh. TpuBane
3aCTOCYBaHHS BUCOKUX 103 IIpelapaTy MOXKe IIPU3BECTU 00 YpaKeHH [IeYiHKU Ta HUPOK. Y
TIAIliEHTIB i3 3aXBOPIOBAHHSIMHU MEeYiHKM 30ibIIyETHCS PU3UK T'eaTOTOKCUYHOI Ail mapaneTaMmony. Y
NAIiE€HTIB i3 TAXKKUMU iHGEKIiIIMYU, TAKUMHU SK CETICUC, 110 CYIIPOBOKYIOTLCSA 3HUKEHHAM PiBHS
TIyTaTiOHY, IPYU IPUMOMI TapaleTaMoJy MiBUINYETHCS PU3UK BUHUKHEHHS MeTa00IivyHOTO alluo3y.
CumntoMaMu MeTaboTivHOTO aIumo3y € rauboKe, MPHUCKopeHe abo yTpyaHeHe OUXaHHS, HYIOTa,



OmmoBaHHSA, BTpaTa aneTuTy. Ciif HeralHO 3BEPHYTUCA [0 JIiKaps y pa3i I0sBU LKUX CUMIITOMIB.

[ToBimoMIsANIOCS TIPO BUIIaAKXA MeTa0OJIiYHOTO alli 03y 3 BUCOKUM aHiOHHUM IIPOMiKKOM yHaCITiOK
IipOTIyTaMiHOBOTO aI[MA03Y V MALI€HTIB i3 TIXKKAMU 3aXBOPIOBAHHSIMHU, TAKUMHU SIK TSIKKa HUPKOBA
HEJOCTaTHICTh Ta CEICUC, a TAaKOXK Y MallieHTiB, y SKUX 0yJI0 HeJOCTAaTHE Xap4yyBaHHS UM iHIIi
IpUYNHYU OeinuTy TIyTaTioHny (HampuKiam, XpOHIYHUM alKoToJli3M) i gKi IpuiMany napaneTaMon y
TepaneBTUYHIM 1031 TPOTSIroM TpuBajoro nepiogy abo komOiHallifo IapaleTamoy i
dbnykIoKcanmiiny. dKIo € migo3pa Ha MeTa0O0IYHNM allU03 i3 BUCOKUM aHIOHHUM IIPOMiXKKOM
YHAaCJIiIOK IipOrIyTaMiHOBOrO allifi03y, PEKOMEHAYEThCSA HErauHO IPUIUHUTHI
3aCTOCYBaHH MapalleTaMoJly Ta IPOBOLUTYU PEeTEIbHUY MOHITOPUHT CTaHy IallieHTa.
BumipioBaHHS PiBHS 5-0KCOMPOJIiHY B cedi MoxkKe OyTH KOPUCHUM [T ineHTudiKail
ipOTJIyTaMiHOBOTO allUI03y SIK OCHOBHOI IPUYMHYU MeTa00JIiYHOT0 alluI03y 3 BUCOKUM
aHIOHHUM IIPOMiKKOM Yy TIAlli€HTIiB i3 MHOXKMHHUMU (PaKTOpPaMU PU3UKY.

Heo06xigHo mopaguTucs 3 JIiKapeM 00 MOXKJIMBOCTi 3aCTOCYBaHHS IIpenapaTy MallieHTaMm i3
OpYIIeHHIMHU QYHKIIII HUPOK Ta MEeYiHKU JIETKOTO Ta CEPeNHbOr0 CTYIIEeHS TSIXKKOCTI.

Benuka KinbKicTh JTiKapChKuX 3aco0iB, 5SIKi 3aCTOCOBYIOTh OMHOYACHO, aIKOT0JIi3M, aJIKOTOJIbHE
ypaXKeHHs MeYiHKH, cerncuc abo MyKpoBul AiabeT MOXKYTh MiIBUIIYBATH PU3UK I'elaTOTOKCUYHOCTI
nmapateTtamony (ameTaMiHO(peHY) y TepalleBTUYHUX [03aX.

He pekoMeHIy€eThCSI 3aCTOCOBYBATH IIpenapaT OJHOYACHO 3 iHIIMMU IPOTH3aCTyOHUMHU 3aco0aMy, i3
CelaTUBHUMH, CHOMIMHUMY 3aco0aMu. PU3UK mepefo3yBaHHS MiABUIIYETHCS IIPU aJIKOTOIbHOMY
3axXBOpIOBaHHI nedinky. [1if yac jaikyBaHHS CIIi BUKJIIOYUTY BXKUBAHHS aJIKOTOJII0 Ta 3aCTOCYBaHHS
BUIlle3a3HAaYEHUX JIIKaPChKUX 3ac00iB, OCKINBKY 1€ TOCUITIOE CeNaTUBHUY eeKT xmopdeHipaminy
MajieaTty i remaTOTOKCAYHICTh ITapaleTaMoy.

SKII0 CUMIITOMY 3aXBOPIOBAHHS HE 3HUKAIOTh a00 roJIOBHUM Oi/b CTA€ MOCTIMHUM, CJIifi 3BEPHYTHUCS
mo mikaps. Y pasi BUCOKOI TeMIepaTypu Tina abo TpuBasoi rapsuky, 1o 30epiraeTbcs mpoTsArom 3
[HIB Ha TJIi 3aCTOCYBaHHS IIpernapary, abo IIpu MosiBi 03HaK cynepindexii citifg 3BepHYTUCS [0
JiKaps.

[ToBimoMIIsITIOCS TIPO BUITQIKX 37T0OBXKKBAHHS Ta 3aJIe3KHOCTI Bif jekcTpoMeTopdany. OcobmuBo ciif
OyTu 00epeXKHUMH IIJTIiTKaM i MOJIOAUM JIIOMSIM, @ TaKOXK TallieHTaM, SIKi B MUHYJIOMY 3JI0BXKUBaJA
HapPKOTUKaMU a00 ITCUX0AKTUBHUMU PEUYOBUHAMH.

HekcTpoMeTopdaH MeTabomi3yeThCS MeUiHKOBUM 1IHTOXpoMOM P450 2D6. AKTHBHICTh IIOTO
(bepMeHTy reHeTHYHO 00yMoByeHa. bru3bko 10 % HaceneHHS € MOBIIbHUMEU MeTaboizaTopaMu
CYP2D6. IToBinbHi MeTabomizaTopu Ta MallieHTH, SKi OMHOYACHO 3aCTOCOBYIOTH iHTibiTopu CYP2DG6,
MOXKYTh Bif4yBaTH 1ocuneHi Ta/abo Tpusasi ehektu nekcrpomeropdany. Tomy cim 6yTu
o0epexXHUMH TallieHTaM, sIKi moBiIbHO MeTabomi3ytoTh CYP2D6 a6o 3aCTOCOBYIOTE iHTiGiTOPH
CYP2D6 (muB. TakoXK po3min «B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3ac00aMu Ta iHII BUAK
B3aEMOJIIN»).

[Ipu ogHOYACHOMY 3aCTOCYBaHHI IeKCTpoMeTop(daHy i3 CepOTOHIHEPriYHUMU areHTaMu, TaKUMHU 5K
CeJIeKTUBHI iHTi0iTOpU 3BOPOTHOTO 3ax0rieHHs cepoToHiny (CI33C), 3 mpemapaTami, SIKi MOPYIIYIOTh
MeTaboImi3M CepoTOHiHY (30KpeMa 3 iHribiTopamu MoHoaMmiHoKcuma3u [[IMAQ]), Ta 3 iuribiTopamu
CYP2D6 moBimoMsioCs Ipo CePOTOHIHEPTiyHi epeKTH, BKII0UA0YU PO3BUTOK IOTEHIIINHO
He0e3MeyHOTo /15 XKUTTSI CEPOTOHIHOBOTO CUHIPOMY.

CepoTOHIHOBHY CUHIPOM MOXKe BKII0YATH 3MiHM IICUXiYHOTO CTaHY, BETeTaTUBHY HeCTa0iMbHICTS,
HEPBOBO-M SI30Bi OPYyIIeHHS Ta/ab0 MITyHKOBO-KUIIKOBI CUMIITOMH.



K110 € mifo3pa Ha CepOTOHIHOBUY CUHIPOM, JIIKyBaHHS IIperapaToM CIIif NIPUIUHUTH.

[ye piAKo MOBIJOMIISAIN IIPO BUIIaAKU TAKKHUX IIKIPHUX peakiiil. [Ipy moYyepBOHIHHI MIKIpH, T0SB1
BUCHUIIaHb, IYXUPLiB ab0 NyIIeHHi MKipd HeoO0XiAHO IPUIMHUTH 3aCTOCYBaHHS IapaleTaMoily Ta
HeralHO 3BEePHYTUCSA 3a MEJUYHOIO [OIIOMOIOIO.

[Tepen mpr3HaYeHHSIM NpenapaTy HeoOXiIHO IepeKOHATHCS, 1[0 OCHOBHA MPUYMHA KaIlTio
BU3HAYEHA i 1110 3HUKEHHS iIHTEHCUBHOCTI KallTio He 30iMbINTh pU3UK KiTiHiuHNX ab0o ¢izionoriuaux
YCKJIa[iHEHB.

[Ipu 3acTocyBaHHi IpenapaTy CIi YHUKATU HaAMIPHOTO BXKUBaHHS KaBU, MIIIHOT'0 4al0, IHIINUX
TOHI3yIOYHMX HAIIOIB Ta 3aCTOCYBAaHHS JIiKapPChKUX 3aC00iB, 1110 MiCTSATh KODEIH, OCKITbKHY 11e
MOXKe CIPUYMHUTHU IPOo0IeMHu 3i CHOM, TPEMOp, HalpPyKeHHSs, IPaTiBIUBICTh, BigUyTTs
cepiebuTTs.

3 06epexXHICTI0O 3aCTOCOBYBATH MalliEHTaM i3 KOMIIEHCOBAHOIO CEPIIEBOI0 HEJJOCTATHICTIO; mallieHTam
i3 BpomkeHuM IonoBxKeHuM iHTepBaaoM QT a6o y BUIIagKax TPHUBAJIOTO IPHUHOMY IIpeIlaparis, 110
MOXYTbh IIONOBXKYBaTHU iHTepBasi QT, namieHTaM, y IKUX iCHy€ PU3UK BUHUKHEHHS CYJOMHUX
HarafiB; MallieHTaM i3 XpOHIYHUM OOCTPYKTUBHUM 3aXBOPIOBAHHSM OUXAJbHUX IIISXIB,
IIePCUCTYIOYUM ab0 XPOHIYHUM KalllyleM, IKUY BUHMKAE BHACTIIOK KypiHHS ab0 eM¢pizeMu 1ereHs,
KOJIM KallleJIb CyIIPOBOAXKY€ETHCS HAJIUIIKOBOK CEKpeLi€e0 XapKOTUHHSA. ClIif mepeKoHaTUC s, 110
OCHOBHA ITpUYHKHA Kalll/lI0 BU3HAYEHaA i 1[0 3HMKEHHS iHTEHCUBHOCTI KAIIUTI0 He ITOCUNIUTDL PU3UK
KJTiHiYHUX a60 (i3ionoriyHux ycknagHeHb.

[IpemapaT MOXKe BIJIHBATH Ha PE3YJIbTaTU 1a00PaTOPHUX IOCITiAXKEeHb BMICTY B KPOBi I'TIOKO3H i
Ced40BO1 KUCJIOTH; XJIopdeHipaMiH M0oXkKe MaCKyBaTH CUMIITOMU TilepPYyTIUBOCTI Ta BIJIMBAE
Ha pe3yibTaTy WIKipHUX IP00. 3aCTOCYBaHHS NpernapaTy MoXe 3yMOBUTH O3UTUBHUM
aHaJITUYHUY Pe3yJibTaT OOIIHT-KOHTPOI0. CIIiff IPUIMHUTU 3aCTOCYBaHHS JIIKAPCHKOT0
3aco0y 3a KinbKa [IHiB [0 IPOBEJIeHHS BUIlle3a3HaYeHUX MaHIMyISIil.

[Tepeqn 3acTOCYBaHHSIM IIpenapaTy HeoOXimHO MOPaguTUCS 3 TiKapeM IallieHTaM, SKi 3aCTOCOBYIOTh
Bapdapun abo nopibHi mpemapaTty, 10 BUSABNISIOTE aHTUKOATYISIHTHUM e(eKT, Ta IallieHTaM i3
NOpYyIIeHHAMY QYHKIIiI HUPOK i MeYiHKHU.

deninedprH MoKe CIPUYUHUTU IPUCKOPEHHS ITyJIbCY, 3allaMOPOYeHHS ab0 CUIbHE CepluebuTTs, mpo
1110 HeOOXiTHO ITOIePEqUTH Talli€HTIB.

TabneTku MicTaTh a300apBHUK TapTpa3uH (E 102), skuit MoXKe CIPUUYNHSITH aJlepriyHi peakiiii.

Y pasi BumaikoBOro 1nepego3yBaHHsI XBOPOMY HeoOXilHO HeraltHO 3BePHYTUCS [0 JliKaps, HaBiTh
SKITI0 CaMOIIOYYTTS He MOTiPIINIOCh.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py00io.

He 3acTocoByBaTH y mepiof] BariTHOCTi abo romyBaHHS TPYALOIO.

30amuicmb enausamu Ha weudKicmb peakuyii npu KkepysaHHi asmompaHcnopmom abo
I[HWUMU MexaHi3mamu.



Y nepiop niKyBaHHS CIiJi yHUKATH KEPYBaHHS TPAHCIOPTHUMU 3aco0amMu, poOOTH 3 MeXaHi3MaMu Ta
iHIMX HeOe3meyHux BUNIB OiT/ILHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

HopocnuM i miTsiM BikoM Bim 12 pokiB - 1 TabmeTKa 4 pa3u Ha fo0y He YacTille HiXK KOXHi
3-4 rogunu. [Tpenapar NpuMalOTh IOHANMEHIIIe Yepe3 MMiBrofAuHY MiCiIs BXKUBAHHS 1Ki.

TpuBamicTh nikyBaHHS - He Oinblle 5 OHIB.

Himu.

[IpemapaT 3aCTOCOBYIOTh AIiTAM BiKOM Bif 12 poKiB.

Ilepedo3yeaHHsi.
Cumnmomu nepedo3y8aHHA.

Y namieHTiB i3 paKTOpamMu PU3UKY TepaIlleBTUYHI [O3U MMapaleTaMoly MOXKYTh CIPUYUHATH
CHMIITOMH ITepefo3yBaHHs IIPX OMHOYACHOMY 3aCTOCYBaHHI AeSKUX JTIKapChKUX 3aC06iB Ta IMpH
3aXBOPIOBAHHSAX, 110 MiIBUILYIOTh OKMCHIOBAIbHUM CTPEC Ta BUCHAXKYIOTh 3allacH TTTyTaTiOHY B
nediHni (TpuBase TOJI0gyBaHHS, CEIICHUC, IIyKPOBUil miaberT).

ITapauemamo y BEJIMKUX 103aX CIPUYMUHSE TermaToHeKpo3. KiniuHi i 6ioximMiuHi 03HaKH
ypaXKeHHs NeYiHKYU BUSABIATHCA Yyepe3 12-48 rogun. MoxXyTh BUHUKATU [IOPYIIEHHS
MeTabo0I1i3My T'TI0K03U Ta MeTabomiyHuii auiugo3. [1pu mepeno3yBaHHi B nepiri 24 roguHu
PO3BUBAIOTHCSI CUMIITOMU: OJTiMiCTh ITKipHUX ITOKPUBIB, HYNOTa, OJII0BaHHS, aHOPEKCis Ta
6inb y KuBOTi. [TigBUIIYETbCS aKTUBHICTh MEYiHKOBUX TPaHCaMiHa3, 30iMbIIyeThCs
KOHIIeHTpallis 6inipy0iHy i 3HUKY€EThCA PiBeHb TPOTPOMOiHY. 3acTocyBaHHS mopociuM 10 T
abo OisbIle MmapaneTamMoily Ta IUTHHOIO moHan 150 Mr mapalieTaMoy Ha Kijorpam Macu Tina
MOKe TTPU3BECTH [0 TellaTOIeII0IIPHOr0 HEKPO3Y i3 pO3BUTKOM eHIledanonarii 3
IOPYIIEHHSIM CBiJOMOCTI, TI€4iHKOBOI KOMM Ta JIETAJIbHOT0 HACIKY. Y MOOIUHOKUX
BUIIaAIKaX MMOBIAOMJISIJIA IIPO TOCTPY HUPKOBY HEAOCTATHICTSD i3 TOCTPUM HEKPO30M
KaHaJIbIIiB, II0 BUSBISETLCS 00JIeM Yy TiNsSHII ITOIepeKy, reMaTypi€cto, MPOoTeiHypi€cko,
He(POTOKCUYHICTIO (HUPKOBA KOJIiKa, iIHTEPCTULIaTbHUN HEPPUT, MAIliIAPHUN HEKPO3).
Big3Hauyanachk TaKOXK ceplieBa apuTMid. [1pu TprBasoMy 3aCTOCyBaHHI BUCOKUX 003 MOXKJIUBI
arnjacTU4YHa aHeMis, TaHIUTOIIeHisq, arpaHyI0LUTO3, HEUTPOIIEHis, TIeUKOIeHis,
TPOMOOIUTOIIEHisI, muCcTPodis MioKapaa.

Y pasi nepeno3yBaHHSA MOXKYTh CIIOCTEPIraTUCS MifBUIIleHE TTOTOBUIIEHHS, 3allaMOPOYEHHS],
IICUXOMOTOpPHE 30ymkeHHs a0o nmpurHiveHHs IITHC, COHMUBICTD, MOPYIIEHHS CBiHOMOCTI, TIOPYIIeHHS
CepIIeBOT0 PUTMY, TaxiKapAisi, eKCTPACUCTOJIis, TPeMop, rineppeduekcisi, CyIoMH, TaHKPEaTHT,
IIOPYLIEHHS CHY.

Y nauieHTiB i3 pakTOpamMu pu3uKy (TpuBase JiKyBaHHS Kapbama3erminoM, ¢pernobapbiTamom,



(beHiToiHOM, TPUMILOHOM, pUudaMIilnHOM, 3Bipo00eM abo iHITMMY TiKapChKUMU 3aco0aMu, I10
IHAYKYIOTh (hepMEHTHU NEeYiHKY; PETYIIpPHUN IPUKUOM HagMipHUX KiTbKOCTeU eTaHOJy; TIyTaTiOHOBa
KaxeKcis (po3yagy TpaBlieHHs, MyKoBiciumo3s, BIJI-iHdeKIis, ronon, KaxeKcisi)) 3aCToCyBaHHS 5 T abo
OinbIlle MapaleTaMoily MOXe IIPU3BECTH [0 ypaXKeHHS IeYiHKHU.

CumMmmtoMu mmepeno3yBaHHs, 00YMOBJIEHI Hi€to (heHisneppuHy Ta xa10ppeHipamiiy maseamy: TOIOBHUN
Gine, rimeprigpos, COHMMBICTh, 063COHHS, 3MiHU ITOBEMiHKY, apUTMil, TPEMOP, CYIOMH,
rimeppedekcis, 3alTaMOPOYeHHSI, HynoTa, OII0BaHHS, IPATIBIUBICTb, HECIIOKIH.

[Ipu nepeno3yBaHHI X10p¢eHipamiHy Maseamy CTaH MOXKe BapiloBaTH Bif MPUTHIYEHOT0 [0
30ymKeHoro (HeCIoKil Ta cyioMu). MoXKyTb CIIOCTepiraTUCs aTPOIiHOMOAIOHI CHMIITOMH,
BKJII0OUal0o4M Mifipias, ¢oTodobito, CyxicTh MKipH Ta CIU30BUX 000JIOHOK, MiABUIIEHHS TeMIIepaTypH
Tijla, aTOHiIO KUlIeYHUKY; npurHiveHssa [IHC cynpoBogXyeToCs po3nnagaMu OUXaHHSI Ta
TOPYILIEHHAMU POOOTHU CePLeBO-CYOUHHOI CUCTEMH.

[Tpu nepeno3yBaHHi KogeiHy 3adikcoBaHO TaKi CUMITOMU: 3HEBOOHEHHS, TillepTepMis, O3BiH y ByXax,
Oinb B emiracTpanbHid ginsHIi, 30ibIIEHHS YaCTOTH [iype3y, eKCTPACUCTOMis, Taxikapmis abo
cepleBa apuTMmisi, crumymoouuit BB Ha LIHC (3anamopoueHnHs, 6e3COHHS, 30yIKEHHS,
IPaTiBIUBICTb, ICUXOMOTOPHE 30y/IKeHHS, CTaH adeKTy, TPUBOKHICTE, TPEMOD, OII0BAHHS, CYIOMH,
axkuTallis, 3aHeNIOKOEHHS, [IeJTipiii, migBuIlleHa TaKTuabHa abo 60/1b0Ba 4y TIUBiCTh). KniHigHO
BaXKJIMBi CUMIITOMU IIepefo3yBaHHI KOGEeIHOM MOB’sI3aHi TaKOXK 3 ypazKeHHSIM IeYiHKU
rapaleTaMoyIoM.

CumnToMaMu repefo3yBaHHSI dekcmpomemopgaHy 2i0pobpomidy MOXKYTh 6yTH: DUCTOHIS,
COHJIUBICTB, CIIyTaHICTh CBIOMOCTI, CTYTIOP, KapAiOTOKCUYHICTH (TaXikapAis, BigXuIeHHS
noka3HuKiB EKI', 30kpeMa nomoBxeHHs iHTepBany QTc), aTakcisg, TOKCUYHUU IICHX03 i3 30POBUMHU
rasolKHaIiIMHU, Tinep30yaIuBiCTh, 3allaMOPOYeHHs, HEUITKICTh 30py, HicTarM, HygoTa, 6/1I0BaHHS,
IPaTiBIUBICTD, TillepaKTUBHICTE, 30yMKEHHS i ICUXiuHi po3nanu. [Ipu 3HaYHOMY ITepefo3yBaHHi
MOXKYTb CIIOCTepPiraTuCs Taki CHMITOMHU: KOMa, IPUTHIYEeHHS OUXaHHs, cynoMu. [licisg npuiiomy
ogHOpa30Bo 300 Mr gekcTpoMeTopdaHy BifMidaBCS TOKCUYHUM IICHAXO03 (TiepaKTUBHICTH Ta
rasoLuuHarii).

JIikyeaHHs nepedo3y8aHHSI.

[Tpu nepeno3yBaHHi napayemamosiom HeoOXigHa IIBUAKA Mequ4Ha JoroMora. [lamienTa cin
HeTralHO OOCTaBUTH Yy JIiKapHIO, HaBiTh SKIIO BiACYTHI paHHI CUMIITOMU Ilepefo3yBaHHSI. CUMITOMHU
MOXKYTh OyTu 00MezkeHi HygoToio Ta O1oBaHHSAM ab0 MOXKYTh He BimoOpaxKaTu TAKKOCTI
Iepefo3yBaHHS PU3UKY YpaxKeHHs opraHiB. CIlifl pO3rIsSHYTH JTiKyBaHHS aKTUBOBAHUM BYTiIAM,
SKII0 HagMipHa I03a napateTtamoity Oyia IpuitHsaTa y Mexax 1 roguHu. B nepiui roguHu micns
IiM03PI0BAHOT0 MTePeno3yBaHHs Heo0XimHO MPOBECTH MPOMUBAaHHS IITyHKa. KoHIIeHTpaIliio
napalieTamoJTy B IJla3Mi KPOBi Cyiii BuUMipioBaTy dyepe3 4 roguHu abo misHilne micnis npuiiomy (6inbim
paHHi KOHIIeHTpallil HemocToBipHi). JIikyBaHHS N-alleTUILIKACTEIHOM MOXKe OyTH 3aCTOCOBAHO
IPOTSATOM 24 TOOUH MicIig IPUHOMY ITapaleTaMolly, ajle MaKCUMabHUN 3aXUCHUN e(eKT HacTae Npu
J10T0 3aCTOCYBaHHi IPOTATOM 8 TOAUH Micis npuitoMy. EQeKTUBHICTE aHTUIOTY Pi3KO 3HUXKYETHCS
micys mporo yacy. [Ipu HeoOXimHOCTI malieHTy BHYTPIIIHbOBEHHO CJIil BBOOUTH N-aIleTUIIIUCTeIH
3rifiHO 3i BCTAHOBNIEHUM IepetikoM f03. [Ipu BimcyTHOCTI GTI0BaHHST MOXKHA 3aCTOCOBYBATH METIOHIH
IIepopabHO SIK BiIOBIOHY albTEPHATUBY Y BiiJaJeHUX pallOHax 1103a JIliKkapHelo.

[Tpu nepeno3yBaHHi dekcmpomemoppaHy MoXKHa MPpU3HaYaTH aKTUBOBaHE BYTiIs 0€3CUMITOMHUM
nalieHTaM, SKi MIPUIHSY BeIUKi 031 eKCTpoMeTopdaHy IpOoTSAroM IIonepenHboi roguHu. s
TallieHTiB, SKi IpuiiManu gekcrpoMetopdaH i mepedyBaioTh ¥ CTaHi cefallil abo B KOMaTO3HOMY
CTaHi, MOXXHa PO3T/ISHYTU MOXKJIMBICTh 3aCTOCYBaHHS HAIOKCOHY V 3BUYalHUX O03aX O JTiKyBaHHS



nepeno3yBaHHA OMioifiB. MoxkHa BUKOPUCTOBYBaTH OeH304ia3emiHy 71 TiKyBaHHS CYIOM,
OeH30Mia3emniny Ta 30BHIITHE 0XOJIOXKEHHS — IIPU TilepTepMii BHACIIIOK «CepOTOHIHOBOTO
CHUHOPOMY».

CoenudiyHOro aHTUAOTY KogeiHy HeMaE, aje MiATPUMYBalbHI 3aX00H, TakKi K 3aCTOCYBaHHS
AHTATOHICTIB f-agpEeHOPELEITOPIB, MOXKYTh IOJIETIINTH KapAioToKcuuHuM edekT. HeobxigHO
IIPOMUTH IIJTyHOK, peKOMEeH0BaHa OKCUTeHOTepallis, IpK CyAoMax - AiasenaM. CHUMOTOMaTu4Ha
Teparris.

ITo6iuni peakuii.

3 60Ky iMyHHOI cucmeMmu: peakliii TimepyYyTIUBOCTI, BKII0Ya4u cBepbixk, BUCUTIAaHHS Ha
IKipi Ta cIu30BUX 000JI0HKaX (reHepasi3oBaHi, epuTEMaTO3Hi, KPONIUB'THKA),
aHa(imakKTUYHUY 110K, aHTiI0HEeBPOTUYHKM HAOPSAK, MyJIbTU(POPMHA eKCyJaTuBHa eputemMa (y
T. 4. cuHapoM CriBeHca-[I2)KOHCOHA), TOKCUYHUM eligepMalbHAN HEKPOJIi3.

3 60Ky ueHmpasavbHOi Hepeosoi cucmeMu: ICUXOMOTOPHE 30yIXKEeHHS i MOpYyIIeHHS
Opi€HTallil, 3aHEMIOKOEHICTh, 3MiHY MMOBEOIHKH, BiDUYTTS CTPaxy, TPUBOra, APaTiBINBICTS,
TIOPYIIIEHHST CHY, 0€3COHHS, COHJIMBICTb, 3alIlaMOPOYEHHSI, CIIJTyTaHICTh CBiMOMOCTI,
rajouuHalii, JempecuBHi CTaHU, TPEMOP, BiIUYTTS IMOKOIOBAHHS i TAKKOCTI Y KiHIliBKaX,
IIyM Yy ByXaX, FOJIOBHUY 0iflb, B OKpeMUX BUIIaiKax - KOMa, CyOOMHU, JUCKiHe3is.

3 6oky OuxaavbHoi cucmemu: GPOHXOCIIA3M Y MAIEHTIB, YYTIUBUX [I0 AlleTHIICATIIITIOBOI
KHMCJIOTH Ta [I0 iHIINX HEeCTePOIgHUX IMPOTU3alaIbHUX 3aco0iB.

3 60Ky Op2aHi8 30pY: IOPYILEHHS 30Py Ta aKOMOJaIlii, Mifipia3, MigBUIIEHHS BHYTPILIHHOOYHOTO
TUCKY, CyXiCTb OYell.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: 3HUKEHHS alleTUTy, Hy[oTa, OJII0BAHHS, CyXiCTb y POTI,
rinepcasniBatis, neyis, guckoMopT i 6ink B emiracTpii, 3arocTpeHHS BUPa3K0OBO1 XBOpoOH,
MeTeopu3M, Jiapes, 3amop.

3 6oky eenamobisiapHoi cucmemu: TTOPYIIEHHS (PYHKIIIl TeYiHKY, MigBUILIEHHS aKTUBHOCTI
me4iHKoBUX (hepMEeHTIB, 3a3Buyal 0e3 PO3BUTKY KOBTSIHHUIIi, TeIIaTOHEKPO3 (IIpu
3aCTOCYBaHHI BUCOKHUX [103), T€IIaTOTOKCUYHICTb.

3 60Ky eHOOKPUHHOI cucmemu: TIMIOTJIIKEMisI, aXK [0 TimorIiKeMiuyHOl KOMH.

3 60Ky cucmemu kpogi ma aim¢pamuyHoi cucmemu: aHEMid, y T.4. TeMOJIITUYHA aHEMis, CUHLI
abo KpoBoTeui; cynbdremornodinemis i merremornobinemis (11iaHos, 3aguIika, 6is1b y cepiii);
IIPYU TPHBAJIOMYy 3aCTOCYBaHHI ¥ BUCOKMX J03aX - all/TaCTUYHA aHEeMis, TaHIUTOIIEeHis,
arpaHyJoIUTO3, HEUTPOIEHIs, TeNKOIeHisI, TPOMOOLIUTOIIEHis.

3 60Ky HUPOK Mma ce4o8udinbHOi cucmemu: TIPXA 3aCTOCYBaHHI BUCOKUX 03 - HE(POTOKCHUHICTh
(BKJII0OYAIOYH MaliIAPHUNA HEKPO3), IOPYIIEHHA CEYOBUMYCKaHHS, 3aTPUMKa Cedi Ta
YTPYOHEHHS CeYOBUIMYCKAHHS, U3YyPis, IHTEePCTUIliaTbHIAN He(QPUT, HiABUILIEHHS KITipEHCY
KpeaTuHiHy, 30iNbIIIeHHS eKCKPeIlil HaTpilo Ta Kasbllilo, aCeNTHYHA Miypisd, HUPKOBa KOJiKa.

3 6oKy cepueso-cyOuHHOI cucmemu: apTepianbHa rinepTeHsis, Taxikapais abo pednekTopHa



OpaguKapmis, apuTMmis, 3agullka, Oib y cepiii.

ITopyweHHs memaboaiamy ma xapyyeaHHs: MeTabOJIIYHUY alluA03 i3 BUCOKUM aHiOHHUM
IIPOMiKKOM (4aCTOTa HeBioMa).

THwi: 3aranmbHa CcabKiCThb, MOCUIEHEe TOTOBUAINIEHHS, TIilIOTIiKEeMisl, SKa MOXKe IPOTrpecyBaTu
ax Mo TimoriikeMiyHOI KOMY, 3aKJlafieHiCTh HOCa, MOXKIIMBE XUOHE MigBUIIeHHS Ce4Y0BOl
KHCJIOTH Y KPOBI, I1J0 BU3HAYa€TLCSA MeToOoM Bittner; He3HayHe MmifABUILEHHS 5-
TiAPOKCiiHIOMIOLTOBOl KMCIOTH, BaHIIIIMUTAa/IeBOl KUCIOTH Ta KaTeX0JIaMiHiB y cedi.

OpHOYaCHUY IPUMOM IIpelnapaTy B peKOMEHI0BaHUX A03aX i3 IPOAYKTaMH, 110 MiCTITh
Ko(eiH, MoxKe TOCUNIUTH o0iuHi epekTH, 3yMOBIIeHi KodheIHOM, TaKi K 3allaMOpPOUEHHS,
migBuUIlleHa 30yOIuBiCTh, 6€3COHHS, HECIIOKiM, TPUBOXKHICTh, PO3[IPaTOBaHICTh, TOJIOBHUM
6inb, mopymieHHs 3 O0KY IITYHKOBO-KHUIITKOBOT'O TAKTY i MPUCKOPEHe CcepuebuTTs.

Omnuc okpeMux n06IYHUX PeaKITin,

MemaboaiyHull ayudo3 i3 8UCOKUM AHIOHHUM NPOoMidicKoM. Bumagku MeTabosivHOT0 anumo3y 3
BACOKUM aHIOHHUM IIPOMIKKOM yHACJIiIOK IipOryIyTaMiHOBOTO aliiio3y CIIOCTepiraaucs y Nali€eHTiB
i3 hakTOpaMu pU3HUKY, SKi MpuiMany mapaieTaMos (OuB. po3ain «Oco0nMMBOCTi 3aCTOCYBaHHS»).
[TipornyramiHOBUY allig03 MOXKe BUHUKATH Yepe3 HU3bKUY PiBeHb IJIyTATiOHY Y LIUX IAIli€HTIB.

[ToBimomnenHs mpo mobiuHi peakiril micns peecTpaitlii Tikapchbkoro 3aco0y Ma€ Benuke 3HaYeHHs. Le
[la€ 3MOT'y IPOBOAUTYA MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchKOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIif IOBiJOMJISATH TIPO YCi BUMTAAKU Mif03PI0OBaHUX MOOIYHMX Peakllii Ta
BiICYTHOCTI e(peKTHUBHOCTI JTiKapChKOT0 3aco0y Yyepe3 aBTOMATH30BaHy iH(OpMaliiHy CUCTEMY 3
(dbapMakoHarasAagy 3a MocuinaHHSAM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 4 POKH.

YMmoBH 30epiranssi.
30epiratu B OpuriHaabHi{ yIaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu B HEOOCTYIIHOMY IJISI OiTEW MiCIIi.

YnakoBkKa.

ITo 4 TabneTku y O6mictepi 3 Gposybru amoMinieBoi i miBKy nomiBiHinxnopuaxoi. [To 1 6mictepy
y mauwi 3 KapToHy. [1o 20 mayok noMimawTs y 1a4Ky 3 KapTOHY.

I[To 8 TabneTox y GmicTepi 3 dhonbru anoMinieBoi i mmiBku nomiBininxmopumgHoi. ITo 1 6ricTepy
y nmauni 3 KapToHy. [1o 10 mayok noMimawTs y 1a4Ky 3 KapTOHY.


https://aisf.dec.gov.ua

[To 4 Tabnetku y OmicTepi 3 ¢ponbru amominieBol. [To 1 6micTepy y nmauni 3 KapTony. [1o 20
IIa40K IIOMIIIAl0Th y Ma4YKy 3 KapTOHY.

[To 8 TabneTok y 6micTepi 3 ponbru amtominieBoi. [1o 1 6micTepy y mayii 3 kapTony. ITo 10
IIaY0K IIOMIIIAl0Th y Ma4YKy 3 KapTOHY.

[To 4 TabneTku y OmicTepi i3 ¢ponbru amoMiniesoi. 1o 1 6micTepy momimaoTh y IanepoBui
KoHBepT. [Io 20 nanepoBUX KOHBEPTIB IIOMIIIAIOTE Y ITaYKY 3 KAPTOHY.

KaTteropis Bigmycky. bes penenra.

BupoOHHK.

EBepromxes Jland Caencus JlimiTen/Evertogen Life Sciences Limited.

Micre3HaxomXeHHs BUPOOHKKA Ta MOT0 agpeca MicIls MPOBagKEeHHS TisiTbHOCTI.

ITnot Ne: Ec-8, Ec-9, Ec-13/I1i Ta Ec-14/I1i Ti Ec A Au Ci, ®apma Ec I 3eT, 'piu Inmactpian I1apk,
[Tonenanni (Bi), Eguepna (Em), Maxaby6uarap, Tenanrana, IH-509 301, Iamis/

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India.



