IHCTPYKLIA

71T MEAUYHOTO 3aCTOCYBAHHS JTIKAPCHKOT0 3ac0o0y

EIAPBIKJIOP®

(EDARBYCLOR®)

Cknad:
ditoui peyosuHu: azilsartan medoxomil, chlorthalidone.

1 TabmeTka MiCTUTD a3unIcapTaHy MemoKCcOMiny Kaiiio 42,68 Mr (ekBiBameHTHO 40 MT
asuicapTaHy MeJOKCOMiy) Ta XJopTanifony 12,5 mr;

IOTMOMiXHiI pedoBuHHU: MaHIT (E 421), nemom03a MiKpoOKpuCTalidyHa, KUCI0Ta pyMapoBa, HaTpito
TiIPOKCHU[, TiHPOKCUIIPOIIIIIIE0103a, KPOCIOBIIOH, MarHiio cTeapart, rimpomMesnosa 2910, Tamnek,
tutany piokcup (E 171), 3aniza okcup yepBonui (E 172), nomietunenriikons 8000, yopuuna cipi F1.

JIikapcbka ¢opma. TabmeTKH, BKPUTI IITiBKOBOIO 000JI0HKOIO.

OcHoBHI (pi3uKo0-XiMiyHi BTaCTUBOCTi: TaOIETKH CBiTI0-pOKEBOT0 KOIHOPY, KPYTioi popMu, BKPUTI
ITIBKOBOIO 000JI0HKOI0, 3 HanucoM «A/C» ta «40/12,5» 3 ogHOTO GOKY.

dapmakoTepalneBTUYHA Irpya. AHTAroHiCTU aHrioTeH3uHy Il Ta miypeTuku.

Kog ATX C09D A09.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

IIpenapaT Enap6iKnop® siBisie c0600 KOMOIHAIi0 IBOX aHTUTiNePTeH3UBHUX 3aC00iB 3
KOMIIJIEMEHTaPHUMU MeXaHi3MaMu peryIBaHHs apTepialbHOI0 TUCKY: aKTUBHOIO IIOIIepefHUKA
JIiIKapChKOl peYOBUHYU aHTaroHicTa pelenTtopiB aHrioteH3uny Il AT1 asuncapTany MegoOKCOMINY i
Tia3ugononibHoro giypeTuka XJI0pTaligoHy.

MexaHi3M pii Ta papMakogrHaMidHi ePeKTH.

A3uncapTaHy MeJOKCOMIJ € aKTUBHUM IIOIIePeJHUKOM JIIKapChKOl PEYOBUHH, IPU3HAUYEHUM [JIS
IIepopajIbHOTO 3aCTOCYBaHHS, SKUM IIifl Yac aOcopOIlii HIBUAKO ITePEeTBOPIOETHCS TIif] BIIJINBOM
ecTepa3 y IUIyHKOBO-KUIIKOBOMY TPaKTi Ha aKTUBHY MOJIEKYJy a3uicapTaH, sKuil OJI0Kye [ito
aHrioten3uny Il 3aBAsSKY celleKTUBHOMY OJIOKyBaHHIO MO0 3B’3yBaHH4 3 penentopoM ATl y



0araThOX TKAaHHHAX. AHTiOTEH3UH II € OCHOBHHM IIPECOPHUM areHTOM PeHiH-aHTi0TeH3WHOBOI
CUCTEMH, SIKW BIIJIUBAE Ha 3BYKEHHS CYOWH, CTUMYJIAII0 CHHTE3Y Ta BUBITbHEHHS albJOCTEPOHY,
CepleBy CTUMYIIALII0 Ta HUPKOBY peaOcopOilio HaTpito.

Brnokana peuentopa AT1 inri6ye HeraTUBHUM 3BOPOTHUY 3B’30K aHTioTeH3uHY Il i3 cekpertieio
PEHiHYy, BHACIIAOK YOT0 MiABUILEHHS aKTUBHOCTI PEHIHY Yy Ij1a3Mi KPOBi Ta PiBHI LUPKYJIIOIYOr0 y
KpOBi aHrioTeH3uHy II He MOCIabII0I0TE [Iit0 a3uIcapTaHy Ha KPOB STHUM TUCK.

XopTanigoH BUKJIMKAE Aiype3 3 MiABUIEHOI0 eKCKPEeLiel0 HaTpio Ta XJIopy. Micle Ail XJIopTaaigoHy
- IUCTaJlbHA YaCTUHA KaHaJbIiB HUPOK (II0YaTKOBUY Biffia 3BUBUCTOTO KaHaNbL). [liypeTHYHUM
edekT xmopTanigony o0yMoBIeHUi TpUrHiueHHIM peabcop6iii ioniB Na Cl, mpoTtupmitouu
kKoTpaHcnoptepy Na Cl y 1i#t minsgHii, mo npu3BoguTh A0 30iNblIeHHS eKCKpellil HaTpito i Boawu.

Brnius Ha ceplieBy Penoisgpu3aliiio.

Byno npoBeneHo petenbHe pociimkenHs iHTepBany QT/QTc, mo6 oIiHNTY IOTeHIliaN a3uIcapTaHy
MeqoKcoMiny mpononroyBaTu iHTepBan QT/QTc y 3mopoBux cy6’ekTiB. O3HaK IIPOJIOHTAallil iHTEepBamy
QT/QTc npu 3acTocyBaHHi a3uicapTaHy MegoKcoMiny B mo3i 320 Mr BUSIBJIEHO He OyII0.

HocmigXXeHHs pe3yNbTaTiB CepLEeBO-CyIUHHUX 3aXBOPIOBAHb IPOEMOHCTPYBAJIHY, 10 TPUBAe
JIIKyBaHHSA XJIOPTAJIILOHOM 3HUKYE PU3UK 3aXBOPIOBAHOCTI Ta JIETAJIbHOCTL BHACIIILOK TAKUX
3aXBOPIOBAHE.

HocnimKeHHS, B SKOMYy BUBYaJIOCs 3aCTOCyBaHHS KoMOiHaliil inriboTopa AII® 3 aHTaroHicTaMu
pelleniTopiB aHTioTeH3UHY I, IpoBeneHi 3a y4acTio Malli€HTiB i3 CepreBo-CyquHHUMU ab0
11epeOpoBaCKyISIPHUMY 3aXBOPIOBaHHSAMY B aHaMHe3i a00 I[yKpOBUM f1iabeToM 2 THUITY, II10
CYIIPOBOOXYETHCS O3HAKaMHU IIOIIKOAXKEHHS OpraHiB-MillleHe!, Ta 3a y4acCTIO Malli€HTiB 3 LIYKPOBUM
niaberoMm 2 Tumy Ta giabeTUYHOIO HedpoIaTieo He MPOIeMOHCTPYBAIX 3HAYHOTO IIO3UTUBHOTO
BIIJIUBY Ha Pe3y/IbTaTH Ta JIETANbHICTh y 3B'SI3KY i3 3aXBOPIOBaHHSIM HUPOK Ta/ab0 cepiieBo-CyaAnHHOI
CHCTEeMH, TOfi K CIIOCTepiraBcs IifBUIIEHNN PU3UK TillepKaiieMil, TOCTPOTO ypaxKeHHS HUPOK
Ta/ab0 rinoTeHsii MOPiBHSIHO 3 MOHOTEPAIII€IO.

HocnimxeHHs, IpU3HadYeHe [Jig IepeBipKU KOPUCTI IofaBaHHS aliCKipeHy 0O CTaHAApPTHOI Teparil
inri6iTopom ATI® abo aHTAroOHICTOM PELENTOPIB aHTiOTEH3UHY IJIS NALiEHTIB 3 yKPOBUM AiaGeToM 2
TUIY Ta XPOHIYHUMH 3aXBOPIOBaHHSMU HUPOK, CEPLIEBO-CYAUHHUMU 3aXBOPIOBAHHAMU abo i TumM, i
inmmM, 6yJ10 TOCTPOKOBO MPUIIMHEHO Yepe3 MigBUIIEHWH PU3UK HECIIPUATINBUX PE3YIbTaTiB.

dapmakoKiHemuxka.

OpHoyYacHe 3aCTOCYBaHHSA a3uicapTaHy 80 Mr Ta XJI0pTalifioHy 25 MI OfUH pa3 Ha OeHb IPOTATOM 7
nHiB He BrrBa€e Ha QK 1iux pevyoBHH y 3TI0POBUX JOOPOBOJIBIIIB.

[Ticns mepopanbHOr0 3aCTOCYBaHHS TaOIeTKH 3 (piKCOBaHOO H030I0 IIiKOBa KOHIIEHTPAIIis
XJIOPTalifioHy B ma3mi Kposi (C,,,) Ha 45 % BuIlla IOPIBHSIHO i3 3aCTOCYBaHHSM XJIOPTaJigoOHY Ta
asuJicapTaHy y BUTJIAML oOKpeMux TabneTok. CTyminb abcopOiIlil, M0 BU3HAYAETHCS IIJIOUIEIO Tif
kpuBoio (AUC), IK asucapTaHy, TaK i XJIOpTalifoHy Micis npuiioMmy mpenapaty Egap6iKmop®
aHasoriyHa abcopOiiii mpu mpuiioMi a3uscapTany i XJIOPTalifoHy y BUTTIALI OKPEMUX JTiKapChKUX
3aco0iB.

I[Ipenapat Epap6iKnop® MoxXHa npuiiMaTy He3aleXHO Bif BXXUBaHHS iXKi.

Huxue onucaHo GpapMaKOKiHeTHYHI BIaCTUBOCTI OKpeMUX KOMIOHEHTIB npenapaTy Exap6iKmop®
(a3unmcapTaHy MeOOKCOMIJ/XIOPTaIifOH) BiIlIOBIOHO 0 iXHiX KOPOTKUX XapaKTEPHUCTHK.



AGcopOiis.

A3uscapmaHy medokcomia. A3uncapTaHy MeIOKCOMITI - Iie TiKapChKU# 3acib [7d IepopanbHOro
3aCTOCyBaHHS, SKUH Mif 4ac abcopOIlil MBHUAKO TePETBOPIOETHLCS i BIJIMBOM eCTepa3 Ha aKTUBHY
PEUYOBUHY a3ujIcapTaH.

AzusncapTaHy MeLOKCOMiJI He TPOCTEeXKYETHCA Y IIa3Mi Micisg mepopaabHOT0 3aCTOCYyBaHHS. 3a
pe3ynbTaTaMy JOCIiIXKeHb in vitro, KapOokcumeTuneHOyTeHoniga3a 6epe y4acTs B Tifponisi B
KHWIIeYHUKY i neuinni. KpiMm Toro, rimponis a3uncapTaHy MeIOKCOMITy M0 a3ujIcapTaHy BimOyBaeThCs
3a y4acTIO ecTepas IJIa3Mu.

Po3spaxyHnkoBa abcomoTHa 610I0CTYIHICTL a3uIcapTaHy MeIOKCOMiNTy CTaHOBUThL npubau3no 60 %.
[licns nepopasibHOTO 3aCTOCYBaHHA a3ujicapTaHy MefmokcoMiny C, .. a3ujcapTaHy OOCATAETLCA Yepes
1,5-3 ropuuu. [TpuiioM ixi He BIMBae Ha 6i0MOCTYMHICTh a3usicapTany (OuB. po3nin «OcobIuBOCTi
3aCTOCYBaHHS»).

X10pmaniooH. Po3paxyHKoBa 0i0HOCTYIHICTb XJTOPTAIiIOHy CTAaHOBUTE MpuOMu3Ho 64 % depe3 8-12
TOJHUH TicJis 3acTocyBaHHS. [Ipu 6araTokpaTHOMY 3aCTOCYBaHHi mpenapaty y mo3i 50 Mr Ha go0y
cepenHs CTallioHapHa KOHIIEHTPAIlis B KPOBi 7,2 MKr/Mn (21,2 MKMOITB/T), BUMipsSHa B KiHIT 24-
TOONUHHOTO iIHTEpBaly 3aCTOCYyBaHHS, JOCATAEThCA yepe3 1-2 TUXKHI.

Po3nopmin.

A3uscapmany medokcomin. O6’eM PO3MOMiNY a3uicapTaHy CTAHOBUTDH MpuOIM3HO 16 miTpiB.
AzusncapTtaH iHTeHCUBHO (> 99 %) 3B’s13yeThCs 3 GiTKaMu I7Ta3MU KPOBi, TOJIOBHUM YUHOM, 3
anbO0yMiHOM CUPOBaTKU KpPOBi. 3B’A3yBaHH4 3 OiKaMu [y1a3MU KPOBi He 3MIiHIOETHCS y Oiana3oHi
KOHIIeHTpAalliil, 3HaYHO BUIIUX 3a Ti, Kl JOCATAIOTLCS MPU 3aCTOCYBaHHI peKOMEHAOBAHUX [103.

Xs0pmaniooH. Y 1inbHIN KPOBi XJIOPTalIiIoH TOJIOBHUM YHMHOM 3B’SI3YETHCS 3 KapOoaHTigpa301o, sSKa
MICTHATHCSI B €PUTPOIUTAX. Y Ia3Mi npubau3Ho 76 % XIopTaligoHy 3B’ 43y€ThCs 3 OiKaMu I1a3Mu
KPOBI, TepeBazxHO 3 anb0yMinoM. XJIOpTalifoH fojiae mialeHTapHuil 6ap’ep i moTpanise y rpynHe
MOJIOKO. fKII0 XiHKa oTpuMyBaja 50 Mr XJI0pTalifoHy LOAHS A0 i HiC/s HapOOXKeHHS OUTUHH,
piBeHb XJIOPTAJiNOHY B IIi/IbHIM KPOBi I1oga cTaHOBUB 67113bK0 15 % TaKOT0o B MaTepPUHCHKIiM KPOBI.
KonneHTpatii XJIopTanifoHy B aMHIOTHYHIN PifKUHi Ta TPyAHOMY MOJIOLi JOpPiBHIOBaIM MPUONIU3HO 4
% KOHIIeHTpallil B KpOBi MaTepi.

Mertabomi3m.

A3uscapmany medokcomin. A3uncapTal MeTaboi3yeThCsl 4O JBOX OCHOBHUX MeTabo0iTiB. OCHOBHUM
MeTaboJIiT ¥ mIa3Mi KpoBi yTBOPIOEThCA misaxoM O-meankinyBaHHs, H0T0 T03HaYal0Th SK MeTaboiT
M-II, Tomi IK BTOpMHHUY MeTabO0JIiT yTBOPIOETLCS 3a NOMOMOI0I0 IeKapOOKCHUIYBaHHS, HOT0
TI03HA4aloTh SIK MeTabomiT M-1. PiBHi cucTeMHOI eKCII03ullii OCHOBHOT'O Ta BTOPHHHOI'0 MeTaboIiTiB y
JIIONWMHY CTAHOBIATH mpubmu3no 50 % ta MeHue 1 % asusncaprany BignosigHo. M-I Ta M-I He
BIIJINBAIOTh Ha (papMaKOJIOTiYHY aKTUBHICTh a3uJiCapTaHy MegoKCcoMiny. ['0710BHUM (pepMeHTOM, III0
BifmoBigae 3a Metabomni3m asuncapTany, € CYP2C9.

Xn1opmaniooH. MeTaboii3M i eKCKpellis uepes MeviHKy i 2K0BY BifirpatoTh HE3HAYHY POJIb Y
BuBeneHHi. [Tpubnu3no 70 % XopTaiifioHy BUBOOUTLCS 3 ceyelo Ta KajoM npoTtsarom 120 rogun
nepeBaxkHO B HE3MiHEHOMY BUTJISMI.

BuBeneHHd.

A3uacapmany medoxkcomia. Ilicns mepopaibHOTO 3aCTOCYBaHHS a3ujicapTaHy MegOKCOMIy,



Mi4eHOro pafioakKTUBHUM i30TomnoM '‘C, mpubnu3Ho 55 % BUBOAKUIOCH 3 OPraHi3My 3 KajioM Ta
npubnu3Ho 42 % - i3 ceuelo. [IpubnusHo 15 % mpemnapaTy BUBOAUIIOCH i3 CEUEI0 Y BUTISAMI
He3MiHeHOro a3uncapTany. [lepion HaniBBUBeIeHHS a3uicapTaHy 3 [IJIa3MU KPOBL CTAHOBUTH
O0mu3pKo 11 romwH, a HUPKOBUH KITipeHC JOPiBHIOE mTpuOIu3H0 2,3 M/XB. PiBHOBaxKHAa KOHIIEHTPAITisS
asuJicapTaHy [OCATAETHCS MPOTATOM 5 [HIB, Ta Mifl Yac 6araToKpaTHOTO 3aCTOCYBaHHS IIperapary y
pexuMi Of¥H pa3 Ha AeHb HOT0 KyMYJISIlil ¥ Ij1a3Mi He BinOyBa€ThCH.

XnopmaniooH. Tlepion HamiBBUBEeHHS XJIOPTAJigOHY 3 IIiJIbHOI KPOBi Ta MJIa3MU CTAHOBUTH B
cepeguboMy 50 ropuH. [Iepion HaniBBUBeIEHHS MiC/IS NPUNOMY TIOBTOPHUX [03 3aJIUIIAETHCA
He3MiHeHUM. Binbila yacTrHa abcop0OOBaHOI 03U XJIOPTalifOHy BUBOAUTHCS 3 OPraHi3My HUPKaMH,
IIpY LIbOMY CepefHii HUPKOBUU KJIipeHC CTAHOBUTH 60 MII/XB.

JIiHINHICTE/HEIHINHICTb.
A3uscapmany meooKCoMia.

[TpomopiiifiHicTh K03 A0 eKCIo3ullil 6y1a BCTaHOBIIeHA OJIs a3ujicapTaHy y fiamna30Hi 103
asusicapTany Megokcominy Big 20 Mr go 320 Mr micyis oMHOKpaTHOTO a0o 6araTOKpaTHOTO IPUHOMY.

X10pmaniooH.

st mo3 25 mr i 50 mr 3HaveHHs C,,,, CTAHOBNATH B cepegHboMy 1,5 MKr/Mi (4,4 MKMOIB/M) i
3,2 Mkr/mn (9,4 MrMob/1) BignosigHo. g 1o3 0o 100 Mr cnocTepiraeTbCsi IponopLivHe
36inpmenns AUC.

Oco06nuBi MOMYJISAIII.

[NalieHTH JiTHHOT'O BiKYV.

dapMaKOKiHETHKa a3ujicapTaHy AOCTOBIPHO He Bigpi3HA€THCS Y MOJIOAUX (BiKOBUM fAiama3o0H 18-45
POKiB) i TiTHIX (BiKOBUM Oiama30H 65-85 POKiB) Malli€HTIB.

Y niTHIX malieHTiB BUBEOEHHS XJIOPTaJilOHy Bif0yBa€eTLCS MOBINbHIIIE, HiXK V 3MO0POBUX MOJIOAUX
TalieHTiB, X049a a6copOIid 3aNuIaeTbCsa Takow XK. ToMy IpH NiKyBaHHI npenapatoM Egap6iKmnop®
nyxe JTHIX moned (= 75 pokiB) peKOMEHIYEThCS MPOSBIATHA 00epeXkHiCTh (IuB. po3xin «Croci
3aCTOCYBaHHS Ta JO3W»).

[MopyineHHs GYHKII HUPOK.

Y mallieHTiB 3 1€TrKO00, TOMIPHOIO Ta TAKKOI0 HUPKOBOK HEJOCTATHICTIO 3arajibHa €KCIO3ULisd
asusicaptany (AUC) Oyna 30inbmena Ha 30 %, 25 % Ta 95 %. 2ZKogHoro 36inbineHHs ( 5 %) He
CIIOCTepiranocs y fgiali3HUX MallieHTiB 3 TepMiHaIbHOIO CTafliel0 HUPKOBOI HeJoCTaTHOCTI. [TpoTe
KJTIHIYHUM [OCBIJ 3aCTOCYBaHHSA IIpenapaTy nalieHTaM 3 TAKKO0I HAPKOBOIO HepocTaTHICTIO (IHK®
< 30 mn1/x8/1,73 M*) ab0 TepMiHaIBHOIO CTafi€l0 HUPKOBOI HEJOCTATHOCTI BiICyTHI! (OUB. pO3Ain
«IToka3aHHs»). A3usicapTaH He BUBOIUTHCS i3 CUCTEMHOI0 KPOBOOOITY 3a JOTIOMOT0I0 TeMOfiai3y.

Binbira yactuHa abcopO6oBaHOl 003U XJIOPTaJifOHY BUBOAUTHCS 3 OpPraHi3aMy HUPKaMu, OgHaK
NIOpYyIIeHHs (YHKIlil HUPOK He 3MiHIO€ (papMaKOKiHETHKY XJIOPTalifoHy. PaKTopoM, 110 06MexKye
IIBUOKICTh BUBEMEHHS XJIOPTAJigOHY 3 KPOBi ab0 maa3Mu, UMOBIPHO, € CIIOPiIHEHICTh IpemnapaTy 3
KapOoaHTigpa3aMy, IO MIiCTSATHCS B €PUTPOLUTaX. TaKUM YMHOM, 7 TAIli€HTIB 3 JIETKUM Ta
TIOMipHEM CTyIleHeM HEPKOBoi HemocTaTtHOCTI (IIIK® = 30 — < 90 mi1/xB/1,73 M®) KOPUTYBAHHA HO3H
nIpernapary He ImOoTpidHe.



[opyineHHs GYHKIII TEYiHKH.

3acToCcyBaHHA a3uicapTaHy MeIOKCOMiTy MPOTAroM 5 AHIB y MallieHTIB 3 JIETKOIO (Kj1ac A 3a IIKajo0
Yatinpga - [1'10) abo momipHo0 (Knac B 3a mkanoio Yainma - [1'10) me4iHKOBOIO HEOOCTATHICTIO
IIPU3BOMIMIIO 10 HE3HAYHOTO 30ibIIIeHHs eKCITo3ullil adusncapTany (30inbmenus AUC y 1,3-1,6 paza).
3acTocyBaHHS a3ujcapTaHy MalliEHTaM 3 TSXKKOI0 IMeYiHKOBOIO HeIOCTAaTHICTIO He BUBYAJIOCH.
3acToCyBaHHS XJIOPTAJIiIOHY ITallieHTaM 3 [Ie4YiHKOBOI HEOOCTATHICTIO He BUBYAJIOCH.

I[Ipenapat Epap6iKmop® y 38’A3Ky i3 BMiCTOM XJIOpTasifoHy IPOTHIOKA3aHHUI 10 3aCTOCYBaHHS
nalieHTaM 3 TSKKUM MOPYIIeHHIM QYHKIIN medinku (quB. po3min «Crocib 3acToCyBaHHS Ta HO3U»).

CraTte.

dapMaKOKiHETHKa a3ucapTaHy iCTOTHO He BiIPi3HSAETHCS Y YOJIOBIKIB i XKIHOK. Y NONyIALIHOMY
(dhapMakKOKiHETUYHOMY aHaJIi3i MallieHTiB 3 apTepiaNbHOIO TiepTeH3i€l0, IKi OTPUMyBau IpemnapaT
Enap6iKnop®, yonosiku manu HuxX4y ekcrnosunino (C,,, ta AUC), Hix XxiHku (< 30 %). BigmiHHOCTI ¥
(dhapMakKoOKiHeTHIli He BBaXKAIOThCS KITiIHIYHO 3HAUYIITUMU.

KopuryBaHHS 003U IpenapaTy 3ajie’kHO Bifi cTaTi He MOTpiOHe.

PacoBa mpuHaneXxHiCTk.

dapMaKOKiHETHKa a3ujcapTaHy iCTOTHO He BiIPi3HAETHCS Y NAIi€HTIB €BPOIEOIAHOI Ta HETPOITHOL
pac. Y nonyngiiiHoMy ¢papMaKOKiHETUYHOMY aHaJli3i MallieHTiB 3 apTepiaibHOO TinepTeH3i€o, IKi
OTpUMyBany npenapat Egap6iKnop®, He BUABIEHO BIUIMBY PAcOBOI IPHHAIEKHOCTI Ha
(dhapMakKoKiHeTUKY a3uiicapTaHy abo XJIOPTalifoHy.

KopuryBaHHS 103U IIperapaTy 3ajie’kKHO Bifl pacoBOi MpUHAIEXKHOCTI He MOTPiOHe.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JIikyBaHHS apTepiajibHOI TiepTeH3il Y AOPOCTIUX, V SIKUX apTepialbHUM TUCK afleKBaTHO He
KOHTPOIIOETHCI MOHOTEPAITIEI0 a3uIcapTaHOM MEeOOKCOMIiIOM.

IIpomunoka3aHHs.

- linepuyTnuBIiCTh N0 aKTUBHOI peUYOBHHU ab0 iHIIMX KOMIIOHEHTIB IIpenapary;

- aHypid;

- Pe3UCTEeHTHA A0 Teparlil rinepKanbIieMis, TimoOHATPIEMIS;

- TSKKI TIOPYIIEeHHS QPYHKI1 eYiHKU Ta HUPOK (KIipeHC KpeaTuHiHy < 30 MII/XB);
- CUMIITOMaTU4Ha TinepypukeMmis;

- BariTHICTE;



- He 3aCTOCOBYBATH Pa30M i3 asicKipeHOBMiCHMMHU 3acoOaMu MallieHTaM i3 IIyKpoBUM miabeToM abo
nopymenHaM ¢yuknii #upox (IIIK® < 60 mn/xs/1,73 M%),

B3aemodisn 3 iHwumu sikapceKumMu npenapamamu ma iHwi eudu e3aemoditi.

KombiHauii, ki He pekoMeHOyeEMbCA 3dcmocosysamu.

JIimit. [Ipu ogHOYACHOMY 3aCTOCYBaHHI JIiTiI0 Ta @HTArOHICTIB pelenToPiB aHrioTeH3uny I
TIOBIIOMIIANIOCS PO 30i/IbIIIEHHS KOHIIEHTPaLllii JIiTiio B CHPOBATI[i KPOBi Ta BUHUKHEHHS IIPOSIBiB 0T0
TOKCUYHOCTi. HeoOXimHO TPOBOOUTY MOHITOPUHT PiBHIB JIiTiI0 B CUPOBATII KPOBi IIPX OOHOYACHOMY
3aCTOCyBaHHI 1Iux npenapartis. [1ig gi€io glypeTukis, HalpuKian XJI0PTalifjoHy, 3MEHIIYEThCS
HUAPKOBHUU KJIipEHC JIiTi0, L0 MiABUIINY€E MOT0 TOKCUYHICTh. [Ipy 3acTOCYyBaHHI IpenapaTy
Enap6iKnop® pekoMeHyeThCsl MOHITOPUHT PiBHSA JIiTiI0 B OpraHi3Mi.

Yepes BiICYTHICTH JOCBiAY OQHOYACHOTO 3aCTOCYBaHHA IIpenapary Enap6iKmnop® i mitiro o4
KoMOiHalliss He peKOMeHy€eThCs. AKIN0 3aCTOCYyBaHHS TaKol KoMOiHallil BUSBUTHCSA HEOOXiTHUM, CIIif
PO3TJISHYTU MOXKJIUBICTH KOHTPOJIIO PiBHSA JIITiI0 B CUPOBATII KPOBI.

Heo6xi0Ho npossasmu obepedcHicmb npu 00HOYACHOMY 3dCMOCYBAHHI.

HecmepoidHi npomu3anaavHi npenapamu, 8 momy 4uc/i ceseKkmueHi iHeibimopu
uuka00kcuzeHasu-2 (iHeibimopu L[OI'-2), auemuscaniyuaosa Kucaoma > 3 2/006y) ma
HecenekmueHi HII3I1. V nalieHTiB JIITHBOTO BiKy, Y [TAli€HTIB i3 Ti0BOIEMIEIO (BKIIIOYA0YN
NallieHTiB, [0 OTPUMYIOTh AiypPETUKH) Ta Y Malli€HTiB i3 OpYyIIeHHSAM (QYHKIIl HIPOK OJHOYaCHE
3aCTOCYBaHHS HECTEPOIIHUX NPOTU3ananbHux npenapatis (HII3II), B ToMy 4nCIIi CeTeKTUBHUX
inribitopiB LIOI'-2, Ta aHTaroHicTiB peuenTopiB aHrioTeH3uny I, BKIo4Yawouu a3uacapTal, Moxe
IIPU3BOOUTH [0 MOTipIIeHHS QYHKIlil HUPOK, B TOMY YHCJIi 4O PO3BUTKY I'OCTPO1 HUPKOBOI1
He[0CTaTHOCTI, Ta MiABUIIEHHS PIBHA KaJlil0 Y CUPOBATLi KpoBi. ToMy peKOMEHYEThCA afleKBaTHA
rifgpaTallisa Ta KOHTPOJIb QYHKIIII HUPOK Ha MOYaTKy JiKyBaHHS.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI @aHTaroOHICTIB penenTtopis anrioren3uny II 3 HII3II (cenekTuBHUMU
inribiTopamu LIOT'-2, alleTuncaminuaoBow KUcnoTomw (> 3 r/moby) Ta HecenektuBHUMU HIT3IT)
MOXJIMBe IociableHHs aHTUTinepTeH3uBHOro epexTy npenapaty Egap6iKmnop®.

Kaniesi 0obasku, 3aMiHHUKU COi, W,0 MicmAmMb Kanill, ma iHWi peuo8uHu, sKi MO}XCymb
nidsuwysamu pigeHb Kasito. BpaxoByouu OOCBif 3aCTOCYBaHHS iHIINX JTiKApChKUX 3ac00iB, 1110
BIIMBalOTh Ha PAAC, 3acToCcyBaHHS npenapaTy Emap6iKnop® 3 moGaBkaMu Kajliio, 3aMiHHHKaMU
COJIi, 110 MiCTSTH Kasi#t, abo iHmuMyU TiKapchbKuMU 3aco0aMu, TKi MOXKYTh IiIBUIITYBaTU PiBEHb KaJliio
(HaTIpuKIaf, TemapyuH), MOXKe IIPU3BECTH [0 MigBUILEHHS PiBHS KaJliio B CHPOBATI[i KPOBi y MAIli€HTIB
3 apTepianbHOIO TimepTeH3i€io (AuB. po3ain «OcobIUBOCTI 3aCTOCYBAHHSI»).

Hueimanic. OgHOYACHE 3aCTOCYBaHHSA OUTITAIiCy MOXKE MOTIPIIUTY HECIPUATIUBL HACTIAKU
rinokamiemii (ouB. po3main «OcoO6MMBOCTI 3aCTOCYBaHHS»).

[Todamkosa iH(popmauis.
Ipenapam Edap6iKaop®.

Hani KIiHIYHUX OOCTiXKEeHb ITPOAEMOHCTPYBAIH, 110 OABilHa 6/10Kafa peHiH-aHTi0TeH3UH-
anbnoctepoHoBoi cuctemu (PAAC) mpu KomGiHOBaHOMY 3acTOCyBaHHi iHribiTopiB AII®, aHTAaroOHIiCTIB
petieniTopiB aHrioTeH3uny Il abo amickipeHy acoIitoeThCs 3 OilbIll BUCOKOI0 YaCTOTOI BUHUKHEHHS



no0iYHUX SIBUII, TAKUX IK TIIOTEH3isd, rinepkasnieMis i 3HUXKeHHS QYHKIIiI HUPOK (Y TOMY YHCII
roCcTpa HUPKOBA HEJOCTATHICTh), IOPIBHSHO i3 3aCTOCYBaHHSIM OfHOI0 3aco0y, 1o mie Ha PAAC (muB.
po3minu «®apMaKoJIOTiuHi BIacTUBOCTI», «[IpoTunokasanHs» Ta «OC0oGIUBOCTI 3aCTOCYBaHHS»).

dapmakoKiHEeTHKa a3ujcapTaHy MefOKCOMIiIy Ta XJI0PTaliffloHy He 3MIHIOETHCS IIPA OQHOYAaCHOMY
3aCTOCYBaHHI.

TocnigxenHsa B3aeMopil npenapaty Egap6iKnop® 3 iHmMMu TiKapChbKUMH 3aco06aMu He
IIPOBOJUIINCS, X04a OyNu IpOBefieHi JOCTiIKeHHs B3aEMOIil a3uicapTaHy MeIOKCOMiNy Ta
XJIOPTAiIOHY 3 iHIIUMU JTiKapChKUMU 3aC00aMHU.

A3uscapmany medokcomia. Y DOCHIAXKEHHIX IIPX OHHOYACHOMY 3aCTOCYBaHHI a3ujicapTany
MeqoKcoMiny abo a3usicapTaHy 3 aMJIOOUIIIHOM, aHTAIlUIaMH, XJIOPTaIiIOHOM, TUTOKCUHOM,
GbnyKoHa30510M, TTi0ypHUa0M, KETOKOHA30JI0M, METQOPMiHOM, IiOTJIiTA30HOM Ta BappapHuHOM He
CIIOCTepiranocs XOOHUX KJTIHIYHO 3HAUYIIUX JIIKapChKUX B3a€MOIN.

A3ucapTaHy Me[JOKCOMiJI € aKTUBHUM IIONIePEeIHUKOM JIiKapChKOl peYOBUHY, SIKa MIBUIKO
TiApomi3yeThCs ecTepa3aMu A0 aKTUBHOI MOJIEKYJIN a3ujiCapTaHy y IMUTyHKOBO-KUIIKOBOMY TPaKTi
Ta/abo mig Yac BCMOKTYBaHHS IpemnapaTy (AuB. po3nin «®apMaKoJIoTiyHi BTaCTUBOCTI»).
HocmimKeHHS in vitro mpooeMOHCTPYBaJIH, 1110 B3a€MOii, 3aCHOBaHi Ha iHTi0yBaHHi ecTepasu,
MaJIOMMOBIpPHi.

Xn0pmaniooH. [liypeTuku MOTEHIIOITH Ail0 MOXiAHUX Kypape Ta aHTUTiIepTeH3UBHUX 3ac0o0iB
(HampuKIaf ryaHeTUAUHY, METUIITONH, 6eTa-010KaTOPiB, Ba30AUIaTaTOPiB, aHTATOHICTiB KaJIbIIilo,
inri6iTopie AIT® Ta APA).

linoxaniemiunu# epekT XI0pTaNigoOHy MoXKe OyTH MOTeHIiioBaHUM KopTuKocTepoimamu, AKTT, B,-
aroicramu, aM(pOTEPUILITHOM i KapOEeHOKCOIOHOM.

AsonypuHosa. OmHOYacHE 3aCTOCYBaHHS XJIOPTAJifOHY MOXKe 30i/IbIINTH YaCTOTy BUHUKHEHHS
peakliy rinepyyT/IMBOCTI A0 al0NypPHUHOIY.

AMaHmaduH. XnopTanifoH MoxKe 30i/bITyBaTH PU3UK PO3BUTKY MOGIYHUX e(EKTiB, BUKITUKAHUX
aMaHTaIUHOM.

AHmuxoiHepeiuHi 3acobu (HampUKIad aTPOIiH, OimepuaeH) MOXKYTh MiIBUINTYBAaTH Oi0HOCTYIHICTD
XJIOPTaJlilOHy 3a PaXyHOK 3HUXKEHHS MOTOPUKHU IIIYHKOBO-KUIIKOBOTO TPAKTY 1 IIBUAKOCTI
CIIOPOKHEHHS IIJIYHKa.

AHmuoiabemuyHi aikapcwvki 3acobu (mepopasnbHi 3acobu Ta iHcymiH). Moxe OyTu noTpibHa KOpekIis
M0o3u aHTUAiabe TUYHUX JTiIKapChKUX 3aco0iB.

Coui kanvuiro. ®apmakonoriuti epekTu K conel Kabllio, Tak i Bitaminy D M0oXyTh OyTH 36inbiueHi
[0 KJTiHIYHO 3HAYYIIKX PiBHIB IPU OAHOYACHOMY 3aCTOCYBaHHI 3 XJIOPTaIifOHOM.

[TuknocnopuH. OgHOYaCHE JTiKyBaHHS LUUKIOCIOPUHOM MOXKe 30ibIINTH PU3UK PO3BUTKY
rimepypukeMil Ta YyCKIafHEHb IOJarpuyHOro THUILY.

Konecmupamin. BCMOKTYBaHHS XJIOPTaJlifOHy MOPYIIYETHCS B IPUCYTHOCTI aHIOHOOOMIHHUX CMOJ.
MozxHa 04iKyBaTH 3HUXKEHHS (hapMaKOIOTidHOTO e(eKTy.

LlumomokcuyHi 3acobu. OmHOYACHE 3aCTOCYBAHHS MOXKe 3HUKYBAaTU HUPKOBY €KCKpellito
IIMTOTOKCUYHUX JIiIKAPChKUX 3aco0iB (HampuKiag ukiodochaMiny, MeTOTpPEKCaTy) Ta MOTEHIII0BaTH



IXHIO Mi€JIOCYIIPECUBHY [il0.

[liazokcud. l'inepriikeMiuHuii epeKT Aia30KCUAY MOXKe OyTH ITOCUIEHUN XJIOPTaJifOHOM.

Oco6.1ueocmi 3acmocyeaHHs1.
IToositliHa 6.10Kada peHiH-aHziomeH3uH-aa1b0ocmepoHoeoi cucmemu (PAAC).

€ mani po Te, 110 OgHOYACHEe 3acTOCyBaHHs iHTi0iTopiB ATI®, aHTAroOHICTiB pelenTopiB
anrioTeH3uny Il abo amickipeHy migBUIye PU3UK PO3BUTKY apTepiaibHOI TinoTeHsil, rinepkaniemil Ta
3HUXKEHHS QYHKIIil HUPOK (Y TOMY YHCJIi TOCTPOl HUPKOBO1 HEJOCTAaTHOCTI). ToMy mopBitiHa 610Kaga
PAAC mnsixom KoMOiHOBaHOT0 3aCTOCYBaHHS iHri6iTOpiB ATI®, aHTAroHICTiB PEIENTOPIB
anrioteH3uny II abo amickipeHy He peKOMeHOYETLCS (OUB. po3min «B3aemomisa 3 iHIIUMU
JiKapChKUMU 3aco0aMu Ta iHIIi BUOKM B3aEMOIiN»).

fAkmio moaBiiiHa 6710Kafia BBaxKa€eTHCS aOCOIIOTHO HEOOXigHOO0, 1110 TePaIllilo CJIifl MPOBOOUTH JIUIIE ITif
HarnsagoM ¢axiBLs i 3a YMOBU 9aCTOTO PETEIBHOI0 KOHTPOIIIO (QYHKII HUPOK, €JIEKTPOJIITIB i
aprepianbHOro TUCKY. IHTiOiTopu ATI® Ta aHTAaroHicTH pelenTopiB aHTrioTeH3uny Il He ciin
3aCTOCOBYBaTH OJHOYACHO MalieHTaM 3 AiabeTH4YHOI0 Hedponarieo.

AKmueosaHa peHiH-aH2I0MmeH3UH-a1b00CMepoHO8d cucmemd.

Y nami€eHTiB, CyOUHHUY TOHYC 1 QYHKIS HUPOK SKUX 3ajieXkKaTh IIepeBakHO Bifl aKTUBHOCTI PeHiH-
aHTi0TEeH3WH-aJIbI0CTEPOHOBOL CUCTEMH (HANPUKJIAL y MAI[iEHTIB i3 3aCTiliHOI0 CepIeBOI0
HEeJOCTaTHICTIO ab0 3aXBOPIOBaHHSM HUPOK, BK/II0UAI04YU ABOOIYHUYN CTEHO3 HUPKOBUX apTepii),
JiKyBaHHS IIpenapaTaMH, 1[0 BIUIMBAIOThH Ha II0 CUCTEMY, TaKUMU K iHribiTopu AII® i anTaronictu
petienTopiB aHrioTeH3uny I, 6yso moB’si3aHe 3 TOCTPOIO TIMOTEH3i€10, a30TEMIEI0, OJIIrypi€to Ta pimIne
- 3 TOCTPOI0 HUPKOBOIO HEJIOCTATHICTIO. MOXKIUBICTh MOAiOHNX ePeKTiB He MOoKe OyTH BUKI/IIOUEHA
TIpY 3aCTOCyBaHHi mpenapaTy Emap6iKmop®.

OuiHKa CTaHy IAlLli€HTIB 3 apTepiaibHOIO TilepTeH3i€l0 3 akTuBOBaHO PAAC nmoBMHHA BKIOYATU
NepiofiuYHYy OLIHKY QYHKIII HUPOK i PiBHS el1eKTPOJIiTiB.

HagMmipHe 3HMXKEHHST apTepialbHOTO THCKY V MAallieHTiB 3 illeMidyHOI0 KapaioMionaTieto abo
imemiyHUM 11epeOpOBaCKYISIPHAM 3aXBOPIOBaHHSIM MOXKe IIPU3BECTH [0 iHPapKTy MioKapaa abo
IHCYTIBTY.

ITopyweHHA pyHKUiI HUDPOK.

XJiopTaiifoH, 110 BXOOUTH [0 CKJIafy IIperapaTy Enmap6iKmnop®, He crin 3aCTOCOBYBATH IIPU TAXKKIN
HUPKOBi#l HepocTaTHOCTI (IIIK® < 30 Mn/x8/1,73 M*) (guB. po3nin «I[IpoTunokasaHHs»). [lanieHTam 3
JIETKUMU Ta TIOMipHUMM TIOPYIIEHHSIMU (QYHKII HUPOK KOPUTYBaHHS 03U IIperaparty He MoTpibHe.

[TauieHTH 3 MOPYIIEHHSIM (QYHKINI HUPOK MOTPeOyI0Th CIIOCTEPEKEHHS IIOM0 MOTipIneHHs QyHKIIii
HUAPOK LIJIIXOM IIepPiONUYHOr0 KOHTPOJIIO PiBHS KpEaTHHIHY Ta eJIEKTPOJIITIB Y CUPOBaTLi KPOBi.
BiporigHicTe I0BITOMIJIEHb IIPO @HOMAJIPHO BUCOKI ITIOKA3HUKU KPeaTUHIHY B CUPOBATLIL KPOBi ¥
TALiEHTIB 3 MOPYIIeHHAM QYHKIII HUPOK OiNbIn BUCOKa. [JIs IIUX MALiEHTIB 103y Iperapary
EpnapGiKnop® ciim peTenbHo TUTPYBATH Ta KOHTPOJIOBATH apTepiaNbHUi THCK i mapaMeTpu QYHKIi
HUAPOK. OyHKIIiT HUPOK MOXKe IOTipIIyBaTUCS Yy Malli€eHTiB 3i CTEHO30M HUPKOBOI apTepil.

XJopTanifoH CIlif 3aCTOCOBYBATH 3 00EPEKHICTIO MallieHTaM 3 MOPYIIEeHHSIM (GYHKIII HUPOK,



OCKIiJIbKY XJIOPTaJIiJOH MOXKe IIPOBOKYBATH a30TeMito. K10 Iporpecyrdya HIPKOBa HEAOCTATHICTh
CTa€ OUYEBUMHOIO, CJIifl PO3TJIAHYTH HEOOXiMHICTh BifMiHM ab0 MPUIUHEHHS [iypeTUYHOl Teparril.

TpaHcnaaHmauisa HUpPKU.

Ha cporopsi nocsif 3acToCyBaHHA IIpenapaTry Enap6iKHop® MMallieHTaM, sKi HelllofaBHO MepeHecsu
TPaHCIIJIaHTAIlil0 HUPKY, BiICYTHIl.

ITopyweHHA QYyHKUII neviHKU.

XJiopTaiifoH, 10 BXOOUTH [0 CKJIafy IIperaparTy Enap61Knop®, He CJIiJI 3aCTOCOBYBATU IIPU TAXKKIU
MIeYiHKOBiM HEJOCTATHOCTI (IuB. po3min «[IpoTUIIOKa3aHHSI»).

IcHye 0OMeXeHNH JOCBif 3aCToCcyBaHHsA npenapaTty Enap6iKnop® mamieHTaM 3 JIerkow0 Ta MOMipHO
IIEYiHKOBOK HEIOCTaTHICTIO; MpoTe, 3a mauuMu ®K mocmigKeHsb, mallieHTaM 3 JIETKO0 Ta ITIOMIipHOI0
IIe4iHKOBOIO HEOCTaTHICTIO KOPUTYBaHHS 03U IIpenaparty He noTpibHe. He3nauni 3mMiHu B 6anaHci
PiovHY Ta eJIeKTPOJIITIB B OpraHi3mi, CIpUYMHEeH] Tia3ugHUMHU OiypeTUKaMU, MOXKYTh BUKIIUKATU
IIe4YiHKOBY KOMY. TOMy PEKOMEHAYEThCS PETEIbHUYM MOHITOPUHT (IUB. po3ain «®apMaKosIoriyHi
BJIQCTHUBOCTI»).

I'inomeH3is y nayieHmia 3 degiyumom 06’emy piduHu ma/abo coabO0BUM BUCHAHCEHHAM.

[TarmienTaM 3 MOXKIUBUM Ae(illiTOM BHYTPIIIHbOCYIUHHOTO 06’eMy ab0 COMbOBUM BUCHAXKEHHSIM
(HampuKIIan, MalieHTH, Y SKUX CIIOCTepiraeThcs 61toBaHHS, miapes abo sSKi MpuiiMaloTh BUCOKi NO3U
IiypeTHKiB) 3acToCyBaHHs npenapaty EgapGiKnop® cif po3MOYMHATH MHif peTeIbHUM MefUYHIM
HarsamoM (auB. po3ain «Crocib 3acTocyBaHHS Ta J03u»). [1epIl HiXK PO3MOYNHATH JTiKyBaHHS
npenapaToM Egap6iKnop®, Heo6xigHo cKopuryBaty fedinuT 06’eMy pifuHE Ta/ab0 COILOBOTO
BACHaXEHHS.

ITepguHHUl 2inepanb00CMepPOoHi3M.

[TalieHTH 3 IEPBUHHUM TinepanbOOCTEPOHI3MOM 3a3BHYal He BIAMOBIZalOTh Ha Tepaiio
AHTUTINEePTEH3UBHUMHU JIiKapChKUMU 3aco0aMHu, III0 Ai0Th Yepes iHriOyBaHHS peHiH-aHTi0TEH3UHOBOI
cuctemu. ToMmy mpenapaT Enap6iKnop® He peKOMEHIYEThCS 3aCTOCOBYBATH TAKAM XBOPHM.

ITopyweHHA e1eKmpoaimHo20 6aaaHcy.

Y mauieHTiB, 110 OTPUMYIOTh TEpAIlilo AlypeTUuKaMu, CJIif NepioguYHO BU3HAYaTH PiBEHD €JIEKTPOJIITIB
CUPOBATKM KPOBI.

Tia3umu MOXKYTh BUKIUKATH MTOPYIIEHHS BOTHO-€JIEKTPOIITHOT0 OaraHCy (BK/II0HAl0YH TinoKatiemito,
rimepkasblieMiio, TITOHATPIEMIIO Ta TinmoxjopeMidyHuM ankanos). [TonepenxKyBanbHUMU O3HaAKaMHU
NIOpYIIeHHS BOTHO-eJIEKTPOJIITHOTO 0ajlaHCy € CyXiCThb ¥ POTi, Clipara, acTeHis, MISBiCTh, COHJIUBICTD,
HEeCTIOKil, 6inb y M’s13ax a0 cyioMu, M’s30Ba BTOMa, TilOTeH3is, OMirypis, TaxikapAis i MUTyHKOBO-
KHIIKOBI po3/1ady, Taki K HymoTta abo OmoBaHHs (OuB. po3min «I1o6iuHi peakii»). [Tepen moyaTkoM
nikyBaHHs npernapaTtoM Enap6iKiop® Heo6XigHO BiIKOPUIyBaTH BOMHO-EJIEKTPOJITHHI GalaHC.

I'inokaaiemis.

linoxaniemis - e o303amexHa Mob6iuHa peakllis, sKa M0XKe PO3BUHYTUCS Iif Yac MOHOTeparil
XJIOpTanifoHoM. Bysio moBeneHo, 110 OfHOYACHE 3aCTOCYBaHHS i3 a3ujicapTaHy MeIOKCOMiTIOM
3MEHIIy€e acolii0BaHy 3 XJIOPTa/IiIOHOM rinokasnieMito. OgHOYacHe 3aCTOCYBaHHS OUTITa/IiCy MOXe
MOTIPIIUTY HECIPUSTIINBI HACHiKHU rinokaniemil. [Tepen mo4aTkoM JliKyBaHHS IIpernapaToM



Enap6iKnop® HeoGXigHO BiKOPUTYBATH TiloKaIieMio.
TI'inepkaaiemis.

BHAaCTIiIOK aHTaroHi3My KOMIIOHEHTy IpenapaTy Emap6iKnop® asuncaprady MemoKCOMINy [0
pelLenTopiB aHrioTeH3uHy Il MOoXKe pO3BUHYTHUCA TinepKatieMid. Xo4ya KIIHIYHO 3HaYyIla
rinepkasiemis He Gyna 3apeecTpoBaHa IIPK 3aCTOCYBaHHi npenapaTy Enap6iKnop®, GakTopu pu3uKy
PO3BUTKY TimepKaJsieMii BKII04al0Th HUPKOBY Ta/ab0 ceplieBy HEIOCTAaTHICTh, @ TaKOXK LyKPOBUMI
miabet. KamifiaOepiratoui giypeTuku, Kasmiesi qo6aBku abo KaaieBMiCHI 3aMiHHUKY COJIi CIIif
o6epeXHO IpU3HAYaTH OGHOYACHO 3 npenapaToM Enap6iKnop® (mus. po3min «B3aemopis 3 iHIIMME
JiKapChKUMH 3aco0aMu Ta iHIIi BUOKW B3aEMOIiN»).

I'inonampiemia ma 2inoxiopemiyHul aaKanos.

IloBeqieHo, 10 Tia3WAX BUKIMKAIOTH rimoHaTpiemin. IIpenapat Epap6iKnop® He ciif 3aCTOCOBYBaTH
malfieHTaM 3 pedpakTepHOIO TimoHaTpieMieto (OuB. po3min «IIpoTunoka3zanHsa»). [JedilluT XI0pUmiB
3a3BUYal MPOTiKa€E B JerKid ¢popMi Ta, SIK IpaBuIo, He MOTPeOye JTiKyBaHHS.

I'inepkanvuiemis.

Tia3uam MOXKYTh 3HUKYBAaTU €KCKPELil0 KaJlbIliio 3 CeYel0 i BUKIUKATH eNi30AuYHe i He3HayHe
NiABUIIIeHHS PIBHS KaJblil0 B CUPOBATII KPOBi 3a BiICYTHOCTI BiTOMUX IIOPYIIEHb KaJIbI[IEBOTO
o0Miny. BupaxeHa rinepkasbllieMis Moxe CBITYUTH PO IIPUXOBaHUM Timeprapatupeos. [lepir Hix
IIPOBOAUTY TECTH Ha QYHKIIiI0 MTapaluTOnoAiOHOI 3a71031, CITif IPUIUHUATHA 3aCTOCYBaHHS Tia3UMiB.
IIpenapat EnapﬁiKnop® He CJIifi 3aCTOCOBYBATH IalliEHTaM 3 TillepKasbLieMi€l (IUB. PO3Iin
«IIpoTunoka3anHsa»).

I'inomazHiemis.

IoBemeHo, 110 Tia3uay 30iMbIIYI0OTh €KCKPEIlilo MarHilo 3 ceyero, 1[0 MOXKe IIPU3BECTH [I0
rimomaruieMii (DuB. po3min «B3aemois 3 iHIMKMME TiKapCHKUMU 3aco0aMU Ta iHII BUOU B3a€EMOMIIN»).

CmeHo03 aopmasvHo20 i MimpasivbHO20 KAanaHie, obcmpykmueHa 2inepmpogiuHa Kapoiomionamis.

4K i y pasi 3acTocyBaHHS iHIIKX ITpemaparTiB, 110 BUKJIXKAIOTh Ba30oausIaTallio abo qedinut
pinuHHOTO 00’€MY, 0coOnMMBa 06epeXHICTh ITOKa3aHa IMallieHTaM 3i CTEH030M aopTasibHOTO abo
MiTpasibHOTO KjlamaHa abo rinepTpodidyHoi0 00CTPYKTHBHOIO KapAioMiomaTi€eo.

MemaboaiyHi ma eHOOKpUHHI epekmu.

Tepamis Tia3ugamMu MozKe MOTiPIIUTH TOJIEPAHTHICTH [0 TJIIOKO3U, TOMY MOxKe OyTu noTpibHe
KOPUTYBaHHS 03U iHCYIiHY a0o aHTHAiabeTnyHa Teparmis. [1ig yac Tepamil TiasugamMu Moxke
IIPOSIBUTHCS JIaTEHTHUM IyKPOBU# fiabet. [ligBuIlleHHS PiBHSA X0JIECTEPUHY i TPUTIIiLepULiB 6y10
II0B’3aHO 3 Tepali€l Tia3UugHUMU AlypeTUKaMu.

I'inepypukemis.

Y mesiKWX TAIiEHTIB, IKi OTPUMYIOTH XJIOPTasifoH abo iHIIi Tia3uaHi OiypeTUKU, MOKe PO3BUHYTUCS
rinepypukemis a6o MaHipecTania ssHoi nogarpu. IlpenapaT Enap6iKnop® He ciif 3acToCOByBaTH
nalieHTaM i3 CHMITOMaMHu TinepypukeMil (ouB. po3ain «[IpoTunokaszaHHg»).

BaeimHicme.



IIpenapat Enap6iKnop® He CJIifi 3aCTOCOBYBATH IIif Yac BariTHOCTI (AuUB. Po3hin «[IpoTUIIOKa3aHHS»).

3aCcTOCyBaHHS aHTAroOHICTiB PeLleNTOPiB aHTioTeH3uHy Il He crifg po3noYMHAaTH i Yac BariTHOCTI.
fAKI10 TPOOBKEHHS Tepallil aHTaroHicTaMu pPelenTopiB aHrioTeH3uHY 11 He € HeoOXigHUM,
Malli€eHTOK, 110 MJIaHYyITh BaTiTHICTH, CJIif TIepeBeCTU Ha albTepHATHUBHI aHTUTIIEePTEeH3UBHI METOOU
TiKyBaHHS, SIKi MalOTh BCTaHOBJIEHU NTpodink Ge3mneku s 3aCTOCYBaHHS Iifl Yac BariTHOCTI. [1pu
BUSIBJIEHHI BariTHOCTI JIiIKyBaHHS aHTaroHiCTaMM PelenTopiB aHrioTeH3uny Il ciif HeraiHo
IPUIIMHUTH i, 3a He0OXiTHOCTI, po3moyYaTH albTePHATUBHY Tepalliio (IHUB. PO3MiIu
«[IpoTunoKa3aHHSI» i «3aCTOCYBaHHS B IIepiof BariTHOCTI ab0 rogyBaHHS TPYATIIO»).

IiypeTuKu He CIIif 3aCTOCOBYBATH AJIS JiKyBaHHS HaOpsKiB abo apTepianbHOI rinepTeHsii mig yac
BariTHOCTI (AXB. PO3MiN «3acTOCyBaHHS B IIEPiof] BariTHOCTI abo TOAyBaHHS TPYAOIO»).

JIimitl.

4K i mopmo iHIMMX aHTAroHICTiB pelenTopiB anrioreH3uny II, KombiHallis niTio i mpemaparty
Euap6iKnop® He PeKOMeHyeThCS (OuB. po3fin «B3aemomis 3 iHIIUMY JTiKapChbKUMHK 3aco0aMu Ta iHII
BUIHM B3aEMOTIN»).

XopioidasnvHull Bunim, 20cmpa KOPomKo30picms Mma 8MOPUHHA 3AKPUMOKYMO8A 2/4ayKomd.

[TpemapaTHy, 1110 MicTSITh cynbdoHamin abo nmoxigHi cynbPoHaMiny, MOXKYTb BUKITUKATH
imiocMHKpaTUYHY peakliiio, 0 CIPUYUHSIE XOpioiganbHuMi BUIIT 3 eeKTOM 30pOBOTO 0,
TPaAH3UTOPHOIO MiOII€0 Ta FOCTPY 3aKPUTOKYTOBY IllayKoMy. CUMIITOMU BK/IH0YalOTh TOCTPUU
II0YaTOK 3HUKEHHS IOCTPOTH 30PY abo Oifb B O1Ii i, SK IPaBUJI0, BAHUKAIOTh MIPOTITOM AEKiTbKOX
roguH abo THKHIB 3 MOYATKY 3aCTOCYBAHHS Ipemapary.

HenikoBaHa rocrpa 3aKpATOKyTOBa I'JlayKOMa MOXKe IIPU3BECTH [0 IOCTiHOI BTpaT 30py. OCHOBHE
TiKyBaHHSA - Il SKHAUIIBUALIE TPUITUHUTY 3aCTOCYBaHHS JTiIKapChKUX 3aco0iB. AKII0
BHYTPIIIHbOOYHUM TUCK 3a/IMIIAETHCS HEKOHTPOJIbOBAHUM, MOXKJIIMBO, HEOOXiTHO 3aCTOCOBYBATH
ollepaTUBHI MeOuKaMeHTO3Hi abo xipypriuni metonu nikyBaHHsS. ®aKTopaMy PU3UKY PO3BUTKY
TOCTPOl 3aKPUTOKYTOBOI I'TayKOMU MoxKe OyTH aneprisi Ha cynbhoHaMin abo meHiuIiH B aHaMHe3l.

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

I[Ipenapat Epap6iKiop® He ciiif 3aCcTOCOBYBaTH Iif 4ac BariTHOCTI (AuB. po3ninu «IIpoTuIoKa3aHH»
i «Oco6IMBOCTI 3aCTOCYBAHHS»).

3acToCyBaHHS aHTArOHICTIB PELENITOPIB aHTi0TeH3UHY I He peKOMEHYEThCA IPOTATOM [
TPUMECTPY BariTHOCTI (AuB. po3ain «OcobIMBOCTI 3aCTOCYBAHHS»).

3acToCyBaHHS aHTAroOHICTIB peLenTopis anrioTen3uny Il nporunokasano B 111 III
TpUMecTpax BariTHOCTI (muB. po3pinu «[IpoTunokasaHHs» i «OCOOIUBOCTI 3aCTOCYBAHHS»).
Tia3umy MpOTHUIIOKA3aHi IIifg Yac BariTHOCTI (OuB. po3minu «IIpoTumnokasaHHS» i
«OcobIMBOCTI 3aCTOCYBaHHSI»).

HeMae KITiHIYHMX JaHUX LION0 3aCTOCYBaHHA mpenapaTy Egap6iKnop® BaritHuM. [oCTigXeHHs Ha



TBapUHaX IIPOEeMOHCTPYBaIl PENPOAYKTUBHY TOKCUYHICTb.
A3uacapmany medokcomin.

EnipemiosnoriuHi gaHi 11010 pu3uKy TEPATOTE€HHOCTI Micg eKCIO3uIlii iHTi0iTopiB
aHTiOTEH3UWHIIEPETBOPIOBAIbHOTO (DEePMEHTY IPOTITOM I TPMMECTDPY BariTHOCTI He € IEPEKOHIUBUMUY;
IIPOTEe HEBeJIUKe MiIBUIIEHHS PU3UKY BUKJIIOYATU He MOXKHa. He3Baxkawuu Ha BiICYTHICTh
KOHTPOJIbOBaHUX €MifeMiOJIOriYHUX JaHUX PO PU3UK 3aCTOCYBaHHS aHTAarOHICTIB pelenTopis
aHriorensuny II, aHanmoriyHi pyu3WKU MOXKYTh iCHYBaTH i A7 LBOTO KJIacy JIikapchbKUX 3aco6iB. AKIIo
IIPOJOBXKEHHS Tepallii aHTaroHicTaMu pelenTopiB aHrioTeH3uHy Il He BBaKa€ETLCSI HEOOXITHUM,
IIallleHTOK, 1110 IJIaHYI0Th BaTriTHICTH, CJIif [IEPEeBeCTU Ha aJlbTepHATUBHI aHTUTIIePTEeH3UBHI METOIU
JIiKyBaHHS, SIKi MalOTh BCTAHOBJIEHUI NPo¢ins 6e3meKy Ay 3aCTOCYBaHHS Mif Yac BariTHOCTI. [Ipu
BUSIBJIEHHI BariTHOCTI JIIKyBaHHS aHTAroHiCTaMU peleTOPiB aHrioTeH3uHy I cig HeraHo
IPUIMHUTH i, 32 He0OXigHOCTI, po3moyYaTH allbTePHATUBHY TepaIliio.

BigmoMmo, 1110 eKcrio3ullia aHTaroHicTiB peuentopis anriotren3uny Il y II i III TpumecTpax BariTHOCTL
BUKJIMKAE y MOOUHYU (EeTOTOKCUYHICTh (3HUKEHHS (QYHKIIil HUPOK, OJIiroTriipaMHio3, 3aTpuMKa
OKOCTEHiHHS 4yepena) i HeOHaTaJIbHy TOKCUYHICTh (HUPKOBa HEIOCTATHICTh, TIIOTEH3id,
rinepkamiemis).

fKII0 eKCIT03UIlis aHTaroHICTiB penienTopiB anrioTen3uny Il BimOyBanacs 3 II TpuMecTpy BariTHOCTI,
PEKOMEHIYEThCS MIPOBEEHHS YIbTPa3BYKOBOTO OCTIXKeHHS QYHKIIII HUPOK i yeperna.

HeMoBnsaTa, MaTepi SKUX IPUIMaly aHTarOHiCTY pellenTopiB aHrioTeH3uny I, moBuHHI 6yTH
peTenbHO 00CcTeXKeHi Mmoo rimoTeHaii (muB. po3minu «[IpoTunokaszaHHsa» i «Oco6IUBOCTI
3aCTOCYBaHHS»).

X10pmaniooH.

IiypeTuKu He CIIif 3aCTOCOBYBATH AJIS JiKyBaHHS HaOpsKiB abo apTepianbHOI rinepTeHsii mig 9ac
BariTHOCTI, OCKIiJIbKYM IXHE 3aCTOCYBaHHS MOXKe OyTH II0B’si3aHe 3 Till0BOJIEMi€I0, MigBUIIIEHOIO
B’SI3KiCTIO KPOBIi i 3HMKeHHIM nepdy3il nnanenTu. [JoBeeHo, 10 AiyPeTUKY, TaKi K XJIOPTalifloH,
IIPOHUKAIOThH Yepe3 IlalleHTapHui 6ap’ep i 3'sIBNIAI0THCS B IIYIIOBUHHIM KPOBi. 3apeecTPoBaHO
TIOBiTOMJIEHHS IIPO MPUTHIYeHHS GYHKIIII KiCTKOBOTO MO3KY IIJIOfa, TPOMOOIUTOIEHII0, 2KOBTTHHIIIO
I7107]a Ta HOBOHAPOAKEHOT0, TTOB’g3aHi i3 3aCTOCYBaHHSIM Tia3UAOMOAIOHUX OiypeTHKIB.

['o0yeanHA 2pydoio.

Hemae xopHol iHpopMmarii npo 3acTocyBarHs npenapaty Egap6iKnop® a6o asuncaprady
Me[IOKCOMIiNy Iifl Yac rpymHOr0 BUTONOBYBaHHA. [IpoTe XJI0pTalifoH NIPOHUKAE B IPyIHE MOJIOKO, 1
TOMY He PEeKOMEeH/YEThCs 3aCTOCOBYBaTH npenapaT Egap6iKnop® mif yac rpygHOro BUroOf0ByBaHHS.
[lig yac rpygHOro BUTOLOBYBaHHSA IlepeBary Cjif HaJaBaTU ajlbTePHATUBHUM MeTO[aM JIiKyBaHHSA 3
Oi7bII YiTKO BCTAHOBJIEHUMU ITpodinsaMu Oe3neku, 0CoOIUBO TP TOAyBaHHI HOBOHAPOAXKEHO1 abo
HeIOHOIIEHOI MUTHHH.

depmuabHicms.

Hani npo BrtuB npenapaTy Enap6iKnop® Ha GpepTUIbHICTS ITIONUHY BigcyTHi. JJoKmiHivHi
IOCTiAKEHHS IPOAEeMOHCTPYBaIH, 110 a3UjIcapTaHy MeIOKCOMiJl He BIJIMBA€E Ha YOJIOBiYy abo KiHOUy
(bepTUNbHICTH y IIypPiB.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

3 ornsmy Ha papMaKogMHAMIuHI BIaCTUBOCTI npenapaTy Enap6iKnop®, ouikyeThes, 0 BIUIUB
Ipernapary Ha IIBHAKICTh Peakiil mpu KepyBaHHI aBTOTPAHCIOPTOM abo iHIIUMU MeXaHi3MaMu Ma€
OyTu He3HayHUM. [IpoTe IPH 3aCTOCyBaHHi OyOb-IKOTO aHTUTINEPTEH3UBHOTO MIpenapaTy CIif
BPaxOBYyBaTH MOXKJ/IMBICTh BUHUKHEHHS 3allaMOPO4YeHHs a0o0 MiiBUIIEeHO0l CTOMJIIOBAHOCTI.

Cnoci6 3acmocyeaHHss ma do3u.

I[Ipenapat Epap6iKnop® npusHayeHuii Ajs IepopatbHoOro 3aCTOCYBaHHs, TabIeTKH MOXHA
IpUUMaTH He3aJleKHO Bif IPUMOMY 1XKi.

PekoMeHOBaHa IMOYaTKOBA [I03a IJIST JOPOCIUX CTaHOBUTH 1 TabmeTky (40/12,5 Mr) 1 pa3 Ha mo0y.
AHTUTiIEPTEH3UBHUN €(DEKT MPOSBIAETHCSA TOJIOBHUM YMHOM IIPOTATOM 1-2 THXKHIB TiKyBaHHS.
Yepes 2-4 TUXKHI TiKyBaHHS 003y Y pa3i moTpedu MoxHa 30inpmutu go 40/25 MT 3 METOI0
INOCATHEHHS ILiTbOBOTO PiBHS apTepialbHOTO TUCKY.

Ocobaugi 2pynu nauieHmia.

ITopyweHHA pYyHKUiT HUDPOK.

X7I0pTaIifoH, o BXOMUTE [0 CKIafy npenapaty Egap6iKnop®, He citiff 3aCTOCOBYBaTH Malji€eHTaM 3
TSI2KKOI0 HUPKOBOIO HepocTaTHicTio (IIIK® < 30 Mn/xB/1,73 M%) Ta aHypiew (OuB. po3min
«IIpoTunoka3anHsg»). [lOCBiA 3aCTOCYyBaHHS IIpenapaTry Enap6iKnop® HalieHTaM 3 HelllogaBHLOIO
TPaHCIIJIaHTAI€I0 HUPKHU BiACYTHiN. [I11s malfieHTiB 3 nerkuM (po3paxyHkosa IIK® 60-90 mmu/xs/1,73
M’) Ta IOMipHUM (po3paxyHkoBa ITK® 30-60 mmn/x8/1,73 M?) CTyTIeHeM HUPKOBOI HEAOCTAaTHOCTI
KOPUTYBaHHS 03U IIperapaTy He MoTpiOHe.

ITopyweHHA QYHKUII neviHKu.

XJiopTaiifoH, 10 BXOOUTH [0 CKJIafy IIpernaparTy Enap61Knop®, He CJIifl 3aCTOCOBYBAaTH IallieHTaM 3
TSKKOIO ITeYiHKOBOIO HEJOCTATHICTIO (OUB. po3min «[IpoTunokasaHHsg»). [cHye 06MexXeHHUN HOCBif
3aCTOCyBaHHA npenapary Egap6iKnop® mamieHTaM 3 IeTKOK0 Ta IOMIPHOI IeYiHKOBOIO
He[OCTaTHICTIO; MPOTe MalliEHTaM 3 JIETKOI0 Ta IOMipHO0 IIe4YiHKOBOI HEJOCTATHICTIO KOPEKIIis
I0YaTKOBOI 031 npenapaty Enap6iKinop® He moTpibHa.

Tia3upu crnig 3acTOCOBYBaTH 3 00€peXkKHICTIO MallieHTaM 3 MOPYIIeHHIM QYHKIl TeYiHKu (OuB.
po3ginu «IIpoTunoka3aHHs» Ta «OcobIuBOCTI 3acTocyBaHHs»). HeaHauHi 3Minu B GanaHci pigunu Ta
€JIeKTPOJIITIB B OpPraHi3Mi, CIpUYUHEH] TIa3UIHUMU OiypeTUKaMU, MOXYTh BUKJIMKATU [1€4YiHKOBY
KOMY. PeKOMEeH[1yeThCS peTeIbHUM MOHITOPUHT.

ITayieHmu AiMHbO20 BIKY.

II71s1 maIieHTIB JTHHOTO BiKy KOPUTYBaHHs 034 Ipenapaty Enap6iKiop® He moTpiGHe; ciif
BUSIBIITH 00€PeXKHICTh Ta peTeNbHO HaTrJIsIaTyH 3a MallieHTaMu JIITHBOTO BiKy (IOHaH 75 POKiB), sKi
MOXKYTh MATH ITiABUIIEHUN PU3UK PO3BUTKY HeOakKaHUX STBUILL.

BucHaotceHHs 8HympiwHb0CYOUHHO20 PiOUHHO20 06’ €MY.

[TarieHTaM 3 BUCHAXKEHHSM BHYTPILIHBOCYOAUHHOTO pifuHHOTO 00’eMy abo coJii (Hampukiafm,



NallieHTH, ¥ IKUX CIOCTepiraeThcs O/t0BaHHS, fiapes a0 gKi IpuiMalTh BUCOKI 103U AiypPeTHUKIB)
3acTocyBaHH4 npenapaty Egap6iKnop® ciif po3noYnHaTH Hif peTenbHUM MeUYHUM HarlsmgoM
JIUIIe TiCTIs BiMHOBIIEHHS HaleXkHOro 06’emy (muB. po3min «Oco6IUBOCTI 3aCTOCYBAHHSI»).

TpaH3uUTOpHA TimOTEeH3UBHA pPeakilis, 00yMOBIeHa BUCHAXKEHHSIM 00’eMy, He TePeIIKoIKae
TIOJAJTbIIOMY JTIKYBaHHIO Malli€HTiB, SKe 3a3BUYal Moxke OyTu MpogoBKeHO 6e3 0COBIUBUX
TPYOHOILIB micysg ctabinizallii apTepialbHOT0 THCKY i 00'€MY KPOBI.

Cepuesa HedocmamHicmy.

Crnip BusiBnsTH 06€peXHiCTh OO0 MAIliEHTIB 3 apTepiambHOIO TiMepTeH3iel0 Ta 3aCTiHHOI0 CepleBO0
HEIOCTATHICTIO, OCKINILKY [OCBi[l 3aCTOCYBaHHs npenaparty Enap6iKmop® 1um namieHTaM BifCyTHii.

ITauieHmu He2poidHoI pacu.

[NTamieHTaM HETPOINHOI PacH, IKi 3a3BUYall XapaKTePU3YIOThCS SK TIePTOHIKU «3 HU3bKUM PiBHEM
PeHiHy» 3 ociabeHo00 BifMOBiAmi0 Ha 6JI0KAaTOPH PEeHiH-aHTiOTeH3WH-aIbI0CTEPOHOBOI CUCTEMHU
(PAAC), xopexIrist mo3u He moTpibHa. Briue Ha apTepianbHui TUCK i mpodinb Oe3meku mpenaparty
Enap6iKnop® y malieHTiB HerpoifHol pacu Ta IpefCcTaBHUKIB iHIIMX pac aHaJIOTiyHi.

Iimu. Tpenapat Exap6iKnop® He mpu3HayaoTh AiTAM, OCKIILKY [aHi om0 Ge3neKy Ta
e(peKTUBHOCTI 3aCTOCYBaHHA AiTsAM (BikoM 1o 18 pokiB) BiCyTHi.

Ilepedo3yeanHsi.
€ oOMexkeHi maHi 1010 Tepeio3yBaHHs IIPenapaToM.

A3usacapmaxy medokcomia. 3BaxKawuu Ha (papMaKoIoTiuyHi e(eKTH, OCHOBHUM IIPOSIBOM
nepeno3yBaHHs a3uicapTaHy MeOoKCOMinoM, IMOBipHO, Oyoe CUMIITOMAaTUYHA TilTOTEH3id i
3armaMopoyeHHs. [1ig Yac KOHTPOIbOBAHUX KITIHIYHUX JOCITIIXKEeHb 3a y4aCTiO0 300POBUX NOOPOBOJIBIIIB
asuJicapTaHy MeJoKCOMi, IKUM 3aCTOCOBYBasu y no3ax mno 320 mMr 1 pa3 Ha o6y mpoTsaroMm 7 OHiB,
nepeHocuBcs fobpe. Y pasi mepeno3yBaHHS He0OXiIHO IPOBOAUTH IiATPUMYBabHY Teparliio 3
OTJISNY Ha KJIHIYHUY CTaH MallieHTa. A3ujicapTaH He BUBOOUTHCS 3a OOIOMOIOI0 Aiasi3y.

Xs0pmaniooH. [10 CUMIITOMIB TOCTPOTO Ilepefio3yBaHHs HajlexkaTh: HyA0Ta, CIabKiCTh,
3araMOpOYEeHHS Ta IOPYIIeHHS eleKTPoJiTHOTro 6anaHncy. CnenndiyHuil aHTUAOT [0 IpenaparTy
BifiCyTHi. PeKOMeHOOBaHe IPOMUBaHHS LIJIYHKA 3 MTOJaIbIION0 MigTPUMYyBaIbHOIO TEpaIi€l. 3a
HeoOXimHOCTI [0 1iei Tepamii MoXKHa HOAATH PO3YMH AEKCTPO3H i HATPilo XJIOPUAY 3 KalieM, SKui
CJIiT BBOOUTHU BHYTPIIIHEOBEHHO 3 00€PEXKHICTIO.

ITo6iuni peakuii.

Y Tabnuni 1 3a KaTeropisiMu «CUCTeMa-OpraH-Kjaac» Ta 3a YaCTOTOIO MpeficTaBIeHo HebaxkaHi
peaxiiii, 1110 po3TNgAaloThCS K MPUHAUMHI MOXKJIMBO II0B’s13aHi 3 NiKyBaHHSIM. YacToTa
BU3HAYAETHCS 3TiOHO 3 HABEIEHUMHU HUXKYe KPUTEPiIMHU.

Iyxe 4dacto (= 1/10), gacro (Big = 1/100 mo < 1/10), meyacto (Big = 1/1 000 go < 1/100), pigko



(Bim = 1/10 000 mo < 1/1 000), myxe pigko (< 1/10 000), wacToTa HeBifoMa (4acCTOTy He MOXKHa
BU3HAYUTH HA OCHOBI HaIBHUX JAHUX).

Tabmuis 1

Kinac cucrem ta opraniB Yacrora ITo6iuni peakiii
[TopymieHHs 3 60Ky Heuacro Anewmist
KPOBOHOCHOI Ta TiMpaTHYHOI
CUCTEMU
[TopymienHs 3 60Ky o6miHy YacTo [TinBuIleHHS PiBHS CE€4YOBOI KMCJIOTH B KPOBI,
PEYOBYH i XapuyBaHHSA rinepypukeMis

HeuacTto I'inokaniemis, migBUINIEHHS PiBHA KaJlilo B

KPOBI, TilTIOHATPiEMis, 3HUXKEHHS PiBHS HATPit0
B KPOBI, mopmarpa

Po3napu 3 60Ky HEPBOBOI YacTo 3anaMopoyYeHHs, IIOCTypajbHe
CUCTEMU 3araMOpOYeHHS

Heuacto HemnputomHiCTs, ITapecTesis
Po3napu 3 60Ky cyauHHOI YacTto lootensisa
CUCTEMU
Po3napu 3 00Ky HIMyHKOBO- YacTo Hiapes, HygoTa
KUIIIKOBOTO TPaKTYy Heuacro BbnroBanHA
Po3napu 3 Ooky mikipu Ta ~ Hewacrto Bucumnanss, cBepOix
MigIMKipHOI TKAaHUHU
[TopyuieHHs 3 60Ky KiCTKOBO-4acTo M’sa308i cia3mu

M’S130BOi CUCTEMH Ta
CIIOJIyYHOI TKAaHUHU

3aranbHi po3nagy Ta Yacto CTOMITIOBAHICTh

ypaXKeHHS B MiCI]i BBE[IeHHS

npenapary

JlabopaTopHi gocrigxkeHHs [[yXkKe 4acTo [ligBulleHNY piBeHb KpeaTUHIHY B KPOBi
YacTto [TigBuIleHNY pPiBEHb CEYOBUHHU B KPOBI
HeuacTto [TigBuIleHUY piBEHB T'TIOKO3U B KPOBIi

[lomaTKoBa iH(opMaIlig Ipo OKpeMi KOMIIOHEHTH.

[To6iyHi peaxiiii, Ki, IK BimoM0, BUHHUKAIOTh IIPX 3aCTOCYBaHHI KOXKHOTO KOMIIOHEHTa OKPEMO, ajie He
CIIOCTEPIraroThCS B KJIIHIYHUX JOCIIIAXKEHHAX, MOXYTh BUHUKATH IIif] Yac JIiKyBaHHS IIpenapaToM
Enap6iKop®.

A3usacapmany medokcomin.
Kpim mo6iyHuX peakiiili, 3a3HaYeHuX BUIle [/ npenaparty Enap6iKmop®, 6yiu 3apeecTpoBaHi Taki
nobiyHi peakuii oyIs a3unacapTaHy MeIOKCOMiNy, K nepudepuyHi HaOPsSKK, MIrpeHsb i MigBUIEHUN

piBeHb KpeaTuHpochokiHa3u B KPOBi, 1110 OyIM 3apeecTpoBaHi K HeYacTi.

[Tig yac kniHiYHUX BUIIPOOYBaHb PiAKO MOBIIOMIISIIIOCS IIPO MOPYIIeHHS GYHKII HUPOK. TIXKKUM
AQHTiOHEBPOTHYHMY HaOpPSIK MOXKe BUHUKATH pimko (Bim = 1/10 000 go < 1/1 000).

X10pmaniooH.

KpiM moGiyHuX peakliili, 3a3HaYyeHuX BHUIIe o070 npenapaTy Emap6iKnop®, 6ymu 3apeecTpoBaHi
no0iuHi peak1il Ipu 3acTOCyBaHHI XJIOPTaligoHy (OuB. Tab. 2).

Tabmuig 2



Knac cucrem Ta opraniB Yacrora
[MopyieHrHs 3 00Ky Pigko
KPOBOHOCHOI Ta JliM(aTUYHOI

CHUCTEMH

[TopymenHs 3 60Ky o6miny [Iyze 4acTo
PEYOBHH i XapyyBaHHS

YacTto

Pigxo

Hyxe pigko
Po3napu 3 60Ky HEPBOBOI Pinxo
CACTEMH
Po3napu 3 00Ky cepiieBoi YacTto
CHUCTEMH

Pigxo
Po3napu 3 00Ky opraHis 30py YacToTa

HeBimoMa
[MopyieHnHs 3 00Ky Pigko

OUXaIbHOI CUCTEMHU, OPTaHiB
TPyOHOIL KITiTKM Ta
CepemoCTiHHA

Posnagu 3 00Ky HUTyHKOBO- YdacTo
KUIITKOBOI'0 TPAKTy

Pigxo

Hyxe pigko
Po3napu 3 Ooky mewinkui  Pigko
’KOBYOBHUBITHUX IIJISIXIB
Posnagu 3 Ooky mkipu Ta ~ Yacto
HiAIKIpHOI TKAHUHU

Pigxo
Po3napu 3 00Ky HUPOK Ta Pinxo
CEeYOBHUBITHUX IIISIXiB
Posnagu 3 60Ky Yacto

perOJIYKTI/IBHOi CHUCTEMH Ta
MOJIOYHHUX 3aJ103

Onuc okpeMux moOiYHUX PEeaKIIii.

IMo6iuni peakii
TpoMOouuTONEHIS, TENKOTIEHIS,
arpaHyIoLUXTo3, e03uHOPisig

[TigBUILIEHHS PiBHSA MiMifiB B KPOBi

lnomarnieMis

lnepkanbLieMis, TIIOKO3Ypis, IOTIpIIeHHS
MeTaboIiYHOTO CTaHy IIPH IIyKPOBOMY HiabeTi
limoxmopeMiyHuY anKano3

TonoBHu# 6Nk

OpTocTaTU4Ha TillOTEeH3is

CeplieBa apuTMis
XopioiganbHUM BUIIIT

ImiocuHKpaTHYHUM HAOPSK JereHiB

BrpaTa aneTtuty, He3HaUHI IIIYHKOBO-KUIIIKOBI
po3nanu

3akper, 6inb y MITYHKY

[TaukpeaTur

BHyTpiUIHBOIIEUiHKOBUY X051ecTa3 ado
JKOBTSHULA

Kpomnus’suka

doTocencubinizanis, WKIpHUY BaCKYIIIT
AnepriyHuii iHTEepCTUIiaTbHAN HeQPUT

IMIloTeHIIISA

[MTopymeHHsT GyHKIII HUPOK i HUPKOBA HENOCTATHICTh Oy/IM 3apeeCcTPOBaHi K HeyacTi mobiuHi
peaxiiii B MoeqHaHHi 3 MigBUIIEHHSIM KpeaTUHiHy KPOBi; GiNbIIiCTh 3 WX BUIAKIB Oy 060POTHUMU
abo mix gac nikyBaHHs, a60 Hic/s IPUIMHEHHS 3aCTOCYBaHHs mpenapaTy Emap6iKiop®, i xomen 3
HUX He BUMaras IIDOBE[leHH [iai3y.

4K iy pasi 3acrocyBanHs iHmuX APA, pifKo MoXe BUHMKATH TSIKKUU aHTiI0HEBPOTHYHUM HaOPSK (Bix
> 1/10 000 mo < 1/1 000).

J1abopaTopHi TOCHImXKEHHS.

KpeamuniH cuposamku Kpoei.

[TinBumeHHs PiBHS KpeaTUHIHY B KPOBI € BifoMuM (hapMaKoIOrivHIM e(eKTOM aHTaroHICTiB PeHiH-
aHTi0TeH3UH-aNnbaoCcTepoHoBOl cucTeMu (PAAC), TakuX SIK aHTarOHICTH PeleNTOopiB aHTi0OTeH3UHY 11



Ta inribiTopu AIIQ, i moB’A3aHe 3i CTylIeHEM 3HUKEHHS apTepiaabHOT0 TUCKY. JIiIKyBaHHS
npenapaToM Enap6iKnop® npu3Bogumio o Ginbinol 4acTOTH MifBHUINEHHS PiBHSA KpeaTHHIHy B KPOBI
IIOPIBHAHO 3 IPUUOMOM a3ujicapTaHy MegoOKCOMiNy Ta xjopTalifony. [ligBuilleHHs PiBHIB KpeaTUHIHY
Oymnu, SIK IPaBUIIO, TPAH3UTOPHUMHU ab0 HETIPOTPeCcyouYrMy i 000POTHUMU Ta acoLil0BaIKCs i3 OinbI
BUpaXEeHUM 3HUKEHHSM apTepialbHOI0 TUCKY.

Ceyosa Kucsoma.

3acTocyBaHHS npenapaTy Enap6iKnop® 6yno mop’si3aHe 3 HigBUILEHHSM PiBHS CEYOBOI KUCIIOTH B
CHPOBATIIi KPOBI, 110 Y3rOAXKYETHCS 3 BifoMUMU (apMaKOIOTiYHUMHU eheKTaMu AiypeTHUKiB.
[TigBulIleHHS PiBHS CE40BOl KUCIIOTH 3aJIeXKUTh Bifi JO3U XJIOPTalilOHy, X04a MOBiIOMJIEHHS IIPO
MaHidecrTalliio mogarpu B pi3HUX rpymnax JiKyBaHHS OyJM HeUaCTUMHU, HaBiTh y JOBTOCTPOKOBHUX
OOCIHiIXKEeHHIX.

I'emo021006iH i e2emamokpum.

3acTocyBaHHs npenapaTy Enap6iKinop® acomioBanocs 3 HeBeIUKUM 3HUKEHHSM reMaTOKPHTY, PiBHSA
reMorno0iHy Ta KiTbKOCTi epUTPOIUTIB, IO Y3TrOAXKYETHCS 3 BifoMUMU (hapMaKOIOTiYHUMHU
edekTaMu iHTi0iTOPIB peHiH-aHTiI0TEH3UH-ANIbIOCTEPOHOBOI CUCTEMH.

ITocmmapkemuHezosul nepiod. Crioctepiranucs Taki HebaxaHi peakilii: HyfoTa, HEIIPUTOMHICTB,
BTpaTa CBifOMOCTI, BUCUIH, CBePOiXK, aHTiOHEeBpOTHYHUY HaOpsaK. OCKiNbKY OaHi po IIi peakiiil
CTOCYIOThCS TPYIIY Malli€HTiB HeBU3HAUEHOI YUCEIbHOCTI, HE 3aBXKAU MOXKHA OOCTOBIPHO OI[iHUTH
iXHI0 4acTOTy a00 BCTAHOBUTH HaBHICTh MPUYUHHO-HACTIIKOBOTO 3B’SI3KY i3 3aCTOCYyBaHHSAM
npernapary.

Tepmin npudamHocmi. 3 POKHU.

YmMmoBH 30epiranHnsi. 30epiraty B OpuriHaabHiN yIIaKoOBLi Ipy TeMnepaTypi He Buiie 25 °C.
30epiratu y HegOCTYIIHOMY OJIs1 giTe# Mici!

YnakoBka. [1o 14 tabneTok y 6mictepi; o 1 abo mo 2 61icTepu y KapTOHHIN KOPOOIIi.

Kareropisi Bignmycky. 3a pelenToM.

Bupo6nuk. Takena Ipnaupis JItno, Ipmanmis / Takeda Ireland Ltd, Ireland.

Micuie3HaxoIKeHHsI BUPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

Bpeii bizuec [Tapk, Kinpynpepi, Ko. Yiknoy, Ipnangis / Bray Business Park, Kilruddery, Co. Wicklow,
Ireland.



