Ckian

Oitova peuosuHa: azilsartan medoxomil;

1 tabnerka Egap6i™ mo 40 mr mictuTs 42,68 Mr asuincapTadHy MegOKCOMIJIy KaJlilo,

1110 eKBiBasieHTHO 40 MI a3uicapTaHy MeJOKCOMIy;

oonomiodcHi pedyosuHu: MaHiT (E 421); kucmoTa ¢pyMapoBa; HaTPilo TiAPOKCHUL;
TiAPOKCUIIPOIIIILIEII0I03a; HAaTPil0 KPOCKapMesi03a; LIeJIl0jio3a MIKPOKPUCTaJIidYHa;
MarHilo cTeapaT; Boga O4YUIIleHa.

JIikapcbKa ¢popMma

TabneTku.

OCHOBHI (pi3uKo-xiMiuHI 8s1acmusocmi:

mabaemxku no 40 me: 6imi abo marizxke Oini TabneTKY, 3 rpaBitoBaHHAM «ASL» 3 omHi€el
CTOPOHU i «40» 3 iHIIIOI CTOPOHU;

®dapMaKoTepalneBTHYHA Irpyna

[IpenmapaTty, s1Ki BIJINBAIOTh Ha PEHIH-aHIIOTEH3UHOBY CUCTEMY, @aHTATrOHICTHU
penentopiB aHrioren3uny lI, nmpocti. Kog ATX C09C A09.

dapMakogHHaMiKa

A3usicapTald MeOOKCOMIiJI € aKTUBHUM IIOTIEPETHUKOM JIiKapChKOl PEYOBHUHU,
NpU3HAUYEHUM [Jisd I1epopaibHOI0 3aCTOCyBaHHSA. [lonepegHUK IIBUAKO
IIepeTBOPIOETLCS Ha aKTUBHY MOJIEKYITy a3UJICapTaHy, sSIKa 3a PaXyHOK OJIOKyBaHHS
IIpoLecCiB 3B’A3yBaHHA aHTIioTeH3uHYy 1l 3 penentopamu AT1 y 6araThb0x TKaHUHAaX
BHUCTYIIA€ CEIeKTUBHUM aHTAroHiCTOM e(eKTiB aHTrioTeH3uHy Il (OuB. po3min
«DapMaKOKiHETHUKAa»).



Anrioren3uH II - ocHOBHUM GJIOKYIOUMH ar€HT PEeHiH-aHTi0TEH3MHOBOI CUCTEMHU; OO
e(dekTiB aHTioTeH3UHYy Il HanexXaTh 3BYy2KEHHS CyOUH, CTUMYJISLiSI CUHTE3y Ta
BUBLIbHEHHS aJIbJOCTEPOHY, CTUMYJIALIS POOOTU Ceplisd Ta CTUMYIIALis peabcopOiil
HaTpil y HUPKax.

BrokyBaHHS pelenTopis AT1 MIPU3BOOUTH 0O IPUTHIYEHHSI HETaTUBHOI'O 3BOPOTHOTO
BILJIUBY aHrioTeH3uHY Il Ha cexpelito peHiHy, ajie MiABUIIIeHHS aKTUBHOCTL PEeHIHY y
I1J1a3Mi KpOBIi Ta 3pOCTaHHA PiBHIB aHrioTeH3UHY Il y cucTeMHOMY KPOBOTOLI], SIKi
BMHUKAIOTh BHACJIiAOK OJIOKyBaHHS PELENITOPiB, He MEePEIIKOAXKalTh PO3BUTKY
AHTUTINEPTEH3UBHOI [il a3uIcapTaHy.

dapMaKOKiHEeTHKa

[Ticnst mepopasIbHOTO 3aCTOCYBaHHS a3ujicapTaH MeJOKCOMIJI MIBUAKO TiAPOIi3yeThCA
y TPaBHOMY TpPaKTi Ta/abo mig yac abcopOi1il ;o aKTUBHOI PpeYOBUHU (a3UjicapTaH).

HocCriaKeHH4 in vitro mokKa3yroTh, 110 Y Ipoliecax IigpoJIi3y B KUIIIKOBOMY TPakKTi Ta
nedviniri 6epe ygacth pepMeHT KapOoKcuMeTUneHOyTeHonina3a. Takoxk y rimporrisi
asuscapTaHy MeIOKCOMIiy Jo a3ujicapTaHy 0epyTh y4acTh IIJla3MaTH4Hi ecTepasu.

Abcopbuis. Buxogsum 3 KOHIIEHTPAIliN a3ujIcCapTaHy y IIJIa3Mi KPOBi, po3paxyHKOBa
abcosoTHa IepopanbHa 0i0gOCTYITHICTh a3ujicapTaHy MegOKCOMiNly CTAHOBUTh
npubmau3Ho 60 %. [licna mepopanbHOTO IPUKUOMY a3ujicapTaHy MegOKCOMIiITy
MaKCHMaJibHa KOHIIeHTpallisg a3ujicapTaHy y mjaa3mi (Cmax) mocsaraeTbcsa yepe3 1,5-3
roguHu (OuB. po31in «Criocib 3acTocyBaHHS Ta OO3U»). [2Ka He BIIJIMBA€E Ha
0iomOCTYIHICTh a3ujicapTaHy.

Po3noodin. O6’eM po3mnofiny a3uiicapTaHy CTaHOBUTHL IPUOIKU3HO 16 mmiTpiB.
AsuncapTal iHTeHCUBHO (>99 %) 3B’s13y€ThCs 3 OiTKaMu IIJ1a3MU, IIepPeBaXHO 3
CUPOBATKOBUM anbOyMiHOM. 3B’sI3yBaHHSA 3 OiIKaMU MJla3MU He 3MIiHIOETHCS Y
Oiamma3oHi KOHIIEHTpallii, 3HaYHO BUILKMX 3a Ti, IKUX OOCATAIOTh IIPU 3aCTOCYBaHHI
PEKOMEHOOBaHUX 03.

BiompaHcpopmauisn. MetabonidyHe po3IIeIJIEHHS a3uIcapTaHy IIPU3BOOUTDH A0
YTBOPEHHS IBOX OCHOBHUX MeTabo0siTiB. OCHOBHUI MeTabOoJIiT y I1a3Mi YTBOPIOETHCS



nisxoM O-gearnkKinioBaHHS, BiH IT03HAYa€EThCA sIK MeTabomit M-II. [IpyropssgHuit
MeTalboJIiT, IKUM YTBOPIOETHCS Yy Pe3yIbTaTi IeKapOOKCUIIIOBAHHS, IT03HAYAETHCS SIK
MeTabomiT M-I. PiBHi cuCcTeMHOI eKCIT03HUIlil OCHOBHOTO Ta APYTOPSAHOT0 MeTaboITiTiB
y TIOOWHYU cTaHOBUJIM pubnusHo 50 % Ta MeHI HixK 1 % Bifg piBHSA eKCIO3ulil
asusicapTany BianmosigHOo. M-I Ta M-Il He YMHATL TOOATKOBOTO BIIJIUBY Ha
dbapmakooriuny fito a3uncapTaHy MegokcoMminy. MeTaboi3M a3uncapTaHy
repeBaxkHO BigOyBaeThCs 3a paxyHOK ¢pepmeHTy CYP2CO9.

BuseoOeHHA. Ilicnst mepopalbHOr0 IPUNOMY a3ujicapTaHy MeJOKCOMIiTy, Mi4eHOr 0O
pagioaKTUBHUM i30TOIIOM 14C, mpu613H0 55 % pamioaKTUBHOCTI BUBOOUIIOCS 3
opraHi3my 3 KaJioM Ta npubau3Ho 42 % - i3 ceveto. [Ipubnuzno 15 % npemnaparty
BUBOOMIIOCH i3 cedero y BUTTISAAlI HE3MIHEHOT 0 a3ujicapTaHy. Ilepiog HamiBBUBEOEHHS
a3uIcapTaHy i3 IJIa3MM KPOBi CTAaHOBUTHL OIM3bKO 11 roguH, a HUPKOBUM KITipeHC
nopiBHIO€ pubnu3Ho 2,3 MJI/XB. PiBHOBaXXHa KOHIIEHTPAllisl a3ujcapTaHy
PO3BUBAETLCS Y MexKax b [HIiB, Ta mif 4yac 6araToOKpaTHOTO NIPUMOMY Iperapary y
pexXuMi OOuH pa3 Ha JeHb aKyMYJIAllil ¥ Ijla3Mi He BimOyBa€ThCs.

JIiHiUHIcCMb/HeniHIUHIcMb. Y Oiama30Hi 403 a3ujicapTaHy Megokcominy Big 20 mo 320
MT IIiC/Is ITpuiioMy pa3oBux abo 6araTopa3oBux 403 Oya BCTAaHOBJIEHA 3aJIeKHICTD
€KCIIO3UIlil a3ujcapTaHy Bil MPUUHSITOl JO3H.

XapaKTEepUCTUKHU Y OCOOJIMBUX ITiATrpynax Ialli€eHTiB.

Himu. ®apMaKOKIHETUKY a3ujicapTaHy y HiTeu (BikoM 1o 18 pokiB) He JOCIIiAXKyBaIu.

ITauieHmu nimHb020 8iKY. 3HAYHUX BiAMIHHOCTEN Y (papMaKOKIHETHIIl a3uicapTaHy y
MoJiogux ocib (BikoMm 18-45 pokiB) Ta malliEHTIB JIITHLOTO BiKy (65-85 pOKiB) BUSBIIEHO
He Oyo.

ITopyweHHAa ¢pyHKUIT HUPOK. Y TIAITIEHTIB i3 TEeTrKUMU, IOMIPHUMHU Ta TIXKKUMU
nopymieHHSAMH (QYHKIIil HUPOK 3arajibHa eKCro3ullia a3uncaprany (AUC) 3pocTana Ha
30 %, 25 % Ta 95 % BiAmoBigHO. Y mallieHTIiB i3 TepMiHaAIbHOI HUPKOBOIO
HEeJIOCTATHICTIO Ha [iai3i 3pocTaHHs eKCIOo3ullil He crioctepiranu (+5 %). BooHouac



KJIIHIYHUU OOCBIi 3aCTOCYBaHHSA IIpelnapaTy OJId JIIKyBaHHS MAlli€HTIB i3 TAXKKUMU
mopyIiieHHsIMU GYyHKIII HUPOK ab0 TepMiHaIbHOIO CTAHi€l0 HEJOCTATHOCTI HUPOK
BiZiCyTHi#. A3uncapTaH He BUBOJUTHLCS 3 CUCTEMHOT0 KPOBOOOITy ITpu remopmianisi.

IMopyweHHs GyHKYii nevinku. JlikyBanHs npenapatoM Emap6i™ mamienTis i3 merkum
(knmac A 3a Yanngom-IT'10) abo momipHuM (Kiac B 3a Hantnmom-I1'10) mopyIieHHSIM
dbyHKIIII MeviHKy mpoTsarom He OinbIlle 5 OHIB TPU3BOOMUIIO OO0 HE3HAYHOT0 3POCTAHHS
eKCIo3uilil asuncaprany (3pocrtanus AUC y 1,3-1,6 pa3u). 3acTOCyBaHHS Ipemapary
Emap6i™ pis nikyBaHHS HaI[ieHTIB i3 TAXKUMU IOPYIIEHHAMU QYHKIN] TeYiHKY He
OOCIII>KyBaJIu.

Cmamb. 3Ha4YHUX BiIMIHHOCTEH y (papMaKOKiHETHII a3ujicapTaHy Y YOJIOBiKiB Ta
XKiHOK BUSBJIEHO He Oyno. HeoOxigHiCTh Y KOpEKIIil [o3u 3a/iekKHO Bif CcTaTi mallieHTa
BIICYTHS.

Pacoesa npuHasiescHicmy. 3HaUYHUX BigMiHHOCTEN Y papMaKOKiHETULl a3ujicapTaHy y
0inmMx Ta YOPHOIIKIpUX IAIliEHTIB BUsIBIEeHO He Oyio. HeoOximHicTh y KopeKIiii ;o3u
3aJIe’KHO Bi pacoBOl IPUHAJIEXKHOCTI MMallieHTa BiACyTHS.

IToka3aHHA
JIikyBaHHS eCCeHIliaJIbHOI TinepTeH3ii y mopoCux.
IIporunoka3aHHs
e ITigBHINIEHA YYTIUBICTH M0 aKTUBHOI PeYOBUHU ab0 [0 iHININX KOMIIOHEHTIB
npemnapary.
e BariTHi abo XKiHKHU, SKi NJIaHYIOTh 3aBariTHITH (OUB. pO3Mia «3aCcTOCyBaHHS Y
nepion BariTHOCTI abo rogyBaHHS TPYOOI0»).
e [NamienTaMm i3 ykpoBuM miabetoM abo mopyiueHHsIMHU GyHKIN HUPOK (IIK® < 60

M1/x8/1,73 M%) He 3acTocoByBaTH Enap6i™ 3 mpemnapaTaMu, o MiCTSTh
aJIiCKipeH.

B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHU B3a€EMOIiH

He pekoMeHgoBaHi KoMOiHaIlii.




JIimit. TTig 9yac ogHOYaCHOTO 3aCTOCYBaHHS IIpelapartiB JIiTifo Ta iHrib6iTopiB
AHTi0TEeH3UH-TIepPeTBOPIOI0YOro hpepMmeHTy (AIIP) cnocTepiranu o60poTHE 3POCTAHHS
KOHIIeHTpallil JIiTifo y cupoBaTIili KpoBi Ta 060poTHE 30iIbIIIeHHS ITPOSBiB TOKCUYHOCTI.
3 6;10KaToOpaMu pelenTopiB aHrioTeH3uHYy Il MoXXe cmocTepiraTuCch aHaJIOTiYHUM
edekT. Y 3B’5I3Ky 3 BiICYTHICTIO [OCBily OMHOYACHOTO 3aCTOCYBaHHS a3ujicapTaHy
MEeOOKCOMIIy Ta IIpelapartiB JIiTiI0 TaKe IOEOHAHHS IIpeliapaTiB He peKOMEHOOBaHe.
3a HeoOXimHOCTi OIHOYACHOT' 0 3aCTOCYBaHHS IIUX IIpelapaTiB peKOMeHIOBaHO
peTeNbHO KOHTPOJIIOBATU PiBEHD JIITiI0 Y CUPOBATIIL KPOBI.

KowmobiHalril, sIKi cJj1i 3aCTOCOBYBAaTH 3 00EPEKHICTIO.

HecmepoioHi npomu3anaavHi npenapamu (HII3I1), ekatwouaruu cesieKmugHi
iHeibimopu yukaookcuzeHas3u-2 (LIOI'-2), auemuacaniyuaosy Kucaomy y do3zax >3
2/00by ma HecenexkmueHi HII3II.

[Tpu ogHOYacHOMY 3acTtocyBaHHi HII3I1 (To6To cenekTuBHUX iHriditopis 110T-2,
HaIMpUKJa[, alleTUJICaTilluIOBOl KUCJIOTH ¥ fo3ax >3 r/go0y Ta HeCeJIeKTUBHUX
HII3II) Ta 6;10KaTOpPiB pelienTopiB aurioreH3uny II moxnuBe mmocnabieHHsS
rimoTeH3uBHOI Oil ocTaHHiXx. KpiM TOro, omHOYacHe 3aCTOCyBaHHS 0JI0KaTOPiB
peuenTtopiB aHrioreH3uny Il Ta HIT3I1 Mmoxe npu3sBecTu OO0 3pOCTaHHS PU3UKIB
noripueHHs GyHKIIII HUPOK Ta MiABUIIEHHS PiBHSA KaJlifo y CHUPOBATIli KPoBi. Takum
YHMHOM, Ha IT0YaTKy PEKOMEHIOBaHO JIiKyBaHHSA 3abe3euyBaTy afeKBaTHY rigpaTalliio
MalfieHTa Ta KOHTPOJIb QYHKITil HUPOK.

Kanitizbepizaroui cevo2iHHI npenapamu, KaaiuemicHi 0obasKku, 3amMiCHUKU COi 3
8MICMOM Kasito ma iHwWi peyosuHu, AKi 30amHi nidsuuw,y8amu pieeHb Kaaito y Kposei.

Kanii3bepiraioudi ceyoriiHi npemapaTH, KaliiBMicHI mo0aBKH, 3aMiCHUKHU COJIi 3
BMICTOM KaJIilo Ta iHIIi IpenapaTy (Hallpukiag, reapuH) Ipyu OOHOYaCHOMY
3aCTOCyBaHHI MOXKYTh MiIBUIIIyBaTH PiBEHb Kajlifo y KPOBi. 3a HEOOXiAHOCTI CJIif
KOHTPOJIIOBATU PiBEHBb KaJlito y CUPOBATIIi KPOBi.

Ilo0amkoea iHppopmauis.

aHi KITiHIYHUX OOCHigXKeHb ITOKa3aJliy, 1110 MoABifiHa OJI0KaJla pPeHiH-aHTiOTeH3UH-
anbpoctepoHoBoi cuctemu (PAAC) npu cymicHOMY 3acToCcyBaHHI iHTi6iTOpiB ATID,
06JI0KaTOpiB pelenTopiB aHrioTeH3uHy Il abo asnicKipeHy, MiABUIILYE PU3UK PO3BUTKY



rinoTeHasil, rinepkaiiemil, IOTipHIeHHS (QYHKII HUPOK (y TOMY YHCJIIi TOCTPOl HUPKOBOI
HeJOCTATHOCTIi) MOPiBHSHO 3 MOHOTEpPAaMNi€o aKkTUBHUM areHToM PAAC (guB. po3minu
«I[TpoTunokasanHsa» Ta «OcoOIMBOCTi 3aCTOCYyBaHHS»).

Y mocnimKeHHSIX IIPU 3aCTOCYBaHHi a3ujicapTaHy MeoKCcoMiny abo a3uicapTaHy y
KoMOiHaIlil 3 aMJIOOUIIiHOM, aHTAUOHUMH ITpeIlapaTaMu, XJIOPTaJIimOHOM,
OUTOKCUHOM, (QIIYKOHA30JI0M, TJTi0ypHuaoM, KETOKOHA30JI0M, MeT¢GOPMiHOM Ta
BapdapuHOM He Oy/I0 3apeeCTPOBAHO KITIHIYHO 3HAYYIIUX B3AEMOIiN TiKapChKUX
pemnaparis.

AsuncapTaH MemOKCOMIiI MIBUAKO TiApPOJIi3yETHCSA eCcTepa3aMy y TPaBHOMY TPakKTi
Ta/abo mig yac abcopOilii ;o aKTUBHOI peYOBUHY a3ujicapTaHny. [loCIigKeHHs in vitro
BKa3yIOTh Ha MaJjly UMOBIpHICTh B3a€MO[ili, OCHOBaHUX Ha IIPUTHIYEHHIi ecTepas.

Oco006/1MBOCTi 3aCTOCYBaHHSA

AxmueosaHa PAAC. Y nali€eHTiB, CyOIMHHUU TOHYC Ta (QYHKIIiS HUPOK SIKUX 3ajiekKaTh
nepeBaxHO Bifl akTUBHOCTI PAAC (Hanpukiiaf, y HallieHTiB i3 3aCTIMHOIO CEPLEBOIO
HEeOOoCTaTHICTIO, TSKKOI0 HUPKOBOIO HEIOCTATHICTIO a0 CTeHO30M HUPKOBOI apTepii),
JIIKyBaHHS ITpellapaTaMu, siKi BonuBaioTh Ha PAAC (Hanmpuknajm, inriditopamu AIT® Ta
OJI0KaTOpaMu pelenTopiB aHrioTeH3uHy 1), moB’si3yBanu 3 BUHUKHEHHSIM I'OCTPO1
rinmoTeHsii, a3oTeMil, omirypii abo, y piaKicHUX BUIIagKaX, TOCTPOl HUPKOBOI
HemocTaTHOCTi. HeMOXK/IMBO BUK/IIOUUTY BUHUKHEHHS NOOIOHUX SBUII IIif 9ac
BUKODPHUCTaHHS 3aCTOCYBaHHsA Ipernapaty Emap6i™.

Crnip 3 o6epexHicTio 3acTocoByBat Enap6i™ ma nikyBaHHs mallieHTiB i3
rinnepTeH3i€lo Ta TSIXKUMU ITOPYIIeHHIMHU (QYyHKITI HUPOK, 3aCTiHOIO CEPIIEBOIO
HeIOocTaTHICTI0O abo CTEHO30M HHUPKOBOI apTepil, OCKIJIbKY HOCBi[l 3aCTOCYBaHHSA
npenapary OJisd JIiIKyBaHHS TaKUX IAlll€HTIB BiACYTHIN (OUB. pO3ainu
«®apmakokiHeTuKa» Ta «Crocid 3acToCyBaHHS Ta MO3U»).

IlyXe cujibHe 3HUXKEHHS apTepilalbHOTO TUCKY y Alli€eHTiB 3 IIIIeMi4yHO0
KappaiomioraTieio abo MOPYIIeHHSIMY MO3KOBOTO KPOBOODITY iIlIeMiYHOT0 XapaKTepy
MOJKe IPU3BECTU 00 iHpapKTy MioKapaa abo A0 iHCYTIbTY.



IToodsitiHa 610kada PAAC. CymicHe 3acTocyBaHHs iHTi6iTOpiB ATI®, 6G/10KaTOPiB
periennTopiB anrioren3uny Il abo amickipeHy migBuUIlye PU3UK PO3BUTKY TillOTEH3II,
rinmepkasieMil Ta nmoripueHHs QyHKIIl HUPOK (Y TOMY YHKCJIi TOCTPOl HUPKOBOI1
HemocTaTHOCTi). Tomy noasitina 61okaga PAAC BHaCIimOK CyMiCHOTO 3aCTOCYyBaHHS
inrioiTopiB AI1®, 61okKaTOpiB pellenTopiB aHrioreH3uHy Il abo amickipeHy He
PEeKOMeHOy€eThCs (OuB. po3ninu «®apMakKonouHaMika» Ta «B3aeMofisa 3 iHIINMU
JIiIKapChbKUMHU 3aco0aMM Ta iHIIi BUOU B3aEMOi»). Y pa3i HeoOximHOCTI Teparril
MMOABiMHOIO GJI0KAA010, 1i C/Iil MPOBOAUTH ITiJl PETEIbHUM HATJISIIOM JIiKaps Ta
KOHTpoOJieM QYHKII1 HUPOK, PiBHIB €JIeKTPOJIiTiB Ta apTepialbHOr0 TUCKY. ITallieHTam
i3 miabeTu4YHOIO HedpoIaTi€lo He CIIig 3acTocoByBaTH iHTiOiTOpu AITI® pa3oM i3
OJi0KaTOpaMu pPelenTopiB aHTioTeH3uHy II.

TpaHcnaaHmauisa HUpokK. JloTenep [OCBiI 3acTocyBaHHs npenaparty Enap6i™ mna
JIIKyBaHHS MAlll€HTIB, Kl HEILI0JaBHO IIepeHeC/IM TPaHCIJIaHTallil0 HUPKHU, BiCyTHIN.

IMopyweHHs ¢yHKuii neyvinku. 3acTocyBanHsa Emap6i™ mns nmikyBaHHS maifieHTIB i3
TSKKUMU NOPYLIEHHAMHU (QYHKIII IeYiHKKA He OOCIigXKyBalu, TOMYy lied ITperaparT He
PEKOMEHO0BaHO IIpU3HavaTH IallieHTaM Ili€l rpynu (OUB. PO3Tin
«®apmakokiHeTuka» Ta «Crocib 3acToCyBaHHS Ta MO3U»).

I'inomeH3isa y nauieHmies i3 degiuumom uupKya004020 06°emy ma/abo coab08uUM
BUCHadCeHHsAM. Y TIAlliEHTIB i3 BUpaxXeHUM OedilluToOM IMPKYI04oro o6’emy Ta/abo
COTbOBUM BUCHAXKEHHSM (HaIpUKJIaf, MallieHTiB 3 miapeeto, 6/1t0BaHHSIM abo y
MAalli€HTiB, IKi OTPUMYIOTh BEJIMKi J03U CEUOTiHHUX IIpenapariB) Hicjig Io4aTKy
nikyBaHHS npenapatoM Emap6i™ moxke BUHMKaTH CHMIITOMaTH4HA TinoTeHsis. 1o
IMoYaTKy JIiKyBaHHS HeOOXimMHO BXKUTHU 3aXO[iB AJIA KOMIIeHcallil rinoBoeMii abo
PO3MOYMHATH JIIKyBaHH i peTeJIbHUM MeOUYHUM HariaanoM. Takox ciiifg
PO3TJISHYTH MOXKJIUBICTh IPU3HAYEHHS TOYaTKOBOI A03u 20 MT.

ITepsuHHUU 2inepaab0ocmepoHi3mM. Y Halli€HTIB i3 IEPBUHHUM
rinepajabgOCTEPOHI3MOM 3a3BUYal BiACYTHS BiAMOBiAb Ha JIIKyBaHHSI
QHTUTINEPTEeH3UBHUMHU JIiIKapChbKUMU MIpellapaTaMy, MexaHi3M [il SKUX IIoJsATae y
npurHivenHi PAAC. TakuM ynHOM, 3acTocyBaHHs Enap6i™ Takum mamieatam He
PEKOMEHI0OBaHe.



I'inepkaniemisa. Buxogssuu 3 0OCBiOy 3aCTOCYBaHHS IHIINUX JIIKAPCHKUX IIpernaparis, 110
BILIMBaOThL Ha PAAC, ogHOYacHe 3aCcToCyBaHHs mpemnapaty Emap6i™ cymicho 3
Kain30epiralounMy CE€YOTiHHUMMU IIpenapaTaMiu, KaJliiBMiCHUMY JoOaBKaMH,
3aMiCHMKAMM COJIi 3 BMIiCTOM KaJlifo abo iHIIMMH MeIUYHUMU IpenapaTaMu, sSKi
30aTHI MigBUINYyBaTU PiBHS KaJlilo y KPOBi (HallpuKJial, relapuH), MOXKe IIPU3BOOUTHU
OO MiABUILIEHHS PiBHIB KaJlil0 y KPOBIi Malli€HTIB i3 rinepToHi€ (OUB. PO3Oi
«B3aemogis 3 iHIMMMMM TiKapChbKUMHU 3acoO0aMu Ta iHIIN BUOU B3a€MOMii»). Y mallieHTiB
JIITHBOTO BiKY, MAIi€HTIiB 3 HUPKOBOIO HEIOCTATHICTIO, IallieHTiB 3 miabeToM Ta/abo
MallieHTiB 3 iHIIUMU CYIIYTHIMU 3aXBOPIOBaHHSIMU PU3UK Tinepraniemil (1o Moxe OyTu
JIeTaJIbHOIO) 3pOoCcTa€E. 3a HeOOXiMHOCTI CIIil KOHTPOJIIOBATH PiBeHb KaJliio.

CmeHo3 aopmasbHO20 Ma MimpasavHO20 KaanaHie, obcmpykmueHa 2inepmpogiuHa
Kapoiomionamisa. JIikyBaHHS IIaIliEHTIB 3i CTEHO30M aopTaJIbHOTO ab0 MiTpaJIbHOTO
KJlamlaHa 4Y¥ 3 TinepTpodiuHo0 0OCTPYKTUBHOIO KapaioMiomnaTiero noTpedye ocoOmuBoi
00epexRkHOCTI.

JIimit. $Ik i gyis iHmmx 6JI0KaTopiB perenTtopis anriorensuny I, Emap6i™ ne
PEKOMEHI0BAHO IIPHU3HaYaTH OOHOYACHO 3 IIperapaTaMu JIiTiio (QUB. PO3in
«B3aeMopmist 3 iHmIMMU JTiKapChbKUMH 3acoO0aMu Ta iHIII BUOW B3aEMOII»).

3maTHiICTHh BIUTMBATH HA HNIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

A3uncapTaH MemOKCOMil He YMHUTL a00 MOXKe YMHUTU He3HAUYHUH BIIJIUB Ha
IIBUOKICTh peakxliii M 4yac KepyBaHHSI aBTOTPAHCIIOPTOM abo poOoTi 3 iHIIUMHU
MexaHizMamu. [IpoTe HEOOXigHO 3HATH IPO MOXKJIMBE BUHUKHEHHS 3allaMOPOYEeHHSs
ab0 CTOMIIIOBAHOCTI.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 rogmyBaHHsI IPyaaio

Baeimuicmy. JlikapchbKuii 3acib He Cilif 3aCTOCOBYBaTU BariTHUM abo0 XKiHKaM, SKi
IIJIaHYIOTh 3aBariTHITU. fKINO i1 Yac JIIKyBaHHS IIpernapaToM HiATBEPOKYETHC
BariTHICTh, MOTO 3aCTOCyBaHHS HEOOXiIHO HEralHO IMIPUNUHUTH i 3aMiHUTH iHIIIUM
JIiIKapChKUM 3aco00M, TO3BOJIEHUM [0 3aCTOCYBaHHS Yy BariTHUX.

IlaHi 11ogo 3acTOCyBaHHS a3ujicapTaHy MeqOKCOMIly BariTHUM JKiHKaM BiCyTHI.
IHocrigKeHHsA Ha TBapUHAaX BUSBUJIA PEIIPONYKTUBHY TOKCUYHICTD.



EmimemionoriuHi gaHi He cBim4aTh IPO PU3UK TEPATOT€HHOCTI BHACIIIOOK €KCIIO3UIIil
inridiTopiB AII® nmpoTsiroM I TpuMecTpPy BariTHOCTi, OMHAK He3Ha4YHe 30iIbIIeHHS
PU3UKY HEe MOXKHAa BUKJIIOUUTHU. Y 3B’A3KY 3 BiICYTHICTIO KOHTPOJILOBAHUX
eIigeMioIoTiYHMX JaHUX IIOA0 PU3HUKY, IIOB s13aHOTO0 3 OJI0KaTOpaMHu PeLEeNTOPiB
aHriotreH3uHy II, He MOXKHa BUKJIIOUUTHU 1leld PU3UK [OJIS IpernapaTiB JaHOTO Kiacy. Y
pasi, SKIIIo TpuBaJja Tepalis 6Jl0KaTopaMU pellenTopiB aHrioTeH3uny Il He €
000B’sI3KOBOIO0, ITAIliEHTKAM, SIKi IIJIaHYIOTh BariTHICTh, CIIif IepeuTH Ha
aJIbTepHATUBHY aHTUTINIEPTEH3UBHY Teparliio, 10 Ma€ OiNbII mocaigKeHu Ipodinb
Oe3reKu [Ji 3aCTOCYBaHHS BariTHUM.

Tepamiss 61okaTopaMu penenTopiB anrioren3uny II y xkinok y II Ta III TpumMecTpax
BariTHOCTI MOXKe ITPU3BECTH 00 (PETOTOKCUYHOCTI (3HNKEHHS HUPKOBO1 (PYHKIII],
OJIirorimipaMHiOHY, 3aTPUMKH OCH(iKallil KICTOK Yepella) Ta HeOHATaIbHOI
TOKCUYHOCTi (HUPKOBOI HEIOCTATHOCTI, apTepiaibHOI rirmoTeH3sii, rimepkamiemii).

[Tpu HeoOXximHOCTI 3acTOoCcyBaHHS 0JI0KATOPiB pelienTopiB aurioren3uny II y II
TPUMECTPI BariTHOCTI PEKOMEHIYETHCS IPOBEIEeHHS YIbTPa3ByKOBOI'0 OOCIIiIXKEeHHS
IJIs1 BU3HAUYEeHHS (YHKII1I HUPOK Ta ocu(ikallil KiCTOK 4Yepemna y Ijiofa.

CJ1i peTebHO CIIOCTEepIraTy 3a HEMOBJIATaMU, MaTepl AKUX 3aCTOCOBYBaIn
6JI0KaTOpU pPelLelNToOPiB aHTioTeH3UuHY I, Ha mpegMeT PO3BUTKY TillOTeH3il (OuB.
po3ninu «IIpoTunoka3aHHs» Ta «OCOOIMBOCTI 3aCTOCYBaHHS»).

ITepiod 200yB8aHHA 2py00t0. A3uncapTaH MeOoOKCOMiI He PeKOMEeHI0BaHO
3aCTOCOBYBaTH y IIE€piof rogyBaHHS I'PYALI0 Y 3B’ I3KY 3 BiICYTHICTIO BiAIIOBIOHUX
maHux. [1ig yac rogyBaHHS rpyanio 6axkaHo po3MoYaTH aJlbTepPHATUBHE JIIKYBaHHS 3
OinbIiI mocmigKeHuUM IpodisieM 6e3neKu, 0COOIUBO Mifg Yac rogyBaHHS
HOBOHAPOKEeHOTr0o abo HeJOHOIIEHOTO HEMOBJISITH.

®epmusavHicmy. [1aHI OO0 BIJIUBY a3ujicapTaHy MeIOKCOMIily Ha PEelIPOLYKTUBHY
(GyHKIIiI0 TIOOWHU BiACyTHIi. 3a pe3yJbTaTaMHt OOKJIiHIYHUX OOCIiOXKEeHb, a3ujicapTaH
He BIIMBaB Ha PENPOOYKTUBHY (PYHKIIIF0O CAaMOK i CaMIIiB IIypiB.



Cnocid 3acTocyBaHHs Ta 03U

Emap6i™ npusHadeHwuii O IepopaJbHOr0 3aCTOCYBaHHS, TabIeTKH MOXKHA
Mpu¥MaTy He3aJleXkHOo Bifg npuiiomMy ixi (ouB. po3min «Ocob6IuBOCTi 3aCTOCYBaHHSI»).

PekoMeHpgoBaHa mmoyaTKOBa o3a cTaHOBUThH 40 Mr 1 pa3 Ha moO0y.

I TmamieHTiB, y SKUX I J03a aJleKBaTHO He KOHTPOJIIOE apTepiaIbHUM TUCK, TO3Y
MO2KHa 30iTbIIUTH OO0 MaKCUMaJIbHOI peKoMeHaoBaHol mo3u 80 Mmr 1 pa3 Ha mo0y.

CTiMKNU aHTUTINIEPTEH3UBHUY €()EeKT JOCATAETHCS MPOTIATOM 2 TUXKHIB JIIKyBaHHS.
MakcuManbHuM e(PeKT HocsaraeThbcs yepes 4 THUXKHI Teparil mpemapaToM.

dxio mif yac MmoHoTeparii npemaparoMm Egap6i™ He BmaeThCs MOCAITH afeKBaTHOTIO
KOHTPOJIIO PiBHSA apTepiaJbHOr0 TUCKY, JOOAaTKOBOI'0 3HMUXKEHHS apTepialbHOTO TUCKY
MOZKHa JOCATTHU 3a PaxXyHOK KOMOiHOBaHOTO JIiKyBaHHS 3 iHITUMU
QHTUTINIEPTEH3UBHUMU 3aco0aMM, Yy TOMY YMCJIi AiypeTuKaMu (HaIpukKiaf,
XJIOPTAJIiIOH i rigpoxiopTia3uf) Ta 6jl0KaTOpaMM KalbIiEBUX KaHAJIiB.

ITauieHmu aimHb020 BiKy (8iKoM 8i0 65 pokig) He MTOTPeOYIOTh KOPEKIIil TOYaTKOBO1
no3u npemnapaty Emap6i™. Ogxak nis maiieHTiB BiKoM Bif 75 POKIB i3 pU3UKOM
BUHUKHEHHS TilIOTEeH3il CIIif PO3TJISHYTH MOXKJIMBICTh 3aCTOCYBaHHS IpenaparTy y mo3i
20 Mr (guB. po3min «®apMaKOKiHETHKA»).

IopyweHnHs ¢yHKyii HUpok. Ciiif 3 06epeXkHICTIO0 3aCTOCOBYBaTH npenapaTt Exap6i™
MalieHTaM 3 apTepiaJbHOIO TiEePTEH3i€I0 Ta TAXKKUMHU MOPYIIEHHAMU (PYHKII1 HUPOK
ab0 TepMiHaIbHOIO CTAAi€I0 HEOOCTAaTHOCTI HUPOK, OCKIIbKU NOCBIZ 3aCTOCYBaHHS
IpernapaTy TaKuUM IallieHTaM BiCyTHiN. A3ujicapTaH He BUBOOUTHCS 3 CUCTEMHOTO
KpoBO0O0Oiry mmpu remopianisi. [TalieHTn 3 1erkowo abo moMipHOI0O HUPKOBOIO
HeOOCTaTHICTIO He IOTPeOyI0Th KOPUTYBAHHS JO3U.



IMopyweHHs GyHKYii neviHku. JJOCIIiIXKEeHHS IIOA0 3aCTOCYBaHHs npenapary Enap6i™
MnalieHTaM 3 TAXKKUMU MOPYIIeHHAMU QyHKIIIl Ne4YiHKU He TPOBOOUINUCEH, TOMY
IpernapaT He peKOMEeHOy€EThCSA 3aCTOCOBYBAaTH LIil I'PyIIi AIiE€HTIB.

OCKiIbKHY MOCBif 3acToCyBaHHs npenapaty Egap6i™ maiieHTaMm 3 JIerKuMH Ta
MMOMIpHUMHU MOPYIIeHHSIMU GYHKII] MediHKy 0OMeXKeHHuN, PeKOMEeHI0BaHO PeTeJIbHO
KOHTPOJIIOBATU CTaH TaKUX IAII€HTIB Ta PO3TJISHYTU MOXKJIUBICTh 3aCTOCYBaHHSA
penapary y 1o4aTKoBiu mo3i 20 mr.

Iepiuum sHympiwHbOoCyOUHHO20 06’emy. TlalieHTaM 3 MOXKITUBUM Oe(illuTOM
BHYTPIIIHbOCYOAUHHOTO 00’eMy a00 COTbOBUM BUCHaXKEHHSM (HalpHUKIIaMd, IMallieHTaM 3
OfoBaHHSAM, miape€to abo mailieHTaM, siKi OTPUMYIOTh BEJTUKI T03U [iypEeTHUKIB)
npemnapaTt Egap6i™ npu3sHavaloTh mif peTelbHUM KOHTPOJIEeM JliKapsi, TaKOXK CIIif
PO3TJITHYTU MOXKJIUBICTE UOT0 3aCTOCYBaHHS y ITOYATKOBIA 0031 20 Mr.

ITauienmu He2poiOHOoI pacu. HeoOXigHOCTI KOPUTYBaHHS 031 HEMAaE, X04a y IIUX
MallieHTIB CIIOCTEPIra€ThCs MEHII BUPaXXKeHe 3HUXKEHHS apTepialbHOT0 TUCKY
MOPIBHSHO 3 MalliEHTaMH, SKi HajexXaTh O0 IHIIUX pac. 3a3BUYal 1ie CTOCYEThCH
iHIMX 6JI0KaTOPiB pelenTopiB auriotreH3uny II ta inriGiTopiB AIT®. s 1miel
IIOMYJISALIl MoXKe 3HagoOUTHCs OUIBIN YacTe MigBUINeHHs No3u npenapaty Enap6i™ Ta
ImperapaTiB CYIyTHHOI Teparii.

OiTu

Be3neka Ta e()eKTUBHICTh 3aCTOCYBaHHSA IpelapaTy AiTAM Ta OigjiTkam (Bikom o 18
POKiB) He BCTaHOBJIEHi. [laHUX 00 3aCTOCYBaHHS IIperapaTy HeMaeE.

Ilepeno3yBaHHA

Cumnmomu. Buxogsa4uu 3 ¢papMaKoOJIOTiYHUX BJIaCTUBOCTEM, MOXKHA OYiKyBaTH, IO
OCHOBHi IPOSIBY IIepeo3yBaHHa OyOyTh MaTH BUTJISIO CUMITOMATUYHOI TinoTeH3ii Ta
3anamMopoueHHs. [1ig yac KOHTPOJIbOBaHUX KJIIHIYHUX OOCIIIAXKEHDb 3a y4acTIO
3[0POBUX JOOPOBOJILIIIB YYaCHUKK OTpUMyBaiu npenapat Emap6i™ y gosax mo 320 mr
1 pa3 Ha goby nmpoTtsaroMm 7 gHiB. Lli ;o3u mobpe repeHoCunuch ydyacCHuKaMu
OOCITIAXKEeHHS.



JlIikysaHHA. Y BUIIagKaxX PO3BUTKY CUMIITOMaTUYHOI TiIOTEH3il C/IiI po3mOoYnHATHA
3aMiCHY Tepalilo Ta KOHTPOJIIOBaTU OCHOBHI MOKa3HUKU XKUTTEOISITIBHOCTI.
A3usicapTaH He BUOAISETHCS 3a OOIIOMOI0OI0 reMofiaisy.

IToOiuni peakmii

Heb6axaHi epeKTH 3a 4aCTOTOI BUHUKHEHHS KJIaCU()iKyIOTh 3a TAaKUMHU KaTeTropisiMu:
nyxke 4acto (= 1/10), gacto (> 1/100 i < 1/10), HewacTo (> 1/1000 i < 1/100), pizko (
> 1/100001i < 1/1000), oyxe pigko (< 1/10000), BKIO4Ya04u MOOOUHOKI BUIIaOKU. Y
KOXKHOMY CUCTEMHO-OPTaHHOMY KJjlaci mobOiuHi peakilil 3a3Ha4YeHi y TOPSOKY
3HMKEHHS 1X KJIiHIYHOTO 3HaUYeHHS.

3 60Ky Hepsosoi cucmemu.

YacTo: 3arraMOpOY€EeHHS.

3 60Ky cyOuHHOI cucmemu.

HeuacTo: rinoTeHn3ig.

3 60Ky mpasHo20 mpaxkmy.
YacTo: miapes.

HeuacTo: HygoTa.

3 60Ky wKipu ma niowKipHUX MKAHUH.
HeuacTo: BucumnmaHHs, cBepOixK.

Pinko: aHTiOHEeBPOTUYHUM HaAOPSIK.

3 60Ky Kicmkog0-M’ 5130801 cucmemu ma CcnoAy4Hoi MKAHUHU.

HeuacTo: crtazmMu M’s13iB.



3azanvHi NOpYWeHHA.

HeuacTo: cToMII0BaHiCcTh, nepudepuydHi HaOPSIKH.

JlabopamopHi 00CAiOHCEeHHS.
YacTo: nmigBuiieHHs piBHSA KpeaTuHPOCPHOKiHa3M B KPOBI.

HeuacTo: migBuIlleHHS PiBHA KpeaTHWHIHY B KPOBi, MiABUIIEHHS PiBHSA CE4Y0OBOI KMCJIOTH
B KPOBI/ rinepypukeMis.

Onuc oKpeMux HeOa>KaHUX PeaKIil.

ITig yac cyMicHOro 3acToCyBaHHs npemnapaTy Emap6i™ Tta xmopranigony dacTtora
niosuuw,eHHsA piBHA KpeamuHiHYy 8 Kpo8i ma 2inomeH3ii 3pocTajia Bifl He4acTol 0
4acCTol.

ITig yac cyMmicHOro 3acTocyBaHHs npemnapaty Emap6i™ ta ammopgumniny yacrora
PO3BUTKY nepudgepiliHux Habpsikie 3pocTala Big HeYacTol 4o YacToi, ane Oya
HUKYO0I0, HiXK XapaKTepHa IOJIsi aMJIOOUIIiHY Y MOHOTeparrii.

JIabopaToOpPHi JOCTimKEeHHS.

PiseHb KpeamuHiHy y cupogamu,i kposi. Y paHmoMi3oBaHUX I11a1ie00-KOHTPOJIbOBAHUX
OOCHIAKEeHHSIX MOHOTepaIlil IpernapaToM 4aCcTOTa IIiOBUIIEHHS PiBHSA KpeaTUHIHY
CHPOBATKH IIiC/Is JiKyBaHHs npenapaTtoM Emap6i™ He BimpisHsmacs Bif 4acTOTH y
rpymi miane6o. OgHoOYacHe 3acTOCyBaHHs npenapaty Egqap6i™ Tta cedorinHux
IpenapariB, HallpUKJIa[, XJIOPTalifoHy, TPU3BOAUIIO A0 OilbIl BUCOKOI YaCTOTH
MiOBUILlEHHS PiBHS KpeaTuHiHy. lle criocTepeXXeHHs y3roOXy€eThCsa 3 BIIOMUMU
dbakTamu gy iHIIMX 6710KATOPiB pelenTopiB anrioren3uny Il Ta inriditopis AII®.

TTigBUINeHHs PiBHS KpeaTHHIHY IIifl 4ac CyMiCHOTO 3aCTOCyBaHHs npenapaty Egap6i™
Ta CEYOTiHHUX IpenapariB Oyi0 moB’sg3aHe 3 OibIll BUPaKeHUM 3HUKEHHSIM
apTepiaJbHOr0 TUCKY MOPIBHSAHO i3 3aCTOCYBaHHSAM OJHOTO 3 IIUX ITpernapariB.
BinburicTek enizoniB migBuUllleHHS PiBHS KpeaTUHiIHY HOCUIU TUMYaCOBUM XapakTep abo
He IporpecyBajid Ipu IIPOAOBXKEHHI JIiIKyBaHHSA. [Iiciiga NpUNIUHEHH JIIKYBaHHSA PiBEHb



KpeaTuHiHy y OifIbIIIOCTI BUIIQAKiB IPUXOOUB IO HOPMaJIbHUX a00 MalixkKe HOpMaJIbHUX
3Ha4YeHb CaMOCTIUHO.

Ceyosa kucaoma. Tlpu 3actocyBanHi npenaparty Enap6i™ cmocrepiramocs HeBenuke
CepenHeE IiOBUIIEeHHS PiBHS C€Y0BOl KUCJIOTU ¥ CUPOBATIIi KPOBi MOPiBHAHO 3 Iy1amebo
(10,8 mxmonp/n1 ipoTu 4,3 MKMOJIB/TI).

I'emo2106iH ma cemamokpum. Y mnaneb0-KOHTPOJILOBAHUX MOCITiIXKEeHHIX
MOHOTepaIlil TpenapaToM CIOCTepirasocs HeBeJIMKe 3HUXKEHHS PiBHSA reMoriaobiHy Ta
reMaToKpuTy (mpubnusxo 3 r/n Ta 1 06’eMHUM BiICOTOK BiAmoBigHo). Lleit edpekT
TaKOK CIIOCTepiraju miJ 4ac 3aCTOCyBaHHS iHmMUX iHribiTopiB PAAC.

TepMiH NpUIAaTHOCTI
3 POKH.
YMoBHu 30epiranus

He noTpebye ocobnuBux ymMoB 30epiranHs. 30epiratu B OpUriHaabHiM YIIaKOBIIi.
30epiratu y HeQOCTYIIHOMY [JIsl AiTeW MicCIii!

YnakoBka

[To 14 tabneTok y GmicTtepi. ITo 1 abo 2, ab6o 4 GiicTepu y KapTOHHIM KOPOOIIi.
KaTeropis Bignycky

3a peLienTomMm.

BupooHHK

Takena Ipnaugia JIth, Ipnasgis/Takeda Ireland Ltd, Ireland.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta HOro agpeca MiCIisi IPOBaaKeHHSI
IJistIbHOCTI

bpeit bisuec ITapk, Kinpyagepi, Ko. Yiknoy, Ipnargiss/Bray Business Park, Kilruddery,
Co. Wicklow, Ireland.

[Ixepeso iHCTPYyKIIil



[HCTPYKIIiio JTiKapChKOro 3aco0y B3siTO 3 oQilifiHOTOo mxkepesa — [lepKaBHOTO PEECTPY

JIiKapChKUX 3ac00iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

