IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIopicTa®

(Lorista®)

CKn1ao:
Oitoua pevosuHa: losartan;

1 TabneTka, BKpUTa IIiBKOBOIO 000I0HKOI0, MicTuTh 12,5 Mr a6o 25 mr, abo 50 mr, a6o 100 mr
JI03apTaHy KaJli;

OONOMINMCHI PEUOBUHU: 11e/TaKT03a (MICTHUTH JIAKTO3H MOHOTIIPAT Ta 1IeJII0JI03y MOPOIIKOIONi0HY),
KPOXMaJlb KyKypyO3sHUH, KPOXMaJib IpeXelaTUHI30BaHUY, LIe/IH0J103a MIKpOKPUCTaliYHa, KPEMHI0
miokcup KonoigHui 6e3BOHUIM, MarHilo cTeapaT, TiTpoMeo3a, TalbK, MPOIiNeHT TiK0Ib, TUTAHY
miokcup (E 171), 6apauK xiHoninoBui xoBtuil (E 104) - mume gns Tabnetok mo 12,5 mr Ta 25 Mmr.

JIikapcbka ¢popma. TabmeTKy, BKPUTI MTiIBKOBOIO 000I0HKOIO.
OcHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:
TabneTku mo 12,5 Mr: KO0BTi OBajIbHi, [eIl0 ABOOMYKIIi TabIeTKH, BKPUTI MJTiBKOBOIO 060JI0HKOIO;

TabneTKHU M0 25 MT: KOBTi, OBaJIbHi, [eIl0 ABOOIYKII TaOIeTKH, BKPUTI MTiBKOBOIO 060I0HKOIO, 3
PHUCKOIO0 3 OTHOT'0 OOKY;

tabneTky mo 50 Mr: Oini, KpyTJIi, felo ABOOMYKJIi TaOIeTKX, BKPUTI IJTiIBKOBOIO 000JIOHKOIO, 3i
CKOILEHUMHY KPasMU Ta PUCKOI0 3 OMHOTO OOKY;

tabnetku mo 100 mr: 6irmi, oBabHi, [eIno ABOOMYKII TaOIeTKH, BKPUTI MITiBKOBOIO 060I0HKOIO.

dapMmakoTepaneBTHYHA rpyna. 3acobu, 110 OiloTh Ha peHiH-aHTiOTeH3WHOBY cucTeMy. IIpocTi
IIpeliapaTy aHTaroHicTiB penenrtopis adrioten3uny II. Kog ATX C09C AO01.

Papmakono2iuHi e1acmueocmi.
®apmakoduHamika.

Jlo3apTaH - Ile CHHTeTUYHUY aHTaroOHICT pelenTopiB anrioteHsuny I (tuny AT,) ns mepopanbHOTO
3acTocyBaHHSA. AHTiOTeH3uH II - OTyKHUY Ba30KOHCTPUKTOP - € aKTUBHUM I'OPMOHOM PEHiH-
aHTiOTEH3WHOBOI CUCTEMU Ta OOHUM 3 HallBaXKIUBIMMX (akTopiB maTodiziosnorii apTepiaabHOl



rineprensil. Auriotens3uH Il 38’3yeThca 3 pellenTopoM AT,, IKUl MiCTATHCS y 0araThox TKaHMHAX
(HanpuKnap y TmafKvx M'si3aX CyOuH, HaJHUPKOBUX 3aJ103aX, HUPKaXx i ceplli), BU3Ha4aluu HU3KY
BaxXKIUBUX 0iooTiyHUX e(eKTiB, y TOMY YHCIIi Ba30KOHCTPHUKILIIO i 3BiTbHEHHS albIOCTEPOHY.
Anrioten3uH Il TakoXk CTUMYJIIOE Ipoidepalito KIiTUH TTTafKuX M’ g3iB.

Jlo3apTaH CeneKTUBHO 3B'A3yeThCs 3 penentopoM AT,. B ymoBax in vitro Ta in vivo n1o3apTaH Ta “oro
dbapMakosIoTiyHO aKTUBHUM MeTaboMiT - KapOokcunbHa KucioTta (E-3174) - 610KyI0Th yci
¢izionoriuno Baromi BIuBU aHTioTeH3UHY I He3anexkHO Bif mKepesa abo MIIIXy CUHTE3Y.

Jlo3apTaH He 3B’SI3YETHCA 1 He OI0KYe iHII pelenTopu TOPMOHIB a00 i0OHHI KaHamu, BaXKIUBI OIS
CepIeBO-CyANHHOI perynsiiil. Jlozaptan He npurHiyye AII® (kiHagy II) - bepMeHT, IKul CIpUse
po3mnany 6pafukiHiHy. BHaACimOK 11b0T0 He BinOyBa€ThCS MOCUNIEHHS HebaxkaHuXx eeKTiB,
orocepenkoBaHux OpapukininoMm. ITif yac 3acTocyBaHHS J103apTaHy YCYHEHHS HeraTUBHOI 000POTHOL
peaxtil anrioteH3uny Il Ha cekpenio peHiHy IPU3BOOUTH OO0 MiABUIIEHHS aKTUBHOCTI PEHIHY Y
nna3Mi Kposi (APII). Take migsumerHa APIT npu3BoOUTh OO0 3pOCTaHHS KOHIIEHTpAllil aHTiI0TEeH3UHY
II y mma3mi kpoBi. Xoya BigOyBaeThCsl TaKe 3POCTAHHS, aHTUTiEePTEeH3UBHA aKTUBHICTE i cympecis
KOHIIEeHTPaIlil aJlbHOCTEePOHY y IJla3Mi KpoBi 30epiraioThcs, 110 CBiqYUTh PO edeKTUBHY OJI0Kady
petneniTopiB aHrioten3uny II. [Ticig BigMIHKM JIiKyBaHHS JI03apTaHOM aKTHBHICTEL PEHIHY y IIa3Mi
KPOBI 1 MOKa3HUKY piBHIB aHrioTeH3uHy Il mpoTsaroM 3 gHIB MOBEPTAIOTHCS OO IOYATKOBUX 3HAUEHb.

4K no3apTaH, Tak i ¥Oro OCHOBHMI MeTabO0iT MalOTh BUINY CIIOPifHEHICTh 3 AT,-peliennTopaMu, HixX 3
AT,-penienitopaMu. AKTUBHUM MeTabomiT y 10-40 pa3iB akKTUBHIIINH, HiXK JT03apTaH.

[locnigKeHHd y NAlli€HTIB 3 apTepiaJbHOI0 TilepTeH3ier

Y KOHTPOJIbOBAHUX KIiHIYHUX MOCTiIXKEHHSIX 3aCTOCYBaHHS 103apTaHy 1 pa3 Ha moby
marfieHTaM 3i c1abKoi0 Ta MOMiPHOIO eCeHINialbHOIO TilepTeH3i€10 03BOIUIIO JOCITTH
CTATUCTUYHO 3HAUYILOr0 3HUXKEHHS CACTOJIIYHOI0 Ta AlaCTOJIIYHOI'0 apTepialbHOTO TUCKY.
BuMiproBaHHS apTepialbHOr0 TUCKY Yepe3 24 TOOUHY IIICNIS IPUMOMY IIpernapaTy IOPiBHIHO
3 BUMIpIOBAHHAM u4epe3 5-6 TOfUH IIiC/IsA IPUUOMY ITOKa3aly, 10 3HUXKEeHHS apTepiaJbHOTOo
THCKY TPUBAE BIPOOOBXK 24 TOOWH; IPUPOIHUN N000BUYM PUTM OyB 30epexkeHul. SHUXKEHHS
apTepianbHOr0 TUCKY HANPUKIHIN iHTepBasly Ho3yBaHHS ctaHoBWIO 70-80 % Bim edexrTy, 1m0
CIIOCTepiraBcs yepes 5-6 rOAuH Micad IpUuuoMy Ipenapary.

[TpunuHeHHS IPUKUOMY JI03apTaHy y allieHTiB 3 apTepiaIbHO TiepTEH3i€0 He IPU3BOAUIIO
[0 PaIliTOBOTO MiABUINIEHHS apTepiaJbHOr0 TUCKY (CUHAPOM BimMinu). He3Baxkawyu Ha
3HaYHe 3HUXEHHS apTepiarbHOro TUCKY, JI03apTaH He YWHUB KIIIHIYHO 3HAYYILIOTO BIJIUBY
Ha 4acCTOTy CepleBUX CKOPOYEHb.

3acToCyBaHHS J103apTaHy € OMHAKOBO e()eKTUBHUM SIK y YOJIOBIKiB, TaK i XKiHOK, Y MOJIOOUX
MaIfieHTiB (< 65 POKiB) i ¥ Malli€HTiB TITHHOTO BiKy 3 apTepialbHOIO TimepTeH3i€Elo.

[TocaioxncenHua LIFE (Losartan Intervention For Endpoint) — gocnigKeHHs BIJIMBY JI03apTaHy Ha
KiHIIEBY TOYKY 3HUXKEHHS TSIKKOCTi apTepianbHOI rinepTeHsii.

Bimomo, 110 iHTEpBeHLiMHE OOCHIAXKEHHS J103apTaHy AJId AOCATHEHHS LiJIbOBOTO 3HUKEHHS
apTepianbHOTO TUCKY IIPU apTepianbHil rineprensil (nocnigxkenHus LIFE) 6yno paHmoMi3oBaHUM,
MOTPIMHO CIIIMUM JOCTIXKEeHHSIM 3 aKTUBHUM KOHTPOoIeM 3 y4acTio 9193 malfieHTiB 3 apTepianbHOI0
rimepTeH3i€io BikoM Bif 55 mo 80 pokiB, sIKi Maju rinepTpodiio JIiBOTro MITyHOYKa 3a pe3y/ibTaTaMu
EKT. ITamieHTiB BUTIaAKOBUM YMHOM PO3IOMIISAIN Ha TPYIH ITiKyBaHHS ab0 y103apTaHoM y mo3i 50 mr
1 pa3 Ha o6y, ab6o ateHononoM y mo3i 50 mMr 1 pa3 Ha mo0y. AKI0 He BOaBaioCs AOCITTH I[iTbOBOTO



nmokasHuka (< 140/90 MM pT. CT.), OO MiKyBaHHS CIEpPIIy AOAaBasy rigpoxnoporiasupg (12,5 mr) i, y
pasi motpebu, mo3y mo3apTany abo aTeHonomy 30inbiryBanu go 100 mMr Ha moby. 3a He0OXigHOCTI,
IofaBaIy iHII aHTUTiEePTEeH3UBHI 3aco0u [y MOCATHEHHS IIiThbOBOTO ITOKa3HUKA apTepiaaTbHOTO
TUCKY, OKPiM iHTiOiTOpiB aHTiOTEH3UHIIEPETBOPIOBaNIbHOTO pepMmeHTy (ATIP), aHTaroHicTiB
anrioteH3uny Il abo 6eTa-6710KaTOPIB.

Cepe[nHs TpUBAJICTh N1EPiOAY MOAAJIBIIOr0 CIIOCTEPEXKEHHS CTaHOBuUIa 4,8 POKy.

OCHOBHUM TTapaMeTpoM eheKTUBHOCTI OyB KOMOiHOBaHMM ITOKA3HUK 3aXBOPIOBAHOCTI CEPIIEBO-
CYOVHHOI CUCTEMH Ta JIETAlIbHOCTI Yepe3 MOpYyIIeHHs poOOTH CepleBO-CyOUHHOL CUCTEMU, IKUN
BHMIipIOBa/IA 3a 3HMUKEHHSIM 3arajbHOi YaCTOTHU JieTaJbHUX HACJIfIKiB Yepe3 ceplieBo-CyANHHI
3axXBOPIOBaHHS, iHCY/IBT Ta iHQapKT MioKapaa. ApTepianbHuil TUCK OyB 3HAYHO HUKYUM IIOPIiBHSHO 3
IIOKa3HUKaMU, OTPUMAHUMU Y OBOX Ipymnax. Y pe3yibTarTi IiKyBaHHS J103apTaHOM PU3UK 3MEHIIUBCS
Ha 13 % (p = 0,021, 95 % posipuut intepsan ([I) 0,77-0,98) nmopiBHSAHO 3 MallieHTaMH, SIKi
OTPUMYBaJIX aTeHO0J. TaKUM YMHOM, OCHOBHUYM KOMOiHOBaHUY KiHIIeBUM pe3ybTaT OyB
HNOCATHYTHUM. el pe3ynbTaT nepeBaxHO HaleXUTh 00 3HUKEHHS KiJTbKOCTI iIHCYJIbTIiB. Y pe3ysbTarTi
JIIKyBaHHS JI03apTaHOM PU3UK IHCYNIbTY 3MEHIIUBCS Ha 25 % IOPIBHAHO 3 JIIKyBaHHIM aTE€HOJI0JIOM
(p = 0,001, 95 % posipuuu inTepsan 0,63-0,89).

Mix rpynaMmu niKyBaHHS He Bil3Haua/oCs 3Ha4YHO! Pi3HUIII YACTOTH JiIeTaJIbHUX HACTIOKIB yepe3
CeplLeBO-CYANHHI 3aXBOPIOBaHHS Ta iH(GapKT MioKappaa.

Paca

Y nocnimxennsax LIFE cepen mallieHTiB HETPOIMHOL pacH, siKi mpuiiManu Jio3apTaH, CIIOCTepiraBcs
OinbIn BUIIMI TOKA3HUK 3aXBOPIOBAHOCTI CEPIIEBO-CYIMHHOI CHCTEMU (BKJII0Yal0o4y iH(papKT MioKapaa
Ta JIETAJIbHICTD), 0COOIMBO iHCY/bTIB, TOPIBHSHO 3 JIIKYBAaHHSM IAlli€HTIB HEI'POITHOI pacH, IIo0
npuiiManu ateHonon. [Ipote pedynbratu gmocnigxeHHs LIFE mopmo cepieBo-CyguHHOI
3aXBOPIOBAHOCTI/CMEPTHOCTI, OTpPXMaHi IIpU 3aCTOCYBaHHI J103apTaHy IOPiBHSIHO 3 aTE€HOJIONIOM, He
CTOCYIOThCS ITAlliEHTiB HETPOITHOI pacu 3 TinmepTeH3ielo Ta rinepTpodieio nMiBoro NUIyHOYKa.

MocaioxceHHss RENAAL

Hocnigxenuss RENAAL (Reduction of Endpoints in NIDDM with the Angiotensin II Receptor
Antagonist Losartan) — KOHTponIbOBaHe KiIiHiYHE AOCHTifXKeHHs 3a y4acTi 1513 nauieHTiB 3
IIyKpoBUM [iabeToM Tumy II, 110 CyNIpOBOMKYETHCS 3aXBOPIOBAaHHAM HUPOK, 3 TinepTeH3ieio abo 6e3
Hel. 751 mallieHT JiKyBaBCS 103apTaHOM.

MeToto gocrnigKeHHs 0yJI0 IPOOeMOHCTPYBaTH IlepeBaru HepoIPOTEKTOPHOI Ail 103apTaHy Haf
3HUKEHHSIM apTepiaTbHOTO THUCKY.

[NamieHTiB 3 MpoTeiHypi€lo i piBHEM KpeaTuHiHy B Kposi 1,3-3,0 Mr/aj BUlagKOBUM YUHOM
PO3MOMiNSNIK Ha TPYNH JiKyBaHHS abo mo3apTanoM y mo3i 50 mr 1 pa3 Ha go0Oy, abo maie6o; B pasi
notpebu, A5 JOCATHEHHS LiJTbOBOTO IIOKa3HUKA apTepiaJbHOTO TUCKY, BUKIIoYasny inribitopu AIIO,
aHTaroHictu aurioren3uny II abo 6eTa-6;10KaTOPH.

B xomi mocmimkeHHs 0y710 3aIIPOITOHOBAHO MiIBUINUTH H03Y Ipemapaty mo 100 Mr B mens; 72 %
TalieHTiB mpuiMany jo3apTaH y mo3i 100 mMr 1 pa3 Ha 100y MPOTSAToM TPHUBAIOro Yacy. IHmi
rinepTeH3uBHi 3aco0u (OiypeTHKH, aHTArOHICTH KaJliio, anbda- Ta OeTa-pelenTopis, a TaK0XK
rinepTeH3uBHi 3aco0u IIeHTPaIbHOI MIiil) 3aCTOCOBYBaIMCA K HOOATKOBE JIIKYBaHHS 3ajI€KHO Bif
HeoOXiTHOCTI AJIsT ABOX TPYII MaIlieHTiB. TpHUBaliCTh MEPiofly CIOCTepekeHHs cTaHOBUIA 4,6 POKY (B
cepenHbOMY 3,4 POKY).



[TepBUHHOIO KiHIIEBOIO TOYKOI HOCTimXKeHHs Oya KoMOiHallis KiHIIeBOI TOYKU — IOOBOEHHS PiBHSA
KpeaTUHIiHYy B CUPOBATIi KPOBi, TepMiHaIbHa CTafisl HUPKOBOI HEJOCTAaTHOCTI (HeoOXimHICTh miami3y
YW TPAHCIUTAHTAllil HUPOK) ab0 CMEPTE.

Y pe3ynbrati NiKyBaHHS 103apTaHoM (327 BUMAAKiB) MOPIiBHSHO 3 TiKyBaHHSM Ij1ane6o
(359 BunapkiB) pu3uk 3MeHuIuBCsA Ha 16,1 % (p = 0,022) y KinbKOCTI NaIi€HTIB, B IKUX OCHOBHUU
KOMOiHOBaHUY KiHIIeBUM pe3ysbTaT O0yB JOCATHYTUH.

I71s HaCTyIIHOI iHOKUBimyanbHOI Y KOMOIHOBAHOI TEePBUHHOI KiHI[EBOI TOUKM pe3yIbTaTU IMOKa3alu
3HUKEHHS PU3UKY Y IPYIIi Nali€HTiB, 110 IpUUMaIu jJo3apTal: 25,3 % 3HUXKEHHS PiBHS KpeaTUHIHY
y cupoBarTiii KpoBi (p = 0,006); 28,6 % 3HUKEHHS piBHSI HHPKOBOI HegocTaTHOCTI (p = 0,009); 21 %
3HUKEHHS PiBHSA KpeaTHHIHY ¥ CHpPOBATILi Ta HUPKOBOI HepocTtaTHOCTI (p = 0,010). Mix rpynamu
NiKyBaHHSA JI03apTaHy He 0yJ10 Bif3HaYeHO 3HAUYIIUX BiIMIHHOCTEM 3a MOKa3HUKOM JIeTabHOCTI.

HocaioxceHHa HEAAL

Hocnigxenuss HEAAL (Heart Failure Endpoint Evaluation of Angiotensin II Antagonist Losartan) —
KOHTPOJIbOBaHe KIIiHiYHe AOoCHiaXKeHHs 3a ydacTi 3834 malieHTiB BikoM Bifg 18 mo 98 pokis i3
cepreBoo HegocTaTHicTIo II-1V Kitacy 3a kiacudikamnieo Heio-Mopkcbkoi acomiarnii kapmiosoris
(NYHA) Ta 3 HEmepeHOCHICTIO iuriditopis ATTI®. [Talli€HTiB BUIIaIKOBIUM YHHOM PO3IMOIIISIN Ha
TPYNH JiKyBaHHS JT03apTaHoM y mo3i 50 Mr 1 pa3 Ha moby abo y no3i 150 Mr Ha ¢oHi TpaguiliiHol
Teparii 6e3 3acTocyBaHHs iHTibiTopiB AILOD.

Cepe[nHs TPUBAIICTh MEPIOAY CIIOCTEPEXKEHHS 3a MallieHTaMU CTaHOBUIA B CepeIHbOMY 4,7 POKY.
[TepBUHHOIO KiHIIEBOIO TOYKOIO JOCITimKeHHs Oyia KoMOiHOBaHa KiHIIeBa TOYKA JI€TABHOCTI Bif
ceplieBoi HeloCTaTHOCTI abo rocrmiTami3allis yepes cepreBy HEIOCTATHICTE.

Y pesynbTarti JIiKyBaHHS 103apTaHOM Yy 0o3i 150 Mr (828 BunmagkiB) MOpPiBHAHO 3 MalliEHTaMM, SKi
OoTpUMYyBau no3apTal y go3i 50 mr (889 Bunagkis), pu3uk 3MmeHmuBcsa Ha 10,1 % (p = 0,027, 95 %
nosipuuii inTepBan 0,82-0,99) y KiIbKOCTI NAIIEHTIB, Y SKUX OCHOBHUY KOMOIHOBAHUH KiHIIEBUH
pe3ynbTaT OyB HOCATHYTHH. Lle pe3ynbTaT IepeBaxkHO 3a7eKUTh Bifl 3MEHIIIeHHS KiTbKOCTi
BUIIQ[IKiB T'OCIIiTasi3allil Mali€eHTiB i3 cepiieBo0 HEJOCTATHICTIO.

Y pesynbTaTi niKyBaHHS J103apTaHOM y [03i 150 MI pU3UK CeplieBOl HEJOCTATHOCTI 3MEHIIINBCS Ha
13,5 % (p = 0,025, 95 % mosipuwuii inTepsan 0,76-0,98) y mopiBHSAHHI 3 NTIKyBaHHS 7103aPTaHOM Y
mo3i 50 mr. Mix rpymamu JiKyBaHHS J103apTaHy He 6yJ10 Big3HaueHO 3HAYYIIUX BigMiHHOCTEH 3a
IIOKa3HUKOM JIETAJIbHOCTI.

Hupkosa HegocTaTHICTh, apTepiaibHa rinoTeH3is, rinepkaiieMis CliocTepiraaucs dacrille y rpymi
MallieHTiB, SKi IpuiiMany jo3apTaHd y Ao3i 150 Mr, HiXK y IallieHTiB, SKi IpUiiManu j103apTaH y 4031
50 mr.

Locnioxncennsa ELITE [ ma ELITE I1

Hocmimxennss ELITE mpoBomumucs mpoTsaroM 48 THKHIB 3a y4aCTIO 722 IAlli€HTIB i3 CePIEeBOI0
HegocTaTHICTIO II-1V knacy 3a knacugikalriero Hrto-Hopkcekoi acomiarii kapaionoris (NYHA). He
Oy710 BUSIBJIEHO Pi3HUIN MiX IMallieHTaMu, SIKi IpuiMau Jio3apTaH, i malieHTamMu, 110 IpuiMau
KaIITOIIPHJI, V CIiBBigHOIIIEHH] IEPBUHHOI KiHIIEBOI TOYKY IOBrOTPUBaINX 3MiH QYHKIIiI HUPOK.

CnocrepexenHs y gocnigxkeHasax ELITE I npo Te, 110 IOPiBHAHO i3 3aCTOCYBaHHIM KaIllTOIPUITY
3aCTOCYBaHHS JI03apTaHy 3HUXKYE PU3UK JIETAIbHOCTI, He MiATBEPAUIIOCS B HACTYIIHUX JOCIIIAXKEHHAX
ELITE II, gk onucaHo HUXYe.



V mocnimxkenni ELITE II mgito no3apTany y mo3i 50 mr 1 pa3 Ha no0Oy (moyaTkoBa mo3a 12,5 mr,
30inbiIeHHs no3u 1o 25 mr, notiM 50 Mr 1 pa3 Ha m00y) mopiBHIOBAIM 3 [i€I0 KANTOIPUIY Y
no3i 50 mr 1 pa3 Ha go0y (moyaTkoBa go3a 12,5 mr, 30inbiIeHHs 0034 10 25 MT, moTiM 50 Mr
3 pa3 Ha f00y). [IepBUHHOIO KiHIIEBOIO TOYKOIO IIHOT'0 IIPOCIIEKTUBHOTO AOCIifIXKeHHS Oyia
JIeTaJIbHICTh Yepe3 Pi3Hi IPUYUHM.

Y mocnipxeHHi 3a ygacTio 3152 namieHTiB i3 cepieBoio HegocTaTHicTio [I-IV Knacy 3a Knacudikaiiero
Hrro-Mopkcbkoi acoriariii kapaionoris (NYHA) 3 mepiogom croctepexeHHs B cepegaboMy 1,5 poky
BU3HAYa/Iu CTYIIHb JIETAJILHOCTI Y pa3i 3aCTOCYyBaHHI JI03apTaHy 1 KanTOIIPUILy.

B o60x KniHiYHUX DOCTigXKeHHAX (HemnalneO00KOHTPOIbOBAHUX) Y MAIiEHTIB i3 ceplieBoio
HEeJOCTaTHICTIO IePEeHOCHICTh JTI03apTaHy OyJa BUIIOI0, HiXK KalTOIPUITY, 1[0 BU3HAYalIoCsd 3HA4YHO
HMXKY0I0 YaCTOTO0 BiIMiHU Teparil yepe3 mobiuHi peakiil.

ITig gac nposenenHs pocnigxens ELITE Il cnocTepiranacs migBullieHa JeTanbHICTh Y HEBEIUKIN
migrpymi mauieHTiB (22 % Bif 3arafibHOI KiTbKOCTI IAITIEHTIB i3 CEPIIeBOI0 HEOCTATHICTIO), SIKi
npuiiManu 6eTa-afpeHo0I0KaTOPH Ha TOYaTKOBOMY PiBHi.

IIodsiliHa 610ka0a peHiH-aHeiomeH3UH-aib0ocmepoHosoi cucmemu (PAAC)

[IBa BenuKux paHOooMi3oBaHUX KOHTPOaboBaHUX gociimkeHHsS ONTARGET (ITotoune MixkKHapomHe
IOCTiIKEeHHS 3aCTOCYBaHHS TeIMicapTaHy sIK MOHOTepalil Ta KoMOiHOBaHOI Teparil 3 paMinpuioMm) i
VA NEPHRON-D ([ocnigxenus: Hedpomnaril mpu giabeTi, 1o mpoBopuiocs genapramentom CIIA y
CIIpaBaxX BeTepaHiB) BUBYAJIM 3aCTOCYBaHHS KoMOiHallii iHridiTopa AII® 3 6710KaTOPOM pelenTopiB
a"riorensuny II.

ONTARGET — pocrnigxeHHs, IpOBefieHe 3 y4acCTIO MallieHTiB i3 ceprieBo-CyTInHHUMU a0o
11epe0pPOoBaCKyISPHUMH 3aXBOPIOBAaHHSIMY B aHaMHe3i ab0 XBOpUX Ha LyKpoBu# miaber II tumy, KU
CyIIPOBO[XKYBaBCS 0O3HaKaMu ypaxeHHs opraHiB-MimeHner. VA NEPHRON-D — pocnigxeHHS,
IIPOBefieHe 3 y4acTIO MAalli€HTiB 3 I[yKpoBuM fiabeToM II Tuny abo giabeTudHO HedpomaTi€ero.

LIi mocmimKeHHS He TTOKa3aly CYTTEBOTO CIPUSATIIMBOTO BILIUBY AJISI HUPOK Ta/ab0 ceprieBo-CyauHHOL
CHCTeMHU i 3MeHIIIEeHHS JIeTaIbHOCTI, V¥ TOU Ke Yac CIOCTepiraBcs MigBUINEHUY PU3UK TilmepKasieMii,
TOCTPOTO0 ypaXkKeHHsSI HUPOK Ta/abo apTepiaibHOI rinoTeH3ii MOpiBHSIHO 3 MOHOTEpAIi€l0. 3 OTJIAAY Ha
aHanoriyHi ()apMaKOOUHaMIYHiI BIaCTUBOCTI, Il pe3ylIbTaTé TaKOXK MOXKYTh CTOCYBATHUCS 1HIIUX
inribiTopiB AII® Ta 610KaTOPiB pelenTopiB aHTrioTeH3uHy II.

Takum umHOM, iHTiOiTOPH AII® i 6710KaTOPH pelenTopiB aHTrioTeH3uHy Il He CIIi 3aCTOCOBYBaTH
OJIHOYACHO IallieHTaM i3 miabeTuYHOI0 HedpomaTi€ero.

Hocnipxenus ALTITUDE (JocnipxenHs anmickipeHny npu mgiabeti II Tumy i3 3acTocyBaHHSIM
KIHIIEBUX TOYOK, II0B’I3aHUX 13 CeplieBO-CyIUHHUMYU Ta HUPKOBUMU 3aXBOPIOBAHHIMU) —
MOCIiIXKEeHHS, TpU3HadeHe [JIs TIePEeBipKU epeBaru fofaBaHHS aliCKipeHy [0 CTaHOAapTHOI
Teparii iHridiTopamu AII® a6o 610KaTopaMu pelenTopiB aurioreH3uny Il y naiieHTiB i3
IIyKpoBuM giabetom II TuMy i XpOHIYHUME 3aXBOPIOBAHHSAMY HUPOK ab0 CeplieBO-CyOUHHOI
cucteMu, abo o6oMa naTosorisimMu. J[ocmigkeHHs 0y/10 IPUIIMHEHO ITepeqyacHo Yepes
MiOBUIIEHUN PU3UK HECIIPUATIUBUX pe3yJibTaTiB. JIeTalbHICTh Yepes3 ceplieBo-CyIUHHI
3aXBOPIOBAHHS Ta iHCYJIbT y TPYIIi anickipeHy Oya BUILOIO, HiXK y I'pyIi miamebo, a
3a3HaveHi Mo6iuHi ABUIIA i ceplio3Hi mobiuHi SBUIla (Timepkaiemis, apTepianbHa rinoTeH3isa
Ta MOPYIIeHHS (PYHKIIil HUPOK) YacTillle CIIOCTepirajucs y rpymi ajicKipeHy, HiX y rpymi
nnauebo.



[inepmotia y dimet

AuTHTinepTeH3uBHUM ehEKT 103apTaHy OyB YCTAHOBIIEHUH y KIIiHIYHOMY [OCITifIKeHHi 3a
y4acTio 177 naui€eHTiB AUTSYOro0 BiKy 3 apTepialbHOIO rinepTeH3i€ro BiKOM Bif 6 70 16 pokis
3 Macoro Tina > 20 KT i MBUAKICTIO KIIy604K0BOi dinbrparnii ~ 30 mi/xs/1,73 M°. [TamieHTy 3
Macoro Tina Big ~ 20 kr mo * 50 Kr oTpuMyBanu 2,5, 25 a6o 50 Mr j103apTaHy IIOTHS, a
HaIfieHTy 3 Macoro Tima ~ 50 Kr orpumysainu 5, 50 a6o 100 Mr no3apTany monHs. Hampukinimi
TPbOX TUKHIB IPUUOM JI03apTaHy 1 pa3 Ha TUXKAEHb 3HUKYBaB apTeplaJlbHUU TUCK 3aJIEKHO
Bifl IO3M.

3arajioMm CIocTepirasaacs 3ajeXHiCTh Bifl [034. 3B'A30K «[03a — peaklisi» CTaB AyXke
OYEBUOHUM Y TPYIIi HU3bKUX 403 IOPIBHSAHO 3 TPYIOI0 CepenHix mo3 (mepiop I: -6,22 MM pT.
cT. mpotu -11,65 MM pT. cT.), ane 6yB mocnabeHUN IpU MOPiBHSAHHI TPy CEpeNHix o3 i3
rpynoo Bucokux o3 (nepiog [: -11,65 mm pt. cT. npotu -12,21 MM pT. cT.). HaiHUXKYi
BHMBYEHi mo3u 2,5 Mr i 5 Mr, 1110 BifI0BigamTh cepenHii mobosiit no3i 0,07 Mr/Kr, He
IT0Ka3anu CcTabilbHOI aHTUTiepPTEeH3UBHOI e(DEeKTUBHOCTI.

Lli pesynpraTtu Oynu migTBepaXKeHi mipg vyac I mepiomy moCHigKeHHS, KOIY Malli€HTiB
PaHIOMi3yBaIy [JIS TPONOBXKEHHS IPHUUOMY 103apTaHy abo manedo micis TphoX TUXKHIB
nikyBaHHS. PisHUIS B MigBUIIEHHI apTepialbHOTO TUCKY MOPiBHSHO 3 T1alebo Oyra
HaKOiNbII0I0 B ITPYIIi cCepeiHboi fo3u (6,70 MM pT. CT. CEpemHbOl 03U MPOTH 5,38 MM PT. CT.
BHCOKOI 1031). [TimBuIieHHsT MiHIMaIbHOTO [iaCTOJIIYHOT0 apTepialbHOI0 TUCKY OYII0
OJHAKOBUM Y TAIEHTIB, SKi OTPUMYBaIH Iialedo, i y TUX XTO MPOOBKYBaB MpUUMaTH
Jl03apTaH y HaWHUXKYii 031 B KOXKHIN I'PYIIi, 10 3HOBY CBIAYUTH IIPO Te, 110 HaWHMXKYa [03a
y KOXKHIil I'PyIli He Majla 3HaYHOT'0 aHTUTINEPTEH3UBHOTO e(PEKTYy.

IlOBrOCTPOKOBUY BIJIMB JI03apTaHy Ha PICT, CTaTeBe [03piBaHHA Ta 3arajJbHUU PO3BUTOK HE
BHBYABCS. [J0BrOCTPOKOBa e(heKTUBHICTh aHTUTINEPTEH3UBHOI TepaIlil 103apTaHoM y
OUTHUHCTBI OO0 3HMKEHHS 3aXBOPIOBAHOCTI Ta CMEPTHOCTI Bifl CEpLeBO-CyIUHHUX
3aXBOPIOBAHb TaKOXK HE BCTAHOBJIEHA.

Y piten 3 rineptensieio (N = 60) i HopmocTeHieio (N = 246) 3 TPOTEIHYPi€IO BIINIUB
JI03apTaHy Ha MPOTEIHYpito OIiHIOBaNIy B 12-TUXKHEBOMY KJIiHIiYHOMY [OCTiIXeHHi 3 m1aie6o
Ta aKTUBHUM KOHTpPOJIeM (amnoautmin). [IpoTeiHypis BU3Ha4Yanacs K CIiBBIIHOLIEHHS
6inok/kpeaTtuHin y cedi = 0,3. [TalienTu 3 rinepreHsieto (BikoM Bif 6 mo 18 pokiB) Oymu
paHOgoMi30BaHi gyig npunoMy no3aprany (n = 30). [lamieHTy 3 HOPMaJIbHUM THCKOM (BiKOM
Big 1 mo 18 pokiB) Oynu paHmoMi3oBaHi st mpuiioMy j103apTany (n = 122) abo mmare6o

(n = 124). Jlo3apTaH npu3HavyaBcs y mo3ax Big 0,7 mr/kr go 1,4 Mr/kr (o MakCcuMaabHOI
no3u 100 mMr/mo6y). AMnogurin 3acTocoByBanu B mo3ax Big 0,05 mr/kr mo 0,2 Mr/Kkr (0o
MaKCHMaJIbHOI 103U 5 MTI' Ha [100Y).

3arasiom micnis 12 TUXKHIB JIiIKyBaHHS Y MTALI€HTIB, AKi OTPUMYyBaJIU JI03apTaH,
CIIOCTEepirasaocs CTaTUCTUYHO 3HAUYIEe 3HUKEHHS IPOTEIHYPil IOPIBHAHO 3 BUXITHUM
piBHeM Ha 36 % mopiBHSAHO 3i 30inbeHHSIM Ha 1 % y rpymi nnane6o/aMmmoguminy (p <
0,001). ¥ mauieHTiB i3 rimepTeH3i€l0, IKi OTPUMYyBaH JI03apTaH, CIOCTePiraau 3HUKEeHHS
BUXigHOI mpoTeinypil Ha -41,5 % (95 % M1 -29,9; -51,1) nmpotu 2,4 % (95 % OI -22,2; 14,1) y
TPYIIi aMJIOAUIIIHY. JHUKEHHS K CUCTOJIIYHOTO, TaK 1 AlaCcTOJIIYHOI'0 apTepiabHOTO TUCKY
Oymo OinbIuM y rpymi no3aprany (-5,5/-3,8 MM pT. CT.) MOPiBHSIHO 3 TPYIIOI0 aMJIOUIIIHY



(-0,1/ 0,8 MM pT.CT.). V HiTel 3 HOpMaJIbHUM apTepialbHUM TUCKOM
CIIOCTepiranaocs HeBeJIMKe 3HUXKEHHS apTepialbHOr0 TUCKY y rpymi no3aprany (-3,7/-3,4 MM
PT. CT.) mopiBHsSHO 3 myane6o. He 6yna BimMiueHa icTOTHA KOPENIis MiXK 3HUXKEHHSIM
IpOTeiHypil i apTepialbHUM THCKOM, OMHAK MOXKJIMBO, 1[0 3HUKEHHS apTepiaTbHOTO TUCKY
YacTKOBO OyJI0 BiTIOBiaIbHUM 3a 3HUKEHHS IIPOTEeIHypil B IPyIIi, ika OTpUMYyBaja
JI03apTaH.

IIOBroCTpOKOBi e(heKTH j103apTaHy B AiTel 3 MPOTEIHYPIi€ BUBYANIUCS BIPOMOBXK TEPMiHY 10 3 POKiB
y BiIKpHTiH ¢a3i JoaTKOBOTO JIiKyBaHHS TOTO CaMOT0 JOCIIifIXKeHHs, B sKiil Opayu y4acTh yci
NallieHTH, 110 3aBepuIuayu 12-TuxkHeBe 0a30Be OOCHTigKeHHs. 3aranoM 268 naiieHTiB 0yIo
3apaxoBaHO y BiIKPUTY ¢a3y J0maTKOBOIO JIiKyBaHHS; BOHK OYyJIM TOBTOPHO PaHOOMi30BaHi y ABi
Tpymnu: Oys oTpuMaHHs no3aptany (N = 134) abo enamampumny (N = 134), — a 109 mamienTiB
nepebyBasy i IOJAJBIINM CIIOCTEPEKEHHSIM = 3 POKU (3a3hajierigh BCTAHOBIEHA TOYKa
3aBepmieHHs: > 100 maii€eHTiB, gKi 3aBepIIuu 3-pidyHe Moaanblile CIIOCTEPEKEHHS B Iepiof
NOOATKOBOIO JTiKyBaHH). [liana30HU [03 103apTaHy U eHaJanpuily, Ipu3HadeHi Ha po3Cyn
OoCIigHWKa, cTaHOBUMY BifnosigHo 0,30-4,42 mr/kr/moby i 0,02-1,13 Mr/kr/goby. MakcuManbHi
no6oBi mo3u 50 Mr myis macu Tina < 50 kri 100 Mr st macu Tina > 50 Kr He Oy/10 IEPEBUIIIEHO OJIS
OinbIIOCTi MalieHTiB mif yac ga3u HOmaTKOBOIO JIiKyBaHHS JOCIiIKEHHS.

OT1xe, pe3ynabTaTH OJOJATKOBOTO JIiKyBaHHS, TPOBEOEHOI0 IS JOCITimXKeHHs 0e3IeKu, T0Ka3yIoTh, I0
J103apTaH Jo0pe MepeHOCUBCS i CHPUYUHSB CTajle 3HUKEHHS MIPOTeinypii 6e3 moMiTHOI 3MiHK
MIBUAKOCTI KJTy604K0BOI Qinbrpaiiii (IIIK®) mpoTtsrom 3 pokiB. Y HOPMOTEH3UBHUX ITAIli€HTIB

(n = 205) enananpun MaB Oinbini epeKT y MOPiBHAHHI 3 103apTaHOM Ha ImpoTeinypiio [-33,0 %

(95 % 01 -47,2; -15,0) mpoTu -16,6 % (95 % M1 -34,9; 6,8)] i Ha IIIK® [9,4 (95 % I 0,4; 18,4) mpoTu
-4,0 (95 % II -13,1; 5,0) mn/xB/1,73 M*]. V marfieHTiB 3 apTepianbpHO0 rinmeprensieio (n = 49)
7o3apTaH MaB Oinbimui eekT Ha mpoTeinypiio [-44,5 % (95 % I -64,8; -12,4) npotu -39,5 % (95 %
II-62,5; -2,2)] Ta IIK® [18,9 (95 % M1 5,2; 32,5) mpoTu -13,4 (95 % [I -27,3; 0,6) mn/xs/1,73 m°].

Byno npoBeneHo BifKpUTe KIliHiYHE NOCTiAXKEHHS 3 BU3HAYEHHS ONTHMAaIbHOL HO3U [JIs BUBYEHHS
Oe3neku Ta eeKTUBHOCTI JI03apTaHy B AiTel BiKOM Bif 6 MicAIliB 10 6 POKiB 3 apTepiarbHOIO
rineprensieto. 101 marmienT 6yB paHOOMi30BaHUH I OTPUMaHHS OfHi€l 3 TPhOX Pi3HUX IOYATKOBUX
03 J103apTaHy y BifKpUTOMY pexuMi: Hu3bKa mo3a 0,1 mr/kr/moby (N = 33), cepenHs mo3a

0,3 mr/kr/mo6y (N = 34) a6o Bucoka mo3a 0,7 mr/kr/ooby (N = 34). 3 uux 27 6ynu BikoM 6-23 micsii.
HocnipKyBaHuu mpenapaT TUTPYBaIX 40 HaCTYIIHOTO PiBHSA OO3U Ha TUXHAX 3, 6 Ta 9 114 nalieHTis,
SKi He JOCAT/IN IL[iTbOBOTO 3HaYEeHHS apTepiaJbHOr0 TUCKY Ta SKUM Ille He Ipu3Hadanacs
MaKcHUMajbHa fJo3a no3apTany (1,4 Mr/kr/mo0y, ane He 6inbir Hixk 100 Mr/moby).

3 99 mamuieHTiB, AKi oTpuMyBanu gociipkysanuu npenapat, 90 (90,9 %) naiieHTiB TPOJOBXKUIN
y4acThb y JOCIi?KeHHi JOOaTKOBOTO JIIKyBaHHS 3 Bi3UTaMU [JIg IIOJAJIbIIOT0 CIIOCTEPEXKEHHS KOXKHI
3 micsini. CepenHs TpUBaIiCTh Tepamil cTaHOBUIA 264 [HI.

4K migCcyMoK, cepeqHe 3HUKEHHS apTepiaJbHOTO TUCKY B IMIOPiBHAHHI 3 BUXiZHUM PiBHEM 0YI10
nonibHUM y BCiX rpynax jJiKyBaHHS (3MiHa CHCTOJNIYHOTO apTepianbHoro TucKy (CAT) B mopiBHSIHHI 3
BUXIOHUM piBHEM [0 TUXKHS 3 cTaHOBUIA -7,3, -7,6 Ta -6,7 MM PT. CT. y Ipyliax 3 HU3bKOIO,
CepegHbOI0 Ta BUCOKOIO 103010 BiATIOBIAHO; 3HMKEHHS [iaCTOIIYHOr0 apTepianbHoro Tucky ([IAT) Bin
BUXITHOTO PiBHA A0 3-TO TUXKHS CTaHOBUJIO -8,2, -5,1 Ta -6,7 MM pT. CT. y rpynax 3 HU3bKOIO,
CepenHbOI0 Ta BUCOKOIO J030I0 BifITIOBIAHO); OMHAK CTAaTUCTUYHO 3HAYYIIOl J0303aJIeXKHO] BiNOBiAi 3
6oky CAT Ta [IAT He cmocTepiranocs.

Jlo3apTaH y mo3ax mo 1,4 Mr/kr 3aranoM goOpe IepeHOCUBCS AiThMU 3 apTepialbHOIO TilepTeH3iel0
BiKOM Biff 6 Mics11iB 70 6 poKiB micnist 12 TUXKHIB NMiKyBaHHS. 3aranbHuil npodins 6e3nexku O0yB



IIOPIBHAHHUM V I'PyIlax JiKyBaHHI.
dapmaKoKiHemuxka.
Abcopuis

[Ticns mepopanbHOTO MPUOMY JI03apTaH Ko0pe BCMOKTYEThCA i mifiyisirae MeTabo1i3My IePIIOro
IPOXOAXKEHHS 3 PopMyBaHHSIM aKTUBHOT'O METa00IIiTy KapOOKCUIbHOI KUCTIOTH Ta HEAaKTUBHUX
MeTabomiTiB. CucTtemMHa 6iogoCcTynHiCTh TabIEeTOK 103apTaHy CTaHOBUTL Ipubnu3Ho 33 %. CepenHi
MaKCUMaJbHi KOHIIEHTPallil T03apTaHy Ta HOT0 aKTUBHOTO MeTabO0IiTy JOCATal0ThCS BigIOBIAHO
yepe3 1 roguny i 3-4 rOAVHU.

Po3noodin

[Tonan 99 % no3apTaHy Ta 10Tr0 aKTUBHOTO MeTa0OJIiTy 3B’ SI3yI0ThCS 3 MPOTeIHaMU IIJTa3MU KPOBi,
nepenycim 3 anbOyminoM. O0’eM PO3MOMiNy J103apTaHy CTaHOBUTH 34 JI.

Biompatcgpopmauis

[Tpu6nusno 14 % nmo3apTaHy IPU BHYTPIITHLOBEHHOMY BBefleHHi a00 IepopasbHOMY 3aCTOCYBaHHi
IIePEeTBOPIOETHCS Ha aKTUBHUM MeTabomiT. [Ticyisg BHyTPIlIHEOBEHHOTO i TepOPaJbHOT0 3aCTOCYBAHHS
no3apTaHy Kajiwo, MiveHoro “C, pafioakKTUBHICTS y IMPKYIO0Yiii 1a3Mi KpoBi, K IpPaBHIIO,
XapaKTepU3y€eThCs J103apTaHOM Ta Horo MetaboniToM. MiHiManbHa KOHBEpCis JI03apTaHy OO HOTO
aKTHBHOT'0 MeTaboJIiTy crocTepiranacs mpubnusuo B 1 % BUIAOKIB.

OkpiM aKTUBHOTO MeTabOJIiTy, YTBOPIOIOTLCSA i HeaKTUBHI MeTaboIiTH.
BusedeHHs

[Tma3moBuUM KJIipeHC 103apTaHy Ta MOr0 aKTUBHOTO MeTabomiTy ctaHoBUTh 600 mM/xB i 50 MI1/xB
BifmoBimHO. HUpKOBUY KIlipeHC J103apTaHy Ta MOT0 aKTUBHOT'O MeTab0JIiTy CTaHOBUTEL IPUOIN3HO 74
MJI/XB i 26 M1/xB BigmoBigHO. Koy m03apTaH 3aCTOCOBYIOTH ePOpaibHo, mpubnu3Ho 4 % mo3u
BUMINSAETHCS y HE3MiIHEHOMY BUTJIAMI i3 ceuelo i mpubau3Ho 6 % m03W BUMINMAETHCS i3 ceYero y BUTTISAMI
aKTHBHOT0 MeTaboriTy. PapMaKOKiHETUYHI BIaCTHBOCTI J103apTaHy Ta MOT0 aKTHBHOT'0 MeTaboIiTy
JIiHIVHI TP IIepopaIbHUX [03aX J103apTaHy Kaito 1o 200 mr.

[Ticns mepopalbHOTO 3aCTOCYBaHHS KOHIIEHTpAIlil y TJ1a3Mi KPOBi JI03apTaHy Ta WOT0 aKTUBHOTO
MeTaboIiTy 3MEeHIIYIOTHCS MOJIieKCIIOHEHITIMHO 3 KiHIIeBUM I1epiofoM HalliBBUBENEHHS MPUOIN3HO
2 ropun¥M i 6-9 roguH BigmoBimHOo. ITpu mo3i 100 Mr, 3acTocoBaHi# 1 pa3 Ha mo0y, 103apTaH i #oro
aKTUBHUM MeTabOoJIiT He HAKOMUYYIOThCS Y I1a3Mi KpOBi y 3Ha4Hi# KimbKOCTI.

JlozapraH Ta #oro MetaboJIiTH BUBOOSATHCS 5K i3 KOBUIO, TaK i 3 ceyero. ITicisa nmepopaabHOT0
3aCTOCyBaHHA/BHYTPIIIHLOBEHHOTO BBeeHHs ' C-MideHOro 103apTady IpubnusHo 35 %/43 %
PafiicaKTUBHO MiueHOT0 Ipemnapary 0yo BusBiaeHo y cedii 58 %/50 % y kai.

Oxpemi 2pynu nauieHmis

KonneHnTpatii 103apTaHy Ta #Oro akTUBHOT'O MeTa0OJIiTy y IIJla3Mi KPOBi MAIliEHTIB JIiITHHOTO BiKYy 3
apTepiayibHOIO TillePTEeH31€10 3HAUYIIO He BIOPI3HATHCA Bil JaHUX IIOKA3HUKIB Y MOJIOLUX IIAI[i€HTIB
3 apTepianbHOIO TiepPTEH3IEL0.

KonneHTpatii 103apTany y maa3Mi KpoBi Oynx y 2 pa3u BUIlli y XKiHOK 3 apTepiaabHOIO TiepTeH3iio
IIOPiBHSHO 3 YOJIOBiKaMH, TO[i K KOHI[EHTPAIlil aKTUBHOTO MeTaboIiTy y I1a3Mi KpPOBi y YOJIOBIKIB i



JXKIHOK CYTTEBO HE BiIPI3HANUCH.

[Tpu npuiiomi BHYTPIIIHBO NallieHTaMy 3 JIETKUM Ta IOMIPHUM aJKOT0JIbHUM LIUPO30M MEeYiHKU
KOHIIEHTPAIlil I03apTaHy Ta M0r0 aKTUBHOTO MeTabOoJIiTy y M1a3Mi KPOBi BUSBIISINCS BiAMOBIAHO y
5 Tta 1,7 pa3a BUIIUMH, HiXK Y MOJIOAUX YOJIOBiKiB-HOOPOBOJIBIIIB.

Kon1enTpatii 1o3apTaHy y mia3Mi KpOBi y Halli€HTIB i3 KJlipeHCOM KpeaTuHiHY Buile 10 Mi/XB He
Bifipi3HsANMCs Bif Takux B 0cCib i3 He3MiHeHOI0 GYHKIIi€0 HUPOK. [Ipu MOpiBHSHHI II0INa i KPUBOIO
«KoHIeHTpanis-4ac» (AUC) y nauieHTiB i3 HopManbHOIO (yHKITi€El0 HUPOK AUC no3apTaHy BUSBUIIACS
npubnu3HOo y 2 pa3u OinbIIoio, HiXK y MallieHTiB, sAKi mepebyBaioTh Ha reMofiamisi.

[Tna3MoBi KOHIIEHTPAIlil aKTUBHOT'O MeTa0OoJIiTy He 3MiHIOIOTLCS Y MAIli€eHTIB i3 mopyueHHAM QyHKITII
HUPOK ab0 XBOpuUX, SIKi mepeOyBaloTh Ha reMofiartiai.

Jlo3apTaH i #0T0 aKTHBHUM MeTaboIiT He MOXKYTh OyTU BUBEEHI 3a [IOIIOMOT010 TeMofiai3y.

dapMakKoKiHEeTHKA V OiTel

dapMaKOKiHEeTHKa J103apTaHy BUBYanacs 3 y4acTio 50 miTell 3 apTepialbHOIO TiepTeH3iel0 BiKOM Bif
1 Mmicsg mo 16 pokiB micnig mepopaabHOTO 3acToCyBaHHS 1 pa3 Ha mo0y B mo3ax Big 0,54 mo
0,77 Mr/kr (cepenHi qo3u).

PesynbraTy okasan, 10 aKTUBHUY MeTa0OoJIiT JI03apTaHy YTBOPIOETHLCS Y MAIli€HTIB yCiX BIKOBUX
rpyn. Pe3ynbTaTé BKa3yTh Ha IPUOIN3HO aHAIOTiIUHI TOKa3HUKY (hapMaKOKiHETUKY J103apTaHy
IiCJIs TepopabHOI0 3aCTOCYBaHHS Y HOBOHAPOIXKEHUX 1 AiTel DOIMIKIIbHOTO i MIKITBHOTO BIKY.

dapmakoKiHeTHYHI TOKa3HUKY MeTaboIiTy Bigpi3HsAnucs Oilblle 3a7eKHO Bif BikoBol rpyni. [1pu
TIOPiBHSAHHI JiTe! MOIIKiNbHOTO BiKY i MimmiTKiB Taki BigMiHHOCTI 6y CTaTUCTUYHO 3HAYYIITUMHU.
Excro3utlis y HOBOHaPOOKEHUX i IiTel BiKOM [0 2 POKiB Oyjia MOPiBHIHO BUCOKOIO.

KniniuHi XxapakKTepHCTHKH.
IToka3zanHus.
- JIikyBaHHS eCceHIlia/IbHOI TinepTeHs3il y JOPOCUX, a TaKOX Y AiTel BiKOM Bif 6 POKiB.

- JIikyBaHHS 3aXBOPIOBAHHS HUPOK Y AOPOC/IHUX MALIEHTIB 3 apTepiaybHOIO TiepTeH3ieo Ta
1ykpoBuM miabetom II Tumy 3 mpoteinypieo = 0,5 r/go0y - K YaCTUHA aHTUTINEePTEeH3UBHOI Tepairii.

- JIikyBaHHSI XpOHIYHOI CepIieBOl HEJOCTATHOCTI (y MalieHTiB BikoM Bif 60 POKiB), KoK
3aCTOCYBaHHS iHTiGiTOPIB aHTiOTEH3MHIIEPETBOPIOBaIbHOTrO (hepMeHTy (AIID) BBaKa€ETHCS
HEMOXKJIMBUM 3 IPUYUHU HECYMiCHOCTI, 0C00/IMBO IPK Kauwti, abo mpoTunokasaxe. [1amieHTiB i3
CepleBOI0 HeIOCTATHICTIO, CTaH SIKUX CcTabimidyBaBcs mpu 3acToCyBaHHIi iHTiOiTOpYy AII®, He cIif
[IePeBOAUTH Ha JIIKyBaHHS JI03apTaHOM. Y MalfieHTa (pakKilis BUKUAY JIiBOTO IIJTyHOYKa [TIOBUHHA
crtanoButH < 40 %, cTaH Mae OyTH KJTiHIYHO CcTa0iIbHIM, TAKOXK IAIliEHTOBI CIIifi HOTPUMYBaATHUCS
BCTAHOBJIEHOTO PEXKUMY JIiIKYBaHHS 11010 XPOHIYHOI CepIleBOi HEAOCTATHOCTI.

- 3HUKEHHSI PU3UKY PO3BUTKY IHCY/IBTY y JOPOCIUX NAli€HTIB 3 apTepialbHO0 rinepTeHsielo i
rinepTpodie€ro IiBOro MIMYHOYKA, 10 AOKYMEHTAJIbHO HiATBEpAKEHO 3a gonoMoroi EKT.



IIpomunoka3aHHs.
[TigBuIeHa YyTNUBICTE [0 I03apTaHy abo mo Oyab-SKOTO iHIIIOr0 KOMIIOHEHTA Ipemnapary.

BariTtHi a0 XiHKH, SIKi IIJIaHYIOTh 3aBaTiTHITH (OUB. Po3[in «3aCTOCYBAaHHS y epioa BariTHOCTI a6o
rOogyBaHHA I'PyAno»). TsaxkKi nopymeHHs ¢yHKUil medinku. OgGHOYaCHEe 3aCTOCYBaHHS 3 aliCKipeHOM
malieHTaM 3 IyKpoBuM fiabeToM abo mopymeHHsaM QyHKIl HUPOK (IHK® <60 mn/xB/ 1,73m%) (muB.
po3minu «Ocob6IMBOCTI 3aCTOCYBaHHSI» Ta «B3aeMofiis 3 iHIMMMU TiKapChKUMU 3acob6aMu Ta iHIITi
BUMHM B3AEMOTIN»).

B3aemodia 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

[HIITi aHTUTITIEPTEH3UBHI ITPenapaTi MOXKYTb IMIOCUIIOBATH TiIOTeH3UBHUM e(PEKT JI03apTaHy.
Ilo iHIIKX IIpenaparis, 0 MOXKYTh CIIPUYUHUTHU apTepiaibHy TilloTeH3it0, HajleXkaTh
TPUITUKIIYHI aHTUAEIPEeCAaHTH, aHTUIICUXOTHYHI 3acobu, 6akmodeH, amipocTu. OCHOBHUM
abo mo6iyHUM e(heKTOM OJHOHYACHOTO 3aCTOCYBaHHS IIUX IIperapariB i3 rinoTeH3UBHUMHU
3acobamu Moxe OyTu 30inbIIeHHST pU3UKYy BUHUKHEHHS apTepianbHOi rinoTeHsii. JlozapTax
MeTab0Ii3y€eThCS IepeBaxHo 3 y4acTio cucteMu 1utoxpomy P450 (CYP) 2C9 3 yTBOpeHHSIM
aKTUBHOTO MeTalo0IiTy KapOOKCUIbHOI KUCIOTH. Y X0l KIiHIYHUX JOCTigKeHb 0yI10
BCTAHOBJIEHO, 1110 pryKoHa30: (iHriditop CYP2C9) 3HUKYE €KCIIO3UIIil0 aKTUBHOTO
MeTabomity mpubnau3Ho Ha 50 %. BcTaHOBIEHO, 1110 OMHOYACHE 3aCTOCYBaHHS JI03apTaHy Ta
pudamminuny (iHOyKTOpa PepMeHTiB MeTab0i3My) MPU3BOAUTH [0 3HUKEHHT Ha 40 %
KOHIIEHTPAIlil aKTUBHOTO MeTaboIiTy y mia3mi KpoBi. KiiHiuHe 3HaUeHHS IIbOT0 eheKTy
HeBigoMe. Hemae BigMiHHOCTI B €KCIIO3UIIil TPY OMHOYACHOMY 3aCTOCYBaHHi JI03apTaHy Ta
dbmyBacTtaTtuny (cimabkoro iuridiTopy CYP2C9). Tak caMo, K i Ipy 3aCTOCYBaHHI iHIIAX
Ipernaparis, gKi 6710Kyi0Th aHTioTeH3uH II abo 1oro eheKTH, oqHOYACHE 3aCTOCYBAHHS
Ipernaparis, 10 3aTPUMYIOTh KaJlili B opraHiaMi (Hampukiap Kajii30epiralouux OiypeTukis:
CIIipOHONTAaKTOHY, TPiaMTepeHy, aminopuay) abo MOXKyTh IMigBUILIYBaTH PiBHI KaJlilo (TaKUX 5K
rernapu, pemnaparTy, 10 MiCTATh TPUMETOIPUM), a60 m06aBOK, 1[0 MIiCTSTh Kajil, abo
3aMiHHUKIB COJIi 3 Ka/li€eM MOXKe IIPU3BECTH A0 MiABUILEHHS BMIiCTy KaJlif0 Yy CUPOBaTLi KPOBi.
OmHOYacHe 3aCTOCYBAHHS TaKuX 3ac00iB He peKOMeHoBaHe. [Ipo 000pOTHE MigBUIIEHHS
KOHIIEHTpAIlil JIiTil0 y CHPOBATI]i KPOBi Ta BUHUKHEHHS TOKCUYHUX IIPOSIBIB ITOBIOOMIISIOCS IIPU
OJHOYAaCHOMY 3aCTOCYyBaHHi /iTit0 3 iHribiTopamu AIT®. TakoXK OyzKe PifiKo MOBiJOMIISIIOCS MPO TaKi
IIPOSIBY IIPY 3aCTOCYBaHHI aHTArOHICTIB pelenTopiB anrioteH3uny II. OgHoYacHe NiKyBaHHS
IperapaTaMu JIiTii0 Ta 103apTaHOM CJIifl MPOBOOUTH 3 00epekHiCTI0. SAKII0 3aCTOCYBaHHS TaKOi
kKoMOiHalii BBaXKa€eThCsa HeOOXiIHUM, PEKOMEHJ0BaHO MEePEBipSATH PiBeHb JIiTiI0 B CUPOBATII KPOBi
IPOTSTOM KOMOIHOBAHOTO JTiKyBaHHS.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI aHTArOHICTIB pelenTOPiB aHrioTeH3uHy 1l i HecTepolmHUX
IPOTH3aNaIbHUX MTPenapariB (HallpuKiIafd CeIeKTUBHUX iHTi0iTOpiB IMuKIooKcureHasu-2 (110T-2),
alleTHIICATIIIMIIOBOI KMCJIOTH y I03aX, [0 YHHSThH IpOoTU3amnanbHy Oifo, HecenekTuBHuX HII3IT) Moxke
nocna0Ii0BaTUCS aHTUTiepTeH3uBHUM edeKT. OfHOYaCHe 3aCTOCyBaHHS @HTATOHICTiB aHTIOTEH3UHY
IT abo miypetukis i3 HITI3II Moxke NpuU3BOOUTH [0 MiABUINEHHS PU3UKY MOTipIIaHHS QYHKIII HUPOK,
BK/TIOUAIOYY MOXKJIMBUU PO3BUTOK I'OCTPOL HUPKOBOI HEIOCTATHOCTI, & TAKOXK [0 MiIBUILIEHHS PiBHSA
KaJIil0 y CUpOBaTIi KPOBi, 0COBIMBO y MallieHTiB 3 iCHYI0YUM NOpYIIeHHAM QyHKIiI HUPOK. Taky
kKoMOiHallifo cyIif mpu3HayaTH 3 00epexkHiCTI0, 0COOIMUBO MallieHTaM JIiTHbOTO BiKy. [1alieHTaM cJif
IIPOBOAMTH BifTIOBIgHY AerigpaTalliio, TAaKOXK CIIiJ PO3TIAHYTH MUTAHHS 100 MOHITOPHUHTY (QYHKIIi1
HUPOK IIiCJIg T0YaTKy OOHOYACHOI'0 3aCTOCYBaHHA IIpernapariB, a TaKOX IePiOAUYHO BIPOOOBXK



JIiKyBaHHS.

HocnimKeHHS MTOKa3asy, 0 BHACHIOK noaBiliHoi 61okanyu PAAC mpu CynmyTHbOMY 3aCTOCYBaHHI
inribitopiB AII®, aHTarOHICTiB pelenTopiB aHrioTeH3uHY I ab0 anicKipeHy MiABUINYETHCS PU3UK
no0iYHMUX peakKllil, TAKUX K apTepiasibHa rinoTeH3is, rinepkanieMis Ta 3MiHu QyHKIIl HUPOK,
BKJII0Yal4Y¥ rOCTPY HUPKOBY HEOCTATHICTh MOPIBHSHO i3 3aCTOCYBaHHSM OJHOTO areHTa pPeHiH-
aHTi0TeH3WH-aJIbIOCTEePOHOBOI CHUCTEMH (IUB. po3minu «IIpoTumokasanHsa», «OCoOIUBOCTI
3aCTOCYBaHHS»).

['peindpyToBUH CiK MiCTUTh KOMIIOHEHTH, SIKi iHTiOyI0Th pepMmerTH CYP450 i MOXYThH 3HUKYBATU
KOHIIEHTPaIlil0 aKTUBHOT0 MeTa0OoJIiTy JIo3apTaHy, TAKMHM YMHOM 3MEHIIyI04YH TepaneBTUUYHUN e(eKT.
[Tig yac nputiomy TabIeTOK J103apTaHy CJIiff YHUKaTH BXKHUBaHHS I'PEUNI(PPyTOBOTO COKY.

Oco6.1ueocmi 3acmocyeaHHsi.
AHzioHespomuy4HuUll HAOPAK

Mox1Be BUHUKHEHHSI aHTi0HEBPOTUYHOTO HabpsKy. CIlif 4acTo KOHTPOJIIOBATH CTaH IMallieHTiB 3
aHTiOHEBPOTUYHUM HaOpsikoM (HaOpsku obnuyys, ry0, ropia Ta/abo s3uKa) B aHaMHe3i.

ApmepiasnbHa 2inomeH3is i 800Ho-esekmpoaimHull ducbanraHc

CuMrToMaTu4Ha apTepianbHa TinoTeH3is, 0cO0MMBO MicIs 3aCTOCYBaHHS MEePILOI 03U IIPemnapaTy
abo micis migBUIIEHHS [03M, MOXKe BUHUKATH Y MallieHTiB 3i 3HMKEHUM BHYTPIIIHbOCYAUHHUM
00’eMoM abo gedinrToM HaTpilo, CIPUUYUHEHUMU 3aCTOCYBaHHSAM CUIbHUX OiyPETUKIB, JIETUYHUM
o0MeXeHHSIM CIIOKUBAHHS COJIi, fiapeeto abo 6moBaHHsAM. Taki cTaHu MOTPeOYIOTh KOPEKIii mepeq,
II0YaTKOM JIiKyBaHHs JlopicTon® ab0 3HUXKEHHS II0YaTKOBOI N03K Ipenapary. Taki & peKoMeHpalil
CTOCYIOTBCS TiTed BIKOM Bif 6 1o 18 pokis.

EnexmpoaimHutl ducbanaxc

EnexkTponiTHu# gucbaaHCc YacTO CIIOCTEPIraeThCs Y MAlli€HTIB i3 MOPYIIeHHIM GYHKII1
HUPOK (3 yKpoBuM fiabeToM abo 6e3 HbOro), 110 ciig 6paTu g0 yBaru. [1ig 4ac KIiHi4YHOTO
MOCIIIIXKEHHS 3a y4aCTIO XBOPUX Ha IIyKpoBu# miabet II Tumy Ta 3 HedpormaTieto yacToTa
BUHUKHEHHS TilepKaniemii Oyna 6inbInoio mpu MiKyBaHHI I03apTaHOM IIOPiBHSIHO 3 TAKOW0 Y
rpymi nnaite6o. ToMy CIif 4acTO IepeBipaTH KOHIIEHTPallilo Kaliio y maa3Mi Kposi i
ITOKA3HUKHU KJTipeHCY KpeaTHHiHy, 0COOIMBO V MAIliEHTIB i3 CEPIIeBOI0 HEOOCTATHICTIO i
KjipeHcoM KpeaTtuHiny 30-50 mi/xB.

He pekoMeHIOBaHe OHOYACHE 3aCTOCYBaHHS JI03apTaHy i Kaniii30epirarounx AiypeTuKis,
no0aBoK, 110 MIiCTSITh KaJliid, 3aMiHHMKIB COJIi, IIT0 MIiCTSATh Kalil, abo iHIMX Ipenaparis, sKi
MOXKYTb ITiJBUIIlyBaTH PiBeHb KaJjlil0o B CUPOBATII KPOBi (HampuKiap Ipenaparis, 0 MICTATh
TPUMETOIIPUM).

ITopyweHHs pyHKUIT neviHKu

[ pYHTYI04KCh Ha (papMaKOKIHETHYHMX [JAHKX, 1[0 BKA3yIOTh HA iCTOTHE IifBUIICHHS
KOHIIEHTpAIlil 103apTaHy y IJa3Mi KpOBi XBOPUX Ha LIUPO3 MEYiHKHU, CIIiJ PO3TIISHYTH
IATAHHS [P0 3HUKEHHS [O3U [JId Nalli€HTiB i3 HagBHICTIO B aHaMHEe31 MOpyIIeHb QyHKITi1
neyinku. Hemae moCBigy TepaneBTUYHOIO 3aCTOCYBaHHS JI03apTaHy IallieHTaM i3 TAXKUMU



NOpYyIIeHHAMH QYHKII Ie4iHKH, TOMY J103apTaH He MOXHa [IpUAMaTy TaKUM MallieHTaM.
Jlo3apTaH He peKOMEHOBaHUY [JI51 3aCTOCYBAHHA AiTSAM i3 IOPYIIEHHAMY QYHKIII1 IE€YiHKHU.
ITopyweHHA pYHKUiT HUPOK

[ToBigoMIsinocs Mpo BUHUKHEHHS 3MiH (DYHKIIil HUPOK, BKII0Yal04Yyd HUPKOBY HEIOCTATHICTh, 110
TIOB’SI3yBaJIX 3 IPUTHIYeHHSIM PeHiH-aHTi0TeH3UHOBOI CUCTeMU (0COOIMBO y IAlli€HTIB i3 3a7eKHICTIO
GYHKIIII HUPOK Bif CHCTEMU PeHiH-aHTi0TeH3UH-aIbJOCTEPOH, TOOTO MAllieHTH 3 TAKKOI0 CepIeBOI0
HEeJOCTaTHICTIO abo0 3 yKe iCHyIoUMMU NOpPYIIeHHAMH QYHKIIil HUPOK).

[Ipenapaty, 110 BIIMBAIOTh Ha PEHIH-aHTI0TEH3UH-a/IbIOCTEPOHOBY CUCTEMY, MOXYTh CIIPUYUHATI
IiABUIIEHHS PiBHIB CEUOBMHU KPOBi Ta KPEaTUHIHY CHPOBATKU KPOBi y XBOPUX 3 OBOOIYHUM CTEHO30M
HUPKOBUX apTepilt abo cTeHo030M apTepii equnoi Hupku. Li 3mMinu y GyHKILII HUPOK MOXKYTh OyTH
000pPOTHUMHU IIiCIISI MPUIIMHEHHS Teparii. Jlo3apTaH ciig 3 00epexkHiCTI0 3aCTOCOBYBATH ITallieHTaM i3
OBOOIYHMM CTEHO30M HHUPKOBUX apTepiit abo CTEHO30M apTepii €MMHOI HUPKH.

3acmocyeaHHsa OimAM i3 NOpywWeHHAMU PYHKUIl HUPOK

Jlo3apTaH He peKOMeHIOBaHUM [iJIs 3aCTOCYBaHHS HiTAM 3i IIBHAOKICTIO KJTy004KOBOI QinbTpaiiii < 30
Mi1/xB/1,73 M°, OCKiZIbKY HEMa€ BiMIOBIIHUX MaHUX IIOMO0 3aCTOCYBaHHS.

[IpoTsarom nepiomy 3acTOCYBaHHS JI03apTaHy CJIif PETYISPHO NePeBipATH QYHKIIII0 HUPOK, OCKiIbKU
MoxkuBe ii moripuanss. Oco0aIMBO 1ie CTOCYEThCS CUTYallill, KOJIU J103apTaH 3aCTOCOBYIOTh IIPU
HasBHOCTI IHIIKX ITaTaJOTiYHUX CTaHiB (rapsdka, JerigpaTaliis), SKi MOXYTh BIIJIUBATHA Ha HUPKOBY
GbyHKIIITO.

OpHOYacHe 3aCTOCYyBaHHS J103apTaHy Ta iHribiTopiB AII® moripurye QyHKII0 HIPOK, TOMY Taka
KoMOiHalliss He peKOMeHJ0BaHa.

TpaHcnaaHmauisa HUpKuU

Hemae mocBimy 1momo 6e3meku 3aCTOCYBaHHS IIperapary nallieHTaM, SKUM HelllofaBHO IIPOBeieH0
TPaAHCIIAHTAIlil0 HUPKH.

IlepsuHHuUll 2inepaab0ocmepoHi3m

Y nani€eHTiB i3 NepBUHHUM TilepaabAoCTEPOHI3MOM, K IIPABUJIO0, HE CIIOCTEPIraeThCSI epeKTy IIpU
3aCTOCYBaHHI aHTUTINEPTEH3UBHUX IIpelaparTis, 10 AiI0Th LMIJIIXOM IIPUTHIYEHHS PEeHiH-
aHTi0TEH3WHOBOI cucTeMu. ToMy JlopicTa® He peKOMeHAOBaHa AJI Liel IPYyNIU MAalli€HTIB.

3ax8opr8aHHA KOPOHAPHUX apmepill ma uepebposackyAsipHi 3ax80PHBAHHS

fK 1 Ipy 3aCTOCYBaHHI IHIINX aHTUTINIEPTEH3UBHUX [IPenaparis, HaAMipHe 3HUXKEHHS apTepiabHOro
TUCKY y TAIli€HTIB 3 illeMiYHUMM 3aXBOPIOBAHHSIMU KOPOHAPHUX apTepiil Ta 1epeOpoBacKyIIpHUMU
3aXBOPIOBaHHSIMU MOXKe IIPU3BOOUTH 10 PO3BUTKY iH(DapKTy Miokapaa abo iHCYTIbTY.

Cepuesa HedocmamHicmb

flK 1 Ipyu 3aCTOCYBaHHI IHIIKX IIpPenaparis, 110 BIIJINBAIOTh Ha PEHIH-aHT10TEH3UH-
aTbIOCTEPOHOBY CUCTEMY, Y MALI€HTIB i3 CepIeBOI0 HENOCTATHICTIO 3 MOPYIIEHHAM (DYHKIIil
HUPOK ab0 0e3 HbOT'O iCHYE PU3UK PO3BUTKY TAKKOI apTepianbHOI rinmoTeHsii i (4acTo
TOCTPOTO0) MOPYIIeHHS (PYHKIIil HUPOK.



HeMae qoCcTaTHBOrO TepalleBTUYHOr0 NOCBiY 3aCTOCYBaHHA JI03apTaHy MallieHTaM i3
CEepLEeBOI0 HeIOCTATHICTIO i CYIYTHIM TSXKKUM IOPYIIEHHSAM (QYHKIII HUPOK, MallieHTaM i3
TSI2KKOI0 CEepPIIEBOI0 HeoCTaTHICTIO (Kimac IV 3a knacudikariiero NYHA), a TakoxXK maifieHTam
i3 cepIeBO0 HEJOCTATHICTIO i CUMIITOMaTUYHOI, He0Ee3NeUHOI0 AJIS JKUTTS CePlieBOI0
aputMieto. ToMy n03apTaH CIIifl 3aCTOCOBYBaTH 3 00E€PEXHICTIO TaKiM rpymi marieHTis. Crin 3
00epexkHiCTI0O OIHOYACHO 3aCTOCOBYBaTH KoMOiHallilo 103apTaHy 3 B-6/10KaToOpaMu.

CmeH03 aopmasnvHo20 i MimpasnbHO20 KaanaHie, obcmpykmueHa 2inepmpogiyHa kapdiomionamis

4K i mpu 3acTOCyBaHHI iHIITMX Ba30AUIaTATOPIB, 3 0COOIMBOI0 00€PEKHICTIO CITif TPU3HAYATH
Ipernapar IallieHTaM 3i CTEH030M aopTaJibHOTo abo MiTpanbHOTO KilanaHa abo 06CTPYKTUBHOIO
rinepTpodivHOI0 KapaioMiomaTi€elo.

BaezimHicmb

3acTOCyBaHHS aHTAroOHICTIiB PeLlenTOPiB aHrioTeH3uHy Il He crifg po3n0YMHATH y IIepiof BariTHOCTI.
3a BUHSTKOM BUIIAAKiB, KOJIM MMPOAOBXKeHHs Tepatili APAII BBaxkaeThCs HEOOXigHUM, MAlliEHTKAM, SKi
IIJIaHYIOTh BariTHICTD, CIIif IPU3HAUYUTY albTepPHATUBHY aHTUTIIIEPTEeH3UBHY Teparlito i3
BCTAQHOBJIEHUM ITpodinieM 6e3neKH 00 3aCTOCYBAHHS V Iepiofl BariTHOCTI. AKIIO giarHOCTOBAHO
BariTHiCTh, NikyBaHHS APAII cytifg HeralHO IPUNIMHUTH i, SIKIIO HEOOXimHO, CNTif po3mnoYyaTu
arbTepHATUBHE JIIKyBaHHS.

IHwi nonepedceHHA 1 3acmepenceHHs

4K BCTaHOBJIEHO CTOCOBHO iHTi0OITOPIB aHTi0TEH3UHIIEPETBOPIOBAILHOTO (PEPMEHTY, 103apTaH Ta iHIIi
AQHTATrOHICTU @QHTiIOTEH3UHY MeHIN e()eKTUBHI 711 3HUKEHHS apTepiabHOr0 TUCKY Y Malli€HTiB
HETPOINHOI PacCy, HiX B IHIIKX MAIi€HTiB, MOXK/INBO, Yepe3 HU3bKY aKTUBHICTh PEHIHY Y IPYIIi TaKUX
MTAIliEHTIB 3 apTepiabHOIO riIepPTEeH3IE.

Ocob.ausa iHpopmauis npo 0esiki 3 00NOMIHCHUX PEUOBUH

Jlopicta® MicTuTh nakTo3y. [lamieHTam i3 pifKiCHUMYU CIagKOBUMHU (popMaMu
HETIepeHOCUMOCTi raakTo3u, AedinuToM ytakTasu Jlammna abo mopyIIeHHSIM BCMOKTYBaHHS
TJIIOKO3U-TaJIaKTO3U He CIIifi 3aCTOCOBYBATH 1eH IIpenapar.

IToositiHa 610Kada peHiH-aH2iomeH3UH-a1b0ocmepoHosoi cucmemu (PAAC)

[Tpu cynyTHBOMY 3aCTOCYBaHHi aliCKipeHy Ta aHTAroHiCTiB pelenTopis aHrioTen3uny II abo
inri6iTopiB AII® migBUIIYETHCS PU3UK apTepialbHOI rinoTeH3il, rinepkanmieMii Ta 3MiHM QyHKIII1
HUPOK, BKJII0Yal0YX TOCTPY HUPKOBY HEJOCTATHICTh. Y 3B’A3KY 3 MOABINHOIO 6JI0KaMI0I0 PEHiH-
aHTiOTeH3UH-ab0CcTepoHOoBOI cucTeMu (PAAC) cynyTHE 3aCTOCYBaHHS ajliCKipeHy Ta aHTarOHICTiB
petieniTopiB aHrioTeH3uny Il abo inriditopis ATI® He peKOMeHOy€eThCA (OUB. Po3nin «B3aemonis 3
iHIIMMY TiKapChKUMU 3ac00aMu Ta iHII BUOYM B3a€EMOMIii»). Y BUMMAAKy KpalHbOI HEOOXigHOCTi
nopngsitiHoi 6;mokagu PAAC criif peTenbHO nepeBipsATy QYHKIIII0 HUPOK, PiBEHB €JIEKTPOJIITIB y KPOBi Ta
apTepianbHU TUCK. He cig omHOYACHO 3aCTOCYBaTU aHTArOHICTU PeLenTopiB aHrioteH3uny Il ta
inribitopu AII® malieHTaMm 3 LyKPOBUM AiaOeToM.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyo00to.

BaeimHicmb



[TpenapaT MPOTUIIOKAa3aHO 3aCTOCOBYBATH BariTHUM ab0 XKiHKaM, SKi IIJITaHYIOTh 3aBaTiTHITH. AKIIO
Tif yac JiKyBaHHS IIPenapaToM MifTBEpAXKY€EThCS BariTHICTh, HOTO 3aCTOCYBaHHS HEOOXIIHO HEranuHO
IPUMMHUTHY i 3aMiHUTH iHITUM JTiKapChKUM 3ac000M, MO3BOJIEHUM [0 3aCTOCYBAHHS y BariTHUX.

Enigemiosnioriyni gaHi CTOCOBHO pU3UKY TEPATOreHHOI'0 BIIJIUBY BHACIIIAOK 3aCTOCYBaHHS
inri6iTopiB AII® mpoTsrom I TpuMecTpy BariTHOCTI He TIEPEKOHIINBI, OMHAK HEBEJIUKE
3pOCTaHHS PU3UKY He BUKIOUeHe. OCKIJIbKY HeEMa€ KOHTPOJIbOBAHUX €IifeMiOIoTiYHuX
[NAHUX LIO[0 PU3UKY 3aCTOCYBaHHS aHTArOHICTiB penenTopisB anrioten3uny II (APAII),
ofi0Hi pU3UKKM MOXKYTh iCHYBaTH i 71 IIbOTO KJIacy IpenapariB. 3a BUHSITKOM BUIIAOKIB,
KOJIu pofoBxKeHHs Teparii APAII BBaka€eTbCa HeOOXiMHUM, MallieHTKaM, gKi JIaHYIOTh
BariTHICTB, CHif MPA3HAUYUTH aJIbTEPHATUBHY aHTUTINEPTEH3UBHY Tepallilo 31 BCTAHOBJIEHUM
npodinem Oe3neKHu 100 3aCTOCYBaHHS Y IePiof BariTHOCTI. fAKIO OiarHOCTOBaHO
BariTHicTh, mikyBaHHsT APAII citig HeraliHO MPUMMHUTH i, IKIII0 HEOOXiTHO, CJIif po3moyaTu
aJIbTepHATUBHE JIIKyBaHHSA. Binomo, mo 3actocyBanus APAII mporsrom II ta III TpumecTpiB
BariTHOCTi CIIPUYKHSIE MOABY PETOTOKCUYHUX SIBUII (3HUKEHHS (QYHKII HUPOK, OJirorifpaMHioH,
3aTpuMKa ocudikallii KiCTOK yepera) i mposiBiB HEOHATAIbHOI TOKCUYHOCTI (HUPKOBA HENOCTATHICTD,
apTepianbHa TinoTeH3isd, rinepkanmiemis).

Axmo npotsarom II TpumecTpy BariTHOCTI 3acTocoByBanucs APA II, pekoMeHI0BaHO
IIPOBECTH YIIbTPA3BYKOBE 00CTEKEHHS I IepeBipKu QYHKIII HUPOK i CTaHY KiCTOK 4yepena.

CTaH HOBOHApPOAXKEHUX, MaTepi aKux 3actocoByBanu APAII, ciig 4acTo nepeBipsaTé CTOCOBHO
PO3BUTKY apTepianbHOI TinoTeHaii.

ITepiod 200ysaHHA 2pydoio
Yepes BifACyTHICTH OyOb-1KO1 iHGOpMaIlil 11010 3aCTOCYBaHHS JI03apTaHy y Iepiof TOfyBaHHS TPYAAI0
IIPUIOM JI03apTaHy He PeKOMEHAYeThC. baxkaHo 3aCTOCOBYBaTH albTEPHATUBHI IIpenapaTy 3

KpallliMU BCTAHOBIEHUMHU NIpodinsMu 6e3meKu y nepion roqyBaHHs IPYAI0, 0COOIMBO IPH
rofoyBaHHI HOBOHApPOMXKeHUX a00 HEJOHOUIEHUX HEMOBJIAT.

30amuicmb enausamu Ha weudKicmb peakuyii npu KkepysaHHi asmompaHcnopmom abo
I[HWUMU MexXaHi3Mamu.

He npoBogunucs gOCigXKeHH LI0N0 BIJIMBY IIpenapaTy Ha 30aTHICTh YIIPaBISATH aBTOTPAHCIOPTOM
Ta iHIIMMHU MeXaHi3MaMu. OffHaK CJIiJ maMm’siTaTy PO MOXKJIMBICTh PO3BUTKY TaKUX IOOIYHUX
peakxiiiii, K 3alTaMOpPOY€eHHS Ta COHJIUBICTh, 0COGIMBO Ha MOYATKY JIiKyBaHHS Ta MPHU MigBUIIEHH]
[03U IIpemnapary.

Cnoci6 3acmocyeaHHss ma do3u.

TabmeTKy 103apTaHy CIIifl 3aIMBATH CKIITHKOIO BOIH.
3acTocyBaHHA IIpenapaTy He 3aJeXHUTh Bifl IPUHAOMY IxXi.
ApmepianvHa 2inepmeH3sis

3a3Buyal IOYaTKOBA i MATpHMYyIoda Ho3a A7 OiNbIIOoCTi mallieHTiB cTaHOBUTH 50 MI IIpemnapary



1 pa3 Ha moby (1 Tabnetka JlopicTu® 50 Mr). MakcuManbHUM aHTUTIIEPTEH3UBHUN e(hEeKT
[0CATaEThCS Ha 3-6 TUKIEHb Bifl TOYaTKY JTiKyBaHHA. [[/1 AESIKUX MallieHTiB MOXKE BUSABUATUCS
CIIPUSTIUBIIIMM HifBUILIEHHS M03u mpemapaTy go 100 mr 1 pa3 Ha noly (BpaHIIi).

JlopicTy® MOXKHa 3aCTOCOBYBAaTH y IIOENHAHH] 3 IHIMMMU @HTUTINEPTEH3UBHUMU IIpernapaTaMy,
0co0/IMBO AiypeTuKaMu (HampuKIIamd, TigpoXJIOPOTia3umIoM).

ITauienmu 3 apmepianvHor 2inepmeHsieto ma uykposum diabemom II muny 3 npomeiHypiero
= 0,5 2/000y

3a3Buyail moyaTKoBa fio3a cTaHoBUThL 50 Mr (1 TabneTka JlopictTu®) 1 pa3 Ha goOy. [lo3y MOoxkHa
36inmpmuTy 1o 100 Mr 1 pa3 Ha o0y 3a1eKHO Biff TOTO, IKMUMU € TIOKA3HUKU apTepialbHOTO THCKY
yepe3 1 MicAup micnsg no4aTky JikKyBaHHS. JIopicTy® MOXkKHa 3aCTOCOBYBATH 3 IHIIUMU
AQHTUTINEPTEH3UBHUMU IIpenapaTaMu (Halpukiag giypeTrkaMu, 6710KaTopaMu KajlbllieBUX KaHaJliB,
6rmokaTopaMu a- abo B-pelenTopiB Ta IpellapaTaMy IIeHTPAJIbHOI [Iii), @ TaK0XK 3 iHCY/ITiHOM Ta
IHIIMMU TINOTJIiKeMiYHUMHU IIpernapaTaMy, SKi IKXPOKO 3aCTOCOBYIOTHCS (HaIpUKiIaz
Cynb(OHINICEYOBHHOIO, TJIiTa30HaMU Ta iHTi0iTOpaMu II0K03UAa3N).

Cepuesa HedocmamHicmb

3a3Buyay noyaTkoBa fo3a JlopicTu® y malfieHTiB i3 XpOHIUHOIO CePLIEeBOX HEOOCTATHICTIO CTaHOBUTH
12,5 mr 1 pa3s Ha mo0y. K npaBuso, fo3a TUTPYETLCA 3 TUKHEBUM iHTepBanoM (a came: 12,5 Mr Ha
no0y, 25 Mr Ha mo6y, 50 Mr Ha f0o0y) 4o 3BUYalHOI miATprMytodoi go3u 50 Mr (1 TabmeTka JIopicTu®)
1 pa3 Ha goOy 3a1ekHO Bifj iHAMBiAyaIbHOI IEPEHOCUMOCTI.

3HUdCeHHA PU3UKy PO38UMKY IHCYAbMY Y NauieHmia 3 apmepiasnabHolo 2inepmeHsiero i 2inepmpogiero
/118020 WAYHOUKA, W,0 O0KYMeHmMaabHO niomeepdceHo 3a donomoz0t0 EKT

3a3BUyail MoYaTKOBa f103a cTaHOBUTL 50 Mr jmo3apTany (1 tabmetka Jlopictu® 50 mr) 1 pa3 Ha m006y.
3aJiexXHo Bifi 3MiH PiBHS apTepiaJbHOI0 TUCKY [0 JIIKYBaHHSA CJIifl DOOATHU TigpoXJIOpoTia3un y
HU3bKiN 1031 Ta/a00 36inbmmTy go3y Jlopictu® o 100 Mr 1 pa3 Ha go0y.

OKpeMi epynu nauieHmis
3acmocysaHHsA navyieHmam 3i 3HUMCeHUM 00’€MOM U UPKY1H0040i Kposi

[MTamieHTaM 3i 3HUKEHUM 06’€MOM ITUPKYIIOI0Y0i KPOBi (HAIIPUKJIIaMl, YHACIINOK JTiIKyBaHHS BUCOKHUMU
M03aMHU [IiypeTHKiB) pO3NOUYMHATH Tepallito HeoOxifmHo 3 mo3u 25 Mr 1 pa3 Ha mo0ly.

3acmocysaHHA nauieHmam i3 nopyweHHAM (yHKUil HUPOK ma nauieHmam, AKUM Npo8oodAamb CeaHcu
eemodianisy

[Tpu npussauenHi JlopicTu® marfieHTaMm i3 NOpymeHHSIM (QYyHKII HUPOK Ta IalieHTaM, SKUM
IIPOBOMASITH CEAHCH TeMOfIialli3y, IT0YaTKOBY KOPEKIIiI0 03H IIPOBOAUTH He MOTPi6HO.

3acmocysaHHA nauieHmam i3 nopyweHHAM PyHKUil neviHKu

[ng nauieHTiB i3 mopymeHHIM (QyHKIII1 TeYiHKY B aHaMHe31 CJIif PO3T/ISHYTH IUTaHHS 00
IIpU3HaYeHHS IIpernapaTy y MeHLIiy 1o3i. Hemae gocBigy niKyBaHHS MALli€HTIB i3 TIXKKUMUA
MOPYLIEHHAMHU (PYHKIIil TeYiHKH, TOMY J103apTaH IPOTUIIOKAa3aHUM IIil I'PYIIi Malli€eHTiB.

ITediampuyHa nonyaauis



BesneyHicTh Ta epeKTHUBHICTD y [iTel BiKOM Bif 6 Mics1iiB 1o 6 POKiB He BCcTaHOBIeHi. HasBHi gaHi
HaBeleHo B po3aini «dapMaKoIoriyHi BIaCTUBOCTI», ajle peKOMeHallil 3 JO3yBaHHS I Liel rpynu
MallieHTiB HaJaTh HEMOXKJIUBO.

[MarienTy BikoM Bifm 6 mo 18 pokiB. [Ins miTei, sKi MOXKYTh KOBTATH TaOJIETKM i B IKUX Maca Tina
6inmbire 20 xr Ta MeH1Ie 50 Kr, peKOMeH[I0oBaHa [03a CTaHOBUTH 25 Mr 1 pa3 Ha [00y. Y BUHSTKOBUX
BHUIIQ[IKax 103y MOXKHa 36iIbIINUTH 10 MakKCcHManbHOi - 50 Mr 1 pa3 Ha m006y. [103y CiIif KopuryBaTu
3aJIeXHO Bifl BIUIMBY Ha PiBeHb apTepialbHOr0 TUCKY. Y MAaIlieHTiB 3 Macoo Tiia noHap 50 Kr
3a3BMyYay pa3oBa fo3a cTaHoBUTH 50 Mr 1 pa3 Ha [00y. Y BUHATKOBUX BUIIaKax 03y MOXKHA
36inpmuTH Ko MakcuManbHOI - 100 Mr 1 pa3 Ha go0y. 3acToCcyBaHHS 03, II0 IIEPEBUIIYIOTH 1,4 MT/KT
(abo Gimpmre 100 Mr) Ha moOy, y OiTel He BUBYAJIOCS.

Jlo3apTaH He peKOMEeHO0BaHUY [JIs 3aCTOCYBaHHS OiTSM BiKOM [0 6 POKIiB, OCKIIbKYM AaHUX IIOH0
3aCTOCYBaHHA [IpelapaTty y Uil IpyIli NalieHTiB HeJoCTaTHbO.

[Tpenapat He peKOMEHAYETHCS AJIsT 3aCTOCYBAHHS AIiTAM 3i MIBUAKICTIO KITy004YKOBOi imbTpartii
< 30 mn/x8/1,73 M*, OCKiNbKM HEMa€E BiIHOBIJHUX JaHHUX MIOMI0 3aCTOCYBaHHS.

Jlo3apTaH TaK0XK He PEKOMEHAYETLCS AJIST 3aCTOCYBAHHS TiTAM i3 MOPYIIeHHSAM (QYHKIII IeYiHKH.
3acmocy8aHHA NauieHmMam AimHb020 BIKY

¢k mpaBuio, HeMa€E MOTPedu Yy KOPUTYBaHHI TOYATKOBOI MO3U IJIS MAIliEHTiB JTITHLOTO BiKYy, X04a CIIif
Bpax0OByBaTU MOXKJIMBICTh IPU3HAUYEHHS IIpelnapaTy y I04YaTKOBil 1031 25 MI IalieHTaM Bifi 75 POKIiB.

Himu.

Jlo3apTaH He PEKOMEHMYEThCS [T 3aCTOCYBaHHS [iTSIM BiKOM [I0 6 POKiB, OCKiJIbKY IIIOO ITi€l IPyIn
TIAIli€HTIiB JaHi € 00MeXKeHUMH.

Ilepedo3yeanns.
Cumnmomu

IcHyO0TH 0OMeXKeHi laHi 1010 Iepei03yBaHHs JI03apTaHOM. 3aJie’kKHO Bifl CTyIeHs iHTOKCUKAIIil
MOXKYTb 3’SIBISTUCS TaKi CHMIITOMH, SK apTepiajibHa TinmoTeH3is, Taxikapmis, MoxkJrBa OpafuKapmis.

JIiKysaHHA

JIikyBasbHi 3aX0[H 3ajiexkaTh Bifl TPUBAJIOCTI Yacy, 1110 MUHYB IiC/Is IPUUOMY IIpenapaTy, XapakTepy
i TAKKOCTI cumnToMiB. I[IpiopuTeTHUM 3axomoM Mae OyTu cTabinisaris QyHKIIiI ceprieBo-CyquHHOI
cucteMu. [licig nmepopasbHOTO Ilepefo3yBaHHS I0Ka3aHe 3aCTOCYBaHHSI aKTUBOBAHOI'O BYTLIIA Y
BifgmoBigHiN H03i. PeKOMEHIOBaHUMM 3aX0[laMU € CTUMYJIALS O/TI0BaHHS Ta TPOMUBAHHS LITYHKA.
[li3nime ciif 4acToO KOHTPOJIIOBATH OCHOBHI ITIOKA3HUKU XKUTTENIATIBHOCTI OpraHi3My Ta KOPUT'yBaTH
npu HeoOximHOCTI. Jlo3apTaH Ta aKTUBHI MeTabO0IiTH He BUAAJISIOTLCS IIPU IIPOBEIeHHI reMofianizy.

ITo6iuni peakuii.



[ToOiyHOIO peakKIli€lo, PO Ky HaldacTille MOBiJOMIISANIOCS i Yac KIIiHIYHUX JOCITiAKeHb,
Oy70 3alTaMOpPOYEHHS.

iTH.

[Tpodins mobiyHUX peakiliii y giTed nmomiOHUK 0o Mpodinio y AOPOCIUX MalieHTiB. [laHi CTOCOBHO
no0iYHUX peaklill y AiTelt oOMexkeHi.

ApTepianbHa rinepTeH3id.

3 60Ky Hepeosoi cucmemu: 3alIlaMOPOYEHHS, COHIUBICTD, TONOBHUY 0inlb, 6€3COHHS, M’sI30Bi
CYIOMHU.

3 60Ky cepus: BimuyTTs CepueGUTTs, CTeHOKAP/Mis.

3 60Ky CYOUH: CUMIITOMATHYHA TiM0TeH3is (0COOIUBO Y TALiEHTIB 3 BHYTPIIIHBOCY IUHHOIO
merifpaTalli€io, HAIIPUKJIaf y MaIliEHTIB 3 TSIKKOI0 CEPIIEBOI0 HEJOCTAaTHICTIO ab0 IIpH IiKyBaHHi
OiypeTuKaM# y BUCOKUX [03aX), 0303aJIe’KHUU OPTOCTaTUYHUM e(eKT.

3 60Ky wKipu ma nidwkKipHOi KAIMKOBUHU: BACHIL.
3 60Ky WAYHKO0BO-KUWKOB020 MPaKmy: aGmoMiHanbHui 6ib, QUCIIENCis, 3amop.

3 6oky pecnipamopHoi cucmeMu: Kalllelib, HeXKUTh, CUHYCUT, GapUHTiT, iHGEKIIiS BepXHiX
IUXaJIbHUX IIJISIXIB.

3azanvHull cmaH ma nopyweHHs, no8’A3aHi 3i cnocoboM 3acmocy8aHHsA Nnpenapamy: acTeHis,
cnabKicTh, HaOPSAKH.

JlabopamopHi NOKa3HuUkKU. 3MiHK CTaHAAPTHHX JIaG0PATOPHUX [OKA3HKUKIB PinKo Oy/Ix 1MOB’s3aHi i3
3aCTOCyBaHHAM TabneToK yo3apTany. Piens AJIT migBuilyBaBCs PigKo i 3a3BUYall HOpMaJsli3yBaBCs
IiCJIs IPUNIMHEHHS 3aCTOCYBaHHS Ipemnapary. ['inepkaniemisa (piBeHb KaJlilo y CHPOBaTIi

KpOBi > 5,5 MMo7ib/n1) criocTepiranaca y 1,5 % malfieHTiB 3 apTepianbHOO TinepTeH3sieo.

[NarmienTy 3 rineptpodi€ero IiBOro MIIYHOYKA CePId.

3 60Ky Hepeosoi cucmemu: 3aITaMOPOYEHHS.
3 60Ky opeaaHis cayxy ma nabipuHmMy: BepTHUroO.

3aeanvHuli cmaH ma nopyweHHs, nos’s13aHi 3i cnocobom 3acmocys8aHHs npenapamy:
acTeHisT/cnabKicTh.

XpoOHiYHa ceplieBa HeIOCTATHICTE.

3 60Ky Hepeosoi cucmemu: 3alTaMOPOYEHHS, TOJIOBHUM Oifb, IMapecTesis.
3 60Ky cepusA: cunkore, GiOpunsALis mepencepab, iHCYbT.
3 60Ky CcyOuH: apTepianbHa TiIOTEH3is, BKIIIOYAIOYH N0303aJIeXKHUE OPTOCTAaTHYHNUH edeKT.

3 60Ky pecnipamopHoi cucmemu, op2aHis 2py0HOI KAimKu ma cepedoCmiHHA: OUCIIHOe.



3 60Ky WAYHKO0BO-KUWKOB020 Mpakmy: miapes, HymoTa, O110BaHHS.
3 60Ky wkipu ma niOwWKipHOi KAIMKOBUHU: KPOIUB'sTHKA, CBEPOikK, BUCHII.
3 60Ky HUPOK Ma ce408UBIOHUX W /15Xi8: OPyIIeHHs QYHKIII HUPOK, HUPKOBA HEIOCTATHICTh

3azanvHull cmaH ma nopyweHHs, noe’sa3aHi 3i cnocobom 3acmocyeaHHs npenapamy:
aCTeHis/cnabKiCcTh.

JIabopamopHi NOKAa3HUKU: TinepKasieMisi, MiIBUIIEHHS PiBHS CEYOBUHM KPOBi, KDEaTHHIHY Y
CHPOBATIIi KPOBIi Ta KaJlito y CUpPOBaTLi KPOBI.

AprepianbHa rinepTeHsid i IyKpoBul miabet tumy II, 1110 CyIPOBOAKYETHCA 3aXBOPIOBAHHSAM HUDOK.
3 60Ky Hepeosoi cucmemu: 3alITaMOPOYEHHSI.
3 60Ky cyOuH: apTepiaibHa TiMoTeH3is.

3azanvHull cmaH ma nopyweHHs, noe’s13aHi 3i cnocobom 3acmocyB8aHHs npenapamy:
acTeHisg/cnabKiCcTs.

JlabopamopHi NOKA3HUKU: TimoriikeMisi, rimepkasmiemis.

[TlogaTkoBi moOivyHi peakirii.

3 6oky cucmemu Kposi ma aiMpamuyHoi cucmemu: aHEMiS.

3 60Ky cepuA: cuHKOIe, MabIiTalis.

3 60Ky CYOUH: OpPTOCTATHYHA TiIOTEH3is.

3 60Ky WAYHKO0BO-KUWKOB020 Mpakmy: miapes.

3 60Ky ckesnemHo-M’ 30801 cucmemu ma cnoay4Hoi MKaHuHu: 6ifb y CIUHI.
3 60Ky HUPOK Mma ce4o8uBiOHUX wsxie: iHDEeKIIil CeYOBUBITHUX MIIAXIB.

3azanvHull cmaH ma nopyweHHs, noe8’sa3aHi 3i cnocobom 3acmocyeaHHs npenapamy:
TPUIIONONIOHI CUMIITOMH.

JlabopamopHi nokasHuku: rinepkasnieMis (y mali€HTiB i3 mykpoBuM miaGetom tumy II i
Hedponarien).

[ToCTMapKETUHTOBE CIIOCTEPEXKEHHS.

3 6oky cucmemu Kposi ma aiMpamuyHoi cucmemu: aHEMisT, TPOMOOITUTOIIEHiS.
3 60Ky opaaHie cayxy ma nabipuHmy: O3BiH y Byxax.

3 60Ky iMyHHOI cucmemu: PigKo - peakilii rinepuyTIuBOCTi (aHa(iTaKTUYHI peakKilii,
AQHTiOHEeBPOTUYHUY HAOPSK, BKITIOYAI0YX HAaOPSIK TOPTaHi Ta rojIoCOBOI IIiIMHY, ITI0
IIPU3BOAUTE N0 OOCTPYKIIil AUXanbHUX HMUIAXiB Ta/ab0 HAOpsAKKU 00nuyys, Ty0, rIIOTKU Ta/abo



SI3UKa); Y OesIKuX Ialli€HTiB B aHaMHe3i OyB aHTi0HeBPOTUYHUY HaOpSK, OB'I3aHUM i3
3aCTOCYBaHHSM iHIIMX IIperapariB, y ToMy 4ucii iuribitopiB AII®; BacKymliT, BKIIIOUAI0OYH
nypnypy Ulennsiina-I'enoxa.

3 60Ky Hepeosoi cucmemu: MiTrpeHb, TUCTEB3is.

3 60Ky pecnipamopHoi cucmemu, op2aHie 2pyoHOi KAimKuU ma cepedoCmiHHs: Kalleb.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: miapesi, MaHKpPeaTuT, OJ1I0BaHHS.

3aranbHUM CTaH Ta MOPYIIEHHS, IOB’sA3aHi 3i cioco60M 3aCTOCYBaHHS MpenapaTy: He3ayKaHHS.
3 60Ky neviHKu ma #co8408UB8i0OHUX W/15Xi8: TETIATUT, TOPYIIeHHS PYHKIII IeYiHKHU.

3 6oky wKipu ma niOwkKipHOi KAIMKOBUHU: KPONUB'ssHKa, CBePOikK, BUCHUII, (OTOUYTIMUBICTS,
epuTpopepmis.

3 60Ky cKesnemHo-M’ 430801 cucmeMu ma cnoAYy4YHOI MKAHUHU: Miarisi, apTpanris,
pabmomiomi3.

3 60Ky penpodyKkmusHOi cucmemu i MOAOYHUX 3a/103: ePeKTUIIbHA TUCOYHKILS/IMIIOTEHIIIs.

3 60Ky HUPOK i ceyoauB8iOHUX WAXi8: SIK HACIIIOK iHTi0OyBaHHS PeHiH-aHTiOTEH3UH-
aJIbOCTEPOHOBOI CHCTEMH MOBIHOMIISNIOCS IPO 3MiHU (PYHKIIil HUPOK, BKITI0Yal04l HUPKOBY
HEJIOCTaTHICTh, Y MAIliEHTIB IPYNH PU3UKY; TaKi 3MiHM HUPKOBOI QYHKIIii MOXKYTh OyTH
000POTHUMHU IIPYU IPUIIMHEHH] Teparrii.

3 60Ky ncuxiku: mempecis.
JIabopamopHi NOKA3HUKU: TilOHATPiEMist.

[ToBigoMIIeHHS PO Him03pPIoBaHi m06ivHi peakirii

[ToBimomeHHs PO Migo3pioBaHi Mo6GiYHI peakii micyisg peecTpaliii 1iKapchbKoro 3aco0y Ma€ BeIuKe
3HauyeHHs. lle mae 3MOry npofoBKyBaTU MOHITOPUHT CIIiBBiIHOLIEHHS KOPUCTH/PU3UK IIPU
3aCTOCyBaHHI 1IbOTO JiKapchKOro 3aco0y. MeouyHUM Ta papMalleBTUUYHUM IIpalliBHHKAM, a TaK0XK
natieHTaM abo IXHiM 3aKOHHUM IIpefCcTaBHUKAM CJIifl TIOBiJOMIISITH TIPO YCi BUMAAKHX ig03pI0BaHUX
moOiYHUX peakllii Ta BigCyTHOCTI e(peKTUBHOCTI JIiIKAPChKOT0 3aC00y Yepe3 aBTOMaTH30BaHy
iHpopMaliiiHy cucteMy 3 (papMaKOHarIaay 3a MocuIaHHsaM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

5 POKiB.

YmMmoBH 30epiranssi.

36epiraTu mpu Temuepatypi He Buige 30 °C. 30epiraTu y HeIOCTYITHOMY [JIS AiT€W MiCIIi.



YnakoBKa.
10 Tabnetox y GmicTepi; mo 3 abo mo 6, abo mo 9 6micTepiB y KapTOHHIM KOPOOILi;

14 Tabnetox y 6micTepi; mo 1 abo mo 2, abo 1o 4, abo 1o 6, abo mo 7 6micTepiB y KAPTOHHIN KOpPOOIIi.

Kareropis Bigmycky. 3a perenTom.

BupoOHHK.
KPKA, n.m., HoBo mecto, CnoBeniss/KRKA, d.d., Novo mesto, Slovenia.

TAII ®apma I'M6X, Himeuunna/TAD Pharma GmbH, Germany.

Micue3Haxo/KeHHsI BHPOOHHKA Ta HOro afpeca Micus NPOBaiKeHHs Tis/IbHOCTI.
[lImap’emka 1ecta 6, 8501 HoBo mecto, Cnosenisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

Xawnni-JIoxmanH-1lITpacce 5, 27472 KykcxaBeH, Himewunna/Heinz-Lohmann-Strasse 5, 27472
Cuxhaven, Germany.



