IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI0 3aco0y

Jlo3apTan-TeBa

(Losartan-Teva)

Cknao:
ditoya pevosuHa: n03apTaH KaJliio;
1 TabneTka MiCTUTh 103apTaHy Kaiio 12,5 mr abo 25 mr, abo 50 mr, abo 100 wmr;

0ONOMIdCHI peyoBUHU: TAaKTO3KW MOHOTIAPAT, I[e/TF0103a MIKpOKpHUCTalliyHa, KpoXxMab
npeXenaTUHI30BaHUM (KyKypyA3sSHUM), MarHio cTeapaT, CIUPT IOJIiBiHIZIOBUM YaCTKOBO
rigponizoBanuy, Tutany giokcup (E 171), makporon 3350, Tanibk.

JIikapcbka ¢opma. TabmeTKy, BKPUTI IIiIBKOBOIO 060I0HKOIO.
OcHosHi (i3uko-xiMiyHi 81acmugocmi:

tabneTku mo 12,5 mr: 6ii KpyTii, 371erka onykJii TableTKy, BKPUTI ITiBKOBOIO 000I0HKOIO, 3
TUCHEHHSAM «L» 3 0ofHOTO 60Ky Ta riaafeHbKi 3 iHIIOro 60Ky;

TabmeTky mo 25 Mr: 6ii oBalbHi, 371€TKa OMyKIIi TabJeTKY, BKPUTI MJTIBKOBOIO 000JI0HKOIO, 3
TUCHEHHSM «2», JIiHi€I0 MOMAiNy i THCHEHHSIM «5» 3 OmHOTr'0 OOKY Ta JiHi€I0 mominy 3 iHImoro 60Ky;

TabmeTku mo 50 Mr: 6ini oBanbHI, 371€TKa OMyKIIi TabJeTKY, BKPUTI IIJTIBKOBOIO 000JI0HKOIO, 3
TUCHEHHAM «50» 3 ogHOro OOKY Ta JiHi€o mofiny 3 iH1Ioro;

tabneTku o 100 mr: 6imi oBanbHi, 371€TKa OMyKIIi TabJeTKY, BKPUTI MJTIBKOBOIO 000JI0HKOIO, 3
tTucHeHHAM «100» 3 ogHOrO GOKY Ta JiHi€l0 mofdiny 3 iHIIorO.

®dapMakoTepaneBTHYHA rpyna. [IpocTi mpenapaTy aHTaroHiCTiB peLenTopis anrioten3uny II. Kog
ATX C09C AO01.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Jlo3apTaH - 11e CHHTeTUYHUM aHTaroHiCT pelenTopiB aHrioren3uny I (tuny AT,) gnsa nepopaibHOTO
3aCTOCyBaHHSA. AHTi0TeH3UH Il - TOTyKHUY Ba30KOHCTPUKTOP - € aKTUBHUM I'OPMOHOM PEHiH-
QHTIOTeH3WHOBOI CHCTEMH Ta OOHUM 3 HaBaXKJIMBIIIKUX (hAaKTOPiB maTodizionoril apTepianbHOI



rineprensil. Auriotens3uH Il 38’3yeThca 3 pellenTopoM AT,, IKUl MiCTATHCS y 0araThox TKaHMHAX
(Hanpuknag, y TTafKux M'si3aX CyOuH, HaJHUPKOBUX 3aJ103aX, HUPKAaxX i Ceplli), BU3Ha4Yal04U HU3KY
BaxKIUBUX 0iooTiyHUX e(eKTiB, y TOMYy YHCIIi Ba30KOHCTPHUKIIIO i BUBITbHEHHS allbJOCTEPOHY.
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
dbapMakosoTiyHO aKTUBHUM KapOokcunbHu Metabomit (E-3174) 6/10Ky10Th yci disionoriuuo Baromi
BIIJIUBY aHTioTeH3uHY II, He3amexkHO Bif mxKepea abo LIIAXY CHHTE3Y.

Jlo3apTaH He 3B’SI3YETHCA 1 He OI0KYe iHII pelenTopu TOPMOHIB a00 i0OHHI KaHamu, BaXKIUBI OIS
CepIIeBO-CYANHHOI perynsiil. Jlo3apTaH He MPUTHIYY€E aHTi0TEeH3UHIIEPETBOPIOBAIbHUY (PEPMEHT
(ATI®) (xininazy II) - pepMeHT, KU clipusie po3nany OpagukiHiHy. 3 miel npuuuHYU He BigOyBaeThCs
IIOCUJIEHHS TOOIYHUX peakllil, orocepeiKOBaHUX OpaguKiHiHOM.

[Tig yac 3acToCcyBaHHS JI03apTaHy YCYHEHHS HeTaTHBHOI 000pOTHOI peakilii anrioten3uny Il Ha
CEKpeLil0 PeHiHy MiBUIYy€e aKTUBHICTE peHiny y ma3mi Kposi (APII). Take nigpuierHs APII
IPU3BOAUTH 0 3POCTAHHS KOHIEHTpalil anrioTen3uny Il y mna3mi kposi. Xoua BinOyBaeThCs Take
3pPOCTaHHS, aHTUTINIePTEeH3VWBHA aKTUBHICTE 1 CyIIpecisi KOHIIEHTpallil aTb0CTEPOHY Y IIJTa3Mi KpOBi
30epiratoThCs, 10 CBimUUTh PO ePeKTUBHY 610Kany pelentopiB anrioren3uny II. ITicns BigMinu
JIIKyBaHHA JI03apTAaHOM aKTUBHICTh PEHiHY Y IJIa3Mi KPOBI i IOKa3HUKY pPiBHA aHrioTeH3uHy II
IPOTATOM 3 [OHIB IIOBEPTAIOTHCSA [0 I0YATKOBUX 3HAYEHb.

4K no3apTaH, Tak i 10ro OCHOBHMI MeTabO0iT MaloTh BUIINY CIIOPifHEHICTh 3 AT,-peliennTopaMu, HixX 3
AT,-penienitopamu. AktuBHuM Metabomit y 10-40 pa3iB akTUBHILINY, HiXK JI03apTaH.

3 mocrnigKeHb BioMo, 1110 OQHOYACHEe 3acTOCyBaHHs iHTibiTopiB ATI® 3 aHTaroHiCcTaMu PELENnTOopiB
aHrioTeH3uny Il mamienTaM, gKi Maau B aHaMHe3i cepIieBo-CyIuHHI abo 11epedpoBacKyIapHi
3axXBOPIOBAHHS YM IYKPOBUY fiabeT 2 TUIy 3 03HaKaMU ypaXKeHHS OpraHiB-MillleHel, He BUSBIISLIIO
CYTTEBOT'0 TIO3UTUBHOTO BIIJIMBY Ha (QYHKITIOHYBaHHS HUPOK Ta/ab0 cepleBO-CyIUHHY CUCTEMY Ta
ITOKa3HUKM JIeTaIbHOCTI, IPYU IIbOMY Big3Ha4aBCs MigBUILEHUY PU3UK BUHUKHEHHS TilepKaiemil,
TOCTPOT0 ypaXKeHHs HUPOK Ta/a00 apTepianbHOi rimoTeH3ii MOPiBHSAHO 3 MOHOTEpaIi€0. Y 3B'S3KY 3
BHUIIIEBKA3aHUM He CJIiJl OTHOYACHO 3aCTOCOBYBaTH iHribiTopu AII® Ta 6510KaTOPU PELENTOPiB
aHrioTeH3uny Il nanienTam i3 giabetTuyHoI0 Hedponarieo.

Y mocnimKeHHi, B SKOMy BUBYaJIi OGHOYACHE 3aCTOCYBaHHS anickipeny 3 iuribitopamu AII® abo
6110KkaTOpaMu pelenTopiB aHTrioTeH3uHy Il y mailieHTiB 3 giabeToM 2 THUILY Ta XPOHIYHOIO XBOPOOOIO
HUPOK YU CepIeBO-CyOUHHUMU 3aXBOPIOBAHHSIMHU, OYB BUSIBIIEHUYN BHCOKUM PU3UK BUHUKHEHHS
HECIIPUSTIMBUX HACIIOKIB, TOMY HOCHiIXKeHHs Oy0 3ynuHeHe. IHCYIbTH Ta JIeTaJbHUN HACTIIOK Bil
CepleBO-CYAUHHUX NTOPYIIeHb BUHUKAIK HabaraTo dacTille y rpyIi nalieHTiB, sSIKi 3aCTOCOBYBalIu
arickipeH, Hix y rpyni nnamne6o. Kpim 1nboro, HeGaxkaHi SBHUIIa Ta CepHo3Hi moOiuHi peakirii, Taki K
rinepkarsieMisi, apTepianbHa TiloTeH3is Ta HUPKOBa OUCHYHKIIIS, TaK0XK Oyau GibII MOIIMPEHUMHU B
TPYIIi Malli€eHTiB, SKi JIIKyBalIuCh aliCKipeHOM, HiX y Ipyi manebo.

dapmaxoKiHemuxka.

AGcop6irist

[Ticns mepopanbHOTO MPUOMY JI03apTaH mo0pe BCMOKTYETHC i Hifyisirae MeTabos1i3My IepIIoro
IIPOXOOXKEeHHS 3 PopMyBaHHSIM aKTUBHOT'O KapOOKCUIIBHOTO MeTaboJIiTy Ta HEaKTUBHUX MeTa0OoJIiTiB.
Cucremna 6iogocTynHicTh TabIeTOK 103apTaHy CTaHOBUTE mpubnu3Ho 33%. CepenHi MakCcuMallbHi
KOHIIEeHTPaIlil I03apTaHy Ta M0Tr0 aKTUBHOTO MeTalOoJIiTy JOCATal0ThCS BiANOBiAHO Yepe3 1 roguny i
3-4 roguHU.



Posnmopin

[Tonanm 99% no3apTaHy Ta HOT0 aKTUBHOTO MeTa0OJIiTy 3B’ SI3yI0ThCS 3 MMPOTeiHaMU IIJTa3MU KPOBI,
nepenycim 3 anbOyMminoM. O0’eM PO3MOAiNy 103apTaHy CTaHOBUTHL 34 JITPH.

BiorpaHcdopmariis

[Tpubnusno 14% mo3apTaHy IpHU BHYTPIITHLOBEHHOMY BBefleHHi ab0 IepopasbHOMY 3aCTOCYBaHHi
IIePEeTBOPIOETHCS Ha aKTUBHUM MeTabomiT. ITicyisg BHyTPIlIHEOBEHHOTO i TepopaJbHOT0 3aCTOCYBAaHHS
N03apTaHy Kajiwo, MiveHoro '‘C, paflioakKTHBHICTh y MPKY/IIOKYil [I1a3Mi KPOBi 3a3BMYali OB’ 13aHa
3 JI03apTaHOM Ta ¥oro MetabosniToM. MiHiManbHe TepeTBOPEHHS 103apTaHy Ha HOro aKTUBHUMN
MeTaboJIiT criocTepiranocst npubausno B 1% BumagkiB. OKpiM akTUBHOT'0 MeTaboiTy, YTBOPIOIOTHCS i
HeaKTHBHi MeTaboJIiTH.

BuBenenusa

[Tna3aMoBuil KJIipeHC 103apTaHy Ta HOT0 aKTUBHOT'0 MeTabostiTy ctaHoBUTh 600 m/xB i 50 Mi1/xB
BigmoBigHO. HUpKOBUY KiTipeHC 103apTaHy Ta HOT0 aKTHBHOI'0 MeTaboJIiTy CTAHOBUTD IMTPUOIM3HO

74 My/xB i 26 MI/XB BifmoBigHO. fKIIO T03apTaH 3aCTOCOBYBATH IIepopajbHo, Mpubnau3Ho 4% mo3u
BUMINSAETHCS Y HE3MiHEHOMY BUTJIAMI 3i ceuelo i mpubau3Ho 6% 003U BUMNINMSIETLCS 3i ceuelo y BUTTIAMI
aKTHBHOT0 MeTaboriTy. PapMaKOKiHETUYHI BIaCTHBOCTI J103apTaHy Ta KOT0 aKTHBHOT'O0 MeTaboJIiTy
JIiHIVHI IpU IIepopaIbHUX O03axX J103apTaHy Kasito go 200 mr.

[Ticns mepopabHOTO 3aCTOCYBaHHS KOHIIEHTPALlis y IIJIa3Mi KPOBi J103apTaHy Ta MOTO aKTUBHOTO
MeTaboIiTy 3MEeHINYETHCS OJTieKCIIOHEHITIMHO 3 KiHIIeBUM I1epiogoM HalliBBUBEOEHHS MPUOIM3HO
2 ropun¥ i 6-9 roguH BigmoBigHo. ITpu mo3i 100 Mr 1 pa3 Ha go0y J103apTaH i HOro aKTUBHUMN
MeTaboJIiT He HaKOMUYYIOThCS V TIJIa3Mi KPOBi y 3HaYHIN KilTbKOCTI.

Jlo3apTaH Ta #oro MeTabosiTi BUBOOSTHCS SIK i3 JKOBYIO, TaK i 3i ceuero. ITicist mepopanbHOTO
3aCTOCYBaHH/BHYTPIlIHLOBEHHOT O BBeMIeHHS ' C-MiueHOro 103apTany npubnusso 35%/43%
pafioaKTUBHO MideHOTo mpemnapary 6yo BusBiaeHo ¥ cedi i 58%/50% y kauti.

OxpeMi rpyny nauieHTiB

ITayieHmu aimHvo20 8iKy. KoHIeHTpaIllil 103apTaHy Ta 10T0 aKTUBHOI'0 MeTaboiTy y 1m1a3Mi KpoBi
Ialll€eHTIB JIITHHOI'O BIiKy 3 apTepiaJbHOI0 TilepTeH3i€0 3Ha4yllo He BiIpi3HAITHCS Bifl TAKUX Y
MOJIOJIMX MAIli€HTIB 3 apTePiaIbHOIO TilTePTEeH3IEI0.

Cmamb. KoHIIeHTpallis 103apTaHy y 1m1a3Mi KpoBi Oyia y 2 pa3u BUllla Y XKiHOK 3 apTepialbHOI0
rinepTeH3i€lo IOPiBHSAHO 3 YOJIOBIKaMH, TO[i K KOHIIEHTpAIlisl aKTUBHOTO MeTaboMiTy y mia3Mi KpoBi
y 4OJIOBIKIB 1 XKIHOK CYTTEBO He BifIpi3HAIACS.

ITopyweHHA ¢pyHKUiI neuiHku ma HUpoK. Iliciisg mepopaabHOTO IPUHOMY Y MAIliEHTIB 3 TIETKUM Ta
IIOMipHUM aJIKOTOJIbHUM IIMPO30M TeYiHKM KOHILIeHTPallid I03apTaHy Ta H0Tr0 aKTUBHOTO MeTaboIiTy
y mta3Mi KpoBi Oyia BigmoBigHo v 5 Ta 1,7 pa3a Bullla, HiXK Yy MOJIOAUX YOJIOBiKiB-T0OPOBOIIBIIIB.

Kon1enTpauis no3apTaHy y 1a3Mi KpoBi y IallieHTIB i3 KIipeHCcoM KpeaTuHiny Bulle 10 M1/XB HE
Bifipi3Hsmacs Big Takoi B 0ci6 i3 He3MiHeHOI0 PyHKIIi€I0 HUPOK. [Iola mi KPUBOI0 «KOHLIEHTpALllis -
yac» (AUC) no3apTaHy y Malli€eHTiB, gKi mepe0yBaioTh Ha reMofianisi, 6yna mpubau3Ho y 2 pa3u
OinTbIII0I0, HiXK Y MAli€HTIB i3 HOPMAaJIbHOIO PYHKIIIEID HUPOK.

[11a3MoBi KOHIIEHTpALlil aKTUBHOT'0 MeTaboliTy He 3MiHIOIOTLCS V TMAIiEHTIB i3 MOPyMIEHHIMYU QYHKIII
HUPOK Ta B MAlliE€HTiB, SKi mepe0yBaloTh Ha reMomiariai.



Jlo3apTaH i #0T0 aKTHBHUM MeTaboIiT He MOXKYyTh OyTU BUBE[EHI 3a JOIIOMOT010 TeMoziai3y.

dapMaKOKiHETHKA YV JiTen

dapMaKOKiHEeTHKa J103apTaHy BuB4Yanacs y 50 [iTed 3 apTepiajbHOIO TillepTeH3i€0 BiKOM Bif
1 micsg mo 16 pokiB micis mepopanabHOTO 3acToCcyBaHHS 1 pa3 Ha mo6y B mo3ax Bif 0,54 MT/KT [o
0,77 Mr/kr (cepenHi qo3u).

PesynbraTy okasani, 10 aKTUBHUYN MeTalOJIiT JI03apTaHy YTBOPIOETHCS Y MAIi€HTIB yCiX BIKOBUX
rpy1. IToka3uuky papMakKOKiHEeTHKY J103apTaHy IIiC/Is IepopaibHOTO 3aCTOCYBaHHS Y
HOBOHAPOIXKEHUX i OiTel [OIIKINBHOTO Ta IIKiNBHOTO BiKy OYJIM aHaIOTiYHUMHU.

dapMaKkOKiHeTHYHI MOKa3HUKY MeTaboMiTy BigpisHsamucs Oinblie, 3a7eKHO Bifl BikoBoi rpymu. ¥
IiTey MOIIKIMTBbHOTO BiKY i mMimmMiTKiB Taki BimMiHHOCTI Oy/IM CTAaTUCTUYHO 3HAUyIUMHU. EXcro3utis y
HOBOHAPOIXKEHUX i [iTell paHHBOTO BiKy OyJia MOPIiBHSIHO BUCOKOIO.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

- JIikyBaHHS eCceHIlia/lIbHOI apTepiaabHOI riepTeH3il Yy OPOCINX, a TaKOXK y OiTel BiKOM Bif
6 pOKiB.

- JIikyBaHHST 3aXBOPIOBAHHS HUPOK Y JOPOCIIHX MAIiEHTIB 3 apTepiaabHO TillepTeH3ieio Ta
ykposuM miabetom II Tumy 3 mpoteinypieto =0,5 r Ha mo6y - y cKimami KoMOiHOBaHOI
QHTUTiIIEePTEH3HWBHOI Teparil.

- JIikyBaHHST XpPOHIYHOI CepIieBOl HEJOCTATHOCTI ¥ HOPOCIKX, KO 3aCTOCyBaHHS iHribiTopiB AII®
BBaXKA€ETHCS HEMOXKJIUBUM 3 IPUUUHYU HECYMICHOCTi, 0COGIMBO IIPH Kalllyli, abo MpoTUIIOKa3aHe.
[TamieHTiB i3 cepIieBOIO HENOCTATHICTIO, CTaH SKKUX cTabili3yBaBCs MpU 3acTOoCyBaHHi iHribiTopa AT,
He CJIiJ IepeBOAUTH Ha JIIKyBaHHA jlo3apTaHoM. Opakiiis BUKUIY JIIBOTO IIUIyHOUYKA Y IaljleHTa
IOBUHHA CTAaHOBUTH <40%, cTaH Ma€ OyTH KIiHiYHO CTa0iIbHUM, TAaKOXK MAIli€HTOBI CJIif
NOTPUMYBATUCS BCTAHOBJIEHOTO PEXUMY JIIKyBaHHS IIO0 XPOHIYHOI CEpIIeBOl HEJOCTATHOCTI.

- JHUXKEHHSI PU3UKY PO3BUTKY IHCY/IBTY Y HOPOCIIUX MAlli€HTIB 3 apTepiaibHOI rilepTeHsiero i
rinepTpodie€ro IiBOro UINyHOYKa, NiATBEPAKEHOI0 3a gonoMoro EKT.

IIpomunoka3aHHs.
linepuyTnuBicTh 70 Oitouol pedoBUHU a0 0 Gyab-9KOI 3 JOMOMIXKHIX PEYOBHH J1iKapChKOT0 3acoly.

BaritaicTh a60 mIaHyBaHHS BariTHOCTI (IMB. PO3Min «3acTOCYBaHHS Y mepiof BariTHOCTI abo
TOOyBaHHS I'PYALIO»).

Tsaxki mopyImeHHs QYHKIIIl TeYiHKH.

OpHOoYacHe 3aCTOCYBaHHS JI03apTaHy Pa30oM i3 JTiKapCcbKHMM 3aco0aMH, 110 MiCTSATH alliCKipeH,
IIPOTHUIIOKA3aHe TMAaIliEeHTaM i3 yKpoBuUM Aia0eToM a00 HUPKOBOIO HEOCTATHICTIO (IIIBUAKICTh
K11y604koBoi ¢inprparnii (IIIK®) <60 ma/xs/1,73 M°).



[Tepion rogyBaHHS I'PYAILo.

[uTsuui BiK [0 6 POKiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[HIII aHTUTINEPTEH3UBHI IIpenapaTyé MOXYTh IOCUIIOBATH TiIOTEH3UBHUM e(PeKT j03apTaHy. [Jo
Ipernaparis, 110 MOXKYTh CIIPUYUHATHA apTepiajibHy TiMOTEH3il0, HajlexXaTh TPULUKITIYHI
AHTHUEPECaHTH, aHTUIICUXOTHYHi 3acobu, 6aknoden, amipocTur. OmHOYACHE 3aCTOCYBAHHS IIUX
Iperaparis i3 rinoTeH3uBHUMU 3acobaMu 30iIblTye pU3UK BUHUKHEHHS apTepialbHOI IinoTeH3il.
Jlo3apTaH MeTabo0i3yeThCs IEPEBaKHO 3 yUacTio cuctemu muroxpomy P450 (CYP) 2C9 3
YTBOPEHHSIM aKTUBHOTO KapOoKcuabHOTO MeTabomiTy. [ToBimomusinocs, 1o gprnykoHa3on (iHribiTop
CYP2C9) 3HUXKY€E eKCIO3UIIil0 aKTUBHOT0 MeTabomiTy nmpubnusHo Ha 50%. BcraHoBneHo, 110
OJHOYACHe 3aCTOCYyBaHHS J103apTaHy Ta pudamninuuy (iHgykTopa pepMeHTiB MeTabomi3my)
IPU3BOOUTH M0 3HMKEHHS Ha 40% KOHIIEHTpallii akTUBHOTO MeTabomiTy y mma3mi KpoBi. Kiminiune
3Ha4YEHHS I[bOT0 epeKTy HeBimoMe. Hemae BimMIHHOCTI B €KCITO3HIIil TPU OJHOYACHOMY 3aCTOCYBaHHi
no3apTany Ta ¢ryBacTtaTuny (cimabkoro inribitopa CYP2C9).

4K i mpu 3acToCyBaHHI iHIMX IIpernaparis, SKi 6710KyI0Th aHrioTeH3uH II abo #oro epexry,
OJlHOYaCHe 3aCTOCYBaHHS IIpelaparTis, 10 3aTPUMYIOTh Kalili B OpraHi3Mi (HalpUKiaf,
KaJliii30epirarouux AiypeTUKiB: CIipOHOJIAKTOHY, TpPUaMTepeHy, aMiopuny) abo MOXKyTh
MigBUITYBATH PiBEHb KaJlilo (TAKUX K TelapyH, IpenapaTH, 10 MiCTSTh TPUMETOIIPUM), T00aBOK, 1110
MICTSATh KaJliid, 3aMiHHUKIB COJIi 3 KaJlieM MOXe IIPHU3BECTHU [0 MiABUIIEHHS BMICTY KaJlilo y CUPOBaTIl
KpoBi. OmHOYaCHE 3aCTOCYBaHHS TaKUX JTiKapChbKuX 3ac00iB He PpEKOMEH0BaHe.

[Tpo o6opoTHE MigBUIEHHS KOHIEHTpALil JIiTil0 ¥ CHPOBaTIi KPOBi Ta BUHUKHEHHS TOKCUYHUX
IIPOSIBiB IOBiIOMIISITIOCS IPY OOHOYACHOMY 3aCTOCYBaHHI JiTito 3 inribiTopamu AIT®. Takox myxe
PIOKO IIOBITOMIIAJIOCS PO TakKi IPOSABY IIPU 3aCTOCYBaHHI aHTArOHICTIB peLleNTOPIB aHTrioTeH3uHy 1.
OpHoYacHe NiKyBaHHS IpelapaTaMy JIiTii0 Ta JI03apPTaHOM CJIifi TPOBOAUTH 3 00epexKHiCTI0. AKIIo
3aCTOCyBaHHS Takol KoMOiHallil BBaXKa€eThCsl HeOOXigHUM, PEKOMEHI0BAaHO NIEPEBIPATH PiBEHb JIiTii0 B
CHPOBATIII KPOBi MPOTSATOM KOMOIHOBAHOTO JTiKyBaHHS.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI aHTAarOHICTiB pelenTopiB aHrioTeH3uHy Il i HecTepoigHUX
npoTu3amnanbHux npemnapartiB (HIT3TI) (Hampukiad, CeeKTUBHUX iHTi0iTOPiB IUKITIOOKCUT €HA3H-2
(LTOI'-2), ameTuncamilnIoBOl KUCIOTH Y A03aX, 110 YUHATh IPOTU3aMalbHy Aif0, HECEIEKTUBHUX
HIT3II) Mmoxke 1mocabIioBaTUCS aHTUTiepTeH3uBHUM edekT. OfHOYaCHE 3aCTOCYBaHHS aHTAroOHICTIB
anrioteH3uny Il abo miypetukis i3 HII3II migBuIiye pu3uk noripiieHHs GYHKIII HUPOK, BKII0Yal0un
PO3BUTOK I'OCTPOI HUPKOBOI HEJOCTATHOCTI, @ TaKOXK IigBUIIEHHS PiBHS KaJlilo Y CHPOBATIIi KPOBI,
0CO0ONIMBO y MAIiEHTIB 3 yKe HassBHUMU MOPYIIeHHIMYU QyHKIIl HUPOK. Taky KoMOiHalio CIIif
pU3HayaTy 3 00epPekHiCTIO, 0COOIMBO MallieHTaM JIiTHLOTO BiKy. [larieHTaM noTpiGHO ITPOBOOUTHI
BiATIOBigHY rigpaTarliio, TaK0xk MoxKe OyTH HOIIPHIM MOHITOPUHT (QYHKIIII HUPOK IiCIIS TOYaTKY
OIHOYACHOI'0 3aCTOCYBaHHS IIpernaparis, a TaKOXK MePiOgUYHO BIIPOLOBXK JIIKYBaHHS.

Hani kniHiyHUX BUIPoOyBaHb ITOKa3aslH, 10 MoBiiHa 6/10Kafla peHiH-aHTi0TeH3UH-aIbI0CTEPOHOBO1
cuctemu (PAAC) 3a momoMoroio KoMOiHOBaHOTO 3acToCyBaHHS iHTiOiTOpiB AII®, 610KaTOPiB
petieniTopiB aHrioTeH3uny Il abo amickipeHy acomiloeThCs 3 OilbIll BUCOKOI0 YaCTOTOI0 IOOIiYHUX
peaxiiil, TaKuX SIK TiM0TeH3id, TinepKamieMis i 3HUKEeHHS QYHKII1 HUPOK (Y TOMY YHCIIi TOoCTpa
HUPKOBa HEJOCTATHICTh), IIOPIBHSAHO 3i 3aCTOCYBaHHSAM OIHOTO JTiKapChKOT0 3acoby, 110 BIIMBAE Ha
PAAC.



['perndpyToBU CiK MiCTUTh KOMIIOHEHTH, SKi iHTi0yI0Th pepMerTH CYP450 i MOXYTH 3HUKYBATU
KOHIIEHTPALlil0 aKTUBHOT'0 MeTaboIiTy J103apTaHy, 1110 MOXKe 3MEHIIUTH TepaneBTUUHUM epekT. Crin
YVHUKATHU BXKWBAHHS IPEUNIPPYTOBOr0 COKY ITif Yac mpuitoMy TabIeToK J103apTaHy.

Oco06.1ue8ocmi 3acmocyeaHHsi.

[inepyyTnuBiCTh

AHzioHespomuuHutl Habpsk. Ciig 0co6TMBO KOHTPOTIOBATH CTAH MAIiEHTIB 3 aHTIOHEBPOTUYHUM
HabpsikoM (HaOpsk o6nuyys, Ty, ropna Ta/abo s3uKa) B aHaMHe3i.

IHmecmuHanvHull aHzioHespomuyHull Habpsk. [TOBimOMISAIOCS PO iHTeCTUHAIbHUM
AQHTiOHEBPOTUYHUY HAOPSK Y Malli€eHTIB, SIKi OTPUMYyBaJX JIiKyBaHHS aHTArOHiCTaMHU PELeTITOPiB
aHrioTeH3uny I, BK/II04ao4y j103apTaH (AuB. po3min «[TobiyHi peaknii»). Y naiieHTiB
crocTepiranucs 6ifib y KUBOTI, HyHoTa, 6;1i0BaHHS Ta Aiapes. CUMITOMY 3HUKAJIHY MiC/II IPUIHHEHHS
IIPUOMY aHTaroHICTiB peLenTopiB anrioteH3uny II. AKIo giarHoCTOBaHO iIHTECTUHAIBHUMI
AHTiIOHEeBPOTUYHUM HAOPSK, CIIil MPUIUHUTY IIPUIOM IIHOTO JTiKapChKOTro 3acoby Ta po3moyaTu
BifITOBIIHUY MOHITOPUHT [0 IIOBHOI'O 3HUKHEHHS CUMIITOMIB.

ApTepianbHa TinoTeH3is i BODTHO-eIeKTPOJITHUY qucOaaHc

CuMnToMaTH4Ha apTepiasibHa TilmoTeH3is, 0co0IMBO MmicIIs 3aCTOCYBaHHS IEPIIO] [03HU Mperapary
abo micis migBUILEHHS 03K, MOXK€e BUHUKATHU Yy Malli€HTiB 3i 3HMKEHUM BHYTPIIIHOCYAUHHUM
006’eMoM a0o medinuToM HATPi0, CIPUUYMHEHUMHU 3aCTOCYBAaHHSIM CUIbHUX OiYPETHUKIB, JIETUYHUM
o0OMexKeHHSIM CIIOKMBAHHS COJi, miapeeio abo OmoBaHHSIM. Taki cTaHu MOTPeOYIOTh KOPEKIIil mepef
II0OYaTKOM JIiKyBaHHS J103apTaHOM ab0 3HUKEHHS II04YaTKOBOI 103U Ipemnaparty. Lli pekomeHparii
CTOCYIOTBCS TaKOXK [iTeX BIKOM Bifl 6 POKiB.

EnekrtponiTHuii gucbanaHc

EnexkTpomniTHU#M gucHanaHC 4acCTO CIIOCTEPIraEThCS Y MAllieHTiB i3 mopymeHHAMY GYHKII HUPOK (3
IIyKpoBUM [fiabeToM a6o 6e3 HhOT0), 110 CIifl OpaTH OO yBaru. Y MallieHTiB 3 I[yKpoBUM fiabeToMm II
TUITy Ta 3 HeppomaTieio YacToTa BUHUKHEHHS TinepKarsieMii Oyna 0ibioio npu JiKyBaHHi
JI03apTaHOM ITOPiBHSIHO 3 TaKOM0 y IpyIi nnane6o. ToMy ciiif 4acTo IepeBipsATH KOHIIEHTPAIIiI0 Kaliio
y Iy1a3Mi KpoBi Ta IOKa3HUKY KJIiPEHCY KpeaTHUHiHY, 0COOJIMBO y MAlli€eHTiB 3i CepIieBOI0
He[IOCTaTHICTIO 1 KitipeHCcoM KpeaTuHiny 30-50 mii/xB.

He pekomMeHg0OBaHe OgHOYACHE 3aCTOCYBAHHS JI03apTaHy i Kasnii30epiraiounx miypeTukis, m00aBoK,
110 MICTSTh KaJIili, 3aMiHHMKIB COJIi, 1110 MiCTATH Kasi#, abo iHMMX TiKapCchKUX 3aC006iB, SIKi MOXKYTh
IiABUINYBATU PiBeHb KaJlilo B CUPOBATIIi KPOBi (HalpHKIaz, MiKapchKi 3aco0u, 1110 MiCTITh
TPUMETOIIPUM).

[NopyuieHHs QYHKINI MeYiHKN

Ockinbku hapMaKOKiHETUYHI JaHi BKa3ylOTh Ha iCTOTHe IiABUIIEHHSA KOHIIEHTpAallil J103apTaHy y
IIJTa3Mi KPOB1 XBOpUX Ha LUPO3 IE€YiHKHU, CJIif PO3ITJISHYTU NUTAHHA IIPO 3HUXKEHHS NO3U IS
IaIli€HTIB i3 HasBHICTIO B aHaMHe3i IopyIleHs QyHKLii nediHKu. HeMae HOCBiny TepaneBTUYHOTO
3aCTOCYBaHHS JI03apTaHy IalliEHTaM i3 TSXKKUMHU MOPYIIEeHHSAME QYHKINI Ie4YiHKY, TOMY JI03apTaH He
MOXKHa IIpUMMaTH TaKUM IallieHTaM.

Jlo3apTaH He peKOMeHIOBaHUM [AJIs 3aCTOCYBAHHS HiTAM i3 MOPYLUIEHHSAMU (PYHKI] TeYiHKY.



[MopyieHHs GYHKII HUPOK

[ToBigmomunsinocs npo 3MiHK QYHKIII HUPOK, BKITI0Yal0U HUPKOBY HEOCTATHICTS, II0 IIOB’I3yBasd 3
IPUTHIYEHHSIM peHiH-aHTi0TEH3UHOBOI CUCTEeMHU (0COOIMBO V MAlli€HTIB i3 3a/Ie3KHICTIO (PYHKITI HUPOK
Bim PAAC, T00TO y MaIli€HTiB 3 TSIKKOI CepIieBOI0 HEOOCTATHICTIO ab0 3 yKe HassBHUMHU
nopyLIeHHAMHU (PyHKIIII HUPOK). [Ipenaparty, mo BiiuBaiTh Ha PAAC, MOXYTb CIPUYUHATH
IiABUINEHHS PiBHS CEYOBMHU KPOBi Ta KpeaTHHIHY CUPOBATKY KPOBi ¥ XBOPUX 3 IBOOIYHUM CTEHO30M
HUPKOBUX apTepii abo cTeHo30M apTepii eguHol HUpKH. Li 3MiHu y QyHKIII HUPOK MOXKYTh OyTH
000pOTHUMHU TIiCIIS IPUIIMHEHHS Teparii. JIo3apTaH ciig 3 00epexkHiCTI0 3aCTOCOBYBATH IallieHTaM i3
IBOGIYHUM CTEHO30M HUPKOBUX apTepili abo CTEHO30M apTepii equHOI HUPKHU.

3acmocysaHHA 0imAM i3 nopyweHHAMU QYHKUIl HUPOK

Jlo3apTaH He peKOMEeH0BaHUM 71 3acTocyBaHHA AiTAM 3i [IIK® <30 mn/xs/1,73 M’, OCKiJIbKY HEMa€
BIIIOBIIHUX JaHUX LIOA0 TAKOI'0 3aCTOCYBaHHSA.

[TpoTsarom nepiomy 3aCcTOCYBaHHS JI03apTaHy CJIif PETYISPHO NEPEBIpATH QYHKIIII0 HUPOK, OCKIIbKU
MoxkuBe 1i moripureHHs1. Oco0IMBO 1ie CTOCYETLCS BUIMKiB, KOJIX JI03apPTaH 3aCTOCOBYBATH IIPU
HasIBHOCTI iHIIMX MATOJIOTIYHUX CTaHIB (raps4kKa, OerigpaTallis), SKi MOXYTh BIIJIUBATU Ha (PYHKIIi0
HUPOK.

OmHovacHe 3aCTOCYBaHHA Ji03apTaHy Ta iHribitopis AII® moripiye QyHKIi0 HUPOK, TOMY Taka
KoMOiHalliss He peKOMeHJ0BaHa.

TpaHCOIaHTalli HUPKH

HeMmae manux 11070 6€3MeKy 3aCTOCYBaHHS IIperaparTy MallieHTaM, SKUM HellloIaBHO ITPOBeIeHO
TPAHCIUIAHTALIiI0 HUPKH.

[TepBUHHNM TilepaabO0CTEPOHI3M

Y malieHTiB i3 IePBUHHUM TillepabI0CTEPOHI3MOM 3a3BHYall He CIIOCTepPiraeTscsa ehekTy npu
3aCTOCYBaHHI aHTUTIIEPTEH3UBHUX [IpPellaparTis, 110 Ail0Th MIISXOM IPUTHIYEHHS peHiH-
aHTiOTEH3WHOBOI CUCTEeMH. TOMY JI03apTaH He pPeKOMEHI0BAHUM [JIA Ili€l TPyNH Halli€HTiB.

3axBOpIOBaHHS KOPOHAPHUX apTEPil Ta 11lepeOpPoBacKyIspHI 3aXBOPIOBAHHS

fK 1 Ip¥ 3aCTOCYBaHHI IHIINX aHTUTINIEPTEH3UBHUX [IPeraparis, HaAMIipHe 3HUXKEHHS apTepiabHOro
TUCKY y TIAL[iEHTIB 3 ileMiYHUMH 3aXBOPIOBAHHSIMHU KOPOHAPHUX apTepiil Ta epe6poBacKyISPHIUMHU
3aXBOPIOBaHHSIMU MOXKe IIPU3BOOUTH 10 PO3BUTKY iH(DapKTy Miokapna abo iHCYTIbTY.

CeplieBa HeIOCTaTHICTh

4K i mpu 3aCTOCYyBaHHI IHIIKX IpenaparTis, 10 BIIBaioTh Ha PAAC, y nauieHTiB 3i CeplieBoo
HEOOCTaTHICTIO 3 OPYILIeHHAMY QYyHKIIi HUPOK ab0 6€3 TaKOTo iCHyE PU3UK PO3BUTKY TAKKOI
apTepianbHOI TinoTeH3ii Ta MOPylLIeHHS (QYHKIII HUPOK (YacTO TOCTPOTO).

HeMae mocTaTHBOTO TEPANIEBTUYHOr0 OCBiNy 3aCTOCYBaHHS J103apTaHy MalliEHTaM i3 CepleBOoi0
HEJOCTATHICTIO i CYIyTHIMU TSKKUMU IOPYIIEeHHAMY QYHKIIIl HUPOK, [TallieHTaM i3 TIXKKOI0
ceplleBOI0 HemocTaTHICTIO (Kimac IV 3a knacudikailieio HLIO—PIopKCLKo'i Acomiamii Kappionoris -
NYHA), a TakoX IallieHTaM i3 CepIieBo0 HEJOCTATHICTIO i CHUMIITOMAaTHYHO, HEOE3MEeYHOIO I
JKUTTS CEPIIEBOI0 apuTMier0. ToMy Jl03apTaH CIIif 3aCTOCOBYBAaTH 3 00€pekKHICTIO TaKUM IallieHTaM.
Heo0xigHo 3 00epeKHICTI0 OMHOYACHO 3aCTOCOBYBaTH KOMOiHALIil0 103apTaHy 3 f-0JI0KaTOpaMHu.



CTeH03 aopTaJIbHOT0 i MiTpaJbHOT0 KIallaHiB, 00CTPYKTHBHA rinepTpodiuyHa KapmioMiomaTid

4K i mpu 3acToCyBaHHI iHITNX Ba30AUIaTaTOPiB, 3 0COONIMBOI0 00€PEKHICTIO CITif TPU3HAaYaTH
Ipemnapar IallieHTaM 3i CTEHO30M aopTaJbHOro abo MiTpanabHOTO KJlaraHa Ta 00CTPYKTUBHOIO
rinepTpodigHO0 KapaioMionaTiero.

ITonmsitina 6mokaga PAAC

[cHYIOTb CBigYeHHS, 110 NIPX CYIYTHHOMY 3aCTOCyBaHHi iHri0iTopiB ATI®, 6510KaTOPiB pelenTopiB
anrioteH3uny Il abo anickipeHy MigBUINYETHCS PU3UK apTepianbHOl FiNOTEeH3il, rinepkaieMil Ta
nopyueHHs QyHKLii HUPOK (y TOMY YHMCIIi TOCTPOI HUPKOBOI HefocTaTHOCTi). ToMy mopBifiHa 610Kazma
PAAC mnsgsxom KoMOiHOBaHOTO 3acToCcyBaHH iHri6iTopiB AII®, 610KaTOPiB pelenTopis
aHrioTeH3uny Il abo amickipeHy He peKOMeHIOBaHa.

Y Bumagkax, Koy moABifiHa 0J10Kajia BBaXKAEThCSI BKpai HEOOXimHO0, 11 CITil MPOBOAUTH BHHSITKOBO
i HaTJISIIOM cIlelliasicTa i3 3a0e3rme4eHHsIM PeTeIbHOT0 MOHITOPUHTY QYHKIIiI HUPOK, BOGHO-
eJIeKTPOJIiTHOTO OaiaHCy Ta apTepianbHOro TUCKY. [HTiGiTOpu AII® Ta 6110KaTOPU PEelenTopiB
aHrioteH3uny Il He cIig omHOYACHO IMpU3HAYATHA XBOPUM Ha iabeTuuHy HedpomarTiio.

BaritHicTb

Jlo3apTaH He CIIifi 3aCTOCOBYBAaTH BariTHUM a0o0 KiHKaM, SKi IIJIaHYIOTh 3aBaTiTHITH. AKIIO TinbKH
Teparis 103apTaHOM He BBaXKa€eThCs BKpall He0OXigHOI0, MAI[iEHTH, SKi JIaHYIOTh BaTiTHICTS,
IIOBUHHI OyTHU ITepeBeeHi Ha albTepHATUBHE aHTUTINIEPTEH3UBHE TiKYBaHHS, III0 Ma€ BCTAHOBIIEHUM
npodinb Oe3meku Oy 3aCTOCYBaHHS Y Iepiod BariTHOCTI. Y pasi giarHOCTyBaHHS BariTHOCTI
JiKyBaHHS JI03apTaHOM CJIiJ] HeralHO MPUIIUHUTH i, SKI0 HeoOXiIHO, PO3M0oYaTy albTePHATUBHY
Tepariio (quB. po3minu «IIpoTUNoKa3aHHSI» Ta «3aCTOCYBaHHA Y Iepiof BariTHOCTI ab0 rogyBaHHS

TPYLLIO»).

IH1ITi 3aCTepeXRKEeHHS

Jlo3apTaH Ta iHIII aHTAarOHICTU aHTiOTEH3UHY MeHINI e()eKTUBHI [JIg 3HUKEHHS apTepialbHOTO TUCKY
y TaIliEHTiB HETPOINHOI pacH, HiXK B iHIIKX TAI[iEHTIB, MOXKJIUBO, Yepe3 HU3bKY aKTUBHICTb PEHIHY Y
MalliEHTIB HETPOIMHOI pacH 3 apTepiabHOIO TillepTeH3iEr.

[Tpemapat Jlo3apTaH-TeBa MiCTUTh TaKkTO3y. [lallieHTaM i3 pigKiCHUMU CIIafiKOBUMU ITpoOIeMaMu
HEeTePeHOCHMOCTI TajlakKTO3H, IIOBHUM [e(illuToM JlakTa3u ab0 MOPYLIIeHHSIM BCMOKTYBaHHS
TJIFOKO3U-TaJIaKTO3M He CJIi[ 3aCTOCOBYBAaTH el Ipemnapar.

3acTocyBaHHS y Iepiof BariTHOCTi ab0 rogyBaHHS I'PYATIO.
BariTHicTb
[IpoTunoka3aHo 3aCTOCYBaHHS BariTHUM i XKiHKaM, Kl IIJTaHYIOTh 3aBariTHITH.

[MarieHTKH, SKi MIaHYIOTh 3aBaTiTHITH, MaloTh OyTH NepeBefeHi Ha albTepHATUBHI
AQHTUTINEePTEeH3UBHI IIpenapaTy 3i BCTaHOBIIeHUM Ipodinem 6e3neku sl 3aCTOCYBAHHS V Iepiof
BariTHOCTI. [Ipy mifgTBepOKEHHI BariTHOCTI JTiKyBaHHS J103apTaHOM CJIifi HeTalHO IPUNIUHUTH Ta,
SKIIIO TOTPiOHO, PO3MOYaTH Tepariio albTepHaTUBHUMU 3ac00aMH.

BcraHOBIEHO, 110 3aCTOCYBaHHSA aHTAroHICTiB penenTopiB aHrioren3uny Il mig gac II i I1I TpumecTpis



BariTHOCTI iHAYKY€ y MOOUHY (PEeTOTOKCUYHICTh (TOTipIneHHs (YHKIIiI HUPOK, OMTirorifpaMHioH,
3aTpuUMKa ocu@ikarlil KiCTOK dyepela) Ta HeOHATaIbHy TOKCUYHICTh (HUPKOBa HEIOCTATHICTB,
apTepianbHa TiNOTEH3id, rinepkaniemis).

dkmo y nepion, mounHatouu 3 Il TpuMecTpy BariTHOCTI, Manu Miclle BUTIafKU 3aCTOCYBaHHS
7103apTaHy, PeKOMEHAYETHLCS IPOBECTH YIbTPa3BYKOBe 00CTeXKeHHS (PYHKIIii HUPOK Ta CTaHy KiCTOK
yeperia.

HeMmoBnsTa, MaTepi SKUX y Iepiof BariTHOCTI mpuitMasy 103apTaH, TOBUHHI TepeOyBaTH IIif
PEeTeNnbHUM HATSOo0M 3 METOI BUSIBIEHHS 03HAK apTepialbHOI TiloTeH3il.

T'ongyBaHHA TPYANI0

Jlo3apTaH He CIIiJl 3aCTOCOBYBATH Yy Mepiox rogyBaHHs Tpyamio. ¥V mepion nakTatii moTpi6HO
IpHU3HAYaTH aJIbTePHATHBHI JIIKAPChKi 3aC00H 3 Kpallle BUBYEHUM mpodineM 6e3meKu momio
3aCTOCYBaHHS IIifl 4aC rOfyBaHHS I'PYAOIO.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakilil mpyu KepyBaHHI aBTOTPAHCIIOPTOM a0o0 iHITMMU
MexXaHi3MaMu.

He npoBogunu mociifzKeHHS 11040 BIUIMBY IIpelapaTy Ha 3[4aTHICTh KepyBaTU aBTOTPaHCIOPTOM Ta
inmuMu MexaHizamamu. OgHaK CJIifi TaM’STaTy PO MOXKIUBICTb PO3BUTKY TAKWX MOOIUHUX peakiiit K
3alaMOpPOYEHHS Ta COHJIUBICTh, 0COOIMBO Ha MMOYATKY JIIKyBaHHS Ta IPU MigBUIIEHH] 7031
mpenapary.

Cnoci6 3acmocyeaHHsi ma do3u.

TabneTku 103apTaHy Ciif 3anuBaTH 1 CKISHKOIO BOOU. 3aCTOCOBYBATHU IIpenapaT He3aleXKHO Bif
BXKMBaHHS 1Xi.

ApTepianbHa TrinepTeH3isa

3a3Buyall IOYaTKOBA i migTpUMyBasbHa 4o3a OJ1s OiNbIIOCTi mallieHTiB cTaHOBUTE 50 MT IIpernapary
1 pa3 Ha mo0y. MakCUMaIbHUY AaHTUTIIEPTEH3UBHUY ePEKT NOCIATae€ThCS Ha 3-6 TUXKOEHD Bif
[I04YaTKy JiKyBaHHd. [I1g OesKUX MMali€HTiB MOXe BUABUTUCS CIPUSATIIUBIIINM MiABUILLIEHHS 103U
npemnapaty fo 100 Mr 1 pa3 Ha goOy (BpaHIii).

Jlo3apTaH MOXHa 3aCTOCOBYBATH y IOEAHAHHI 3 IHIIMMY aHTUTINIEPTEeH3UBHUMU IIpernapaTaMy,
0co0NMBO AiypeTuKaMu (HampHuKia, i3 TigpoXIopoTia3umoM).

[NanieHTH 3 apTepiaNbHOIO TinepTeH3ielo Ta IykKpoBuM miabeTom II Tumy 3 nporteinypieio =0,5 r Ha
noby

PekomeHayeThCs MoYaTKoOBa fo3a 50 Mr 1 pa3 Ha mo0y. [Jo3y MoxkHa 36inpmuTu fo 100 Mr 1 pa3 Ha
no0y 3a71exkHO Bifl TOTO, AKUMHU € TIOKa3HUKU apTepialbHOTO TUCKY Yepe3 1 MicsIlp micis moyaTky
JIiKyBaHHS. JIo3apTaH MOXkKHa 3aCTOCOBYBATH 3 iHIIMMU aHTUTINEPTEH3UBHUMMU IIpelapaTaMu
(Hampuknap, i3 miypeTukamu, 6710KaToOpaMu KaJbIlieBUX KaHaliB, 6710kaTopaMu - abo B-penenTopiB
Ta IpenapaTaMy IeHTPaJbHOI [il), @ TaKOXK 3 iHCY/TiHOM Ta iHIIMMU TiIOTIiKeMiYHUMU IIperapaTaMu
(HampuKiaf, 3i Cynb(pOHIICEYOBUHOIO, TTTiTa30HAMHU Ta iHTiGiTOpaMu I'TI0KO3UAa3H).



CepliieBa HeIOCTaTHICTh

[1s1 maienTiB i3 XPOHIYHOI CePLeBOI0 HENOCTATHICTI0O PEKOMEHYETHCA II0YaTKOBA 03a JI03apTaHy
12,5 mr 1 pa3 Ha mo0y. 3a3BUYail [03y TUTPYIOTh 3 TUKHEBUM iHTepBanoM (12,5 mMr Ha moby, 25 Mr Ha
mo0y, 50 mr Ha moby, 100 Mr 1 pa3 Ha goby g0 MakcuMasbHOl mo3u 150 Mr 1 pas3 Ha moby) 3aIeKHO
Bi iHOMBigyaIbHOI TEPEHOCUMOCTI.

3HUXKEHHS PU3UKY PO3BUTKY IHCVILTY V MAIli€HTIB 3 apTepianbHO rinepTersielo i rineprpodicto
JIiBOT0 IIIYHOYKA, HiIATBEPIXKEHO0 3a nonomorow EKI

PekoMeH[i0OBaHa ITOYAaTKOBA 403a CTaHOBUTHL 50 Mr no3aprany 1 pa3 Ha moOy. 3aiexHo Bif 3MiH piBHS
apTepianbHOTO TUCKY A0 JiKYBaHHS CIIiJ HOOATH TimpOXIOpOTia3uy y HU3bKiN 0o3i Ta/ab0 30inbuIuTu
no3y no3aprany xo 100 mr 1 pa3s Ha fmo0y.

Ocob.auei epynu nauieHmia
3acToCcyBaHHS MallieHTaM 3i 3HUKEeHUM 06’eMOM ITMPKYII0I040i KpoBi (OI1K)

[Tamientam 3i 3auKeHuM OLIK (Hampukian, BHACTigOK JIiKyBaHHS BUCOKHMMM 003aMU OiypeTUKiB)
PO3MOYMHATH Tepaliio HeoOxigHo 3 mo3u 25 Mr j1o3apTaHy 1 pa3 Ha fo0y.

3aCTOCYBAHHY IalliEHTaM i3 MOPVIIeHHIMHI GVHKITII HUPOK Ta IalliEHTaM, SKUM IPOBOOATEL CeaHCH
reMopianisy

Y pasi npu3HaueHH4 J103apTaHy NallieHTaM i3 MOPYyUIeHHSIMU (YHKII1 HUPOK Ta MallieHTaM, IKUM
IIPOBOMASITH CEAHCH TeMOfIialTi3y, II0YaTKOBY KOPEKIIiI0 103K IIPOBOAUTH He MOTPi6HO.

3aCTOCYBAHHS IMalliEHTaM i3 MOPVIIeHHIMHU GVHKIT] DeYiHKK

[I71g nanieHTiB i3 MOPYIIEHHSIMU (DYHKIIII IeYiHKY B aHaAMHe3i CITif PO3TISHYTHA OOUiNbHICTh
3aCTOCYBaHHS IIpelnapaTy B MeHIIiX [03i. HemMae moCBify MiKyBaHHS MAIll€HTIB i3 TAXKKUMU
MOPYLIEHHAMHU (DYHKIIil TeYiHKH, TOMY JI03apTaH IPOTUIIOKa3aHU TaKUM IallicHTaM.

3acTocyBaHHA OiTIM (BikoM Bif 6 mo 18 pokis

IIns miTed, sKi MOXYTh KOBTAQTH TaOIeTKH i B IKUX Maca Tina Ginmbine 20 Kr Ta MeHIre 50 KT,
PEeKOMeH0BaHa f103a CTaHOBUTH 25 Mr 1 pa3 Ha m00y. Y BUHSATKOBUX BUIIAAKaAX J03Y MOXKHA
30inmbIUTH 10 MakcuMasbHOI - 50 Mr 1 pas Ha mo6y. 103y CiIim KOpUryBaTH 3ajeKHO Bif BIIJIUBY Ha
PiBEHb apTepianbHOrO TUCKY.

Ilng marieHTiB 3 Macoio Tina moHag 50 Kr peKOMeHoBaHa pa30Ba mo3a cTaHOBUThL 50 mMr 1 pa3 Ha
no0y. YV BUHSITKOBUX BUIIafiKaX A0O3y MOXKHa 30imbmuTy 1o MakcuMamnbHol - 100 Mr 1 pa3 Ha mo06y.
3acTocyBaHHS [103, 110 epeBully0Th 1,4 Mr/Kr (abo Oinbiie 100 Mr) Ha mo0y, HiTSIM He BUBYAIIU.

Jlo3apTaH He PEKOMEH0OBaHUM [JIs1 3aCTOCYBaHHSA AiTSM BiKOM [0 6 POKiB, OCKIJIbKY JaHUX LIOMO0
3aCTOCYBaHHS IIpelapaTty y Lill IPyIli NalieHTiB HeJOCTaTHbO.

[IpenapaT He peKOMEHAYEThCSA AJg 3acTocyBaHHSA AiTaM 3i IHK® <30 mmn/xs/1,73 M’, OCKiJIbKY HeMae
BI[ITOBIIHUX JaHUX IIO0 3aCTOCYBAaHHS.

Jlo3apTaH TaK0X He PEKOMEHAYETLCS AJIS 3aCTOCYBAHHS HiTAM i3 MOpYyIIeHHAME QYHKII] IeYiHKH.

3aCTOCYBaHHA NallieHTaM JIITHBOr'O BIiKY



3a3Buyall HeMa€ 0Tpebu y KOPUTYBaHHI [0O3U AJIS Malli€HTiB JITHLOTO BiKy, X04a MOXKJ/INBE
IIpU3HAYEHH JI03apTaHy y I0YaTKOBIM 1031 25 Mr nallieHTaM BiKOM IOHAZ 75 POKIB.

Himu.

Jlo3apTaH He PeKOMEHAYETLCS AJIST 3aCTOCYBAHHS IiTAM BiKOM 10 6 POKiB, OCKiNIbKY AaHi OO ITi€l
IPyIU NalieHTiB 00MeXkKeHi.

Ilepedo3yeanHsi.

Cumnmomu. [JaHi o0 epefo3yBaHHA 103apTaHOM 00MezKeHi. 3aneKHO Bif CTyIeHs iHTOKCHKalil
MOXYTb 3'SIBIISITUCSI TaKi CUMIITOMH SIK apTepialbHa TinoTeH3is, Taxikapmis, Opagukapisi, sKka Moxe
BMHUKATH BHACIIOOK [TapaCUMIIaTUYHOI (BarajabHOI) CTUMYJIALIL

JlikysanHA. JIiKyBanbHi 3aX00u 3ajiexkaTh Bif Yacy, 110 MUHYB MiCISI MPUAOMY IIpenapaTy, XapakTepy
i TAKKOCTiI CUMIITOMIB. Y pa3i BUHUKHEHHSI CUMIITOMATUYHOI TilOTEeH3il CITig IPOBOAUTHI
iATPUMYBabHY Tepatito. [IpioputeTHUM 3axomoM Mae OyTu crabimizaris QyHKIII cepiieBo-CyIuHHOI
cucteMu. [licns nepopalbHOro Iepeno3yBaHHs II0Ka3aHe 3aCTOCYBaHHS aKTUBOBAHOTO BYTIIA Y
BigmoBigHiu 0o3i. I1i3Himme crig KOHTPOII0OBATH OCHOBHI TOKA3HUKY KUTTENIAIBHOCTI OPTaHi3My Ta
KOPUTYBaTH Ipu HeoOximHoCTi. JIo3apTaH Ta akKTUBHUYN MeTabO0IIT He BUOAJSIOTHCS IIPYU IIPOBEIeHH]
reMofianmisy.

ITo6iuni peakuii.
Haituacrimum HeOaxkaHUM SIBUILEM IIPU 3aCTOCYBaHHI 103apTaHy 0yJI0 3alIaMOpPOYEHHS.

3a yactoToro nmobiuHi peakiril po3moinieHi TaKuM YUHOM: myxKe 4acto (=1/10); gacrto (=1/100,
<1/10); HewacTo (=1/1000, <1/100); pigko (=1/10000, <1/1000); myxe pigko (<1/10000); vactoTa
HeBigoMa (HEMOZKJIMBO OLIHUTH 3 HaIBHUX HAHUX).

Tabmuig 1.

YacTtoTa nobiYyHUX peakllil, BUSBIEHUX y IIale00-KOHTPOIbOBAHUX KITIHIYHUX OOCITIIXKEHHSIX Ta
B [1epiof MiCIAPEeECTPaLiiHOr0 3aCTOCyBaHH JI03apTaHy

[Mo6iyHa peakiris HacToTa mo6ivyHMX peakliyi Tpy Pi3HUX MOKA3aHHIX |IH111e
AprepianbHa [[lanieHTH 3 XpoHiyHa AprepianbHa  |docBin
TinepTeH3id [|apTepiajibHOI  [cepLeBa rinepTeH3id Ta |IiCNIsIpeecTPauiiHoro
rilepTeH3i€l0 Ta [HeJoCTaTHIC [IYyKpOBUU 3aCTOCYBaHHSI
rineptpodieto Thb miabet II Tuny 3 jnpenapary
ITiBOTr0 LIIYHOYKA 3aXBOPIOBAHHAM
HAPOK
3 Ooky Kposi ma aimpamuyHoi cucmemu
QHEMig JacTo 4acToTa HEBioMa
TPOMOOIIUTONEHis 4acToTa HeBigoMa

3 60Ky iMyHHOI cucmemu




peaxiiii rimepuyTINBOCTI,
aHadimakTUYHI peakiiii,
AHT1I0HEBPOTUYHUU
HaOpsK* i BaCKymiT**

PigKo

3 6oky ncuxiku

menpecis

gyacToTa HeBimoMa

3 60Ky Hepsosoi cucmemu

3aTTaMOPOYEHHS

H4aCTO 4aCTO

4acCTO

4aCTO

COHJIUBICTB

[HE4aCTO

TOJIOBHUM Oinb

[HE4aCTO

HE4YaCTO

OPYIIEHHS CHY

[HE4aCTO

rapecresis

piOKo

IMirpess

4acTOoTa HeBigoMa

mucreB3is

4acTOoTa HEBigoMa

3 Ooky opeaHie cayxy ma

pigHoBazu

BEPTUT O

1aCTO 4aCTO

I3BiH y Byxax

yacToTa HeBimoMa

3 Ooky cepus

TIQJIbITITAIliS

[HEe4aCTO

CTEHOKapnist

[HE4aCTO

CHHKOIIE

PIOKO

hbiGpusiis nepencepnb

PigKO

TOCTpE MOPYIIEHHS
MO3KOBOTO KPOBOOOITY

PioKo

3 6oxy cyOuH

(opTOoCTaTH4HA)
rinoTeHsiq (y ToMy 4uCi
m0303asexkHi
opToCTaTHYHI edeKTH)"

HEe4acCTO

4acTo

4acCTO

3 60Ky duxanvHoi cucmemu, 2pyOHOI Ki

mMKU ma cepedoCmiHHA

HUPOK

3afUIIKa HEYacTo

Kalllesb HEYacTo YacToTa HeBifoMa

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY

0inb y KMBOTI HEe4acTo

3an0p HEYacTo

miapest He4yacTo yacToTa HeBigoMa

HymoTa HEYacTo

GrI0BaHHS HEYaCTO

IHTECTUHAJILHUYI PiOKO

AHTiI0HEBPOTUYHUH

HaOpsIK

3 60Ky neuiHKu ma #08408UiOHUX W.sXie

aHKPeaTuT YacToTa HeBifoMa

renaTuT PigKO

mopylIeHHs GyHKIIl JacToTa HeBifoMa

mevyinky

3 6oky wkipu ma nidwKipHOi MKAHUHU

KDOIINB' THKa HEYacTo YacToTa HeBifoMa

cBepbix HEYacTo yacToTa HeBifoMa

BHUCUIIQHHS HEYacTo HEYacTo JYacToTa HeBifoMa

hOTOUYTNIUBICTD [4acToTa HEBioOMa

3 Ooky ckesemHo-M’ 130801 ma cnoAyYHOI MKAHUH

MiaJIris 4acToTa HEBifoMa

apTpanris 4acToTa HEBifoMa
abromioni3 YacToTa HeBifoMa

3 60Ky HUPOK Ma cevo8usiOHUX WaAXi8

MOpYIIeHHS GYHKUI JacTo




HIPKOBa HEOCTATHICTD | JacTo

3 6oxy penpodykmueHoi cucmemu

EepPEKTUIIbHA JacToTa HeBimoMa
mycyHKIS/ IMIOTEHIIiT
3az2aabHi po3aadu
AcTeHis HEYacTo JacTo HEYaCTO JacTo
BTOMJIIOBAHICTh HEYacTo JacTo HEYacTo JacTo
HaOpsK HEYaCTO
HE3yKaHHS YacToTa HeBimoMa

Pe3ysbmamu 00cai0xiceHb
rinmepkaiemis 9acTo HewyacTo'  [gacTo’

MiBUINIEHHS PiBHSA pigko
anaHinamiHoTpaHcdepas
v (AJIT)*

MigBUIIEHHS PiBHSA JacTo
CE4OBUHU KPOBI,
CAPOBATKOBOTO
KpeaTuHIHy Ta
CHPOBATKOBOI'O KaJlito
rinoHaTpiemis JacToTa HeBifoMa
rinoriaikemis 4acTo

*Y Tomy uducii HabpsgK TOpTaHi, T0JI0COBOI IIiNKWHY, 065Uy, I'y0, TTIOTKH Ta/abo f3uKa (1o
CIIPUYKHSIE 0OCTPYKIIiI0 OUXAIIbHUX IIJISIXiB); B OKPEMHUX IAIli€HTIB 3 IOTO YKCJIA MTOBiHOMIISITIOCS PO
BUIIQ[IKA aHTiI0HEBPOTHYHOI0 HAOPSKY B aHaMHe3i, 1OB’g3aHi i3 3aCTOCYBAHHSM iHIIKX JTiIKapPChKUX
3aco6iB, y Tomy uucni inribitopis AII.

**+Y tomy uucsi xsopoba Illenneitna-I'eHoxa.

IIOco6m/nao y nanieHTiB 3i 3HuKeHuM OLIK, 30KpeMa XBOPUX i3 TIXKKOI CepLEeBO0 HEAOCTATHICTIO
abo Takux, 1110 OTPUMYIOTH BUCOKi 003U [iypeTHKiB.

TI_[;{ mobivyHa peakilis 6yia 4acTol0 cepef MallieHTiB, ki oTpuMyBanu 150 Mr no3apTaHny, a He 50 Mr.

1:V KJIIHIYHOMY [IOCIIiIK€eHHi, B IKOMY B3$IJIX Y4acCTh MallieHTH 3 IIyKpoBUM fiabetom II Tumy Ta
Hedpomnarielo, rinepkanieMis (> 5,5 Mmonb/n) cnoctepiranacs y 9,9% mnalieHTiB, IKi OTpUMyBau
TabneTKu no3apTany, i y 3,4% nauieHTiB, SKi oOTpUMyBau Iaiebo.

§3a331/1qa171 3HUKAE IiCIs NPUNUHEHHS JIiKyBaHHS.

Y matieHTiB, sIKi 3aCTOCOBYBaM JI03apTaH, YacTillle, HiXK y NallieHTiB, sIKi OTpuMyBasu maiie6o,
BMHUKAJIM TaKi 0OaTKOBI M06GiuHi peakilil (YacToTa HeBigoMa): 6inb y criuHi, iHQeKIll ceY0BUBITHUX
IIJISXiB Ta TPUIONOMAIOHI CUMIITOMH.

3 60Ky HUPOK ma ceyosusiOHUX wsxie. Ak pe3ynbTaT npurHideHHs PAAC, y mallieHTiB 3 rpymnu
IiABUIIEHOTO PU3UKY CIOCTEpiranucsd 3MiHu QyHKIII HUPOK, Y TOMY YHUCJIi HIPKOBa HEOCTATHICTb.
Taki 3MiHM MOXYTh MaTi 060POTHUM XapaKTep i 3HUKATHU MiCJIs MPUITUHEHHS Tepaiii.

[itu. [Tpodine mobiuHMX peakiil y miTel Ta MigIiTKiB MoAiOHKM g0 npodinio mo0iYHUX peakiil y
mopocnux. [laHi OO0 3aCTOCYBaHHS MperapaTy y giTel oOMexKeHi.




Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epirannsi. 30epiratu npu Temnepatypi He Buitle 25 °C. 30epiratu y HEOOCTYIHOMY OJIS
OiTed Micrii.

YnakoBka. [To 10 tabneToxk y 6mictepi; mo 3 6ricTepu y KapToHHiM KopoO1ii (TabmeTku mo 12,5 mMr
abo mo 25 mr, a6o no 50 mr, abo o 100 mr) ab6o mo 9 GricTepiB y KapToHHIM KOpoO1i (TabmeTku 1mo 50
mr a6o mo 100 mr).

Kareropis Bigmycky. 3a peLenTom.

Bupoonuku. AT PapmalnieBTU4YHUY 3aBof TeBa.

TeBa ®apma C.JI.Y.

Micue3HaxoaKeHHsI BHAPOOHHUKIB Ta apecH Miclb MPOBAIKEeHHS IX Tisi/ILHOCTI.
Hinpuung 1; H-4042 [ebpenen, Byn. [Tannari 13, YropmuHa.

[Tonirono Iamactpian Manbmika ¢/C Ne 4, 50016, Caparoca, Icnanis.



