IHCTPYKIIA
AJI MeIMYHOI'0 3aCTOCYBAaHHA Npenapary

JlopicTa®
(Lorista®)

Cknao:

ditoua pevoguna: 1 Tabnerka mictuth 12,5 mr, 25 mr, 50 mMr a6o 100 mr 03apTaHy Kaiio;

O00NOMIdICHI peyoguHu. TIeNIakTo3a (MICTHTD JAKTO3U MOHOTIIPAT Ta IEN0I03y MOPOIIKONOAI0H)Y KPOXMab
KyKypYI3STHUH, KpOXMaJlb TPEeKeTaTHHI30BaHHHA, IIEITI0I03a MIKPOKPHCTANIYHA, KPEMHIIO JIOKCH] KOJIOiTHUN
0e3BOJIHUI, MarHio cTeapar, TinpoMeno3a, TajabK, MPOMUICHITIKOIb, TuTany aiokcun (E 171), 6apBHuk
xiHominoBui xkoBTuH (E 104) — mume g radbnetok mo 12,5 mr ta 25 mr.

Jlikapcbka ¢gopma. TabneTkn, BKPHUTI TUTIBKOBOIO 000JIOHKOIO.

dapmakoTepaneBTHYHA rpyna. [IpocTti mpenapatu aHTaroHicTiB penenTopis anrioteH3uny I1.
Koxg ATC C09C AO01.

KutiHiyHI XapaKTepUCTHKH.

Ilokazannus.

— JlikyBaHHSI €CeHIIaTbHOI T1MepTeH31i y TOPOCIUX, a TAKOXK y IiTel BIKOM Bif 6 pOKIB.

— JlikyBaHHSI 3aXBOPIOBAaHHS HUPOK y JOPOCIIHX TMAIIEHTIB 3 apTEPiabHOIO TIMEPTEH3I€I0 Ta yKPOBUM JiadeTom 1
TUMY 3 poTeinypieto > 0,5 1/100y — K YaCTHHA aHTUTINEPTEH3UBHOI Teparnii.

— JlikyBaHHS XpOHIYHOI CepIIeBOi HEOCTATHOCTI (Y MAIieHTIB BikKOM Bix 60 pOKiB), KOJIM 3aCTOCYBaHHS iHTi0iTOpIB
aHT10TeH3UHIIEPETBOPIOBATBHOTO (hepMeHTy (AIID) BBaxkaeThCcs HEMOKIUBUM 3 TPUYUHU HECYMICHOCT]
0COOJMBO TpH KaIwii, abo mpoTumnokas3ane. [1amieHTiB i3 cepreBo0 HEJOCTATHICTIO, CTaH SIKUX CTa0lIi3yBaBCs pU
3acTocyBaHHI iHT10iTOpY AIID, He citij epeBOAUTH Ha JIKYBaHHS JIO3apTaHOM. Y HallieHTa (Qpakiis BUKUIY
JBOTO IITYHOYKA MOBUHHA CTAaHOBUTH < 40 %, cTaH Mae OyTH KIIHIYHO CTa0IIbHIM, TAKOXK IAIIEHTOBI CIIi]
JOTPUMYBATUCS BCTAHOBJIEHOTO PEXKUMY JIIKYBAaHHS LII0JI0 XPOHIYHOT CEPIIEBOI HETOCTATHOCTI.

— 3HWKEHHS pU3UKY PO3BUTKY 1HCYJIBTY Y TOPOCIHX TAII€HTIB 3 apTepialIbHOIO TiepTeH3i€r i rimepTpodieto
JBOTO HIIYHOUKA, 110 JOKYMEHTAIbHO MIATBEpKeHO 3a gonomororo EKI

Ilpomunokaszanns.

[TinBumIeHA Yy TIMBICTH JI0 JI03apTaHy abo 10 OyIb-SKOTO iHIIOr0 KOMIIOHEHTA TIperapary.

BaritHi ab0 iHKH, SIKi IJIaHYIOTh 3aBariTHITH (IUB. po3AlT «3acTOCYBaHHS y MEPioj BariTHOCTI a00 rolyBaHHs
rpyamoy). Tsokki nopymeHHs GyHKINT nedinku. OHOYaCHE 3aCTOCYBAHHS 3 alliICKIPEHOM MaIli€HTaM 3 IIYKPOBUM
niaberom abo nopymeHHsM QyHkuii Hupok (IIK® <60 mi/xe/1,733) (nuB. po3ainu «OcoOIMBOCTI 3aCTOCYBaHHSD)
Ta «B3aeMois 3 iHIIMMU JIiKapCHKUMU 3aCO0aMHM Ta 1HII BUIU B3aEMOJIN»).

Cnoci6 3acmocyeanus ma 003u.

TaOnerku no3apTaHy CIiJ] 3alMBATU CKJISHKOIO BOJIH.

3acTocyBaHHsI MperapaTy He 3aJICKUTh BiJI MPUHOMY TXKi.

Apmepianvha cinepmensis

3a3BHuail MovaTKoBa i MATPUMYIOYA 1032 sl OLIBIIOCTI MamieHTiB craHOBUTH S0 Mr mpemapary 1 pa3 HanoOy (1
tabnetka Jlopictu 50 mr). MakcumanbHHI aHTUTINEPTECH3UBHUN €EKT AOCATAETHCS HA

3-6 TWXICHD BiJl TOYATKY JIIKYBaHHS. J[JIs1 TESIKUX MAI[I€HTIB MOYKE BUSBUTHUCS CIPUSTIMBIIIAM ITiIBUIIICHHS JT03U
npenapaty 10 100 mr 1 pa3 Ha 100y (BpaHIii).

JlopicTy MOKHA 3aCTOCOBYBATH Y TTOE€THAHHI 3 1HIIMMHU aHTHUTIIEPTCH3UBHUMHU TIperapaTaMu, 0COOIUBO
JIiypeTukaMu (HampuKiai, T1IPOXJIOPTIa3uaom).

Tayiecumu 3 apmepianvroro cinepmenzicio ma yykposum diabemom I muny 3 npomeinypicio > 0,5 2/006y
3a3Buuail moyatkoBa fo3a ctaHoBUTH 50 mr (1 Tabnerka Jlopictu) 1 pa3 Ha 100y. [lo3y MoxHa 30inbmmTH 10 100
Mr 1 pa3 Ha 700y 3aJIeXKHO BiJ TOTO, IKUMH € TIOKa3HUKH apTepiajbHOTO TUCKY Yepe3 | MiCAIb Mmicis MoYaTKy
JiKyBaHHs. JIopicTy MOXHa 3aCTOCOBYBATH 3 IHIIMMHU aHTUTINEPTEH3UBHUMU MpenapaTaMu (HallpyuKIIaja



JiypeTukaMu, OJ0KaTOpaMu Kallblli€eBUX KaHAIIB, OJI0KaTopaMu - a0o B-perenTopiB Ta npenapaTaMu
HEHTPAIBHOI [i1), @ TAKOXK 3 IHCYJIIHOM Ta iHIIUMH TiNOTJIIKEMIYHUMH TpenapaTaMy, siKi IUPOKO 3aCTOCOBYIOTHCS
(Hanpukiaa cynb(OHIICEYOBUHOIO, TIIITA30HAMH Ta 1HT101TOpaMHU TIIFOKO3UAA3H).

Cepyesa neoocmamuicmo

3a3Buuail moyaTkoBa o3a JIopicTu y Hali€eHTIB 13 XpOHIYHOIO CEPLIEBOI0 HETOCTATHICTIO CTAaHOBUTH 12,5 Mmr 1 pa3
Ha J100y. SIK mpaBuiI0, 1033 TUTPYETHCS 3 THXKHEBUM iHTEpBasioM (a came: 12,5 mr Ha 100y, 25 Mr Ha 100y, 50 mMr
Ha 100y) 110 3BUYaitHOi miaTpumyrouoi go3u 50 mr (1 Tabnerka JlopicTu)

1 pa3 Ha 100y 3aJIe)KHO BiJI IHANBITyaTbHOI IEPEHOCUMOCTI.

3Hudicents pusuKy po3eumky iHCYIbmy y nayieHmie 3 apmepianbHolo cinepmensicio i 2inepmpoieio n1i6oco
UWLIYHOYKA, WO OOKYMEHMANbHO NIOMBEepOH#CeHO 3a donomocoo EKT

3a3Buuail moyaTkoBa 03a cTaHoBUTH 50 Mr so3aprany (1 Tabnerka Jlopictu 50 mr) 1 pa3 Ha 100y 3anexHo Bij
3MiH PiBHS apTepPiajJbHOTO TUCKY JI0 JIKYBAaHHS CIIiJ JOJATH T1IPOXIIOPTia3u ]l y HU3BKiH 1031 Ta/ab0 30UIBIINTH 103y
Jlopictu o 100 mr 1 pa3 Ha 100y

Oxpemi epynu nayienmis

3acmocysanus nayienmam 3i 3HUANCEHUM 00 EMOM YUPKYTIOIOYOT KPOBI

[TamienTam 31 3HIKEHUM 00’ €MOM IIUPKYJTIOI0Y0i KPOBI (HATIPHUKIIAM, YHACTIIOK JIIKyBaHHS BUCOKHMH J03aMHU
JypeTUKIB) PO3IMOYMHATH Teparlito HeoOXiaHO 3 7031 25 Mr 1 pa3 Ha 100y.

3acmocysanns nayicumam i3 NOpyuweHHAM QYHKYIL HUPOK Ma NAYIEHMAaM, SIKUM NPOBOOSIMb CeAHCU 2eMOoOIani3y
[Tpu npuznavenHi JlopicTu mauieHTam i3 mopyueHHsIM GYHKIIT HUPOK Ta Malli€HTaM, SIKUM MPOBOJIATH CEaHCH
reMo/1iaii3y,I0YaTKOBY KOPEKIIIIO 031 IPOBOAUTH HE IOTPiOHO.

3acmocysanns nayienmam i3 nopyuieHHaAM QyuKyii nevinku

Jiis mamieHTiB i3 mOpyImeHHsAM (PyHKINT TEYiHKY B aHaMHE31 CIIi/1 pO3TIISIHYTH TTUTAaHHS 1010 TPU3HAYCHHS
mpenapaty y MeHmIii no3i. Hemae nocBiny JiKyBaHHS MAIi€HTIB 13 TSHKKUMU MOPYIIEHHSAMH (PYHKIIIT MEYiHKU, TOMY
JI03apTaH NPOTHUITOKA3aHHH Iili TPy MaIi€HTIR

3acmocysanns oimam

Jani moao eQeKTHBHOCTI Ta O0€3MEKH 3aCTOCYBaHHS JI03apTaHy IiTSAM BiKOM 6-18 poKiB aiis JIIKyBaHHS
apTepiasibHOI rinepTensii ooMexeHi. Takox € Mano JaHuX o0 papMaKkOKIHETUKU y JIITeH 3 apTepiabHOIO
rinmepTensieto BikoM Bix 1 micsis. st miTel, ski MOKYTh KOBTaTH TaOJIETKH 1 B SIKUX Maca Tina Oib21@ Kr Ta
MmeHIe 50 Kr, peKOMEHJ0BaHa /1032 CTAaHOBUTH 25 Mr 1 pa3 Ha 100y. Y BUHATKOBHX BHUIIAJKaX 03y MOXHA
301LTBIIMTH 10 MakcuManbHOT — 50 Mr 1 pa3 Ha n00y. J{03y citiji KOpUTyBaTH 3aJI€KHO Bij BIUIMBY Ha PiBEHb
apTepialbHOTO TUCKY.

VY manieHTiB 3 Macoro Tina moHan S0 Kr3a3Buyail pa3oBa j03a ctaHOBUTH S0 Mr 1 pa3 Ha 100y. Y BHHATKOBHX
BUIMAJKaX 103y MOKHA 301IbIIMTH A0 MakcuManbHOi — 100 mr 1 pa3 Ha 100y. 3acTocyBaHHS A03, IO
nepeBuIIytoTh 1,4 mr/kr (abo 6impire 100 mr) Ha 100y, y AiTEi HE BUBYAIOCS.

JlozapTaH He peKOMEHA0BaHHM 11 3aCTOCYBAHHS AITAM BIKOM JI0 6 POKIB, OCKUIBKU JaHUX II0A0 3aCTOCYBAaHHS
npenapary y Uil rpyImi mamieHTiB HeI0CTaTHBO.

[IpemapaT HEe peKOMEHAYETHCS AJA 3aCTOCYBaHHS AITSIM 31 MIBUIAKICTIO KITyOOUKOBOI (imbTpallii <

30 mur/xB/1,73 M2, OCKIJIBKH HEMAE BiMOBIIHUX JaHUX 00 3aCTOCYBAHHSI.

JlozapTaH TakoX HE PEKOMEH]IY€ThCS JUISl 3aCTOCYBaHHS JITSM 13 MOPYLIEHHAM (YHKIIT E€UiHKH.

3acmocyeanus nayieHmam IimHb020 GiKy

SIx mpaBmII0, HEMa€e MOTPEOH Y KOPUTYBaHHI TOYATKOBOT JTO3H JUIS MAIIEHTIB JIITHHOTO BIKY, X04a CJIiJl BpaXOBYBaTH
MOJKJIMBICTh MPU3HAUYEHHS IMpernapary y MOYaTKOBIA J031 25 Mr MaljieHTaMm cTapiie

75 poKiB.

Ilo6iuni peakuii.

[To6GiuHOO peakii€eto, PO Ky HaiYacTilIe MOBLAOMIISIIOCS MMiJl Yac KIIHIYHUX JOCTIIKEHHB, OyJI0 3aIaMOpPOUYCHHS.
ApTepianbHa rinepTeHsis

3 60Ky Hepgosoi cucmemu: 3a1aMOPOYECHHS, COHJIUBICTh, FTOJIOBHUH O111b, 6€3COHHS, M’ S130B1 CYIOMH.

3 6oky cepysi: BITIyTTS CEpIICOUTTS, CTCHOKAPIisl.

3 60Ky cyounHoi cucmemuy: CAMIITOMAaTHYHA TiMIOTEH314 (0COOIMBO Yy MAlli€HTIB 3 BHYTPILIHBOCYJUHHOIO
JeTipaTali€io, HaAPHUKIIA y MAI€HTIB 3 TSHKKOIO CEPLIEBOIO HEJOCTATHICTIO a00 MPH JTIKYBaHHI 1iypeTHKAMH y
BUCOKHX J103aX), J0303aJIeKHUN OPTOCTATUYHUH e(eKT.




3 60Ky wiKipu ma niOWKIpHOI KIIMKOGUHU BUCHIL.

3 6oky mpasnozo mpaxmy: abJOMiIHATLHUHN O1JTb, TUCTIETICIS, 3a1I0p.

3 60Ky pecnipamopnoi cucmemu: Kalenb, HEKUTb, CAHYCHUT, (apUHTIT, IHPEKIisl BEPXHIX JUXAIbHUX HUIAXIB.
3azanenuii cman ma nopyuieHHs, n08 sA3amni 3i CHOCOOOM 3ACMOCY8aHHs npenapamy. aCTeHis, CIa0KICTh, HAOPSIKH.
Jlabopamopni nokasnuku. 3MIHA CTaHAAPTHUX JIAOOPATOPHUX MOKA3HUKIB P1AKO OyJIM MOB’sA3aH1 13 3aCTOCYBAHHAM
Tabnetok so3aprany. Pisens AJIT miaBuiyBaBcs piko i 3a3BHUail HOpMaTi3yBaBCs MiCISIIPUITAHEHHS
3aCTOCYBaHHA Mpemnapary. [inmepkamiemis (piBeHb Kalilo y CHpOBATIi KPOBi >

5,5 MMoub/it) cioctepiranacs y 1,5 % marieHTiB 3 apTepialbHOIO TIepTEH3IETO.

ITarieHTH 3 rinepTpodiero JiBOro NITYHOUKA CepILd

3 60Ky Hep6060i cucmemu: 3aIaMOPOYCHHS.

3 60Ky opeanis ciyxy ma 1abipunmy: BEpTUTO.

3azanenuii cman ma nopyuieHHs, n08 s3amni 3i CHOCOOOM 3ACMOCY8AHHs npenapamy. aCTEeH1A/CIabKiCTh.
XpOHIYHa ceplieBa HEAOCTATHICTh

3 6oky nepsosoi cucmemu: 3aIaMOPOYCHHS, TOJIOBHUH O111b, TapecTe3isl.

3 60Ky cepys: cunkone, (i10puIIALisa nepeacepib, IHCYIIbT.

3 6oky cyounnoi cucmemu: apTepiaibHa TIOTEH31sI, BKIIFOYAIOYH JTI0303aJIC)KHANA OPTOCTATUIHHN e(EeKT.

3 60Ky pecnipamophoi cucmemu, op2awie 2pyoHoi KIimKu ma cepedocminHs TUCIHOE.

3 6oky mpasnozo mpaxmy: niapesi, Hy10Ta, OJFOBaHHS.

3 60Ky wiKipu ma niOWKipHOi K1imKOGUHU KPOITUB’ IHKA, CBEPO1K, BUCHII.

3 6oky Hupok ma cew08uBIOHUX WISXIE: IOPYIICHHS (PYHKIIIT HUPOK, HUPKOBA HEJIOCTATHICTh

3acanvuuti cman ma nopyuienns, no8 sA3ami 3i cnocoooM 3acmocy8ants npenapamy. aCTeHis/ClnadKICTh.
Jlabopamopni nokasHuky: TINEpKaIieMis, TIIBUIICHHS PiBHI CEYOBHHH KPOBIi, KPEaTHHIHY Y CHPOBATIII KPOBi Ta
KaJlil0 y CUPOBATIIi KPOBI.

AprtepiaibHa rinepTensis i yKpoBuii aiadeT tumy 11, 1m0 cynmpoBOIKYETHCS 3aXBOPIOBAHHSIM HUPOK.

3 60Ky Hepeogoi cucmemu: 3a1aMOPOYECHHS.

3 6oky cyounnoi cucmemu: aptTepiaibHa TIOTEH3I.

3acanvuuti cman ma nopyuienns, no8 sA3ami 3i cnocooom 3acmocy8ants npenapamy. aCTeHisA/ClnadKICTh.
Jlabopamopni nokaznuky: TIOTIIIKEMis, TIEpKaTieMis.

JonatkoBi no6i4HI peakii.

3 b6oky cucmemu Kpo6i ma aAimMpamuuHoi cucmemu; aHEMisl.

3 60Ky cepys: CUHKOIE, TalbIITaLlis.

3 60Ky cyounnoi cucmemu: OpTOCTaTUYHA T1IOTEH3IS.

3 60Ky mpasnoco mpaxmy: niapesi.

3 60Ky ckenemno-m 530601 cucmemu ma cNOAYYHOI MKAHUHY OUTb y CIIUHI.

3 60Ky HUpoK ma ceuo8ugionux wiiAxie: 1H(EKIIi CeUHOBUBIAHUX HUIAXIB.

3acanvnuii cman ma nopyuieHHs, o8 A3amni 3i CHOCOOOM 3ACMOCY8AHHs npenapamy. TPUNONOAI0HI CHMIITOMHU.
Jlabopamopni noxaznuxu: rinepkainiemis (y mali€eHTiB 13 ykpoBuM aiadetom tumy Il i Hedpomariero).
[TocTMapKETHHTOBE CIIOCTEPEKCHHS.

3 60Ky cucmemu Kpogi ma nimghamuyHoi cucmemu: aHeMisi, TPOMOOLIUTOIEHIS.

3 b6oky opeanie ciyxy ma nabipunmy: N3BIH y ByXax.

3 60Ky iMyHHOI cucmemu: PIIKO — peakiii rinepyyTInBoCTi (aHa(1IaKTUYHI peakiiii, aHrI0OHEBPOTUYHUN HAOPSIK,
BKJTIOYAIOYN HaOPSK TOPTaHi Ta TOJIOCOBOT IIUTMHY, IO PU3BOAMTH 0 OOCTPYKIIi AMXAIbHUX IIISAXIB Ta/a00
HaOpsKH 00MYus, TYO, TJIOTKH 1/a00 s31Ka); y IeSAKHUX MallleHTIB B aHaMHe31 OyB aHT10HEBPOTHUHUHN HaOPSK,
MOB'SI3aHMH 13 3aCTOCYBAHHSM 1HIIUX IpenapaTiB, y ToMy 4ncii iHribitopiB AIID; BacKymiT, BKIIOYAIOUH Iy PITypy
Ilennaiin- I'enoxa.

3 60Ky Hep6060i cucmemu: MITPEHb, TUCTEB31sl.

3 60Ky pecnipamopnoi cucmemu, op2awie 2pyoHoi KIimKu ma cepeoocminHs Kallemb.

3 6oky mpasHno2o mpakmy: aiapes, MaHKPEaTUT, OJFOBaHHS.

3araJbHUI CTaH Ta MOPYIIEHHs, OB’ A3aHi 31 CHOCOOOM 3aCTOCYBAHHS NpenapaTy He3/yKeHHs.

3 6oky eenamobiniapnoi cucmemu: TENATUT, IOPYIIEHHS (PYHKIIT MEYIHKY.

3 60Ky wiKipu ma niOWKIpHOI KNiMKOGUHU KPOITUB’ IHKA, CBEPO1K, BUCHIL, (POTOUYTIAUBICTh, EPUTPOIECPMIs.

3 boky cxenemuo-m 530601 cucmemu ma CnOIYYHOI MKAHUKLL MIQIITis, apTPANTisl, pabIoMioi3.

3 60Ky penpodyKkmueHoi cucmemu i MOIOYHUX 3G7103; €PEKTUIbHA AUCHYHKIIIS/IMITOTEHLIS.




3 60Ky HUPOK i ce1u08UBIOHUX WLIAXIG: SIK HACTIIOK 1HTOYBaHHS PEHIH-aHT10TEH3UH-alIbJ0CTEPOHOBOI CUCTEMHU
MOB1TIOMJISIIOCS TIPO 3MiHU (PYHKIIIT HUPOK, BKIIOYAI0UM HUPKOBY HEIOCTATHICTh, Y TALI€HTIB TPYIH PU3UKY; TaKi
3MiHHM HUPKOBOI (pyHKIII{ MOXKYTh OyTH OOOPOTHUMU NIPU MPUIIMHEHHI Teparii.
3 6oxy ncuxixu: nenpecis.
Jlabopamopni noxaznuxy: TIMOHATPIEMIS.

1TH
[Tpodine noOiYHMX peakiliil y aiTel moaiOHul 10 mpodiIo y AOPOCIHNX HalieHTiB. JlaHi cTOCOBHO MOOIYHHUX
peaxiiil y aiteit oOMeKeHi.

Ilepeoo3ysanns.

Cumnmomu

IcHytOTE OOMEKEHI JTaHi IIOJI0 MepPeI03yBaHHS JIO3aPTAHOM. 3AJICKHO BiJI CTYIICHS IHTOKCUKAIlIT MOXKYTh

3’ IBIISAITUCS TaKi CUMIITOMH, SIK apTepialibHa TIMOTeH31s, TaXiKapIis, MOXKINBA OpaauKapmis.

Jlikysanns

JlikyBanbHi 3aX0/1 3aJieXKaTh BiJl TPUBAJIOCTI Yacy, 10 MUHYB MiCJs MPUHOMY Tpernapary, XapakTepy 1 TSHKKOCTI
cumnToMiB. [IpiopuTeTHIM 3ax0/10M Mae OyTu cTabimizamis GpyHKIi cepreBo-cymuHHOI cuctemu. [Ticis
HEepOPALHOTO MEPEJ03yBaHHs TOKa3aHe 3aCTOCYBaHHs aKTUBOBAHOTO BYT'JLISL y BIIMOBIHIH J1031.
PexomMeHI0BaHUMHE 3aX0/JTaMH € CTUMYJISIIIIS OTFOBaHHS Ta MPOMUBAHHS NUTyHKa. [1i3HimIe ciijg yacto
KOHTPOJIIOBATH OCHOBHI MOKAa3HUKH KUTTEAISIIBHOCTI OpraHi3My Ta KOPUTyBaTH MpU HeoOXinHocTi. JIozapTaH Ta
aKTUBHI METa0OITH HE BUAAISIOTHCS IIPH MPOBEICHHI TeMOIali3Yy.

3acmocysanns y nepioo eazimuocmi ab6o 200y6anus zpyooio.

Bazimuicms

[Ipenapat npoTUNOKa3aHO 3aCTOCOBYBATH BariTHUM a00 JKIHKaM, SIK1 IJIAHYIOTh 3aBariTHITUAKINO i yac
JKyBaHHS MpenapaToM MiATBEPIKYEThCS BariTHICTh, HOTO 3aCTOCYBAaHHS HEOOX1THO HETaitHO MPUITUHUTH 1
3aMIHUTH 1HIIAM JIIKapCHKUM 3aC000M, JI03BOJICHUM JI0 3aCTOCYBAHHS y BariTHUX.

Enigemionoriuni JaHi CTOCOBHO PU3MKY T€PATOT€HHOTO BIUIMBY BHACTIIOK 3aCTOCYBaHHS 1HT10iTOpiB ATID
npoTsiroM | TpuMecTpy BariTHOCTI HE TIEPEKOHIIHBI, OTHAK HEBEITMKE 3POCTAHHS PU3HKY HE BUKITIOUEHE. OCKIIbKU
HEMa€ KOHTPOJIbOBAHUX €MiJIEMIOIOTTYHUX JAHUX LI0JI0 PU3MKY 3aCTOCYBAaHHS aHTAaroHICTIB PEeLENTOPIB
anrioren3uny Il (APAII), moniOHi pu3uKu MOKYTh iICHYBATH 1 JUIs IIbOTO KJIAacy MperapariB. 3a BUHATKOM
BUIAJKIB, KoM MpojoBxkeHHs Tepamii APAII BBaxkaeTbcs HeoOX1AHUM, MAIliEHTKaM, AKi MIIaHYIOTh BariTHICTh, CIiJ
NPU3HAYUTH AJIbTEPHATHBHY aHTUTINEPTEH3WBHY TEPAIIiIO 31 BCTAHOBJICHUM MpodisemM Ge3neKu mo10
3aCTOCYBaHHS y MePioJ BariTHOCTI. SIKIO JIarHOCTOBAHO BariTHICTS, JikyBaHHS APAII cnij HeraitHO MPUMHUHUTY 1,
SIKIIIO HEOOX1THO, CJTIJT PO3IOYATH aTbTepHATHBHE JIiKyBaHHABimomo, mo 3actocyBanHIAPAIl mpotsrom II ta I11
TPUMECTPiB BariTHOCTI BUKIIUKAE MOABY (DETOTOKCUYHHX SBUII (3HIDKEHHS (QYHKIIIT HUPOK, OJITOTiIpaMHIOH,
3aTpuMKa ocu(ikallii KiCTOK Yepena) i mposiBiB HEOHATAIBHOT TOKCHYHOCT] (HUPKOBA HEIOCTATHICTh, apTepiabHa
riNoTeH3id, TinepKaIieMis).

Sxmio npotsirom I Tpumectpy BaritHOCTI 3acTocoByBanucst APA 11, pekoMeH10BaHO POBECTH YIIBTPA3BYKOBE
oOcTexxeHHs TSl TepeBipKu (YHKIIIT HUPOK 1 CTaHy KICTOK Yeperna

CraH HOBOHApOXKEHUX, MaTepi Akux 3actocoByBain APAII, ciig yacTo nepeBipsTH CTOCOBHO PO3BUTKY
apTepiaibHOI TiMOTeH31l

Ilepioo 200yeamnns epy0or

UYepes BIACYTHICTH OYy/Ib-s1K01 iHPOpMAIIIT 111010 3aCTOCYBAHHS JIO3apTaHy Y MEPioj] TOAYBaHHS TPYII0 IPUHOM
JI03apTaHy HE peKOMEHy€eThCs. baxaHo 3aCTOCOBYBAaTH albTEpPHATHBHI MPETapaTy 3 KPalliMH BCTAHOBICHUMHU
npodinsMu 6e3MeKu y nepiof] roayBaHHS TPYII0, 0COOIMBO MPH royBaHHI HOBOHAPOIKEHUX a00 HEJJOHOIIEHUX
HEMOBJIAT.

Mimu.
JlozapTaH He pEKOMEHAYETHCS sl 3aCTOCYBAHHS IITAM BIKOM 710 6 POKiB, OCKUIBKH IOJIO 11i€1 TPYIH MAalli€HTIB
IaHl € OOMEXKEHUMMU.

Ocobueocmi 3acmocy8anHs.
Aneionespomuunuii HAOPSK



MoxJinBe BUHMKHEHHS aHT10HEBPOTUYHOT0 HaOpsKy. Ciil 4acTo KOHTPOJIIOBATH CTaH IMAIIEHTIB 3
AHT1OHEBPOTUYHUM HAOPSAKOM (HAOpsiKu oOnmyus, ry0, ropia Ta/abo si3UKa) B aHaMHE31.

Apmepianvha cinomen3is i B00HO-e1eKMPOIIMHUL OUCOANAHC

CumnToMaTuyHa apTepiajibHa TMOTEH31s, 0COOIUBO MICIA 3aCTOCYBaHHS MEPIIOi 03U Ipenapary abo micis
MiBUIICHHS J03M, MO’KE BUHUKATH y MAII€HTIB 31 3HIKEHUM BHYTPIITHHOCYAMHHUM 00’ €MOM a00 AeiliuToM
HaTpI10, CIIPUUNHEHUMH 3aCTOCYBAHHAM CHJIBHUX JIIYPETUKIB, JIETUUHUM OOMEKEHHSIM CIIOKMBAHHS COJIL,
niapeero a6o GmoBanHAM. Taki cTaHK MOTPeGYIOTH KOPEKIIi mepes| TouaTkoM JikyBauHs JIopicTo® a6o
3HWKEHHS TIOYaTKOBOI 103| Tmpemnapary. Taki )k peKkoMeHallii CTOCYyIOThes AiTel BiKoM Bix 6 10 18 pokiB.
Enexmponimuuii oucoananc

EnexrpomitHuil mucOanaHc 9acTo CIIOCTEPIraeThes y MAIiEHTIB i3 MOPYIICHHAM (YHKIII HUPOK (3 IyKPOBUM
niaberom abo 6e3 HbOTO), 110 ciia Opatu Ao yBaru. [1ix yac KJIiHIYHOTO JOCTIPKEHHSA Y4acTIO XBOPUX Ha
ykposwii giabet Il Tumy Ta 3 Heponariero YacToTa BAHUKHEHHS TiMepKaiemii Oyia OUIbIIO0 MpH JTIKyBaHH1
JI03apTaHOM TMOPIBHIHO 3 TAKOIO y rpymi miane6o. ToMy ciiff yacTo mepeBipATH KOHIICHTPAIIIO KaJliio y Mmia3Mi
KPOBI 1 TOKa3HUKH KIIIPEHCY KpeaTuHiHy, OCOOJIMBO Y TMAII€HTIB 13 CEPIIEBOI0 HEIOCTATHICTIO 1 KITIPEHCOM
kpeaTuHiny 30-50 mur/xB.

He pekoMeH10BaHE 0THOYACHE 3aCTOCYBaHHS JIO3apTaHy 1 Kalii30epiratouux AlypeTHKIB, J00ABOK, IO MiCTATh
KaJjil, Ta 3aMIHHHUKIB COJIi, 1[0 MICTSITH KaJIii.

Topywenns @pynxyii nevinku

[pyHTYHO4HCh Ha (PaPMAKOKIHETUYHHUX [aHUX, 10 BKA3YIOTh Ha iCTOTHE ITiBUILEHHS KOHIIEHTPAIIil JI03apTany y
TU1a3Mi KPOB1 XBOPUX HA IIUPO3 MEUIHKH, CIIIJ] PO3TIITHYTH IMATAHHS PO 3HWKCHHS JTO3M JIJIS MAIIE€HTIB 13
HasBHICTIO B aHAMHe31 opyieHb QyHKIII nedinku. Hemae 1ocBifny TepaneBTHYHOr0 3aCTOCYBaHHS J03apTaHy
MaIieHTaM i3 TSHKKUMHE MTOPYIIEHHIMHU (YHKIIT EYiHKHA, TOMY JIO3apTaH HE MOYKHA MPUIMATH TaKUM TTalli€HTaM.
JlozapTaH He peKOMEHA0BaHUM Il 3aCTOCYBAHHS AITAM 13 MOPYIIEHHAMH (DYyHKIIT MEYIHKH.

Topywenns @ynxyii HUpoK

[ToBiomisocst PO BUHUKHEHHS 3MiH (YHKILIT HUPOK, BKJIIOYaI0Y HUPKOBY HEIOCTATHICT, 1110 MOB’SI3yBaJIH 3
NPUTHIYEHHSIM PEHIH-aHT10TeH3WHOBOT cCTeMH (0COOIMBO Y TAII€HTIB 13 3aJICXKHICTIO (QYHKIIIT HUPOK Bij
CHCTEMH PEHIH-aHT10TeH3HH-AJIbJJOCTEPOH, TOOTO MALIEHTH 3 TSHKKOIO CEPLIEBOIO HEJOCTATHOCTIO a0 3 yxe
ICHYIOUMMH TTOPYIICHHAMHU (YHKIIIi HUPOK).

[Tpenapaty, 10 BIUIMBAIOTh HA PEHIH-aHTIOTEH3UH-aIbIOCTEPOHOBY CUCTEMY, MOXKYTh CHIPUYMHATH I11/IBUIIEHHS
PIBHIB CEYOBHHU KPOBi Ta KpEaTHHIHY CHPOBATKH KPOBI y XBOPHX 3 ABOOIYHMUM CTEHO30M HUPKOBHX apTepiil abo
CTEHO30M apTepii enuHoi HupKu. Lli 3Minu y QyHKIIT HUPOK MOXKYTh OYTH OOOPOTHUMHU TICI]IS IPUITMHEHHS TEPaIlii.
JlozapraH citig 3 00epeKHICTIO 3aCTOCOBYBATH TAIlIEHTaM 13 JBOOIYHIM CTEHO30M HUPKOBHUX apTepiil abo
CTEHO30M apTepii €IMHOT HUPKU.

3acmocyeanns Oimsam i3 nopyuleHHAMU QYHKYIT HUPOK

JlozapTan HEe pPEeKOMEHIOBAaHUI MJi1 3aCTOCYBaHHS AITSIM 31 MIBUIKICTIO KITyO0oukoBoi (inmpTparii < 30 mMi/xB
/1,73 M2, OCKiITbKH HEMAE BiIMOBITHUX JaHUX MO0 3aCTOCYBAHHIL.

[TpoTsirom nepioay 3acTOCYBaHHs JI03apTaHy CIIJ PETYISPHO NEPEBIPATH (PYHKIIIFO HUPOK, OCKIJIBKU MOXKIIUBE i1
noripmanHsa. OcoOIMBO 1€ CTOCYETHCS CUTYaIlil, KOJIH JI03apTaH 3aCTOCOBYIOTH IPH HASBHOCTI 1HIINX
MaTaJIOTIYHUX CTaHiB (Tapsyka, Jeriparailis), IKi MOKyTh BIUIMBATH HA HUPKOBY (YHKIIIIO.

OpHouacHe 3acToCyBaHHA J03apTaHy Ta iHridoiTopiB AII® noripurye GpyHKII0 HUPOK, TOMY Taka KOMOIHAIlis HE
PEKOMEHI0BaHa.

Tpancnaanmayis HUpKU

Hemae nocBiny 1mo1o 6e3neKku 3acToCyBaHHsI IIpenapary naieHTam, sKMM HEeIll01aBHO MTPOBEACHO
TpaHCIIAHTALIII0 HUPKH.

Ilepsunnuii cinepanb0ocmeponizm

VY mami€eHTiB i3 IEPBUHHUM TilEpajIbI0CTEPOHIZMOM, SIK IPABUIIO, HE CIIOCTEPITaeThes eEKTy MPH 3aCTOCYBaHHI
AHTHUTINIEPTEH3UBHUX MPenapaTiB, IO IiF0Th HUIIXOM MPUTHIYECHHS PEHIH-aHT10TeH3UHOBOI CUCTEMH. ToMy
Jlopicta He peKOMEH/I0BaHa ISl 1€l TPyNy Nalie€HTiB.

3axsoprosanns koponapHux apmepiti ma yepebpoBaAcKyIAPHI 3aX80PIOGAHHS

Sk 1 mpu 3acTOCYBaHHI IHIIMX aHTUTINEPTEH3WBHUX MPETapaTiB, HAAMIpHE 3HIDKEHHSI apTepialIbHOTO THCKY Y
MAIli€HTIB 3 1IIEMIYHUMH 3aXBOPIOBAHHSAMHI KOPOHAPHUX apTepiil Ta LepeOpoBacKyIIPHUMH 3aXBOPIOBAHHIMHU
MOJKE TPU3BOIUTH IO PO3BUTKY iH(DapKTy Miokapaa abo iHCYIbTY.

Cepyesa neoocmammuicms



Sk 1 mpu 3acToCyBaHHI 1HIIMX MPENaparis, 10 BIUIUBAIOTh HA PEHIH-aHT10TEeH3UH-AJIbJOCTEPOHOBY CUCTEMY, Y
MAIIEHTIB 13 CEpPIIEBOIO0 HETOCTATHICTIO 3 MOPYIIEHHAM (YHKIIII HUPOK a00 0€3 HhOTO iICHY€E PH3UK PO3BUTKY
TSDKKOT apTepialibHOI TMOTEH311 1 (4aCTO TOCTPOT0) MOpYIIeHHS (PYHKIIIT HUPOK.

Hemae nocTaTHROTO TEpaneBTHYHOTO JIOCBITY 3aCTOCYBaHHS JIO3apTaHy MaIli€HTaM i3 CEpIIeBOI0 HETOCTATHICTIO i
CYMYTHIM TSKKUM MOPYIICHHSIM (PYHKIII{ HUPOK, MaIli€eHTaM 13 TSHKKOIO CepIIeBOI0 HeqocTaTHICTIO (kimac [V 3a
kiacudikamiero NYHA), a Takoxk MmamieHTam i3 CepIieBo0 HEJOCTATHICTIO 1 CHMIITOMATHYHOKO, HEOES3METHOIO JIS
KHUTTS CEpLEBOIO apUTMiero. ToMy J103apTaH CIliJ 3aCTOCOBYBATH 3 00€peXxHICTIO Takii rpyni nauieHTis. Ciix 3
00€epeKHICTIO OIHOYACHO 3aCTOCOBYBATH KOMOIHAIIIIO JIo3apTaHy 3 J-Onokaropamu

Cmeno3 aopmanbHo2o i MimpanbHo20 K1anamie, obcmpykmusna inepmpogiuna xapoiomionamis

Sk 1 ipH 3aCTOCYBaHHI IHITMX Ba30MJIATATOPIB, 3 0COOIMBOIO 00EPEIKHICTIO TPU3HAYAIOTH MTPETapaT nalieHTam

31 CTEHO30M a0PTaIBHOTO 200 MITPAIBHOTO KianaHa a00 OOCTPYKTUBHOIO TiepTpodiYHOI0 KapAioMionaTi€ero.
Bazimuicmo

3acTocyBaHHS aHTArOHICTIB pelenTopiB aHrioTeH3uny Il He ciia po3noYnHaTH mijg Yac BariTHOCTi3a BUHATKOM
BUITAJIKIB, KO MpofoBxeHHs Teparii APAII BBaxkaeThcsti HEOOX1THUM, TAIIEHTKAM, SIK1 TUIAHYIOTh BariTHICTh, CITiJI
MPU3HAYUTHU AbTEPHATUBHY aHTHUTINEPTEH3UBHY TEPAIio 13 BCTAHOBIECHUM MpodineM Oe3neku o0
3aCTOCYBaHHS y IEPioJT BariTHOCTI. SIKIO JIarHOCTOBAHO BariTHICTS, JikyBaHHS APAII ciin HeraitHO MPUIHHKTY 1,
AKIIO HEOOXITHO, CITIJI PO3MOYATH aTbTepHATHUBHE JIIKYBaHHS

IHwi nonepedoicenns i 3acmepedcents

SIK BCTAaHOBIJIEHO CTOCOBHO 1HT10ITOPIB aHTOTEH3UHIIEPETBOPIOBATILHOTO (PEPMEHTY, JI03apTaH Ta iHIII aHTAarOHICTH
aHT10TEH3WHY MEHII e)eKTHBHI ISl 3HWKEHHS apTepiaIbHOTO TUCKY Yy MAIIIEHTIB HETPOIAHOT pacH, HiXK B IHIIAX
MAIiEHTIB, MOXKIIMBO, Yepe3 HU3bKY aKTUBHICTh PEHIHY Y TPYyTi HETPOiTHUX MAI[IEHTIB 3 apTepiaTbHOI0
rirnepTeHsielo.

Ocobausa ingpopmayis npo 0esKi 3 00NOMINCHUX PEUOBUH

Jlopicta mictuth nakro3y.llamienTam i3 piAKiCHIMHU CTIaAKOBUMH (hOpMaMH HENIEPEHOCUMOCTI TaIaKTO3H,
nedinurom naktasu Jlanmna abo nmopymeHHsIM BCMOKTYBaHHSI IUIFOKO3U-TaJaKTO3M HE CJiJl 3aCTOCOBYBATH Liei
npernapar.

Ioositina brokada penin-anciomen3un-anboocmeponogoi cucmemu (PAAC)

[Tpu cymyTHROMY 3aCTOCYBaHHI aJliCKipeHy Ta aHTaroHicTiB penenTopis anrioten3uny 1 ado inriditopis AIID
MiBUIIYETHCS PU3HK apTepiaabHOI MNOTEH311, rinepkaniemMii Ta 3MiHU (YHKIIIT HUPOK, BKIIOYAI0UU TOCTPY HUPKOBY
HEJIOCTATHICT. Y 3B’A3KY 3 MOJBIHHOIO OJIOKA/I0I0 pEHIH-aHT10TeH3HH-ATBI0CTepOoHOBOI cuctemu (PAAC)
CYIIyTHE 3aCTOCYBaHHsI alliCKIipEHy Ta aHTAaroOHICTIB perenTopiB anrioreH3uny Il a6o inridiropis AIID He
PEKOMEHIYEThCS (AUB. PO3AUT«B3aem00is 3 iHuuMuU 1iKApcoKumu 3acobamu ma iHuli 8uou 83aemooiiy)y

BUNAJIKy KpaliHBO1 He0OXiJHOCTI noaBiHHOI 6okaan PAAC crnif peTenbHO nepeBipaTH QYHKILII0 HUPOK, pIBEHb
CJICKTPOJIITIB y KPOBI Ta apTepialibHui THCK. He citit 0THOYacHO 3aCTOCYBATH aHTArOHICTH PEIENTOPIB
anrioten3uny Il ta inridiropu AII® mamieHTam 3 IyKpoBUM AiabeToM.

30amuicmo enaueamu Ha WBUOKICMb pearkyii npu KepyearHi asmompancnopmom abo pooomi 3 iHWUMU
MEXAHIZMAMU.

He nipoBoanmics TOCIIHKSHHS OJI0 BILUTUBY MpEnapary Ha 3aTHICTh YIIPABISATH aBTOTPAHCTIOPTOM Ta THIIIUMU
MexaHizmMamu. OIHaK CIIiJI TaM’SITaTi PO MOKJIMBICTh PO3BUTKY TaKUX MOOIYHUX PEAKIliH, sIK 3a[IaMOPOYCHHS Ta
COHJIMBICTB, OCOOJIMBO HA MOYATKY JIIKyBAaHHS Ta MIPH MiABUIICHHI 03U MpernapaTy

B3aemooia 3 inmumu nikapcoKkumu 3acovamu ma iHuwii 6UOU 63acMo0ill.

[HII1 aHTUTINEPTEH3UBHI IIPenapaTH MOXKYTh TOCUJIIOBATH TIMOTEH3WBHUHN edeKT no3apTany. Jlo iHmux
npernaparis, o MOXKYTh BUKJIIMKATH apTepiaibHy TiMOTEH3i0, HAJIEKATh TPUIUKIIIYHI aHTHIETIPECAHTH,
aHTUIICUXOTUYHI 3aco0u, 6aknodeH, amidpoctuH. OCHOBHUM a00 MOOIYHUM €(PEKTOM OJHOYACHOTIO 3aCTOCYBAHHS
[IUX TpenapaTiB i3 TIMOTEH3WBHUMH 3ac00aMU MOKe OyTH 301IbIICHHS PU3UKY BUHUKHEHHS apTepiaabHOi
rinoteHsii. JIozapran MeTaboi3y€eThCs EPEBAXKHO 3a y4acTio cuctemu nutoxpomy P450 (CYP) 2C9 3
YTBOPEHHSIM aKTHBHOTO METa00IIITy KapOOKCHIIbHOT KHCIOTH. Y X0/l KITIHIYHHUX JOCIiIKEHHb 0YJI0 BCTAHOBJICHO,
mo ¢urykonaso (iHri6itop CYP2C9) 3HIKYy€e €KCIO3UILIII0 aKTUBHOT'O MeTabo 11Ty npubausHo Ha 50 %.
BcranoBieHo, 0 0JHOYAaCHE 3aCTOCYBaHHS Jio3apTaHy Ta pudamminuny (iHIyKTopa pepMeHTiB MeTadoIIi3My)
NPU3BOAMTH A0 3HMKEHHs Ha 40 % KOHIEHTpalii akTUBHOI'O METa0oITy y T1a3Mi KpoBi. KiliHiuHe 3HaYeHHs



1oro eexTy HeBimome. Hemae BIAMIHHOCTI B €KCHO3HIIIT MPU OJJHOYACHOMY 3aCTOCYBaHHI JIO3apTaHy Ta
¢myBacratuny (cinadkoro inridiropy CYP2C9). Tak camo, sk 1 IpH 3aCTOCYBaHHI IHIIUX MPETapariB, sKi OJIOKYIOTh
anriotens3uH Il abo #ioro edexru, oHOUACHE 3aCTOCYBAHHS MpeEMaparib, U0 3aTPUMYIOTh Kallili B OpraHi3mi
(HampuKIIaa Kajii30epiraloumx JiypeTHKiB: CIIPOHOJIAKTOHY, TpiaMTEpeHy, aMiIOpUay) a00 MOXKYTh ITiIBUIIYBaTH
piBHI Kamiio (TakuXx sIK remnapuH), abo 100aBoOK, 10 MICTSITh Kaliid, a00 3aMIHHUKIB COJI 3 KaJTi€EM MOKE MIPU3BECTH
JI0 TIIBUIIICHHS BMICTY KaJif0 y cHpoBaTIi KpoBi. OHOYACHE 3aCTOCYBAaHHS TaKUX 3aC00iB HE PEKOMEHIOBAHE.
[Tpo 0GopoTHE MiABUIIICHHS KOHILIEHTpPALI{ JITiI0 y CHPOBATIII KPOBi Ta BAHUKHEHHSI TOKCHYHHX TPOSBIB
TIOB1TOMJISTOCS TIPH OJTHOYACHOMY 3aCTOCYBaHHI JIiTit0 3 iHTiOiTOpamMu ATID. Takox ayxe piKo MOBIIOMIISLIIOCS
PO TaKi MPOSIBU MPH 3aCTOCYBAaHHI aHTaroHICTIB pelenTopiB aHrioteH3uny Il. OqHovacHe nikyBaHHA
mpermapaTaMH JITIO Ta JI03aPTAaHOM CIIiJ] IIPOBOIUTH 3 O0EPEKHICTIO. SIKIO 3aCTOCYBaHHS TaKOi KOMOiHAIIT
BBAKAETHCS HEOOX1THIUM, PEKOMEHIOBAHO MEPEBIPSITH PIBEHB JIITiIIO B CUPOBATIII KPOBI MPOTATOM KOMOIHOBAHOTO
JKyBaHHS.

ITpu ofHOYaCHOMY 3aCTOCYBaHHI aHTAaroHICTIB pelenTopiB aHrioteH3uHy Il 1 HecTepoinHUX NpoTU3aNaTbHUX
npenapariB (HampuKiIaa CeIEKTUBHUX 1HT101TOPIB IUKI0okcureHasu-2 (L{OI'-2), aneTuncaninuioBoi KUCIOTH Y
J103ax, 10 YHHATH NPOTU3analibHy Aito, HecenekTuBHUX HII3IT) Moske mociabmoBaTUCs aHTUTINEPTEH3UBHUM
edexT. OmHOYacHE 3aCTOCYBaHHS aHTAroHicTiB aHrioTeH3uny Il abo niyperukis i3 HIT3I1 moxke nmpu3BoaUTH 10
HiABUILEHHS PU3HMKY NOTIpHIaHHsA (GYHKLIT HUPOK, BKIIOYAIOYHM MOMJIMBUN PO3BUTOK FOCTPOi HUPKOBOT
HEIOCTAaTHOCTI, a TAKOX 10 MiABUIIEHHS PiBHS KaJIiI0 y CHPOBATIIi KPOBi, 0COOIHMBO Y MAII€HTIB 3 ICHYIOUHM
nopyueHHsM QyHKIT HUpoK. Taky KOMOIHAIIIO CITiJl MpU3HAYATH 3 00EPEKHICTIO, OCOOTUBO Malli€eHTaM JIITHHOTO
BiKy. IlamieHTam c1ii MPOBOAWTH BiIMTOBIAHY ACTiAPATAIlIF0, TAKOXK CIIIJT PO3TIISTHYTH MTUTAHHS [IOJI0 MOHITOPUHTY
(byHKLIT HUPOK Micis MOYaTKy OJAHOYACHOTO 3aCTOCYBAHHS MpenapariB, a TAKOXK MEPIOANYHO BIPOIOBXK JTIKYBaHHS.
JlocumiKeHHs TIOKa3aiy, 10 BHACTINOK noABiitHOT O10kaqn PAAC npu cymmyTHROMY 3aCTOCYBaHHI iHTi0iTOpIB
AII®D, anTaroHicTiB perenTopisB anrioreH3uny Il abo amickipeHy MiABUILYETbCS PU3UK MOOIYHUX PEaKIlii TaKUX SIK,
apTepianbHa TIMOTEH3is, TimepKaieMis Ta 3MiHN (QYHKIIIT HUIPOK, BKIFOYAI0OUU TOCTPY HUPKOBY HEIOCTATHICTD
MOPIBHSHO 13 3aCTOCYBAHHAM OJJHOT'O areHTa PeHiH-aHI'10TEH3UH-aIbJI0CTEPOHOBOT CUCTEMH (IUB. PO3ALIH
«lIpomunoxasanusny, «Ocobausocmi 3acmocy8anHsy.

dapMaKoJIOTiYHi BJIaCTUBOCTI.

Dapmaxoounamika.

JlozapTaH — 11e CHHTETUYHHI aHTaroHicT penenTopis anrioteH3uny Il (tunmy ATy) ans mepopansHOTO
3acTocyBaHHs. AHrioteH3uH I — moTyHHUH Ba30KOHCTPUKTOP — € aKTUBHUM FT'OPMOHOM PEHIH-aHT10TEH3UHOBOT
CHCTEMH 1 O/THUM 3 HaWBaXJIMBIMIHMX (QakTopiB naTodizionorii aprepianbHOi rinepren3ii. AnriorensuH 11 3B’ s13yeThest
3 peuentopoM ATy, sikuit MicTUTBCS y 0araTboX TKaHWHAX (HAMPUKIIAJ y TIIaJKUX M’ s13aX CYJUH, HAIHUPKOBUX
3aJ103ax, HUPKAaX 1 ceplli), BU3HAYAI0UN HU3KY BaXIIMBUX 010JOTTYHUX €PEKTIB, Y TOMY YHCII Ba30KOHCTPHKIIIIO 1
3BUIbHEHHS albJI0CTepoHy. AHrioTeH3uH I Takox cTuMyItoe mponidepariito KIiTHH IIaJKUX M’ s31B.

JlozapTan cenekTuBHO 3B’ a3yeThes 3 perentopom ATj. B ymoBaxin vitro ta in vivo no3apTas Ta Horo
(dbapMaKkoIOTiYHO aKTUBHUN MeTabomiT — kapOokcuinbHa kucnota (E-3174) — 6:oky1oTh yci (izionoriyHo Baromi
BIUTMBH aHT10TeH3UHY I, He3anexxHo Bif mxeperna abo NUIIXy CHHTE3Y.

Jlozapran He 3B’sI3y€Thes 1 HE OJOKYE 1HIII PEIENTOPH TOPMOHIB a00 10HH1 KaHAIH, BayKJIUBI JIJIs1 CEPIIEBO-
cymuHHOI peryssnii. Jlozapran ne npurniuye AII® (kinasy 1) — pepmenr, sixuii cripusie po3nany OpaguKiHiHY.
Bracnifok 1nporo He BiiOyBaeThbcs MocuieHHs HebaxxaHNX e(eKTiB, OMOCEPEIKOBAHUX OpaUKIHIHOM.

ITix yac 3acTocyBaHHS JI03apTaHy YCYHEHHsI HETaTUBHOI 000pOTHOI peakiiii aHrioteH3uny Il Ha cekpenito peHiHy
MPU3BOAUTH A0 MiABUIICHHS aKTUBHOCTI peHiny y miasmi kpoBi (APII). Take migsumenns APII mpusBoauts 10
3pocTaHHs KOHIIEHTpalii anrioreH3uny Il y mia3mi kpoBi. Xoua BigOyBa€eThCs Take 3pOCTaHHS, AaHTUTINEPTEH3UBHA
aKTUBHICTB 1 CyIIpecist KOHLIEHTpAllii aabAOCTEPOHY Yy MIa3Mi KpPOBi 30epiratoThCs, 10 CBIAYUTH MPO e(PEKTUBHY
6nokanay peuentopis anrioten3uny I1. Ilicist BimMiHITIKYBaHHS JT03apTaHOM aKTHBHICTH PEHIHY Y TUIa3Mi KPOBI i
MOKAa3HUKH PiBHIB aHrioTeH3uHy Il npotsrom 3 qHIB MOBEPTAIOTHCS JO MOYATKOBUX 3HAYEHb.

Sk no3apraH, Tak i HOTro OCHOBHHUI MeTabOIIIT MAarOTh BUMLY criopigHeHicTs 3 AT-penentopamu, Hixk 3 ATy-
perientopamu. AKTUBHUN MeTabomiT y 10-40 pa3iB akTUBHILINH, HIXK JI03apTaH.

Dapmakoxinemuxa.

Abcopyis



ITicns nepopanbHOro MpUOMY Jio3apTaH J00pe BCMOKTYETHCS 1 MiJuIArae MeTadoIi3My MepLIOoro NPOXOKEHHS 3
(dbopMyBaHHSIM aKTUBHOTO METa0OJITYy KapOOKCHIILHOT KHCIIOTH Ta HEAKTUBHUX MeTa0oiTiB. CUCTeMHA
01010CTYIIHICTh Ta0JIETOK JI03apTaHy CTaHOBUTH NMpuOIU3HO 33 %. CepenHi MakCUMaibHI KOHIICHTpALT JI03apTaHy
Ta Oro aKTUBHOTO METabOIIITY IOCATAIOTHCS BIAMOBITHO Yepe3 | roauny i 3-4 TOaMHM.

Posnodin

[Tonazg 99 % no3apraHy Ta HOTO aKTUBHOTO META0OJITY 3B’ SI3yIOThCS 3 MPOTETHAMH IIJIa3MH KPOBI, IEPEIyCiM 3
anpOymMiHOM. OO0’ €M pO3MOILTY JI03apTaHy CTaHOBUTH34 1.

Biompancgopmayis

[Tpubnuzno 14 % nozapraHy npu BHYTPILIHBOBEHHOMY BBEJICHHI 200 MepOpalbHOMY 3aCTOCYBaHHI
MIEPETBOPIOETHCS HA aKTUBHUN MeTaboumiT. [Ticisi BHYTPIIIHOBEHHOTO 1 IEPOPATTLHOTO 3aCTOCYBaHHS JIO3apPTaHY
Kautito, MiueHoro 14C, pa/lioakTHBHICT Y HIUPKYJIFOIOYii T171a3Mi KPOBI, SIK IPABHJIO, XapaKTEPU3y€EThCs J103aPTAHOM
Ta fioro MeraboiTOM. MiHIMalIbHAa KOHBEPCIsl JT03apTaHy JI0 HOTO aKTUBHOTO METa0OJIITy CriocTepiranacs
npuban3Ho B 1 % BUMAKIB.

OxpiM aKTUBHOTO META0OJIITY, YTBOPIOIOTHCS 1 HEAKTHBHI METa0OIIITH.

Buseoenns

[T1a3MoBHit KITipEHC JTI03apTaHy Ta HOTO aKTUBHOTO METa0oiTy cTaHOBHTH 600 MII/XB 1 50 MII/XBBIAIOBITHO.
HupkoBuil xiipeHc jg03apTaHy Ta MOro akTUBHOI'O METaboIiTy CTAaHOBUTH NMPHOIM3HO

74 mMn/xB 1 26 Mi/XB BignoBigHo. Konu o3apTan 3acTOCOBYIOTH IEpOPAIbHO, TPUOIU3HO 4 % 1031 BUALISETHCS Y
HE3MIHEHOMY BUIJISI 13 cedero 1 MpuOIn3HO 6 % 1031 BUALISETHCS 13 CEUCI0 y BUTJISAL aKTUBHOT'O METa0OMITY.
dapMaKOKiHETUYHI BJIACTUBOCTI JI03apTaHy Ta HOr0 aKTHBHOT'O METAOOIITY JIiHIMHI TPH MEPOPATBHHX 103X
no3aprany kainito 10 200 mr.

[Ticist mepopaibHOTO 3aCTOCYBaHHS KOHIIEHTPAIIil Y TUIa3Mi KPOBI JI03apTaHy Ta HOTO aKTUBHOTO METa0OIIITY
3MEHIIYIOTHCS MOTIEKCIOHEHIIWHO 3 KIHIIEBUM NEPi0JOM HaMiBBUBEIECHHS MPUOIU3HO 2 roguHy 1 6-9 ronuH
BignosigHo. [Ipu mo3i 100 mr, 3actocoBaHiii 1 pa3 Ha 100y, JI03apTaH i HOro akTUBHHUIA METa0OIIT HE
HAKOMHUYYIOTHCS Yy MJ1a3Mi KPOB1 Y 3HA4YHIH KITBKOCTI.

JlozapTtaH Ta iHoro MeTabOJITH BUBOAATHCS SIK 13 )KOBUIO, TaK 1 3 cevero. [licis mepopaibHOTo 3aCTOCYBaHHS
/BHYTPIIIHBOBEHHOT0 BBeleHHs |4C-MiueHoro no3aprany npuoausHo 35 %/43 % panioakTHBHO Mi4€HOTO
npemapaty O0yso BusBieHO y cedi 1 58 %/50 % y kaui.

Oxpemi epynu nayienmis

KonmenTpariii io3apraHy Ta HOro akTHBHOTO METAa0OJITY Y TUIa3Mi KPOBI MAII€HTIB JIITHBOTO BIKY 3 apTepiaIbHOO
rinepTeH3i€0 3HAUYIIO HE BiIPI3HAIOTHCA BiJl JAHUX MOKA3HUKIB Y MOJIOJUX MAII€HTIB 3 apTepiaIbHOIO
rirnepTeHsielo.

KonnenTpariii 1o3aprany y miaa3mi KpoBi Oyiin y 2 pas3u BHILI Y *KIHOK 3 apTepiaibHOIO TIMEePTeH3110 MOPIBHIHO 3
YOJIOBIKAMH, TO/I K KOHIICHTpALlii aKTHBHOTO META0OIITY Y IIa3Mi KPOBi Y YOJIOBIKIB 1 )KIHOK CYTTEBO HE
BiJIPI3HSITHCS.

[Tpu npuiioMi BHYTPIIIHBO MAIIEHTAMH 3 JIETKAM Ta IOMIPHUM QJIKOTOJIBHUM IIUPO30M TEYIHKH KOHIICHTpAIii
J03apTaHy Ta HOoro akTUBHOTO METabOMITY Yy T1a3Mi KPOBi BUSIBIISLTUCS BIANOBIAHO Yy 5 Ta 1,7 paza BULTUMHU, HIXK Y
MOJIO/IUX YOJIOBIKIB-100pOBOJIBIIIR

KonnenTpariii 1o3aprany y miaa3Mi KpoBi y HAIiEHTIB 13 KIIPEHCOM KpeaTuHiHy Buie 10 MII/XB HE BIAPI3HSIIUCS Bif
TakuX B 0ci0 i3 He3MiHEHOO (pyHKITiEr0 HUPOK. [Ipu MOpiBHAHHI TUTOMII i1 KpUBOIO «KOHIeHTpamig-yac» (AUC) y
HAali€eHTIB 13 HOpMabHOIO GyHKuier0 HUpok AUC no03apTany, BUsBUIacsa NpUOIU3HO y 2 pa3u OLIbILIOI0 HIXK Y
MAIIEATIB, SIKi IEpe0yBaOTh HA TEMO/TiaTi3i.

[11a3MOB1 KOHIIEHTpAIIll AKTUBHOTO METa0OITY HE 3MIHIOIOTHCS Y TAIIEHTIB 13 MOPYIICHHSIM (PYHKII1 HUPOK a0
XBOPHX, sIKi mepe0yBarOTh Ha reMOiai3i.

JlozapraH 1 loro akTUBHUN MeTabOMIT HE MOXKYTh OyTH BUBEJICH] 3a JOMTOMOTOI0 TEMOTiaNi3y.

dapMaKOKIHETUKA y JIITEH

dapMakoKiHETHKA JI03apTaHy BUBUaiacs 3a y4dacTio 50 miTeil 3 apTepiaibHOIO TiMepTeH3ier0 BIKOM Bif 1 micsis 10
16 pokiB micis mepopaibHOTO 3acToCyBaHHs 1 pa3 Ha 100y B f03ax Bix 0,54 mo 0,77 Mr/kr (cepenHi 1030).
Pe3ynbTaTu mokazanu, 0 aKTUBHHUI METa0OMIT 103apTaHy YTBOPIOETHCS Y MAII€HTIB YCiX BIKOBUX TPYIL.
PesynbraTi BKa3yloTh Ha MPUOJIM3HO aHAIOTIYHI MOKA3HUKU (PapMaKOKIHETHKH JI03apTaHy MicCIIsl IEpOPaIbHOTO
3aCTOCYBaHHS Y HOBOHAPOKEHUX 1 AITeH JOUIKIIFHOTO 1 HIKITBHOTO BIKY.




dapMaKkOKiHETUYHI MOKa3HUKU META00IITy BIAPI3HSIUCS OUIBIIE 3aJIeXKHO BiJl BikOBO1 rpynu. [Ipu nmopiBHsSIHHI
JTEH TOMIKUTBHOTO BiKY 1 MITITKIB TaKi BIIMIHHOCTI OyJIM CTATHCTUYHO 3HAYYIUMU. Excriosuirist y
HOBOHAPOKEHHUX 1 IiTel BIKOM J0 2 POKiB OyJia MOPiBHIHO BUCOKOIO.

dapmaneBTHYHI XapaKTePUCTHKH.

OcHoeHni izuko-ximiuni enacmueocmi: Tabnetku o 12,5 Mr: )KOBTI OBaJIbHI, I€IIO IBOOIYKIIi TaOJIETKH, BKPHTI
IUTIBKOBOIO 000JIOHKOIO;

TaOJETKHU 1O 25 MT: KOBTI, OBaJIbHI, JICIIONBOOMYKJI TA0JIETKH, BKPUTI TIIBKOBOIO 000JIOHKOIO, 3 PUCKOIO 3

OJIHOTO OOKY;

tabneTku o 50 mr: 0L, KPYTJIi, AEIIO ABOOIMYKJI TabJIeTKH, BKPUTI TUTIBKOBOIO 00OJIOHKOIO, 31 CKOIIIEHUMH KpasiMu
Ta PUCKOIO 3 OJTHOTO OOKY;

tabnetku o 100 mr: 611, OBaIbHI, JEIIO JBOOMYKIII Ta0JIETKH, BKPUTI IUTIBKOBOIO 000JIOHKOIO.

Tepmin npuoamnocmi. 5 pokiB.

YmoBu 30epiranus.
30epiratu npu Temmeparypi He Bumie 300 C. 30epiraTi y HEAOCTYITHOMY IS AiTEH MiCL.

YnakoBka. 10 Tabnetok y 6mictepi; o 3 abo 1o 6, ado 1o 9 GiicTepiB y KapTOHHIN KOpoO11i;
14 Tabnerok y 6mictepi; mo 1 abo mo 2, ab6o 1o 4, a6o 1o 6, abo mo 7 GuicTepiB y KapTOHHIN KOPOOITi.

Kareropis Binmycky. 3a peuentom.

BupoOuuk.

KPKA, n.1., HoBo mecto, CroBeHist/
KRKA, d.d., Novo mesto, Slovenia
TAJl ®apma ['M6X, Himeuunna/
TAD PharmaGmbH, Germany

Micue3HaxoX:KeHHs .

[[map’emika niecta 6, 8501 HoBo mecto, CrnoBeHis

Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

J1-27472 KykcxaBeH, Xaitnu-Jloxmans-1ltpacce 5, Himeuunna/
D-27472 Cuxhaven, Heinz - Lohmann — Strasse Germany



