IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOI0 3ac00y

JlopicTa®
(Lorista®)

Cknao:

oiroua pevosuna: losartan;

1 Tabnerka, BKpUTa ILTIBKOBOIO O0OJOHKOIO, MICTHTH 12,5 mr abo 25 mr, abo 50 mr, abo 100 mr
JI03apTaHy Kalliko;

OONOMIJICHI peuosunu: TeNaKTo3a (MICTHTh JIAKTO3W MOHOTIIPAT Ta LEII0I03y MOPOIIKONOIOHY),
KpoxXMailb KYKYpYI3sSHUN, KpOXMallb MPEXKENaTUHI30BaHUH, 1I€T0103a MIKPOKPUCTAIIUHA, KPEMHIIO
TIOKCHJ KOJIOITHMI O€3BOJHMI, MarHilo creapar, TIIpOMENo3a, TalbK, MPOIMUICHTIIKOIb, TUTaHY
niokeun (E 171), 6apBHuk XiHosiHOBUM *0BTHH (E 104) — muiue ans tabnerok mo 12,5 mr ta 25 mr.

Jlikapcbka gopma. TabneTku, BKpUTI IUTIBKOBOIO 000JOHKOIO.

OcHo8HI Pi3uKo-XIMIYHI 81ACMUBOCI:

TabneTKu 1o 12,5 Mr: )OBTI OBaJIbHI, IO TBOOMYKJI TAOJIETKH, BKPUTI IUTIBKOBOIO 000JOHKOIO;
TaOJETKH MO 25 Mr: KOBTI, OBajbHI, JCUI0 JBOOIYKJI TAOJIETKH, BKPHUTI IUIIBKOBOIO 00OJIOHKOIO, 3
PHCKOIO 3 OJTHOTO OOKY;

Tabnetku mo 50 mr: OuTl, KPyruii, JEnio ABOOIMYKJI TaOJIETKH, BKPHUTI IUTIBKOBOIO OOOJOHKOIO, 3i
CKOIICHUMH KpasiMU Ta PUCKOIO 3 OJTHOTO OOKY;

Ttabnetku o 100 mr: Oii, OBaNBHI, IEIIO TBOOTYKII TAOJIETKH, BKPHUTI IJTIBKOBOIO 000JOHKOTO.

dapmakoTepaneBTHYHA rpyna. 3aco0u, IO JIIOTh Ha PEHIH-aHTIOTEH3WHOBY cucTtemy. [Ipocti
npenapary aHTaroHicTiB perentopis anrioteH3uny Il. Kog ATX C09C AO1.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Jlo3apTaH — 11€ CHHTETUYHHUH aHTaroHiCT perenTopiB anrioTeH3uny Il (tumy AT1) s nepopaibHOTO
3actocyBaHHA. AHrioteHsuH Il — moTyXHUNl Ba30KOHCTPUKTOP — € aKTMBHHUM TOPMOHOM pEHiH-
AHTIOTEH3WHOBO1 CHCTEMHM Ta OJHUM 3 HaWBaUMBIMMX (akTopiB matodiziosorii aprepianbHOT
rineprensii. Auriorensun Il 3B s3yerbes 3 penentopoMm ATi, SSKMil MICTUTBCSA y OaraTboX TKaHWHAX
(Hampukiaa y riIafKux M’si3aX CyAWH, HAJHUPKOBUX 3aJ103aX, HUPKaX 1 cepili), BU3HAYAIOUH HHU3KY
BKJIMBUX OIOJIOTIYHMX €(EeKTIiB, y TOMY YHCIi BA30KOHCTPHKIIIIO 1 3BUILHEHHS aJibJOCTECPOHY.
Amnrioten3uH Il Takoxx ctumyitoe podtidepartito KJIITHH TJIaIKUX M S31B.

Jlo3zapTaH CeleKTHBHO 3B’s13yeThes 3 penentopoM ATi. B ymoBax in vitro ta in vivo mo3aprad Ta
fioro (apMakoJIoTiuHO aKTUBHHUN MeTabomiT — kapOokcuiabHa kucinorta (E-3174) — Gmokyrots yci
¢1310J10T1YHO BaroMi BIUITMBY aHT10TeH3UHY I He3anexxHo Bij pkepena abo HUISIXy CHHTE3Y.
Jlozaptan He 3B’SI3y€ThCs 1 HE OJIOKYE iHIII PElenTOPH TOPMOHIB a00 10HHI KaHAIM, BXKIUBI IS
cepueBo-cyauHHOI perynsunii. Jlozapran He npurniuye AII®D (kxinazy II) — depment, sakuil cnpuse
po3naay OpamukiHiHy. Bracnmigok nporo He BiIOyBa€ThCsl TOCHICHHA HeOaxaHUX eQeKTiB,
ornocepenkoBaHuX OpaaukiHiHoM. Ilin wac 3acTocyBaHHs J03apTaHy YCYHEHHS HEraTHBHOI
000opoTHOI peakiii aHrioTeH3uHy Il Ha cekpelito peHiHy NPU3BOAUTH 0 MiJBUILEHHS aKTUBHOCTI
peniny y tmia3mi kpoBi (APII). Take minsumnennss APII npu3zBoAauTh M0 3pOCTaHHS KOHIEHTpALii
a"riorensuny II y mnma3mi kpoBi. Xoua BiOyBaeTbcs Take 3pOCTAaHHS, AHTHUIINEPTEH3MBHA
aKTHBHICTB 1 CyNpecist KOHIIEHTpaLil aJlbJJOCTEPOHY y IJIa3Mi KPOBi 30epiratoTbes, 10 CBIAYUTH MO
epekTuBHY Onokany peuentopiB asrioteHsuny II. Ilicas BigMiHM  JIIKyBaHHS JI03apTaHOM
aKTHBHICTh pEHIHY Yy TIUIa3Mi KpOBI 1 IMOKa3HUKU pIiBHIB aHrioTeHsuHy Il mporarom 3 nHiB
MOBEPTAIOTHCSA J0 OYATKOBUX 3HAYEHb.

Sk mo3apraH, Tak i1 HOro OCHOBHUN METa0OJIIT MalOTh BHUILY CHOpiIHEHICTh 3 AT1-perientopamu, HiX
3 AT2-peuentopamu. AkTuBHUM MeTabomiT y 10-40 pa3iB akTHUBHILINM, HIK J103apTaH.
Dapmaxoxinemuxa.

Abcopyia



[Ticnst mepopabHOTO MPHITOMY JI03apTaH 100pe BCMOKTYETHCS 1 Miisirae MeraboJii3My Mepuioro
MPOXOJKEHHSI 3 ()OPMYBAHHSM AKTHBHOTO METa0OJITy KapOOKCHIBHOT KHCIOTH Ta HEAKTUBHHX
MmeTabouiTiB. CucreMHa 610A0CTYIHICTD TaOJIETOK JIo3apTaHy CTaHOBUTH Mpubiu3Ho 33 %. Cepenni
MaKCHUMaJIbHI KOHIIEHTpALil JI03apTaHy Ta HOro aKTUBHOTO METa0OJITy JOCATAIOTHCS BiIMOBIIHO
yepe3 | roauny i 3-4 roauHM.

Posnooin

[Tonan 99 % nozaprany Ta WOTO aKTUBHOTO METAOOJITY 3B’SI3YIOTHCS 3 MPOTEIHAMU IIa3MHU KPOBI,
nepenyciM 3 ansoyminoM. O6’eM po3MO LTy JIO3apTaHy CTAHOBUTH 34 J1.

biompancgopmayin

[Tpubmmzno 14 % no3apraHy npu BHYTPIIIHFOBEHHOMY BBEJCHHI a00 MepopaIbHOMY 3aCTOCYBaHHI
MIEPETBOPIOEThCS  HA aKTHMBHUK Merabomit. [liciast BHYTpIIHBOBEHHOTO 1 HEpOPaIBHOTO
3aCTOCYBAHHA JIO3apTaHy Kanilo, MideHoro **C, pamioakTHBHICTb y HUPKYTIOOUiil TIa3Mi KpOBi, K
MIPaBUJIO, XapaKTEPU3YEThCS JI03apTaHOM Ta Horo MerabositoM. MiHIMallbHa KOHBEPCIS JI03apTaHy
710 HOr0 aKTUBHOTO METa0OJITy criocTepiraiacs npubanu3Ho B 1 % BUmaakis.

OKpIiM aKTUBHOTO METa0OJIITY, yTBOPIOIOTHCS 1 HEAKTUBHI METa0O0JIITH.

Buseoenns

[1na3moBuil KIipeHC J103apTaHy Ta WOro akTUBHOTO MeTadonity craHoBUTh 600 mi/xB 1 50 mi/xB
BiAnoBiAHO. HupKkoBHil KilipeHC j03apTaHy Ta HOro akTUBHOTO METa0O0ITy CTAaHOBHUTH MPUOINU3HO
74 mn/xB 1 26 mu/xB BinnoBigHO. Koy 103apTaH 3aCTOCOBYIOTH MEPOPATBHO, MpUOIu3Ho 4 % /1031
BUJIUISIETBCSA Y HE3MIHEHOMY BWIJISAI 13 cedero 1 mpubau3Ho 6 % 103U BHAUISETHCSA 13 CEUe y
BUIJISI/II aKTUBHOTO MeTabonity. dapmMakoKiHETHYH1 BIACTHBOCTI JIO3apTaHy Ta HOro akTHBHOTO
MeTa0oJIITy JIHIINHI TPH MepOpaIbHKUX J03aX JI03apTaHy Kajito 10 200 mr.

[Ticnst mepopanbHOro 3aCTOCYBaHHS KOHLIEHTpallli y Iia3Mi KpoBl JIO3apTaHy Ta MOro aKTHMBHOIO
MEeTa0OJIITy 3MEHIIYIOTHCS TTOTICKCIIOHEHIIIHHO 3 KIHIIEBHM IE€PiOIOM HAIMBBUBEICHHS MPHUOIN3HO
2 rogunu 1 6-9 ronun BignosigHo. [Ipu mo31 100 mr, 3acTocoBaniii 1 pa3 Ha n00y, J03apTaH 1 HOTO
AKTUBHUN METa0OJIIT HE HAKOMMUYYIOThCS Y IJIa3Mi1 KPOBI y 3HAYHIN KUTBKOCTI.

Jlo3zapTan Ta HOro METaOOJITH BUBOIATHCS K 13 JKOBUIO, Tak 1 3 ceuero. Ilicis mepopanbHOTO
3aCTOCYBAaHHSA/BHYTPIIIHLOBEHHOrO BBeleHHs *C-MiueHOro Jjo3apraHy npubausHo 35 %/43 %
pasioakTUBHO MIUYEHOTO Ipemnapary Oyno BusBieHo y ceui i 58 %/50 % y kani.

Okpemi epynu nayienmis

KonmnenTpairii sio3apTany Ta HOTO aKTUBHOTO METa0OJITY y IIa3Mi KpOB1 MAIIEHTIB JIITHBOTO BIKY 3
apTepiaJbHOI0 TINEPTEH31€I0 3HAYYIIO HE BIIPI3HAIOTHCS BiJ JAHUX TIOKAa3HHUKIB Yy MOJIOJMX
TMAIIE€HTIB 3 apTePiaTbHOIO TIMEPTEH3IENO.

KonnenTpaiiii 1o3aprany y mia3mi KpoBi OyJid y 2 pa3u BHIII Y KIHOK 3 apTepialIbHOO TMepTEH3110
MOPIBHSHO 3 YOJIOBIKAMH, TOJII SIK KOHIIEHTpAIlil aKTHBHOTO METa0O0JIITy Y TIa3Mi KPOB1 y YOJIOBIKIB 1
YKIHOK CYTTEBO HE BiIPI3HSIIHACS.

[Ipu mpwuifomMi BHYTPIIIHHO MAI[iEHTAMHU 3 JIETKUM Ta MOMIPHUM AJIKOTOJIBHUM IUPO30M IMEUYIHKU
KOHIIEHTpAIlii JIo3apTaHy Ta HOro aKTMBHOTO METAa0OJIITy y IJIa3Mi KPOBi BHUSBIISUIACS BIANOBITHO Y
5 ta 1,7 paza BUIITUMU, HDK Y MOJIOJIUX YOJIOBIKIB-100pOBOJIBLIIB.

KoHnuenTpauii o3aprany y miaa3Mi KpoBi y HAIliEHTIB 13 KIipeHCOM KpeaTuHiHy Buiie 10 Mi/XB He
BIIPI3HSUIMCS Bi TakuX B OCi0 13 He3MiHEHOIO (yHKIi€0 HUPOK. [Ipu MOpIBHSHHI MIIOIIA MiA
KpuBOI0 «koHIeHTpalis-yac» (AUC) y maiieHTiB 13 HopMalibHOIO (yHKIIIEr0 HUpok AUC no3apTtany
BUSIBUJIACS MPUOJIM3HO y 2 pa3u OUIBIIOI0, HDK Y MAIIEHTIB, sIKi MepeOyBatoTh Ha reMoIianisi.
[1na3mMoBi KOHILIEHTpAILii aKTUBHOTO MeTa0oJIITy He 3MIHIOIOTHCS Yy MAaLI€HTIB 13 MOPYLICHHIM
¢byHK1IT HIpOK a00 XBOPHX, K1 epedyBaroTh Ha reMo/Iiaii3i.

Jlo3apTaH 1 HOr0o akKTHBHUI METabOoJIIT HE MOKYTh OYTH BUBEJIEHI 32 JOMIOMOT'OI0 reMOo/Iiai3y.
dapMakoKiHETHKA Y JIITEH

dapmakoKiHETHKa J03apTaHy BuBYanacs 3 ydacTio 50 niTeil 3 apTepiajibHOIO TilEPTEH31€I0 BIKOM
Bif | wmicsaus o 16 pokiB micis mepopajbHOTO 3acTocyBaHHs 1 pa3 Ha n00y B go3ax Bix 0,54 no
0,77 mr/kr (cepenHi A03H).

Pe3ynpraTi nmokaszaniu, 0 aKTUBHUNA META0OJIT J103apTaHy YTBOPIOETHCS Y MAIIEHTIB yCiX BIKOBHX
rpyn. PesynmpTatu BKa3yioTh Ha NPHUOIM3HO AHAJIOTTYHI MOKA3HUKHM (apMaKOKIHETHUKH JO03apTaHy
IICJISE IEPOPATBHOTO 3aCTOCYBAHHS Y HOBOHAPOKEHHUX 1 AITel JOMIKUIBHOTO 1 IIKUIBHOTO BIKY.




dapMaKOKIHETHYHI TOKa3HUKH METa0O0JIITy BIApI3HIUCS OUTbIIe 3aJIe)KHO Bif BikoBoi rpynu. IIpu
MOPIBHSAHHI IITeH NOIIKUIBHOTO BIKY 1 MiJUIITKIB Taki BIIMIHHOCT1 OyJIM CTaTUCTHMYHO 3HAYYIIUMHU.
Excrno3uiisi y HOBOHapOKEHHUX 1 AiTeH BIKOM J10 2 POKiB Oyia MOPIBHSAHO BUCOKOIO.

Kuiniuni xapakrepucTuku.
Ilokazannsa.

— JlikyBaHHS €CeHI[iaJIbHOI TilepTeH3ii y JOPOCHX, a TAKOXK Y JiTei BIKOM Bif 6 POKIB.

— JlikyBaHHS 3aXBOPIOBAHHS HHUPOK Yy JOPOCIHX MAI€HTIB 3 apTepialibHOIO TIEPTEH31€l0 Ta
mykpoBuM npiaderom Il tumy 3 mpoteinypiero > 0,5 r/n00y — K YaCTHHA aHTUTIIEPTCH3UBHOT
Tepartii.

— JlikyBaHHS XpOHIYHOI CepleBOi HEeJOCTAaTHOCTI (y MAaIi€HTiB BIikOM Bix 60 pOKiB), KOJIH
3aCTOCYBaHHs IHTIOITOPIB aHTIOTE€H3UHIIEpETBOpIOBaIbHOrO (Gepmenty (AIID) BBakaeThCs
HEMOXXJIUBUM 3 MPUYUHHU HECYMICHOCTI, OCOOIMBO IpH Kauul, abo MNpOTUIIOKA3aHE.
[TamieHTIB 13 CceplEBOI0 HENOCTATHICTIO, CTaH SKUX CTa0UII3yBaBCS IPU 3aCTOCYBAaHHI
iHriditopy AIID, He ciig mepeBOOUTH Ha JIKYBaHHS Jio3apTaHOM. Y mamieHTta (paxiis
BUKH/1Y JIIBOTO IUTYHOUYKA MOBUHHA CTAaHOBUTH < 40 %, cTaH Mae OyTH KIIHIYHO CTaOUIbLHUM,
TaKOX MaIIEHTOBI CI1 JOTPUMYBATUCS BCTAHOBJIEHOTO PEKUMY JIIKYBaHHS 110J0 XPOHIYHOT
CEepIIeBOT HETOCTATHOCTI.

— 3HWKEHHs pU3UKY PO3BUTKY IHCYJIBTY y JOPOCIHX MAIlIEHTIB 3 apTePIlajbHOIO TINEPTEH3IENO 1
rinepTpodi€ro JIBOTO MITYHOUYKA, M0 TOKYMEHTAIBHO MATBEPIKEHO 3a gormomororo EKT .

Ilpomunokazanns.

[ligBuIieHa YyTAUBICTH J10 JI03apTaHy abo 10 Oy/Ib-sIKOTO IHIITIOTO KOMIIOHEHTA TIpemnapary.

BaritHi ab0o XiHKH, SIK1 TUTAaHYIOTh 3aBariTHITH (IUB. PO3JLT «3aCTOCYBaHHS Y MEpioI BariTHOCTI abo
roJyBaHHA Tpynamo»). Tsokki mopymieHHs (yHkmii mediHkn. OjHOYacHE 3acTOCYBaHHS 3
QTICKIPEHOM TMaIlieHTaM 3 IIyKpOBUM miabetom abo mnopymeHHsM ¢yHKii Hupok (IIIKD
<60 mn/xB/1,73M%) (muB. po3mimm  «OcoOGMMBOCTI 3acTocyBaHHA» Ta «B3aemomis 3 iHImIHMM
JKapChKUMU 3aCO0aMU Ta 1HIII BUIM B3AEMOIIN»).

B3aemodia 3 inwmumu nikapcoKumu 3acovamu ma iHuii 6uou 83acmooiil.

[HII1 aHTUTINEPTEH3UBHI NpenapaTd MOXYTh MOCHIIOBATH TIMOTEH3WBHHMU edekT jo3apTtany. Jlo
IHIMUX TIpenapariB, MO MOXYTh CIPUYUHUTH apTepiajibHy TIMOTEH3il0, HajekKaTh TPUIIUKIIYHI
AHTUJICTIPECAHTH, AHTHIICUXOTHYHI 3acobu, OakiodeH, amidpoctuH. OCHOBHHUM ab0 MOOIYHUM
e(eKTOM OJIHOYaCHOTO 3aCTOCYBaHHS IIMX IpernapariB 13 TIMOTECH3UBHUMHU 3aco0aMU MOKE OyTH
30UIBIIIEHHST PU3UKY BUHUKHEHHS apTepiaibHOi rinmoTen3ii. JIozapran MeTaboIi3yeThCs IEPEBaXKHO 3
yuacTio cucteMu nuroxpomy P450 (CYP) 2C9 3 yrBopeHHSIM aKTUBHOTO METa0O0IITy KapOOKCHUIBLHOT
KUCTOTH. Y XOJ1 KJIIHIYHUX JOCHIHKeHb Oylio BCTAHOBIJICHO, 10 ¢uiykoHazon (iuriditop CYP2C9)
3HIDKYE €KCIO3MIII0 aKTUBHOTO Merabonity nmpubnusno Ha 50 %. BcraHoBieHo, 1m0 0oJHOYACHE
3aCTOCYBaHHA JI03apTaHy Ta pudammninuHy (iHAYKTOpa (epMeHTIB MeTaboii3My) MPU3BOJIUTEH 0O
3HIKeHHS Ha 40 % KOHIIEHTpaIlil akTUBHOTO MeTaboiTy y miua3mi kpoBi. KiriHiuHe 3HaYeHHS HOTO
edekTy HeBimome. Hemae BiAMIHHOCTI B €KCHO3UIIIi MPU OJHOYACHOMY 3aCTOCYBaHHI JIO3apTaHy Ta
¢bnyBactatuny (ciabkoro iHriditopy CYP2C9). Tak camo, sk 1 mpu 3acTOCyBaHHI 1HIIMX
mpernaparis, gki 6J0KyroTh aHrioteH3uH Il abo #oro edexTH, oJJHOYaCHE 3aCTOCYBaHHS Mpenaparis,
10 3aTPUMYIOTh Kalidi B opraHi3mi (HampukiaJ Kajii30epiralouux AlypeTHKIB: CIIpOHOJAKTOHY,
TpiaMTepeHy, aMuTIopuay) a0 MOXKYTh MiJBUINYBATH PIBHI Kaliio (TaKuX SK renapuH), abo 100aBoK,
10 MICTATh Kajiil, a00 3aMIHHUKIB COJIi 3 KaJIIEM MOXK€ MPU3BECTH J0 MiBUIIEHHS BMICTY Kalilo y
cupoBaTii KpoBi. OJHOYAaCHE 3acCTOCYBAaHHS TaKMX 3aco0iB He pekomeHjoBaHe. IIpo oGopoTHe
MIABUIICHHS KOHIIEHTpalii JiTil0 Yy CHpPOBAaTIli KpPOBI Ta BUHUKHEHHS TOKCHYHUX MPOSIBIB
MOBIIOMJISIIOCS TIPU OJHOYACHOMY 3aCTOCYBaHHI JiTit0 3 iHribitopamu AII®. Takox ayxe piako
MOBIIOMJISUIOCS TPO Taki MPOSIBU TMPH 3aCTOCYBaHHI aHTAroHICTIB pelenTopiB aHrioreHsuny II.
OpnnouacHe JIiKyBaHHS IpenapaTaMH JITiI0 Ta JI03apTaHOM CIIiI TPOBOAUTH 3 00EpPEKHICTIO. SIKIIO
3aCTOCYBAaHHS TaKO1 KOMOIHAIliT BBaXAa€ThCsl HEOOX1THUM, PEKOMEHI0BAHO MEPEBIPSTH PIBEHb JIITIIO
B CHUpPOBATII KPOB1 IPOTITOM KOMOIHOBAHOTO JIIKYBaHHS.



IIpu opHOuYAaCHOMY 3aCTOCYBaHHI AHTAroHICTiB peuenTopiB anriotensuny II 1 HecTepoimHux
MPOTH3AMaJbHUX TMpernaparis (HaNpUKiIal CEICKTHBHHX IHriOITOpiB mukiookcureHasu-2 (110I'-2),
aleTWICATINNIOBOT KUCIOTH Yy J03aX, LI0 YMHATH MpOTH3amajibHy Jito, HecenektuBHUX HII3IT)
MOXKE TOCNIA0IIOBAaTHCA AaHTUTINEpTeH3UBHUN edekT. OmHOYacHE 3aCTOCYBAaHHS aHTAroOHICTIB
anrioren3uny Il abo miyperukis i3 HII3II mMoxe mpU3BOIUTH 10 MiJBUIICHHS PU3UKY HOTIpHIAHHS
GyHKIIT HIPOK, BKIIOYAIOYM MOJJIMBHUN PO3BUTOK TOCTPOi HUPKOBOI HEIOCTATHOCTI, a TAKOX JIO
MIIBUIEHHS PIBHS KaJlil0 Y CHPOBATIIl KPOBi, OCOOJMBO y MAII€HTIB 3 ICHYIOUMM MOPYIICHHSIM
¢ynkuii HEpok. Taky KOMOIHAIIIO CITi MPU3HAYATH 3 00EPEXKHICTIO, 0COOIMBO MAIIEHTaM JIITHBOTO
BiKy. [lamieHTaM ciril IpOBOAWTH BIANOBIIHY JETiApaTaIliio, TAKOX CIiJl PO3TIISIHYTH MUTAHHS MIOA0
MOHITOPUHTY (PYHKIIi HHUPOK TICIs MOYATKy OJHOYACHOTO 3aCTOCYBaHHS IIpemapariB, a TaKOXK
MEPIOIMIHO BIPOIOBIK JTIKYBaHHS.

JlocnipkeHHsl ToKa3ajiM, 10 BHACHIAOK nojBiiiHOT 6iokagu PAAC npu cynyTHbOMY 3aCTOCYBaHHI
iHri0iTopiB AII®D, anTaroHicTiB peuentopiB aHrioTeH3uHy Il abo amickipeHy MiIBUIYETHCS PUBHK
MOOIYHUX peaklid, TaKuxX [K apTepiajibHa TINOTEH3ld, TilepKalieMis Ta 3MIHM (QYHKIII HHUPOK,
BKJIFOYAIOYM TOCTPY HUPKOBY HEIOCTATHICTh MOPIBHSIHO 13 3aCTOCYBAaHHSAM OJIHOTO areHTa PEHiH-
AHTI0TeH3WH-aJIBJAOCTEPOHOBOI cuctemu (auB. pos3aum  «[IpoTunokazanusy, «OcoOIUBOCTI
3aCTOCYBaHHS»).

Ocobnueocmi 3acmocy8ants.

AHeionespomuuHull HAOPsK

MoxnuBe BUHUKHEHHS aHTIOHEBPOTUYHOTO HaOpsiky. CiliJl 4acTO KOHTPOJIIOBATH CTaH MallI€HTIB 3
aHT1I0HEBPOTUYHHUM HaOpsKkoM (HaOpsiku ob6muyus, ry0, ropia Tta/abo si3uka) B aHaMHE31.
Apmepianvha einomensis i 600HO-e1eKMpOLIMHUL OUCOANAHC

CuMmnTomMaTHdHa apTepiaibHa TITOTEH31s, 0COOIUBO MICIs 3aCTOCYBaHHS MEPIIOi TO3HM TMpenapary
ab0 TICJIA MIIBUIIEHHS 103U, MOXX€ BHHUKATH Yy TAIIEHTIB 31 3HM)KCHHM BHYTPIITHbOCYIAUHHUM
00’emoM abo neinUTOM HATPItO, CIPUYNHEHUMH 3aCTOCYBAHHIM CHIIBHUX J1YPETHKIB, JIETHUHUM
0OMEXXECHHSIM CIIOKUBAHHSI COJIi, iapeeto abo OmtoBaHHsAM. Taki cTaHn MOTPEeOYIOTh KOPEKITii mepet
noyatkoM JrikyBanHs JIopicToro® a60 3HIKEHHS MOYATKOBOI 031 Tpenapary. Taki & pekoMeHzartii
CTOCYIOThCS JITEH BIKOM Bix 6 10 18 pokis.

Enexmponimuuti oucoananc

EnexrpositHuii auc6agaHC YacTO CIIOCTEPIraeThCsl y MAIIEHTIB 13 MOPYIICHHSAM (QYHKIlIi HUPOK (3
IIYKpOBUM JiabeToM abo 6e3 HbOTO), 10 i Opatu 1o yBard. I1in yac KIIHIYHOTO MOCIIKEHHS 3a
Y4acTIO XBOPHUX Ha IyKpoBwHi maiadet Il Tumy Ta 3 Hedpomariero 4acToTa BHHUKHEHHS TimepKalieMii
Oyna OUIBIIOIO MPH JIIKYBaHHI JIO3apTaHOM IMOPIBHSAHO 3 TaKO y rpymi mianebo. Tomy ciig yacto
MEePEBIPATH KOHIEHTPAIIIO KA Yy Iia3Mi KPOBi 1 MOKa3HUKHU KIIPEHCY KPEaTHHIHY, OCOOIMBO y
TMAIIE€HTIB 13 CEPIIEBOIO HEOCTATHICTIO 1 KiIipeHcoM KpeaTuHiny 30-50 mi/XB.

He pekoMengoBaHe olHOYaCHE 3aCTOCYBAaHHS JIO3apTaHy 1 Kanii30epirarouux I1ypeTUKiB, J00aBOK,
10 MICTATH KaJlii, Ta 3aMIHHHMKIB COJIi, 1[0 MICTATH KaJii.

Topywenns @yHxyii nevinku

IpyHTyrounch Ha (papMaKOKIHETUYHUX JaHMX, IO BKA3yHOTh HA iCTOTHE MiJBMINEHHS KOHIIEHTpALIii
J03apTaHy y IUIa3Mi KpOBI XBOPUX Ha IUPO3 TMEYIHKH, CI1A PO3TJISHYTH MUTAHHS MPO 3HIKEHHS
J03U Ui TMAli€HTIB 13 HasSBHICTIO B aHamHe31 mopymeHb (yHKuii neuyinku. Hemae mnocBiny
TEparneBTHYHOTO 3aCTOCYBAHHS JI03apTaHy MAllieHTaM i3 TSHDKKUMHU TMOPYIICHHSIMHU (QYHKIIT MeUiHKH,
TOMY JIO3apTaH HE MOHA MPUIUMATH TaKUM MaIli€HTaM.

Jlo3apTaH He peKOMEHJA0BAaHHUM I 3aCTOCYBAHHS JITSIM 13 MOPYIICHHIMU (QYHKIIIT NEUiHKH.
THopywenns ¢ynxyii HUpox

[ToBimoMmsnocs Mpo BUHUKHEHHS 3MiH (DYHKII HUPOK, BKIIOYAIOYM HUPKOBY HEIAOCTATHICTbH, IIO0
MOB’A3YBAIM 3 TMPUTHIYEHHSIM pPEHIH-aHTIOTEH3WHOBOI CHCTeMH (OCOOJMBO Yy TAIli€HTIB i3
3aJIeKHICTIO (QYHKIII HUPOK BiJ CUCTEMH PEHIH-aHTIOTEH3UH-alIbJOCTEPOH, TOOTO MAIlIEHTH 3
TSDKKOIO CEPLIEBOIO HEJJOCTATHICTIO a00 3 yKe ICHYIOUMMHU HMOPYIIEHHAMH (PYHKIIIT HUPOK).



[Ipenapaty, 110 BIUVIMBAIOTh HA PEHIH-aHTI0TEH3MH-AIbJOCTEPOHOBY CHCTEMY, MOXYTh CIIPUYHHSITH
MIZIBUIIICHHS PIBHIB CEYOBMHU KPOBI Ta KpPEaTWHIHY CHUPOBATKM KPOBI y XBOPUX 3 JABOOIYHHM
CTEHO30M HHPKOBHX apTepiii abo creHozom aprepii enuHoi Hupku. Lli 3minu y ¢yHkii HEpOK
MOXYTh OyTM OOOpPOTHMMHU Ticias TpunuHEHHs Tepanii. Jlozaptan ciig 3 0O0EpEXHICTIO
3aCTOCOBYBATH MAIliEHTaM i3 IBOOIYHMM CTEHO30M HHMPKOBHX apTepii abo CTEeHO30M apTepii €AMHOT
HUPKH.

3acmocyeanns Oimsam i3 nNOpyueHHAMU QYHKYIT HUPOK

Jlo3apTaH He PEKOMEHJOBaHHWM ISl 3aCTOCYBAHHS ITAM 31 IIBHIKICTIO KIyOO4YKOBOi (hinmbrparii
< 30 mur/xB/1,73 M%, OCKUIBKH HEMA€ BiAMOBIMHUX JAHUX MO0 3aCTOCYBaHHSI.

[IpoTsirom mepioay 3aCTOCYBaHHS JIO3apPTaHy CIIJl PETYISIPHO MEPEBIPATH (YHKI[II0 HUPOK, OCKUTBKH
MOJIHBE il moripmadHs. OcoONIMBO 1€ CTOCYETHCS CUTYAIlil, KOJH JI03apTaH 3aCTOCOBYIOTH IpHU
HAsIBHOCTI IHIIMX MATaJOTTYHUX CTaHIB (rapsiuka, AeripaTailisi), ikl MOKyTh BIIUBATH Ha HUPKOBY
¢byHKIT0.

OpHouacHe 3acTOCyBaHHs Jio3apTaHy Ta iHTi0iTopiB AII® moripurye ¢yHKIII0O HUPOK, TOMY Taka
KOMOiHallisl He peKOMEHI0BaHa.

Tpancnnanmayis HUpKU

Hemae nocBiny mono Ge3neku 3acTOCyBaHHS IpernapaTy MallieHTaM, SKAM Hel[oJIaBHO MPOBEICHO
TPaHCIUIAHTAI[II0 HUPKH.

Ilepsunnuti cinepanb0ocmepoHizm

VY marfieHTiB 13 NEPBUHHUM TiNEpaIbI0CTEPOHI3MOM, SIK MPABUJIO, HE CHIOCTEpIraeTbes edekty npu
3aCTOCYBaHH1 aHTUTINEPTEH3UBHUX MpenapariB, IO [JIOTh LUISIXOM TPUTHIYEHHS pEHIH-
aHTi0TeH3MHOBO1 cucteMu. Tomy JlopicTa® He pekOMeHI0BaHa IS i€l TPYIN MAaIli€HTIB.
3axeopiosanns KoponapHux apmepii ma yepebpo8acKyIsApHI 3aX80PHOGAHHS

Sk 1 ipu 3acToCyBaHHI IHIITUX aHTUTIIEPTEH3UBHUX MpeETapaTiB, HAAMIPHE 3HKEHHS apTePiaIbHOTO
THUCKY Yy MAIlIEHTIB 3 IIEMIYHIMH 3aXBOPIOBAHHSIMU KOPOHAPHHUX apTepiil Ta mepeOpoBacKyIIpHUMHA
3aXBOPIOBAaHHSMH MOXE TIPU3BOIUTH JI0 PO3BUTKY 1H(GAPKTY MioKapaa ado iHCYIbTY.

Cepyesa neoocmamuicms

Sk 1 mpu 3acTOCYBaHHI IHIIUX TPENapariB, 10 BINIUBAIOTh HA PEHIH-AaHTIOTEH3WH-aIbJI0CTEPOHOBY
CHUCTEMY, y TIAIIEHTIB 13 CEPIIEBOI0 HEJOCTATHICTIO 3 MOPYIICHHSAM (YHKIlII HUPOK abo 0e3 HhOTO
ICHyE PU3HMK PO3BUTKY TSDKKOI apTepiaabHOi TimoTeH3il 1 (4acTo TOoCTPOro) mopymeHHs (QYHKITIT
HUPOK.

Hemae noctaTHbOro TepameBTHMUHOTO JOCBiTYy 3aCTOCYBAaHHS JIO3apTaHy Malli€eHTaM 13 CEpLEeBOIO
HEJIOCTATHICTIO 1 CYNYTHIM TSDKKHM MOPYIICHHSAM (DYHKIIIT HUPOK, MAIIEHTAM 13 TSKKOI CEPIIEBOIO
HenoctaTtHicTIO (kmac IV 3a wmacudikamiero NYHA), a Takox TmamieHTaM 13  CEpleBOO
HEJOCTaTHICTIO 1 CHMIITOMAaTUYHOO, HEOE3MEYHOIO ISl )KUTTS CEpLEBOIO apuTMi€ei0. Tomy jo3apTan
CIIII 3aCTOCOBYBaTH 3 OOEPEKHICTIO Takiid Tpymi mamieHTiB. Ciig 3 00EpeKHICTIO OJHOYACHO
3aCTOCOBYBaTH KOMOIHAIiIO J103apTaHy 3 -00KaToOpaMHu.

Cmenos aopmanbHoeo i MimpaibHO2O KIAnauie, 0ocmpykmusHa cinepmpogiuna kapoiomionamis
Sk 1 mpM 3acTOCYBaHHI IHIIMX Ba30WJIaTaTOPIB, 3 OCOOJIMBOIO OOEPEKHICTIO CIi MpHU3HAYATH
mpemnapaT Mali€HTaM 31 CTEHO30M aopTalbHOTO a00 MITPaNbHOTO KjamaHa abo OOCTPYKTUBHOIO
rinepTpoiyHOIO Kap1i0MiOTIATIENO.

Bazimnicmo

3acTocyBaHHSI aHTaroHICTIB peleNTOPiB aHTi0TeH3UHY 11 He ¢l po3noYnHaTH y Mepioj BariTHOCTI.
3a BUHATKOM BUIAJKIB, KOJM MpoaoBxkeHHs Teparii APAIl BBakaeTbcss HEOOXITHMM, MAIliEHTKaM,
AKl TJIaHYIOTh BariTHICTb, CJiJl NPU3HAYUTH AaJbTEPHATUBHY AHTUTINEPTEH3UBHY Teparmiio i3
BCTaHOBJICHUM MpodisieM Oe3MeKy I10J0 3aCTOCYBAaHHS y MEepioJl BarirHOCTi. SIKIIO JiarHOCTOBAHO
BariTHicTh, JikyBaHHs APAIl cnin HerailHO NPUOUHUTH 1, SKIIO HEOOXIAHO, CIHiA PO3MOYATH
aJIbTepHATUBHE JIKYBaHHS.

Tnwi nonepedoicents i 3acmepesicenHs

SIK BCTAQHOBJICHO CTOCOBHO IHTIOITOPIB aHTIOTEH3MHIIEPETBOPIOBATBHOTO (EPMEHTY, JI03apTaH Ta
1HIIII AHTaroHICTH aHTIOTEH3UHY MEHII eEeKTUBHI sl 3HWKEHHS apTepialIbHOTO THCKY Y Malli€HTIB
HETPOiHOT pacH, HDK B IHIIUX MAIi€EHTIB, MOXJIUBO, Yepe3 HU3bKY aKTUBHICTh PEHIHY y IPYIi TaKUX
MAIIEHTIB 3 apTEPIAIbHOIO TIEPTEH3IETO.



Ocobnusa inghopmayis npo 0esKi 3 OONOMINCHUX PeHOBUH

Jlopicta® MicTuTh nakTo3y. IlamienTam i3 piIKICHUMH CHAAKOBUMH (OpMaMH HEMEPEHOCHMOCTI
rajnakTosu, Aedinurom sakrazu Jlanmna abo MOpyIIeHHSIM BCMOKTYBaHHS TJIFOKO3HU-TAJaKTO3U HE CIiJ
3aCTOCOBYBATH LIeH IIpenapar.

Toogitina broxkaoa penin-aneiomensut-anboocmeponogoi cucmemu (PAAC)

[Ipu cymyTHROMY 3acTOCYBaHHI aJiCKipeHy Ta aHTaroHicTiB peuenTopiB anrioteHsuHy Il abo
iHridoiTopiB AII® migBUINYETHCS PU3HMK apTepiasibHOI TIMOTEH3il, rimepkamiemii Ta 3MiHHM (yHKIil
HUPOK, BKIIOYAIOYH TOCTPY HHPKOBY HEHAOCTATHICTh. Y 3B’S3KYy 3 NOJBIMHOIO OJIOKAJ0I0 PEHIiH-
aHTi0TeH3UH-abA0CcTepoHOBOI cucteMu (PAAC) cymyTHe 3aCTOCYBaHHS aliCKIpeHY Ta aHTaroHICTiB
peuenTopiB anrioreH3uny Il abo iHriditopis AII® He pexoMenayeThcs (IuB. po3ain «Bzaemomis 3
IHINMMH JTIKAPCHKUMH 3ac00aMyl Ta iHINI BHIM B3a€EMOJIi»). Y BHNAIKy KpaiHbOI HEOOXITHOCTI
noaBiiHoI 6;okagu PAAC ciin peTenbHO nepeBipsATH (PYHKIIIIO HUPOK, pIBEHb €JIEKTPOJIITIB Y KPOBI
Ta apTepiaibHUi TUCK. He citify 0JHOYacHO 3aCTOCYBaTH aHTaroHICTU pPeLenTopiB aHrioreH3uny Il ta
iHT16iTopr AII® marieHTaM 3 IyKpOBHUM J11a0€TOM.

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooro.

Baeimnicmo

[Ipenapar mpoTunoka3aHo 3aCTOCOBYBAaTH BariTHUM a0o0 KIHKaM, SKi TUTAHYIOTh 3aBariTHITH. K10
MiJ Yac JIKyBaHHS IMpernapaToM MiATBEPIKYETbCS BariTHICTh, MOTO 3aCTOCYBaHHS HEOOXiTHO
HErafHO MPUIMMHUTH 1 3aMIHUTH IHIIUM JIKapChbKUM 3acO0OM, JO03BOJIEHUM JI0 3aCTOCYBAaHHS Yy
BariTHUX.

Enigemionoriuni  JaHi CTOCOBHO pPH3UKY TEpAaTOTEHHOTO BIUIMBY BHACHIOK 3aCTOCYBaHHS
iHri6iTopis AII®D mpotsarom | TpumecTpy BariTHOCTI HE NMEPEKOHJIMBI, OJJHAK HEBEJIUKE 3POCTaHHS
pu3uKy He BUKIIoUeHe. OCKUTbKM HeMa€ KOHTPOJIBOBAHUX EMIAEMIOJIOTIYHUX NaHUX 00 PU3HKY
3aCTOCYBaHHS aHTAroHICTIB penentopiB anrioren3uny II (APAII), moaiOH1 pU3MKKU MOXYTh ICHYBaTH
1 JuIsi 1bOTO KJacy mpemnapariB. 3a BHHATKOM BHWNAAKIB, KOJM NpojoBxkeHHs Tepamii APAII
BBAKAETHCSI HEOOXITHUM, TMAIIEHTKAM, 5Kl TUTAHYIOTh BariTHICTh, CJiJ MPU3HAYUTH aTbTCPHATHBHY
AQHTUTIMEPTCH3UBHY TEpamilo 31 BCTAHOBJICHUM IMpodiieM Oe3MeKH MO0 3aCTOCYBaHHS Yy Tepioj
BariTHOCTI. SIKIO JiarHOCTOBAHO BariTHICTh, JikyBaHHS APAII ciim HeraitHO MPUMUHUTH 1, SKIO
HEOOX1JTHO, CJIIJI pO3MoYaTH albTepPHATHBHE JIKyBaHHA. Bimomo, mo 3acrocyBanus APAII mpotsrom
IT ta III TpuMecTpiB BariTHOCTI CIIPUYKHSE MOSBY (PETOTOKCHUYHUX SBHII (3HWKCHHS QYHKITIi HUPOK,
OJIIFOTIIPaMHIOH, 3aTpuMKa ocudikaiii KICTOK dYepera) 1 TpOsBIB HEOHATAIBHOI TOKCHYHOCTI
(HUpKOBA HEAOCTATHICTh, apTepialibHA TIOTEH31A, TIIEPKATIEMIs).

Axmo mpotsrom Il Tpumectpy BaritHocTi 3actocoByBanucs APA I, pekomeHI0BaHO MPOBECTH
YIBTPa3BYKOBE OOCTSKEHHS IS IepeBIpKU (PYHKIIIT HUPOK 1 CTaHy KICTOK Yeperna.

CraH HOBOHApO/PKEHHMX, Marepi skux 3actocoByBain APAII, cimig yacTto mepeBipSITH CTOCOBHO
PO3BUTKY apTepiaibHOI MIOTEH31i.

Ilepioo 2o0yeanns 2pyoor

Uepes BiacyTHICTh Oyab-skoi iH(opMalii MO0 3aCTOCYBaHHS JO3apTaHy y MepioA TOAyBaHHS
TPYAIIO PUHOM JI03apTaHy HE PEKOMEHAYeThCs. baxkaHo 3acTOCOBYBaTH ajlbTepHATUBHI MIpemapaTH
3 KpalluMH BCTaHOBIEHUMH MpodiisMu Oe3MeKH y Mepioa TOAyBaHHS TPYIAI0, OCOOIMBO MpH
roJlyBaHH1 HOBOHAPOXKEHUX 200 HEAOHOIICHUX HEMOBIIST.

30amuicms enaueamu Ha WEUOKICMb peakyii npu KepyeauHi aA8MOmMpaHcnopmom abo iHuUMU
Mexanizmamu.

He npoBoaumucs 1oCaiPKeHHS 111040 BIUIMBY IpenapaTy Ha 3/1aTHICTh YIPaBJIATH aBTOTPAHCIIOPTOM
Ta HIUMH MexaH3BMaMu. OJHaK Cil mam’sTaTH PO MOKJIMBICT PO3BUTKY TaKHUX MMOOIYHHX
peakiiif, K 3alaMOPOYEHHS Ta COHJIUBICTb, OCOOIMBO Ha MOYATKY JIKYBaHHS Ta MpH MiABHILEHHI
71034 TIpernapary.

Cnoci6 3acmocysannsa ma 0o3u.
TabneTku 03apTaHy Ciij] 3aTUBATH CKISTHKOIO BOJIH.
3acTocyBaHHS MpenapaTy He 3aJeKHUTh BiJl IPUHOMY DKi.



Apmepianvha ecinepmensis

3a3Buyail mMovaTKoBa 1 MIATPUMYIOYA J03a JJIs OUTBIIOCTI mamieHTiB ctaHOBUTH 50 Mr mpemapary
1paz wa no0y (1 rtabmerka Jlopictu® 50 wmr). MakcumanbHHI aHTHTIICPTEH3UBHUHN e(eKT
nocsraeTbesi Ha 3-0 TIDKICHb BiA MOYATKY JIKyBaHHA. [ NesKkuX Mali€HTIB MOKE BHSIBHTHUCS
CIPUSATIUBIINIKUM HiIBUIICHHS 103U npenapaty 1o 100 mr 1 pa3 Ha n1o0y (BpaHiii).

JlopicTy® MOXHa 3aCTOCOBYBAaTH Yy NO€IHAHHI 3 IHIIUMHU AHTUTINEPTEH3WBHUMH IIperapaTaMu,
0COOJIMBO JIiypeTUKaMu (HAIIPHUKIIA, TIIPOXIOPOTIa3HIOM ).

THayicumu 3 apmepianvrolo 2inepmensiclo ma yykposum oiabemom II muny 3 npomeinypicto
>0,5 /006y

3a3Buuaii mouarkoBa no3a craHoButh 50 mr (1 Tabnerka Jlopictu®) 1 pa3 Ha m00y. /{03y MoxHa
30utemTH 10 100 mMr 1 pa3 Ha 100y 3aeXKHO Bifl TOTO, SKHMHU € MOKa3HUKH apTepiabHOTO THCKY
yepe3 1 wicaup micias mnoyaTKy JiikyBaHHs. JlopicTy® MoXHa 3aCTOCOBYBaTH 3 IHIIUMU
aHTUTINEPTEH3UBHUMU TIpenaparaMy (Hampukiaja JlypeTUKaMu, OJ0KaTopaMH KajibIlEBUX KaHaIIB,
OmokaropamMu o- abo P-perenTopiB Ta MpenaparaMu IEHTPaIbHOI Jii), a TaKoXX 3 IHCYJIIHOM Ta
IHIIMMHM ~ TINOTJIIKEMIYHMMM — TIpenapataMmy, SKi  IIMPOKO  3aCTOCOBYIOThCS  (HampuKIaja
CyIb(pOHUICEYOBUHOIO, TJIITA30HAMHU Ta IHI10ITOpaMU TIIIOKO3HIa3H1).

Cepyesa neoocmamuicmo

3a3Buvaii mouatkoBa j03a JlopicTu® y mamieHTIB 13 XPOHIYHOK CEPIIEBOIO0 HEIOCTATHICTIO
ctaHoBUTH 12,5 Mr 1 pa3 Ha 100y. SIk mpaBwmIo, /1032 TUTPYETHCS 3 THIKHEBUM IHTEPBAJIOM (a came:
12,5 mr Ha 100y, 25 mr Ha 100y, 50 mMr Ha n00y) A0 3BHYaiiHOI miATpuUMYyrodoi ao3u 50 Mmr
(1 rabnerka Jlopictu®) 1 pa3 Ha 100y 3aJI€KHO BiJl IHIMBIAyaIbHOT IEPEHOCUMOCTI.

3HUdCEHHS pUBUKY PO3GUMK) THCYIbMY V NAYIEHMIE 3 APMEPIAIbHOI0 2inepmeHn3icio i einepmpoicto
J1i8020 WAYHOUKA, WO OOKYMEHMAIbHO NiOmeepoxceHo 3a donomoeoio EKIT’

3a3Bu4ail moyaTkoBa /103a craHoBUTH S0 mr jo3aprany (1 Tabnetka Jlopictu® 50 mr) 1 pa3 Ha 100y.
3aJIe)KHO BiJ 3MIH PIBHSI apTeplaIbHOTO THUCKY MO JIKYBaHHS CJiA JOAATH TiAPOXJIOPOTia3uja y
HU3BKIN 1031 Ta/ab0 30utbmmTH 103y JlopicTu® mo 100 mr 1 pa3 Ha 100y .

Okpemi epynu nayienmis

3acmocysannsa nayicHmam 3i 3HUNCEHUM 00 €EMOM YUPKYIIOIOUOT KPOBL

[TamienTaM 31 3HWKEHUM OO0 €MOM IIMPKYJIIOOYO0i KpOBI (HAmpHIKIAA, YHACHITOK JIIKYBaHHS
BHCOKHMHU J03aMH J1YPETHKIB) PO3IMOYMHATH TEpaItiio HeoOXiaHO 3 1031 25 Mr 1 pa3 Ha 100y.
3acmocysanna nayienmam i3 nOpyuleHHAM YHKYII HUPOK ma NnayieHmam, aKum npoeoosams Ceamncu
eemooianizy

[Ipn npusznavenHi Jlopictu® mnarieHTamM 13 MOpYymICHHSIM (YHKIIT HUPOK Ta MaIll€eHTaM, SKAM
MPOBOJIATH CEAHCH IeMOJIialli3y, MOYaTKOBY KOPEKIIIIO 03U IMPOBOJIUTH HE MOTPIOHO.

3acmocyeanns nayiecumam iz nopyueHHIM QyHKYii nevinku

Jlnst marieHTiB 13 MOPYIICHHSAM (YHKII MEYiHKM B aHAMHE31 CIIJI PO3IJISHYTH IMHTAHHS I0JI0
MpU3HAYCHHS TIpernapary y MeHmIii no3i. Hemae nocBimy JiKyBaHHS MAILli€HTIB 13 TSDKKUMHU
MOpYyIIEHHAMHU (DYHKIIIT MEYiHKU, TOMY JIO3apTaH MPOTUIIOKA3aHUMN 1[I TPpyIIi MAIIEHTIB.
3acmocyeanns oimam

Hani mono edekTUBHOCTI Ta Oe3MeKH 3acTOCYBaHHS JIO3apTaHy IiTsAM BIKOM 6-18 pokiB ais
JIKyBaHHS apTepialpHOi rinepreHsii oOMexeHi. Takoxk € Mano AaHuX MOAO0 (apMaKOKIHETUKH Y
JiTel 3 apTepialibHOIO TinepTeH3ieto BikoM Bia 1 micsis. s aiteid, ki MOXKYTh KOBTaTH TabJIETKH 1
B sKMX Maca Tina Outbire 20 kr ta MeHme 50 Kr, peKkOMEeHI0BaHa /103a CTaHOBUTH 25 Mr | pa3 Ha
n00y. Y BUHSATKOBUX BHUIMAJKaX 03y MOXHA 30UTBIINTH 10 MakcuMmanbHOl — 50 Mr 1 pa3 Ha no0y.
Jl03y cIliJi KOPUTyBaTH 3aJIe)KHO BiJ] BIUIMBY Ha PIBEHb apTepiajIbHOTO THCKY. Y MAIli€EHTIB 3 Macoo
Tina moHaz S50 kr 3a3Buuail pazoBa j03a ctaHOBUTH 50 mr 1 pa3 Ha 700y. Y BHHITKOBHX BUMAAKaX
703y MOXHa 30UTbIIUTH A0 MakcumanbHoi — 100 mr 1 pa3 Ha m00y. 3acTrocyBaHHS 103, IIO
nepeBulLytoTh 1,4 Mr/kr (abo 6inbiie 100 Mr) Ha 100y, y AiTel He BUBYAIOCS.

Jlo3apTaH HEe PEKOMEHJIOBaHHM JJIsl 3aCTOCYBAHHS TITSIM BIKOM JI0 6 POKIB, OCKUTBKH JaHUX OO
3aCTOCYBaHHS Ipernapaty y il rpyri naieHTiB HeA0CTATHBO.

[IpenapatT He pEeKOMEHIYETbCS JUIsl 3aCTOCYBaHHS MAITAM 31 MIBHJAKICTIO KJIYOOYKOBOi (inbTparii
< 30 m/xB/1,73 M2, OCKiNBKH HEMAE BiAMOBIIHUX JaHUX IIOJ0 3aCTOCYBAHHS.

JlozapTaH TakoX HE PEKOMEHAYEThCS ISl 3aCTOCYBaHHS AITAM 13 MOPYIIEHHAM (DYHKITIT TEUiHKH.



3acmocysanusa nayiecumam 1imHb020 8iK)y

SIk mpaBuiIO, HEMa€e MOTPeOM y KOPUTyBaHHI MOYATKOBOI 103U JUISl MAI[IEHTIB JITHBOTO BIKYy, X04a
CIIiI BpPaXOBYBaTH MOJKJIMBICTh NMPH3HAUEHHS IpenapaTy y MOYaTKOBi 7031 25 Mr maimieHTaM Bij
75 pokiB.

Jimu.
Jlo3apTraH HEe PEKOMEHIYETHCS IS 3aCTOCYBAHHS JITSAM BIKOM JIO0 6 pPOKiB, OCKUIBKH IOMO i€l
IpyIH MALi€HTIB TaH1 € 0OMEKEHUMH.

Ilepeoo3ysanns.

Cumnmomu

IcayroTh OOMeEKeHI NlaHi MO0 TEepea03yBaHHS JI03apTaHOM. 3ajie)KHO BiJ CTYMEHsS 1HTOKCHKAIlIl
MOXYTb 3’ SIBJISITHCS TaKl CHMIITOMH, SIK apTepiajbHa rIOTEeH31s, Tax1Kap/is, MOKJIMBa OpaguKapIis.
Jlikysanns

JlikyBaJIbH1 3ax0Ju 3ajekaThb BiJ TPHUBAJIOCTI yacy, [0 MMHYB IIicias NOpuioMy THpernaparty,
Xapakrepy 1 TSKKOCTI cuMnToMiB. [IpioputeTHrM 3axo10M Mae OyTu crabuiizaiist GyHKIT cepleBo-
cynuHHOi cuctemu. Ilicns mepopanbHOro mepeno3yBaHHsA IOKa3aHE 3aCTOCYBAHHS aKTHBOBAHOTO
BYT'ULISL y BIAMOBIAHIN /1031. PEKOMEHIOBaHMMH 3aX0/1aMH € CTUMYJISAIis OFOBaHHS Ta MPOMUBAHHS
nutyHka. [li3Hime ciaig 9acTo KOHTPOJIIOBAaTH OCHOBHI MOKA3HUKH KUTTEILUIBHOCTI OpraHi3My Ta
KOPHUTYBaTH MpH HeoOXigHOCTI. JIo3apTaH Ta akTUBHI METAa0OJIITH HE BUAANSIOTHCA MPU MPOBEIECHH1
reMo Tianizy.

Ilo6iuni peakuii.
[ToGiuHOO peakii€ro, Mpo Ky HalvacTime MOBIIOMIISUIOCS i Yac KIIHIYHUX JOCTIIKEHb, OYyJI0
3alaMOpOYCHHS.

ITH.
[Tpodine mobiyHUX peakiliii y mited moaioHuit 10 mpodiTo y A0pOCIuX mamieHTiB. J[aHi cTOCOBHO
MOOIYHUX PeaKIliid y AiTe 0OMexeHi.
AprtepiajibHa TinepTeH3is.
3 60Ky Hep80Boi cucmemu: 3alIaMOPOYCHHS, COHJIUBICTD, TOJIOBHUH O11b, OE3COHHS, M S130B1 CYIOMH.
3 60Ky cepys: BITIYTTS CEPIICOUTTS, CTEHOKAPIIs.
3 6oxy cyoun: CUMNITOMAaTW4YHa TiMOTEH3is (OCOOJMBO y TAIlEHTIB 3 BHYTPIITHBOCYAMHHOIO
JETiIpaTaIicro, HapUKIa y TAIliEHTIB 3 TSHKKOI CEPIICBOI0 HEIOCTATHICTIO a00 TpH JIIKyBaHHI
JypeTUKaMH Y BUCOKHUX J103aX), 10303JICKHHUIA OPTOCTATUUHUHN €PEKT.
3 60Ky wKipu ma niOwWKipHoi K1imKO8UHU.: BUCHIL.
3 60Ky winyHK0BO-KUUK08020 mpakmy. aOJOMIHAILHUNA OUTb, TUCTIEIICIs, 3a1op.
3 b6oky pecnipamopnoi cucmemu. Kallieib, H&KUTb, CAHYCHUT, (papHHTIT, iH(EKIIiS BEPXHIX TUXaTbHUX
HUISXIB.
3acanvhuti cman ma nopyuieHHs, NO8’A3aHI 3i CNOCOOOM 3ACMOCY8AHHS Npenapamy: AacTeHis,
cna0OKicTh, HAOPSKH.
Jlabopamophi nokaznuxu. 3MIHU CTaHIAPTHUX Ja0OPAaTOPHUX MOKA3HUKIB PiAKO Oy/IM MOB’s3aHi 13
3aCTOCYBaHHSM Ta0neTok Jio3aprany. PiBens AJIT minBuiyBaBcs pinko 1 3a3BU4ail HOpMallizyBaBCs
micns TPUIIMHEHHS 3aCTOCYBaHHs mpenapary. ['imepkaniemis (piBeHb Kajilo y CHpOBATLi
KpOBi > 5,5 MMOJIb/1T) criocTepiranacs y 1,5 % mariieHTiB 3 apTepiajbHOIO TiepTEH3IELO.
[MarieHTy 3 rinepTpodi€ro JiBOTO MITYHOUYKA CEpIIs.
3 6oky Hep6o6oi cucmemu. 3alIaMOPOYEHHS.
3 6oky opeanie cnyxy ma 1abipunmy: BEpTUTO.
3acanvhuti  cmam ma nopywleHHs, No8’A3aMi 30  CNOCOOOM ~ 3ACMOCYBAHHA — NpPenapamy:
aCTeHis1/cIa0KICTh.
XpoHiYHa ceplieBa HEJIOCTATHICTb.
3 boky Hep6ogoi cucmemu: 3aIaMOPOYCHHSI, TOJIOBHUH OLTb, MapecTesis.
3 boky cepys: cuHKore, GiIOpUIALiS IepeCepb, IHCYIbT.
3 60Ky cyOun: apTepiaibHa rIOTEH31s, BKIIOYAIOYH JI0303aJIC)KHUNA OPTOCTAaTUUHUH e(eKT.
3 boky pecnipamopmoi cucmemu, opearie 2pyoHoi KIimKy ma cepe0oCmints. TUCITHOE.
3 60Ky WnYHKOBO-KUWKOB020 Mpakmy: Jiapes, Hyl10Ta, OJIOBaHHS.




3 6oxy wikipu ma niOWKIpHOI KiimKosuHu: KPOIIUB’ THKA, CBEPODLK, BUCHIL.

3 60Ky HUPOK ma ceuo8UBIOHUX WLIAXIE. TIOPYIIeHHS (YHKIIl HUPOK, HUPKOBA HEAOCTATHICTh
3acanvhuti  cman ma NOpYWeHHS, NO08’A3aMi 31 CNOCOOOM  3ACMOCY8AHHA  Npenapamy:
acTeHist/cnabKicTh.

Jlabopamophi nokaznuku: TiNEpKalieMis, IMIIBUIIEHHS pPIiBHS CEYOBMHHM KpOBi, KPEaTHHIHY Y
CHPOBATIIi KPOBIi Ta KaJlif0 Y CHPOBATIIi KPOBI.

AprepiasibHa TinepTeH3is i IyKpoBUH giabet Tuny 11, 110 CYIPOBOJDKYETHCS 3aXBOPIOBAHHAM HUPOK.
3 60Ky Hep808oi cucmemu: 3aIIaMOPOUYCHHS.

3 6oky cyoun: apTepialibHa TIOTCH3IS.

3acanvuuti  cman ma  nopywienHs, NO8’A3aHI  3I  CNOCOOOM — 3ACMOCYBAHMA  Npenapamy:
acTeHist/cnadKicTh.

Jlabopamopni noxasHuku. TIMOTIIKEMIs, TIIEPKATIEMIA.

Jo1aTkoB1 MOOIYHI peaxitii.

3 boky cucmemu Kposi ma aimghamuyHoi cucmemu: aHEMIS.

3 60Ky cepys: CUHKOIIE, MAJIBITITAITIS.

3 60Ky cyOun.: OpTOCTaTUYHA TOTEH3IS.

3 60Ky WiYHKOBO-KUWKOB020 MpPakmy: Jiapes.

3 boky ckenemno-m 130601 cucmemu ma cnoayyHoi mKaHuHu: OUTh y CIIUHI.

3 60Ky HUpoK ma ce408uiOHUX wiAxig.; THOEKIIT CEYOBUBITHUX IUISXIB.

3acanvuuti cman ma nopywienHs, nos s3ami 3i cnocobom 3aCmMoCy8aHHs npenapamy: TPHUIIOTOMIOH]
CUMIITOMH.

Jlabopamopni noxasnuku.: TinepkamieMmis (y mMamieHTiB 13 IykpoBuM miaberom Tumy II 1
HedpornaTiero).

[TocTMapKeTUHIOBE CIIOCTEPEKEHHSI.

3 boky cucmemu Kposi ma aimgpamuyHoi cucmemu: aHeMis, TPOMOOITUTOTICHIS.

3 b6oky opeanis ciyxy ma nabipunmy:. I3BIH y ByXax.

3 6Ooky imyHHOI cucmemu. PIIKO — peakiii TImepuyTauBOCTI (aHAUIAKTHYHI peakilii,
AQHTIOHEBPOTHUYHHMI HAOPSK, BKIIOYAIOYM HAOPSK rOpTaHi Ta TOJOCOBOI IIUTMHU, IO MPU3BOIUTH 0
OOCTpYKIIi MUXaNbHUX NUISXIB Ta/ab0 HAOpsSKW 00IMYYs, TYO, TJIOTKH Ta/ab0 s3UKa); y JESKHX
MalieHTIB B aHaMHe31 OyB aHTIOHEBPOTUYHUN HAOpSK, IOB'S3aHUN 13 3aCTOCYBaHHSAM IHIITHX
npenaparis, y ToMmy uucii iHridiropis AII®; Backymir, Bkirodaroun mypiypy Hlennsiina-I"enoxa.

3 60Ky Heps0Boi cucmemu: MITPEHb, TUCTEB3Is.

3 b6oky pecnipamopHoi cucmemu, Opeanis epyoHoi KIimKu ma cepedoCmints. Kaleb.

3 60Ky wiyHKO080-KUWKOB8020 Mpakmy:. Niapes, TaHKPeaTuT, OIIOBaHHS.

3arajgbHUI CTaH Ta MOPYIICHHS, OB s3aH1 31 CHOCOO0M 3aCTOCYBaHHS Ipenapary: He3ay>KaHHS.

3 60Ky neyinku ma Hco8408UBIOHUX ULIAXIE: TETIATHT, IOPYIICHHS (YHKIIIT ITEUiHKH.

3 6oky wkipu ma niOWKIpHOI KIIMKOGUHU. KPONUB’SIHKA, CBEpPODK, BHCUI, (OTOUYTIUBICTD,
EPUTPOACPMIs.

3 boky cxenemHo-m 5130601 cucmemu ma CNONYYHOI MKAHUHU. MIajTis, apTpairis, pabaoMionis.

3 b6oky penpodykmuenoi cucmemu i MOJIOYHUX 347103 €PEKTUIIbHA TUCHYHKIIIA/ IMITOTSHIIS.

3 60Ky HUPOK i ceyo8UBIOHUX ULIAXI8: K HACTIIOK IHTOYBaHHS PEHIH-aHT10TEH3WH-AbI0CTEPOHOBOT
CUCTEeMH TOBIIOMIISUIOCS MPO 3MiHU (YHKIIi HHUPOK, BKIIOYAIOYH HHUPKOBY HEAOCTATHICTh, Y
NAI€HTIB TPYNH PU3MKY; TaKi 3MIHM HUPKOBOI (PyHKIT MOXKYTh OyTH 0O0OPOTHUMH NMPU NPUIHUHEHH1
Tepartii.

3 6oky ncuxiku: nenpecis.

Jlabopamophi nokaznuxu: TIIOHATPIEMISL.

Tepmin npuoamnocmi.
5 poKiB.

YmoBu 30epiranns.
30epiratu npu Temneparypi He Buie 30 °C. 30epiraTi y HEIOCTYITHOMY JJIs NITEH MICIIL.



YnakoBka.
10 Tabnerok y OGmicrepi; mo 3 abo 1o 6, ado mo 9 GiicTepiB y KapTOHHIM KOpOOIi;
14 Tabnetok y 6mictepi; mo 1 abo o 2, abo 1o 4, abo 1o 6, abo mo 7 GiicTepiB y KAPTOHHINA KOPOOIIi.

Kareropis Binnmycky. 3a penenrom.

Bupoonuxk.
KPKA, n.1., HoBo mecro, Cnosenis/ KRKA, d.d., Novo mesto, Slovenia.
TAJ ®apma 'm6X, Himeuunna/TAD Pharma GmbH, Germany.

Micue3HaxoakeHHsI BHPOOHUKA Ta HOro aapeca Micusi NpoBaJKeHHsI AiAJIbHOCTI.

[Imap’emika mecta 6, 8501 Hoso mecto, Ciosenist/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.
Xaitam-Jloxmann-IlItpacce 5, 27472 Kykcxasen, Himewuuna/Heinz-Lohmann-Strasse 5, 27472
Cuxhaven, Germany.
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