IHCTPYKIOIA

IJIsI METHYIHOT 0 3aCTOCYBaHHS JIiIKapChKOI'0 3aC00y

KOHBEPIYM

(CONVERIUM)

Cknao:
ditoua pevyosuHa: 1 Tabnetka mMictTuth ipbecaprany 150 mMr a6o 300 wmr;

donomidcHi peyoguHU: TaKTo3a, MOHOTimpaT (copbonak 400); KpoxMasb ImpexenaTuHizoBanuu 1551;
HaTPil0 KpoCKapMeno3a; KpeMHilo miokcupn Konoiguui 6e3BogHui; monokcamep 188; memtonosa
Mikpokpucraniysa (tun 101), Mmarsito creapar.

JIikapcbKa ¢popMa. TabreTku.
OcHOBHI (i3uKo-xiMiuHi 81aCMUBOCMI:
Tabnetku o 150 Mr: 6imi, Kpyrii, maocki TablIeTKy, 3 PUCKOI0, JiaMeTpoM 6au3bko 10,5 MM;

TabmeTky 10 300 Mr: Gimi, Kpyri, MI0CKi TaGIeTKH, 3 PUCKOI0, JiaMeTpoM GIu3bK0 12,7 MM.

®apMakKoTepaneBTUYHA I'pyna. AHTAarOHICTY PeLeNTOPIB aHri0TeH3uHY I, MOHOKOMIIOHEHTHI
npenapatu. Kog ATX C09C A04.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

IpbecapTaH - CUITBHOIIOUKH ITePOPaIbHO aKTUBHUY CEJIEKTUBHUM aHTATOHICT PeIenTopiB
anrioteHsuny Il (Tuny AT,). BBaxaeTncs, 110 BiH 6710Ky€ BCi ¢isionoriuno 3Hauyi ehpextu
aHrioTeH3uny II, ornocepenkoBaHi yepe3 peuenTop Tuny AT,, He3anmexkHO Bifl gKepesna abo MIIAXy
cuHTe3y aHrioteH3uny lI. CenekTuBHa aHTArOHICTUYHA [is BITHOCHO PELIENTOPIB aHrioTeH3uHY I
(AT,) mpu3BoguTH 0 30iNbIIIEHHS KOHIIEHTPAllil peHiny Ta aHrioTeH3uny Il y nma3Mi KpoBi Ta 1o
3HUKEHHS KOHILIeHTPaIlil aJlbAoCTepPoHy y mna3Mi. [Ipu 3acTocyBaHHI peKOMEHI0OBAHUX 103
ImpenaparTy pPiBeHb KaJlilo B CUPOBATIIi iCTOTHO He 3MiHIOETLCS. [pbecapTaH He MPUTHIYYE
aHTiI0TEH3WHIIEPETBOPIOBAIbLHOTO (pepMeHTy (KiHiHa3u II) — dhepMeHTy, IKul IPOOYKY€E aHTiOTEH3UH



11, 3miticHioe MeTabomiyHy gerpafaniio OpaguKiHiHy 3 YTBOPEHHSIM HEaKTUBHUX MeTabomiTiB. s
IPOSIBY CBOTO edeKTy ipbecapTaH He noTpedye MeTabosiyHOI aKTHBAlIi.

KniniuHa eeKTUBHICTD

ApmepianvHa 2inepmen3sis. IpbecapTaH 3HUXKY€E apTepiaJbHUM TUCK IIPU MiHiMasbHiN 3MiHi YacTOTH
CepIeBUX CKOPOUYEHb. SHUXKEHHS apTepiallbHOTO TUCKY IIpu npuiiomi 1 pa3 Ha mo0y Mae
[0303aJIe’KHUN XapakTep, 3 TeHAEHIII€I0 [0 BUXOAy Ha maTo B go3ax moxHapg 300 mr. Jo3u 150-300 mr
npu npuiiomi 1 pa3 Ha 000y 3HUKYIOTh TIOKA3HUKYU apTePialbHOTO TUCKY, SIKUM BUMIPIOETLCS, KOIH
TallieHT 3HAaXOMUTHCS V TIOJI0KEHH] JIexkauyy Ha CriuHi ab0 CHOs4M, HanpuKiHIli ail mpenapaty (To0TO
yepe3 24 ToguHM IiCd IPUKOMY IIpenapary) B cepegHboMy Ha 8-13/5-8 MM pT. CT.
(cucromiunuii/miacTomiunHuit) OinbIle, HiXK IPHUOM ITale6o.

MakcruMasbHe 3HUKEHHS apTepiabHOT0 TUCKY AOCATAETHCA yepe3 3-6 TOOUH IiC/s IPUUOMy
npernapary, rinoTeH3uBHUYN eeKT 30epiraeTbcsa NpuHaUMHI poTaroM 24 rogul. Yepes 24 roguHu
iCJIs IPUIOMY PeKOMEH0BaHUX 03 3HUXKEHHS apTepiaJbHOro TUCKY CTaHOBUTE 60-70 % mopiBHAHO
3 ITOKA3HUKOM MaKCUMAaJIbHOT'0 3HUXKEHHS [1aCTOJIIYHOI0 Ta CUCTOIIYHOTO TUCKY. [Ipuiiom
npemnaparty B fo3i 150 Mr 1 pa3 Ha go0y mae edekT (Ha MiHiMyMi fiii i B cepemHbOMY 3a 24 TOOUHMU),
aHaJIOTiYHUN TOMY, SKUUM NOCATAEThCS MPU PO3MOLiIi 1iel ;o00Boi 03K Ha 2 TIPUMOMH.

AHTHTIEpTEH3UBHA [id npenapaTty KoHBepiyM IpOSBISAETLCA IPOTArOM 1-2 TUXKHIB, a
HallBUpaXeHIlny eQeKT JOCATaEThCA Ha 4-6 TUXKHI Biff T0YaTKY JIiKyBaHHS. AHTUTIIePTEeH3UBHUMI
eekT 30epiraeThCA i Yac TPUBAJIOTO JIiKyBaHHSA. [1ic/isa NpUIIMHEHHS TiKyBaHHS apTepiaabHUAN
THCK IIOCTYIIOBO ITOBEPTAETHCS A0 TOYATKOBOI BeMnUuHU. CUHAPOMY BiIMiHU Y BUTJISILI IOCUIEHHS
rimepTeH3il micag BigMiHM IpemnapaTy He CIIocTepiranocs.

IpGecapTaH pa3oM 3 giypeTHKaMu Tia3UOHOTO TUIY Jal0Th AQUTHUBHUM TiMOTeH3UBHUN ePeKT. Y
TAIiEHTIB, V IKUX OOUH ipbecapTaH He 3a6e3meyyBaB He0OXimHOTO epeKTy, OMHOYACHE 3aCTOCYBAHHS
HU3bKOI 003U rigpoxioporiasuny (12,5 mr) 3 ipbecapranoM 1 pa3 Ha 00y CIpUYUHSIO Oinbie
3HUXKEHHS apTepialbHOr0 TUCKY MiHiMyM Ha 7-10/3-6 MM pPT. CT. (CUCTOJIYHUI/AIaCTONTIYHUN),
IIOPiBHSHO 3 IPUHOMOM I1J1a1ie6o.

EdekTuBHICTH IpenapaTy He 3aJeXKUTh Bifl BiKy abo cTaTi naiieHTa. fK i mpu 3acTocyBaHHi iHIINX
JiKapchbKuX 3aco0iB, SIKi BIIJIMBAIOTH HA PEHiH-aHTiOTEH3WHOBY CUCTEMY, V IalliEHTiB HETPOIgHOI pacu
3 apTepianbHOIO TiepTeH3i€0 BUIBIAIOTL IOMITHO MEHIIy BiITIOBiAb Ha MOHOTEPalilo ipbecapTaHOM.
ko ipbecapTaH 3aCTOCOBYIOTh OIHOYACHO 3 HU3BKOIO 103010 TigpoxopoTia3uny (Hampukiapg 12,5
MT Ha 0o0y), aHTUTiTepTeH3WBHA BiATIOBigb TAKWX IMAIiEHTIB HAGIUKAETHCS OO BiOTOBIAi mMamieHTiB
€BporeoifHol pacu. KiniyHo 3Hauymui BIuB ipbecapTaHy Ha PiBHi Ce40BOI KUCIJIOTH B IIJIa3Mi
KpPOBi a00 CEeKpeIlito Ce4y0BOi KUCJIOTH 3 Ceyelo BiICyTHil.

XPOHIYHI 3aX80PHBAHHA HUPOK Y NAUIEHMIB 3 apmepidaabHOI 2inepmeH3iern ma uyKposum
Oiabemom 2 muny. Y nogBifiHO CIimoMy KOHTPOJTbOBAHOMY JOCITiMKEHHi OLiHIOBAJIU TOBIOCTPOKOBI
edekTu (cepenHiil TEPMiH CIIOCTEPEXKEHHST CTAHOBUB 2,6 POKY) 3aCTOCYyBaHHS ipbecapTaHy II0I0
IIPOTPECYBAHHS 3aXBOPIOBAHHS HUPOK Ta CMEPTi 3 OyIOb-IKO1 IPUYUHHU. 3aJIeXKHO Bifl TePEeHOCUMOCTi
IIPOBOAMIIOCS TUTPYBaHHS Ho3u ipOecapTany 3 75 Mr mo 300 Mr (mipgTpuMyioda qo3a), aMIOOUIIiHY - 3
2,5 mr go 10 mr a6o nname6o. ITarieHTy B ycix rpynax JTiKyBaHHS 3a3BU4ai OTPUMYBaIH Bifm 2 mo 4
AHTUTINEePTEeH3UBHUX IIPETapariB. 3a pe3yiabTaTaMu AOCTiAXKeHb He OyJ10 BUSIBIIEHO BIIJIUBY
JiKyBaHHS ipbecapTaHOM Ha IMOKa3HUK CMEPTHOCTI 3 OyOb-9K0l IPUYUHH, IPOTE CIIOCTEPIranucs
MTO3UTHBHA TEHEHINiA 0 3HUKEHHS PU3UKY PO3BUTKY TEPMiHAJIbHOI CTafil 3aXBOPIOBAHHS HUPOK i
CTAaTUCTUYHO 3HAuyllle 3HUKEHHS PU3UKY IMOJABOEHHS CUPOBAaTKOBOIO PiBHSA KpeaTHHiHY. Lle cBimuuTh
IIPO CIIOBIIBHEHHS IIPOrPeCcyBaHHS XPOHIYHOr0 3aXBOPIOBaHHSA HUPOK Y MAIIEHTIB 3 XPOHIYHOIO
HUPKOBOIO HEJJOCTATHICTIO i IBHOIO MPOTeiHypieo. EQeKT miKyBaHHS OIiHIOBABCS Yy MiArpyrIax



IallieHTiB 3a CTATTIO, PACOBOIO IIPHHAIEKHICTIO, BIKOM, TPUBAJIiCTIO LIyKPOBOTO HAiabeTy, BUXigHUM
apTepiaJbHUM THCKOM, CUPOBATKOBUM PiBHEM KpeaTHHIHY Ta LIBUIKICTIO eKCKpelil anp0yMiny. B
Migrpymnax XKiHOK Ta IpeACTaBHUKIB HETPOINHOI pacH, SKi CTaHOBUJIU BifnoBigHO 32 % i 26 %
3arajabpHOl IOMYJIALil y9aCHUKIB JOCTiIXKEHHS, IlepeBary JiKyBaHHS OOCHiIKyBaHUM IIperapaToM AJis
GyHKILII HUPOK He OyNu BUSIBIIEHI.

Y nnane60-KOHTPOIbLOBAHOMY TOABIMHO CIIITOMY JOCIiKEeHHi HOBrOCTPOKOBUX e(eKTiB (TpHUBalIiCTh
CIIOCTEpPEeKEHHST CTaHOBUIIA 2 POKM) 3aCTOCYyBaHHA ipOecapTaHy IIof0 MiKpoanb0yMiHypil 3a y4acTio
IIalliEHTIB 3 apTepiasbHOIO TiIePTeH3i€l0 Ta IyKPoBUM fiabeToM 2 Tumy Oy/i0 I0Ka3aHo, 110
3acTocyBaHHs ipbecaprany B 703i 300 Mr y maiieHTiB 3 MiKpoambsO0yMiHYpi€o CIIOBiTbHIOE
IIPOrpecyBaHHs OUCOHYHKII HUPOK 10 SIBHOI MPOTEIHYpil (IIBUAKICTh eKCKpellii anb0yMiny i3 ceuero
(IITEAC) > 300 mr Ha o0y i 36inbmenHs HIEAC mpuHatimMui Ha 30 % Bif BUXiTHOTO PiBHS).
CnoBinbHEHHS IIpOrpecyBaHHs AUCOYHKIII HUPOK [0 KITiHiYHOI IPOTeinypii 6y10 MOMITHUM BXKe
yepe3 3 Micsli JIiKyBaHHSA Ta YTPUMYBa0Cs IPOTATOM 2-pidHOTO0 Nepioay JociifKeHHs. Bunagku
perpecyBaHHs [0 HopMoansOyMiHypii (< 30 Mr Ha goOy) B rpyni npuiiomy ipbecaprany Oymu
yacrimumu (34 %), HiX y rpyni npuitomy mane6o (21 %).

ITodsitliHa 6.10Kada peHiH-aHziomeH3uH-aab0ocmepoHoeoi cucmemu (PAAC). Pe3ynbTaTi OBOX
paHOoMi30BaHUX KOHTPOIBOBAHUX OOCIIiI2KEHb 3aCTOCYBaHHS KoMbiHanii inridiTopa ATI® 3
aHTaroHiCTOM pelenTopiB aHrioreH3uny II cBiguaTh Mpo BigCyTHICTL OyOb-IKUX CTaTUCTUYHO
3HAUYIIUX ITepeBar KoMOiHOBaHOI Teparlii IMMH IIperapaTaMy OO0 HUPKOBUX Ta/abo ceplieBo-
CYOMHHUX KJTiIHIYHUX HaACJIiAKIB i CMEPTHOCTI, Toxi siK 6y/10 BUSIBJIEHO ITiABUIIEHHS PU3UKY PO3BUTKY
rinepkarieMii, TOCTPOro ypakeHHs HUPOK Ta/abo apTepianbHOI rimoTeH3ii MOPiBHSAHO 3
MOHOTepari€. BpaxoBytouu nonibHi hapMakoguHaMiyHi XapaKTEPUCTUKY BUILE3a3HAYEHUX
Iperaparis, IIi pe3ynbTaTH TAaK0XK 3aCTOCOBHI [0 iHImmMX iHribiTopiB AII® Ta aHTAroHICTiB pelnenTopis
anrioreH3uny II. ¥ 3B’s13ky 3 1iuM inri6itopu AII® Ta aHTaroHiCTH pelenTopiB aHrioTeH3uHY II He
MOXKHa OJHOYACHO 3aCTOCOBYBATH TallieHTaM 3 fiabeTHYHOI0 HedpomnaTieo. Y JocHifKeHHI eQeKTy
IofaBaHHA aJliCKipeHy 40 CTaHOApTHOI Teparii iHridiTopom AII® ab0 aHTaroHiCTOM PEIENTOPiB
aHrioTeH3uny Il y maIfieHTiB 3 I[yKpoBUM [iabeToM 2 TUIy Ta XpPOHIYHUM 3aXBOPIOBaHHSAM HUPOK,
CEepIEBO-CYAUHHUMHU 3aXBOPIOBAHHAM a00 o0oMa maTonorisiMu 0ya0 BUSBIEHO MiIBULIEHHS PU3UKY
rinepkarsiemii, apTepianbHoi rimoteHsii i AUCHYHKIII HUPOK, a TaKOXK 30iNbIIIEHHS YaCTOTH BUIIAOKIB
CMEepTi yepes CeplieBO-CyIUHHI 3aXBOPIOBAHHA Ta IHCYJIBT.

dapmakoKiHemuxka.

AGcopbis. [Ticis mepopalbHOT0 3aCTOCYBaHHS ipbecapTan mo6pe abcopOyeThCS: MOCTiNKEeHHS
mIoKa3aJy, 110 abcomoTHa 6i0m0CTyIHICTE CTaHOBUTH MPubau3HO0 60-80 %. OnHOYacHUM MIPUNOM IXKi
icToTHO He BIIMBae Ha 6iomocTymnHicTE ipbecapTaHy.

Po3nopin. 3B’sg3yBanHs 3 6iTKaMu MJ1a3MU CTAHOBUTH TPU6IU3HO 96 %, ITPH IIbOMY 3B’SI3yBAaHHS 3
KJIiTUHaMU KpoBi He3HauHe. O6’eM po3mnominy - 53-93 mitpu.

Mera6omism. ITicnsa nepopansHOro abo BHYTPIlIHEOBEHHOT0 BBefleHHs ''C ip6ecapTany 80-85 %
IIUPKYII0I0YO0i y MIa3Mi pagioaKTUBHOCTI Nputiafae Ha He3aMiHeHul ipbecapraH. IpbecapTan
MeTab0mi3y€eThCs y MEeYiHIli MIJITX0M KOH Iorallil 3 TJIIOKYpOHioM Ta OKUCHeHHS. OCHOBHUM
IIUPKYII0I0YUM ¥ KPOBi MeTabo1iToM € ipbecapTaH-TIOKypOoHin (mpubnusuo 6 %). [JaHi mocmigxkeHb
in vitro cBimuaTs, 110 ipOecapTaH OKUCHIOETLCS 3mebinbinoro pepmerntom CYP2C9 mutoxpomy P450;
izoepmenT CYP3A4 Ha HHOTO MaliKe He BIIJIUBaB.

Jlini#HicTh/HenmiHiNHiCTE. PapMaKoKiHeTUKa ipbecapTany B gianma3oHi go3 Big 10 mo 600 Mr €
JIHIAHOIO i MPONOPLIXHOIO [0 IPUUHSTOI J03K. MEeHII IPOIOopIliiiHe 3pOCTaHHS OpanbHOl abcopoOiii
crocTepiraeTscs B Jo3ax Buiile 600 Mr (BaBiui GinbIlla 3a MaKCUMabHy PEKOMEHIOBAHY M03Y);



MeXaHi3M IIbOr0 HeBigoMuii. MakcuMabHa KOHLIEHTpaLis y mia3mi Kposi (C,,,) AOCATAETLCS Yepes
1,5-2 ropuHM micns nepopaabHOr0 3aCTOCYBaHHA IIpenapaTy. 3arajJbHui i HUPKOBUM KITipeHC
craHoBnATh 157-176 i 3-3,5 mn/xB BipnmoBigHo. KiHlleBuil yac HaniBBUBeneHHs ipOecaprany - 11-15
ropuH. PiBHOBaXKHi KOHIIEHTpAIlil ¥ MJIa3Mi KPOBi BCTAHOBIIOIOTHCSA Yepel 3 AHi Micis MoYaTKy
3acTocyBaHHS mpernapary 1 pa3 Ha goOy. [Ipu 3acTocyBaHHi 1 pa3 Ha mo0y akymynsiis ipbecapTany
y m1a3Mi € HeBeNuKoI (< 20 %). ¥ xofi JaHoro AOCTigXKeHHS Y XiHOK, XBOPUX Ha apTepiajibHy
rinepTeHsiio, crocTepiranucs melo BUII MJIa3MOBi KOHIIeHTpalil ipbecapTany. OfHak BifMiHHOCTEN
y Jaci HamiBBUBE[EHHS Ta aKyMyJslil ipbecapTany He Oyo. [I71g XiHOK 3MiHIOBATU J03Y He
noTpibHo. B 0cib niTHLOTO BiKYy (> 65 pOKiB) 3HaYEHHS ILJIOIII Il KPUBOIO «KOHIleHTpalisg-gyac» (AUC)
i C,., O ipbecapTany Oy/x Jel[o BUIIKMHU, HiXK y Monoamux maiieHTiB (18-40 pokis). IIpoTe
KiHIIeBUM YaC HalliBBUBENEHHS iCTOTHO He 3MiHIOBaBCS. [I1s1 MAIiEHTIB JIiITHLOTO BiKYy 3MiHIOBATH J03Yy
JiKapChKOTro 3ac0o0y He MOTPiOHO.

Busenenns. [pbecapTal Ta #0ro MeTabOIiTH BUBOASTHCS Yepe3 KOBY i HUPKHU. [lic/is mepopaabHOTO
ab0 BHYTpilIHLOBEHHOT0 BBefleHHa 'C ipbecapTady npubmusHo 20 % pafioakTHBHOI MiTKK
BUSBIISIETLCA V cedi, peluTa - y dekamnisx. MeH Hix 2 % oTpuMaHol f0o3u ipbecapTany
€KCKPETYETHCA i3 ceyelo y He3MiHEHOMY CTaHi.

[MemiaTpuuna nomynaiis. ®apMakokiHeTHKy ipOecapTaHy oIiHioBanu y 23 #iTel 3 apTepialbHOIO
rinepreHsielo micns ogHOpa3oBoro i 6aratopa3osoro (1 pa3 Ha moby) mpuiioMmy ip6ecapTany (2 MI/KT)
y mo0oBi# mo3i MakcuMyM mo 150 Mr mpoTsiroM 4 TuXKHIB. 3 1ux 23 mitei 21 gutuHa Morna OyTa
OlLliHeHa 15 MOPiBHAHHS (hapMaKOKIiHETUKY 3 TaKOI0 ¥ JOPOCIuX nauieHTis (12 mite#t BikoM Big 12
POKiB, 9 miTeii BikoM Bif 6 1o 12 pokiB). PesynbraTu moka3sany, 1o C,,.,, AUC i KiipeHc npenapary
Oyu MOPiBHIHHUMM 3 TAKUMU Y JOPOC/IUX MallieHTiB, sKi oTpuMmyBanu 150 Mr ipbecaptany Ha go0y.
[Tpu 6araTopa3oBoMy IpuiioMi npenapaty 1 pa3 Ha go0y crocTepiranacs oOMexeHa KyMyJsIlis
ipbecaprany (18 %) B mna3mi Kpoai.

[NopyuieHHs QYHKIII HUPOK. Y XBOPUX 3 MOPYIIEeHHIM (QYHKIIii HUPOK ab0 y XBOPUX, IKUM
IIPOBOAMUTLCSA TeMofiani3, papMaKkoKiHeTHYHiI TapaMeTpu ipbecapTaHy iCTOTHUM YMHOM HE

3MiHIOIOTECS. I[pOecapTaH He BUAASIETLCS 3 OPraHi3My IpU reMofiaisi.

[Nopymenns GyHKIi nevinku. ®apMakoKiHETHYHI TapaMeTpH ipbecapTaHy iCTOTHO He 3MiHIOIOTHCS Y
XBOPHUX Ha IMPO3 NEUYiHKHU JIETKOTO a00 MOMIpHOTO CTYIeHs TSXKKOCTi. [JoCifiKeHb 3 y4acTio
TIAIliEHTIB 3 TSAXKKOI0 (OPMOI0 HeIOCTATHOCTI QYHKIIil TeYiHKY He TPOBOOMIIH.

KriniyHi xapaKTepUCTHKH.
Iloka3anns.
JlikyBaHHS eCeHIIIWHO] apTepianbHOl rinepTeH3il Y OPOCIHX.

JIiKyBaHHS XPOHIYHOr'0 3aXBOPIOBaHHSA HUPOK y SOPOCIIUX MALIEHTIB 3 apTepiaibHOI0 TilepTEeH3i€lo i
IIyKpoBuM fiabeToM Il Tunmy gk CKjlafioBa CXeMHU aHTUTIIEPTEH3UBHOI Teparlii.

IIpomunoka3aHHsi.
linepuyTnuBiCTh O Aif040i peuyoBUHU ab0 [0 Oyab-sIKOi 3 HOTTOMIXKHUX PEYOBHH.

[pyruu i TpeTi TpUMEeCTPU BariTHOCTI.



OpHouacHe 3acToCyBaHHA npemnapaty KoHBepiyM 3 npenapaTaMy, IO MiCTATH aliCKipeH,
IPOTUIIOKA3aHe NallieHTaM 3 IIyKpPOBUM fiiabeToM a60 HUPKOBOIO AUCHYHKIEIO (IIBUAKICTH
K11y604koBoi ¢inbrpamnii (IIIK®) < 60 mn/xs/1,73 M°).

B3aemodina 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

[liypeTUKY Ta iHINi aHTUTiIePTEeH3UBHI IpenapaTy. PU3UK PO3BUTKY apTepianbHOI rimoTeH3il Ha Tii

npuiiomMy ipbecapTaHy MoxKe IIOCHUITIOBATUCS IIPU MOT0 OQHOYACHOMY 3aCTOCYBaHHI i3 iHIIUMHU
AQHTUTINEePTEH3UBHUMHU IIperapaTaMy, ofHak ipbecapTaH 6e3mevYHO 3aCTOCOBYBABCS 3 METKUMU
iHIMMMY aHTUTIIePTEH3WBHUMU IIpellapaTaMy, TaKUMHU K 6eTa-0710KaTopH, 6J10KaTOPX Kaslbli€BUX
KaHaJliB TpuBaJol fil i Tia3ugHi miypetuku. [TonepegHe mikyBaHHS BUCOKAMHU J03aMU OiypETUKIB
MOXKe NPU3BOAUTH [0 TiloBojeMil i MiABUITyBaTH PU3UK PO3BUTKY apTepiaabHOI TiloTeHsil micns
IIOYaTKY IpuiioMy npenapaty Kousepiym (ouB. po3min «Oco0nMuBOCTi 3aCTOCYBAHHS»).

AnickipenBMicHi npenapatu a6o inribitropu AII®. [TogsitiHa 6510Kafa peHiH-aHTiI0TEH3UH-
anmbpocTepoHoBoi cucteMmu (PAAC) mnsixoM KoMGiHOBaHOTO 3acTOCyBaHHS iHTibiTopiB AIID,

aHTaTOHICTiB penenTopiB aHrioTeH3uHy II abo amicKipeHy acoIliloETLCS 3 IiIBUIIEHO0 YaCTOTOIO
BUHUKHEHHS TaKux HeOaXKaHUX SBUII SIK apTepialbHa TioTeH3is, rinepkaniemis Ta moripieHHs
GyHKIII HUPOK (Y TOMY YHCJIi PO3BUTKY I'OCTPOI HUPKOBOI HEIOCTATHOCTI), IOPiBHSHO 3
3aCTOCYBaHHSIM SIKOT'OCh OJTHOT'0 3aco0y, 110 BriuBa€e Ha PAAC (guB. po3pinu «®apMakoguHaMiKa»,
«IIpoTunoka3aHHsI» i «OCOOIMBOCTI 3aCTOCYBAHHS»).

KarieBi xap4oBi mo6aBk# i Kaniiabepirawoydi giypeTuku. Buxonsuu 3 JOCBify 3aCTOCYBaHHS iHITIMX
nmiKapchKux 3aco0iB, SIKi BIIMBAIOTh Ha PEHiH-aHTiI0TEH3UHOBY CUCTEMY, ONHOYACHUYN IIPUIOM

Kajii3bepiraoyux OiypeTukis, KalieBUX XapuoBUX N00aBOK, KalieBMiCHUX 3aMiHHUKIB coJti abo
iHmMX nMiKapchKUxX 3ac00iB, SKi MOXKYTH IiIBUIYBaTH PiBHI Kaslilo B CUPOBATIIi KPOBi (HapUKIaf,
rernapuHy), MOXKe IPU3BOOUTHU [0 IMiABUIIEHHS PiBHIB KaJIilo B CUPOBATIIi KPOBi 1 TOMY He
pekoMeHayeThCs (AuB. po3min «Oco0IUBOCTI 3aCTOCYBAHHS»).

Jliti#i. [ToBimoMIsiyioCs IPO 3BOPOTHE TiIBUILIEHHS PiBHIB KOHIIEHTpallil JIiTifo B CHpOBATIIi KPOBi i
TOKCUYHMX e(eKTiB JIiTii0 Mmifg Yac 0OGHOYaCHOTO 3aCTOCYBaHHS IIperapariB JIiTiio 3 iHribiTopaMu
aHTi0TEH3WHIIEPETBOPIOBAILHOTO (hepMeHTy. Ha maHu Yac mOBiZOMIISANIOCS PO AyXKe PimKicHi
BUIIQ[IKH PO3BUTKY NomiOHMX eeKTiB Ipu 3acToCcyBaHHi ipbecapTany. TakuM 4YMHOM, TaKa
KoMOiHallisg He peKOMeHAyeThCs (OuB. po3ain «OcoO0nMMBOCTI 3aCTOCYBaHHA»). AKINO 1151 KOMOiHaIlis €
HeoOXiTHOI0, TO PEKOMEHIYEThCS 3TiMCHIOBATH PETEIHHUIN MOHITOPUHT PiBHIB JIiTif0 B CUpPOBATII
KPOBI.

HecTtepoigHi npoTr3ananbHi npenapaTi. AKII0 aHTaroHiCTH aHTioTeH3uHY Il 3acTOCOBYyBaTH
OJHOYACHO 3 HECTEPOIJHUMH NIPOTU3allaIbHUMU IIpernapaTaMu (a came: i3 CeIeKTUBHUMU
inribiropamu 1I0OI'-2, aleTuicaminmIoBo0 KucioTow (> 3 r/ooby) i HecenekTuBuuMu HII3II), Moxke
crocTepiratucs nocnabieHHs aHTUTinepTeH3uBHOr0 eekTy. JK i mpu 3acTocyBaHHi iHTiOGiTOPIB
ATI®, ogHO4YacHUY NpUoM aHTaroHicrtis anrioren3uny II i HII3I1 Moxe npu3BOAUTH OO0 MOTIpLIEHHS
GYHKIII HUPOK, BKITI0Yaloul BUHUKHEHHS I'OCTPOI HUPKOBOI HEJOCTATHOCTI, i 10 MifBUILIeHHS PiBHS
KaJIilo B CHPOBATIi KPOBi, 0COOIMBO Yy MAlli€HTIiB 3 yKe iCHYIOUUMHU NOPYIIeHHAMHU (QYHKINI HUPOK.
Taky komOiHallil0 CITifl 3aCTOCOBYBaTH 00a4HO, 0COOIMBO MallieHTaM ITiTHLOTO BiKy. [1allieHTH MOBUHHI
OyTu afleKBaTHO TifpaToBaHi, i A1 HUX MOXKe OyTH JOLITbHUM MOHITOPUHT (YHKIIi HUPOK Ha
IIOYaTKY TaKol KoMOiHOBaHOI Tepallii, a TAaKOXK MepPioguyHo i B IOOAJIBIIOMY.

Penarninin. Ip6ecapran Moxe inri6yBatu Tpancnoptep OATP1B1. ¥V mporieci KniHIYHOTO
MOCTTiMKEeHHS TOBiMOMIISIZIOCS, IO 3aCTOCYyBaHHS ip6ecapTaHy 3a 1 rOUHY [0 IPUHOMY pemnaritiHigy



migsumryBano C,, Ta AUC penarmniningy (cybctparty Tparcmoptepa OATP1B1) y 1,8 Ta 1,3 pa3sa
BiATOBigHO. Y paMKax iHIIOTO HOoCTigXKeHHs He 6yI0 3apeeCcTpoBaHO 3HAUYIIOl (papMaKOKiHETHYHOI
B3a€EMOJil TpU 0OgHOYACHOMY IipuiioMi ipbecapTaHy Ta penarfiHigy. Y pa3i ogHO4YacHOTO
3aCTOCyBaHHS IIUX JIiIKapChKUX 3ac00iB MoxKe OyTH IOTPiOHa KOPEKIis J03yBaHHS penariiHiny (IuB.
po3min «OcoB6IUBOCTI 3aCTOCYBAHHS»).

[TomaTKoBa iHdopMallia mpo B3aemogil ipbecaprany. ['igpoxmopoTia3uy He MOPYIIye

dapMmakokineTuKy ipbecapTany. IpbecapTan MeTabo0Ii3yETHCS MTePEeBaXKHO 3a IOTIOMOT010 (hepMeHTY
CYP2C9 i, meH1IO010 Mipo0, 3a PaXyHOK I'JIIOKypoHifanii. [cToTHUX papMaKoKiHETUYHUX a0
(dhapMakoguHAMiYHIX B3a€EMOiN ITPU OMHOYACHOMY 3aCTOCYBaHHi ipbecapTaHy 3 BappapuHOM
(mikapcbkuM 3aco0oM, skui Metabomnizyetbes pepmenToM CYP2C9) He cniocTepiramocsi. BnuB Takux
ingykTopiB CYP2C9 sk pudamminuH Ha ¢papMaKOKiHETHUKY ipOecapTaHy He OlLiHIOBaBCS. [1pu
OJHOYACHOMY 3aCTOCYyBaHHi ipbecapTaHy 3 IUTOKCHHOM (papMaKOKiHETHKAa JUTOKCUHY He
3MiHIOBaJacs.

Oco6 1ueocmi 3acmocyeaHHsi.

BryTpimHbOCYOMHHA TinOBoONIEMisd. Y NaLi€HTIB, y SKUX BHACIIOOK iIHTEHCUBHOI Tepallil fiypeTukKaMu,
00MeXKeHOT0 CITIOKUBAHHS COJIi 3 i7Kelo, miapei abo GII0BaHHST PO3BUBAETHCS TillOBOJIEMist Ta/abo
HaTpieMisi, MOXKe CIIOCTepiraTucs CHMIITOMHA apTepiaibHa rinoTeH3is, 0Co6IUBO Micis mpuitoMy
nepioi go3u npenapaty. Taki cTaHU CJIii KOPUTYBATH [0 II0YATKY 3aCTOCYyBaHHS IIpernapary
Kousepiym.

PeHoBackynspHa rineprensid. [cHye mifBUllleHUI PU3UK BUHUKHEHHS TSIKKOI apTepiaibHOI
rimoTeH3il i HUPKOBOI HEJOCTATHOCTI, KOJIM MallieHTH 3 OBOOIYHUM CTEHO30M HUPKOBUX apTepilt abo
CTEHO30M apTepii equHOol PYHKITIOHYI0YO0i HUPKU OTPUMYIOTh JTiKapChKi 3aC00H, 110 BIIJIMBAIOThH Ha
PEeHiH-aHTi0TeH3WH-aIbJ0CTEPOHOBY CUCTEMY. X04Ya CTOCOBHO IIpernapaTy KoHBepiyM Takoro
00iYHOTO SBUIllA 3aJOKyMEHTOBAHO He 0YJ10, ajie TPU 3aCTOCYBaHHI OyIb-IKMX aHTATrOHICTiB
petieniTopiB aHrioTeH3uny Il ciig odikyBaTH Ha NOAiOHI eheKTH.

HupkoBa HEIOCTATHICTE 1 TpaHCHIaHTallid HUPOK. [1if yac 3acTocyBaHHd IIpenapaTy KoHBepiyM y
TIAIliEHTIB 3 MOPYLIEHHSAM (QYHKIII HUPOK PEKOMEHAYETHCS 3MiCHIOBATH TTEPIOJUYHNM MOHITOPUHT

PIBHIB KaJIilo i KpeaTHUHIHY B CUPOBATIIL KPOBI. [10CBig 3acToCcyBaHHA npenapaty KoHBepiym
nalieHTaM, SKUM HelogaBHO Oyia BUKOHaHa TpPaHCIJIaHTAallid HUPOK, BiACYTHIM.

[NalieHTH 3 apTepialbHOIO TinepTeH3ieio0, IYKPOBUM OiabeToM II TUIY Ta XPOHIYHMM 3aXBOPIOBAaHHAM
HUPOK. Binus ipOecapTaHny SIK Ha HUPKHU, TaK i Ha CEPLEBO-CyIUHHY CUCTEMY HE OOHAKOBUH Y

MAli€HTIB 3 XPOHIYHUM 3aXBOPIOBAHHSIM HUPOK Ha Mi3HIX cTafiaxX. 30KpeMa, Horo IepeBaru € MeHII
BHpPaxKeHUMH y XKIiHOK i B 0Ci0, sIKi He HalezxaThb N0 €EBPOIEOIIHOI PacH.

[Mopngitina 610Kaga peHiH-aHTiOTeH3UH-anbI0oCcTePoHOBOI cucteMu (PAAC). IcHYIOTh TOKa30Bi faHi Ha

KOPHUCTD TOTO, II0 OMHOYACHE 3aCTOCyBaHHS iHTibiTopiB AII®, aHTArOHICTIB PEIENTOPiB aHTiOTEH3UHY
IT abo amickipeHy migBuUIIy€e PU3UK apTepialbHOI rinoTeH3il, rinepkanieMil Ta moripiueHHs QyHKII
HUPOK (B TOMY 4YHCJIi PO3BUTKY T'OCTPOI HUPKOBOI HEIOCTATHOCTI). ¥V 3B'A3Ky 3 IIUM IOfBiliHa 6I0Kafa
PAAC mngxom KoMOiHOBaHOTO 3aCTOCyBaHH4 iHTibiTopiB AII®, aHTArOHICTIB PeIEenTopiB
anrioTeH3uny II abo amickipeHy He peKOMeHAYETLCS (OUB. po3minu «B3aemMopis 3 iHIMUMU
JiKapCbKUMU 3aco0aMu Ta iHII BUAX B3aeMOfin» i «®apMakogmHaMika»). SKINO Teparis y BUTTISAOL
TaKO]I IMOABiMHOI 6710KaaX PO3LiHIOETHCS SIK aOCOMIOTHO HeoOXifiHa, 1I CITiJ 3aCTOCOBYBATH JIUIIIE IIif
HarJsg[oM CIielliaicTa Ta 3a YMOBU YaCTOTO KOHTPOJTIO (PYHKIII HUPOK, BMICTy €lIeKTPOJIITiB Ta PiBHS
aprepianbHOro TUCKY. [HTiOiTopu ATI® Ta aHTAroHiCTH peLenTopiB aHTioTeH3uHY Il He MoxKHa



OOHOYadCHO 3aCTOCOBYBATHU malfieHTaM 3 giabeTUYHOIO He(l)pOHaTiGIO.

AHTiOHEeBPOTUYHUY HAOPAK KUIMEYHUKY. [I0BifOMIISIIO0CS PO BUMAOKKU aHTiOHEBPOTUYHOTO HAOPSAKY
KUIIIEYHUKY Y Talli€eHTiB, SKi 3aCTOCOBYBaIu OI0KAaTOPU PEIENTOPIB aHTi0TeH3uHY I, BKITo4aoun
ipbecapTaHn (ouB. po3min «[To6iuni peakuii»). ¥ mux naieHTiB cnoctepiraBcs 6inb y KUBOTI, HYOOTa,
OmoBaHHA Ta giapesi. CHMIITOMY MUHAJY Iicys BimMiHKM 6710KaTOPIiB pelenTopiB aHTioTeH3uHy II.
AKII0 AiarHOCTOBaHO aHTiOHEBPOTUYHUM HAOPSK KUIIEeYHUKY, 3aCTOCYBaHHS ipbecapTaHy CIlif
IPUNAHUTH Ta PO3MOYATH BiATOBIOHUYN MOHITOPUHT [0 TOBHOTO 3HUKHEHHS CUMIITOMIB.

limepkamiemis. ITogi6HO M0 iHIMMX TiKApPChKUX 3ac00iB, sIKi BIIJIMBAIOTh HA PEHiH-aHTiOTeH3UH-
aJIb[IOCTEPOHOBY CUCTEMY, IIifi Yac JIiKyBaHHA IpenapaToM KoHBepiyM MoXkKe BUHUKATH
rinepkarieMisi, 0coOIMBO Ha T/Ii HUPKOBOI guC(hYHKIII, SBHOI IPOTeIHypil BHACIOOK AiabeTHYHOI
HedpormarTii i/abo ceplieBoi HEAOCTATHOCTI. PEKOMEHOYEThCS 3MiCHIOBATHA PETENIbHUN MOHITOPUHT
PiBHIB KaJlifo B CHPOBATLi KPOBi y MAIi€HTIB, IKi MalOTh PU3UK PO3BUTKY IHOT0 YCKIIaHHEHHS (OUB.
po3min «B3aeMomist 3 iHIMMMY JTiIKApPChKUMHU 3ac00aMu Ta iHIIi BUOKW B3aEMOTIN»).

Cinornikemis. Ip6ecapTaH MOXe CIPUYMHUTH TillOTTiKeMii0, 0COGIMBO yV MAILiEHTIB 3 IIYKPOBUM
niabetoM. Y pasi 3acToCyBaHHS JTiIKapChKOTO 3aco0y mallieHTaM, SKi OTPUMYIOTh iHCyiH abo
npotufiabeTyHi 3acobu, CIlig PO3TIAHYTHA MOXKJIHMBICTh BiITIOBIAHOT0 MOHITOPUHTY PiBHSA T'JIIOKO3U B
11a3Mi KpoBi. 3a MoKa3aHHAMU Moxke 0yTH MoTpiObHa KOpeKIisa f03u iHCyiny abo npoTtufgiabe THUHNX
3aco0iB (ouB. po3min «B3aeMopis 3 iHIMKUMY JTiKapChKUMHU 3aco0b6aMU Ta iHII BUOHU B3a€EMOTIN»).

Jliti. He peKOMeHAyeThCSA OQHOYACHO 3aCTOCOBYBaTH IIpenapaty 1iTito i KorBepiyM (ouB. po3pin
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUIHU B3AaEMOIIN»).

CTeH03 a0pTaIbHOIO i MiTPAIbHOT'0 KIallaHiB, 00CTPYVKTHUBHA rinepTpodivyna KapaioMionaTid. Ax i
IIPY 3aCTOCYBaHHI iHITUX BAa30OUIATATOPIB, CIelliambHi 3amo0ixKHi 3aX0y CITiJ BXKWBATH LI0I0
TIALEHTIB, SIKi CTPAXKMAIOTh Bifl CTEHO3Y a0PTabHOT0 ab0 MiTpaabHOTO KilamnaHiB, abo Bif
0OCTPYKTHBHOI rinepTpodiunoi Kapagiomionarii.

[lepBUHHNY albIOCTEPOHI3M. [TaIlieHTH 3 MePBUHHUM ajIbOOCTEPOHI3MOM, SIK IIPABUJIO, HE
BiAITIOBigal0Th Ha JiKyBAHHS aHTUTINEPTEeH3UBHUMH JIIKAPCHKUMHU 3ac00aMH, SIKi Ail0Th LIIIXOM
inribyBaHHS PEHiH-aHTiOTEH3WHOBOI CUCTEMHU. Y 3B’A3KYy 3 IIUM TaKUM ITallieHTaM 3aCTOCYBaHHS
npernapaTy KoHBepiyM HE PEKOMEHAYETHCH.

3arasbHi 3aCTepeXeHHd. Y Malli€HTIiB, y SKUX CYAUHHUM TOHYC i PYHKLIS HUPOK 3ajexXaTh T'OJIOBHUM
YUHOM Bifl aKTUBHOCTi peHiH-aHTi0TeH3UH-aJIbI0CTEPOHOBOI CUCTEMHU (HAIIPUKJIIaf, y Malli€HTiB 3
TS2KKOIO 3aCTilfHOIO CEPIIEBOI0 HEIOCTATHICTIO ab0 3 MepPBUHHUM 3aXBOPIOBAaHHSM HUPOK, BKTIOYAIOUU
CTEHO3 HUPKOBUX apTepiit), 3aCTOCyBaHHS iHTi6iTOPiB aHTi0TEH3MHIIEPETBOPIOBAJILHOTO PEPMEHTY
abo aHTaroHicTiB peluenTopiB aHrioTeH3uHy II, gKi BIIMBaOTh Ha II0 CUCTEMY, acolliiioBaHe 3
BUIIaIkaM¥ PO3BUTKY r'OCTPOI apTepianbHOI rinoTeHsii, azoremii, omnirypii ab6o (pigko) 3 BUHUKHEHHSIM
rOCTPOl HUPKOBOI HEJOCTATHOCTI. fAK i Ipu 3acToCyBaHHi OyAb-KOTO aHTUTIIEPTEH3UBHOTO 3aC00y,
HagMipHe 3HUKEHHS apTepialbHOTO TUCKY y NallieHTiB 3 illleMiuHOI0 KapAionaTielo ado imeMivHuM
CEepIEeBO-CYAUHHUM 3aXBOPIOBAHHSM MOXKe IPU3BOAUTHU 10 iHbapKTy Miokapaa abo iHCYIbTY.
[Tomi6Ho mo iHTi6GiTOPIB AHTiIOTEH3WHIIEPETBOPIOBAILHOTO (hepMeHTy, ipbecapTaH Ta iHIN aHTAroHiCTH
aHTi0TEeH3WHY BUSIBUIUCS MEHII e(eKTUBHUMHU A7 3HUKEHHS apTepialbHOTO TUCKY Y YOPHOIIKIpUX
JIIOfied, HiX y Nofell iHIIKUX pac, 110 MOXKe MOSICHIOBATHCS OiNbIINM MOMKMPEeHHAM 3HUKEHUX PiBHIB
PEeHiHy cepe[ MONYJAIlil YOPHOIIKIPUX MallieHTiB 3 apTepialbHOIO TilepTeH3i€l0 (QUB. PO3Tin
«®apMaKoIOoriuHi BJJaCTUBOCTI»).

3acTocyBaHH4 y nepion BariTHOCTi. He crifg po3no4nHaTy 3aCTOCYBaHHS aHTArOHICTIB pelenTopa
anrioteH3uny Il y nepiog BariTHOCTI. AKII0 IPOJOBXEHHS IPUIUOMY aHTAroHiCTa pelLenTopa



aHrioteH3uHy Il BBaXKa€eThCS HEOOXiMHUM, TO MAIliEHTOK, SIKi MIJTaHYIOTh 3aBaTiTHITH, CJIif IepeBecTH
Ha aJbTePHATHBHE aHTUTINEPTeH3UBHE JIiKyBaHHS 3 BU3HAUEHUM MpodineM 6e3meKu 1moI0
3aCTOCYyBaHHS y nepiof BariTHOCTI. [Ipu migTBepAXKeHHI BariTHOCTI IPHUOM aHTaroHICTiB PeleNnTopiB
aHrioTeH3uny Il moTpiOHO HeraHO MPUIIMHUTH Ta, SKII0 HEOOXigHO, PO3MOYaTH albTepPHATHBHY
Tepariio (quB. po3minu «IIpoTUNmoKa3aHHSI» Ta «3aCTOCYBaHHA Y Iepiof BariTHOCTI ab0o rogyBaHHS
TPYLLIO»).

3acrocyBaHH4 HiTaM. [pbecapTaH JOCHiXKyBaBCcs y TPYIi [iTel BikoM Bif 6 1o 16 pokiB, ane HasBHUX
[OTeTep AaHUX HEeJOCTaTHLO IJIsl PO3MIKUPEeHHS HOT0 MoKa3aHb [AJIS 3aCTOCYBAHHS HiTAM, TOKU HE
OymyTh OTPMMAaHi MOOATKOBI JaHi.

JlakTo3a. Lle# nmikapcbkui 3acib MiCTUTH JTaKTO3y. [lallieHTaM 3 TaKUMU PifKiCHUMU CIagKOBAMHU
MIOPYIIEHHSIMY K HeIIePeHOCUMICTh TalaKTo3u, JedinuT nakTa3u Jlamnma abo CUHIPOM
MasibabcopOilii TTF0K03U-TaTakKTo3H, He CIIif IPUUMaTH IeH JiKapchKui 3acil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaritHicTb. 3aCTOCYyBaHHS aHTAroOHICTiB penienTopiB aHrioTeH3uny Il (APA II) He peKOMEHOYETHCA
IIPOTSITOM TIEPIIOro TPUMECTPY BariTHOCTI (AuB. po3ain «OcoOMMBOCTI 3aCTOCYBaHHSA»).
3acrocyBanHs APA Il mpoTunoka3ase IpOTATOM APYTOro Ta TPETHOr0 TPUMECTPIB BAriTHOCTI (OUB.
po3minu «ITo6iuni peakirii» Ta «Oco6aUBOCTI 3acToCyBaHHS»). Enimemiornoriuni mani momo pusuky
TEPaTOTeHHOT0 BIUIMBY BHACJIIOK 3acToCyBaHH iHribiTopiB AII® mpoTsiroMm I TprMecTpy BariTHOCTI
He TTePeKOHJINBI, TPOTe He3HauHe 30ibIIIeHHS PU3UKY He Moxe OyTu BuKmiodeHe. OCKiIbKYU HEMae
KOHTPOJILOBAHUX eIifeMi0JIOTIYHUX faHUX 11040 PU3UKY IIPU 3aCTOCYBAHHI aHTArOHICTIB PEllenTOPIB
anriotensuny II, momiOHi pU3UKM MOXKYTh iCHYBaTH i 711 LLOTO KJIacCy MpemnapaTiB. 3a BUHITKOM
BUIIQIKiB, KOJIM ITOMIOBXKEHHS Teparlil BBaXKa€eThCsl HeOOXiMHUM, HallieHTKaM, SIKi IIJIaHYIOTh BaTiTHICTH,
CJIif IepetTH Ha albTepHATUBHE aHTUTINEPTEH3UBHE JTiKyBaHHS, III0 Ma€ BCTAHOBIEHUM IPOQiIb
0e3neKky OJ1s 3aCTOCYBaHHS Y Iepiofl BariTHOCTI. [Ipy migTBepAKeHHi BariTHOCTI MPUOM
AHTATOHICTIB pelenTopiB aHrioTeH3uHY II He0OXiMHO HETalHO MPUIUHUTH Ta, SKII0 HE0OXigHO,
po3MoYaTy albTepHATHBHY Teparito. BimoMo, 1110 3aCTOCyBaHHS aHTAaroOHICTiB PELIENTOPiB
anrioteH3uny Il npotsirom II ta III TpuMecTpiB BariTHOCTI iHAYKYE y MIOAUHYU (HETOTOKCUYIHICTh
(mocnabnenHs GyHKIIII HUPOK, OMirorifpamMHioH, 3aTpuMKa ocudikallil KicToK 4eperna) i HeOHaTalbHY
TOKCUYHICTh (HUPKOBa HEOCTATHICTh, apTepiajbHa TinoTeH3isd, rinepkaniemis). Ko 3acToCyBaHHSA
aHTaroHiCTiB penenTopiB aHrioren3uny II BigOynocs 3 II TpuMecTpy BariTHOCTI, pEKOMEHAYETHCS
IIPOBEIEHHS YIbTPa3BYKOBOr0 00CTeXXKeHHs (PYHKIIil HUPOK i cTaHy KicTOK 4epena. CTaH HEMOBJIAT,
MaTepi IKUX 3aCTOCOBYBa/IM @HTArOHICTU PELIeITOPiB aHTi0TeH3uHy I, Cllifl peTeNbHO NepeBipsATI
IIIOI0 PO3BUTKY apTepianbHOi rimoTeHaii (quB. po3minu «IIpoTunoka3anHs» Ta «Oco0nMuBOCTi
3aCTOCYBaHHS»).

[lepion rogyBaHH4 rpyanio. OCKinbKY iH(OpMalia MO[0 3aCTOCyBaHHS NpenapaTy KoHBepiyM mif
Yac rogyBaHHS OUTUHU I'PYAOI0 Hapasi BiACyTHS, NIpUKMOM npenapaty KoHBepiyM TakuM Malli€HTKaM
He PeKOMEH[YEThCS, TlepeBara MOBMHHA BiijaBaTHCS albTePHATUBHUM JTiKapChKUM 3acobaM 3 Kpaiile
BHBUEHUMH IIpodinsiMu 0e3MeyHOCTi Mifl Yac rogyBaHHs TPYAII0, 0COOIMBO IPU BUTOIOBYBaHHI
HOBOHApPOMXeHUX a00 HegoHoUIeHUX OiTel. HeBimoMo, uu nmpoHuKae ipbecapTad abo 1#0ro
MeTaboIiTH ¥ MaTepHHChKe MOJI0OKO. HasiBHI (hapMaKoguHaMiUHi/TOKCUKOIOTiYHi maHi moCimXKeHb,
IIPOBEMIEHUX Ha IypaX, IPOJIeMOHCTPYBaJid eKCKpelito ipfecapTany abo #oro MeTaboiTiB y MOJIOKO.

®epTuneHicTe. IpbecapTal He YUHUB BIIUBY Ha (DePTUBHICTH IIYpiB i IXHE MOTOMCTBO [I0 PiBHIB 103,
10 CIIPUYUHSJIM IIEePIIi 03HaKU TOKCUYHOCTI AJI MaTEePUHCHKOTO OpraHi3My.



30amuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHi3mamu. Buxopnsuu 3 papMakofrHaMIiYHUX BIaCTUBOCTEM ipOecapTaHy, MOT0 BIIJIUB
Ha 110 30aTHICTh MaJIOMMOBipHU. AJle IpYU KepyBaHHI TpaHCIOPTHUMU 3acobaMu abo poOoTi 3
MeXaHi3MaM¥U CJlif BpaXOBYBaTH, 110 IIiJ Yac JiKyBaHHS MOXKe BUHUKATH 3allaMOpPOYeHHS abo
IIigBUINIeHAa BTOMIIIOBAHICTb.

Cnoci6 3acmocyeaHHss ma do3u.
[IpenapaT npu3HaYeHUU A1 IepoPaibHOTO 3aCTOCYBaHHS.

3BMYalHa PeKOMEHIOBaHa [T0YaTKOBA i mMigTpUMYyBaIbHa 003a CTaHOBUTH 150 Mr 1 pa3 Ha moOy
He3aJexkHo Bifg mpuiiomy ixi. KorBepiym y mo3i 150 Mr 1 pa3 Ha mo6y, sIK mpaBuio, 3a0e3mneuye
Kparui 1060Bui KOHTPOIb apTepiabHOT0 TUCKY, HiXK y 1031 75 Mr. OgHak CIifi 3BaKUTU
OOLIIBHICTE [TI0YATKY JIIKYBaHHS 13 3aCTOCYBaHHAM 03U 75 MI, 30KpeMa IallieHTaM, AKi 3HaXO0OATLCA
Ha TeMofiafi3i, a TakKoX JIiTHIM ocobaM BiKOM ITOHA[ 75 POKiB.

Y nmatieHTiB, y SKUX go3a npemnapaTty Kousepiym 150 Mr onus pa3 Ha go0y He 3a0e3edye OOCTaTHIN
KOHTPOJIb, f03a MoXke OyTu 30inbiena no 300 Mr abo MoXKyTh OyTH 0OOATKOBO NIpH3HaYeHi iHIITi
aHTUTINEePTEeH3UBHi 3ac00u. 30KpeMa OyJ10 MoKa3aHo, 110 IOfaTKOBE 3aCTOCYBAHHS TAKOTO JiypeTuKa
SIK TiIPOXJIOPOTia3ua Ma€ afuTUBHUY edeKT [0 Ail mpenapaTy KouBepiym (guB. po3min «B3aemogis 3
iHIITIMM JTiIKapCbKUMHM 3aC00aM¥ Ta iHIIM BUIM B3aEMOIii»).

V nmanieHTiB, XBOPUX Ha rinepTeH3ito Ta MykpoBuit giabet II Tumy, Tepamis ipbecapTaHOM ITOBHHHA
po3nouyrHaTuCs 3 mo3u 150 Mr omuH pa3 Ha 0oy i TuTpyBaTucs go go3u 300 Mr oguH pas Ha o0y,
sKa IIPH JIiIKyBaHHI XPOHIYHOT0 3aXBOPIOBaHHS HUPOK € 0azkaHOI0 MiATPHMYBaJIbHOIO 03010.
[TepeBaru mpemnapaty KoHBepiyM BigHOCHO (DYHKIII HUPOK Y IAlliEHTiB, XBOPUX Ha TilepTeH3iio Ta
1ykpoBui piabet II tumy, 6ynu mpogeMOHCTPOBAHI pe3ybTaTaMy JOCIiAXKeHb, B AKUX ipbecapTan
3aCTOCOBYBa/IM JOOATKOBO [0 iHIIMX aHTUTiNEePTEeH3UBHUX 3aC00iB, SKIIO 1e 0ys10 MOTPiOHO, 3 METOI0
HOOCSATHEHHS LITbOBOTO apTepialbHOIO TUCKY (OUB. po3ain «®apMaKOIOTidyHi BTaCTUBOCTI»).

Oco06nuBi TPYNY NAlliE€HTIB.

ITopyweHHA ¢pyHKUII HUPOK. Y TIALIiEHTIB 3 MOPYIIEeHHIM (QYHKIil HUDOK KOPUTYBaHHS JO3U
npernapary He moTpibHe. [I715 MaIlieHTiB, SKUM 3aCTOCOBYIOTh T€MOIiasli3, CIlif PO3TISHYTH 3BaXKeHO
MOIIBHICTE TPU3HAUYEHHS HUKYO0I T0YaTKOBOI N03H mpenapary (75 Mr) (auB. po3min «OcobnuBocTi
3aCTOCYBaHHS»).

ITopyweHHs ¢pyHKUiI neuinku. TTalieHTam 3 1erkoio abo MoMipHOIO MeYiHKOBOIO AUCOYHKITIEID
KOPUTYBaHHS 03U IIpernapary He moTpibHe. KiiHiuHOTro qOCBimy 3acToCcyBaHHS 3aco0y mallieHTaM 3
TSKKOIO ITeYiHKOBOIO IUCOYHKIIIEIO HE iCHYE.

ITayieHmu aimHb020 8iKy. X04a [ Talli€eHTiB BIKOM Bifl 75 POKIB CJIif PO3TJISHYTU OOLUIBHICTH
IIOYaTKY JIiIKyBaHHS IIpenapaToM y [03i 75 Mr, KOpUTyBaHHS NO3U 3a3BUYail He OTpiOHE.

Himu. be3neka Ta epekTuBHICTh IpenapaTy Korsepiym ang pitent (BikoMm mo 18 pokis) He
BCTAHOBJIeHI. [JOCTYIIHUX Ha CbOTOAHIIIHIN AeHb JaHUX HEeJOCTATHLO OJIS PO3IIMPEHHS [I0Ka3aHb [0
3aCTOCYBaHHS ITperapary Iono aited (muB. po3minu «I1o6iuni peakirii», «®apmakogruHaMika» i



«®apMaKOKiHEeTHKa»), IIOKU He 3'IBMISAThCS OJOAATKOBI aHi 3 I[bOT0 IPHBOAY.

Ilepedo3yeaHHsi.

[Tpu 3acToCyBaHHI mpenapaTy mopocauM ocobaM y mo3ax mo 900 Mr/goly mpoTsroM 8 TUXKHIB XKOTHUX
TOKCUYHUX Peakllii He crocTepiranocs. HaliMoBipHinuMu mposiBaMu Iepeno3yBaHHs ipOecapTaHoM
BBaXAIOThCS apTepiasibHa TillOTeH3is 1 Taxikapais; TakKoX IIPU Ilepefo3yBaHHI MOXe BUHUKATU
Opapukapmis. Bynp-sika crellianbHa iHGopMalris mpo JIiKyBaHHS ITepefo3yBaHHS IIpernapaToM
KonBepiym Ha mauu# dac BigcyTHs. CTaH nallieHTa HeoOXigHO MOCTiHO KOHTPOJIIOBATH, a JIiKyBaHHS
IIOBUHHO OyTU CUMITOMaTAYHUM i MiATpUMyBanbHUM. [I0 peKOMEHJ0BaHUX 3aXO0/liB HalekaThb
CTUMYJTIOBaHHS OJII0BaHHS Ta/ab0 MpOMUBaHHS LITyHKA. [Ipy NMiKyBaHHI Iepeqo3yBaHHSI MOxKe 0yTH
KOPHCHUM aKTHUBOBaHe ByTiis. [pbecapTaH 3a HOIIOMOT0I0 TeMOIiai3y He BUBOOUTHCS.

ITo6iuni peakuii.
YacToTa BUHUKHEHHS MepeTidveHnX HuXK4e M0o0iYHMX peakIlii BU3Havasacs 3a TAaKUMU KPUTEPisIMHU:
nyxe 4dacto (= 1/10); gyacto (= 1/100, < 1/10); meuacto (= 1/1000, < 1/100); pigxo (= 1/10 000,

< 1/1000); myxe pigko (< 1/10 000); yacToTa HeBimoMa (He MoxKe OyTH BU3HAYeHA Ha OCHOBI
HasIBHUX JaHUX).

3 60Ky Kpoei ma AiMpamuyHoOi cucmemMu: 4acTOTa HEBimOMa - aHeMist, TPOMOOITUTOTIEeHis.

3 boky iMyHHOI cucmemu: YacTOTa HEBifOMa - peakilil TimepyyTIUBOCTi, Taki K aHadimaKTU4Hi
peaxtii, aHaimaKTUUHUY IIOK, aHTIOHEBPOTUYHUM HAOPSK, BUCUTIAHHS, KDOIIUBHUIIA.

MemaboaiuHi ma asimeHmapHi po3aadu: 4acTOTa HeBioMa - rinmepkasieMis, rimormikemis.

3 60Ky Hepsosoi cucmemMu: 4acTO - 3alIaMOPOYEHHS, OPTOCTAaTHYHE 3allaMOPOYEHHS; YaCTOTa
HeBiloMa - BEPTUTO, TOJIOBHUM Oifb.

3 60Ky opaaHis cayxy ma pieHosazu: 4aCcTOTa HEBiIOMA - IIIyM y ByXaX.

3 60Ky cepus: HEYACTO - TaXiKapmis.

3 60Ky cyOuH: 94acTo - OPTOCTAaTHYHA TiOTeH3is; HeYacTO - ITPUILINBH.

3 60Ky pecnipamopHoi cucmemu, opa2aHie 2pyoOHoi KAimKu ma cepe0oCMiHHA: HEYACTO - Kalllellb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMYy: 4acTo - Hy[I0Ta, OII0BaHHS; HEYACTO - fiapesi, OUCIIENCis,
mevisi; pigKo - aHTiOHEeBPOTHYHUM HAOPSIK KUIIEYHUKY; YacTOTa HEBimOMa - IUCTeB3is.

I'enamobiniapHi po3s1adu: HEYaCTO - XKOBTSHUIIS; YaCTOTA HEBijOMa - TeNaTUT, MOPYLUIEeHHS QYHKIIii
IIeYiHKMU.

3 wKipu i niOWKIipHOI KAIMKOBUHU: YaCTOTa HEBijoMa - TeUKOIUTOKIACTUYHUM BaCKYJIiT.

3 onopHo-pyx08020 anapamy ma CnoaAy4YHOI MKaHUHU: 9acTo - Oiflb y M’s13aX i KiCTKaX; 4acToTa
HeBifloMa - apTparis, mianria (y gesiKux BUIIaAKaX acollilioBaHa 3 MifBUIIEHUMU PiBHSIMHU
KpeaTHHiIHKiIHA31 y IJ1a3Mi KPOBi), M’'sI30Bi Cla3Mu.



3 60Ky HUPOK i ceyosuBiOHUX W/AXi8: YACTOTA HEBiOOMA - IIOPYIIEHHS QYHKIIiI HUPOK, BKITIOYAI0YH
BUIIAOKU HUPKOBOI HEIOCTATHOCTI y MallieHTiB 3 MiIBULIEHUM PU3UKOM IIbOTO YCKIIafHEHHS (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

3 6oky penpodykmugHoi cucmemMu ma MO/A0YHUX 3d/103: HEYACTO - MIOPYIIEHHS CTATeBOI QYHKIII.
3azanvHi po3nadu: 4acCTo - MigBUIIEHa BTOMJIIOBaHICTh; HEYaCTO - Oi/ib y TPYIHIN KITiTII.

Pe3ysivmamu docnidxceHb: gyxkKe 4acTo - TinepKaslieMis y MaIlieHTiB 3 I[yKPOBUM fiabeToM, SKi
OTpUMYyIOTh ipbecapTaH, BUHUKAE YacCTille, HiXK y MAI[i€HTIiB, IKi 10r0 He OTPUMYIOTE. Y MaIli€HTiB 3
apTepianbHOIO TillepTeH3i€l0, IYKPOBUM fiabeToM, MiKpoansOyMiHypi€io i HopManbHOIO QYHKITIEIO
HUPOK rinepkasniemis (= 5,5 MExB/n) croctepiranacs y 29,4 % narlieHTiB, sKi nmpuiimanu ip6ecapTan
B 0031 300 Mr iy 22 % mauieHTiB, gKi 10T0 He IpUUMasu. Y MallieHTiB 3 apTepialbHOIO TinepTeH3i€o,
IIyKPOBUM [iabeTOM, XpOHIYHOI0 HUPKOBOIO HEIOCTATHICTIO i IBHOIO ITPOTEIHypi€lo TimepKaniemis (=
5,5 MExB/n) crioctepiranacs y 46,3 % nauieHTiB, siki npuiiManu ipbecapTaH i y 26,3 % malfi€eHTis, gki
M0TO He IIpUiMalu.

B ocib, siki nikyBanucs ipbecapTaHoM, 4aCTO CIOCTepPiranocs 3Hauylle MiABUIIEHHS PiBHIB
KpeaTHHiIHKiIHA3U y m1a3Mi Kposi (1,7 %). 2KomeH BUNAafoOK TaKOro MiIBUILIEHHS HE aCOLilOBaHUM 3
KJTIHIYHUMU TIposiBaMu 3 OOKY OIIOPHO-PYXOBOi CHCTEMH, sTKi Mornu 6yTH imeHTudikoBaHi. ¥ 1,7 %
MAIiEHTIB 3 apTepianbHOIO TilepTeH3ieo Ta miabeTHYHOI0 HedpoIaTielo Ha Mi3HIiX cTamisx, ki
JiKyBanucs ipbecapTaHoM, CIIOCTepiraaocsi 3MeHIIeHHs PiBHIB reMornobiny, sike He 6y10 KIiHIigHO
3HQYYLIUM.

[lemiaTpyyHa momyndAmid. Y AiTel Ta MiAJITKIB 3 apTepianbHOIO riepTeH3i€eo BiKoM Bif 6 7o 16 pokis
criocTepiranucs Taki mo6iuHi peakirii: ronoBuu 6inb (7,9 %), apTepianbHa rinoTensis (2,2 %),
3amamopouenHs (1,9 %), kamens (0,9 %). HaftyacTimymy BigxuleHHSIMH Biff HOPMHU 3 OOKY
pe3ynbTaTiB 1abopaTOPHUX aHali3iB € MiABUILEHHS PiBHIB KpeaTuHiny (6,5 %) Ta migBUILEHHS PiBHIB
KpeaTuHKiHa3u y 2 % [iTel, AKi OTPUMYIOTh IIpenapar.

ITogidomaeHHA npo nido3proasaHi nobiyHi peakuii. [ToBimoMneHHs mpo moOivHi peakirii micns
peecTpallil TiKapchbKoro 3aco0y Ma€ BaxK/IuBe 3Ha4eHHs. Lle mae 3Mory MpOBOOUTH MOHITOPUHT

CIIiBBiTHOIIEHHST KOPUCThL/PU3UK IIPU 3aCTOCYBaHHI I[bOTO JIiKApChKOTO 3aco0y. MemuyHUM Ta
(dbapMalleBTUYHUM IIpalliBHUKaM, @ TaK0X IallieHTaM abo X 3aKOHHUM IIpefCcTaBHUKAM CJIifi
IOBIIOMJISITH PO YCi BUMIAOKY Mif03PI0BAHUX MOOIYHUX peaklliil Ta BiICYTHOCTI e(peKTUBHOCTI
niKapchKoro 3aco0y uepe3 ABToMaTu30BaHy iHdopMalliiiny cucteMy 3 hapMaKOHATIIAY 3a
nocunaHHaM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 3 POKH.

YmoBH 30epirannsi. 36epiratu npu Temnepatypi He Butie 25 °C B OpuUTiHaIbHIN YIIaKOBIIi B
He[OCTYIIHOMY [JIS OiTe’ MiCLii.

YnaxkoBka. [To 10 tabmetok y 6mictepi. ITo 3 abo 10 GricTepiB y KapTOHHI#! KOPOOIIi.


https://aisf.dec.gov.ua/

Kareropis Bigmycky. 3a peLentom.

BupoOHHUK.

Mepokewmi JIT] (Hentpanerui 3aBon)/Medochemie LTD (Central Factory).

Micue3HaxokKeHHsI BUPOOHHKA Ta HOro aJgpeca MicCIisi IpOBaIKeHHs Tis/IbHOCTI.

1-10 Byn. Koucrautunynonec, Jlimaccon, 3011, Kinp/1-10 Constantinoupoleos Street, Limassol,
3011, Cyprus.



