Ckian

Oitoyi peyo8uHU: aMJIOOUIiHYy OecusaT Ta BaJicapTaH;

1 TabreTka MicTUTH aMJIOOUITiHY Oecunaty 6,94 Mr y riepepaxyBaHHi Ha aMJIOOUIIH
OCHOBY 5 MrI' Ta 160 Mr BajsicapTaHy;

O0ONOMIJICHI pedoB8UHU: LIeJII0JI03a MiKpPOKpHCTalidHa, KPOCIOBiMOH, MarHilo cTeapar,
KPEeMHiIo JioKCU[ KOJIOImHUM 0e3BOOHUM, OIieTUIIeHTJIiKonb (Makporoi) 4000, Tanbk,
rinpomMersno3a, TUTaHY OiOKCHU[

(E 171), 3ani3a okcup xkoBtuii (E 172).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-xiMIiuHI 81CMUBOCMI:

Tabnetku 5 Mr/160 Mr: TeMHO-3KOBTi, OBaJIbHi, BKPUTI MJIiBKOBOIO 000JIOHKOIO, 3i
CKOIIeHUMHU KpasiMu, 3 HanucoMm «NVR» 3 ogHOT0 60Ky Ta «ECE» - 3 iHmoro.

dapMaKoTepaneBTHYHA I'Pyla

Komb6inoBaHi npemnapaTu iHri6itopis anrioren3uny II.

Komg ATX C09D BO1.
dapMaKoauMHaMiKa

Excdopk MiCTUTH ABa aHTUTINIEPTEH3UBHI KOMIIOHEHTHY 3 JOOATKOBUMU MeXaHi3MaMu
KOHTPOJII0 apTepiaJbHOTO TUCKY Yy MAlll€HTIB 3 €CEeHLiaJIbHOIO TillepTEeH3i€I0:
aMJIOAUIIIH HAJIEXKUTh [0 KJIaCy aHTaroHICTIB KaJibllito, a BajicapTaH - IO KJjacy
aHTaroHicTiB aurioren3uny II. KomObiHallia 1iux iHrpedi€eHTiB Ma€ agUTUBHUN
QHTUTINEPTEH3UBHUY e(PEeKT, 3HMKYIOUU apTepialbHUN THUCK OiNbIIIOI0 MipOI0, HiXK
KOXK€EH i3 KOMIIOHEHTIB OKPEMO.

AMITOOUITIH

Awmnogunin iHribye TpancMemMOpaHHEe IPOHUKHEHHS 10HIB KabIlilo B TIaaKi M'sa3HU
cepis i cynuH. MexaHi3M aHTUTIIEPTEH3UBHOI [il aMIOAUIIiHY 00YMOBIEHUN IPSIMUM
pelaKCyl4YuM BIJIMBOM Ha IJIafKi M's3U CYOUH, 110 3yMOBJIIOE 3MEHIIIEHHST
nepudepuyHOro CyOINHHOTO ONOPY i MPU3BOOUTEL A0 3HUKEHHS apTepialbHOT0 TUCKY.
ExcneprMeHTanbHI gJaHi DigTBEPOXKYIOTh, 1110 aMJIOOUIIIH 3B'I3YETHCS B



OUTIOPOIIIPUANHOBUX 1 HETIAPOMIPUOUHOBUX MiCIsIX 3B'A13Ky. CKOPOTJIUBI IIPOllecu
CepLeBOro M'sg3a i rimagKux M's3iB CyqUH 3ajieXKaTh Bill IPOXOOXKEHHS M03aKJIITUHHOTO
KaJIbIlilo B IIi KJIiTUHY Yepe3 crenudivHi ioHHI KaHaIu.

[Ticns BBeOeHHS TepaleBTUYHUX O03 MallilEHTaM 3 apTepiajibHO0 TillepTeH3i€0
aMJIOOUIIIH CIPUYUHSE Ba30oausaTallilo, 110 IPU3BOOUTE OO0 3HUKEHHS apTepialbHOTO
TUCKY B IIOJIOKEHHAX MallieHTa JieXKauu i CTosd4u. Take 3HUKEHHS apTepialbHOT O
TUCKY HE CYIIPOBOMXKYETHCSA iCTOTHOIO 3MiHOI0 IIBUAKOCTI CEPLIEBUX CKOPOYEHb abo
PiBHIB KaTexoJlaMiHiB y I1Jla3Mi IpU TPUBaJIOMy 3aCTOCYBaHHI.

Egdexm Kopesroe 3 KOHUeHMpauiamMu 8 naa3mi y Moao0ux i AIMHIX nayieHmis

Y nailieHTiB 3 apTepiaJbHOIO TillepTEeH3i€I0 Ta HOPMaJIbHOK (PYHKIIIEID HUPOK
TepaleBTUYHI JO3U aMJIOOUIIIHY IPU3BOOATH 00 3HUXKEHHS PeHaJIbHOI'0 CYOUHHOT O
OIIOpY i MiABUIIIEHHS PiBHS I'JIOMEPYJIAPHOl QibTpallil, a TaKoK e(PeKTUBHOT O
HUPKOBOTO MMOTOKY IJIa3Mu 6e3 3MiH ¢paxiiii, 1o ¢pinbTpyeThCst, abo mpoTeinypii.

Ak iy pasi 3acTocyBaHHS iHIIUX OJIOKATOPiB KaIbIliEBUX KaHaJsliB, BUMipIOBaHHS
reMoguHaMiKu ceplieBol pYHKIIil Y CIIOKOI Ta ITpY HaBaHTa>XKeHHi (abo mmpu xoawn6i) y
Malli€HTiB 3 HOPMaJIbHOIO (PYHKIIIEIO IITYHOYKIB, IPOJIIKOBAaHUX aMJIOOUITIHOM, B
I[i;TOMy TOKa3alii HEBEJIUKE ITiIBUILEHHS CEPIIEBOTO iHOeKCy 6e3 iCTOTHOTO BILJIMBY Ha
dP/dt ab6o Ha KiHIleBuM miacToiyHUM THUCK, abo Ha 00'eM JIiBOTO IITYyHOYKA. Y
reMOJVuHaMIYHUX JOCIIIAXKEHHSIX aMJIOOUIIIH He BUSBIISIB HETaTUBHOT'O iIHOTPOIITHOTO
edeKTy IIpu 3aCTOCYBaHHI B TepalleBTUYHUX [03aX B IHTaKTHUX TBAPHUH Ta JIOOEMN,
HaBiTh IIPU CYMiCHOMY BBeeHHi 3 OeTa-6/I0KaTOpaMu JIIOOsIM.

Awmrnogunin He 3MiHIO€ PYHKITiI0O CHHYCHO-IIEPEACEPAHOr0 By3/1a abo nmepencepoHo-
IIJTYHOYKOBOI IMIPOBITHOCTI Y 3MOPOBUX TBAPHH a00 MIOANHU. Y KITIHIYHUX
OOCIiAXKEeHHAX, B IKUX aMJIOJUIIiH 3aCTOCOBYyBanu B KoMOiHallil 3 6eTa-610KaTOopaMu, y
MAITiEHTIB 3 apTepiaJabHOIO TimepTeH3icio abo cTeHOKap/aielo 3MiH MOKa3HUKIB
eJIeKTpoKapaiorpaMu He OyJio Bim3Ha4eHO.

CriocTepiranucs mIO3UTUBHI KIiHIYHI epeKTH aMJIOOUIIIHY Y IAlli€EHTIB 3 XPOHIYHOIO
CcTabiTbHOIO CTEHOKAPOi€I0, BA30CIIaCTUYHOIO CTEHOKAPi€0 Ta ilmeMidyHOI0 XBOP00O0Io,
o 6ya migTBepAXKeHa aHTriorpadiuHo.

3acmocyeaHHA nauieHmam 3 apmepia/sabHOK 2inepmeH3i€r0

PanpgoMmizoBaHe MOOBIMHO CJlille OOCIIAXKEeHHS 3aXBOPIOBAHOCTI 1 CMEPTHOCTI -
IocnigXeHHsI aHTUTINEePTEeH3UBHOI Ta TinoJinigeMiuHol Teparil momnepenXxeHHs
cepueBoro Hanafny [Antihypertensive and Lipid-Lowering treatment to prevent Heart
Attack Trial] (ALLHAT) - npoBegeHO 3 METOIO IOPiBHIHHS HOBUX METO[iIB Teparlrii:
3aCTOCYBaHHS aMJIOOUIIiIHY Y mo3i 2,5-10 Mr Ha moOy (610KaTopa KaabIlieBUX KaHAJIiB)
a6o mizuHonpuny y mo3i 10-40 mr Ha goOy (iHri6iTopy AIT®) sk mepioi niHil Teparrii y



MIOPIBHSHHI 13 3aCTOCYBAaHHAM Tia3UOHOIO OlypeTUKa XJIOPTalifoHy y mo3i 12,5-25 mr
Ha moOy IIpHu JIerKii Ta MOMipHil apTepianbHiM rinepreHail.

Byno parmomizoBaHo 3arasnom 33357 malil€HTiB 3 apTepiaJbHOIO TillepTEeH31€0 BIKOM
Big 55 POKiB 3 moganbIlIMM CIIOCTEPEXKEHHSAM B CEPEeOHbOMY NPOTIATOM 4,9 pOKy. Y
KOJKHOTO nallieHTa OyB Xxo4a 0 OOUH JOOaTKOBUM (PaKTOP PU3UKY PO3BUTKY illeMigyHOL
XBOpPOOM ceplisi, BKJIIoYayuu iHGapKT MioKapaa 4u iHCYJIbT B aHaMHe3i (> 6 MicsIiB
OO0 BKJIIOUEHHS V OOCIigXKeHHs) ab0 MOKYMEeHTAaIbHO ITifTBEPOXKeHe iHIIe
3aXBOPIOBaHHS CEPILIEBO-CYONHHOL CUCTEMH 3 O3HaKaMM aTepPOCKiIepo3y (3aramom 51,5
%), nykpoBu# miabet II Tuny (36,1 %), KOHIIeHTpallisl X0JIeCTEPUHY JIiIONIPOTEiHiB
BHMCOKOI IIiyTbHOCTI < 35 Mr/mi, abo < 0,906 mmons/n (11,6 %), rimepTpodist iBoro
IIJTyHO4YKa, AiarHOCTOBaHa 3a AOIIOMOTI 00 eJieKTpoKaphiorpadil uu exokapmiorpadii
(20,9 %), KypiHHSA Ha MOMEHT BKIIIOUEeHHS y mociigxkeHHS (21,9 %).

[TepBUHHOIO KiHIIEBOIO TOUKOIO Oyu imeMiuHa xBopoOa cepliis 3 IeTalbHUM
HacnigkoM a0o HeneTaabHUM iH(papKT MioKapza. 3HauyIIuX BiIMiHHOCTEN ¥
TIePBUHHIM KiHIIeBiM TOYIli MPU NOPiBHAHHI Tepalril aMJIOOUIIIHOM Ta XJIOPTAJIifOHOM
He CIiocTepiranocs: BigHoIIeHHSA pu3ukis (BP) ctanoBumno 0,98, 95 % I (0,90-1,07), p
= 0,65. Cepeq BTOPMHHUX KiHIIEBUX TOYOK KiJIbKiCTh BUNIA[IKiB PO3BUTKY CEPLIEBOL
HEeIOOCTaTHOCTI (KOMIIOHEHT KOMIIO3UTHOI KiHII€BOl TOYKM BIIJIMBY Ha CEPLIEBO-CYyOUHHY
cuctemy) Oysa 3HA4yIIO OiTBIITOI0 B IPYIIi 3aCTOCYBAHHS aMJIOUIIIHY y IOPiBHSHHI 3
rpynor 3actocyBaHHA xyopTanigony (10,2 % y nopisasHHL 3 7,7 %, BP = 1,38, 95%
oI (1,25-1,52), p < 0,001). OgHak He OyJ0 BimMideHO 3HAUYIIUX BiAMiHHOCTEHU 3a
IIOKa3HUKOM CMEPTHOCTI 3 YCiX MPUYUH MiX rpylaMu 3aCTOCyBaHHSA aMJIOOUIIIHY Ta
xnopTanigony, BP = 0,96, 95 % I (0,89-1,02), p = 0,20.

Bancapras

BarncapTaH € akKkTUBHUM, IIOTY2KHHUM i ClielIu(PidyHUM aHTaroHiCTOM PEeIenTopiB
aHrioreH3uHny ll, o npru3HaveHUN OJis BHYTPIIIHLOIO 3aCTOCYyBaHHA. BiH mie
BHOipKOBO Ha penenTtopu nigtumny AT1, sKi € pifko moIMpeHUMH i BifIOBiHalOTh 3a
edekTu auriorensuny II. [linBunieHi piBHi aHrioTeH3uny Il BHacnimok 6mokamu AT1-
peLenTopiB BajicapTaHOM MOXKYTh CTUMYJIOBATHU BilbHI AT2-penieniTopy, 110
BpiBHOBaxkye edpekT AT1-penenTtopiB. BaricapTan He Ma€ Oyab-gIKOI 4aCTKOBOI
aKTUBHOCTI aroHicta AT1-penenTopiB i Ma€e Habarato 6inbury (mpubnusao y 20000
pa3ziB) cnopigHeHicTh 3 AT1-penentopamu, HixK 3 AT2-perentopaMu.

Bancaptan He npuraiyye AII®, BimoMuM TaKOXK IIig Ha3BOIO KiHiHa3a II, skuu
IepeTBOPIOE aHTioTeH3uH | B aHrioren3uH Il i pyiiHye OpagukiHiH. 3 OrIsagy Ha
BimcyTHicTh BunuBy Ha AII® Ta moTeHIiIOBaHHSI aKTUBHOCTI OpafuKiHiHy YU
cyOcTaHirii P, 3acTocyBaHHS aHTAroOHICTiB pelelnTopiB aHTioTeH3uHy Il 3a3Bu4ai He
CYIIPOBOIXKYETHCA KalllyleM. Y KJIIHIYHUX JOCIiAXKEHHIX, e BajJicCapTaH IOPiBHIOBABCS
3 iHribiTopom AIT®, yacToTa BUMAIKiIiB CyXOro KaluIio Oyla 3Ha4HO MeHIoio (P <



0,05) y narieHTiB, sKi JIIKyBaJIUCs BajicAapTaHOM, HiXK y IMAILi€HTIB, sIKi IpUUMalu
inridiTop AII® (2,6 % nopiBusHO 3 7,9 % BigmoBimHO). Y malieHTiB, siKi paniiie
sikyBanucs iuriditopom AII®, po3BuBaBCs CyxXuM Kamiesb. [Ipu miKyBaHHi
BaJICapTaHOM Ile YCKJIagHeHHs OyJsio Bim3HadyeHo y 19,5 % BuNaakiB, a mpu JIiKyBaHHI
Tia3uOHUM OiypeTUKoM - y 19 % BumafgkiB, TOOl K y I'PYIIi XBOPUX, SIKi OTPUMYyBaId
JIiKyBaHHS iHriGiTopoMm AII®, Kamiesnb cnocTtepirascs y 68,5 % Bumnapgkis (P < 0,05).
BancapraH He BCTyIlae y B3a€EMOZIIO i He GJIOKY€ peleNTOpPH iHIINX TOPMOHIB abo ioHHI
KaHalu, AKi, SK BiOMO, BimirpaioTh BazKJIUBY POJIb ¥ PerynasaLil QyHKIIN cepieBo-
CYOUHHOI CUCTEMHU.

[IpusHaueHH4 nIpernapary nalieHTaM 3 apTepiaJlbHOIO TillepTeH31€0 IPU3BOAUTE OO
3HUKEHHS apTepiaJlbHOTO TUCKY, He BIJIMBAIOYU IIPU [IbOMY Ha YaCTOTY MIYJIbCY.

Y GinbiIocTi mallieHTiB Miciig Tpu3HaYeHHS BHYTPIIIHBO Pa30BOl 03U IpelapaTry
MOYaTOK aHTUTINEPTEH3UBHOLl aKTUBHOCTI BiI3HAYaA€THCSA B MeXKax 2 TOOUH, a
MaKCUMaJibHe 3HUXKEeHHS apTepiaJbHOr0 TUCKY JOCATaEThCSA B MeXKax 4-6 roguH.

AHTUTinEpTEeH3UBHUMN epeKT 30epiraerbcs OinbIlie 24 TOOUH MiCIs IIPUNOMY Pa30BOl
O03M. 3a YMOBHU PEryJsipHOro 3aCTOCyYBaHHs IIpenapaTy MaKCUMaJIbHUM
TepaneBTUYHNM e(PeKT 3a3BUUall JOCATAETHCA NPOTATOM 2-4 THUXKHIB i yTPUMYETHCS
Ha JOCATHYTOMY PiBHIi B XO[i TpuBasol Teparil. PaniToBa BimMiHa BajicapTaHy He
MIPU3BOOUTH 10 BiGHOBIEHHS apTepialbHOI rinepreHsii abo mo iHImuxX modiyHuxX
KJIIHIYHUX SIBUIII.

BcTaHOBJIEHO, 1110 BajicapTaH 3HAYHO 3HUXKYE PiBEHb I'OCITiTasi3allil malfieHTiB 3
XpOHiYHOIO cepleBoio HemocTtaTHicTIO (NYHA knacy II-1Y). Binbin 3Hauymmii epext
mocsiraBCs y IMAIliEHTIB, sIKi He oTpuMyBasnu iHTibiTopu AIT® a6o 6eTa-6/10KaTOPH.
TakoK BCTaHOBJIEHO, 110 BaJiCapTaH 3HUXKYBaB CePLEBO-CYOUHHY CMEPTHICTD Y
KJIiHiYHO cTabiTbHUX MAIliEHTIB 3 ITATOJIOTIE€I0 TiBOTO MIJIYHOYKA ab0 IiBOIITYHOYKOBOIO
OuCQYHKIIEIO ITicisa iHpapKTy MioKapaa.

THwWi docaidceHHs: nodeiliHa 610Kada peHiH-aH2iomeH3UH-a1b00CMepPoHO801
cucmemu (PAAC)

Y OBOX BEIUKUX PAaHOOMi30BaHUX KOHTPOJIbOBaHUX HociaigxkeHHAX (ONTARGET -
'mobGanbHe JOCHimXKEeHHS, 1110 TPUBAE, 31 BCTAHOBIIEHHS KiHIIEBUX TOYOK ITPU
3aCTOCYBaHHi TenMicapTaHy sIK MOHOTeparil Ta y koMm0iHatii 3 paminpunom [ONgoing
Telmisartan Alone and in combination with Ramipril Global Endpoint Trial]) Ta (VA
NEPHRON-D - JocnigxxeHHS HedponarTil mpu IyKpoBoMy HiabeTi, CTOHCOBAHO
MinicTtepctBoM 3i cipaB BeTepaHiB [The Veterans Affairs Nephropathy in Diabetes])
BUBYAJIM 3aCTOCYBaHHs KoMbOiHarlil iHri6iTopy AIT® Ta APA.



Hocnigxenass ONTARGET npoBoguiocs 3a y4acTIO IIAlliEHTIB i3 CeplLieBO-CYAUHHUM
abo 11epeOpPOBACKYISIPHUM 3aXBOPIOBAHHAM ab0 mykpoBuM miabetom II Tumy 3
HigTBEPOXKEHUM YpaXKeHHSAM OpraHiB-MillleHel B aHaMHe3i. [locaigxkeHHsa VA
NEPHRON-D nipoBoguiocs 3a y4acTIO MalliEHTIB 3 HyKPoBUM miabetowm II Tumy ta
miabeTn4YHOIO HedpoIIaTi€o.

Y maHuX OOCIigXKeHHSIX NPHU IIOPiBHSIHHI 3 MOHOTEepaIli€eo He O0yI0 BUSIBIEHO
3HAYYHIIUX MO3UTUBHUX BiIMIiHHOCTEH IIIO[0 BOJIMBY Ha HUPKU Ta/ab0 ceplieBo-
CYOUHHY CUCTEMY Ta CMEPTHICTh, TOMi IK OyB BCTAHOBIEHUU MiTBUIIIEHUN PU3IUK
PO3BUTKY TillepKajlieMil, TOCTPOT0 ypaxKeHHsI HUPOK Ta/abo rimoTeHsii. 3 ornsaay Ha
nmonibHicTh PapMaKOKiHETUYHUX BIAaCTUBOCTEM, JaHi pe3y/IbTaTU TaKOXK peieBaHTHI
s iHmwmx iHridbiTopis AII® Ta APA.

Takum 4yuHOM, He CJIifi cyMicHO 3acTocoByBaTu iHribiTopu AII® Ta APA maitlieHTam i3
miabeTnyHOIO HedpoIaTi€ero.

ALTITUDE ([docnigKeHHs 3i BCTAHOBJIEHHSAM KiHIIEBUX TOYOK CEPIEBO-CYAUHHUX
3aXBOPIOBaHb Ta XBOPOOU HUPOK ITPU 3aCTOCYBaHHI aliCKipeHy y XBOPUX Ha IIyKPOBUU
miabert II Tuny [Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal
Disease Endpoints]) - gocmimXeHHs, METOI0 IKOTO 0yJIO BUSIBIEHHS KOPUCTI
OomaBaHHS aliCKipeHy OO cTaHOapTHOI Teparrii inriditopom AIT® yu APA y mallieHTiB 3
IIYKpoBUM miabetoMm II TUIY Ta XPOHIYHOIO XBOPOOOIO0 HUPOK, CEPIIEBO-CYIUHHUM
3aXBOPIOBAHHSM YM ITOEOHAHHSIM OCTaHHIiX. [JocmigKkeHHs OyI0 IPUIIUHEHO Ha PaHHIN
cTapil yepe3 MigBUINIEHUN PU3UK BUHUKHEHHS yCKJIaOHEeHb Teparlii. CMepTh 3 TPUYUHUA
CepIEeBO-CYIUHHOI ITaTOJIOTil Ta iHCYyJIbTH YHUCENbHO OynIu OiJIbIl YaCTUMM y TPYyHi
3aCTOCYBaHHS alicKipeHy, HiXK y rpyti niaie6o, Ipu bOMY YV T'PYIIi 3aCTOCYBaHHS
aJlicKipeHy MOPiBHSHO 3 IPyIIOIo Ijlalie60 TaKoXK OiIbIl YacTO MOBiZOMIISIIIOCS IPO
PO3BUTOK HeOaxKaHUX SIBUII Ta CEPHO3HUX HeOaXKaHUX SBUII 0COOIMBOr0 3HAYEHHS
(rinepkaniemisi, TinoTeH3is Ta MOpPyIIeHH QYHKII1 HUPOK).

Bancaprad/aMnogunig

Kombinalliga amionuIiiHy i BajicapTaHy 3abe3rneuye fo303ajie)kHe agUuTHUBHE 3HUXKEHHS
apTepiarbHOrO TUCKY Y BCbOMY iHTEepBalli TepaleBTUYHUX 003. [IM0TeH3uBHA [is
ITicJIss mpUoMYy Pa30Boi J03u KoMOiHallil 36epiraeTbcst TpoTAToM 24 TOOWH.

binpmre Hik 1400 mailieHTiB 3 apTepialbHOIO TilepTeH3i€ 3acTocoByBanu Excdopxk 1
pa3 Ha moby
Yy OBOX MJialne00-KOHTPOIbOBaHUX OOCHIIKEHHSX.

Excdopk BUBYaBCA Y X041 ABOX MJaneb0-KOHTPOJIbOBAaHUX OOCHIAXKEHb 3a Y4acTIO
MallieHTiB 3 HEYCKJIaMHEHOIO eCeHIliaIbHOIO TinepTeH3iero Jerkoro abo moMipHoOTo
CTyIIeHs (CepenHii iacTONMIYHNUYM THCK B CUAAYOMY ITOJI0KeHHI = 95 Ta < 110 MM pT.



CT.).

Buxkinrouanucsa namieHTU 3 BUCOKUM PU3UKOM CepPLeBO-CYOUHHUX IIOPYILIEeHb: CEPLIEBOIO
HeIOOCTaTHICTIO, ITyKpoBUM fiabeToM I Tumy i cmabo KOHTPOJIbOBAHUM IIYKPOBUM
miabetoM II Tuny, HasiBHICTIO B aHaMHe3i iHpapKTy MioKapaa abo iHCY/IbTy IPOTSITOM
OOHOT'O POKY.

Y MynIbpTHULIEHTPOBOMY PaHAOMI30BaHOMY IIOABIMHO CJIIIIOMY aKTUBHO
KOHTPOJILOBAHOMY HOOCJIIAXKEHHI B ITapaJjieJIbHUX I'PylIaxX BCTAHOBJIEHO HOpMaJli3allito
apTepiaJbHOTO TUCKY (IO BCTAaHOBIEHHS OiaCTOJIYHOTO TUCKY < 90 MM pT. CT. y KiHII
BUNIpOOyBaHHA) y NMAli€HTIB, apTepialbHUN TUCK SKUX He KOHTPOJIIOBABCS HaJIeXKHUM
YWHOM MOHOTEPAIIi€l0 BajicapTaHoM y 0o3i 160 Mr. ApTepiaibHuUM TUCK
HopMaJIidyBaBcsa y 75 % mallieHTis, s1Ki 3actocoByBanu 10 mr/160 mr
aMJIOOUIIiHy/BajicapTaHy, V 62 % mallieHTiB, gKi 3acTocoByBanu 5 Mr/160 mr
aMJIOOUIIiHY/BajicapTaHy, HOPiBHSAHO 3 53 % mallieHTiB, sKi 3acTocoByBanu 160 Mr
BasicapTaHy. JomaBaHHs 10 MT Ta 5 MI aMJIOAUNIiHY 00YMOBIIIOBAJIO HOOATKOBE
3HUXKEHHS CUCTOJIIYHOI'0/AiaCTOIIYHOrO TUCKY Ha 6/4,8 MM pT. cT. 1 3,9/2,9 MM pT. CT.
BiITIOBIOHO MOPiBHSHO 3 TAKUMM IIPU 3aCTOCOBYBaHHI TuibKM 160 Mr BajicapTany.

Y MynIbpTHUILIEHTPOBOMY PaHAOMiI30BaHOMY IIOABIMHO CJIIIIOMY aKTUBHO
KOHTPOJILOBAHOMY HOOCJIIAXKEHHI B ITapaJjieJIbHUX I'PylaxX BCTAHOBJIEHO HOpMaJIi3allito
apTepiaJbHOTIO TUCKY (IO BCTAaHOBIEHHS OiaCTOJIYHOrO TUCKY < 90 MM pT. CT. y KiHII
BUIIPOOYBaHHS) y IAIli€EHTIB, apTepialbHUN TUCK SIKUX He KOHTPOJIIOBABCS HAIEXKHUM
YWHOM MOHOTEPAIIi€0 aMIoauIliHoOM y f03i 10 Mr. ApTepiaibHUN TUCK
HopMaJlidyBaBcsa y 78 % mallieHTiB, s1Ki 3actocoByBanu 10 mMr/160 mr
aMJIOOUIIiHY/BajicapTaHy, IOPiBHSAHO 3 67 % Malli€eHTiB, IKi MPOOOBXKYyBalu
3acTocoByBaTu Tinbku 10 Mr amnopuniny. HomaBanHsa 160 Mr BasicapTaHy
3yYMOBJIIOBAJIO OOOATKOBE 3HUXKEHHS CUCTOJIIYHOTO/OiaCTOIIYHOTrO TUCKY Ha 2,9/2,1 MM
PT. CT. IIOPIBHSAHO 3 TAKUMMU IIPU 3aCTOCOBYBaHHI TUIbKM 10 MI' aMJIOOUITIHY.

Excdopzxk BUBYaBCSA B aKTUBHO KOHTPOJILOBAHOMY AOCIIIAXKEeHHi 3a y4gacTio 130
[Ialli€eHTiB, XBOPUX Ha eCeHIlaJIbHYy TiIepTeH3ii0, 3 CepefHiM OiaCcTOJIIYHUM TUCKOM ¥
noyoxeHHi cugsauu = 110 MM pT. CT.

i< 120 MM pT. cT. Y IBOMY OOCIiAXKEHHI (I09aTKOBUM apTepianbHuil TUCK 171/113 MM
PT. CT.) 3acTocyBaHHA EKchopxky y mo3i Big 5 mMr/160 mr go 10 mr/160 Mr 3HUXKyBaso
CTalIu¥ apTepianbHUN THUCK Ha 36/29 MM PT. CT. HOPiBHSAHO 3 32/28 MM pT. CT. Ipu
3aCTOCYBaHHI JII3MHONPUITY/TigpoxiopoTia3uny y go3i 10 mr/12,5 mr go 20 mr/12,5 mr.

Y mBOx mOBroTpUBaIuX OOCITiAKeHHAX O0yIo goBeneHo, 10 edhekKT Ekchopxy
30epirascs Ginbllle OOHOTO POKY. PanToBa BigMiHa mpemnapaTy He IIPU3BOAUIIA OO
IIBAOKOTO HiABUILIEHHS apTepiaJlbHOT O TUCKY.



Y mani€eHTiB, y IKUX apTepialbHUMN TUCK aJeKBaTHO KOHTPOJIIOETHCS aMJIOOUIIIHOM,
IPpU HeIPUUHATHUX HabpsiKax KoMOiHOBaHa Tepamis Moxke 3a0e3IIeuYrnTH aHaJIoTiyHuH
KOHTPOJIb apTepiaIbHOT0 TUCKY 31 3MEeHIIeHHSIM HaOpsKiB.

Bik, cTaTh, pacoBa NpUHAJIEXKHICTh Ta iHOAeKCc Macu Tina (= 30 kr/m2, < 30 Kr/mM2)
MallieHTa He BIIJIMBAJIX Ha KJIiHIYHY BiAIIOBiObk IpHu 3acTocyBaHHI EKCHOpKYy.

HocnigxeHHs: EKchopKy 3a y4acTIo IMalliEHTIB iHIINUX IMOMYIALii, KpiM XBOPUX Ha
apTepiajibHy rinepTeH3ito, He IIPOBOAUINCA. ICHYIOTh HOCIiAXKEeHHs BajicapTaHy 3a
y4acTIO IMaIli€HTIB i3 CepleBOI0 HEJOCTATHICTIO Ta y MOCTiH(papKTHOMY IIepiofi.
[TpoBeneHO OOCITiAXKEeHHSI aMJIOAUITIIHY 3a Y4acCTIO MalliEHTiB i3 XpOHIYHOI0 CTabiIbHOIO
CTEeHOKapOi€lo, Ba30CIIaCTUYHOIO CTEHOKaPOi€o Ta aHriorpadiyHo miaTBepaKeHOo0
ilmemMiyHOI0 XBOPOOOIO Ceplis.

dapMaKOKiHEeTHKA
JIiHiUHICMDB
Bancapras i aMJIOOUIIIH ITPOSABISIOTEH JTiHIMHICTL (papMaKOKiHETUKHU.

AMmnogunin

BecmoxkmyeaHHA. T1iciiss BHYTPIIIHBOTO 3aCTOCYBaHHS TepaneBTUYHUX 03 aMJIOOUIIIHY
OKpeMO MaKcHuMalbHa KoHIleHTpallig (Cmax) B myia3Mi KPOBi JOCATAETHCS IPOTATOM
6-12 roguH. Po3paxoBaHa abcomtoTHa 6i0MOCTYNHICTL CTaHOBUTSD Bim 64 mo 80 %.
BxkuBaHHS 1Ki He BIIJIMBA€ Ha 0iOJOCTYITHICTh aMJIOUITIHY.

Po3nodia. O6'eM po3mofiny CTaHOBUTh NPUOIM3HO 21 JI/KT. ¥ mOCHigXKeHHSAX
aMJIOOUIIIHY in vitro goBemeHoO, 110 B IIALIEHTIB, XBOPUX Ha €CeHIliaJIbHY TillepTeH3ito,
mpubnausHo 97,5 % IIUPKYIIIOIYOro IIpernapaTy 3B'sa3y€eThCs 3 OiTKaMu IIJ1a3MU.

BbiompaHcpopmauia. Amnoaunin iHTeHCcUuBHO (mpubnusno 90 %) MeTaboMi3yeTHCS B
MeYiHIli [0 HeaKTUBHUX MeTabOoJIiTiB.

BugedeHHsA. BuBegeHHSI aMJIOOUIIIHY 3 IJIa3Mu ABO(a3He, 3 IIepiogoM HalliBBUBEOEHHS
IPUOIU3HO

30-50 roguH. PiBHOBaxKHi PiBHI B mM1a3Mi JOCATAlOTHCS ITiC/ISA MOCTIMHOTO BBEOEHHS
npoTsiroM 7-8 nHiB. 10 % moyaTkoBoro amsnoauiiny i 60 % metaboJtiTiB aMmmoguniny
BUBOMISITHCH 13 cedelo.

Barncapran

BcmoxmyeanHA. Tlicnsa nmpuiioMy npemnapaTry BHYTpillHbO Cmax BajicapTaHy B IJIa3Mi
OOCATa€eThbCS NPOTAroM 2-4 roguH. CepenHs BeludnHa abCOIIOTHOL 0i0JOCTYITHOCTI
IpemnapaTy CTaHOBUTh 23 %. [xka 3HMXKYe eKcro3uiiiio, sk nokasye AUC



(KOHIIeHTpAallis B IJIa3Mi - yac), BajicapTaHy NpuOIM3HO Ha

40 %, a Cmax - Ha 50 %, x04a yepe3 8 roguH MiC/Is 3aCTOCYBaHHS KOHIIEHTpALlisa
BaJjicapTaHy B IIa3Mi OOHaKOBa [JIs I'PYIIY, SKa IpuUMala Ipernapar HaTile, 1 rpynu
MallieHTiB, siKa IpUiMaJia npernapar mmicns igu. 3uuxkeHHss AUC He CyIpOBOOXKYETHCS
KJIiHIYHO 3HAYYIIUM 3HUKEHHSIM TepalleBTUYHOTro epeKTy, TOMYy BajJicapTaH MOXKHa
NpUMMaTHU He3aJIeXKHO Bifl IPUUOMY 1XKi.

Po3nodia. PiBHOBaxXKHUM 00'€M PO3IOMiy BajcapTaHy ITiCis BHYTPIiIIHbOBEHHOT'O
BBEOEHHSI CTAHOBUTH MPuOIU3HO 17 11, 1110 BKa3ye Ha Te, I1I0 BaJicCapTaH
PO3MOMiNIEThCSA B TKAHMHAX HEIHTEHCUBHO. BancapTaHn gobpe 3B's3y€eThCs 3 OinkaMu
mina3mu (94-97 %), TOJIOBHUM YMHOM i3 CUPOBATKOBUM albOyMiHOM.

BiompaHcpopmauisn. BancapTadH 3HaYHOIO Mipoio He TPaHCHOPMYETHCS, OCKITbKHU
Tinbku 20 % mo3u mepexonuTh B MeTaboJiTH. Y m1a3Mi B HU3bKUX KOHIIEHTPALTisIX
(menmze 10 % AUC BancapTaHy) ineHTU(dIKOBaHUM TiTpoOKCUMeTaboJIiT, SKUM €
(bapMakKoIOTiYHO HEAaKTUBHUM.

BuseoOeHHs. [1711 BalcapTaHy XapakKTepHa OaraToeKCIoHeHIlialbHa KiHeTuKa
BUBeIeHHs (4Yac HamiBBuBemeHHs T1/2a < 1 rogunu i T1/2b npubnusxHo 9 roguH).
BancapraH BUBOOUTHLCS T'OJIOBHUM YMHOM B HE3MiHEHOMY CTaHi 3 KajioM (IIpuOIu3HO
83 % mo3m) i ceuero (6u3bK0 13 % mo3wu). Ilicist BHYTPIiIlIHLOBEHHOT'O BBEOEHHS
KJIipeHC BaJicapTaHy B IIJIa3Mi CTAaHOBUTH MPUOJIM3HO 2 JI/TOMI, @ HOT0 PeHaIbHUN
KiipeHc - nmpubnuino 0,62 n/ropn (mpubnu3no 30 % 3aranbHOro KitipeHcy). Ilepion
HalliBBUBEEHHS BajicapTaHy - 6 TOOUH.

Basncapras/aMmiioguriig

[Ticns mepopanbHOTo 3acTocyBaHHsA Ekcdopxky Cmax BajicapTaHy i aMJIOOQUIIIHY B
IJ1a3Mi KpOBi mocAaraeTscd 3a 3 1 6-8 roguH BignosigHo. IIIBUOKICTE i CTYIiHB
BCMOKTYBaHHSA ExcdopkKy ekBiBasleHTHiI 6i040CTYyIHOCTi BajicapTaHy Ta aMJIOOUIIiHY
IIpY 1X MpU3Ha4YeHHi IK MOHOMIpeIapariB.

Oco0IMBi MOOV ISl

Himu
I[aHi po (papMaKOKiHETUKY ITpemapaTy y AiTel BigCyTHi.
ITauienmu nimHv020 BiKy (8iKoMm 8i0 65 pokias)

Yac pmocsarHeHHs Cmax aMJIOOUITIHY B J1a3Mi KPOBi MPpuOIN3HO OHAKOBUM Y IAIliEHTIB
MOJIOAIIIOTO BiKY 1 IAIli€HTIB JIITHBOTO BIKY. Y Malll€HTIB JIITHHOI'O BiKY KJIIpEHC
aMJIOOUITIHY Ma€ TEHOEHIIII0 0O 3HUXKEHHS, 110 IPU3BOOUTh OO0 3pocTaHHsa AUC i
MIOJOBXKEHHS Iepiony HamiBBuBeneHHs. CepenHs cucteMHa AUC BasicapTaHy B 0Ci0



JIiTHBOTO BiKy Ha 70 % BHUIIa, HiXK Y MaIliEHTiB MOJIOAIIOrO BiKy, TOMy HEOOXiTHO
OOTPUMYBATUCS 00€PEKHOCTI MPH ITiIBUIIEHH] TO3U.

Hupkosa HeOdocmamHicmb

[MopymieHHs QYyHKIII HUPOK iCTOTHO He BILJIMBAIOTh Ha (h)apMaKOKiHETUKY aMJIOAUIIIHY.
4K i ouikyBamocs Ojsi CIIONYKHA, HUPKOBUU KIIipeHC K01 cTaHOBUTH nuilie 30 %
3arajibHOTO IIJIa3MOBOT'O KJIipeHCy, KOpeJsllil MiK cTaHOM (PyHKITil HUPOK i CHCTEMHOIO
€KCIIO3UIIi€I0 BajiCapTaHy He Big3Ha4yasocs.

IMTopyweHHsA ¢pyHKUII neyiHKu

Y manieHTiB 3 Ie4iHKOBOIO HEJOCTATHICTIO 3HUXKYETHCS KJIIPEHC aMJIOAUIIIHY, 1110
npu3BonuTh o mipBuiieHHsa AUC nmpubnusso Ha 40-60 %. Y cepenHbOMY Y IAlli€HTIB
13 JIETKUMM 1 IIOMIPpHUMY XPOHIYHUMHU 3aXBOPIOBAHHSIMHU II€YIHKY €KCIIO3UIA
(Bu3HaueHa 3a 3HaueHHsaMu AUC) BasicapTaHy B CepeqHbOMY BIIBiUi IIepEeBUIlYE TaKy
Yy 3II0POBUX NOOPOBOJIBINB (BigiOpaHi 3a BikoM, CTATTIO Ta Macoo Tina). [lamienTn, saki
MalOTh 3aXBOPIOBaHHS IeYiHKM, ITIOBUHHI OyTH 00epeXHUMU IIPU 3aCTOCYBaHHI
mpernapary.

IToxa3aHHSA

EceHuianbHa rinepreHsisa y JOPOCIUX ITAli€HTIB, apTepialbHUY TUCK SAKUX He
PETyII0ETHCS 3a JOIIOMOT0I0 MOHOTepalil aMIoguiiHoM abo BajcapTaHOM.

IIporunnoka3aHHs

e ITigBHUINIEHA YYTIMUBICTD OO0 aKTUBHOI CyOCTaHIIil, MOXimHUX AUTimpomipuauHy abo
0o Oynb-gKOl 3 JOIOMiXKHUX PeYOBUH Npemapary.

e Ts2kKi mopyieHHs QYHKIIII mevinku, OimiapHuit Mpo3 nediHkyu abo XojecTas.

e CymyTHE 3aCTOCyBaHHS aHTAroOHICTiB pelenTopiB aHrioTeH3uHy (APA),
BKJIIOYAIOYH BaJicapTaH, abo iHribiTOpiB aHTiOTEeH3UHIIEPETBOPIOBAIBHOTO
dbepmenTy (AIID) 3 amickipeHOM mallieHTaM 3 IyKpOoBUM fiabeToMm abo 3
nopyiueHHEAMU QyHKI HUPOK (IHK® < 60 Mmr/xs/1,73 mM2).

e BariTHicTh Ta IJlaHyBaHHS BariTHOCTI (OMB. PO3Oin «3aCTOCYyBaHHSA Y Iepiof
BariTHOCTi abo romyBaHHS I'PYOOI0»).

e TsKKa rinoTeH3sis.

e [lloK (BKIIOYAKO4Y¥M KapOiOTE€HHUU IIIO0K).

e OOCTPYKIIiss BUBIHHOTO TPAKTY JIiBOTO LITyYHOYKa (HallpuKaam rineprpodiuyHa
OOCTPYKTHUBHA KapaioMiomnaTis i CTEHO3 aOPTH TSIKKOTO CTYIIEHS).

e 'emMoguHaMiyHO HecTabilbHA ceplieBa HEMOCTATHICTD ITiC/IsI TOCTPOro iHGapKTy
MioKapmaa.



B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

MixkTiKapCchKi B3aeMOmil

IocmiaKeHHS MiKJ/TiIKapChKUX B3aeMOfiu npenapaTy EKCHOpK 3 iHIIUMHU JTiIKapChKUMHA
3acob6aMu He TTPOBOUIIUCS.

JIikapcoki 3acobu, npu cynymHbOMy 3dCMOCYBAHHI AKUX CAi0 Oymu y8axdcHUMU

IHIIi TIDOTEH3UBHI IpenapaTu

YacTo 3aCTOCOBYBaHi rimoTeH3uUBHI IIpenapaTu (Hampukiag anbda-610KaTopy,
OiypeTuKM) Ta iHIIi miKapchKi 3acobu, siKi MOXKYTh BUKJIMKATHU MOSIBY TilTOTEH3UBHUX
HebOaXKaHUX SBUIL (HaOpUKIIa[d TPUIMKIIIYHI aHTUOEeIIpecanTH, anbda-0I0KaTopH, 1110
3aCTOCOBYIOTHCS [IJIs JIIKYBaHHSI MOOPOSKiCHOI rimepriiasii mepegMixypoBoi 3a103u),
MOXKYTh IIOCHUJIIOBATH TilIOTEH3UBHY Ait0 KOMOiHaIIil.

B3aewmonii, 11oB’si3aHi 3 aMJIOOUITIHOM

CVHVTHG 3dCTOCYBaHHA HEe PEKOMEHOOBaHE

I'petingppym abo epetlinppymosulti cik

He pekoMeHOy€ETHCSI 3aCTOCYBAaHHS aMJIOOUIIIHY i3 rpeundpyToBuM coKoM abo i3
rpeundpyToM, OCKIJIbKY y JesSKUX IallieHTiB 0i0goCTyIHICTh MOXKe OyTu 30inbllIeHa,
III0 ITPU3Bee OO0 ITOCUJIEHHS TillOTEeH3UBHOTO e(peKTy IIpenapary.

JIikapchKi 3aco0u, MIPH CYODYTHHROMY 3aCTOCYBaHHI SKMX clif OYTH YBaXXKHUMH

IHeibimopu CYP3A4

CynyTHE 3aCTOCYBaHHS aMJIOOUITIHY 3 OiJIbIII UM MEHII IOTYKHUMHU iHTiOiTOpaMu
CYP3A4 (iuribiTopamMu nmpoTea3u, a30JI0BUMU NPOTUTPUOKOBUMM, MaKpOJlimaMu,
TaKUMH SIK ePUTPOMIIIMH ab0 KJIIapUTPOMIIIMH, Bepalamis abo auiaTiazeM) MoxKe
IIPU3BECTU OO 3HAYHOI'O ITOCUJIEHHSI CUCTEMHOTO BIIJIUBY aMJIOOUITIHY. KiTiHIuH]
MTPOSIBU TaKUX (hapMaKOKiHETUYHUX 3MiH MOXKYTh OyTHU ITOCUJIEHUMHU Y HAIli€HTiB
JIITHBOTO BiKy. MOXKYyTh OyTH HEOOXimMHUMHU KIiHIYHUY MOHITOPUHT Ta KOPEKIIis 403.

IngykTopu CYP3A4 (mpoTHUCYOOMHIi nmpenapaTy (Halmpukiag KapbaMaserriH,
denobapbiTan, ¢peniToin, bocdeHiTOIH, MPUMiITOH), pudammIiniuH, 3BipoOi IBUYaHUN
(Hypericum perforatum))

ITpu cynyTHROMY 3acTOCyBaHHI BimomMux iHOykKTopiB CYP3A4 KOoHIIeHTpalid
aMJIOOUITIIHY B IJ1a3Mi MOxXKe 3MiHoBaTucsa. OTXKe, CJIi KOHTPOJIIOBAaTU apTepiajlbHUNU
TUCK i peryaioBaTH MO3yBaHHS Mif 4ac i IMiciast CymyTHLOTO 3aCTOCYBaHHS, 0COOJIUBO Y
pa3si noTyxkHux iHOyKTopiB CYP3A4 (Hanpuknazn pudamoinuuy, Hypericum



perforatum).
CumesacmamuH

BaraTopasose 3actocyBanHsa 10 Mr amnonuiiny 3 80 Mr cuMBacTaTUHY IPU3BOOUTE 0
30iyIbIIIeHHS €KCIT03UIlil CMMBacTaTUHY Ha 77 % MOPiBHSHO i3 3aCTOCYBAHHSAM TilTbKU
CuMBacCTaTUHY. PeKOMEeHIOBaHO 3HUKYyBaTU JOOOBY 403y CUMBacTaTUHY 0o 20 Mr Ois
Mali€eHTiB, 1110 3aCTOCOBYIOTh aMJIOOUIIIH.

HanmpoasaeH (iHgy3ii)

Y TBapuH crnocTepiramucs neTanbHi BUITQAKU BEHTPUKYISIPHUX Gidpunsiii ta
KapaioBacCKyJIIPHUX KOJIAIICIB Y 3B’A3KY 3 rilepKasiieMi€ro Mmiciasa 3aCTOCYBaHHA
BepaliaMily Ta JaHTPOJIEHy BHYTPIIlIHbOBEHHO. Yepe3 pU3UK rinepkaniemii
PEKOMEHYETHCSI YHUKATU CyITyTHHOTO 3aCTOCYyBaHHS OJI0KATOPiB KabliEBUX KaHaJIiB,
TaKUX SIK aMJIOOMIIiH, MalliEHTaM, CXUJIbHUM OO0 PO3BUTKY 3JI0SIKICHOI rirepTepMil, Ta
[IpH JIIKyBaHHI 3JI0OAKICHUX TillepTepMiu.

JIikapchbKi 3ac00M, IPHU CYDYTHHEOMY 3aCTOCYBAHHI IKUX CJIiy OYTH VBaXKHUMHU

THwi

Y xomi KniHiYHUX OOCTiAXKeHb aMJIOAUIIiH He BIJIMBaB Ha (hapMaKOKiHETUKY
aTOpBACTaTUHY, HiIOKCUHY, BapdapuHy abo IIMKIOCIIOPUHY.

B3aemopii, moB’si3aHi 3 BaJicAapTaHOM

CynymHe 3acmocy8aHHs He peKomMeHO08aHe
JIimitu

[Tpu ogHOYaCHOMY 3acCTOCyBaHHi niTito 3 iHribiTopamu AII® abo aHTaroHicramu
pelienTopiB aurioTeH3uny II, BKIoyaiodm BajicapTaH Bif3Hadanocs 000poTHe
HigBUIIIEHHSI CUPOBATKOBUX KOHIIEHTPAIIIM /IiTif0 i “OT0 TOKCUYHOCTi. CynmyTHE
3aCTOCyYBaHHS BaJiCapTaHYy i JIiTii0 He PEKOMEHOYEThCS. AKIIO K 3aCTOCYyBaHHS TaKOl
KoMOiHallil HeoOximHe, cIif peTenbHO KOHTPOJIIOBATH PiBEHb JIiTiI0 B CUPOBATII KPOBI.
Pu3uk migBuIIeHHS TOKCUYHOCTI JIiTil0 MOo2Ke OyTH HafaJli NigBUIIIEHUN IPU CyMiCHOMY
3acTocyBaHHi 3 EkcopkeM Ta giypeTUKaMHU.

KarmieBi mobaBku, Kaniii3bepiraiodi OiypeTUKH, COTbOBi 3aMiHHUKH, IIIO0 MiCTSITh Kallil,
a6o iHmIi npemapaTH, siKi MOXKYTh ITiHBUIIYBATU PiBEHDb KaJlito

Ao nikapchki 3acobwu, 1110 BIJIMBAIOTh Ha KaJli€Bi KaHaIM, IPU3HAYaloTh y
KoMOiHallil 3 BajicapTaHOM, CJIifi mepeg0auyuT YaCTUM KOHTPOJIb BMICTY KaJlilo y
rJia3mi.



JIikapchKi 3aco0u, IpU CYIyTHBOMY 3aCTOCYBaHHI SIKUX CJIifg OyTU yYBaKHUMU

HecmepoidHi npomu3sanaavHi npenapamu (HII3I1), 8 momy uucai ceaekmueHi
iHeibimopu L[OI'-2, auemuacanaiyuaosa Kucaoma (>3 2/0eHbv) i HecenekmueHi HIT3IT

ITpu cynyTHROMY 3aCTOCYBaHHI aHTaroHicTtiB anrioren3uny Il i HII3I1 moxnuBe
nocsabrieHHs TinmoTeH3uBHOI Ail. TaKoXK CyIIyTHE 3aCTOCyBaHHS aHTAroOHICTiB
anrioten3uny II i HII3I1 MoxKe migBUIllyBaTU PU3UK HOTIPIIEHHS HUPKOBUX (PYHKIIIN
Ta OigBUIIIEHHS PIBHA KaJlilo B CUPOBAaTILi KpoBi. TOMy Ha I1o4aTKy JIIKyBaHHS
PEKOMEHAYETHCS KOHTPOJIIOBATU CTaH (PyHKII1 HUPOK, a TaKOXK 3a0e3mevyyBaTu
HaJleXKHUY piBeHb PiAWHM B OpPraHi3Mi Ialji€eHTa.

IH2ibimopu nepeHOCHUKA Hakonu4yeHHs (pugamniyuH, UUKaA0CNOpPUH) abo
e 110KCHO20 nepeHOoCHUKa (pumoHasip)

PesyneTaTu gocaigxKeHs in vitro 3 TKaHMHOIO IEYiHKY JIIOOUHY ITI0Ka3aju, 110
BaJICapTaH € cyOCTpaToOM ITeUYiHKOBOIO IepeHoCcHuKa HakonuuyeHHss OATP1B1 ta
Me4YiHKOBOT 0 e(pI0KCHOT0 nepeHocHuKa MRP2. CynyTHe 3acToCyBaHHS iHTiO6iTOPIB
IIepeHOCHUKAa HaKOMUu4YeHHS (pudgaMITiliiH, IIMKIIOCIIOPUH) abo edIII0KCHOT O
IMepeHOCHMKa (PUTOHABIP) MOXKYTh 30ibIIIyBaTH CUCTEMHY €KCIIO3UIIiI0 BaJicapTaHy.

IToositiHa 610kada PAAC 3 APA, iHz2ibimopamu AII® abo aaickipeHom

Pe3ynbTaTué KIiHIYHUX OOCIiAXKEHDb IT0OKa3aau, 10 noaBitiHa 61okama PAAC npu
KoMOiHOBaHOMY 3acTocyBaHHi iHTri6iTopiB AITI®, APA 4u anicKipeHy IpU3BOAUTH A0
30i7IbIIIeHHS YaCTOTU BUHMKHEHHS TaKuX HeOaXKaHUX SBUII, 5K TilIOTEH3isd,
riepkajsieMiss Ta 3HMKeHHS QyHKITil HUPOK (BK/II0Yal04YU TOCTPY HUPKOBY
HeIOOCTaTHICTh), y IOPiBHSAHHI 3 JIIKYBaHHSIM OJHUM JIiKapChbKHUM 3aC000M, III0 BILJIMBAE
Ha PAAC. Tomy cynyTHE 3acTocyBaHHsI APA - BKJIo4alouu BajicapTaH - abo
inribiTopiB AII® 3 anickipeHOM ITPOTUIIOKA3aHO IalliEHTaM 3 IIyKPOBUM AiabeTom abo
nopymeHHAMHA QyHKIIil HUPOK (ITK® < 60 Mmr/xB/1,73 mM2).

Twammi

[Tpu MoHOTepaIIil BaJicapTaHOM He BCTAHOBJIEHI KJIiHIYHO 3HAYYIIIi TiKapChKi
B3a€EMOil 3 TAKMMHU IIpelapaTaMu: HIUMETUAUH, BapdapuH, GypoceMi;, AUTOKCHUH,
aTEeHOoJI0JI, iHgOMeTalluH, TiHpPOoXJI0POTia3u, aMJIOAUIIiH, ITiOeHKIaMif.

Oco006/1MBOCTi 3aCTOCYBaHHS

Besneka Ta epeKTUBHICTh aMJIOOUIIIHY IIPU JIIKYBaHHI TimepTEeH3UBHOTO KPU3y HE
BCTaHOBJIEHI.

IMamienTu 3 gedimuToMm HaTpio i/abo 00'eMy IIMPKYIIIOI0YO0I KPOBI.



Y nailieHTiB 3 HEYCKIIagHEHOIO apTepianbHOIO rinepreHsieio (0,4 %) cnocTepiranacs
HaIOMipHa rimoTeH3is npu jaikyBaHHI EkchopikeM y paMKax m1aneb0-KOHTPOJIbOBAHUX
OOCHiAKEeHb. Y Malli€HTiB 3 aKTUBOBAaHOIO PEHIH-aHTiIOTEH3WHOBOI CUCTEMOIO (3i
3HM2KEHHUM BMiCTOM HaTpito i/abo 06'eMOM LIMPKYII0I04Y0l KPOBi Ta y pa3i ofepKaHHS
BHCOKHUX [103 AiyPETHUKIB), SKi MIpUMalOTh OJIOKaTOPU PELENITOPiB aHTiOTEH3UHY, MOXKe
BUHUKATU CUMIITOMaTH4YHa rinoTeH3isa. PeKkoMeHOoOBaHa KOPEKIIisa [IbOT0 CTaHy Hepen
3actocyBaHHIM Ekcdopky abo peTesibHe MeOUUYHE CIIOCTEPEXKEHHS Ha IT0YaTKY
Teparril.

[Tpu BUHUKHEHHI apTepianbHOI rinmoTeH3sii mpu 3acTocyBaHHi EKchopXKy nallieHTa ciifg
MOKJIaCTH Ha CHUHY i, IKIII0 HeOOXiMHO, ITPOBECTU BHYTPIIIHEOBEHHY iHPY3ii0
¢dizionoriunoro po3uuny. Ilicnsa crabinisalii apTepiaTbHOTO TUCKY MOXKHa
IIPOLOBXKUTHU JIIKYBaHHS.

I'inepkaniemis

Cnig 3 00epexXHiCTIO ITPOBOOUTY OOHOYACHE JIiIKyBaHHS KajlieBUMHU moOaBKaMM,
Kasin30epiralounMu OiypeTUKaMu, COIbOBUMM 3aMiHHMKAMH, III0 MIiCTSATDb Kaliii, abo
IHIIUMHU IIpellapaTaMy, sSKi MOXKYTh MiABUILyBaTH PiBeHb Kajlito (rermapuH Ta iH.), a
TaKO0XK HeOOXigHUM YaCTUM KOHTPOJIb BMICTY KaJlilo.

CmeHo03 HUpKoegoi apmepii

Excdopxk ciim 3acTocoByBaTH 3 00€PEXKHICTIO AJIs TiKyBaHHS TinepTeH3il y mallieHTiB
3 omHOOIiYHMM ab0 OBOOIYHMM CTEHO30M HUPKOBOI apTepii abo CTeEHO30M €NUHOI HUPKH
OCKIiTbKM PiBHi CEYOBMHM Ta KpeaTHWHIHY B CUPOBATIIi KPOBi MOXYTb 30iJIbIITyBaTHUCh.

TpaHcnaaHmauisa HUpKuU

Iocsipg 6e3neynoro 3acrtocyBaHHsa ExkcdopxKy nmalieHTaM 3 HeJaBHO IepeHEeCEeHO00
TPaHCIIaHTAalli€el0 HUPKU BiICYyTHIU.

ITopyweHHAa yHKUIT neviHKu

BancaptaH BUBOOUTHCS I'OJIOBHMM YMHOM B HE3MIHEHOMY CTaHi 3 KoButo0. [Iepion
HaliBBUBEOEHHS aMJIOOUIIIHY ITOAOBXKY€EThCS Ta noKa3HUK AUC (KOHILIeHTpallis B
IJ1a3Mi - 94ac) HigBUIIYETHCS Yy MAlli€HTIB 3 IOPYLIEHHAMU (QYHKITII IeYiHKY;
pekoMeHallil Moo J03yBaHb He BcTaHOBNIeHi. OcobmuBa 00epekHiCcTh HeoOXimHa IIpu
3acTtocyBaHHiI ExcdopxkKy narieHTaM 3 mopyueHHSIM QYHKIIII TeYiHKY JIerKoro abo
IIOMipHOTO CTymneHs ab0 OOCTPYKTUBHMMHU 3aXBOPIOBaHHSIMU JKOBYHOTO Mixypa.

MaxkcuMaribHa peKOMeHI0BaHa J03a IJIs MalliEHTiB 3 JIeTKUMU a00 IMOMipHUMU
MopyIIeHHAMHU QYHKIII] nediHnky 0e3 xonecTaldy cTaHOBUTH 80 MT BajicapTaHY.

INopyweHHsA ¢pyHKUITI HUDOK



[TamieHTaM 3 mopyIIeHHsIMHU GYHKIIII HUPOK erkoro abo nmomipuoro cryness (IIIK® >
30 mn/xB/1,73 M2) KOpeKIisi mo3u He NMoTpibHa. [Ipu NOMipHUX MOPYIIEHHSIX HUPKOBUX
(pyHKILIM peKOMEHOYETHCSI KOHTPOIIOBATH PiBHI Kasliio i KpeaTUHIHY B KPOBI.

CynyTHE 3aCTOCYBaHHS aHTaroOHICTIB PeLeNITOPiB aHri0TEH3UHY, BKIIOYAa04yu
BaJjicapTaH, abo iHTiOiTOPiB aHTiOTEH3WHIIEPETBOPIOBAILHOTO (DEPMEHTY 3 aliCKipeHOM
MIPOTUIIOKA3aHO HallieHTaM 3 nopyleHHAMH GyHKIIl HupoK (IIK® < 60 mr/xs/1,73
M2).

ITepsuHHUU 2inepaai1b00CMepPOHI3M

[TammieHETaM 3 NEPBUHHUM TiepaabgOCTEPOHI3MOM He CIIif IpUMaTH aHTaroHiCT
aHrioTeH3uHy Il BajicapTaH, OCKiJIbKHY iX peHiH-aHTiOTEH3WHOBA CUCTeMa IOopyIIeHa
BHACJIIIOK OCHOBHOT'O 3aXBOPIOBaHHS.

AHzioHespomuyuHUl HabpAK

Hab6psk KBiHke, y ToMy 4uciii HaOpsAK ropTaHi Ta rOJI0OCOBOI ITiTUHY, III0 MOXKE
ITPU3BECTHU OO0 OOCTPYKIIil AUXaIbHUX IIISIXiB i/a00 HaOPsAKY 00muyys, ry0, rITOTKHA
i/abo s13MKa, CIlocTepiraBcs y Ialli€eHTiB, siKi 3aCTOCOBYBaJiu BajicapTaH. [lesKi 3 Iux
MallieHTiB MaJjii B aHaMHe3i HaOpsaK KBiHKe Ipu NpuiioMi iHIIINX OpernapariB, Y TOMY
yuci iHri6iTopiB aHTrioTeH3UHIIEPETBOPIOBaIbHOTO (hepMeHTy (AIID). 3acToCcyBaHHS
Excdopxky ciig HeraiiHo IPUIIUHUTYA IPU BUHUKHEeHHI HaOpsAKy KBiHKe; TOBTOpHE
3aCTOCyBaHHS He PeKOMEHI0BaHe.

Cepuesa HedocmamHicmb/CmaH NicaA nepeHeceHo20 iHpapkmy miokapoa

BHacnigok nmpuUrHideHHS peHiH-aHTiOTeH3WH-aIbJJOCTEPOHOBOI CUCTEMU Y YYTJIMBUX
Malli€HTiB MOXKJIUBI TOPYIIeHHS QYHKITi HUPOK. Y IAlli€HTiB 3 TAXKKOIO CEPLIEBOIO
HeIOOCTaTHICTIO, ¥ SIKUX PYHKIIil HUPOK MOXYTb 3ajJIeXKaTH Bifl aKTUBHOCTi peHiH-
aHTiOTEeH3UH-aJIbJIOCTEPOHOBOI CUCTEMH, 3aCTOCYBaHHS iHTiOiTOPIB
QHTIOTEeH3UHIEePeTBOPIOBaIbHOTO pepMeHTy (AIID) i aHTArOHICTIB PELIEIITOPiB
AHTIOTEH3UHY CHPUYMHSIIO PO3BUTOK OJITrypil Ta/abo mporpecywo4ol a3oTeMii, a TaK0OxK
(y pigKicHMX BuUIagKax) TOCTPOl HUPKOBOI HemocTaTHOCTI Ta/abo cmepTi. [Tomi6Hi
pe3yJIbTaTH Bii3Ha4aJIuCA IIPU 3aCTOCyBaHHI BasicapTaHny. [laiienTam i3 ceprieBoro
HeOoCTaTHiCTIO abo Mmicys nmepeHeceHoro iHGapKTy MioKap/a CIif OoliHioBaTH QYyHKIIiIO
HUPOK.

Y moBroctpokoBoMy Iianie60-KOHTPoIboBaHOMY AociigkeHHi (PRAISE-2) amnoguniny
B ITALIIEHTIB i3 CEpLIEBOI0 HEOCTATHICTIO HEIIlleMiYHOr o IoXoaxeHHd Kiacy 111V 3a
Knacudikaniero NYHA (Hbfo—PIopKCLKo'l' KapaioJIoTiyHol acolliallil) Mpu 3acTOCyBaHHI
aMJIOOUIIiHYy YacTOTa BUNAJKiB PO3BUTKY HaOPSKY IereHsb Oyjia BUIIIOIO IIOPIiBHSAHO 3
TAKOIO ITPYU 3aCTOCyBaHHIi Ianebo, ogHak He OyJ10 3HAYHOI Pi3HUIIL Y TTOSBI YU
MOTipIIeHHi cepiieBOl HemgoCTaTHOCTI. [lalieHTaM i3 3aCTiliHOIO CepPIEeBOIO0



HeIOOCTaTHICTIO 6JI0KATOPH KaJIbI[iEBUX KaHAasIiB, BKIIIOYAIOYN aMJIOOUITIH, CIIif
3aCTOCOBYBATHU 3 00€PEKHICTIO, OCKIJTbKM BOHU MOXKYTb ITiIBUIIYBAaTH PU3UK CEPIIEBO-
CYyOVWHHUX IIOAiN Ta JIeTaJIbHUX BUIIAIKiB.

CmeHo3 aopmu i MIimpaavHO20 KAANAHA

4K i mpu niKyBaHHi iHIIUMU Ba3ogulaTaTopaMu, 0COOINBO 00epeKHUMU MOBUHHI OyTH
MaIli€HTH, Y TKUX KOHCTAaTOBAHUM CTEHO3 MIiTPaJIbHOTO KjlarmaHa ab0 BUpaxKeHUMH
CTE€HO3 a0OPTU HEBUCOKOI'O CTYIIEHS.

IToositliHa 6.10Kada peHiH-aH2iomeH3UuH-aabdocmepoHoaoi cucmemu (PAAC)

IcuyroTh maHi, 110 cyMicHe 3acTocyBaHHs iHTri0iTOpiB AII®, APA a6o0 anickipeHy
ITiABUIITY€E PU3UK PO3BUTKY TiMOTEH3il, rinepkasieMii Ta 3HUKEHHS QYHKIIil HUPOK
(BKJTIOYaI04Y¥ TOCTPY HUPKOBY HEAOCTATHICTh). TOMy HEe PEKOMEHOYETHCS IPOBOAUTH
noaBiiHy 6510kany PAAC mimsaxoM KoMOiHOBaHOTO 3acToCcyBaHHS iHTiOiTOpiB AII®, APA
abo armickipeny.

Axmo moaBifiHa 6710Kaga € abCcoI0THO HeoOXimHO¥o, 11 CITii MPOBOAUTH BUKJIIOYHO IIif
HaTrIsO0M chellianicTa 3i 3iiCHEHHSM YaCTOr0 PETEIbHOI0 MOHITOPUHTY QYHKIIi1
HUPOK, KOHIIEHTpAaLliil eJIEKTPOJIiTiB Ta apTepiaibHOro TUCKY. He ciifg cyMmicHO
3acTtocoByBaTu iHribiTopu AII® Ta APA maiienTaMm 3 miabeTryHOI0 HedpoIaTi€elo.

He BuBYanock 3acTocyBaHHs npenapaTty Exkcdopxk y nmamieHTaM 3 iHIIMMUT
3aXBOPIOBaHHSIMHU, KPiM apTepiaabHOI TillepTeH3il.

3maTHiICTHh BIUTMBATH HA HNIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

Y nairienTis, 10 3aCTOCOBYIOTh EKC(OPK, MOKe BUHUKATH 3allaMOPOYEHHS YU
BiguyTTs cnabKOCTi micyis npuiioMy npemapary, TOMY BOHU IIOBUHHI BpaXOByBaTH 1€
i Yac KepyBaHHS aBTOTPAHCIOPTOM Ta POOOTHU 3 MOTEHLINHO HeOe3NeYHUMU
MeXaHi3MaMHu.

Awmmnogunia Moxke cinabko abo mOMipHO BIIZIMBATH Ha 3MaTHICTh KepPyBaTH
aBTOTPaHCIIOPTOM abo ITpallfoBaTH 3 iHIIMMU MeXaHi3MaMu. SKIIO MallieHTH IIig Yac
3aCTOCYBaHHS aMJIOOUITIHY Big4yBalOTh 3allaMOPOYEHH S, TOJIOBHUM 0innb, BTOMY ab0
HYIOTY, iX peakilig Mo¥Ke IIOPYIITyBaTUCH.

3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHS Ipyaaio

BaeimHicmb



JIikapchbKu# 3acid IpOTUIIOKA3aHO 3aCTOCOBYBATHU BariTHUM abo XKiHKaM, sKi
IJIaHYIOTh 3aBariTHiTH. AKII0 i Yyac niKyBaHHS UM 3aCO00M IIiATBEPHAXKYETHCS
BariTHICTh, MOT0 3aCTOCYBaHHS HEOOXifHO HeralHO IPUNUHUTHU i 3aMiHUTH iHIIIUM
JIiIKapChKUM 3ac000M, IO3BOJIEHUM [0 3aCTOCYBaHHS BariTHUM.

INaHi emimeMionoriyHMX AOCITiAXKEeHb PU3HUKY TEPaTOTE€HHOCTI ITiCJI €KCIIO3UIIil
inridiTopiB AII® mpOTSATOM MEPIIOTO0 TPUMECTPY BariTHOCTI He OyIU TEePEKOHTIUBUMU;
IIpOTe HeBeJIMKe 3POCTaHHSA PU3UKY BUKJIIOUATU He MOXKHa. Xo4a [OaHi
KOHTPOJIbOBAHUX €NifeMioJIOTiYHUX OOCHIiAXKEeHb aHTaroHiCTiB pelenTopiB
anrioten3uny II (APAII) BigcyTHi, momiOHUM PU3UK MOXKe BUHUKATHU ITPU 3aCTOCyBaHHI
IpernaparTiB IIbOT'0O KJIacy.

Excnosunia APAII B mpyromy 1 TpeTbOMY TPUMECTPI, SIK BiOMO, YUHUTH TOKCUYHY Hi0
Ha IJIiJ y JTIOQUHU (3HUKEHHS HUPKOBO1 QYHKIIil, OJIirorifpaMHioH, 3aTpUMKa
ocudikarlil KiCTOK 4yepena) Ta HOBOHAPOAXKEHOTI0 (HUPKOBa HEOCTATHICTh,
apTepianbHa rinoTeH3is, rinepKaieMis).

Axmio APAII 3acToCcoByBaiu IIOYUHAKYM 3 OPYTrOro TPUMECTPY BariTHOCTI,
PEKOMEHYETHCS YIbTPa3ByKOBE NOCIHiIXKEeHHSI HUPKOBOI (DYHKIIil Ta KiCTOK dyeperia
miopa.

HeMmoBnsTa, maTepi sikux nputimanu APAII, moBuHHI nepebyBaTH IIif peTeENTbHUM
HarjsaoM IIIOA0 PO3BUTKY apTepiabHOL TilMOTEeH3il.

ITepiod 200yB8aHHA 2py00t0

Awmrnogunia BUBOAUTHCS B TPyAHE MOJIOKO. YacTKa MaTEpPUHCHKOI 1031, OTPUMAaHOI
HEMOBJISIM, OLIIHIOETHCS 3 IHTEPKBAPTUIIBHUM [iania3oHOM 3-7%, MakcumyM 15%.
BrnuB aMIoouIiiHy Ha HEMOBJISIT HEBIIOMUM.

OckinpKu iH(OpMallisa IPo 3aCTOCyBaHHA IIpenapaTty Ekcdopxk y nepion rogyBaHHS
TPYOOIO BiICYyTHS, IpelapaT He peKOMEHOYEThCSI 3aCTOCOBYBATHU B Iepiof rogyBaHHSI
rpynnio; 6akaHo 3aCTOCOBYBATH aJlbT€PHATUBHI IIpernapaTy 3 BUBYEHUM npodinem
Oe3reku, 0CoOIMBO B pa3i rogyBaHHS I'PyAAI0 HOBOHAPOOKEeHUX a00 HeJOHOIIIEHUX
oiTen.

depmuabHiCcmMb
KriniuHi gocnigKeHHS BIJIMBY Ha (PEePTUIBHICTE HE IIPOBOOUIINCS.

Barncapran

BancapTaH He cripu4YuHSIB HeOakKaHUX peakliiii 3 00Ky penpoayKTUBHOI CUCTEMHU Y
caMIIiB Ta CaMOK IIypiB IIpu HepopaJbHOMY 3aCTOCyBaHHi y go3ax go 200 Mr/kr Ha
noOy. laHa mo3a y 6 pasiB mepeBUIyE MaKCUMaJIbHYy peKOMEeHOOBaHy A03y OJIA



JIIOOWHU y IIepepaxyHKy Ha Mr/M2 (y po3paxyHKaxX BUKOPHUCTOBYBasnacs go3a 320 Mr Ha
noOy IJIsi IIePOPaJIbHOT0 IIPUNOMY ITAIliEHTOM 3 Macolo Tina 60 Kr).

AMnogunix

Y mesiKux Malli€HTIB, AKi IPOXOOUIHU JIiIKyBaHHS OJI0KaTOpaMH KalbIliEBUX KaHAJIIB,
MMOBITOMJISIJIOCS PO BUNAAKU 000POTHUX OiOXiMiYHMX 3MiH y TOIiBKax CIiepMaTO301diB.
KriHiyHMX gaHuX 3 IIPUBOAY BILJIMBY aMJIOOUITIHY Ha PEepTUIBHICTh HEOOCTATHLO. B
OOHOMY 3 HOCIIiI?)KeHb Ha HIypax Oyu BUsBJIeHi HeOaxKaHi peakilii 3 00Ky
dbepTUNIBHOCTI caMIIiB.

Cmocid 3acTocyBaHHs Ta I03H

INamieHTH, y IKUX apTepialbHUM TUCK HeafeKBaTHO PEeryIieEThCS MOHOIIpenapaTaMu
aMmoauniny abo BajcapTaHy, MOXKYTh OyTHU IlepeBeeHi Ha KOMOiHOBaHY Teparliio
npemnapatoM Ekchopk. PekomeHmoBaHa mo3a - 1 Tabnetka Ha mo0y. TabneTku
Excdopk MoXHa IpUuMMaTH He3aJlexKHO Bif npuiioMy ixKi. PeKoMeHOy€eThCS MpUiMaTH
Excdopxk, 3anuBar0du MOTr0 HEBEIUKOIO KiJIbKiCTIO BOOHU.

[TarieHTiB, 1K1 3aCTOCOBYIOTH BajicapTaH 1 aMJIOOUIIIH OKPEeMO, MOXKHa IIepeBeCTU Ha
Excdopxk, sKUM MICTUTB Ti K caMi 1031 KOMIIOHEHTIB.

[Tepen mepexogoMm Ha KoMOiHalifo piKCOBaHUX J03 PEKOMEHOYEThHCSA iHOUBIOyaIbHUN
migOip mo3u 3 KOMIOHeHTaMu (TOOTO aMJIOOUITIHY i BajicapTaHy). Y pasi KiiHiuHOl
HeOoOXigHOCTi MOXKHa PO3TJISHYTU MOXKJIMBICTh Oe3mocepenHbOl 3aMiHM MOHOTeparrii
Ha KoMOiHailito 3 GiKkCOBaHUMU H03aMHU.

MaxkcuMarsnbHa nob6oBa go3a - 1 tabnetka Exkcdopxy 5 mr/80 mr a6o 1 TabrneTka
Excdhopxky

5 mr/160 mr, a6o 1 tabnetrka Exchopxky 10 mr/160 Mr (MakcUMaJIbHO OONYCTUMI 03U
KOMIIOHEHTIB mpenaparty - 10 Mr 3a BMicToM amnonuIiiny, 320 Mr 3a BMiCTOM
BaJjicapTaHy).

I103yBaHHS OJIsI OKPEMUX I'PVII HAIlI€HTIB

INopyweHHsA ¢pyHKUITI HUDOK

Hemae mocTynHUX KITIHIYHMX JaHUX IIONO0 3aCTOCYBaHHS Malli€eHTaM 3 TAXKKUMU
NOPYILIEHHAMU (PYHKII1 HUPOK.

[MamieHTaM 3 TTOPYIIeHHSIMHY QYHKIII HUPOK J1eTrKOoro abo MOMipHOTO CTYIIeHS TSXKKOCTI
KOPEKIIis J034 He moTpiOHa. Y MallieHTiB 3 MOpyIIeHHSIMU QYHKITiIl HUPOK MOMipHOTO
CTyIIeHs PEKOMEHIYEThCA KOHTPOJIIOBATH PiBHI KaJlilo 1 KpeaTUHIHY B KPOBI.



CynyTHe 3acTocyBaHHS EKCOpPXKY 3 aiCKipeHOM IIPOTUIIOKA3aHo MalliEeHTaM 3
nopyumeHHAMHA QyHKIIil HUPOK (IHIK® < 60 Mmr/xB/1,73 mM2).

Ilykposuil 0iabem

CynyTHe 3acTocyBaHHSA EKCOpPXKY 3 aliCKipeHOM NPOTUIOKa3aHO HallieHTaM 3
IIYKPOBUM HiabeToM.

ITopyweHHsAa ¢pyHKUiIl neviHKu

[Ipenapat ExchopK NpOTUIIOKA3aHUN MAlliEHTaM 3 TSXKKHMU IIOPYIIeHHAMU (QYHKITi1
IIEeYiHKHU.

3 obepexkHiCcTIO citifg 3acTocoByBaTu EKChOpK mallieHTaM 3 NOPYLUIeHHIMU QYHKIIil
MediHKM ab0 OOCTPYKTUBHUMHU 3aXBOPIOBAHHSAMH KOBYHUX HIJIAXiB. [IJI MaIli€HTIB 3
MMOPYIIEeHHSAMHU PYHKII1 IeYiHKU JIETKOT0 ab0 ITOMipHOTO CTyIeHs 0e3 XoilecTta3y
MaKcHuMallbHa peKOMeHOOBaHa [03a CTaHOBUTH 80 MT BajicapTaHy.

PexkomeHnparil 3 ;Oo3yBaHHS aMJIOOUITIHY OIS NAILi€HTIB 3 JIETKUM YU IIOMipHUM
MMOpYyIIeHHSIM GYHKIII TediHKu He po3pobsieHi. [Ipu nepeBemeHHi TaKUX MalIliEHTIB 3
apTepianbHOIO rinepTeH3ielo (OuB. po3min «ITokazaHHS») i MOpyIIeHHSIM QyHKITi1
MMe4diHKY Ha amnonunid abo Exkchopzk HeoOXigHO Mpu3HavYaTy HaWMEHIIy 3
PEKOMEHO0BAHUX 103 aMJIOOUIIiIHY B MOHOTepamnii abo y ckiaai KomOiHOoBaHOI Teparrii.

ITauienmu aimHvo020 BiKy (8iKom 8i0 65 pokias)
II71s1 MiTHIX IalieHTiB peKOMEHAO0BaHi 3BUYalrHi JO30Bi CXEMHU.

Cnig moTpuMyBaTuCs 00epPeXXHOCTI IpHU MiABUIIIEeHH] [03HU ITpelapaTy IallieHTam
JIITHBOT O BIKY.

IIpu nepeBegeHHi TaKUX MAlli€EHTIB 3 apTepiaabHOIO TillepTeH3ielo (QUB. PO3din
«IToka3aHHS») i mopyIIeHHIM QYHKIII TeviHky Ha aMmimoaunid abo Exkcdopxk
HeoOXigHO MpU3HAYATH HAUMEHIITy 3 PeKOMEeHIOBaHUX 103 aMJIOOUIiHY B MOHOTepaIrii
abo y cknani KoMOiHOBaHOI Teparrii.

ITediampuyHa nonyaauisa

Besneka Ta epeKTUBHICTH 3acToCcyBaHHS EKCcopxKy OiTam (BikoMm mo 18 pokiB) He
pocriaxeHi. IlaHl BifCyTHI.

itk

[MocnigkeHH JTIKyBaHHS IIUM IIpenapaToM fiTeu (BikoMm o 18 pokiB) He IPOBOAUIIOCH.
Tomy mo oTpuMaHHS OinbIll TOBHOI iHpopMailil Ekcdopk He peKOMeHOy€EThCS



3aCTOCOBYBAaTHU [Jis JIIKYBaHHSA OITEU.
Ilepeno3yBaHHsA

Cumnmomu

I[loTenep BimcyTHil AOCBifg nmepeno3yBaHHsa Ekchopky. OCHOBHUM CHMIITOMOM
nepeno3yBaHHS BaJicCapTaHy, KMOBIPHO, € BUpaXeHa apTepiajibHa rimoTeH3id i3
3armaMopodYeHHAM. [lepeqo3yBaHHSA aMJIOOUIIIHY MOKe IPU3BECTU IO HApPOCTar4o1
nepudepudHOl Ba3doguaraliil i, UMOBipHO, OO0 pedrneKkTopHOl Taxikaphil. [ToBimomnsanu
PO 3HAYHY i IIOTEHIINHO NPOJIOHTOBaHY CUCTEMHY TiIOTEH3il0, aX OO0 MIOKY i
JIeTaJILHOI'O HACIIIOKY.

JIikyBaHHA

AK110 mpenapaTt NPUWHATO HEIlOJaBHO, CIil BUKIUKaATH OJII0BaHHS ab0 MPOMUTH
IIJIYHOK. BCMOKTYBaHHS aMJIOOUIIIHY 3HAYHO 3HUXKYETHCS IIPU 3aCTOCYBaHHI
aKTUBOBAHOTO BYTiJI/Is Bimpa3y 2K a00 BIIPOOBK ABOX TOOUH MiCIISI IIPUNOMY
aMJIOQUIIIHY.

Krni"iyHO 3Hauyllla apTepiajibHa IiI0oTeH3isd, CIpUYNHEHa [Iepefo3yBaHHAM
ExcdopKy, BUMara€e akTUBHOI HiATPUMKM CTaHY CEPILEBO-CYIUHHOI CUCTEMH,
BKJIIOUAIO4Y¥ YaCTUU KOHTPOJIb CEPIIEBOl i AUXanbHOl PyHKITiH, IMiANOM KiHI[IBOK, yBaru
0o 006'eMy UPKYJIIOI0YO] PiAUHY i cedoBUNyCKaHHSA. [17151 BITHOBIIEHHS CYOUHHOT O
TOHYCY 1 apTepialbHOT0 TUCKY MOXKHAa 3aCTOCYBaTU CyOAWHO3BYXKYyBaJIbHUU IIpenapaT
IIpHY BiACYTHOCTI IPOTUIIOKa3aHb AJIs UOT0 3aCTOCYBaHH. [Ipu CTiMKOMY 3HUXKEHHI
apTepiaIbHOTO TUCKY, IKEe € HacCIigKoM OJIOKaau KaJblliEBUX KaHalliB, MOXe OyTHu
OOLIbHUM BHYTPIIIHLOBEHHE BBEOEHHS KaJIbIlif0 IJIIOKOHATY.

BuBepneHnHs BajicapTaHy 1 aMJIOOUIIIHY 3@ JOIIOMOT 00 reMofiani3y MajJlOuMOBIPHO.
IToG6iuni peakii

Bes3neka Exchopxky Oysa olLiHeHa y XoAi 5 KOHTPOJIbOBAHUX KITIHIYHUX JOCIIiAXKEHb 3a
y4dacTio 5175 marienTiB, 2613 3 IKUX OTpUMYyBau BajicapTaH y KoMOiHallii 3
amioguminoM. [Tob6iuHi peaxkirii, 1110 cmocTepiranucs HanbinbIT yacTo abo OyIu
3HAYHUMHU YU TSIXKKUMU: Ha30(papUHTITH, TPUII, TillepYyTIUBiCTh, TOJIOBHUM Oinb,
HENPUTOMHICTh, OPTOCTAaTUYHA TilIOTEeH3isl, HAOPsSKYU, HAOPSIKU M’ IKUX TKaHUH,
HaOpsKu oOnuuys, neprudepuyHi HaOpPsiKY, ITiABUINleHa BTOMIIOBAHICTDh, TOYEPBOHIHHS
0067IMYYs, aCTeHisI Ta IPUIIIIUBU.

[Tpu o1iHIOBaHHI YaCTOTU BUHUKHEHHS MMOOIYHUX peaklliii BUKOPUCTAHO TaKi KpUTepii:
ayxke 4dacTto (=1/10); gacto (=1/100, <1/10); HewacTo (=1/1000, <1/100); pigko



(=1/10 000, <1/1000); omyxe pioko (<1/10 000); HeBigoMO (9YacTOTy He MOXKHa

OILIIHUTH 3a HAasIBHUMHU OAHUMH).

Kmnac cucremu , , YacTtoTa
) [TobGiuHa peaxiris )
opraHiB MedDRA Excdopx|AMmnogunia|Bancapran
L .. |Hazodapusrit YacTo --
IHdekKI1il Ta iHBa3il
['pum Yacto -- --
3HUXKEHHS PiBHS
remorsobiny i -- - Hesigomo
ITopyuieHHs 3 Goky | SMATOKDUTY
; . . Hyxe
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* B 0CHOBHOMY IIOB’SI3aHO 3 X0JIECTA30M.

IMomaTkoBa iHdopMalia 1mono KoMOiHaIril

[Tepudepuunuii HaOpPsK, BigomMuil mobiyHUM ePeKT aMJIOOUITIHY, Y MAIli€HTIB, AKi
3aCcTOCOBYBaJid KOMOiHaIlif0o aMJIOUITiH/BaJicapTaH, B LiJIOMy Bil3Ha4YaBCs 3 MEHIIIOIO
4aCTOTOIO, HiK Ha TJIi 3aCTOCYBaHHS aMJIOQUIIIHY OKpPeMO. Y X0l ITPOBegeHHS
HOABIMHUX CIIIMIUX KOHTPOJIbOBAaHUX KITIHIYHUX OOCIIIAXKEHb CEpegHs YacToTa
nepudepuyHoro HabpPsSKy, PiBHOMIpPHO po3moilieHa B YChOMY iHTepBali [o3,
ctaHoBuna 5,1 % mnst komOiHallil aMIoguITiHy/BajicapTaHy.

ITomaTkoBa iHdoOpMallisi 100 KOMIIOHEHTIB IIpernapary

HebaxaHi peaxkiiil, 110 paHillle Bif3Ha4aJuCcs IPU 3aCTOCYBaHHI OOHOTO 3
KOMIIOHEHTIB IIpemnapary (amaoguIiny abo BajicapTaHy), MOXYTh TaKOXK BUHUKATH i
IIpU 3aCTOCyBaHHi npenapaTty Excdopzk, HaBiTh SKIIIO BOHU He Oynu BimMideHi y xomi
IIPOBEMIeHHS KIiHIiYHMX MOCIIiIXKeHb a00 B MOCTMapKeTUHI OB Iepiof.

AMnogunixa

YacTto
COHIUBICTD, 3allaMOPOYEHHS, BiTUyTTs ceplebuTTs, abmoMiHanbHUM 6inb, HYOOTA,
IIPUITYXJIICTD B OiJIAHIL INUKOJIOTKHY.

HeuacTto

Be3coHHs, 3MiHM HACTPOIO (BKJII0UAIO4YU 3aHEIIOKOEHHS), Jelpecisa, TpeMop,
OUCTeB3is, HEIPUTOMHICTB, TillecTe3isl, MOPYLIeHHS 30pY (BKIII0YaUYX OUIIIOIIII0),
IIIyM B ByXaX, TilIOTeH3isi, OUCITHOE, PUHIT, OJII0BaHHS, MUCIIEICis, ajlomellis, Iypuypa,
3MiHa 3a0apBJIeHHs IIKipH, rineprigpo3, cBepbixK, eK3aHTeMa, Mianris, M’ sI30Bi
cymomu, 6inb, Ce4OBi OPYIIeHHs, 30iTbIIIEHHST YaCTOTH CEYOBUNYCKAHHS, iIMIIOTEHIIis,
rinekomMacTisi, 0i71b y TpyOHiM KIIiTLi, 3arajibHe He3OyKaHHs, 30i1bIIeHHs abo
3MEHIIIEHHS MacCH Tina.

Pigko
CryTaHiCTh CBiJOMOCTI.

HyXxe pigko

JIe¥KOIIUTOIIEeHisT, TDOMOOIIUTOIIEHIsI, aJlepTidHi peakliil, rinepriikeMis, TinepToHis,
nepudepryHa HeBponartis, iHpapKT MioKapaa, apuTMisa (BKiIo4daiouu OpaguKapmiio,
BEHTPUKYISPHY Taxikapmiio Ta ¢iOpunsilito mepeacepab), BaCKyJIiT, TaHKPeaTHT,



TaCTPUT, Tilepnsasisa gsCeH, TenaTUT, KOBTSHUILIA, TTiABUILEHHS PiBHIB (DepPMEHTIB
MMe4YiHKM, 3a3BUYall MOB’sI3aHe 3 X0JIeCTa30M, aHTiIOHEBPOTUYHUY HaOPSIK,
MyNIbTU(OPMHA epuTeMa, KPOIUB' SHKA, eKCPOTiaTUBHUMN OJepMaTUT, CHHAPOM
CriBeHca - [I>)koHCOHa, HaOpsaK KBiHKe, (OTOYYTIUBICTb.

Hesigomo
TokCcUYHUU emnifepMaIbHUN HEKPOJIi3

Big3Hayanucsa okpeMi BUIIaKU eKCTpalipaMigHOr0 CUHOPOMY.

BarncapraH

Huxue3a3HadyeHi JOOATKOBI MO0iIUHI gABUIlA Bif3HaYa/JIX B XOOi KJIIHIYHUX
BUNIpOoOyBaHb IPU MOHOTEpPAIIil BaJicapTaHOM He3aJIe?KHO Biff TPUYUHHO-HACIiTKOBOT O
3B'AA3Ky 3 IIpemnapaToM, 110 BUBYAETHCH.

HeBigomo

3HUXKEHHS PiBHSA reMOoryio0iHy, 3HU2KEeHHS PiBHS reMaTOKPHUTY, HEUTPOIIEHis,
TPOMOOIIMTONEHis, IiABUINEHHS PiBHS KaJlilo B CUPOBATII KPOBi, MiIBUIIIEHHS
3HAYEeHHS MMeYiHKOBUX P00, Y TOMY YMCJIi KOHIIeHTpallil 6inipy6iHy B cupoBaTIli KPOBI,
HUPKOBa HEJOCTATHICTh i MOPYIIEHHS HUPKOBUX (DYHKIIIM, HiABUIIIEeHHS PiBHA
KpeaTUHiHy B CUPOBATIII KPOBi, aHTIOHEBPOTUYHUM HAOPSK, Mianris, BacKyJIiT, peakilil
rinepyyTJINBOCTI, y TOMY YMCJIi CHpOBaTKOBa XBopoOa.

TepMmin npuagaTHOCTI

3 POKH.

VYMmoBHu 30epiranHs

30epiratu nipu Temnepatypi He Bunle 30 °C, B opuriHajbHil yIIaKOBIli, B 3aXUII€HOMY
Bifl BOJIOTY, HEOOCTYIIHOMY OJIs OiTeW MicCIii.

VYnakoBka
ITo 14 TabneTok y 65icTepi; mo 1 abo mo 2 6icTepu B KOPOOIIi.
Karteropis Bignycky

3a peLenTom.



BupoOHUK
HosapTtic ®apmacsioTuka C.A., IcmaHis.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaKeHHsI
OistIbHOCTI

Ponma ge CanTa Mapist 158, 08210 Bap6epa menw Bannec, bapcesnona, Icmanis.
[Ixepesno iHCTPYyKIil

[HCTpPYKIIito TiKapChKOTro 3aco0y B3sTO 3 o(illiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapCchbKHX 3aco0iB YKpailHu.
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