IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Tenpimin

(Teldipin®)

Cknao:
0itoui pe4o8uHU: TeIMicapTaH, aMIOOUIIiH;

1 tabnetka mMictTuTh 40 Mr TenMicapTaHy Ta 5 MI' aMJIOAUIIIHY (Y BUTJIAML aMIoauiiny OecusnaTy) a6o
40 mr Tenmicaprany Ta 10 Mr amnoguniny (y BUrIAni amnoguniny 6ecunaty), abo 80 mr
TeJIMicapTaHy Ta 5 MI aMJIoguIiHy (y BUTAmi ammoguniny 6ecunarty), abo 80 mr tenmicaptany ta 10
MT aMJIOIUITIHY (y BUTJISAI aMJIOOUIIiHY 6ecumnary);

0onoMidCHI pe4osuHU: METIIIOMiH, HaTpito rimpokcup, moBimoH K30, makTo3u MoHOTrigpaT, copOiT
(E 420), 3amiza okcup xoBtuid (E 172), MarHito cTeapart, HaTpito cTeapundymapar, MaHit (E 421),
KPEMHiI0 TiOKCH[ KONOigHWMi 6e3BOMHUM, KUCIIOTa CTeapUHOBA.

Jlikapceka hopma. TabmeTKH.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

TendiniH, mabaemxku no 40 m2/5 M2: oBabHi, 371eTKa ABOOMIYKIIi, IBOIIAPOBi TabIeTKH, 3 OMHOT0 OOKY
KOPHUYHIOBATO-2KOBTOT'0 KOJILOPY, MapMYypOBi, 3 iH1Ioro 60Ky - Bif 6i10ro mo Maiixke 6ioro Kompopy 3
rpasitoBaHHSIM K3;

Tendinin, mabaemku no 40 me/10 me: OBaJIbHi, 37IeTKa ABOOIYKIIi, IBOIIAPOBi TabIeTKH, 3
OIHOT'0 00Ky KOPUYHIOBATO-KOBTOI'0 KOJTHOPY, MAapMYpPOBi, 3 iHIoro 60Ky - Big 6imoro mo
Maiike 6i/10ro Konbopy 3 IrpaBifoBaHHSIM K2;

Tendinin, mabaemku no 80 me/5 m2: OBaJIbHi, 371eTKa IBOOMIYKJIi, ABOIIAPOBi TaONIETKH, 3 OOGHOTO
00Ky KOPUYHIOBATO-)KOBTOT'0 KOJILOPY, MapMypOBi, 3 iHIIOT0 OOKY - Bif 0iforo mo Malixke
6ioro KomILopy;

Tendinin, mabaemku no 80 me/10 me: OBaJIbHi, 37IeTKa ABOOIYKIIi, JBOIIAPOBi TabIeTKH, 3
OoflHOT'0 00Ky KOPUYHIOBATO-KOBTOI'0 KOTHOPY, MapMYypOBi, 3 iHIoro 60Ky - Big 6imoro mo
Maiixke 0inoro Konbopy 3 rpasitoBaHHsM K1.

®apMakoTepaneBTUYHa rpyna. [Ipenapary, 1m0 gif0Th Ha PEHIH-aHTIOTEH3UHOBY CUCTEMY.
AuTaronictu a"rioten3uny Il Ta 6;10KaTOpX KasnblieBUX KaHasiB. TelMicapTaH Ta aMJIOAUIIIH.

Kogn ATX C09D B04.



dPapmaKo102iuHi e1acmueocmi.
dPapmakoduHamika.
TeamicapmaH

Mexani3M mii

Tenwmicapras - cenudiyauy Ta eheKTUBHIYN aHTATOHICT penenTopiB aHrioTeH3uny 11 (Tunm AT,).
Tenmicapras 3 gye BUCOKOIO CIIOPIAHEHICTIO 3aMillye aHrioTeH3uH [l y MicIx #oro 3B'13yBaHHSA Ha
petnentopax cyotuny AT,, sKi BiAoBimai0Th 3a aKTUBHICTh aHTi0TeH3UHY II. TenMicapTaH He BUSBIISE
Oymb-sIKOTO YaCTKOBOTO arOHiCTUYHOTO BIIUBY Ha AT,-penientop. TenMicapTan celeKTHBHO 3B’ I3ye€
AT,-peuentop. 3B'23yBaHHS € JOBrOTpUBaIUM. TenMicapTaH He BUSBIIS€ CIOPIJHEHOCT] 3 IHIIUMU
peuentopamy, BKiItodaouu AT, Ta iHwi, MeHII BuBYeHI AT-penentopu. PyHKI[iOHAIBHA POJIb LIUX
pelLenTopiB HeBioMa, SIK HeBiToMUM e(eKT 1X MOXK/INBOTO «HaICTUMYJIIOBaHHA» aHTi0TeH3nHOM II,
PiBeHb AKOTO MiABUIIYETHCSA IIif BIJIMBOM TelIMicapTaHy. TenMicapTaH 3HUXKYE PiBHI aJIbIOCTEPOHY Y
na3Mi Kposi. TenmicaptaH He iHTiOye peHiH y m1a3Mi KpoBi niofuHy, He 6JI0KYE i0OHHI KaHaH.
TenmicapraH He iHTi0y€e aHTiOTEH3WHIIEPETBOPIOBANIbHUM eH3UM (KiHiHa3a II), eH3uM, 110 TaK0XK
pyiinye OpapukiHiH. ToMy He CHif 049iKyBaTu NOTeHIIiI0BaHHS M0GiYHUX e(eKTiB, 0II0CEPEeIKOBaHUX
OpapuKiHiHOM.

Y moguHY TenmicapTaH y 1o3i 80 Mr Malizke IOBHICTIO iHTiOy€e MiABUILIEHHS apTePialbHOTO THUCKY,
CIpuYMHEeHOoro aHrioTeH3uHoM II. Brokyrounii epekT 36epiraeTscst mpoTsirom 24 roguH i
3aJIMIIAETHCS BiIUYTHUM [0 48 ronuH.

Kniniyna ebekTHBHICT Ta 6e3meka

JIikyBaHHS eCeHIlialIbHOI TinepTeH3il

[Ticns mepimoi [o3u TeIMicapTaHy aHTUTiIIePTeH3WBHA aKTUBHICTh IIOCTYIIOBO MIPOSIBIISIETHCS
IpoTATroM 3 roguH. MakcuMasibHe 3HUKEHHS apTepiaJbHOT0 TUCKY AOCATAEThCA yepe3 4-8 TUXKHIB
Bifl TOYaTKy JIiKyBaHHS Ta MiATPUMYETHCS IIPU AOBCOTPUBAJIN Tepatil.

AHTHTIIEDPTEH3UBHUY €(EKT yTPUMYETHCS MOCTIMHO IPOTATOM 24 TOOUH Micyd IPUoMy Ipenapary,
BKJIIOYAIOYX OCTaHHi 4 TOOUHY Iepeq HaCTYIIHUM IPUIHOMOM, 110 HMiATBEPAXKeHO Ipu aMOy1aTOpHOMY
MOHITOPUHTY apTepianbHOro TUCKY. Lle 6yIo minTBepAkKEHO CIIiBBiTHOIIEHHSM ITIOKAa3HUKIB
3HUKEHHS apTepiaTbHOr0 TUCKY Ilepel IPUIOMOM HACTYIIHOI 03U Ta MaKCUMa/IbHOTO 3HUKEHHSI
apTepianbHOTO TUCKY, IO CTaHOBUTH Oinbiie HiX 80 % nicnsa npuiiomy 40 ta 80 Mr TenMicapTany y
XO0[i m1ane60-KOHTPOIbOBaHUX KIIHIYHUX AOCTiAXKeHb. ICHye 0ueBUOHUY B3a€EMO3B 130K J03U Ta
Yacy 0O BiAHOBJIEHHS IOYATKOBOT'O CUCTOJIIYHOIO TUCKY KPOBi. AHAJIOTIYHI faHi IO0A0 AiaCTOIiYHOT O
TUCKY KPOBi € Cyllepe4IuBUMU.

Y XBopuX Ha apTepianbHY TilIePTEH3ii0 TeIMicapTaH 3HUXKYE K CUCTOJIIYHUM, TakK i AiaCTOMIYHUN
TUCK 0€e3 BIUIMBY Ha YaCTOTY IYJIbCY. BIIuUB OiypeTHYHOro Ta HaTPilypeTuyHoro eGeKTy Ipenapary
Ha MOT0 TinOTEeH3UBHY Ail0 Ha ChOTOAHI He BU3HaYeHUU. AHTUTIIepTEeH3UBHA e(PEeKTHUBHICTh
TelMicapTaHy IIOPiBHSHHA 3 e(eKTUBHICTIO IIpenapariB, 110 HajlexkaTh [0 iHIIKUX K1acCiB
AQHTUTINIEePTEH3UBHUX JTiKapPChKUX 3aC00iB (IIPOIEMOHCTPOBAHO KITIHIYHUMHU [OCITiIXKEHHSIMHI
MIOPIBHAHHS TeIMicapTaHy 3 aMJIOOUIIIHOM, aTE€HOI0/I0M, eHalallpPujIoM, TigpoXI0poTia3uaoM Ta
JIi3WHOIIPUIIOM).



[Tpu panToBOMY IPUNIKMHEHHI JTIKyBaHHS TeJIMiCapTaHOM apTepialbHUM TUCK ITOCTYIIOBO IPOTITOM
KiJTbKOX [IHiB ITOBEPTAETHCS [0 MTapaMeTPiB, sIKi CrrocTepiramucs mo JiKyBaHHS, 6€3 CHHIPOMY
BigMiHU.

[Tig 4yac KITiHIYHUX OOCTigXKeHb, Y IKUX IOPiBHIOBA/IM [Ba aHTUTINEePTEH3UBHI IIperapaTy, 4acToTa
TIOSIBY CYXOTO KaITio 0yjla 3HaYHO HUKYOIO Y MAIli€eHTIB, SKi MpuiMany TeaMicapTaH, HiX y
TallieHTiB, sIKi oTpuMyBainu inridiTopu AIIO.

ITonepedaceHHA cepy,e80-cCyOUHHUX 3aXB0PHBAHb

Y mocnigxenHi ONTARGET (I0TOYHOTO MiXKHAPOZHOTO NOCTIAKEHHS 3aCTOCYBaHHS TeIMicapTaHy
CaMOCTiHO Ta B KOMOiHallil 3 paMinpuioM) mMOpiBHIOBAJIK BIIJIUB TeJIMicapTaHy, paMilnpuiy Ta
kKoMOiHallii TenMicapTaH/paMinpuil Ha pe3yabTaTH JIiKyBaHHS CEPIIEBO-CYIUHHUX 3aXBOPIOBAHb

y 25620 matrieHTiB BiKOM Biff 55 POKiB 3 imemigH0i0 XBOp000I0 CEPIS, iIHCYIHTOM, TPAaH3UTOPHOIO
ilmemMiyHOI0 aTaK0l0, 3aXBOPIOBAHHAM NepudepryHUX apTepiii B aHaMHe3i abo giabetowm II Tumy, 1o
CYTIPOBOIXKYETHCS ypaKeHHSIMU OpraHiB-MillleHed (HalpuKiag PeTUHOIATIED, TinepTpodieto JI1iBOT0O
IIJTYHOYKA, MAaKpPO- YU MiKpoansOyMminypiero). 1i marieHTy Hamexkanu g0 TPYIH PU3UKY PO3BUTKY
CepLeBO-CYAUHHUX 3aXBOPIOBAHbD.

[TarmieHTiB paHgOMi3yBany B OOHY 3 TAKUX TPHOX I'PYII JIiKyBaHHA: TenmicapTaH, 80 mMr (n = 8542),
paminpun, 10 mr (n = 8576), kombiHallis Tenmicaprany, 80 Mr ta paminpumny, 10 mr (n = 8502).
CepenHs TpUBAJICTh CIOCTEPEKEHHS CTaHOBUIA 4,5 POKY.

EdekT TenMicapTany 6yB aHaNoriYHu# 00 ePeKTy paMilpuily II0[0 3HUKEHHS ITepPBUHHOI
KoMOiHOBaHOI KiHIIeBOi TOYKM BiTHOCHO CepIeBOl cMepTi, iHpapKTy Miokapaa 6e3 jieTaaTbHOTO
HaCJigKYy, iHCynbTy 6e3 JIeTaqbHOTO HACIigKy abo rocmitamisallii 3 IpUBOAY 3aCTiltHOI cepIiieBol
HeJ0CTaTHOCTI. YacToTa MepBHHHOI KiHIIeBOI TouKH Oyia momiOHOw y rpymi Tenmicaprany (16,7 %) ta
paminpuny (16,5 %). CiiBBifHOIIIEHHS PU3UKIB [J1s TeJIMiCapTaHy IOPiBHAHO 3 PaMillpUIoOM
ctanoBuio 1,01 (97,5 % CI 0,93-1,10, p (BigcyTHicTs nepeBar) = 0,0019 npu rpaHuYHOMY 3Ha4YE€HHI
1,13). IToka3HUK JIeTaNbHOCTI 3 yCix npu4yuH cTaHoBuUB 11,6 % Ta 11,8 % BigmoBigHO [AJS MAIli€HTIB,
SKl OTPUMYBaJIM TeJIMiCapTaH Ta PaMillpuil.

TenmicapTaH 1mokasaB OJHAKOBY 3 paMinpuioM eQpeKTUBHICTh LII0J0 MOMlepefHbO BU3HAYEHO1
BTOPUHHOI KiHI[€BOI TOUKH (JIeTaJIbHOTO HACJIIKY, CIPUUYNHEHOTO CEepPLeBO-CYAUHHUM
3aXBOPIOBAHHAM, iHpapKTy MioKapaa 0e3 JIeTalbHOTO HACIAKY Ta iHCYNbTY 0€3 JTeTalbHOTO
Hacmigky) [0,99 (97,5 % CI 0,90-1,08), p (BimcyTHicTh mepesar) = 0,0004], mepBUHHOI KiHI[€BOI TOUYKH
y pedepentHomy gocuimxkenHi HOPE (The HeartOutcomes Prevention Evaluation Study), ske
BHBYAaJI0 ePEKT paMillpuiTy MOPiBHSHO 3 Mialie6o.

Y xomi mocnipxennss TRANSCEND martienTtu 3 HenepeHocuMicTio AII®-I 6ynmu paHmomi3oBaHi y rpymy
tenMicapTany 80 mMr (n = 2954) abo nnanebo (n = 2972), npudyoMy iHIIi KpUTEpPil BKIIOUEHHS OyIn
TakKuMHU X, 5K i B gocmigxenHi ONTARGET. O6uzBa mpemnapaTu 3aCTOCOBYBAaJIXA JOJATKOBO [0
CTaHOAPTHOTO JIiKyBaHHS.

Cepe[nHS TPUBAJICTh CIIOCTEPEKEHHS CTaHOBUIIA 4 pokHu i 8 Mics1iB. He 0yso BUSIBIEHO XKOTHOI
3HAUYMMOl Pi3HUII Y YaCTOTi MepBUHHOI KOMOIHOBaHOI KiHIIEBOl TOUKH (CeplieBa CMepPTh, iHPapKT
Miokappa 6e3 J1eTalbHOTO HACHiAKY, iHCynbT 6€3 IeTanbHOro Hacmigky abo rocmitamnizaris 3 mpuBoay
3acTiiHOl cepleBol HemocTaTHOCTI) [15,7 % nmnsa TenmicapTany Ta 17 % y rpyni mnane6o, BigHOCHUM
pusuk 0,92 (95 % CI 0,81-1,05, p = 0,22)]. IcHyIOTh OKa3u NepeBaru TejaMicapTaHy MOPIiBHSHO 3
nyane0o 1010 momepeaHbo BU3HAUYEHO0I BTOPUHHOI KOMOIHOBAHOI KiHIIEBOI TOYKH (CepIiieBa CMEPTH,
indapkT Miokappa 6e3 neTarbHOTr0 HACHiAKY Ta iHCYnbT 6e3 netanbHOro Hachiaky [0,87 (95 % CI
0,76-1,00, p = 0,048)]). BincyTHi moka3u mepeBaru 3a OKa3HUKOM JIETAJIbHOCTI Bifl CEpLIEBO-



CYOVHHUX 3aXBOPIOBaHb (BigHOCHUY pu3uk 1,03, 95 % CI 0,85-1,24).

[Tpo Kaenb Ta aHTIOHEBPOTUYHUYM HAOPSK MEHII YacCTO TOBIOMIISIIN MAlieHTH, SKi MpUiMaIn
TeJIMicapTaH, HiX MallieHTH, IKi IpUiMay paMinpui, Xo4a IIpo apTepiaabHy TimoTeH3iio Oi/IbIl
YacTO IOBIIOMJISIIU NIPU IPUUOMI TeMicapTaHy.

[ToenHaHHS TeIMicapTaHy Ta paMilpuiy He 3a0e3medunsno Kpauoro eeKTy IOpPiBHSIHO 3 PaMillpUIIOM
abo TenmMmicapTaHoM, sIKi 3acToCcOByBasiu okpeMo. I[Ipu kom6iHallii mpenapariB JeTanbHICTh Bif
CepleBO-CYAUHHUX 3aXBOPIOBAHD Ta JIETANIbHICTD 3 OyOb-KOI MpUYMHYU Oy BUIIUMHU y KiTbKiCHOMY
BimoOpaxenHi. OKpim TOro, 3adikcoBaHa 3HAYHO BUINA YaCTOTA BUHUKHEHHS TillepKasieMil, HUPKOBOI
HEeJOCTAaTHOCTI, apTepianbHOI TimoTeH3ii Ta 3a1aMopodeHb y rpymi KoMGiHOBAHOTO JIiKyBaHHS.
3BaXkalo4u Ha lie, A7I4 I1i€l MOMmyIslil 3acToCcyBaHHS KoMOiHalil TenMicapTaHy Ta paMinpuiy He
PEKOMEHIYEThCH.

Y xomi mocmigxKeHHS «[IpeBeHTUBHE JiKyBaHHS 3 METOI0 e(peKTUBHOTO 3am00iraHHs TOBTOPHOMY
incyneTy» (PROFESS) y nauienTis BikoM Bif 50 pOKiB, IKi HEIOAaBHO IepeHECTIH IHCY/IbT, YacCTille
PO3BUTOK CEIICUCY BimMidany Mpu 3aCTOCYBaHHi TeIMicapTaHy HopiBHSIHO 3 marebo, 0,70 % Ta
0,49 % BignmosigHo [RR 1,43 (moBipumi inTepBan 95 % 1,00-2,06)]; yacToTa Cencucy 3 1eTaabHUM
HacigkoM Oyjia BUILOIO y NallieHTiB, ki npuiiManu tenmicaprtas (0,33 %), IOpiBHSAHO 3 MallieHTaMH,
ski mpuiimanu mnate6o (0,16 %) [RR 2,07 (95 % mosipuuit inTepBan 1,14-3,76)].

BcranoBneHu# migBUILIEeHNY PiBeHb YaCTOTHU NIPOSBIB CEIICUCY HA TJIi IPUIAOMY TeJIMicapTaHy MOXKe
MaT¥ BUIIAJKOBUM XapakTep abo 3ayiexkaTH Bifi JOCi He BCTaHOBJIEHOTO MeXaHi3My.

Y OBOX BeNMUKUX paHOOMi30BaHUX KOHTPOnboBaHUX mochimxkeHHsIX (ONTARGET i VA NEPHRON-D
(mocnigxeHHA NiKyBaHHS AiabeTH4yHOI Hedponartii y mallieHTiB JIiTHLOTO BiKy)) BUBYAJIU
3acTocyBaHHs KoMbOiHanii inri6iTopiB AII® 3 6710KaTOpamMu pelenTopiB aHrioTeH3uny II.

Hocnigxenus ONTARGET npoBefeHo0 3a y4acTIO MMAIli€HTIB i3 CEpLeBO-CYOIMHHUMU Ta
11epeOpoBaCKyIIPHUMH 3aXBOPIOBaHHAMU a0 3 1yKpoBuM miabetom II Tumy 3 03HaKaMu ypazkeHHS
opraHis-mimeHnen. [Jocnigxenass VA NEPHRON-D npoBefieHo 3a y4acTiO IAIi€HTIB 3 yKPOBUM
niabetom II Tumy Ta miaGeTHyHOI HedpOMATIED.

LIi mocnimKeHHS He BUSBUIX MTOTYKHOTO IIO3UTUBHOTO BIIJIUBY Ha HUPKU Ta/ab0 CepleBO-CyOUHHY
CHCTEMY Ta 3MEeHIIeHHS JIeTalIbHOCTI, OQHAK CIIOCTePiraBCs MiABUIIEHUM PU3UK TillepKaieMil,
TOCTPOl HUPKOBOI HEJOCTATHOCTI Ta/abo rinmoTeHsil y IOpiBHSAHHI 3 MOHOTEpAIIi€10.

3 ornsiny Ha nomibHi papMakomrHaMiYHi BIAaCTUBOCTI 1i pe3yabTaTU TAKOXK 3aCTOCOBYIOTH i 10 iHIINUX
inribitopiB AII® Ta 610KaTOpiB pelenTopiB aHTioTeH3uHy II.

Takum umHOM, iHTiOiTOpU AII® Ta 6110KaTOPU pelenTopiB aHrioTeH3uHy II He CyIif 3aCTOCOBYBaTH
OJTHOYACHO MallieHTaM 3 giabeTUYHOI0 HedpomaTi€ero.

Hocnipxennuss ALTITUDE (3acTocyBaHHS alliCKipeHy maiieHTaM 3 IyKpoBuM fiabetom II Tumy

3 BUKOPHCTAHHAM KiHIIEBUX TOYOK 3aXBOPIOBaHb HUPOK Ta CEPIIEBO-CYIUHHOI CHCTEMHU)
BCTaHOBJII0BaJI0 KOPUCTH [OlaBaHHS a/liCKipeHy [0 CTaH#apTHOI Teparrii inribiTopamu ATI® abo
6;mokaTopaMu pelenTopiB aHrioreH3uny Il y namienTiB 3 nykpoBum giabetom II Tumy Ta XpoHiYHUMU
3aXBOPIOBAHHSIMH HUPOK YU CEPLEeBO-CYOUHHUMHU 3aXBOPIOBAaHHIMHU ab0 3 HasgBHICTIO 060X
3axBOpIOBaHb. [ocmigxkeHHs 6yI0 HOCTPOKOBO IIPUIIMHEHO Y 3B’SI3KY 3 MigBUIIEHUM PU3UKOM
PO3BUTKY HebOakKaHUX HaACIiAKIB.

JleTaspHi HACMIIOKY Y 3B’93KYy 3 CEPLIEBO-CYAUHHOIO HEOCTATHICTIO Ta IHCYJIbTOM 4YacTille



CIIOCTepiranuch y rpymi anmicKipeHy, HiX y rpymi mnaiebo, 5K i mobiyHi peakiril, y T. 4. CEpHO3Hi,
IIOB’513aHi i3 3aXBOPIOBAHHSMH (TinepKasieMis, apTepianbHa TimoTeH3id Ta NOPyIIeHHS QyHKIIil
HUPOK).

AmMao00uniH

AMriionutiH € iHri6iTOPOM ITOTOKY iOHIB Kasbliilo, 1110 HAJIEKUTh 00 TPYIU OUTiAPOIipUANHIB
(610KATOP MOBIMTBHUX KaTbIiEBUX KaHaTiB a00 aHTArOHICT i0HIB KaJbIlilo) Ta 6JI0Ky€E
TpaHCMeMOpaHHU MOTIK i0HIB KaJbllilo 00 KIITHH TJIafKUX M’s13iB MioKap/a Ta CyIuH.

MexaHi3M aHTUTINIEPTEH3UBHOI Ail aMJIOAUIIIHY 3yMOBJIEHUY MIPSIMOI0 PEeTaKCyI4oI0 [i€l0 Ha
rJIafKy MyCKynaTypy CyauH. TOUHUY MeXaHi3M, 3a JOIIOMOT 010 SKOT0 aMJIOAUIIIH 3MEHIIIY€E
IIPOSIBU CTEHOKap{il, MOBHICTIO He BU3HAUYEHNH, ajle aMJIOJUITIH 3MEHIIYE 3araibHy ilIeMio
HaBaHTaXXEHHS 3aBOIKU TaKUM [isIM:

- AMopgumiH po3MIKPIOE MepueprudHi apTepiony i TaKUM YMHOM 3HUXKYE 3arajlbHUN
nepudepuYHUil omip (mocTHaBaHTaxkeHH). OCKITbKY Y4acTOTa CepIeBUX CKOPOUYEHb HE
3MIHIOETHCS, 3HUKEHHS HaBaHTaXKEHHS Ha ceplie 3MeHIIye CII0KUBaHHS eHepril MioKapaoM
Ta ¥oro noTpedy y KUCHi.

- AmnopuimiH TaKO0XK YaCTKOBO CIPHSE PO3IMIMPEHHIO TOJIOBHMX KOPOHAPHUX apTepid Ta KOPOHAPHUX
apTepion SIK y He3MiHeHUX, TaK i B ilneMizoBaHuX 30HaxX Miokapaa. Taka gumaTalis 30inbIrye
HaAXOMKEHHS KMCHIO IO MiOKapha y XBOpPUX Ha Ba30CMaCTAYHY CTEHOKap/iio (CTeHOKapmis
[TpuniMeTana abo BapiaHTHA CTEHOKAPIis).

V marnieHTiB 3 apTepianbHOIO TimepTeH3iel MpuitoM aMJIOOUIIIHY OOUH pa3 Ha no0y 3abe3mneuye
KJIIHIYHO BUpaXeHe 3HUKEHHS apTepiajlbHOr0 TUCKY IIPOTAroM 24 TOOUH SIK Y MOJIOXKEHHI JiexXayl,
TaK i B IIOJIOKEHHI CTOSTYM. 3aBASIKH MTOBIIbHOMY II0OYATKY [il aMJIOAUIIIH He CIIPUYUHSE TOCTPOL
rinoTexail.

Y nmaruieHTiB 3i cTeHOKap/ielo MpHUOM aMJIONUIIIHY OfUH pa3 Ha AeHb 30i/blIye 3aranbHUM 4ac
¢GisnyHOTrO HaBaHTaXKeHHs, YaC 00 BUHUKHEHHS Hallafly CTeHOKapHil Ta 30i/blIye Yac 10 BUHUKHEHHS
nemnpecii cermeHnTy ST Ha 1 MM, 3HUXKY€E YaCTOTY HamnafiB CTeHOKapAil Ta 3MeHIye T0Tpeby v
3aCTOCYBaHHI HITPOTJIiLIEPUHY.

3 MpuiioMOM aMJIOAUIIIHYy He OB’ si3aHi Oyab-IKi HeraTuBHI MeTab0IiuHi MposaBy abo 3MiHU
PIBH JIiMIAIB y IJ1a3Mi KPOBi, TOMY MOT0 MOXKHAa 3aCTOCOBYBATHU ITallieHTaM 3 aCTMOIO,
IIyKPOBUM [iabeToM Ta IoAarporo.

[MamienTy 3 imemiyHo0 XxBopo6oio cepiisg (IXC)

EQeKTHUBHICTb aMIOUIIIHY Y 3anobiralHi KIiHiYHUM MOAisSM Y MAIliEHTIB 3 ilIeMigHO0I0
xBopo0Ooto cepus (IXC) Oyro o1iHEHO Y He3aleXKHOMY MYJIbTUIEHTPOBOMY PaHIOMi30BaHOMY
TIOAIBiMHO CIinmoMy Iaie00-KOHTPOIbOBaHOMY HociigxkeHHi CAMELOT 3a y4dacTio 1997
TAITiEHTIB (ITOPIBHSHHS aMJIONUIIIHY Ta €HAAIPUIIY Iog0 00MeXKeHHS BUIagKiB TPOMGO3Y).
[TpoTsirom 2 pokiB 663 MallieHTH MpuiMany aMiIonumil y go3i 5-10 Mr, 673 nallieHTyu npuriMaiu
eHananpun y go3i 10-20 Mr ta 655 nartrieHTiB npuitManu nnamne6o Y JOMOBHEHHS OO
CTaHOAPTHOI Teparii cTaTuHaMHu, B-0710KaTopaMu, AiypeTHKaMu Ta acmipuHoM. OCHOBHI
pe3ynbTaTu 3 e(eKTUBHOCTI HaBemeHo y Tabnuili 1. Pe3ynbTaTl CBiguaTh IPO TE, IO
TMiKyBaHHS aMJIOOUIiHOM OYJI0 TI0B’sI3aHO 3 MEHIIIOI0 KiJTbKIiCTIO BUMIAQAKIB rocmiTamizaiiii 3



IIPHMBOAY CTEHOKapil Ta olepalliil peBacKysgpu3allil y maiieHTis 3 IXC.

IToxa3uuku edekTuBHOCTI Y HocigKenHi CAMELOT

Taomuus 1

JacToTa KapIioBaCKy/IsIPHHX HONiH, KiIbKicTh (%)

AMJTIOIHITIH VS I/1anie0o

[loKa3HUKHU

AMITOTUIiH

[Tnane6o

Exananpumn

BigHOCHUY PU3UK
(95 % Cl)

P-3HAYEHHS

[TepsuHHA KiHUe8a
mouka

HebaxaHi
KapOioBaCKyISPHI MOAil

110 (16,6)

151 (23,1)

136 (20,0)

0,69 (0,54-0,88)

0,003

Okpemi ckaadosi
KopoHapHa
PeBacKyIApu3alisa
[ocmiTamnizatiil 3 TpuBOIYy
CTeHOKapHil
Heneranbauu iHQapKT
MioKapza

[HCynbT a00 TpaH3UTOPHA
inmeMiyHa aTaka
KappaioBacKyispHa
JIeTaIbHICTh
[ocmiTamnizatiil 3 TpuBOIYy
3aCTiHOI cepIieBoi
HeIOCTAaTHOCTI

3ynuHKa cepis 3
[TOAJIbIINM 3aIlyCKOM
Briepiie BUsABIIEH]
3aXBOPIOBAHHS
nepuepuyHUX CyIuH

78 (11,8)
51 (17,7)
14 (2,1)

6 (0,9)

5 (0,8)

3 (0,5)

103 (15,7)
84 (12,8)
19 (2,9)

12 (1,8)

2(0,3)

5 (0,8)

4 (0,6)

2(0,3)

95 (14,1)
86 (12,8)
11 (1,6)

8 (1,2)

5(0,7)

4 (0,6)

1(0,1)

8 (1,2)

0,73 (0,54-0,98)
0,58 (0,41-0,82)
0,73 (0,37-1,46)

0,50 (0,19-1,32)

2,46 (0,48-12,7)

0,59 (0,14-2,47)

2,6 (0,5-13,4)

0,03
0,002
0,37

0,15

0,27

0,46

0,04

0,24

3acTOCyBaHH4A MAalliEHTaM i3 CepleBOK HEeIOCTaTHICTIO

[locnmigXeHHs reMOAUHaMIK/ Ta KIIIHIYHI JOCITIAXKEeHHA 3 KOHTPOJIeM HaBaHTaXXeHHS 3a
y4acTIo MAIlieHTiB i3 CEPLIeBOI0 HEOOCTATHICTIO, QYHKIIOHaMbHUY Kiac I1-IV 3a NYHA,
II0Ka3aJiy, 1110 aMJIOAUIIIH He IIPU3BOAUB [0 KIIIHIYHOIO IOTIpIIeHHS 3a IOKa3HUKaMu
IIepPeHOCHMOCTi Pi3NYHUX HaBaHTaXKeHb, PPaKIli€lo BUKUAY JIiBOTO IUIYHOYKA Ta KIiHIYHOIO

CHMIITOMATHKOIO.

MerTo10 1m1aned0KOHTPOIEOBAHOT0 AOCHimXKeHHST PRAISE 6y0 OLiHKTH BIJIUB aMJIONUIIIHY Ha
TIaIli€HTIB i3 CepIleBOI0 HeAOCTaTHICTIO GyHKIiIOHambHoro Kiacy I1I-1V 3a NYHA, aki npuiimanu
OUTOKCHH, [iypeTuku Ta iHribitopu AII®. JocmigKeHHS IOKa3aslo, 1[0 3aCTOCYBAaHHS
aMJIOOUIIIHY He TTPU3BeJIO [0 MiABUIIEHHS PU3UKY JIeTaJIbHOCTI abo



3aXBOPIOBAHOCTI/neTambHOCTI, ITOB’I3aHUX i3 CEPIIEBOI0 HEOCTATHICTIO.

PRAISE-2 - moBroTpuBase mianeb0KOHTPOIbOBAHE JOCIiIKeHH. MeTa JoCTiIKeHHs - OLIIHUTH
BIIJIUB aMJIOAUIIIHY Ha MAallieHTiB i3 ceplieBOI0 HeIOCTaTHICTIO, PyHKIIiOHANbHUM Kiac III-1V 3a
NYHA, 6e3 kniniyHux cuMnToMiB abo 00’€KTUBHUX HaHUX, SKi MATBEPOXKYIOTh ab0 mexaTh B
OCHOBI immemiyHo01 xBopo6u. [TanienTH, ki 6panu y4acTh y HOCTiIXKEeHHi, TpUBaIui 4ac
npuiMany inriditopu AII®, mpenapaT AUTiTanicy Ta AiypeTuku. [JociifkKeHHs I10Ka3alo,
1110 aMJIOAUIIIH He BIIJIMBae Ha 3arajibHy KapAioBacCKYJIsPHY JIeTalbHICTh. Y paMKax
OOCTiIXKEeHHS IIPUMOM aMJIOAUITIIHY aCOI[if0BaBCS 3i 36iNbIlIeHHSIM KiTbKOCTi IIOBIJOMJIEHb TIPO
HaOpSIK JIereHiB.

ocrimxkeHHS (ALLHAT) 1m1omo OLiHKY DPi3HUX TUIIIB JIiKYBaHHS [JIS IOIEPEeIKEeHHS CEPLIEBUX
Halamis

PanmoMiszoBaHe MOABIMHO CIIile JOCIiIXKeHHS 3aXBOPIOBaHOCTi/meTanbHOCTi ALLHAT
(aHTUTiNEPTEH3UBHE Ta TiNoJinigeMiyHe TiKyBaHHS AJIS MPOQiTaKTUKY CEpIleBUX HalasiB)
IIPOBOAMIIOCS AJIS IOPiBHSAHHS Cy4YaCHUX TepaleBTUYHUX 3aC00iB: aMJIONUIIHY Y 0031

2,5-10 Mr/mo6y (6;10KaTOpP KambllieBUX KaHaiB) abo nisuHOmpuay y mo3i 10-40 mr/moGy
(iuribiTop AII®) sk Teparii mepioi JIiHii Ta Tia3UAHOTO AiypeTHKa XJIOPTalifoHy y mo3i 12,5-25
Mr/go0y 3a y4acTIo MalliEHTIB 3 TIETKOI0 i TOMiIpHOI0 apTepianbHOIO TillepTeH3IEL.

Y mocnipxeHHi 6pasno ygacts 33357 malli€eHTiB 3 apTepiaabHOIO TillepTeH3i€lo BiKOM Biff 55 POKiB, fKi
CIIOCTEepiramucs B cepemHboMy IpoTsarom 4,9 poky. [TamienTu Manu xo4a 0 OOuUH OOOATKOBUMI
KapaioBacCKyIsipHUY GaKTOp PU3UKY, Y TOMY YUCIi: monepenHil iHpapkT Miokapaa abo iHCYIbT > 6
MICSIIiB 10 BK/TIOUEHHS Y OOCIiIXKeHHs a00 MigTBepOKeHHS iHIIIOT0 aTePOCKIEPOTUYHOTO CEPLIEeBO-
CYIMHHOTO 3axBOpioBaHH4 (3aranom 51,5 %), mykposuii miabet II Tumy (36,1 %), pucminigemito JIBII]
(mimompoTeinu BuCOKoOI mIinbHOCTI) < 35 Mr/an (11,6 %), rimepTpodito niBoro mnyHo4Ka, 1m0 6yna
BCTAHOBJIeHA Ha elleKTpoKapaiorpaMi abo mig yac exokapmiorpadii (20,9 %), nanminus (21,9 %).

[lepBuHHAa KiHIIEBa TOYKa HOCIiXKeHHs Oyna KoMOiHOBaHOIO i CKlaganacs 3 JeTaJbHUX
yckinagHeHb IXC abo HeneTanbHOTO iHQapKTy Miokapaa. CTaTUCTUYHO MJOCTOBIPHOI Pi3HUII Y
ITOKa3HKKaX MEPBUHHOI KiHIIEBOI TOUKM MiXK Tepalri€lo Ha OCHOBI aMJIOJUIIIHY Ta Tepalli€o Ha
OCHOBI XJIOPTaJlifOHy He BUSBIEHO: BimHOCHUM pusuk 0,98, 95 % CI (0,90-1,07), p = 0,65. dx
BTOpPHMHHA KiHIIeBa TOYKa 9YaCTOTa BUHMKHEHHS CEepPIeBOl HEOOCTATHOCTI (CKIagoBa
KOMOiHOBaHOI CeplieBO-CyaIUHHOI KiHIIeBOI TOUKK) Oyia OCTOBIPHO BUIIOI0 Y I'PYIIi, 110
IIpuiiMara aMJIOJHUITiH, TOPIBHAHO 3 TPYIIoko, 110 IpuiiMana xiaopTanifoH (10,2 % npotu 7,7
%, BimHOCHMY pu3ukK 1,38, 95 % CI[1,25-1,52], p < 0,001). Ongnax He 6yI0 Bif3HAYEHO
IIOCTOBIpHOI pi3HUI y JTeTalbHOCTI 3 OyIb-IKUAX IPUYUH MiX Tepalli€lo Ha OCHOBL aMJIONUITIHY Ta
Tepalli€ Ha OCHOBI XJIOPTanifony (BigHocHuu pusuk 0,96, 95 % CI[0,89-1,02], p = 0,20).

dapmakokiHemuka.

Teamicapma

BCMOKTYBaHHSA

TenmicapTaH mWBUAKO aOCOPOYETHCS, ane KinbKiCTh Ipenapary, 10 adbcopOy€eThCH,
HeogHakoBa. CepenHst abconm0THA 0i0IOCTYIHICTh TEIMiCapTaHy CTAHOBUTHL MPUOMM3HO 50
%. Ilpu 3acTOCYBaHHI TeIMicapTaHy 3 12Ke€i0 3MEHIITYETHCS IJI0IIA il KpUBOIO
«KOHIIeHTpauisi/g9ac» (AUC) mns TenmMmicapTaHy Big npubmu3Ho 6 % (mo3a 40 mr) mo mpubnusHo 19



% (mo3a 160 mr). Yepes 3 roguHM Micasd IpUoMy KOHIIEHTpAIlid y IIj1a3Mi KPOBi CTa€ TaKoIo X, K i
IIPY 3aCTOCYBaHHI TelMicapTaHy HaTIIE.

JIiHIMHICTh/HeMHINHICTE

BBaxaeThcs, 110 He3HayHe 3HUKeHHS AUC He 3HMXKYE TepaneBTUYHY e(peKTHUBHICTh IIpenapary.
HeMae XKOQHOTO JIiHIMHOTO B3a€MO3B’ 13Ky MiXK A03aMU Ta PIBHAMHU B IJIa3Mi KPOBI.
MakcuMasnbHa KOHIIEHTpaLis y miaa3mMi KpoBsi (C,,,,) Ta MeH11010 Mipo AUC 36inbIIyi0ThCS
HEIPONOPLIMHO Ipu Ko3ax Buile 40 Mr.

Po3nopin

TenmicapTaH 3HaYHOIO MipoIo 3B’43yeThCs 3 OinKamu nna3Mu Kposi (moHag 99,5 %), TOIOBHUM YUHOM
3 anpOyMiHamu Ta anbda-1-kucauM riikonporeinoMm. CepenHiit 06’eM posnopiny (Vss) y cTtaHi
piBHOBaru cTaHOBUTH mpubnu3uo 500 1.

BioTpancdopmariris

TenmicapTan MeTab0Ii3yeTHCS MIITXOM KOH IOTallil y TJIIOKYPOHI/ BUXiOHOI CIIONTYKH, IKUU HE Mae
(hapMaKoI0TiYHOl aKTHBHOCTI.

BuBenenHsa

TenmicapTaH xapakTepu3yeThCsl OieKCIOHEHIianbHOI HapMaKOKiHETUYHOIO KPUBOIO 3 TEPMiHAIbBHUM
nepiomoM HamiBBuBe#eHHs moHap 20 roguH. MakcuMasbHa KOHIIEHTpAIls ¥ mia3Mi Kposi (C,,,) Ta
MeHI11010 Mipoo AUC 3pocTaloTh HENPOIIOPLIMHO O0 0o3u. [Ipu 3acToCcyBaHHI TenMicapTaHy
Yy PEKOMEHI0BaHUX [03aX KIIIHIYHO 3HauuMoi KyMYJIsllil He BUSIBIIEHO. KoHLIeHTpallis y mia3Mi
KPOBi BHUIIA y XKiHOK, HiX y 40JI0BiKiB, 0€3 BifIIOBiIHOT0 BIJIUBY Ha €(EKTHUBHICTE.

[Ticris mepopabHOTO Ta BHYTPIITHEOBEHHOI'O BBEAEHHS TeJIMicapTaH MakKe MOBHICTIO
BUBOOUTHLCS 3 KaJOM, FTOJIOBHUMM YUHOM y HE3MiHEHOMY BUTIAAL. KyMynsaTHBHa eKCKpeLisd 3
cedelo CTaHOBUTHL MeHIIe 1 % mpuiHATOl J03u. 3arajlbHUN KITipeHc i3 mma3mu Kposi (Cl,,)
BUCOKMH (mpubnu3Ho 1000 mMi1/xB) MOPIBHSIHO 3 TOTOKOM KPOBi Yyepe3 neuinky (mpubnusuo 1500
MJI/XB).

Ocob.ausi kameaopii nauieHmia
Cratp

Crooctepiranacs pi3HULA y IJ1a3MOBUX KOHIIEHTPALigX IIpeapaTy 3ajeXHo Bifl CTaTi NalieHTa,
npudomy C, .. 1 AUC BigmoBigHO y 3 1 2 pa3u BUILi y XKiHOK IOPiBHSHO 3 YOJIOBIKaMHU.

max

[TamiedT TiTHLOTO BiKY

dapmakoKiHeTHKa TeJIMicapTaHy He Bipi3HAETHCA y NALlE€HTIB JIITHLOTO BiKY i AIiEHTIB BIKOM [0 65
POKiB.

[NamieHTH 3 TOPVIIEHHIMHI GVHKIIA HUPOK

Y nami€eHTiB 3 IETKMMH, IOMIPHUMH Ta TSIXKKUMH [IOPYIIEeHHIMU (QYHKIIl HUPOK CIIOCTEPIiranocs
IIOIBOEHHS KOHIIEHTpALlil TeaMicapTaHy B mia3Mi. OgHakK y MallieHTiB 3 HUPKOBOI HEJOCTATHICTIO,
SKi MAIArany fianisy, crocTepiraarucs HAXKYi KOHI[EHTpallil B I1a3Mi KpoBi. TenMicapTaH akKTUBHO



3B’I3y€ETHCS 3 MIPOTEeIHAMHU IJ1a3MM KPOBi y TallieHTiB 3 HUPKOBOIO HEJOCTATHICTIO Ta He
BHMBOMUTHCS TIpU Aianisi. [Tepioy HaniBBUBeIeHHS He 3MiHIOETHCS V TAlli€HTIB 3 MOPYIIEHHIM QyHKIIII
HUPOK.

[NalieHTH 3 MOPYIIEeHHAMY QYHKII] MeYiHKN

dapmMakOKiHETUYHI JOCIiAXKEHHS y MTalli€HTIB 3 IIOPYIIEHHAMHU IeYiHKY BUSBUJINA 3POCTaHHS
abcomoTHOI 6iomocTynHOCTi Matizke Ha 100 %. [Iepion HamiBBUBENEHHS Y LIWX MAI[iEHTIB He
3MIiHIOETBCS.

Amao0uniH

BCMOKTYBaHHS, PO3MOMIis, 3B’I3YBaHHS 3 OiTKaMU IIa3Mu

[Ticns mepopalbHOTO 3aCTOCYBaHHS TePANeBTHYHUX 103 aMJIOAUIIH fJo0pe abcopbyeThes 3
MaKCHUMaIbHUMU PiBHSIMU B KPOBi uepe3 6-12 roguH micng npuiiomy. A6comoTHa 0i0fOCTYIIHICTS
CcTaHoBUTH 64-80 %.

O6’eM pO3MOMiNly aMIOAUITIHY CTAHOBUTH Mpubau3Ho 21 n/kr. [locmigxkeHHs in vitro
IIPOIEMOHCTPYBAJH, 110 mpubnu3Ho 97,5 % amMIomuIminy, 10 UPKYIIOE B 3aralbHOMYy KPOBOOOIry,
3B’3y€ThCS 3 OiNIKaMu I1a3MU KPOBi.

[Tpuiiom 1xki He BrMBa€e Ha Gi0MOCTYIHICTh aMJIOOUIIIHY.

BiorpaHcdopMallisi/BuBefeHHS

TepmiHanmbHUY TTepion HaMiBBUBEOEHHS aMJIOOUIIIHY 3 MJIa3MHU KPOBi CTaHOBUTH mpubu3Ho 30-50
TOJMH, IO BigmoBifla€e mo3yBaHHIO 1 pa3 Ha J00y. AMJIONUIIIH eKCTEHCUBHO MEeTab0Ii3yETLCS B
NeviHIi 7o HeaKTHBHUX MeTabomiTiB. 10 % nepBuHHOTO aMnoguminy Ta 60 % MeTaboJIiTiB
aMJIOAUIIIHY BUBOOATHCSA i3 CeUelo.

Ocobaugi kamezopii nauieHmia

[NallieHTH 3 MOPYUIEeHHAMU QYHKII] MeYiHKN

Kniniyni mani mopo mpuitoMy aMIOOUIIHY MallieHTaMu 3 IOPYLIIeHHSAM QYHKII nevinku oOMexeHi. ¥
MAI€HTIB 3 IEYiHKOBOI HELOCTATHICTIO CIIOCTEPIraeThCS 3HUKEHUY KITipeHC aMJIOHUIIiHY, 110
IPU3BOJNUTH [0 MONOBXKEHHS IepioAy HamiBBUBe#eHHS Ta 30ibiIeHHs 3Ha4eHHS AUC npubnam3Ho Ha
40-60%.

[TaliedT TiTHLOTO BiKY

Yac gocsAATHEHHSI MaKCUMaJIbHUX KOHI[EHTpallil aMJIOAUIIIHY B IIJTa3Mi KPOBI OQHAKOBUM Y MOJIOAUX
TAIli€HTIB Ta MAIli€HTIB JIITHLOTO BiKY. Y Malli€HTiB JITHBOTO BiKY KJIipeHC aMIOAUIIIHY Ma€ TEHOEHIII0
[0 3HUKEHHS, 10 TPU3BOIUTD Y pe3ynbTaTi {0 36ineiments AUC Ta nmepiongy HaliBBHBeIeHHS.
36inpienns 3HavyeHHss AUC Ta ITOIOBXKEHHS Iepiofy HaliBBUBEAEHHS Y MAlli€HTIiB i3 3aCTiHOI0
CeplieBoio HelocTaTHICTIO OyIK Ha PiBHI O4iKyBaHUX [JId MAlli€EHTiB BIKOBOI rpymH, siKa
LOCIIiAXKyBasacs.

KiiHiyHi XapaKTepHUCTHKH.



IToxka3auns.

[Ipenapat Tenpinin noka3aHuy K 3aMiCHa Tepallid [y JIiKyBaHHS MAlli€HTIB 3 apTepiajbHO0
rinepreHsi€lo, SKi BXKe JIIKyBaJIuCS TeIMicapTaHOM Ta aMJIOZUIIHOM, 110 IPU3HavYasIucsa OGHOYACHO B
Tiff caMilt mo3i, 9K i B KoMOiHaIril.

ITpomunoka3aHHA.
- [inep4yyTnuBicTh [0 Ai040l peuoBUHU ab0 J0 Oyab-IKOT0 3 KOMIIOHEHTIB IIpenapary.

- BariTHicTh a0 mIaHyBaHHS BariTHOCTI (IUB. pO3[in «3acToCyBaHHS y Iepiof BariTHOCTI abo
TOfyBaHHS IPYHOI0»).

- BinmiapHi 00CTPyKTHBHI MOPYIIEHHS.
- TsKKi OpyIIeHHST PYHKIIl TEeYiHKHU.
- TaXKa apTepiajibHa IioTeH3id.

- [ITox (y TOMy 4KCIi KapOiOTeHHUK).

- OOCTpPYKIlis BUXiIHOTO TPAKTY JIiBOTO LINYHOYKA (HallpHKial, Yepes3 TSIXKKUM aOpTalbHUN
CTEHO03).

- F'emogrHaMiuHO HecTaOinbHA ceplieBa HEOOCTATHICTD ITiC/IsA TOCTPOro iHGapKTy MioKapfa.

- OpHouvacHe 3aCTOCYBaHHS IpernapaTty Temnimin 3 miKapChbKUMU 3ac00aMH, 110 MiCTSATh
asickipeH, MpOTUIIOKa3aHe XBOPUM Ha I[yKpoBuil fiabeT abo mamieHTaM 3 HUPKOBOIO
HepocTatHicTio (IIIK® < 60 Mn/xB/1,73 M*) (muB. po3ninu «B3aeMofia 3 iHIMMMYU JTiKapCHKUMU
3aco0aMu Ta iHII BUOM B3aemofii», «dapMakoguHaMika»).

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

[Tig yac KTHIYHUX JOCTiAXEeHb He CIIOCTEepPIranocs XXOOHUX B3aEMO/Iii TBOX KOMITOHEHTIB ITi€l
¢dikcoBaHol KoMOiHaIril.

B3aemo0ii, npumamaHHi 045 KomOiHauii
He nmpoBogunoch xKOOHUX HOCTIIXKEHD 11010 B3aEMOIl 3 iHIMMMHU ITperapaTaMH.
Caid y3amu 00 ygazu npu cynymHbOMY 3dCMOCYB8AHHI

THWi aHmuzinepmeH3uaHi nikapcvki 3acobu. EGeKT 3HUKEHHS apTepiaabHOr0 TUCKY IPH
3acToCyBaHHI npenapaty Tenginid Moxe OyTH MOCUIEHUH CYIIyTHIM 3aCTOCYBaHHSIM iHIITNX
AHTUTINEPTEH3UBHUX JIIKapChKUX 3aC00iB.

JlikapcoKi 3acobu 3 nomeHuiaaom 3HUNMCeHHS apmepianbHo20 mucky. Ha ocHOBI
(hapMaKOIOTiYHUX BIACTABOCTEN MOXKHA OYiKyBaTH, IO OESKi TIKapChKi IpenapaTd MOXYTh
IIOCUJIATHU TIOTEH3UBHI e(DeKTH BCiX aHTUTINEPTEH3UBHUX NIPeIapariB, BKII0YAUN



Tenpinin, Hanpukian 6aknodeH, amidocTuH. binbiie Toro, OpTocTaTUYHa TillOTEH3isT MOXKe
IIOCUJIUTUCH Yepe3 BXKUBAHHS aJIkOT0Jito, TpuiioM 6apbiTypartiB, HAPKOTHUKIB Yu
aQHTHU eI PeCaHTIB.

Kopmukocmepoidu (cucmemHe 3acmocy8aHHS). SHUKEHHST aHTUTIIePTEeH3UBHOTO e(eKTy.

B3aemodii, nog’A3aHi 3 meaMicapmaHom

CynymHe 3acmocy8aHHs He peKOMeHOYeEMbCs

Kanitizbepieatoui diypemuku abo Kaniesi 0dobasku. Taki aHTarOHICTH pellenTopiB aHrioTeH3uny I, siK
TeJIMicapTaH, mociabIi00Th CIPUYNHERY OiypeTUKaMu BTpaTy Kajito. Kania6epiratoui giypeTuku,
HAIIPUKJIA[ CIIiPOHOJIAKTOH, eIJIePeHOH, TpiaMTepeH a0o aMimopu, KamieBi mobaBKu ab0 3aMiHHUKH
COJIi, III0 MiCTSITh KaJliii, MOXKYTh CIIPUYMHUTH 3HaYHEe 3POCTaHHS KOHIIEHTpallii KaJjlito B CHpOBaTIIi
KPOBi. fAKII0 CyIyTHE 3aCTOCYBaHHS IT0Ka3aHe Yepe3 NOKYMEeHTAaJIbHO IiATBEpAKEHY TiloKaieMiio, ix
HeoOXiHO mpuiiMaTi 3 00ePexKHICTIO, YaCTO KOHTPOJIIOI0YM PiBeHb KaJlilo B CHPOBATIIi KPOBI.

JIimitl. Bigomi Bummagku 000pPOTHOT'0 3POCTAaHHS KOHIIEHTpAIlil JIiTito B CUPOBATIIi Ta MigBUIIIEHHS
TOKCHUYHOCTI IIiJ YaCc CyIyTHHOT'0 IPUUOMY JIiTii0 3 iHri6iTOpaMu aHTi0TeH3WHIIEPETBOPIOBAILHOTO
(dhepMeHTy Ta aHTaAroHiCTaMM PELENTOPiB aHTioTeH3uHY I, BKII04aouu TenMicapTaH. AKIo
npu3HavYeHH I1iel KoMOiHallil BBaxKaeThCs HEOOXigHUM, ITiff Yac CYIyTHHOT'O 3aCTOCYBAHHS CITif
YBaKHO KOHTPOJIOBATU PiBEHb JIiTiI0 B CUPOBATL KPOBI.

IHwWi aHmueinepmeH3ugHi 3acobu, W0 8nAUBAIOMb HA PEeHiH-AH2I0MeH3UH-a1600CMepPoHOo8Y
cucmemy (PAAC). Kniniuni mani moxasasu, 1m0 moaBiiHa 6710Kafla peHiH-aHTi0TeH3UH-
anppoctepoHoBoi cuctemu (PAAC) 3a monmomororo KombiHairii inridiTopi AIT®, 611okaTopiB
penientopiB aurioTeH3uny Il abo amickipeHy moB’si3aHa 3 Oi/IbII BUCOKOIO YaCTOTOI0 TAKUX MOOIYHUX
e(ekTiB, K apTepianbHa TillOTEH3id, TinepKaieMid i 3HNKEeHHS HUPKOBOI (PYHKIIi1 (aXk [0 rocTpol
HUPKOBOl HEJOCTATHOCTI), y TIOPiBHSHHI i3 3acTocyBaHHAM ogHOr0 PAAC-mito4oro aresra (ous.
po3minu «OcobIuBOCTI 3acTOCyBaHHSI», «[IpoTUIIOKa3aHHI» Ta «®apMaKOJIOTiuHi BIaCTHBOCTI»).

CynymHe 3acmocyeaHHs sumazae obepexicHocmi

Hecmepoioui npomusananvHi npenapamu (HIT3I1). HIT3TI (To6To aleTUICaAiIIIOBa KUCIOTa B
IpoTU3ananbHuX no3ax, inribiropu LIOT-2 Ta HecenekTuBHi HIT3IT) MOXKyTh 3HUXKYBATU
aQHTUTINEePTEH3UBHY [1il0 aHTArOHICTiB PelenTopPiB aHrioTeH3uny II.

Y mesKux MallieHTiB 3 MOTipIIeHHSIM (QYHKIIil HUPOK (HampuKiaf, MallieHTH 31 3HeBOJHEHHIM
oprani3my abo MaIfieHTH JIiTHbOTO BiKy 3 MOTipIneHHSIM QYHKIII HUPOK) KOMOiHOBaHUI TpUiioM
aHTaTOHICTiB pelenTopiB aHrioTeH3uHy II Ta 3aco0iB, 1110 TaIbMYIOTh HHKIO0KCUTEHA3Y, MOXKe
IIPU3BECTH [0 IOJAJIIIOTO MOTipIIeHHs (QYHKIlil HUPOK, BKII0YAl0YX MOXKJIUBY TOCTPY HUPKOBY
HEJOCTATHICTh, sTKa 3a3BUYai € 000poTHO. Tomy I1f0 KoMOiHalIif0 CyIi MpU3HaYaTH 3 00epPexKHICTIO,
0C06IMBO JIIOASM JTiTHBOTO BiKy. [TanieHTam ciif 3abe3nednTy HalleXHy TifpaTaliiio; KpiM Toro,
micys moyaTKy KoMOiHOBaHOI Teparlii, @ TaKOXK IMePioguyHO Y IOaIbIIoMy HeoOXiIHO mepeBipsATH
(GYHKIIII0 HUPOK.

Paminpua. Y XofIi OMHOTO HOCIIXKEHHS MOBIIOMIISIIIOCS PO Te, 110 KOMOIHOBAHUY IIPUIOM
TeJIMicapTaHy Ta paMilpuiy Ipu3BiB o 30inbuieHHs B 2,5 pa3a AUC,,, Ta C,,,, paMillpuiy Ta
paminpunaty. KiiHiyHa 3Ha4yLIicTh IHOI'0 CIIOCTEPEXEHHS HeBiToMa.

Caid y3amu 00 ygazu npu CynymHbvOMYy 3dCMOCYBAHHI.



[u2oKcuH. ITpu ogHOYACHOMY 3aCTOCYBaHHI TeIMicapTaHy 3 UTOKCHHOM BiMidanu MigBUILIEHHS
cepenHix 3HaYeHb MiKoBoi (49 %) Ta MiHiManbHOI (20 %) KOHIIEHTpallil AUTOKCHUHY B Ia3Mi Kposi. Ha
II04YaTKy 3aCTOCyBaHHS, IIifi YaC KOpPeTryBaHHA 03U Ta IIPU BigMiHi Tepamil TenMicapTaHOM HeoOXigHO
KOHTPOJIIOBATH PiBHi AUTOKCHUHY, 1100 MiATPUMYBATH 1X ¥ TEPAIEBTUYHUX MeXKaX.

B3aemo0ii, nos’a3aHi 3 ama00uniHom

CynymHe 3acmocyeaHHs 8uMmazae obepexicHocmi

IHz2i6imopu CYP3A4. OgHodacHe 3aCTOCYBaHHS aM/IOAUIIIHY 3 BUCOKOAKTUBHUMH a60 MOMipHUMHI
inri6iTopamu CYP3A4 (inribiTopu mpoTeas3w, a30JIbHI TPOTUTPUOKOBI 3aC00M, MAKPOJIiAy, Taki K
epuTpoMinuH abo KIapuTPOMIlMH, BeparnaMin abo OunTiazeM) MOXKe CIIPUYMHUTH 3HAUYHE
MigBUIIIEHHS KOHIIEHTPAIlil aMIOOUITIiHY, 10 MiABUINYE pU3UK TinmoTen3sii. Lli papMakoKiHeTUYHI 3MiHU
KJTIiHiYHO Oi/bII BUpaXKeHi y malieHTiB TiTHHOTO Biky. ToMy Moxke 6yTu HEOOXiTHUM IIPOBEEHHS
KJIIHIYHOTO MOHITOPHHTY Ta KOPUTYBaHHS [03M.

Inoykmopu CYP3A4. Tlpu ogHOYaCHOMY 3aCTOCYBaHHi 3 Bimomumu iHgykTopamu CYP3A4
KOHIIeHTpallis aMJIOQUITIHY B IIJIa3Mi KPOBI MOXKe 3MIHIOBATUACSA. TOMY CIIif KOHTPOJIIOBATH
apTepianbHUN THUCK i PETYIIOBATH A03Y SK IIPH, TakK i MiCag OMHOYACHOI'0 3aCTOCYBaHHS Mpenaparis,
30KpeMa, 3 noTyKHUMHU iHAyKTOpamMu CYP3A4 (TakuMu gK pudaMIilyH, IpenapaTy, Mo MiCTATh
3Bip00iit 3BUYAKHUIH).

IlanmposeH (iHdya3ii). ¥ TBapuH crocTepiranucs mayHOYKoBi Gibpuisiii 3 meTaabHUM HACITITKOM Ta
CepLIeBO-CYAUHHUY KOJIallC, 1110 aCOLiI0BaIUCA 3 rinepKasieMiero, micisa 3aCTOCyBaHHS BepallaMily Ta
MaHTPOJIEHY BHYTPIIIHbOBEHHO. Yepe3 pU3MNK PO3BUTKY TillepKasieMili peKOMeHJ0BaHO YHUKATH
3aCcToCyBaHHS OJI0KaTOPiB Ka/bIiEBUX KaHalliB, TAaKUX K aMJIOOUIIIH, CXAJIBHUM [0 3JI0SKiCHOI
rinepTepmil nalieHTaM Ta IIpH JIiKyBaHHI 37109KiCHOI rinepTepmil.

I'petingppym abo 2petingppymosuli cik. CymyTHe 3acToCyBaHHs 240 M rpeAndpPyTOBOro COKY 3
OJHOKPATHOIO IepopaibHoI0 103010 10 Mr amnopuminy 20 3mopoBUM H0OPOBOJIBIIM He ITOKa3aJio
3HQYHOT'O BIUIMBY Ha (papMaKOKiHETUYHI BJIaCTUBOCTI aMoauminy. OgHOYacHe 3aCTOCYBaHHSA
aMmJIofuIiHy 3 rpeundpyToM abo rpeindpyToBUM COKOM OOCi HE PEKOMEHAYETHCS, OCKITbKU
6i0OOCTYIHICTD MOXKe MiIBUIIUTUCD V [EeSKUX MAlli€HTIB, 110 MpU3Bee [0 30i/IbIIeHHS
QHTUTINIEePTEH3UBHOTO e(EKTY.

Caid y3amu 00 ygazu npu CynymHboMYy 3dCMOCYBAHHI

Takpoaimyc. IcHye pU3UK MigBUILEHHS PiBHIB TaKPOIiMyCy B KPOBi IPX OIHOYACHOMY 3aCTOCYBaHHI
3 aMJIOAUITiHOM, OMHaK hapMaKOKiHETUUYHHUY MeXaHi3M TaKOl B3aEMOil ITIOBHICTIO He BCTAHOBIEHO.
[ITo6 yHUKHYTHA TOKCUYHOCTI TaKpOJIiMyCy, IIPH CYIIyTHEOMY 3aCTOCYBaHHI aMJIOJUIIiHY TallieHTaM,
SK1 IPUUMAI0Th TAKPOJIIMYC, CJIifi IPOBOOUTU PETYJISIPHUN MOHITOPUHT PiBHIB TAKpPOIIMYCY B KPOBi Ta
y pasi HeoOXigHOCTi KOPUTYBATH HO3YBaHHS.

LuksocnopuH. JocnigXeHHS B3a€EMOiN IIUKIIOCTIOPUHY Ta aMJIOAUITIHY ITPX 3aCTOCYBaHHi
310pOoBUM 106pOBOIBLIAM ab0 B iHIIUX I'Pylax He IPOBOAUIIUCS, 3a BUHSATKOM 3aCTOCYBaHHS
nalieHTaM i3 TPaHCIIaHTOBAHOIO HUPKOIO, Y SKUX CIIOCTEPIrasocs MiHINBE MiABUIIEHHS 3aTHAIIKOBOI
KOHIIEeHTPaIlil TUKJIOCTIOPUHY (B cepenHboMy Ha 0-40 %). [I71g malieHTiB i3 TpaHCIIaHTOBaHOIO
HUPKOI0, IKi 3aCTOCOBYIOTh aMJIOOUIIIH, CJIifi PO3TJISHYTUA MOXKJIMBICTh MOHITOPUHTY KOHI[EeHTpAaLliil
ITUKJIOCIIOPUHY Ta y Pa3i HeoOXiMHOCTi 3MEHIIUTH J03Y IIUKIJIOCIIOPUHY.

CumeacmamuH. OgHOYaCcHe 3aCTOCYBaHHS 0araTopa30BUX 03 aMIoguIiHy 10 Mr Ta cMMBacTaTHHY
B 103i 80 Mr nmpu3Boauio no 30iNblIeHHS eKCIO3HUllii CMMBacTaTUHY Ha 77 % MOPiBHSHO i3



3aCTOCYBaHHSM JIMIE CHMBACTaTUHY. [I71s Malli€eHTiB, SKi 3aCTOCOBYIOTh aMJIOUIIIH, HO3Yy
CUMBACTaTUHY Clif oOMexuTu 0o 20 Mr Ha #o0by.

THwi. AMnopumin 6e3MeYHO 3aCTOCOBYBAIM 3 IUTOKCHHOM, BappaprHOM, aTOPBAaCTaTUHOM,
cungeHadinoMm, mKapcbKUMU 3aco0aM¥u [IJIST 3HUKEHHS KHCJIOTHOCTI (a/TIoMiHio TigpoKcumoM,
MarHiio TifpOKCUAOM, CHMETUKOHOM), IUMETHONHOM, [IUKJIOCTIOPUHOM, aHTHUOIOTUKaMHU Ta
IepopajbHUMU TillOT/IIKeMiYHUMU JTiKapChbKUMU IIpenapaTamMu. [1pu 3acTocyBaHHI KoMOiHa1ii
aMJIOOUIIIHY Ta cungeHadiny KoXKHUM IpernapaT He3allexXHO 3IiMCHIOBAB CBiil BTaCHUY BILIMB Ha
3HUXKEHHS apTepiasbHOrO TUCKY.

Oco06.1ue8ocmi 3acmocyeaHHsi.

BazimHicmo. He cnig po3aNI0YMHATY Tepallilo aHTaroHicTaMU pPeLenTopiB aHrioTeH3uHy 11
(APAII) mig wac BaritTHOcTi. [JOKM TpuBaia Teparisd 3a gornoMorow APAII BBaxKa€eThCs
OTPiOHOI0, MAIliEHTH, SIKi MJIaHYIOTh BariTHICTD, TOBUHHI IEPEUTH Ha albTEPHATHBHE
aQHTUTINePTEH3UBHE JIiKyBaHHS, III0 Ma€ BCTAHOBIeHUH MPoGinb 6e3neKu Il 3aCTOCYBaHHS
i yac BariTHOCTI. [Ipu migTBepAKeHHI BariTHOCTI nmpuiiom APAII crig HeralHO IPUIIMHUTH
Ta y pa3i HeoOXiMHOCTI po3moYaTy albTEPHATHBHY Tepalliio (OuUB. PO3Minu
«[TpoTunokasaHHsg» Ta «3aCTOCYBaHHS y Mepiof BariTHOCTI abo rogyBaHHS I'PYAIIO»).

ITopyweHHsa ¢pyHkyil neviHku. [Ipenapat Tenminin He CIif NIpU3Ha4YaTH HaIliEHTaM 3
X01ecTa3oM, OimiapHUMHU 0OCTPYKTUBHUMU MTOPYLUIEHHSIMHU ab0 TSIKKOIO ITeYiHKOBOO
He[oCTaTHICTIO (muB. po3ain «IIpoTunoKa3aHHg»), TOMY 110 TeJIMicapTaH BUBOOUTHCS
TOJIOBHUM YWHOM 3 JXOBYIO. Y IIUX ITAI[i€HTIB OYIKYETHCS 3HUKEHHS KIIIPEHCY TeJIMicapTaHy B
MEeYiHIi.

Y nami€eHTiB 3 mopyIeHHSAM (QYHKIII IeYiHKY epiof HalliBBUBEOEeHHS aMJIOOUIIIHY ITOMOBXKYETHCS Ta
3HaueHHs AUC 30inbUIyioThCS: peKOMEeHalil Ioa0 J03yBaHHs [JId TaKuX IallieHTiB He
BCTAHOBJIEHI. TOMY IaIlieHTaM i3 JIEeTKUMU Ta IOMiPHUMH NOPYIIEeHHAM (DYHKIIil Te9iHKI
npenapaT Tenpinia ciif npuiiMaTé 3 06epeXKHiCTIO.

Hupkoea 2inepmen3sia. [cHye migBUILIIeHNY PU3UK TSAXKKOl apTepialabHOI TiMOTEH3il Ta
HUPKOBOI HEOCTATHOCTI, SIKIIO MalieHTaM 3 OimaTeparbHUM CTEHO30M PEeHAIbHOI apTepil
ab0 CTeHO30M apTepii €MMHOI HUPKK 3aCTOCOBYIOTh IIperapaTH, SKi BIJIMBAIOTh Ha PEHiH-
aHTiOTEH3WH-aIbI0CTEPOHOBY CUCTEMY.

Hupkosa HedocmamHicmb ma mpaHcnaaHmayisa Hupku. Ipu mpuitomi npenapaty Temnmimin
nalieHTaM i3 IOpyIIeHoo (PYHKITEI0 HIPOK PEKOMEHAYETHCS ePiOfUYHNY MOHITOPUHT PiBHIB KaJlio
Ta KpeaTuHiHy B CUPOBaTIl KpoBi. [JocBiny 6e3meyHoro 3acTocyBaHHs mpenapaty Tenmimin
ITalliEHTaM 3 HefaBHO MepeHeCeHO0 TPAHCIJIAaHTAlli€l0 HUPKY HeMa€E. TenMicapTaH Ta aMIOOUIIiH He
BUBOJATHLCS 3@ OOIIOMOI0I0 Aiasmi3y.

BHympiwHbocyOuHHa 2inogosemis. CUMIITOMaTHYHa TillOTEeH3is1, 0COOIMBO MiCIIs MepIIol 03U, MOXKe
BMHUKATH y MallieHTiB 3i 3HUKEeHUM 00’€MOM PifuHU Ta/ab0 HATPil0 BHACIOOK AiypeTUYHOI Teparlil,
CoNboBUX 00MeXeHb y mieTi, miapel abo O6mioBauH4. [lepeq 3aCcTOCYyBaHHSIM TelIMicapTaHy TaKi CTaHU
HeoOXimHO KopuryBaTu. [1pu mosiBi apTepianbHOI rimoTeH3ii mix yac mpuitomMy Ipernaparty Tenmginia
NalLlieHTy CJIifl HaflaTd TOPU30HTAJIBHOTO TIOJI0KEHHS Ta y pa3i HeoOximHOCTI 3po0uTH
BHYTPIIIHEOBEHHY iH}Y3iio (izionorignoro po3uuny. Ilicns crabinizanii apTepiaqbHOTO TUCKY



JIiKyBaHHST MOXHa ITPOJIOBXKUTH.
ITodsitiHa 6.10Kada peHiH-aHziomeH3uH-a1b0ocmepoHosoi cucmemu (PAAC)

[cHYI0TH JOKa3Y, 10 CYIYTHE 3aCTOCYBaHHS iHTi0iTOPIB aHTi0TEeH3UHIIEPETBOPIOBAIEHOI'O
bepMeHTy, 6110KaTOPiB pelenTopiB aHrioTen3uny Il abo anickipeHy mifBUILYE PU3UK
rimoTeH3sii, rinepkasniemil i 3HUXKY€e HUPKOBY QYHKIIIIO (2K DO rocTpoi HUPKOBOI HEIOCTATHOCTI).
Tomy mopBitiHa 6nmokaga PAAC misixoM KoMOiHOBaHOTO 3acTOCyBaHHS iHTiO6iTOpiB AII®, 610KaTOpPiB
petieniTopiB aHrioTeH3uny Il abo armickipeHy He peKOMEHAYEThCS (IUB. po3ninu «B3aeMopis 3 iHIIMMU
JiKapChKUMU 3aco0aMy Ta iHIII BUOY B3aeMOfil» Ta «©apMaKOJIOTiuHi BIaCTABOCTI»).

fKImo mopBiiiHa 0JI0Kafa BBaXKAETHCS aOCOIIOTHO HeoOXimHOI0, ii ciTig mpoBOmUTH TiJIBKY IIif
HarIA[0M CIIellialicTa Ta 3a YMOBH IIOCTiMHOT'O PETEJILHOT0 MOHITOPUHTY (DYHKIIIl HUPOK,
PIBHS €JI€KTPOJIITIB i TOKA3HUKIB apTepialbHOTO TUCKY.

IuribiTopu ATI® i 6;10KaTOpPH pelenTopis aHrioTeH3uny Il He ciif npu3HayaT OGHOYACHO
maIfieHTaMm 3 giabeTryHOoI0 HedpoImaTieo.

IHwWi cmaHu, w,0 nompebyioms cmMuMyAAUii peHiH-aH2iomeH3UH-a1b00CMepPoHOB80i cucmemu.
Y mallieHTiB, CyOUHHUN TOHYC Ta QYHKI[I HUPOK SIKUX 3ajeXkaTh TOJIOBHUM YHHOM Bif
aKTUBHOCTI PEHiH-aHTiI0TEeH3WH-aJIbHOCTEPOHOBOI CUCTEMU (HaIPUKIIaL y MaIli€HTiB i3
3aCTiHOIO CePIIEBOI0 HEIOCTATHICTIO ab0 BUpaxKeHO XBOP0O0I0 HUPOK, BKITI0Yal04y CTEHO3
HUPKOBOI apTepii), MiKyBaHHS iHIIMMM TiKapCbKUMU 3aco0aMu, 1110 BIIJIMBAIOTh Ha PEHiH-
aQHTI0TEH3UH-aJIbIOCTEPOHOBY CUCTEMY, HAIPUKJIa[ TeIMicapTaHOM, Moxe OyTH II0OB’s3aHe 3
TOCTPOIO apTepianbHOIO TiMOTEH3i€l0, Tinepa3oTeMi€lo, oJIirypieio abo 3pigka 3 TOCTPOI0 HUPKOBOIO
He[loCTaTHiCTIO (IuB. po3min «ITo6iuHi peakii»).

IlepsuHHUU aab0ocmepoHi3M. TTallieHTH 3 TePBUHHUM albIOCTEPOHI3MOM 3arajioM He pearyioTh
Ha aHTHUTINePTEeH3WBHI IIpenapaTH, 10 MiI0Th IUITX0M 0JI0Kagu PeHiH-aHTi0TeH3WHOBOI CHCTEMH.
ToMy 3acToCcyBaHHA Iipernapary Tenpinid He peKOMEHOYETHCS.

CmeH03 aopmu ma MimpasnvHO20 KAanaHa, obcmpykmueHa 2inepmpodiuHa
Kapdiomionamis. §K i CTOCOBHO iHIIKX Ba30QMIaTaTOPiB, HE0OXigHa 0CO0/IKMBA 06EPEKHICTh IIPH
NiKyBaHHi MAIi€HTIB 31 CTEHO30M aOPTH Ta MIiTPaJIbHOTO KJlallaHa a00 06CTPYKTHUBHOIO
rimepTpodiyHo0 KapAioMiomaTiero.

HecmabinvHa cmeHokapdisi, cocmpull iHpapkm miokapda. HeMae xXOOHUX TaHUX 100
3aCTOCYyBaHHS Ipenaparty Temnminia Ipy HecTabiNIbHIM CTeHOKapAil Ta Iif Yac i IpoTAroM
OHOTO MicAId mmicns iHpapKTy MioKapfa.

Cepuesa HedocmamHicmb. Y X0[li JOBrOTPUBAJIOTO IJ1alle00-KOHTPOJILOBAHOTO AOCIigKEHHS
(PRAISE-2) 3a y4acTio Ialli€eHTiB i3 ceplieBo0 HeJOCTaTHICTIO HeimeMiuHoi eTiosorii III Ta IV
CTyIeHs 3a Kiacudikaniero Heo-Hopkcekoi acorianii ceprs (NYHA) 3acTocyBaHHS
aMJIOOUIIiHY acollifoBajIoCcs 3 MiABUIIEHOIO KilTbKiCTIO ITOBiOMIIEHD PO HaOpSK JETeHiB,
He3BaxXal04y¥ Ha BiCYyTHICTh 3HAYHOI Pi3HUII 3@ YACTOTOIO MOSBU MOTipIIEHHS CEPLEBO1
HEIOCTATHOCTI MMOPiBHSHO i3 3aCTOCYBaHHSIM Iane6o.

LliabemuuHi nauieHmu, AKi aiKytomucs iHCyAiHOM abo aHmudiabemuyHuMUu AiKapCcbKUMU
3acobamu



[Tig 9ac nmikyBaHHS TelMicapTaHOM y TaKUX IAI[l€HTIB MOXkKe PO3BUHYTHUCA rinornikemisd. Crin
PO3TISIHYTH HEOOXigHICTh BiAMOBIIHOTO KOHTPOJIIO PiBHS T'JIIOKO3U B KPOBi Y TaKUX MalieHTiB. Moxke
OyTu nmoTpibHa KOpeKIis mo3yBaHHS iHCYJiHY abo aHTuAia0e THYHUX TiKapChKUX 3ac00iB.

I'inepkaniemis. TIpoTsaroM MpuioMy TiKapchbKuX 3aco0iB, 110 BIIIMBAIOTh Ha PEHiH-aHTiOTeH3UH-
aJIb[JOCTEPOHOBY CUCTEMY, MOXKE BUHUKHYTHU TillepKaJlieMid.

Y ocib niTHBROTO BiKY, MAI[iEHTIB 3 HUPKOBOIO HEOCTATHICTIO, fiabeToM, Y XBOpHX, SKi IMapasieibHO
JKYIOThCS iHIIUMMU JTiKapChKUMU 3ac00aMu, 1110 MOXKYTh CIIPAUYUHUTY IiABUIIEHHS PiBHS KaJliio,
Ta/ab0 y XBOpUX i3 CyNyTHIMU 3aXBOPIOBAaHHSIMU TillepKasieMis MoXKe IPU3BECTU [0 JIETAIbHOTO
HaCJIigKy.

[lepen po3TAmoM MUTAHHS PO CYIMYTHE 3aCTOCYBAHHS JTiKapChKUX 3aC00iB, sIKi MIPUTHIYYIOTh PeHiH-
aHTiOTEH3UHOBY CUCTEMY, HEOOXiTHO 3BaXKUTH CIiBBiIHOIIEHHS KOPUCTI Ta PU3UKY.

OcHOBHi aKTOPHM PU3UKY PO3BUTKY TinepKasieMii, Ha sKi He0OXiqHO 3BEPHYTH yBary:
- IIYKpOBuii miabeT, HUPKOBa HEIOCTATHICTh, BikK moHay 70 PoKiB;

- kKoM0OiHOBaHa Tepalid 3 ogHUM ab0 KiTbKOMa iHIIMMU IIpenapaTaMH, 1[0 BIJINBAIOTh Ha PeHiH-
aHTiOTEH3WHOBY CUCTeMY, Ta/abo KanieBuMu gobaBKamu. []o mpemnaparTiB abo TepaneBTUYHUX TPy
nikapchKkux 3aco06iB, SIKi MOXKYTh CIIPOBOKYBATH rinepKasiemiio, HajlexaTh 3aMiHHUKY COJI, 110
MICTSTB KaJil, Kanifidbepiraoui miypeTuku, iHribiTopu aHTioTEH3UHIIEPETBOPIOBAILHOTO (DEPMEHTY,
aHTaroHiCTH pPelLenTopiB aHrioTeH3uHy lI, HecTepoinHi mpoTulananbHi npemnapatu (HIT3TI,
BKJ/TI0HAIOYH celeKTuBHi iHribitopu LIOI-2), renapuH, iMyHOCynpecaHTH (IUKIOCTIOPUH abo
TAKPOJIIMyC) Ta TPUMETOIIPUM;

- CymyTHi 3aXBOPIOBaHHS, 0COOIMBO fleTigparallisi, rocTpa ceplieBa JeKOMIIeHcallisl, MeTaloiyHui
auuao3, MOTipieHHs PyHKIN HUPOK, Pi3Ke MOTipIIeHHs CTaHy HUPOK (HalpuKiaz, iHpeKIinHi
3aXBOPIOBaHHS), KIITUHHUY NTi3KC (HAIPUKJIIAf, TOCTpPa imeMis KiHIiBok, pabgomionis, o6mupHa
TpaBMa).

XBOpUM T'PyN¥ pU3UKY HEOOXimHUI peTeNbHUM KOHTPOJIb CHPOBATKOBOI KOHIIEHTPAIlil Kailo (OuB.
po3min «B3aemogis 3 iHIIMMY JTiIKapCHKUMHU 3aco0aMu Ta iHIM BUOYW B3aEMOIIN»).

EmHiuni giomiHHOoCcmi. 4K i BCi iHIIT aHTaroOHICTH pellenTopiB aHTioTeH3uHY 1, TenmicapTaH € SBHO
MeHII e()eKTUBHUM [J151 3HUKEHHS apTepialbHOT0 TUCKY Y XBOPUX HETPOITHOI pacy, HiX y
IIPeCTaBHUKIB iHIIHUX pac. MOXKIUBO, I1e MOSICHIOETHCS OiIBIINM IOIMMPEHHSIM HU3bKHUX PEHIHOBHUX
CTaHiB y IalieHTiB HETPOITHOI pacy 3 apTepiaabHOIO TillepTeH3iElo.

THwi. 51k i mpu 3acTOCyBaHHi OyOb-KOTO iHIIIOT0 AHTUTIIEPTEH3UBHOTO IIPerapary, 3HauHe
3HUKEHHS apTepialbHOTO TUCKY Y XBOPUX 3 illIeMiYHOI0 KappionaTieio abo y malieHTiB 3 imemiero
MioKapfa MozKe IIPU3BECTH M0 iHpapKTy MioKapaa abo iHCYIIBbTY.

Jlakmo3a

[Ipemnapat Tenpinin MiCTUTh 1aKTO3y, TOMY IALli€HTH 3 PIAKICHOIO CIIafIKOBOIO HEIIePEHOCUMICTIO
rajiakTto3u, fedinurom nakTasu Jlamma abo MopyIIeHHSIM BCMOKTYBaHHS TJTI0KO3H/TajlakTo3! He
TTOBUHHI MpUUMAaTH L€y mpenapar.

Cop6im. JlikapceKuit 3aci6 MicTUTh y cBoeEMY cKitafi cop0iT (E 420). ITarienTam i3 pigkicHUMHU
CIIafIkOBUMU IIpo0eMaMu HellepeHOCHMOCTi (PYKTO3H He CJIifi 3aCTOCOBYBaTH IleH Ipemapar.



Hampiti. Jlikapcekuit 3acid mictuTh MeHiie 1 MMob (23 Mr)/mo3y HaTpioo, TOOTO TPAKTUYHO BiTbHUN
Bifl HATpito.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00ro.
BaeimHicmb

[Tpuiiom npemnapaty Tenpinid IPOTUIIOKAa3aHUM BariTHUM Ta XiHKaM, sKi [IJIaHYIOTh 3aBariTHITU (TUB.
po3ginu «IIpoTunoka3anHs» Ta «OCoOIUBOCTI 3aCTOCYBaHHS»).

TeamicapmaH

HeMmae gaHuX IIO0 3aCTOCYBaHHS TeIMicapTaHy BariTHUM. [[OCTigKeHHS Ha TBapWHAaX ITOKa3aju
PENPONYKTUBHY TOKCUYHICTB.

Enipemiosnoriuni JoKa3u pU3uKy TepaTOTeHHOCTI Micis 3acTocyBaHHS iHTi6iTOpiB AT mig yac I
TPUMECTPY BariTHOCTI He € OMHO3HAYHUMU; ONHAK He MOXKHA BUKJIIOUATU HE3HAYHOIO IiABUIIEHHS
pusuky. Hemae XKogHUX KOHTPOJIBOBAHUX €MiIeMi0OJIOTiYHUX JaHUX [P0 PU3UK IIPUNOMY aHTaroHiCTiB
petieniTopiB aHrioTeH3uny II, ogHak momiOHI pU3UKKU MOXKYTh iCHYBaTH AJIS IILOTO KJIACy JIiKapChKUX
3aco0iB. [loku TpuBasa Teparis 3a gornoMmoro APAII BBaxKa€eThCS MOTPiIOHOI0, MAIiEHTH, SKi
IIJIaHYIOTh BariTHICTh, TIOBUHHI IIePEUTH Ha ajlbTepPHATUBHE aHTUTINIePTEH3UBHE JIIKyBaHH, SKe Mae
BCTaHOBJIEHUY IPodinb Oe3meku A 3aCTOCYBaHHS IIifl Yac BariTHocTi. [Ipu migTBepAaKeHHI
BaritHocTi mpuiiom APAII cnig HeraHo NMPUIIMHUTH Ta Y pa3i HeoOXigHOCTI po3moyYaTH
albTePHATUBHY Teparliio.

JlikyBaHHS aHTaroHictamu penentopiB anrioteH3uny Il nig yac II ta III TpuMecTpiB BariTHOCTI
CIIPUYKHIOE PETOTOKCUYHICTh Y MOOUHHU (1ocnabieHHss HUPKOBOI QYHKIII, oirorinpaMHioH,
3aTpUMKa OKOCTEHIHHS yepelna) Ta HeOHaTaJlbHy TOKCUYHICTh (HUPKOBA HEJOCTATHICTh, apTepiaabHa
rinmoTeH3is, rinepkanieMis). ¥ pasi 3acToCyBaHHS aHTaroOHICTiB pelienTopiB aHrioTen3uny Il 3 11
TPUMECTPY BariTHOCTiI pEKOMEHAYEThCS IPOBONUTH YIHTPa3BYKOBY IIePeBipKY (QyHKIIiI HUPOK Ta
CTaHy 4epena IUIOfa. 3a HEMOBIATAMU, MaTepi SKUX NPUIUMaIi aHTaroOHiCTU PeLenTopiB
aHrioTeH3uny lI, cif BCTAHOBUTHU peTejibHE CIIOCTEPEeXEeHHS Ha HasfBHICTh apTepialbHOL TiOTeH3il
(ouB. po3minu «IIpoTunoka3zaHHsI» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

Amao0uniH

be3neka 3acToCyBaHHS aMJIOAUIIIHY BariTHUM XKIHKaM He BCTaHOBJIeHa. Y AOCHIAKEHHSAX Ha
TBapUHaX PENpPOAYKTUBHA TOKCUYHICTh CIIOCTEpIirajacs Ipyu IpUIoMi BUCOKUX 03 IIpenapary.

TI'odyeaHHA 2py00to

[Tpuiimatu npenapatT Tenminid y nepiof rogyBaHHs IPYALI0 IPOTUIIOKA3aHO; CIIi HaflaTyu epeBary
arbTEPHATHBHIN Teparii i3 3acToCyBaHHSM IIpenapariB i3 Kpallle BUBYeHUM mpodinem Ge3neky,
0CcOo0NTMBO ITPU TOJyBaHHI HOBOHAPOIXKEHUX ab0 HEOHOIIEHUX HiTeH.

AMrofumiH 3MaTHUYM IPOHUKATH ¥ IPygHE MOIOKO. YacTKa MaTEpUHCHKOI 103H, OTpAMaHa
HEMOBJISITAMH, OIiHIOBaIacs 3 MiKKBapTUIbHUM Aianma3oHoM 3-7 %, MakcuManbHO 15 %. Brnus
aMJIOJUIIIHY Ha HEMOBJISAT HEBIIOMUM.

depmubHicMb



Teamicapmax
HokniHiuHI JOCTIIXXEeHHS He BUSIBUIM BILUIUBY TeJIMicapTaHy Ha (PepTUIbHICTh YOJIOBIKIB Ta XIiHOK.
AMmao0uniu

V mesikvx MaIli€HTIB, SKi MPOXOOUIIH JIiIKyBaHHS 6J10KaTOpaMM KaJIbIliEBUX KaHaliB, CIIOCTepiramucs
BUIIQIKA 000POTHUX 0ioXiMiUHMX 3MiH y rOJIOBKax CriepMaTo30ifiB. KTiHiYHUX JaHUX 3 TPUBOTY
BIIJIUBY aMJIOJHUIIIHY Ha (PepTUIbHICTL HEJOCTAaTHHO. B 0MHOMY 3 OCifZKeHb Ha Iypax Oyiu
BUSIBIIEHI HeOaxkaHi peakiiii 3 00Ky (hepTUILHOCTI CaMIIiB.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

[Tpenapart Tenpminin Mae mOMipHUIi BIJIUB Ha IIBUAKICTh peakllil Ipu KepyBaHHi aBToM0oOineM a6o
po0oTi 3 iHIIMMYK MexaHi3MaMu. [1alieHTiB cif mpoiHpopMyBaTH, L0 Mif Yac JTiKyBaHHS MOXKJIUBI
Taki mob6iyHi peakiril, SK CUHKOIIE, COHJIUBICTh, 3allaMOpoueHHs abo BepTuro (ouB. po3min «ITo6iusi
peakiiii»). Tomy cnig 6yt 06epeXHUM IPU KepyBaHHI aBTOM06ineM 4u poOOoTi 3 iHIIMU
MexaHi3MaMu. fKIo namieHTy MaloTh Taki Mo6ivHi peakitii, To iM CIifl yHUKATH MTOTEHIINHO
HeOe3nmeyHux pobiT, TaKKX SIK KepyBaHHS aBToM0GisieM uu po6oTa 3 iHIIMMU MeXaHiYHUMU 3acobaMu.

Cnoci6 3acmocyeaHHss ma do3u.

,H,O3yBaHH${

PekoMeHpoBaHa fo3a npemnapaty Tenpimin ctaHoBuTh 1 TabneTKy Ha Hooy.
dikcoBaHa KoMOiHallisg He HMiAXOOUTH AJIS TOYATKOBOI Tepartii.

[Tep HiX mepeXdTH Ha IpenapaT TeNpiniH, malieHTH TOBUHHI OCATTH OYiKyBaHOTO TePaleBTUYHOTO
edekTy mig 4ac omHOYaCHOTO PUoMy CTabilbHUX N03 OKpeMUX MOHOIIpenapariB. [103yBaHHS
npemnapaty Tenpimid migdupaoTh Ha OCHOBI 103 000X KOMIIOHEHTIB 1iiei KoMOiHamii, aKi Oynu
MOCSTHYTiI Ha MOMEHT IIepexoy Ha KOMOiHOBaHHUM ITperapar.

MaxkcumarnbHa peKOMeHIoBaHa fo3a aMyofguminy - 10 Mr Ha fo0y Ta MakcuMaJibHa peKOMeH0BaHa
mo3a Tenmicaprany - 80 Mr Ha mo0y. IIpenapaT mpu3HaAYeHUH 1T JOBTOTPUBAJIOTO JTiKYBAHHS.

He pekoMeHOyETHCS 3aCTOCYBAHHS aMJIOOUITIHY 3 rpendpyToM abo rpeindpyToBUM COKOM,
OCKiNTbKH 6i0IOCTYIHICTh MOXKe MigBUIIUTUCE Y OeSIKUX MallieHTiB, 110 Mpu3Bene no 30inbiIeHHs
AHTUTINEePTEeH3UBHOTO edeKTy (OuB. po3min «B3aemomis 3 iHIIUMY JTiKapChbKUMHU 3aco0aMu Ta iHI
BUIHM B3aEMOTIN»).

Ocob.uei kameezopii nauieHmis

ITayieHmu aimHbo20 8iky. HemMae moTpeOu y KOPeKIii Mo3u [JIs MallieHTiB JIiTHROro Biky. CIif
NOTPUMYBATHCSI 00€peKHOCTI MPU MiABUIIEHH]I 103U IIpenaparTy MallieHTaM JIiTHbOTO BiKY
(muB. po3minu «Oco6MBOCTI 3aCTOCyBaHHSI» Ta «DapMaKOKiHETHKA»).

ITauieHmu 3 nopyweHHAMU pYyHKYil Hupok. He moTpibHO KOPUTYBATH MO3U [JIs MAIli€HTIB 3



JIETKKAM Ta MOMipHUM IOPYIIEeHHSAM QYHKIII HUPOK. [cHye 00MeXeHHUi [OCBif 3aCTOCYBaHHS
Ipernapary namieHTaM 3 TIXKKO0H HUPKOBOI HEe[OCTATHICTIO Ta MallieHTaM, sKi IPOXOAATh
ceaHcu reMopiani3y. TakuM naifieHTaM CIIiff 3aCTOCOBYBaTHU mpemnapat Tenmimid 3 06epexkHiCTIO,
OCKIJTbKY aMJIOAUIIIH Ta TeIMicapTaH He BUBOISATHCS 3a JOIIOMOTO0 [iami3y.

ITayienmu 3 nopyweHHAMU PyHKUii neviHku. [IpemapaT Tenginid MpoTUIOKAa3aHUH MaLieHTaM 3
TSKKUMH TTOPYIIeHHIMU QyHKIII medinku (OuB. po3gin «I[IpoTunokasanHs»). Cruin 3 06epekHiCTIO
Ipu3HayvaTH Mperapar MalfieHTaM 3 JIETKUM Ta IOMipHUMU MOpYyIIeHHIMU GQYHKIII medinku. [lo3a
TeJIMiCapTaHy [Jid TaKUX IallieHTiB He MOBMHHA nepeBuinyBatu 40 Mr Ha 700y (OUB. PO3Min
«Oco6MMBOCTI 3aCTOCYBaHHS»).

Cnocib 3acmocyBaHHs

[Tpenapat Tenpminin MoXKHa IpUIMaTH He3aJIeXKHO Bifi IpUuiioMy 1Xki. PeKOMeHOyeThCS 3anuBaTH
TabneTky TeNmilliH HeBEeIMKOIO KiJIbKICTIO PimWHM.

[imu. be3neka Ta e(peKTUBHICTh 3aCTOCYBaHHS Ipenapary Tenpimid aiTam (BikoM mo 18 pokiB) He
nociigxyBanucs. [laHi BifCyTHi.

Ilepedo3yeanHsi.

Cumnmomu. O4iKy€eThCS, 1[0 CUMIITOMHY IIepef03yBaHHs OyIyTh BilMOBiHATH TOCUIEHUM
dbapmakomnoriuauM ederraM. HalBupa3HIMMMEI IposBaMy IIepef0o3yBaHHS TeIMicapTaHOM
BBaXKalOTh apTepiasibHy TiOTeH3ii0 Ta Taxikap/iioo; TaK0xXK MOBiHOMIISIIN Ipo OpaguKapmiio,
3aI1aMOpPOY€eHHs, iIBUILIEHHS PiBHA KpeaTHUHIHY B CUPOBATL KPOBi Ta TOCTPY HUPKOBY
HeIOOCTAaTHICTb.

[Tepeno3yBaHHS aMIOAUIIIHOM MOXKe IIPU3BECTH [0 HAAMIPHOTO PO3IIUPEHHS NepUPEepUIHUX CYOUH
Ta, MOXKJIMBO, PedIeKTOpHOI Taxikapaii. [IoBimoMIsAIM PO IOMITHY Ta, MOXKJIUBO, IIOOBKEHY
CHCTEMHY TillOTEeH3i10, BKI/II04Yal04H IIOK 3 JIeTaJIbHUM HaCIiIKOM.

Pigko noBimomisiniocs Ipo HeKapaioreHHUY HaOpSIK JereHiB sIK HACIigOK ITepefo3yBaHHS
aAMJIOTUIIIHY, IKUH MOXKe IPOSBISTUCS 3 BiICTPOYEHUM ITOYATKOM (depe3 24-48 TomuH IMICIIA
3aCTOCYBaHHS) i moTpe0yBaTH MITYYHOI BeHTUsLii Tereds. PaKTOpPaMHU, IO CIIPUSIOThH
PO3BUTKY HEKapiOoreHHOro HaOpsKYy JiIeTeHiB, MOXKYTh OyTH paHHI peaHiMalliliHi 3axonu
(BKIII0Yal04H MepeBaHTaXKeHHS PIOUHOI0) [OJId MiATPUMKHU Hepdy3il Ta CepiieBoro BUKUAY.

JIiKysaHHA. 3a TIalLliEHTOM CJIii peTeJIbHO CIIOCTEePIiraTH, JiKyBaHHS MOBUHHO OYTH CHMIITOMaTUYHUM
Ta MiATPUMYI0YUM. TepaneBTUYHI 3aX00u 3a/exkaTh Bifl 4acy IpuitoMy TabIeTKH Ta TAKKOCTI
CUMIITOMIB.

3amnpornoHoBaHi 3aX0I1 BKJIIOYAIOTh CTUMYJISAIiI0 O/TIOBAaHHS Ta/4X TPOMUBAHHS IUTyHKA. AKTUBOBaHE
BYTi/Is Moxe OyTH KOPUCHUM IIPU TePefo3yBaHHi SK TelIMicapTaHOM, TakK i aMJIOAUIIIHOM.

Crip mOCTiHO IepeBipsATU PiBEHb €JIEKTPOJIITIB Ta KpeaTUHIHY B CUpPOBaTIi KpoBi. [Ipu mossi
apTepianbHOI TiMnoTeH3ii MallieHTy CJIif HaflaTA TOPU30HTAIbHOTO MTOJ0XKEHHS, HUXKHI KiHIIIBKA
OTPiOHO MPUITIAHSTH, IIBUAKO IIPOBECTH KOperyBaHHS 06’'eMy KpOBi Ta conboBoro Oanancy. Cin
IIPOBOAUTH HMiATPUMYIOUY Tepariio. BHyTpiliHbOBEeHHe BBEEHHS KaJlbllilo TIIOKOHATY MOXe 0yTH



IPUUHATHUM [J1S YCYHEHHS edeKTiB 6JI0Kaau KalbllieBUX KaHaiB. TeaMicapTaH Ta aMJIOOUIIIH He
BUBOMSITHCS 3@ JOMIOMOI0I0 FeMOfiami3y.

ITo6iuni peakuii.
Xapakmepucmuka npogiato 6e3nexku

HattuacTimnti mo6iyHi peakiiii - 3amaMopo4YeHHs Ta nepudepuyHni HaOpsk. Pimko MOXK/rBa IMOBHA
BTpaTa CBigoMocCTi (MeHmIe Hix 1 Bumagok Ha 1000 maIrieHTiB).

[ToGiyni peaxii, paHiie Big3HaueHi AJIsT OMHOTO 3 KOMIIOHEHTIB IIpemnapary (TelMicapTany 4u
aMJIOIUIIIHY), MOXKYTb OyTH MOTEHIINHUMU TOOIYHMMY peakllisiMU TaKOXK Ha Ipemnapar Tenpmimiy,
HaBiTh AKIIO0 BOHU HE CIIOCTEePiranucs Iif 4ac KIIHIYHAX OOCITIAXKEHDb UM MPOTITOM
IIOCTMapKEeTUHTOBOT0 IIePioAy.

Xapakmepucmuka nobivHux peakuit
[ToGiyHi peakiii 3a3Ha¥eHO 3a YaCTOTOI0 BUHUKHEHHS: AyxKe 4acTo (= 1/10), vacto (= 1/100 -
<1/10), mewacTto (= 1/1000 - < 1/100), pigko (=1/10000 - < 1/1000), myxe pigko (<1/10000),

HeBifoMoO (He MO3KHa BCTAQHOBUTHU 3 HASIBHUX HAHUX).

Y KOXHiil Tpymi 3a 4acTOTOI0 M0OiuHi eeKTU NpeACcTaBIeHO B MOPSAAKY 3MeHIIeHHS CEPHO3HOCTI.

Tabnuis 2

Knac cuctem opranis TenmicapTad/amnofumiii TenmicapTan Ammogumnin
3a MedDRA
IHpekuyii ma iHeasii
Heuacro [HdexKIIii BepxHixX

OVXalbHUX LIISXIB,

BKJII0Yal04u (HapuHTiT i

CUHYCHT, iH(EKIIl CeY0BUX

ISIXiB, BKJIIOYAO4Yn

IIUCTUT
Pinko Huctutr Cemncuc, y T. 4. 3

7eTalbHAM HaCITioKOM'
3 6oky kposi ma aimpamuyHoi cucmemu
Heuacto Anemisg
Pigxo TpoMOOoIUTONEHIS,

€03uHOPiTis
Iyxe pigko JlelikomneHis,

TPOMOOIIUTOIEHis

3 6oky imyHHOI cucmemu
Pinko linmepuyTnusicTs,

aHadinakTUYHa peaklis
Iyxe pigko linep4yTnuBiCTh
3 60Ky 06MiHY PeU0BUH i Xap4yBaHHA
Heuacto lnepkaniemis
Pinko limormikeMis (y XBOpUX Ha

IIyKpOBUY miabeT)
Iyxe pigko limepruikemis



3 6oky ncuxiku

Heuacto
Pinko Ilempecisi, 3aHEIIOKOEHICTD,
6e3CoHHS
3 boky Hepgosoi cucmemu
Yacto 3anaMopoYeHHsS
Heuacto COHUBICTH, MITPEHB,
TOJIOBHMM 0inb, MapecTesis
Pigko CuHkore, nepudepruydHa
HeHpoIaTis, rinecresis,
OUCTEB3is, TPEMOP
Iyxe pigko
3 6oky opeaHis 30py
HeuacTto
Pigko Posnapu 30py
3 60Ky opeaHie cayxy ma pieHosazu
HeuacTo Bepturo
3 6oky cepus
Heuacto Bpagukapmis, BiuyTTa
cepueduTTs
Pigxo Taxikapmis
Iyxe pigko
3 boky cyouH
Heuacto AprTepiasnbHa TrinoTeHsis,
OPTOCTaATHYHA TiMOTEH3is,
MMOYEPBOHIHHA
Lyxe pigko
3 6oky duxasvHoi cucmemu, opa2aHie 2pyoHoi KAimKu ma cepedocmiHHA
HeuacTto Karmienb [ucmaHoe
Iyxe pigko [HTEpCTHITiaTbHA XBOpoOa
NereHs’
3 6oky mpasHoi cucmemu
HeuacTto Bine y KuBOTI, Aiapes, MeTeopusm
HyfoTa
Pigxo bmioBaHHS, AuCIEncis, OuckoMdopT y minsHIi
CyXiCTb y POTi IIJIyHKA
Iyxe pigko

3 boky 2enamobiaiapHoi cucmemu

Pigko [Mopyumenus QyHKIIl
NIe4iHKY/ TEeYiHKOBI

po3namu’

Iyxe pigko

3 6oky wKipu ma ii noxioHux

3MiHM HaACTPOIO
CronyTaHiCTh
CBimoOMOCTi

ExcTpanipaMigaui
CHHIPOM

[Topy1ieHHs 30py

[I3BiH y Byxax

[HdapkT MioKkap[a,
apUTMif, LIJIYHOYKOBa
Taxikappis, ¢ibpunsiis
nepencepnb

Backyiit

[IucnHOe, PUHIT

3MiHU Y pUTMI
nedexkartii

[TaHKpeaTuT, TaCTPHUT,
rimepTpodis siceH

lenatuT, KOBTSIHUIIS,
MiABUIIEHNY PiBEHb
MIeYiHKOBUX
TpaHcaMiHa3 (B
OCHOBHOMY IIOB’SI3aHO 3
X0JIeCTa30M)



HeuacTto CBep0ix [TocusneHe MOTOBUMAINIEHHS AJoOTelis, mypIypa,
3MIHU KOJIBOPY LIKipH,

IIOCUJIEHE
IIOTOBUiIEHHS
Pinko Ex3ema, eputema, AnrioHeBpOTUYHUM HaOPSIK
BUCHIIAHHS (3 JIeTaJbLHUM HACIITKOM),
MeouKaMeHTO3HUI
OepMaTuT, TOKCUYHUMI
IIKiPHUY TEePMaTHT,
KpOIIMB'SHKA
Iyxe pigko AHTIOHEBPOTUYHUU
HaOpsIK,

nmoiiMopgHa epuTeMa,
KPOIIMB'THKQ,
ekchomiaTuBHUN
OepMaTHUT, CHHAPOM
CriBeHca - [I3KOHCOHa,
HaOpsk KBiHke,

($HOTOYYTNIUBICTD
HesBizoMmo TokcuuHUU
elmmifgepManbHuA
HEKpPOJIi3
3 60Ky Kicmko80-M’ 530801 cucmemu ma cnoayyHoi MKAHUHU
Heuacto ApTparnrisi, M'430Bi cia3mMu
(cymoMu B HOTax), Mianris
Pinxo Bine y cnuHi, 6inb y Bine y cyxoxui
KiHIiBkax (0inb y HO31) (cummToMu, IOHiOHi Mo
TeHOUHITY)
3 60Ky CEe4OBU[IITbHOI CUCTEMU
Heuacro [TopymeHHs QyHKLiII HUPOK, [lopylieHHS
BKJII0Yal04¥ FOCTPY CEYOBUIIYCKaHHS,
HUPKOBY HEOCTATHICTh [igBuUIleHa 4acToTa
CE4YOBUNYCKAHHS
Pigxo HoxkTypis
3 6oky penpodykmugHoi cucmemu ma MO/A04YHUX 3d/103
HeuacTto EpekTtunbHa fuCHYHKIISA I'iHekoMmacTis
3aeanvHi nopyweHHA
Yacto [Tepucdepuuni HaOpsIKU
Heuacto AcreHig, 6inb y rpynsx, Binb
[IigBHUIeHa BTOMJIIOBAHICTD,
HaOpsKu
Pinko He3pyxanusa CumMnroMmy, momioHi [o
TPUIy
BioxuseHHs 8i0 HOpMU, 8usBaeHi y pe3yabmami 1abopamopHux 00CAi0HCeHb
Heuacto [TinBuIlleHHS PiBHS [linBuIlleHHS PiBHS 30inbIIeHHsT MacH Tina,
TMEeYiHKOBUX €H3UMIiB KpeaTuHIHY B KPOBi 3MEHINIeHHS MacCH Tina
Pinko [TigBuieHHs PiBHSA ce4yoBoi ITimBuUINEHHS PiBHS
KHUCJIOTH B KPOBIi KpeaTuH(pOoChOKiHa3U Y
KPOBI, 3HUXKEHHS PiBHSA
reMorno0iny

' 1Ia mobiuHa peaxmis Moxe OyTH K BUTIafKOBICTIO, Tak i 03HAKOIO IIPOLECy, CYyTh SIKOT0 Hapasi
HeBizoMa.

* BipIIiCTh BUMAAKIB MOPYIIeHb GYHKIII HediHKy/ MeYiHKOBi PO3Iafi CIOCTEPiraauch y Halic€HTiB



SITTOHCHKOI HaIliOHAMbHOCTI. [TallieHTH ATMOHCHKOI HAlliOHATBHOCTI OiNIbII CXUIbHI OO0 IUX MOOIYHUX
peaxiii.

* InTepcTHLianbHa XBopoOa JIereHs (IepeBakHo iHTepCTHIliaabHa IHeBMOHIs Ta e03uHODiIbHA
TTHEBMOHIsT) OyJ1a MUHYII[O0 IIPY 3aCTOCYBaHHi TeIMicapTaHy y Iepiof moCcTMapKeTHHT OBUX

CIIOCTEPEZXKEHE.

38imysaHHA npo ni0o3proB8aHi nobiuHi peakuii.

[ToBimomneHnHs mpo mobiuHi peakiril micis peecTpatiii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguuyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKAaM, a TaK0X IallieHTaMm abo ixHiM
3aKOHHUM IIpefiCTaBHUKAM CIIif TOBiJOMJISITH IIPO YCi BUMIAAKY Mig03pI0BaHUX MOOIYHUX
peaxirii Ta BiiCyTHOCTiI e)eKTUBHOCTI JTiKapChKOTo 3aco0y uepe3 ABTOMaTU30BaHy
iH(opMariiHy cucteMy 3 papMaKOHArIaAy 3a nocunaHHaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKHU.

YMoBH 30epiranss.

36epiratu npu TemmnepaTypi He Buille 30 °C B opuUTiHaNbHiM YIAKOBII AT 3aXUCTY Bif mil
CBITJIa.

30epiraTtu B HELOCTYITHOMY [J1g [iTel MiCIIi.

YnakoBka.

[To 10 TabneTok y 6micTepi; mo 3 abo mo 9 OicTepiB y KAPTOHHIM KOPOOIIi.

Kareropis Bigmycky. 3a perenrtom.

BupoOHHUK.

KPKA, 0.m., HoBo mecTo, CnoBenissi/ KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MiCIsi IPOBaIXKeHHs MOro Jis/IbHOCTI.

[Imap’emrka necta 6, 8501 Hoso mecto, CnoBewisi/ Smarjeska cesta 6, 8501 Novo mesto,
Slovenia.



