IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

A30MeKc

(Asomex)

CKkn1ao:
ditoua peuosuHa: S(-) aMJIOOUIIIH;

1 TabmeTka MiCTUTD S(-) amnomuminy Gecunary, 1o ekBiBaneHTHO S(-) aMJIOOUIiHy 2,5 Mr a6o
5 Mr;

0onoMidCHI peuo8UHU: 1IeJII0JI03a MIKPOKPHUCTaliuHa, HaTpilo KpoCKapMeso3a, KPeMHII0 Ti0KCHUf
KOJIoigHUM Oe3BomHUM, 3aji3a okcup xkoptuit (E 172), marHito cteapar.

JlikapcbKa ¢popMa. TabneTKku.
OcHo8HI (pi3uKo-XiMiuHi 81aCMUBOCMI:

mabaemku no 2,5 me: TabeTKN 37IeTKa JKOBTOT'0 KOJIbOPY, CEPLEBUAHOI GopMH, 3 JIiHi€I0 PO3I0MY 3
OIHi€El CTOPOHU Ta I'IafKi 3 iHIIOI; Ha MOBePXHi TabIeTKU NOMYCKAIOThCS BKPAIJIEHHS KOPUYHEBOTO
KOJIbODY;

mabsemku no 5 M2: TabIeTKy KOBTOTO KOJIbOPY, CepIieBUAHOI popMu, 3 TTiHiEH PO3IOMy 3 OfHiel
CTOPOHHU Ta TJIafKi 3 iHIIOoi; Ha MoBepXHi TabIETKM MOIYCKAOTHCS BKPATIeHHS] KOPUYHEBOTO
KOJIEODY.

®apMakoTepaneBTUYHA rpyna. CeleKTUBHI aHTAarOHICTH KaJbliil0 3 TepeBaKHUM BIIJINBOM Ha
cyouau. Kog ATX C08C AO01.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Amnopumin - panemiyHa cyMimr S(-) Ta R(-) i3omepiB. S-amlodipine - akTuBHa XipajibHa
dbopma ammonuIiny - 6710KaTOp MOBITBHUX KaJbIiEBUX KaHAaJIiB; 0JI0KYE HaIXOIXKEHHS 10HiB
KaJbllilo 4yepe3 MeMOpaHu [0 KIITHH IilafieHbKUX M's3iB MioKapfa Ta CyouH. MexaHi3m
AHTUTINEePTEeH3UBHOI Ail aMJIONUITIHY 3yMOBJIEHUI Oe3MocepeNHiM BIUIMBOM Ha I'TafeHbKi M's131
CyOUH.



AHTHaHTiHaMbHUY e(DeKT aMIOOUIliHy peani3yeThCsd ABOMa CII0coOaMu.

1. AMyofuIIiH PO3MHKPIOE TepU(PEepUdHi apTEePioNy i TAKUM YMHOM 3HUXKYE 3arajlbHUuU
neprudepuyHuy Omip Ta nicasHaBaHTaXXeHH. OCKINIbKY 4acTOTa CEPLEBUX CKOPOUYEHb IPH
IILOMY IIPaKTUYHO He 3MIHIOETHCS, TO 3MEHIIYETLCA HaBaHTaXKeHHS Ha Cceplie, CIIOKUBAHHSA
eHeprii Ta morpeba Miokapaa y KMCHi.

2. Po3mmpeHHs rOI0BHAX KOPOHAPHUX apTepiil Ta KOPOHAPHUX apTepion (HopMalbHUX Ta
ilmeMi3oBaHUX), MOXKJIMBO, TAKOXK Bifiirpa€ poib y MexaHi3Mi gil amnogumniny. Take
PO3IIKUPEHHS MiBUIYE HACUYEHICTh MioKapfa KMCHEM Y TAaIli€HTIB 3i clta3MOM KOpOHapHO1
apTepii (cteHokapmis [TpuHIIMeTana a00 BapiaHTHA CTEHOKAPIis).

Y xBopuX 3 apTepianbHOIO TiMepTEeH3i€l0 pa3oBa f03a aMJIOAUIIIHY 3a0e3Mevye KIIiHIgHO
3Hauyllle 3HUXKEHHS apTepialbHOr0 TUCKY IPOTATOoM 24 rofuH, 10 Ja€e 3MOT'y 3aCTOCOBYBaTU
rioro 1 pa3 Ha 0oOy. 3aBOsKU MMOBITbHOMY ITOYATKY Oil aMJIONUITIH He CIPUYUHSE TOCTPOI
apTepianbHOI rinmoTeH3il. Y mallieHTiB 3i CTeHOKaPAi€lo IPX 3aCTOCYyBaHHI ofgHiel ;060BO1 103U
IpenapaTy MifABUINYETHCS 3arajlbHUM Yac (i3WYHOr0 HaBaHTAXKEHHS, 9ac OO0 I04aTKy
cTeHOKapail i yac go 1 MM memnpecil cermeHTa ST. [Ipenapart 3HMKYE YaCTOTy HamafiB
CTeHOKapAil Ta 3MeHIITye MOoTpeOy y 3aCTOCYyBaHHi HiTPOTMilepHHY. AMJIOAUIIIH He YUHUTD
HECIPHUSTIXBOIO BIJIMBY Ha 00OMiH PeYOBMH Ta JIIiK MIa3MU KPOBi, TOMYy HOT0 MOXKHa
3aCTOCOBYBaTH IallieHTaM i3 OpOoHXialTbHOIO aCTMOI0, ITYKPOBUM Aia0eToM Ta MOAarpoio.

dapmakoKiHemuxka.

BCMOKTYBaHHS/PO3MOIIN

[Ticnsg mpuiioMy BHYTPIIIHBO y TEPAEBTUYHUX [03aX aMJIOOUIIIH 100pe BCMOKTYEThCS,
IocsAraloyyd MaKCUMaJIbHOI KOHIIEHTpalii y KpoBi uepes 6-12 roguH. AGCOIOTHA
6i00OCTYIIHICTE, 32 po3paxyHKaMu, CTaHOBUTH 64-80%. O6'eM pO3MOfiTy CTAHOBUTH
npubnau3Ho 21 J1/KT; KOHCTaHTa AMCoIialii Kucmotu (pKa) amnoguminy cTaHOBUTH 8,6.
HocmigXeHHs in vitro IpomeMOHCTPYBaIH, 110 3B'I3yBaHHS aMJIOAUIIIHY 3 OiTKaMu IIa3Mu
KpOBi cTaHOBUTHL TpuOMu3H0 97,5%. OmHOYacHe BXKMBaHHA 1Ki He BIIJINBAE€ HA BCMOKTYBaHHS
aMJIOQUIIIHY.

Mertaboni3M/BUBEeIEHHS

[lepion HamiBBUBEOEHHS 3 MJTa3MHU KPOBi CTAHOBUTH MpubIN3H0 35-50 roguH, 110
3abe3mneuye MOXKIUBICTh MPU3HAUYEHHS npemnapary 1 pa3 Ha goOy. CTilika piBHOBaXKHa
KOHLIEHTpAallid y IIJIa3Mi KPOBi JOCATAETHCH Yepe3 7-8 OHIB PeryasipHOTro 3aCTOCYBaHHS
npernapaTy. AMIOOUIIIH TPaHCHOPMYETHCS Y MEYiHIl 3 YTBOPEHHSIM HeaKTUBHUX MeTa0OoJIiTiB;
10% ne3mineHoro npemnapatTy Ta 60% MeTaboJIiTiB BUBOASTHCS i3 CeUelo.

ITarieHTH JTiTHLOTO BiKY

Yac gocsarHeHHs PiBHOBaXKHUX KOHILIEHTPAli aMJIONUIIIHY B Ij1a3Mi OAiOHUM Y Malli€HTiB JTITHHOTO
BIKYy Ta y JOPOCJIUX IallieHTiB. KiipeHc aMIoguniny 3a3Bry4ai Aello 3HUXKEHUH, 110 y NallieHTiB
JIITHBOTO BiKy IPU3BONUTH [0 30iNbIlIeHHS IO MMiJ KPUBOIO «KOHIleHTpalis/4ac» (AUC) Tta nepiomy
HalliBBUBE[EHHA IIpenapary.

[NanieHTH i3 MOPYIeHHIMU QYHKITI HUDOK



AMITOUIIIH eKCTEHCUBHO 0ioTpaHCHOPMYETHCI N0 HeaKTUBHUX MeTaboriTiB. 10% amnoguminy
BUIINIIETHCS Y HE3MIHEHOMY BUTJIAMI i3 ceyelo. 3MiHM KOHIIEHTpallil aMJIOOUIIIHY V IIJTa3Mi KPOBi He
KOPEJIOIOTh 3i CTyIleHeM MopylLIeHH QYHKII1 HUPOK. [lallieHTaM i3 mopymeHHAMEU QYHKII1 HUPOK
MOXKHa 3aCTOCOBYBaTU 3BUYaKHI 03U aMJIOOUIIIHY. AMJIOOUIIIH He BUOANISETHCS LUIAXOM Hiamizy.

[lalieHTy i3 mOpyIIeHHAMYU QYHKITI TeYiHKK

[HdopMariis mog0 3aCTOCYBaHHSA aMJIOAXIIIHY NallieHTaM i3 OopyIIeHHAMY QYHKIIil IeYiHKN JyXKe
oOMexeHa. Y MallieHTiB i3 Ie4iHKOBOIO HeIOCTATHICTIO KITipeHC aMJIOAUIIIHY 3HUKEHUH, 110
IPU3BOOUTH [0 30iNbIIeHHST TPUBAJIOCTI epiony HamiBBUBeAeHHs Ta d0 30inbinerHs AUC npubnu3Ho
Ha 40-60%.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHus.

- ApTepiaibHa rinepreHsid.

- XponiyHa cTabinbHa CTEHOKAP/Iis.

- BasocnactuyHa cTeHOKapmisa (cTteHoKapmis [IpuHIIMeTana).

IIpomunoka3aHHs.

- Bigoma mipBuIeHa YyTIMBICT N0 OUTiTPOMPUANHIB, aMIOOUIIIHY YK [0 OyOb-IKOTO iHIIIOTO
KOMIIOHEHTa IIpernapary.

- AprepianbHa rinoTeH3is TAKKOTO CTyIeHs.
- 1ok (BKmIOYaOUYM KapmioTeHHUH II0K).
- OOCTPYKIIisl BUBIIHOTO TPAKTY JIiBOT'0 IIUTYHOYKA (HAIIPUKIIAM, CTEHO3 a0PTH TSXKKOT'0 CTYIIEHS).

- T'emopunamiuHO HecTabinbHa ceplieBa HEJOCTATHICTH IiC/sA TOCTPOro iHGapKTy MioKappa.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
Bnaue iHwux aikapcvkKux 3acobie Ha ama00uniH

HasiBHi maHi moqo 6€31meyHoro 3aCTOCYBaHHS aMJIOAUIIIHY 3 Tia3uIHUMHU [iypeTUKaMHu, anabda-
6rmokaTopamu, 6eTa-6710KaTOpaMH, iHTibiTopaMu aHTiOTEH3UHIIEPETBOPIOBAIbHOTO pepmeHTy (ATID),
HiTpaTaMu IIPOJIOHTOBaHOI fil, cCy0miHTrBanbHOI (POPMOIO HITPOTTillepPUHY, HECTEPOINHUMHU
IPOTU3aNabHUMHU JTIKapCbKUMU 3aco0aMu, aHTUOI0TUKaMHU, OPaIbHUMU TiMOrIiKeMivHUMU
JiKapChKUMH 3ac0b6aMu.

[laHi, oOTprMaHi B IIPOLECI in Vitro OOCIIAXKeHS i3 I1JIa3M0I0 KPOBI JIFOAWHY, CBIAYaTh PO BiACYTHICTD
BIIJIUBY aMJIOJHUITIHY Ha 3B'sI3yBaHHS 3 OiTKaMu KPOBi HOCIiIKYBAaHUX JTIKAPCHKUX 3aC00iB (IUTOKCHH,
dbeniToiH, Bapdapun abo iHOOMETAIH).



IHe2i6imopu CYP3A4

OnHovacHe 3aCTOCyBaHHS aMyonuniny Ta inri6itopis CYP3A4 noTyzxHOI uu nomipHoi fii (inribitopu
IpOTea3, a30JIbHI MPOTUTPUOKOBI 3ac00M, MAKPOJIiIK, TaKi SK epUTPOMIIMH ab0 KJIIaPUTPOMIIIKH,
Bepanamin abo gusTiazeM) MoxKe IMIPU3BECTH A0 3HAUYIIOrO0 MigBUIIEHHS €KCIIO3UIlil aMIOfUIIIHY, 1110
TaK0XkK MOXKe IIPU3BECTHU [0 MiABUIIeHHS PU3UKY BUHUKHEHHS TrinoTeH3il. KniHiuHe 3Ha4eHHS TaKUX
3MiH Moxke OyTu OilbIll BUpaXKeHUM Y Malli€HTiB JTITHROTO BiKy. Moxe 0yTH HeoOXimHUM KITiHiuHE
CIIOCTEPEeKEeHHS 3a CTAHOM ITallieHTa Ta migbip mo3wu.

He pexoMeHOy€eThCS OGHOYACHO 3aCTOCOBYBATU aMJIOUIIIH Ta TpeindpyTu abo rpeindpyToBuil CiK,
OCKIiTbKY Y IesKUX MallieHTiB 610M0CTYIHICTh aMIOAUIIIHY MOXKe TigBUIIYBATUCS, 1110, B CBOIO YEPTY,
IIPU3BOOUTH [I0 MIOCUIEHHS TiMOTEH3UBHOI [il.

KaapumpomiyuH

KnaputpowminuH € inribitopom CYP3A4. IcHye mifBuilleHUM PU3UK BUHUKHEHHS TiOTEeH3il y
ITalli€HTIB, AKi OTPUMYIOTh KJIAPUTPOMILIUH 3 aMJIOTUIIIHOM. [Ipy CyllyTHEOMY 3aCTOCYBaHHI
aMJIOOUIIIHY 3 KJIaPUTPOMIIIUHOM PEKOMEHAYEThCA IPOBOAUTH PETEIbHUM Harjdaf 3a CTAaHOM
Malli€HTIB.

Inoyxkmopu CYP3A4

[Tpu 0ogHOYACHOMY 3aCTOCYBaHHI aMJIOOWITIHY Ta PEYOBHUH, 110 € BITOMUMH iHgykTOpamu CYP3A4,
KOHIIEHTpALlis aMJIOOUIIIHY B ITa3Mi KPOBi MOKe 3MiHIOBAaTUCS. TOMY CJIifi KOHTPOJIIOBATH
apTepiaJbHUY TUCK 1 perysoBaTi 003y fK IIif 4ac, Tak i MiCJs CYIIyTHBOTO JIIKyBaHHS,
ocob6nuBo cunmbHUMHU iHgyKTOpaMu CYP3A4 (manpukiap, pudaMIiimHoM, 38ipo6oem).

IanmpoaeH (iHQya3ii)

Y TBapHH CIoCTepiranucs MITyHOYKOBi GiOpuisLii 3 meTalbHIM HACTigKOM Ta CEpLEeBO-CYIUHHUMN
KOJIaIIC, 110 aCOLif0BalIUCA 3 TillepKasieMi€ro, Micisd 3aCTOCYBaHHS BepalaMiny Ta JaHTPOJIeHy
BHYTPIITHEOBEHHO. Yepe3 PU3UK PO3BUTKY TilepKalieMii peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
0JI0KaTOPiB Ka/JIbI[iEBUX KaHAJIIB, TAKUX SK aMJIOTUITIH, CXUJIBHUM [0 3JIOSKiCHOI TimepTepMii
nalieHTaM Ta IIpH JIiKyBaHHi 3J105IKiCHOI rimepTepMil.

Bnaue amaoduniHy Ha iHwi aikapcvki 3acobu

limoTeH3uBHUY e(pEeKT aMJIOAUIIIHY IOTEHLIIOE TITOTEH3UBHUN €(DEeKT iHIINX aHTUTINEePTEeH3UBHUX
JiKapChKuX 3aco0iB.

Takpoaimyc

IcHy€e pU3UK MigBUILIEHHS PIBHA TAKPOJIIMYCY B KPOBI IIPX OMHOYACHOMY 3aCTOCYBaHHI 3
aMJIONUIIIHOM, OFHAK (papMaKOKIHETUYHUM MeXaHi3M TaKol B3a€MO[il TOBHICTIO He BCTAHOBJIEHO.
[ITo6 YHUKHYTHA TOKCUYHOCTI TaKpOJIiMyCy, IIPU CYIyTHbOMY 3aCTOCYBaHHI aMJIOUIIiHy OTPi6eH
PETySIpHUY MOHITOPUHT PiBHS TAaKPOIIMYyCy B KPOBi Ta, 3a He0OXigHOCTi, KOPeK1lis O3yBaHHS.

mTOR ine2ibimopu (mammalian target of rapamycin - miweHi panamiuuHy y ccasuis)

Taki mTOR iHribiTOpH, K CUPOJIMyC, TeMCHpOiMyc i eBepoimyc, € cyocTpaTamu CYP3A.
Amnopnutin € cnabkuM inriditopom CYP3A. ITpu omHOYaCHOMY 3acTocyBaHHI amnopuminy 3 mTOR
iHribiTopaMu BiH MOKe TIOCUJIIOBATH BIIJIUB OCTAHHIX.



LuksaocnopuH

HocmimkeHb B3aEMO[Iii IIUKIOCIIOPUHY Ta aMJIOAUIIIHY He MPOBOIUIIN Y 3MOPOBUX JOOPOBOJIBIIB a00
IHIIMX TPyN HaceJleHHs, 3a BUHATKOM XBOPHUX i3 TPAHCIJIAHTOBAHOI0 HUPKOIO,  KHUX CIIOCTEpPiranocs
30inbIIIEHHS BeIMUMHY 3aJIMIIKOBOI KOHIIEHTpallil HuKnocnopuHy (B cepenaboMy 0-40%). Tomy y
TIAllieHTIB MiC/Is TpaHCIIAHTAIlil HUPOK, SIKi 3aCTOCOBYIOTh A30MeKC, Heo0XiTHO TPOBOOUTH
MOHITOPHUHT PiBHS IMKJIOCIIOPHHY Ta, Y pa3i HeoOXigHOCTI, H03y OCTAHHLOTO 3MEHIIUTH.

CumsacmamuH

OnnouacHe 6araTopa3oBe 3aCTOCyBaHHS 1000B0I 1031 A30MeKcy 3 80 MI cUMBaCTaTHUHY IIPU3BETIO 0
306inbIIeHHST €KCIO3MUIIil CUMBACTaTUHY Ha 77% TOPIBHAHO 3 MOHOTEPAIi€0 CUMBAaCTaTUHOM. ToMy
I03a CUMBACTATUHY He MMOBUHHA IepeBulyBaty 20 Mr Ha 0o0y [ MallieHTiB, SKi MpuiMaTh e
Ipernapar CylyTHLO 3 aMJIOOUIIIHOM.

CundeHain

Opuopazosuii npuiiom 100 Mr cunpeHadiny nalieHTaMu 3 eCEeHIliabHOIO TiepTeH3iel0 He BIINBaB
Ha ¢apMaKOKiHETHKY aMIofauIiHy. [Ipu ogHOYacHOMY 3aCTOCYBaHHI aMIOUIIIHY Ta cunngeHadiny gk
KOMOiHOBaHOI Teparii KoxeH i3 npenapaTiB BUSBIAB IiOTEH3UBHUY e(eKT He3alexkHO Bif iHIIOTO.

IHwi nikapcoki 3acobu

KniniuHi mocmigkeHHS B3aeMOfil TpenapaTy II0Ka3ay, 10 aMJIOAUIIH He BIIJIUBA€E Ha
(bapMaKOKiHETUKY aTOPBaCTaTUHY, TUTOKCUHY a00 BapdapuHy.

EmaHoa (anKko201b)

OpHopa3o0Buil Ta OaraTopa3oBUi MpHiioM A30MeKCY B J0OOBi 1031 He MaB CYTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOJTy.

CywmicHe 3aCTOCyBaHHS aMJIOOUIIIHY 3 TUMETHUANHOM He MaJio BIJIUBY Ha (papMaKOKiHETUKY
aMJIOUIIIHY.

CywmicHe 3aCTOCyBaHHS IIpelapariB allOMiHil0/MarHio (aHTalXiB) i3 pa30BO0 J03010 aMJIOAUIIIHY He
MaJio CYTTEBOTO BIIJIUBY Ha (hapMaKOKiHETUKY aMJIONUIIIHY.

JlabopamopHi mecmu

BnnuB Ha MOKa3HUKY 1a00paTOPHUX TECTiB HEBiOMMUIA.

Oco06.1ueocmi 3acmocy8aHHs1.
Besmnexy Ta eeKTUBHICTh 3aCTOCYBaHHSI aMJIOJUIIIHY IIPU TiEePTOHIYHOMY KpHU3i He OI[iHIOBaJIU.
IMauienmu i3 cepueso HedocmamHicmo

Iawiit kaTeropii mauieHTiB mpemapar CJIifl 3aCTOCOBYyBaTH 3 00ePeXHiCTIO. Y nalieHTiB i3 cepleBoio
HeIOCTATHICTIO TAXKKOro ctyneHs (knac III ta IV 3a knacudikamiero NYHA) npu 3acTocyBaHHI
aMJIOMUITIHY YacTOTa BUMAAKIB PO3BUTKY HAOPSKY JiereHb Oyia BUIIO0 TOPiBHSAHO i3 3aCTOCYBaHHSIM
nyarne6o. ITaieHTaM i3 3aCTiltHOI0 CepIEeBOI0 HEOCTATHICTIO OI0KATOPH Ka/bI[iEBUX KaHAJIIB,



BKJIIOYAIOYX aMJIOJHUIIIH, CITiJ] 3aCTOCOBYBaTH 3 00€peXKHICTIO, OCKiJTbKY BOHU MOXKYTh IiBUIIYBaTH
PU3UK CepLEeBO-CyOUHHUX TOMiM Ta eTaabHUX BUMAAKIB Y MaitOyTHHOMY.

INauieHmu i3 nopyweHHAMU PYHKYII neviHKu

[epion HamiBBUBemeHHS aMonuminy Ta napaMeTpu AUC BUIIl y TALi€HTIB i3 NOPYIIEHHAMU (PYHKITI1
IIeYiHKY; peKOMeHalliil IoAo f03 IpernapaTy HeMae. ToMy faHill KaTeropil mali€eHTiB CIIif
PO3MOYKMHATH 3aCTOCYBaHHS IIpenapary i3 HanHuK4oi fo3u. Ciig 6yt 00epekHUMHU SIK Ha I0YaTKy
3aCTOCyBaHHS IIperapary, Tak i mif dyac 36inbineHHs fo3u. [lamienTaM i3 TIKKO0I0 eYiHKOBOIO
HE[IOCTATHICTIO MOXKe OyTH HeOOXimHUM IMOBiTbHUM Hig0ip 403U Ta PeTelbHEe CIIOCTEPEKEHHS 3a
CTaHOM IIalli€HTa.

INauieHmu i3 HUPKOBOK HEAOCMAMHICMHIO

IlaHiil KaTeropil MaIfieHTiB C/Iifl 3aCTOCOBYBaTH 3BUYalHi [O3H Mpenapary. 3MiHU KOHIIeHTpaIlil
aMJIOUIIIHY Yy TJ1a3Mi KPOBi He KOPEIIOIOTh 3i CTylleHeM MOPYLIeHb QYHKIN1 HUPOK. AMIOOUIIIH He
BUMAJIIETHCS LIJIIXOM [iai3y.

ITayieHmu AIMHbO20 BiKY
30inpmIyBaTy q03y IpemnapaTy fAaHili KaTeropii maiieHTiB ciif 3 06epexkHiCTIO.
AMIOOWIIIH He BIJIMBA€E Ha Pe3yJIbTaTé 1ab0paTOPHUX HOCTIIKEHb.

He pekoMeHOy€eThCsT 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpeindpyrom abo 3 rpeindpyToBUM COKOM,
OCKIJIbKY ¥ IeSKUX HallieHTiB 6i0m0oCTymHICTh Moxke OyTu 30inbieHa, 110 Mpu3Bene 0o MOCUIeHHS
TimOTEeH3UBHOT0 e(PeKTy mpemapary.

3acmocysaHHA y nepiod sazimHocmi a6o 200y8aHHs 2py0oto.

BazimHicmyb. Be3neka 3acTocyBaHHST aMJIOOUITIHY KiHKaM y TIepPioj] BaTiTHOCTiI He BCTAHOBIIEHA.
3aCcTOCOBYBaTH aMJIOUIIIH y IEPiof] BariTHOCTI pEKOMEHAYEThCS JIUIIE y TUX BUNagKax, KOJIX HEMae
Oe3neyHimoi anbTepHATUBY, a PU3HUK, TIOB'sI3aHUM i3 CAaMUM 3aXBOPIOBAHHSIM, IIEPEBUIIYE MOKIIUBY
IIKOAY Bif JIIKyBaHHSA [OJI MaTepi Ta mjofa.

Y mpoueci gocnigxKeHb Ha TBApUHAaX IIPU 3aCTOCYBaHHI BUCOKUX 03 CIIOCTEpiranacs penpoayKTUBHA
TOKCHAYHICTE.

I'odysaHHA 2py00t0. AMIIOUIIIH IPOHUKAE Y TPYOHE MOJI0KO. CIIiBBiIHOIIEHHS HO3U, OTPUMAHOI
HOBOHAPOAXKEHUM Bifl MaTepi, y MiKKBapTUJILHOMY [ialla30Hi OLiHIOTE 9K 3-7%,

MakcumyM 15%. Brimue amnonumniny Ha HeMOBNAT HeBimoMuit. [Ipy IPUNHATI pillleHHSA PO
IIPOMIOBXKEHHS TOAYBaHHS IPYAOI0 YX PO 3aCTOCYBaHHS aMJIOAUIIIHY HEOOXIIHO OIliHIOBaTH
KOPUCTH TONyBaHHS IPYAL0 OJI DUTUHYU Ta KOPUCTH Bifi 3aCTOCYBaHHA IIpenapary OJisd
MaTepi.

®epmuavHicmb. [ToBigoMsiiocs mpo 060POTHI 6GioXiMiuHi 3MiHU TOJIOBKM CIIEPMATO30i1a y JesIKUX
TaLiEHTIB IIPU 3aCTOCyBaHHi 6710KaTOPiB KanbllieBux KaHauniB. Kniniunoi inpopmarrii uono
IOTEHIINHOTO BIIJIUBY aMJIONUIIIHY Ha (PePTUIBHICTS HEJOCTATHLO.



30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

AMrioguniH MOXe YMHUTU He3HaYHUX a00 MOMipHUM BIIJIUB Ha 30AaTHICTb KepyBaTU
aBTOTPAHCIIOPTOM ab0 IIpaIffoBaTH 3 iHIIMMHU MeXaHi3MaMH.

[IIBUpKiCTh peakiil Moxe OyTH 3HMKEHA IIPK HagBHOCTI TaKMUX CUMIITOMIB SIK
3araMOpOYeHHSs, TOOBHUY Oinb, MiABUINIEHA BTOMJIIOBAHICTh UM HYOTA.

Cnipm 0yt 00epeXHUMH, 0COOIMBO Ha ITOYATKY Tepalrii.

Cnoci6 3acmocyeaHHss ma do3u.
Hopocai

OckinpKy Mi0Ya peyoBHHA JTiKapchkoro 3aco0y Asomekc (S(-) amlodipine besilate), Ha BigMiHy Bif
aMJIOUIIIHY (palleMidyHOol CyMillli), MiCTUTh Yy CKIafi Juile akKTUBHY S(-) hopMy i3oMepy, CHif B3ATH
[0 yBary, 1o AJIs JIiKyBaHHSA apTepiaibHOl rinepTeH3il JerkKoro Ta IOMIPHOTO CTYIIeHS TSIXKKOCTi
tabneTka A30MeKCy I03yBaHHAM 2,5 MT BifloBiflae 5 Mr amioguminy, a Tabnetka A3oMeKCy
no3yBaHHAM 5 Mr - 10 Mr amioguminy.

[Tpu apTepianbHill rinepreHsii i cTeHoKapil 3BMYaiiHa MoYaTkoBa go03a A30MeKCYy CTaHOBUTH 2,5 MI'
1 pa3 Ha 00y; 3a HEOOXiMHOCTI 1110 103y MoKHa 36inbmuTy 10 5 Mr 1 pa3 Ha go0y, 3a/lexkKHO Bif
iHOMBiAyanIbHOl peakiiil XBOpOoro.

€ IOCBifl 3aCTOCYBaHHS Mpemnapary y KoM0OiHallil 3 Tia3ugHUMU AiypeTuKaMH, aibda-
6mokatopamu, 6eta-6okatopamu abo inribiTopamu AII® maiieHnTaM 3 apTepiaabHOO
rineprensieto. [larienTam 3i CTeHOKapAi€ro penapaT MOXKHa 3aCTOCOBYBaTHU SIK
MOHOTepario abo y KombiHallil 3 iHIIMMU aHTUaHTiHAIbHUMHY JTiKapCbKAMU 3aco0aMu IIpu
PE3UCTEHTHOCTI 10 HiTpaTiB Ta/abo amekBaTHUX 103 OeTa-0JI10KaTopiB.

HeMmae HeoOximHOCTI y migbopi [03u penapaTy Npyu OGHOYaCHOMY 3aCTOCYBaHHI 3 Tia3uAHUMU
niypetrkamu, OeTa-0okaTopaMu Ta iHribitopamu AITO.

Ocobausi e2pynu nauieHmia
ITayieHmu AiMHb0O20 BiKY

Hemae HeoOximHOCTI ¥ mimbopi mo3u Oist maHol KaTeropii maiieHTiB. [TigBUIeHHS TO3U CITif
IIPOBOJUTH 3 00EPEKHICTIO.

ITauienmu i3 nopyweHHAMU QYyHKUII NneyiHKu

Io3u nmikapchkoro 3aco0y Ol 3aCTOCYBaHHS MalliEHTaM i3 MOpyIeHHAMY (YHKII Ie4YiHKHU Bif
JIETKOTO [I0 TIOMipHOTO CTYIEHS TSIKKOCTi He BCTAHOBJIEHi, TOMY if6ip M0O3u CJIifl MPOBOOUTH 3
00epekHICTIO Ta MOYMHATYU 3aCTOCYBaHHS IIperapaTy 3 HalHUXKY0l 03U B [iana3oHi 103 (OUB.
po3minu «®apmakosoriuni BrnactuBocTi. ®apmakokiHeTuka» i «OCoOIMBOCTI 3aCTOCYBaHHSI »).
®apMaKoKiHETHKY aMJIOAUIIIHY He [OCiXKyBalK Y MallieHTiB i3 MOPyLUIeHHAMU QYHKII eYiHKu
TS2KKOT'O CTyIIeHs. [I71s MallieHTiB i3 NopyuIeHHAMY QYHKIiI IeYiHKYU TAXKKOTO CTYIeHsS 3aCTOCYBaHHS
aMJIO[UIIIHY CJIifl TOYMHATH 3 HAWHMKYO]I J03U Ta MOCTYTIOBO 11 30ibIIyBaTH.



ITauieHmu i3 nopyweHHAMU pYHKUil HUPOK

PexoMeHIy€eThCS 3aCTOCOBYBATH 3BUYaliHi 03U JTiIKapChKOT0 3ac00y, OCKiIbKY 3MiHU KOHIIEHTpallil
aMJIO[UIIIHY Y IJIa3Mi KPOBi He MOB'sI3aHi 31 CTyIIeHeM TSIKKOCTi HUPKOBOI HEJOCTATHOCTI. AMIOOUIIIH
He BUBOOUTHCS LUISAXOM Hiamizy.

Himu.

Be3neka Ta eeKTUBHICTh 3aCTOCYBaHHS JIIKapPCHKOT'0 3aC00y HiTAM He BCTAHOB/IEHI, TOMY
10r0 He 3aCTOCOBYIOTh Y IlefiaTPUYHil IPaKTHULI].

ITepedo3yeanHs.
IocBi HABMUCHOTO TIEpENO3yBaHHs MpenapaTy 00MexKeHuH.

Cumnmomu nepedo3ys8aHHs: HasiBHA iH(pOpMallis Ja€ MmiACcTaBy BBaXKaTH, 1110 3HaYHe IIepefo3yBaHHs
aMJIOOUIIIHOM NPU3Befe N0 HaAMipHOI nepru@epryHol Ba30auiaTallil Ta, MOX/IUBO, [0
pednekTopHOI Taxikapmii. [ToBimoMIsnIoCs IPo PO3BUTOK 3HAUHOI Ta, MOXKJIMBO, TPHUBAJIOl
CHCTEMHOI apTepianbHOl TiIO0TeH3il, BK/II0Yaly4H LIOK i3 JTeTalbHUM HaCIiAKOM.

Pigko noBimomsinocs Ipo HeKaphioreHHUY HaOpsK JIeTeHiB IK HaCJIioK Iepefo3yBaHHs
aMJIOQUIIIHY, SKUU MOXKe MIPOSBIIATUACS BIICTPOUEHUM II0YaTKOM (4epe3 24-48 roguH micis npuuomy)
i moTpebye MWTYy4YHOI BEeHTUIALII IereHb. PaHHI peaHimalliiiHi 3axonu (BK/II04a0uy epeBaHTaXKeHH S
piguHOMW0) Aa migTpuMKY nepdys3ii Ta ceplieBoro BUKUAY MOXKYTh OYTH IPOBOKYIOUUMU (paKTOPaMHU.

JIikyeaHHs: KJIIIHIYHO 3Ha4yllla apTepiajibHa rinoTeH3is, 3yMOBJIeHa 1epef03yBaHHAM
aMJIOUIIiHY, BUMara€e akTUBHOI IiATPUMKH JiSIbHOCTI CepLeBO-CYAUHHOL CUCTEMY,
BKJTIOYAIOYY YaCTHM MOHITOPUHT (PYHKIIM CepIld Ta AUXaHHS, HMiABUILIEHEe II0JI0KEeHHS
HUXKHIX KiHI[iBOK, MOHITOPUHT 006'€MY LIMPKYJTIOI0YO0I PifUHU Ta CEYOBUIITEHHS.

[l71s1 BIGHOBIIEHHS TOHYCY CY[OUH Ta apTepiaJibHOr0 TUCKY MOXKHA 3aCTOCYBaTU CYAUHO3BYXKYyBaJIbHi
IpenapaTty, yIeBHUBIIKCE Y BiICYTHOCTI IPOTHIIOKA3aHb [0 IX 3aCTOCYyBaHHS. 3aCTOCYBAHHS KaJIblIif0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM AJIS HiBe/TioBaHHS ePeKTiB 6710Kafu KalblieBUX
KaHaJIiB.

Y mesikvx BUIagKax Moxe OyTH KOPHUCHUM IIPOMHUBAHHS LIIyHKA. 3aCTOCYBAHHS aKTUBOBAHOTO
BYTiJIIST 3MOPOBUM JOOPOBOJIBIIM IIPOTSITOM 2-X TOOUH Miciis mpuiiomy 10 M aMIOgUITiHY 3HAYHO
3MEHIINUJIO PiBEHb U0I0 BCMOKTYBAHHS.

OcCKinbKY aMJIOOUIIiH 3HAYHOI0 MipoIo 3B'a3yeThes 3 Oinkamu, eekT mianizy He3HaYHUH.

ITo6iuni peakuii.

[Ipu 3acTOCYBaHHI aMIONUIIIHY HavacCTillle OBIIOMIISANIOCS TIPO TakKi mobiuHi peakii Sk
COHJIMBICTh, 3allaMOPOYEHHS, TONIOBHUY OiNlb, MasbIIiTallis, TPUIIINBY, Oi/lb yV YepeBHi
IIOPOXKHUHI, HyNOoTa, HabpsSIKU roMinoK, HaOpSIKK Ta BTOMJIIOBAHICTh.



[To6iuHi peaxiiii, mpo sIKi MOBiMOMIISIIIOCS Il YaCc 3aCTOCYBaHHS aMJIOAUITIHY, HAaBeeHi HUXKYe 3a
CHCTeMaMH Ta KjlacaM¥ OpraHiB Ta 3a 4aCTOTOK BUHUKHEHHS: Ayxke 4yacTo (=1/10), vacto (=1/100,
<1/10), mewacTto (=1/1000, <1/100), pigko (=1/10000, <1/1000), myxke pigko (<1/10000), gactota
HeBimoMa (He Moxe OyTH BCTAHOBJIEHA 3a HassBHUMU HaHUMMU).

3 6oky kpoei ma aimpamuyHoi cucmemu

IyXe pigKo: TeUKOIUTOIEHis, TPOMOOIUTOTIEHIS.

3 6oky iMmyHHOI cucmemu

[yXe pigKo: anepriydi peakiiil.

3 boky memaboiamy ma animeHmapHi po3aadu

IlyXe pigko: rinepriikemis.

3 6oky ncuxiku

HeuacTo: memnpecisi, 3MiHM HacTPOIO (BKITI0YaI0UX TPUBOXKHICTh), 063COHHS.

Pigko: crinyTaHICTE CBIIOMOCTI.

3 60Ky Hepeogoi cucmemu

YacTo: COHNMUBICTD, 3allaMOPOYEHHS, TOJIOBHUY 0iflb (TOJIOBHUM YMHOM Ha ITOYaTKY
JIIKyBaHHS).

HeuacTo: TpeMop, OUCreB3isd, CUHKOIIE, TinecTe3is, mapecTesis.
IlyKe pifKo: TiepToHyC, nepudpeprudHa HEXPOIaTis.

YacToTa HeBijoMa: eKCTpalipaMigHuid po3iap.

3 60Ky opaaHis 30py

YacTo: nopylIeHHs 30py (BK/II0YaYU OUIIJIOIII0).

3 60Ky opaaHis cayxy ma aabipuHmy

HeuacrTo: A3BiH y ByXax.

3 6oky cepus

YacTo: manbIiTalris.

HeuacTo: apuTtMis (BK/I04aouu OpaguKapmito, MUIYHOYKOBY TaXiKapfilo Ta MEPEXTiHHS
mepeacepan).

IyxKe pigKo: iHpapKT MioKappaa.

3 6oky cyouH



YacTo: IPUIIUBY.

HeuacTo: apTepianbHa rinoTeH3id.

IlyXe pigKo: BaCKyJIiT.

3 6oky OuxanbHOi cucmemu, op2aHie 2py0HOI KaimKu ma cepe0oCmiHHA
YacTo: qUCIIHOE.

HeuacrTo: Kaiesnb, puHIiT.

3 60Ky WAYHKOBO-KUWEKOB020 MPAKMY

YacrTo: 6i51b y KMBOTI, HYOOTa, OUCIIEICisl, TOPYIIeHHS IIePUCTATbTUKN KUIIIEYHUKY
(BKJTIOYAIOYH 3allop Ta Oiapero).

HeuacTo: 6/110BaHHS, CYXiCTh ¥ POTIi.
IlyXe piOKo: MaHKPeaTUT, TaCTPUT, rinepiiasisa AceH.
3 6oky eenamobiniapHoi cucmemu

IyXe pigKO: remaTuT, XKOBTSHUIIS, MTiABUIIEHHS PiBHS NMEYiHKOBUX (PEPMEHTIB (110
HaMyYacTillle acoIliloBaJIOCS 3 X0JIEeCTa30oM).

3 60Ky wkipu ma nidwKipHOi MKAHUHU

HeuacrTo: anomersis, myprypa, 3MiHa 3a0apBlieHHS IIKipH, MifABUIIEHE TOTOBUAIIEHHS,
cBepbixK, BUCUTIAHHS, eK3aHTeMa, KPOIIUB'THKa.

IyXe pigKo: aHTIOHEBPOTHYHUM HAOPSK, MyIbTU(GOPMHA epruTeEMa, eKCosiaTUBHUM
nepMaTut, cuHapoM CTiBeHca-II2koHCOHa, HaOpsK KBinke, POTOUyTIUBICTE.

YacToTa HeBiIOMa: TOKCUYHUI emifepManbHUi HeKPOJIi3.

3 6oky ckesnemHo-M'A30801 ma cnoyyHOI MKAHUH

YacTo: HabpsK TOMIJIOK, CyIOMHU M'sI3iB.

Heuacro: apTparnris, mianris, 6inb y crini.

3 60Ky HUPOK ma ceyosudiibHO20 MpaKmy

HedacTo: mopyieHHs Ce40BUIIEHH, HIKTYpid, MifBUIleHa YaCTOTa CEYOBUIIYCKaHHA.
3 6oxy penpodykmueHoi cucmemu ma MO/A0YHUX 3dA03

HeuacTo: iIMIIOTEHIIisI, TiIHEKOMACTis.

3azanbHi nOpyweHHA ma cmaHu y Micli 68e0eHHs

Hyxe 4acTo: HabPSIK.



YacTo: acTeHis, migBullleHa BTOMJTIOBAHICTb.

HeuacTo: 6itb 3a rpygHUHOW0, 0inb, HE3MYKAHHS.

HocaioxcenHs

HeuacTo: 30inbiienHs abo 3MeHIIeHHS MacH Tifna.

ITogidomaeHHs npo Ni003pro8aHi nobiuHi peakuii

[ToBimoMIeHHS PO Migo3pioBaHi MOOGiYHI peakiii Mmicyisg peecTpaliil 1iKapchbKoro 3aco0y Mae BaxKJIMBe
3HaueHH4. Lle nae 3Mory mpoBoauTy 6e3mepepBHUN MOHITOPHHT CITiBBiIHOIIEHHS MiXK KOPHUCTIO i

pU3UKaMH, TTOB'I3aHUMH i3 3aCTOCYBAHHSIM LbOT'0 JTiIKapChKOTo 3aco0y. JIikapsM ciig 3BiTyBaTH PO
Oymb-siKi mimo3proBaHi MoOivHi peakilil BiAmoBigHO M0 BUMOT 3aKOHOJABCTBA.

Tepmin npudamuocmi. 3 POKH.

YmoBH 30epirannsi. 30epiraT B OpuriHaibHil yIakoBli Ipu TeMnepatypi He Bute 25 °C.

30epiratu B HEOOCTYIIHOMY IJISI OiT€W MiCIIi.

YnakosBka. [To 10 Ta6neTok y 6mictepi; mo 3 6ricTepu B KapTOHHi#H KOPOOII.

Kareropis Bignmycky. 3a perentom.

BupoOHHUK.

Emkyp ®apmaceroTikanc JIta.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaJIXKeHHs HOro JisIbHOCTI.

[Tmot Ne I1-1 Ta I1-2, I.T.B.T. Ilapk, ®a3za II, MI[IC, Xiagisaxi, Ilyae - 411 057, MaxapaiTpa,
[HAis.



