IHCTPYKIIA
JJIs1 MEIMYHOI0 32CTOCYBAHHSI JIIKAPCHKOI0 3aC00y

A3oMeKce
(Asomex)

Cknao:

oiroua peuosuna: S(-) aMIIOIUIIIH;

1 Tabnerka MicTuTh S(-) amytoaumiHy Oecuarty, 1o ekBiBajgeHTHO S(-) amyoauminy 2,5 Mr abo 5 mr;
OONOMIDICHI peyosuny. TIETI0N03a MIKPOKPHUCTANIYHA, HATPII0 KPOCKapMeno3a, KPEMHII0 JTIOKCHT
KoJI0igHul O6e3BoHUM, 3aimi3a okcu )koBTui (E 172), maruiro creapar.

Jlikapcbka ¢opma. Tabnerku.

OcHo8HI Pi3uKO-XIMIUHI 81ACMUBOCI:

mabnemku no 2,5 me: TaOJIETKH 3JIETKa YKOBTOT'O KOJIbOPY, CEPIIEBUIHOT (POPMH, 3 JIIHIEIO PO3TIOMY 3
OJTHI€T CTOPOHH Ta TIAJKI 3 1HIIOT; HAa TOBEPXHI TAOJICTKH JOMYCKAIOTHCS BKPATUICHHS KOPUIHEBOTO
KOJIbODY;

mabaemku no 5 me: TabIETKH YKOBTOTO KOJIBOPY, CEPIEBHIHOI (POPMH, 3 JIHIEIO PO3TIOMY 3 OJHi€]
CTOPOHHM Ta TJAJKi 3 IHIIOI; HAa TIOBEPXHI TAOJETKU IOMYCKAIOTHCS BKPAIUICHHS KOPHYHEBOTO
KOJIbODY.

dapmakoTepaneBTHYHA rpyna. CeneKTHBHI aHTAaroHICTH KaJbI[IO 3 MEPEBAKHUM BIUIMBOM Ha
cynuan. Kon ATX CO8C AO1.

DapmakKonoziuni e1acmueocmi.

Dapmaroounamixa.

Amronumnin — panemiuna cymim S(-) Ta R(-) i3omepiB. S-amlodipine — aktuBHa xipaneHa (opma
aMJIO/IUITIHY — OJI0KAaTOp NOBUIFHUX KaJIbIIIEBUX KaHAIIIB; OJIOKY€E HaJIXOKEHHS 10HIB KaJIbLIIO Yepe3
MeMOpaHU 10 KIITUH TJIaJIeHPKUX M s31B MiOKapjaa Ta CyAuH. MeXaHi3M aHTHTiNepTEeH3UBHOI ii
aMJIOIMITIHY 3yMOBJIEHUI O€3M0cepeIHIM BIUIMBOM Ha IJIaIEHbKI M SI3U CYyJIUH.

AHTHaHTiHANBHUN eEeKT aMIIOIUTIIHY pealizyeTbes JBOMa CriocobaMu.

1. AMitonumiH po3muproe neprueprudHi apTepiosiv i TAKUM YHHOM 3HIDKYE 3aralibHUH nepudepuaHuii
omip Ta MicassHaBaHTaXeHHsA. OCKUIbKM 4acTOTa CEpLEBHX CKOPOYEHb MPH LbOMY MPAKTUYHO HE
3MIHIOETBCS, TO 3MECHIITYEThCSI HABAHTA)KEHHSI HA CepIie, CIIOKUBAaHHs €Heprii Ta moTpeda Miokapaa y
KHCHI.

2. Po3mmpeHHs TOJOBHUX KOPOHAapHUX apTepii Ta KOPOHAPHHUX apTepion (HOPMaTbHHUX Ta
1IIIeMi30BaHUX), MOXKIIMBO, TaKOXK BIJIrpae poib y MexaHi3mi il ammonumniHy. Take po3mupeHHs
MiABHIITY€ HACHYCHICTh MiOKap/a KUCHEM Y TAIliEHTIB 31 ClTa3MOM KOPOHAPHOI apTepii (CTeHOKapais
[Tpunnmerana abo BapiaHTHA CTEHOKAP/Iis).

VY XBOpHX 3 apTepiabHOIO TIMEPTeH31€I0 pa3oBa /103a aMJIOAMITIHY 3a0e3neduye KIIiHIYHO 3HadyIIe
3HIKEHHS apTepiajibHOr0 TUCKY MPOTAroM 24 rojiuH, 110 Ja€ 3MOTY 3aCTOCOBYBATH ioro 1 pa3 Ha
n00y. 3aBAsSKU NOBUILHOMY MOYATKY /i1 aMJIOJUIIIH HE CIIPUYMHSE TOCTPOI apTepiajibHOI TMOTEH31].
VY marieHTiB 31 CTEHOKap/I€I0 MpPHU 3aCTOCYBaHHI OJIHI€l JOOOBOI 103U Tpenapary MHiABUILYEThCS
3arajibHUM 4ac (PI3MYHOrO HaBaHTAXKEHHS, yac /10 MOYaTKy CTEHOKapAil 1 yac 1o 1 MM aemnpecii
cermenTa ST. Ilpenapat 3HMXKY€ 4aCTOTY HanajiB CTEHOKap/ii Ta 3MEHIIye NOoTpely y 3aCTOCYBaHHI
HITPOTJTIIEpHHY. AMIIOJUITIH HE YAHUTHh HECHPHUSATIMBOTO BIUIMBY Ha OOMIH PEYOBHH Ta JIMian
IJ1a3MHA KPOBi, TOMY HOTO MOXXHa 3aCTOCOBYBATH TMAIliEHTaM 13 OpOHXIAJIbHOIO aCTMOIO, IIYKPOBUM
niabeToM Ta moaarporo.

Dapmarokinemuxa.

BcMokTyBaHHS/po3noin

[Ticnsa mpuiioMy BHYTPIIIHBO Y TEPANIEBTUYHUX J103aX aMJIOAMIIH J0OPE BCMOKTYETHCSA, TOCSATAI0YN
MaKCHUMaJIbHO KOHIEHTpalii y KpoBi uepe3 6-12 roauH. AOcomoTHa O10AOCTYHHICTH, 3a
po3paxyHkamu, cTaHOBUTh 64—80%. O6’eM po3moiily CTaHOBUTH NpUOIM3HO 21 JI/Kr; KOHCTaHTa
mucoriamnii kucnotu (pKa) amnoaumniny ctaHoBUTH 8,6. JlocimipKeHHS in vitro MpoaeMOHCTPYBaH,




110 3B’sI3yBaHHs aMJIOAMIIIHY 3 OLIKaMH IJIa3MHU KPOBI CTaHOBUTH MpuOiImu3Ho 97,5%. OnHouacHe
BXKMBAHHS 1K1 HE BIUIMBA€ Ha BCMOKTYBaHHS aMJIO/IUTIIHY.

MeTtab0:113M/BUBEICHHS

[lepion HamiBBHBEIEHHS 3 IUIa3MHU KPOBI CTaHOBHUTH MpuoOIu3HO 35-50 romun, mo 3ade3mneuye
MOJKJIMBICTh MpU3HAUEHHS npenapary 1 pa3 Ha 100y. Crilika piBHOBaXKHa KOHIIEHTpALlis Yy IU1a3Mi
KpOBI JOCATAETbCS Yepe3 7—8 IHIB PEryJIpHOrO 3acTOCYyBaHHS Tpenapary. AMIOAHITIH
TpaHC(HOPMYETHCS y MEUiHIIl 3 YTBOPEHHSAM HEaKTUBHUX MeTa0oiTiB; 10% He3MiHeHOro mpenapary
Ta 60% MeTaboIiTIB BUBOJATHCS 13 CEUCIO.

[arieHTH JITHBOTO BIKY

Yac nocsirHeHHS PIBHOBAKHUX KOHIICHTPALIN aMJIOUITIHY B TUIa3Mi OJIOHNH y MAalli€HTIB JTITHHOTO
BIKy Ta y Aopociux mnamieHTiB. KiipeHc ammonumniny 3a3BHuail Jemio 3HWKEHHM, 10 Yy Malli€HTIiB
JITHROTO BIKYy MPHU3BOIAUTH 10 30UTBIICHHS IUIONII I KPUBOK «KOHIEHTpamis/gacy (AUC) ta
Nepiojy HaIllBBUBECHHS Ipenapary.

IamienTH 13 HopyneHHIMH QYHKIUT HUPOK

AMIIONIIIH €KCTEHCUBHO OioTpaHc(OpMyeThbCss 10 HEaKTHMBHMX MeTabouitiB. 10% ammoauminy
BHJIUTSETHCS Y HE3MIHEHOMY BHIJISIIL 13 ce4uero. 3MiHM KOHIICHTPAIIil aMJIOIUITIHY Y T1a3Mi KPOB1 HE
KOPEIOITh 31 CTyIMEHEM MOpyIIeHHs (YyHKIT HUpOK. [lamieHTam i3 mopymeHHsIMU QYHKIT HUPOK
MOJKHA 3aCTOCOBYBATH 3BHYAIHI JO3M aMJIOJUIIHY. AMIIOJUITIH HE BHIAISETHCS MUIAXOM diaji3y.
[NanieHTH 13 TOPYIIEHHAMU (YHKIIIT MeYiHKH

[adopmartis moa0 3aCTOCYBaHHS aMJIOAMITIHY MAIliEHTaM i3 TOPYIICHHSAMHU (QYHKIIT MEYiHKH TyKe
oOMexeHa. Y TMalieHTIB 13 TMEYiHKOBOIO HEJOCTATHICTIO KIIPEHC aMJIOIUMIHY 3HIKEHUH, 10
MPU3BOJAUTE IO 30UTBIICHHS TPHUBAJIOCTI TEpioAy HamiBBUBEACHHA Ta 10 30impmenHs AUC
npubau3Ho Ha 40—60%.

KuiniyHi XapakTepuCTHKH.

Ilokazanns.

— AprepialibHa TinmepTeH3is.

— XpoHiuHa cTabijibHa CTEHOKAPAIS.

— Bazocnactuuna ctreHokapais (creHokapais [TpunimMerana).

Ilpomunoka3zannus.

— Bigoma migBuIeHa 4yTIHMBICTh A0 JUTIAPOMIPUINHIB, aMJIOJUMIIHY YU 10 OYJb-SKOTO IHIIOTO
KOMIIOHEHTA TIperiapary.

— AprTepianbpHa rnoTeH31s TSHKKOTO CTYTEHS.

— Ilok (BkItOYaIOYM KapI1OT€HHUH 1110K).

— OOcTpyKIIisi BUBITHOTO TPAKTY JIIBOTO MITyHOUKA (HAMPUKIIAJ, CTCHO3 a0PTH TSHKKOTO CTYTICHS).

— T'eMogmHamMiuyHO HeCTaOUTbHA cepIieBa HEIOCTATHICTh MICHSA TOCTPOro 1H(PAPKTy MioKapaa.

B3aemodia 3 inwmumu nikapcoKumu 3acovamu ma inuwii 6uOu 3acmooiil.

Bnaue inwux nikapcokux 3acobie Ha amioOunin

HasiBHi nmaHi moao Oe3rmevyHOro 3aCTOCYBAaHHS aMJIOAMITIHY 3 Tia3WIHUMHU N1ypEeTHKaMH, anbda-
O6mokaropamu, OeTa-OmokaropaMu, IHTIOITOpaMH aHT10TEH3MHIIEPETBOPIOBATIBLHOTO  (EPMEHTY
(AII®), HiTpaTamMu MPOJOHTOBAHO] /i1, CYOIIHTBATBHOIO (hOPMOIO HITPOTIIEPUHY, HECTEPOI THUMH
NpOTH3aNaJbHUMU JIIKAPCBKUMHU 3ac00aMM, AaHTUOIOTHKAMH, OpAJIbHUMH TiHNOTJIIKeMIYHUMHU
JKapCbKUMU 3aCO0aMHU.

JlaHi, oTpuMaHi B IIPOLIECi in Vitro NOCTIIKEHb 13 M1a3MOI0 KPOBi JIFOAMHU, CBIAYATh PO BiJICYTHICTh
BIUIMBY aMJIOJIMITIHY Ha 3B’S3yBaHHSA 3 OLIKaMH KpOBI JOCIHIDKYBAaHUX JIIKAPCHKUX 3aco0iB
(nurokcuH, (eHiTOIH, BaphapuH ado0 IHAOMETALINH).

Ineioimopu CYP3A4

OpnnouacHe 3acTocyBaHHs amioauminy Ta iHTIOiTOpiB CYP3A4 mnoTyxHOT 4M mOMIpHOI [ii
(iaribiTOpM TpoTeas3, a30JbHI MPOTUTPHOKOBI 3acO0M, MAaKpOIIAHM, Taki SK EpUTPOMIIMH abo
KIAPUTPOMIIIMH, BepamaMil a0o AWITIa3eM) MOXe MPHU3BECTH 0 3HAYYIIOTO IiBUIICHHS
€KCIIO3UIli aMJIOJMIIIHY, M0 TaKOXX MOXE MPHU3BECTH [0 MIABUILIECHHS PU3UKY BUHUKHEHHS
rinotensii. KiiHiyHe 3HaU€HHS TaKUX 3MiH MO>Ke OyTH OLIBII BUPAXKEHUM Yy TAlli€HTIB JTITHHOTO BiKY.



Moske OyTy HEOOX1THUM KJIiHIYHE CIIOCTEPEKEHHS 32 CTAHOM IMalli€HTa Ta Mig0ip AO3H.

He pexoMeH1y€eThCsl 0THOUACHO 3aCTOCOBYBATH aMJIOMITIH Ta rpedndpyTn abo rpeindpyToBHii Cik,
OCKIBbKY y IeAKHX Malli€HTIB 01010CTYHICTh aMJIOAUIIHY MOK€ IiIBHIILyBaTHCS, 1110, B CBOIO YEPTy,
MPU3BOJIUTH JI0 TIOCUJICHHS T1IMOTEH3UBHOI Jii.

Knapumpomiyun

Knaputpominmu € inriditopom CYP3A4. IcHye migBuImeHW pU3WK BUHUKHEHHS TIMOTEH3IT Y
MAII€HTIB, SKI OTPUMYIOTh KIAPUTPOMIIMH 3 amjonumniHoM. [Ipu cymyTHOMY 3acTOCYBaHHI
aMIIOIUTIIHY 3 KJIAPUTPOMIIMHOM PEKOMEHIIYEThCS TPOBOAWUTH PETEIbHHUIA HArJsI 3a CTaHOM
MHALllE€HTIB.

Inoykmopu CYP3A44

IIpu onHOUACHOMY 3aCTOCYBaHHI aMJIOJUITIHY Ta PEUOBHH, 110 € BitoMuMu iHAykTopamu CYP3A4,
KOHIICHTpALlisl aMJIOJWITIHY B IJIa3Mi KpOBI MOXe 3MiHIOBaTHUCS. ToOMy CIiJ KOHTPONIOBATH
apTepiaJlbHUN TUCK 1 PETYJIOBATU J03Y SK MiJl Yac, TaK 1 MICHsl CYMyTHBOTO JIIKyBaHHS, OCOOJIHMBO
cuinbHUMY iHAyKTOpaMu CYP3A4 (Hanpuknan, pudaMoinuHoM, 3Bipo00EM).

Janmponen (inghysii)

VY TBapuH CIOCTEPITAIUCS MUTYHOUKOBI (hiOPUIIAIIT 3 JIETATLHUM HACTIIKOM Ta CEPIIEBO-CYTUHHHIMA
KoJarc, 10 acOI[IOBANIUCS 3 TiMepKaldieMi€ro, MICIs 3aCTOCYBaHHS Bepamamily Ta JaHTPOJIEHY
BHYTPIIIHEOBEHHO. YUepe3 pU3UK PO3BUTKY TilepKallieMil peKOMEHIOBAaHO YHUKATH 3aCTOCYBAaHHS
OJIOKaTOpIB KaJbI[IEBUX KaHANIB, TaKUX SK aMJIOAMITIH, CXWIBHHM 0 3J0SKICHOI TimepTepmii
MaIfieHTaM Ta IpH JIIKyBaHHI 3JI0SIKICHOI TimepTepMii.

Bnaue amnoouniny na inwi nikapcoki 3acobu

lNnoTteH3uBHU eeKT aMIIOMUTIIHY MTOTEHIIIIO€ TIMOTEH3UBHUM €(EKT IHIINX aHTHUTINEPTEH3UBHUX
JIKapChKUX 3aCcO0iB.

Taxponimyc

IcHye pHU3MK NiABMIIEHHS PIBHSA TaKpoJiMyCy B KpOBI IpH OJHOYACHOMY 3acCTOCYBaHHI 3
aMJIOJMIIIHOM, OJHAaK (papMaKOKIHETMUHUN MEXaHI3M TaKol B3a€MOJIl NOBHICTIO HE BCTAHOBJIEHO.
{06 yHUKHYTH TOKCHYHOCTI TaKpOIIMYCy, MPU CYMyTHHOMY 3aCTOCYBaHHI aMIJIOAUIIIHY MOTPiOeH
peryJIsipHAN MOHITOPHHT PiBHS TaKPOJIIMYyCY B KpOBI Ta, 32 HEOOX1THOCTI, KOPEKIIis I03yBaHHSI.
mTOR incibimopu (mammalian target of rapamycin — miwieni panamiyuny y ccagyis)

Taki mTOR iHribiTOpH, K CUPOTIMYC, TEMCHPOJIMyC 1 eBepomimyc, € cyocrpatamu CYP3A.
Awmnoaurin € cnabkuM iHri6itopom CYP3A. Ilpu ogHodyacHOMy 3acTocyBaHHI amionuniny 3 mTOR
iHTiI0ITOpaMHy BiH MOKE MTOCHITIOBATH BIUTMB OCTAaHHIX.

Luxnocnopun

JlociikeHb B3a€MO/I1T IIUKIOCTIOPUHY Ta aMJIOAMIIIHY HE MPOBOAWIIN Y 3JJ0POBUX JOOPOBOJIBIIB a00
IHIIUX TpyHn HAaceJeHHsA, 3a BHHATKOM XBOPHUX 13 TpPAaHCIUIAHTOBAHOIO HHPKOIO, Y SKHX
CTOCTepiranocst 301IbIICHHS BEIMYMHA 3AJIMIIKOBOT KOHIICHTpALlli UKIOCTIOPUHY (B CEPEIHBOMY
0-40%). ToMy y maui€eHTIB Micis TPaHCIUIAHTALIl HUPOK, SIKI 3aCTOCOBYIOTh A30MEKC, HEOOX1THO
MIPOBOJIUTH MOHITOPHHT PiBHS IUKJIOCIIOPUHY Ta, Y pa3i HE0OX1THOCTI, 03y OCTAHHBOTO 3MEHIIIUTH.
Cumsacmamumn

OnnouacHe 6araTopa3oBe 3aCTOCYBaHHs J000BOT 103U A3oMmekcy 3 80 M CHMBAaCTaTHHY MPU3BEIIO
70 30UIBIIEHHS] €KCIO3UIIll CUMBACTaTUHY Ha 77% TOPIBHAHO 3 MOHOTEPAII€l0 CUMBACTATHHOM.
ToMy 103a cuMBacTaTUHY He MOBHUHHA NepeBuIlyBaTH 20 Mr Ha A00Y /IS MALI€HTIB, SIK1 TPUHMAIOTh
el npenapar CymnyTHbO 3 aMJIOJUITIHOM.

Cunoenagin

Onnopazoswuit mpuitom 100 Mr crieHad iy maieHTaMu 3 €CEHIIIAIBHOIO TIMEPTEH31€0 HE BIJIMBAB
Ha (papmakokiHeTUKy amioauiiny. [Ipu ogHOYacHOMY 3acTOCyBaHHI aMIIOJIMIIIHY Ta CHIIeHADiTY
K KOMOIHOBaHOI Teparii KOXXEH 13 TpemnapariB BHUSBISAB TIMOTEH3WBHUN €(EKT HE3AJICKHO BiJ
1HILIOTO.

Tnwi nikapcoki 3acobu

Kniniuni JnocniypkeHHS B3a€eMOJIl mpemapary IOKas3ald, IO aMJIOJWIIIH HE BIUIMBAaE Ha
(hapMaKOKiHETHKY aTOpBacTaTHHY, TUTOKCUHY a00 BapdhapuHy.

Emanon (ankozons)

OnHopasoBuii Ta OGaraTopa3oBuil MpuiioM A30MEKCY B JOOOBIH 7031 HE MaB CyTTEBOTO BIUIMBY Ha
(hapMaKOKIHETHKY €TaHOITY.



CyMmicHE 3aCTOCYBaHHS aMJIOJUIIHY 3 LUMETHIMHOM HE Majl0o BIUIMBY Ha (apMaKOKIHETHKY
aMJIOJIUITIHY .

CywMmicHe 3acTocyBaHHs NpenapariB ajJlOMiHII0/MarHito (aHTALKAIB) 13 Pa30BOIO 03010 aMJIOIUIIIHY
HE MaJIO CYTTEBOTO BIUIUBY Ha (DapMaKOKIHETUKY aMJIOIMITIHY .

Jlabopamopni mecmu

BB Ha TOKa3HUKH JTA0OPATOPHUX TECTIB HEBITOMUIA.

Ocobueocmi 3acmocy8anHs.

besneky Ta eheKTUBHICTH 3aCTOCYBAaHHSI aMJIOJIUTIIHY MPH T1MEPTOHIYHOMY KpH31 HE OI[IHIOBAIIH.
Tayienmu i3 cepyegoro HedOCMaAmMHiCmiO

JlaHiii kaTeropii namieHTiB IpenapaT ciiiJl 3aCTOCOBYBATH 3 00EPEkKHICTIO. Y MALI€HTIB 13 CEPLIEBOIO
HemocTaTHICTIO Tshkkoro crynens (kimac I ta IV 3a xmacudikamiero NYHA) npu 3actocyBanHI
aMJIOZMITIHY YaCTOTa BUIMAIKIB PO3BUTKY HAOPSKY JIereHb OyJia BUIIOIO TOPIBHSAHO 13 3aCTOCYBaHHSAM
rrane6o. [lamieHTaM i3 3acTifHOIO CEpLEBOI0 HEOCTATHICTIO OJOKATOPH KaJbLIEBUX KaHAIIB,
BKJIIOYAIOYHM aMJIOJIUIIIH, CITiJ] 3aCTOCOBYBATH 3 00€PEKHICTIO, OCKIIBKU BOHU MOXYTb IiIBUIIYBAaTH
PHU3UK CEpIEBO-CYMHHUX IMOJIIN Ta JIETATBHUX BUMA/IKIB Y MaiiOyTHHOMY.

Tayienmu i3 nopywennamu hyHxyii nevinku

[lepion HamiBBHBeneHHs amuionumiHy Ta mapamerpu AUC BHIN y TAIi€HTIB i3 MOPYMICHHIMHU
GyHKIIIT TEiHKY; peKOMEHAAIIH 010 03 mpenapary Hemae. Tomy naHiit KaTeropii namieHTiB CIijl
PO3MOYMHATH 3aCTOCYBaHHS Mpenapary i3 HaHmwk4o1 703u. Ciig OyTu o0epeKHUMU SIK Ha MOYaTKY
3aCTOCYBaHHS TMpernapary, Tak 1 mij 4ac 30inblieHHs A03H. [lamieHTam i3 TSHKKOIO TEUiHKOBOIO
HEJIOCTATHICTIO MOK€ OyTH HEOOXITHUM TMOBUIBHUHM MiAOIp 03U Ta PETEIbHE CIIOCTEPEKEHHS 3a
CTaHOM IAIli€HTA.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICIIO

JaHiif kateropii Mali€HTIB CIIiJ] 3aCTOCOBYBAaTH 3BMYaiiHI [03M Ipenapary. 3MiHM KOHIEHTpaLii
aMIIOJTUTIIHY Yy TIJ1a3Mi KPOBI HE KOPEIIOIOTH 31 CTYNEeHEM MOpYyIIeHb (GYHKIIT HUPOK. AMIIOIUTIIH HE
BUJANIAETHCS IIISTXOM Jializy.

THayienmu nimnvozo 6iky

3011b1IyBaTH 103y Ipenapary JaHii KaTeropii HamieHTIiB Clig 3 00epeKHICTIO.

AMJI0IUIIIH HE BIUIMBAE Ha pe3yJbTaTu J1a0OpaTOPHUX JOCIIKEHb.

He pexoMeHayeTbcs 3aCTOCOBYBATH aMJIOJUIIH pa3oM i3 rpeindpyrom abo 3 rpeindpyToBUM
COKOM, OCKIJIBKH Y JESIKMX MAaIlieHTiB O10JOCTYIHICTh MOXKe OyTH 30iJIbIIEHA, IO MPH3BEAE 0
MIOCUJICHHS T1IIOTEH3UBHOTO €(heKTy Mpenapary.

3acmocysanns y nepioo eacimuocmi abo 200ysanus 2py0oio.

Bazcimuicms. be3neka 3acToCyBaHHS aMJIOJIUIIHY JKIHKaM y TIEpioJl BariTHOCTI HE BCTaHOBIICHA.
3acTOCOBYBaTH aMJIOJIUITIH Y TMEP10JI BATITHOCTI PEKOMEHIYEThCS JIMIIE Y TUX BUTATKAX, KOJIU HEMA€e
0e3neyHIIo] albTEPHATUBHY, @ PU3MK, IIOB’I3aHUH 13 CAaMUM 3aXBOPIOBAHHSM, [IEPEBUIILYE MOXKIUBY
IIKOMY Bif JIKyBaHHS AJIs MaTepi Ta MI0a.

VY npouect 10caPKEHb Ha TBApUHAX P 3aCTOCYBaHHI BUCOKHX J103 CIIOCTEpirajiacs penpoayKTHBHA
TOKCUYHICTb.

T'odyeanns epyoorn. AMIOIUIIIH MPOHUKAE Y TPyAHE MOJIOKO. CriBBIAHOIIEHHS J03M, OTPUMAHOI
HOBOHAPOJKEHHUM BiJl MaTepi, y MDKKBAPTHIILHOMY Jllania30H1 OLiHIOITH 5K 3—7%, makcumyMm 15%.
Brnue amnionuniny Ha HEMOBJIAT HeBiqoMui. [1pu npuifHATI pilieHHs PO MPOAOBKEHHS I'0lyBaHHS
TPYJUIIO YU TIPO 3aCTOCYBAHHS aMJIOJIUITIHY HEOOX1THO OI[IHIOBATH KOPHUCTh TOyBaHHS TPYIIIO TS
JUTHUHYU Ta KOPUCTb BiJl 3aCTOCYBaHHS Mpenapary sl MaTepi.

Depmunvuicmo. [1oBimomsiocs mpo 000poTHI 610XIMIYHI 3MiHHM TOJIOBKH CIIEPMATO30i/1a Y JESTKHX
MAIiEHTIB TIPU 3aCTOCYBaHHI OJIOKAaTOpiB KamblieBUX KaHauiB. Kuixiunoi iHpopmarii miono
MTOTEHIIIHHOTO BIUIMBY aMJIOJIUITIHY Ha (DePTUIIBHICTh HEJOCTATHHO.

30amuicmv enausamu Ha wWUOKICMb peaxyii npu Kepy8awHi asMOmMpaHcnopmom abo IHwUMU
Mexauizsmamu.

AMiogumiH  MOXE YHHUTH HE3HauHWid abo TOMIpHUH BIUIMB Ha 3MIaTHICTb KEpyBaTH
aBTOTPAHCIIOPTOM a00 MPALIOBATH 3 IHITUMH MEXaHi3MaMH.



HIBuakicTh peakxiiii Moxe OyTH 3HMKEHA MPU HASBHOCTI TaKUX CHUMITOMIB SIK 3allaMOPOYECHHS,
TOJIOBHHM O1J1b, MiIBUIIICHA BTOMJTFOBAHICTh YH HYIOTA.
Cain 6yt 006epeKHUMH, 0COOIMBO Ha MOYATKy Tepamii.

Cnocio 3acmocysanna ma 003u.

Jopocni

OCKiNTbKH Jif09a peYoBHHA JTiKapchkoro 3acody Azomekc (S(-) amlodipine besilate), na Bimminy Binx
aMITOJTUTIIHY (palleMiuHOi CyMillni), MICTUTb y CKJIajli JInIile akTuBHY S(-) hopMmy i30Mepy, CITifl B3SITH
JI0 yBaru, 10 JJiA JIIKyBaHHS apTepialibHOI TiMmepTeH3ii JEerkoro Ta MOMIPHOTO CTYMEHS TAKKOCTI
TabneTka A30MEKCYy M03yBaHHSM 2,5 MTI BiANOBiZae 5 Mr amjoauIiHy, a TabieTKa A30MEKCY
n03yBaHHSM 5 M — 10 Mr amiiouminy.

[Ipu apTepianbHiil rinepTeHsii 1 cTeHoKapI1i 3BMyYaiiHa Mo4aTkoBa J103a A30MEKCY CTAaHOBUTH 2,5 MT
1 pa3 Ha 100y; 3a HEOOXITHOCTI I}0 O3y MOKHA 301UIBIIUTH A0 5 Mr 1 pa3 Ha 100y, 3aJIeKHO BiJl
1HAMBIAYaTbHOI PEeaKIlii XBOPOro.

€ IOCBI 3aCTOCYBaHHS IperapaTy y KOMOIHAIT 3 Tia3uIHUMU JiypeTUKaMH, anb(a-010KaTopaMu,
Oera-0sokaTopamu abo iHriditopamu AIlD namientam 3 apTepianbHOIO rineprensiero. [lamientam 3i
CTCHOKAPIEI0 Mpenapar MOKHA 3aCTOCOBYBATH SIK MOHOTeparito a0o y KoMOIHAIii 3 iHIMMHA
aHTHAHT1HATBHUMH JTIKAPCHKUMHU 3ac00aMU MIPH PE3UCTEHTHOCTI 10 HITPATIB Ta/ab0 aIeKBaTHHX J103
6era-010KaTOPIB.

Hemae HeoOXximHOCTI y mimbopi A03M MpemapaTy MpH OAHOYACHOMY 3aCTOCYBaHHI 3 Tia3WIHUMH
niypeTnkamu, OeTa-0mokaropamu ta iHridiTopamu AllD.

Ocobnuei epynu nayieumie

THayienmu nimnvozo 6iky

Hemae neoOximHocti y migOopi mo3u ans AaHOi Kareropii marieHTiB. [liBuIlieHHS A03U CHiA
MIPOBOAMTHU 3 00EPEKHICTIO.

Tayienmu i3 nopywennamu hyHxyii nevinxku

Jlo3n JmiKapchKOTo 3aco0y /s 3aCTOCYBaHHS TAIli€HTaM i3 MOPYIMIEHHSIMH (YHKINI MEYiHKH Bix
JIETKOTO /10 TOMIPHOTO CTYIEHS TSDKKOCTI HE BCTAHOBIICHI, TOMY MiA0iIp 03U CIiJ MPOBOJUTH 3
00EpeKHICTIO Ta MOYMHATU 3aCTOCYBAHHS Ipenapary 3 HaWHWK4YOI J03M B Jlama3oHi 103 (AuB.
po3ninn «®apmakonoriyHi BracTUBOCTI. PapmakokiHeTHKa» 1 «OcOOIMBOCTI 3aCTOCYBAaHHS).
dapMaKOKIiHETHKY aMJIOJUITIHY HE JOCTIDKYBAJIH y TMALI€HTIB i3 TOPYIMICHHSAMHU (QYHKIIT MEUiHKA
TSOKKOTO CTymeHsa. [lns marmieHTiB i3 mOpymeHHSIMH (QYHKIIT TMEYIHKA TSKKOTO CTYIEHS
3aCTOCYBaHHS aMJIOJIUIIIHY CJIiJ] TIOYWHATH 3 HAHHIKYOT 103U Ta TIOCTYIOBO i1 301IBIITyBATH.
Tayienmu i3 nopyweHHAMU QYHKYIT HUPOK

PexoMeHy€eThCsl 3aCTOCOBYBATH 3BUYAITHI 103U JTIKAPCHKOTO 3aC00y, OCKIIBKU 3MIHU KOHIEHTpALli
aMJIOAUIMIHY y Tula3Mi KpPOBI HE TOB’s3aHI 31 CTYNEHEM TSDKKOCTI HUPKOBOI HEIOCTATHOCTI.
AMJITOAUTIH HE BUBOAUTHCS IIUISIXOM Jiai3y.

Himu.
be3neka Ta eQeKTUBHICTh 3aCTOCYBAaHHS JIKAPCHKOTO 3acO0y MITSAM HE BCTAaHOBJICHI, TOMY HOTO HE
3aCTOCOBYIOTH y MEAIaTPUYHIN MPAKTHIIL.

Ilepeoo3ysanna.

JIoCBi1 HABMHUCHOTO TIepeI03yBaHHs IIpenapaTy 0OMeKeHH.

Cumnmomu nepedo3yeanns: HasiBHA iH(OpMAIIis Ja€ MiACTaBU BBAXKATH, 1110 3HAYHE NEPe03yBaHHS
aMJIOTUITIHOM TIpHU3Be/Ie 10 HaaMipHOi eprudepruIHOI Ba30uIaTarlii Ta, MOXIJIHBO, 10 pedIeKTOpHOT
taxikapaii. [ToBiomisocst mpo po3BUTOK 3HAYHOI Ta, MOKJIMBO, TPUBAJIOI CUCTEMHOI apTepiabHOT
rinoTeH3ii, BKIIFOYAYH IIOK 13 JIETaJLHUM HACI1IKOM.

Jlikysanna: KIHIYHO 3HAaYylIa apTepiajbHa TiMOTEeH3is, 3yMOBJICHA NepeI03yBaHHAM aMJIOIUIIIHY,
BAMAara€ AakTHUBHOI MiATPUMKH JisUTBHOCTI CEpIEBO-CYJUHHOI CHCTEMH, BKIIOYAIOYH YaCTHU
MOHITOPUHT (YHKIIH ceplis Ta TUXaHHs, MiJABHUILIEHE MOJO0XKECHHS HIDKHIX KIHIIIBOK, MOHITOPUHT
00’ €My ITUPKYJIIOI0YO] PITMHU Ta CEYOBHIIICHHS.



Jlnist BITHOBJIEHHSI TOHYCY CYJUH Ta apTepiajibHOIO TUCKY MOKHA 3aCTOCYBATH CYJMHO3BYKYBaJIbHI
npernapary, yINEeBHUBIINCH Yy BIJCYTHOCTI MPOTHIIOKAa3aHb O iX 3aCTOCYBaHHs. 3aCTOCYBaHHS
KaJIbI[i}0 TTIOKOHATY BHYTPIIITHHOBEHHO MOXKE OyTH KOPHCHUM JJIsl HIBENMIOBaHHS €(eKTiB OIOKaAH
KaJIBI{1EBUX KAHAIIB.

VY nedxkux BUMAJIKax MOXe OyTM KOPUCHMM IPOMHUBAHHS LUTyHKAa. 3aCTOCYBAaHHS aKTHMBOBAHOI'O
BYT1JUIS 3/I0POBUM JOOPOBOJIBIISIM MIPOTATOM 2-X TOJIUH Ticis npuiioMy 10 Mr amyionuminy 3Ha4HO
3MEHIIINJIO PIBEHb HOr0 BCMOKTYBaHHS.

OCKiTbKH aMJIOAMITIH 3HAYHOKO MipOIO 3B’ 3YEThCSA 3 OiTkaMu, e(heKT Aiasizy He3HAYHUH.

Ilo6iuni peakuii.

IIpn 3acTrocyBaHHI aMJIOIUWIIIHY HalyYacTille MOBIIOMIISIIOCS TPO Taki MOOIYHI peakmii K
COHJIMBICTB, 3aIIaMOPOYCHHSI, TOJIOBHUH O1)1b, MANBIITALIIS, TPUTUIABH, Oib Y Y€PEBHIN TOPOKHHUHI,
HyJ10Ta, HAOPAKHU TOMLJIOK, HAOPSKU Ta BTOMJIIOBAHICTb.

[ToGivni peakiii, Mpo SKi MOBIXOMIISUIOCS IIiJT Yac 3aCTOCYBAaHHS aMIIOJIMITIHY, HaBelICHI HIDKYE 32
CHUCTEeMaMH Ta KJlacaMH OpraHiB Ta 3a 4YaCTOTOI BUHHUKHEHHs: qyke yacTto (>1/10), gacto (>1/100,
<1/10), megacro (>1/1000, <1/100), pigko (>1/10000, <1/1000), myxe piako (<1/10000), gwacrora
HeBizoMa (He MOske OYTH BCTAHOBJICHA 32 HABHUMU JTAaHHMH).

3 60ky Kpogi ma nimpamuunoi cucmemu

Jlyxe piiko: JIeUKOLUUTOIEHisI, TPOMOOLIUTOTICHIS.

3 60Ky imyHHOI cucmemu

Jlyxe piKo: anepriuHi peakiii.

3 60Ky memabonizmy ma ariMeHmapHi po3naou

Jlyxe pigKo: Tinmepriikemis.

3 60Ky ncuxixu

Hewacro: genpecisi, 3MiHU HACTPOIO (BKJIIOUAIOYU TPUBOXKHICTD), OE3COHHS.

Pinko: crutyTaHicTh CB1IOMOCTI.

3 60Ky Hepsosoi cucmemu

YacTo: COHIMBICTh, 3alIaMOPOYEHHS, TOJIOBHUI O11b (TOJIOBHUM YMHOM Ha MTOYATKY JIIKYBAHHS).
Hewacto: TpeMop, AucreB3isi, CHHKOIE, TiecTe3is, mapecTesis.

Jlyxe piKo: TinepToHyc, nepupepuyHa HeMponaris.

YactoTa HeBiioMa: eKCTpamnipaMigHHUA po3na.

3 6oky opeanie 30py

Yacro: nopyiieHHs 30py (BKJIIOUAIOYHN AUILIONIIO).

3 6oky opeanie ciyxy ma 1a0ipunmy

Hewacro: a3BiH y Byxax.

3 6oky cepys

Yacro: najislIriTaris.

Hedacto: aputmis (BKiItoyaroun OpaguKkap[ilo, MUTYHOYKOBY TaxiKaplilo Ta MEpEeXTiHHS
nepencepp).

Hyxe pinko: iHpapKT Miokapa.

3 60Ky cyoun

YacTo: npuIiamBH.

Heuacro: aprepianbHa TinoTeH3Is.

Jlyke piiKo: BacKyiT.

3 60Ky ouxanvHoi cucmemu, opeamie epyoOHOI KimKu ma cepedoCmints

Yacro: nucnHoe.

Heuacro: xarmensb, puHiT.

3 60Ky WLIYHKOBO-KUWKOBO20 MPAKMY

YacTo: O11b y KMBOTI, HyZI0Ta, TUCIIEIICISI, TIOPYIICHHS] NEPUCTAIBTUKN KHUIIEUYHUKY (BKIIOYAIOUN
3arop Ta Jiapero).

Heuacro: 6mtoBaHHS, CyXiCTh Y POTI.

Jlyke piKo: MaHKPEaTUT, raCTPUT, TilepIuiasis sCeH.

3 boky eenamobiniapnoi cucmemu



Jlye piIKo: TemaTuT, >KOBTSHUIIS, MiABUIICHHS PIBHS MEYIHKOBUX (pepMeHTIB (110 Haifuacrimie
acoLIIIOBAJIOCS 3 X0JIECTAa30M).

3 60Ky wiKipu ma niowKipHOi MKAHUHU

Hewacro: anorenis, mypirypa, 3MiHa 3a0apBJICHHSI MIKipH, MiABUIICHE MMOTOBHIIJICHHS, CBEPOIK,
BUCHUIIAHHS, €K3aHTEMa, KPOTIHB’ STHKA.

Jly’ke pigKo: aHTIOHEBPOTUYHUN HAOpSK, MyJIbTH(POPMHA epuUTeMa, eKC(hHOJIIaTHBHHUNA EPMAaTHT,
cuzpom CriBeHca—/[)oHcoHa, HaOpsik KBiHke, (OTOUYTIUBICTS.

YacToTta HeB1OMA: TOKCHYHUM €T11IepMaIbHANA HEKPOITI3.

3 60Ky ckenemmno-m’s130680i ma cnonyyHOi MKAHUH

Yacro: HaOpsSIK TOMIJIOK, Cy/IOMH M’ SI31B.

Hewacro: aptpanris, mianrisi, Oi1b y CIIHHI.

3 60Ky HUPOK ma ceyo8UINbHO20 MPAKMY

Hewacto: nopyiieHHs! CeUOBUAUICHHS, HIKTYpis, MiABUIIEHA YaCTOTa CEYOBHUITYCKAHHS.

3 60Ky penpodyKmugHoi cucmemu ma MOJAOYHUX 34103

Heuacro: iMImoTen1ist, TiHEKOMACTis.

3acanvui nopywenua ma cmanu y mMicyi 66e0eHHs.

Jyxe dacto: HaOpsIK.

YacTo: acTeHis, MiABUIEHA BTOMJIIOBAHICTE.

Hewacro: 6in1b 3a rpyAHMHOIO, O171b, HE3AYKAHHS.

Jlocnioowcenns

Hewacro: 36inbmieHHst 200 3MEHIIEHHS MacH Tina.

Tlosioomnenns npo nioo3prosani nobiuni peaxyii

[ToBigoMIIEHHS TIPO Ti03PIOBaHI TOOIYHI PeaKIIil miCIsl peecTpallii IiIKapCchKOTo 3ac00y Ma€e BayKITHBE
3HaueHHs. lle mae 3mMory mpoBoauTH Oe3nepepBHUN MOHITOPHHT CIiBBIIHOIIEHHS MiXK KOPHCTIO 1
pHU3HKaMHU, TIOB’ I3aHUMH 13 3aCTOCYBAaHHAM ILIBOTO JIIKApChKOTO 3ac00y. JlikapsM citij 3BITyBaTH PO
OyIb-sIKi TiA03pIoBaHi MOOIYHI peakilii BiIMOBIIHO 10 BUMOT 3aKOHO/IaBCTBA.

Tepmin npuoamnocmi. 3 poxu.

YMoBu 30epiranns. 30epiraTi B OpUriHanbHil YIaKoBIi pH Temnepatypi He Buie 25 °C.
30epiratu B HEAOCTYITHOMY IS NITEH MICITl.

Ynaxoska. [To 10 TabneTok y 6micTepi; mo 3 OicTepu B KAPTOHHIM KOPOOIT.
Kareropis Bianycky. 3a perenrom.

Bupoonuk. Ewmxkiiop ®apmacerorikanc JiTm.

Micue3HaxoakeHHs] BUPOOHUKA Ta ajpeca Miclsi NPOBasKeHHs HOro AislJIbHOCTI.

[Tnot Ne P-1 ta P-2, L.T.B.T. Ilapk, ®aza-II, M.I.D.C. Xinmxkasani, [Tyna, Maxapamrpa, 411057,
Tais.
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