IHCTPYKUIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 32¢00y

A3omexkc
(Asomex)
Bci ninm Ha nmpenapart A3o0MeKc MOKHA 3HANTH Ha caiiTi doc.ua

Cknao:

oiroua peuosuna: S(-) aMIOIHUIIIH;

1 Tabnerka MicTuTh S(-) amytoauIiHy OecuIIaTy, 1o ekBiBajJeHTHO S(-) amoauminy 2,5 Mr abo 5 Mr;
OONOMIJICHT peuosuHy: TISII0JI03a MIKPOKPHUCTANIYHA, HATPIFO KPOCKapMenno3a, KPEMHII J110KCH
KOJIOTTHHI O6e3BOAHMM, 3ami3a okcu xoBTHi (E 172), Marniro creapar.

Jlikapcbka ¢opma. TabieTku.

OcHosHI (hi3uKo-XiMiuHI 61ACMUBOCTI:

mabaemku no 2,5 me: TabJIETKU 3JIeTKa )KOBTOT'O KOJILOPY, CEPLIEBHIHOT POPMH, 3 JIIHIEIO PO3IIOMY 3
OJTHIET CTOPOHU Ta IIIAJKI 3 1HIIOT; HAa TOBEPXHI TAOJIETKU JOMYCKAIOTHCS BKPAIICHHS KOPUYHEBOTO
KOJIBODY;

mabnemku no 5 me: TaOJETKH )KOBTOTO KOJIbOPY, CEpLEBUAHOI (DOpMHU, 3 JIIHIEIO PO3JIOMY 3 OJHIET
CTOPOHHM Ta TJAJKiI 3 IHINOi; HAa TOBEPXHI TAOJIETKH JOIMYCKAIOThCS BKPAIUICHHS KOPUYHEBOTO
KOJIbODY.

dapmakorepaneBTHYHA rpyna. CeleKTUBHI aHTAarOHICTH KaJbIli0 3 MEPEBAXHUM BIUIMBOM Ha
cynunau. Kon ATX CO8C AO1.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

Amtonunin — pariemiuda cymim S(-) Ta R(-) i3omepiB. S-amlodipine — akrtuBHa XipaibHa (opma
aMJIOJIUITIHY — GJIOKATOp MOBUIBHUX KaJlbLI€BUX KaHAJIB; OJIOKY€e HaJIXOJKEHHS 10HIB KaJIbIIiI0 Yyepe3
MeMOpaHU 10 KJIITUH TIJaJeHbKUX M S31B MIOKapjaa Ta CyAuH. MexaHI3M aHTHUTINEepPTeH3UBHOI il
aMJIOJIUITIHY 3yMOBJICHUH Oe3rocepeIHIM BIUIMBOM Ha IIaJIeHbKI M’ SI3U CYIUH.

AHTHaHTIHANBHUN €PEeKT aMJIOUIIIHY peali3yeThbcs JBOMA CIIOCOOaMHU.

1. AMiioiumiH po3Iuproe nepudeprudHi apTepiosu 1 TAKUM YHHOM 3HUIKYE 3arajibHUH nepudepuunnit
omip Ta MiciAsHaBaHTaXeHHs. OCKUJIbKM 4acTOTa CEPLEBUX CKOPOUYEHb NMPHU IIbOMY MPAKTHYHO HE
3MIHIOETBCS, TO 3MEHIIYEThCS HAaBaHTA)KEHHs Ha ceplie, CIIOKMBaHHs eHeprii Ta noTpeda Miokapaa y
KHCHI.

2. Po3mmpeHHs TOJOBHMX KOpPOHAapHUX apTepii Ta KOPOHAPHHUX apTepion (HOpMalIbHUX Ta
1IIEMI30BaHUX ), MOXJIMBO, TaKOXK BIJIrpae pojib y MexaHi3mi Jii amuonumniHy. Take po3mupeHHs
MiABUIIYE HACHYEHICTh MiOKap/Ja KUCHEM Y MaIl€HTIB 31 ClIa3MOM KOPOHApHOI apTepii (CTeHoKapais
[IpunumMerana abo BapiaHTHA CTEHOKap/Iis).

VY XBOpHX 3 apTepialbHOIO TINEPTEH31€I0 pa3oBa 033 aMJIOAMIIIHY 3a0e3neuye KIiHIYHO 3HauyIle
3HIKEHHS apTeplalbHOI0 TUCKY MPOTIroM 24 rojuH, 0 JAa€ 3MOTY 3aCTOCOBYBaTH ioro 1 pa3 Ha
100y. 3aBAsKH MOBUIBHOMY ITOYATKY i aMJIOJIUIIIH HE CIPUYMHSE TOCTPOI apTepiaibHOI TIOTeH3i.
VY mnaiieHTiB 31 CTEHOKAapJI€I0 MpU 3aCTOCYBaHHI OJIHIET 100O0BOT /103U Mpenapary MiJIBULLY€EThCS
3arajibHUM 4ac (I3MYHOTO HABAHTAXKEHHs, Yac JI0 MOYaTKy CTeHoKapAii i yac 1o 1 Mm nemnpecii
cermenTa ST. [Ipenapat 3HMKye 4acTOTy Hama/iiB CTEHOKap/Iii Ta 3MEHIIye OTpeOy y 3aCTOCYBaHHI1
HITPOTJIiLEepHHY. AMJIOJUIIH HE YMHUTh HECHPUSTIUBOIO BIUIMBY Ha OOMIH PEUOBHMH Ta JIMiAX
IJ1a3MH KpOBi, TOMY MOro MOKHa 3aCTOCOBYBATH MaIlleHTaM 13 OpOHX1aJbHOIO aCTMOIO, IIyKPOBUM
niabeToM Ta moAarporo.

Dapmakokinemuxa.

BceMmokTyBaHH/po3noIin



https://doc.ua/apteka/azomeks-tabletki-5-mg-blister-30

[Ticna nmpuiioMy BHYTPIIIHBO Y TEPANEeBTUYHMX 033X aMJIOAMIIIH JOOpe BCMOKTYETHCS, 1OCATAI0UN
MaKCUMaJbHOI KOHIICHTpalii y KpoBi uepe3 6—12 roawmH. AOcomoTHa O010J0CTYMHICTH, 3a
po3paxyHkamu, cTaHOBUTH 64—80%. O0’eM po3noaiay CTaHOBUTH MPUOIM3HO 21 JI/KT; KOHCTaHTa
nucorrianii kuciotu (pKa) amnonuminy ctaHOBUTH 8,6. J[ociipkeHHS in Vitro mpoAeMOHCTPYBaIH,
10 3B’SI3yBaHHSA aMJIOIMITIIHY 3 OLIKaMH IJIa3MH KpOBi CTaHOBHUTH NmpuOmm3Ho 97,5%. OpHovyacHe
BXXMBAHHS 1K1 HE BIUIMBAE Ha BCMOKTYBAHHS aMJIOJTUTIIHY.

MeTtab01i3M/BUBEICHHS

[lepion HamiBBHUBEICHHS 3 IUIa3MH KPOBI CTaHOBHTH NpuOMmM3HO 35-50 roamH, mo 3abe3mnedye
MO>KJIMBICTh MpU3HAUEHHS npenapary 1 pa3 Ha 100y. Crilika piBHOBa)KHa KOHILIEHTpALs Y IJ1a3Mmi
KpPOB1 JIOCATA€ThCS 4epe3 7—8 IHIB peryisipHOrO 3acTOCYBaHHS Ipernapary. AMIIOAMITIH
TpaHCc(HOPMYETHCS Y TICHIHII 3 YTBOPEHHSIM HEAaKTUBHHUX MeTa0oiTiB; 10% He3MIHEHOTo mpemapary
Ta 60% MeTabOoIIITIB BUBOAATELCS 13 CEUEIO.

[lamieHTH JITHHOTO BIKY

Yac nocsrHeHHs piIBHOBaKHUX KOHIICHTPAIlIi aMJIOIUITIHY B TUIa3Mi TOA10HHH y MAIIEHTIB JIITHHOTO
BiKy Ta y JOpOCiHX mamieHTiB. KilipeHc amionuminy 3a3BU4ail M0 3HIKEHUH, 1110 y MaIli€HTIB
JITHBOTO BIKY TPHU3BOJUTH J0 30UIBIICHHS IUIONII ITiJI KPUBOIO «KoHIeHTpamis/gacy (AUC) ta
Nepioy HaIliBBUBEJICHHS MIPETapary.

[TamieHTH 13 TOpPYIICHHAMU QYHKINT HUPOK

AMJIOTUIIIH €KCTCHCHBHO OioTpaHchopMyeThcs 10 HeakTHBHHX MetabouitiB. 10% amiomuminy
BUJUISETHCS Y HE3MIHEHOMY BUTJIAI 13 cedero. 3MiHU KOHIEHTpallii aMIOJUIIIHY Y M1a3Mi KpOB1 HE
KOPEJIOIOTH 31 cTyreHeM nopymieHHs: GyHkiii Hupok. [lamientam i3 mopymeHHsIMHA QYHKITIT HUPOK
MOJKHA 3aCTOCOBYBATH 3BUYAliHI 03U aMJIOJUITIHY. AMIIOMITIH HE BUIAISETHCS MUIIXOM JTiaii3y.
[MamieHTH i3 HOPYIICHHSAMU (QYHKIIIT ICYiHKA

[Hdopmartis mom0 3acToCyBaHHS aMJIOAUIIIHY MallieHTaM 13 MOPYIICHHIMH (DYHKIIT TEUiHKH TyxKe
oOMexeHa. Y TMAaIli€HTIB 13 TICYIHKOBOIO HEIOCTATHICTIO KIIIPEHC aMJIOJUIIHY 3HUKCHHH, IO
MPU3BOAUTH /IO 30UIBIICHHS TPHUBAJIOCTI MeEpioAy HamiBBUBeACHHS Ta 10 30uabmenHs AUC
npubmu3Ho Ha 40—60%.

Kuiniuni xapakrepucTuku.

Ilokaszannsa.

— AprepiasibHa TinepTeHsis.

— XpoHi4yHa cTa0lIbHA CTEHOKApisl.

— Bazocmactuuna crenokapis (creHokapais [Ipunimerana).

Ilpomunokazanns.

— Bigoma mifBuIeHa YyTIUBICT A0 AUTIAPOMIPUIMHIB, aMJIOJUIIHY YU 10 OYyAb-SIKOTO 1HIIOIO
KOMITOHEHTA IIpernapary.

— ApTepiaibHa roTeH31s TSHKKOTO CTYIEHS.

— Ilok (BkIIOYatOYM KapI10T€HHUH 1I0K).

— OOCTpyKIis BUBIIHOTO TPAKTY JIIBOTO IIJTyHOUKA (HAIIPHUKIIa/l, CTEHO3 a0OPTH TSHKKOTO CTYIEHS).

— T'emoamHamigyHO HecTaOlIbHA CEpIEBA HEJOCTATHICTH MICHSI TOCTPOTO 1HPAPKTY MioKap/a.

B3aemooia 3 inmumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOOIil.

Bnnue inwux nikapcokux 3acobié Ha amioOuniu

HasBHi nmani mojo 6e3rmeyHOro 3acTOCYBaHHS aMJIOJUITIHY 3 Tia3WIHUMHU N1ypeTHKaMH, ayibda-
O6nmokaropamu, Oera-O610KaTopamMu, IHTIOITOpaMHM aHT10TEH3MHIIEPETBOPIOBATILHOTO (EPMEHTY
(AII®D), HiTpaTaMu NPOJOHTOBAHO] Jii, CyOIIHIBaJIbHOIO (POPMOIO HITPOTIILEPUHY, HECTEPOiTHUMU
NPOTH3aNaJIbHUMU JIIKAPCBKUMHU  3ac00aMH, AaHTUOIOTHMKaMM, OPAJIbHUMH TiMOTJIIKeMIYHUMHU
JKapChbKUMU 3acO0aMHu.

JlaHi, OTpUMaHi B IIPOILIECi in Vitro NOCIiIKEHb 13 MIIa3MOI0 KPOBI JIFOMHH, CBIYATh PO BiJICYTHICTh
BIUIUBY aMJIOAMIIIHY Ha 3B’S3yBaHHS 3 OUIKaMH KpOB1 JIOCHIIKYBaHUX JIKApChKUX 3ac00iB
(murokcuH, (heHiTOIH, BapdpapuH ad0 i1HJOMETAIINH).

Ineioimopu CYP3A4



OnnouacHe 3acTocyBaHHs amioauminy Ta iHTiIOiTOpiB CYP3A4 mnoryxHoi 4u moMipHOI [ii
(iaribiTOpM TpOTEa3, a30JbHI MPOTUTPHOKOBI 3acO0M, MaKpOJIiJIH, TaKi SK E€pUTPOMIIUH abo
KIAPUTPOMIIIMH, BepamnaMia abo AWiTia3eM) MOKE€ NPHU3BECTH 1O 3HAYYIIOTO IiABUIICHHS
eKCIO3MLII aMJIOJMIIIHY, IO TAKOX MOXKE HPU3BECTH JO MIiJBUIIEHHS PHU3MKY BHHHUKHEHHS
rinotensii. KiiHiyHe 3HaU€HHS TAKUX 3MiH MOKe OyTH OUTBII BUPAXKEHUM Y MAII€HTIB JIITHOTO BIKY.
Moske OyTH HEOOX1THUM KJIIHIYHE CITOCTEPE)KECHHS 3a CTAaHOM IMaIlieHTa Ta miadip J03H.

He pexoMeH1yeThCsl 0IHOYACHO 3aCTOCOBYBATH aMJIO/IMITIH Ta rpeindpyTu abo rpedndpyToBuii Cik,
OCKIJIBKH y JICSIKUX TaIll€HTIB 010I0CTYITHICTh aMJIOUITIHY MO>KE TT1IBUIITYBATHUC, 1110, B CBOIO YEPTY,
MPU3BOAUTH JI0 TOCHIICHHS TIMTOTSH3UBHOT JIii.

Knapumpomiyun

Knaputpominun € inriditopom CYP3A4. IcHye migBuineHWi pU3UK BUHUKHEHHS TIMOTEH3Il Y
MaIi€HTIB, K1 OTPUMYIOTh KIAPUTPOMIIMH 3 amioaumniHoM. [Ipu cymyTHbOMY 3acTOCYBaHHI
aMJIOJTUTIHY 3 KJIAPUTPOMIIMHOM PEKOMEHIYETHCS MPOBOIMTH PETEIbHUN HArJA] 3a CTAaHOM
MaIll€HTIB.

Inoykmopu CYP3A44

[Ipu ogHOUACHOMY 3aCTOCYBaHHI aMJIOIUITIHY Ta PEYOBHH, 1110 € BitoMumHu iHayKTopamu CYP3A4,
KOHIICHTpALlil aMJIOAMITIHY B IIa3Mi KpPOBI MOXe 3MiHIOBAaTHCS. ToOMy CIiJi KOHTPOJIIOBATH
apTepiaJIbHUN TUCK 1 PeryjoBaTd A03Y SK IiJ Yac, TaK 1 MIClsi CYyIyTHBOTO JIIKYBaHHS, OCOOJIHUBO
cunbHuME iHAyKTOpamu CYP3A4 (nanpuknan, pudamminuHoM, 3BipoOoem).

Jlaumponen (inghysii)

VY TBapuH CIOCTEPITATUCS MUTYHOUKOBI (QiOPUIIAIIIT 3 JIETaTbHUM HACHIJIKOM Ta CePIECBO-CYIMHHUMA
KOJarc, 10 acOIIOBAJUCS 3 TiMEpKalieMi€lo, MICJsS 3aCTOCYBaHHS Bepamnamilly Ta JaHTPOJIEHY
BHYTPIIIHFOBEHHO. Yepe3 pU3UK PO3BUTKY TiMEpKalieMil PeKOMEHIOBAHO YHUKATH 3aCTOCYBAaHHS
0JIOKATOPiB KaJbIIEBUX KaHAJIB, TaKUX SK aMJIOAMIIIH, CXWJIBHUM JIO 3JI0SKICHOI Tirmeprepmii
MaIfieHTam Ta IpH JIIKYBaHHI 3JI0SKICHOI TilepTepMii.

Bnaue amnoouniny na inwi nikapcwvki 3acoou

lNnoTen3uBHUN €EeKT aMIIOTUIIIHY MMOTEHIIIO€ TIMOTEH3UBHUM €(EeKT IHIIMX aHTHTINEPTEH3UBHUX
JIIKapChKUX 3aC00iB.

Taxponimyc

IcHye pu3MK NiABMILEHHS pPIBHSA TaKpoJIMyCy B KpOBI IpHU OJHOYAaCHOMY 3aCTOCYBaHHI 3
aMJIOAIMITIHOM, OJIHAaK (papMaKOKIHETMYHUIN MEXaHI3M Takoi B3a€MOJii MOBHICTIO HE BCTAHOBJICHO.
1106 YHHUKHYTH TOKCHYHOCTI TaKpOJIIMYCY, IIPH CYyITyTHbOMY 3aCTOCYBaHHI aMJIOJUIIHY MOTpPiOeH
pEryJIsipHUI MOHITOPUHT P1BHS TaKpPOJIMYCY B KPOBI Ta, 32 HEOOX1AHOCTI, KOPEKIIisl JO3yBAHHS.
mTOR incioimopu (mammalian target of rapamycin — miwieni panamiyuny y ccagyis)

Taki mTOR iuribiTOpH, SK CHpOIIMYC, TeMCHUpOJIIMYyC 1 eBepoiimyc, € cyoctparamu CYP3A.
Awmnonunin € cnabkuM iHri6itopom CYP3A. Ilpu onHouacHOMY 3acTocyBaHHI amioauniny 3 mTOR
1Hr101TOpaMu BiH MOK€ TOCUJTIIOBATH BILJIMB OCTAHHIX.

Luxnocnopun

JlocmimkeHpb B3a€EMO/I11 IIUKIIOCTIOPUHY Ta aMJIOIUITIHY HE TTPOBOIUIIN Y 3J0POBUX JOOPOBOJIBIIB 200
IHIIUX TpyH HAceJIeHHs, 3a BHMHATKOM XBOPHUX 13 TPAaHCIUIAHTOBAHOIO HHPKOIO, Y SKHUX
crioctepiraiocs 30UIbLICHHS BEIMYMHU 3aJUIIKOBOI KOHILIEHTpAlii [IUKIOCHOPUHY (B CEPETHBOMY
0-40%). Tomy y mari€eHTiB Miciasi TPAHCIUIAHTALll HUPOK, SIKI 3aCTOCOBYIOTh A30MEKC, HEOOXiTHO
MIPOBOAUTH MOHITOPHHT PiBHS HUKJIOCIIOPUHY Ta, Y pa3i HEOOX1IHOCTI, 03y OCTAHHBOTO 3MEHIIIUTH.
Cumeacmamun

OnnouacHe O6araTopa3oBe 3aCTOCYBaHHS J000BOT 103U A3oMmekcy 3 80 M CHMBAaCTaTUHY MPU3BEIIO
70 301UIBIIEHHS! €KCIIO3UIIll CUMBAcCTaTUHY Ha 77% IOPIBHSHO 3 MOHOTEPAII€I0 CUMBACTATHHOM.
Tomy n03a cuMBacTaTHHY He TOBHHHA niepeBuiryBat 20 Mr Ha 100y JUIs MALlI€HTIB, K1 IPUIIMaOTh
el mpenapar CynmyTHBO 3 aMJIOAUITIHOM.

Cunoenaghin

OnnopazoBwuii mpuitom 100 Mr cuiieHadily naieHTaMy 3 €CEHI[IaIbHOIO TIEePTEeH31€0 HE BITUBAB
Ha (apMaKOKIHETHKY amiofumiHy. [Ipu oqHOUYaCHOMY 3aCTOCYBaHHI aMJIOJIUIIIHY Ta CHIIAeHA(LTY
K KOMOIHOBaHOI Teparlii KOXK€H 13 MpenapaTiB BUSBISAB TiNOTEH3UBHUM €(QEKT HE3alekHO BiJ
HIIIOTO.



Tnwi nikapcoki 3acoou

Kiminiuai  mocmipKeHHsST B3aeMOJIl mperapaTry IoKa3ajdd, IO aMJIOAWIIH He BIUIMBaE Ha
(apMaKkOKiHETHKY aTOpBAaCTaTHHY, JUTOKCHHY a00 BapdapHuHy.

Emanon (anxozonw)

OnnopazoBuii Ta Oaratopa3oBuii npuitoM A30MeKCy B J0OOBIiH 71031 HE MaB CyTTEBOTO BIUIMBY Ha
(hapMaKOKIHETUKY €TaHOJTY.

CyMicHe 3acTOCYBaHHS aMJIOAMIIIHY 3 HUMETHIMHOM HE Majo BIUIMBY Ha (apMaKOKiHETHUKY
aMJIOJIUITIHY.

CywmicHe 3acTOCyBaHHS MpenapaTiB aTOMiHIFO/MarHito (aHTAIUAIB) 13 PA30BOO J0300 aMIIOIUITIIHY
HE MaJIo CYTTEBOT'O BILUIUBY Ha ()apMaKOKIHETUKY aMJIOHITIHY.

Jlabopamopni mecmu

BrivB Ha OKa3HUKH J1a00OPATOPHUX TECTIB HEBITOMHUIA.

Ocoodnusocmi 3acmocy8anus.

besneky Ta eeKTHUBHICTh 3aCTOCYBAHHS aMJIOJUIIIHY NPH TIEPTOHIYHOMY KPH31 HE OLIIHIOBAJIH.
Tlayienmu i3 cepyesoro HeOOCMAMHICIIO

JaHriil kaTeropii MmamieHTIB pemapar CJiiJl 3aCTOCOBYBATH 3 00SPEKHICTIO. Y TAIlIEHTIB 13 CEPIIEBOIO
HeZocTaTHICTIO Tspkkoro crymnens (kiac III ta IV 3a knacudikaniero NYHA) npu 3actocyBanHi
aMJIOJTUTIIHY YacTOTa BUIAKIB PO3BUTKY HAOPSIKY JIET€Hb OyJia BUIIOIO OPIBHSIHO 13 3aCTOCYBAHHSM
mnane6o. IlamieHTam 13 3acTiiHOIO CEpIIEBOI0 HEIOCTATHICTIO OJIOKATOpHM KalbI[i€BUX KaHAJIB,
BKJTIOYAIOYM aMJIOJIHITiH, CITiJI 3aCTOCOBYBATH 3 00EPEKHICTIO, OCKIIBKA BOHU MOXYTb ITiJIBUIIYBATH
PHU3HK CepIIeBO-CYIMHHUX MO/IH Ta JeTalbHUX BUIAIKIB Y MAOyTHHOMY.

THayicumu i3 nopywennsamu hynxyii nevinku

[lepion namiBBUBeAeHHs amnofumniHy Ta nmapamerpu AUC BuIlll y MAaIli€HTIB 13 MOPYIICHHSAMH
(GYHKIIT IEYiHKH; pEeKOMEH/IAIlI 0JI0 7103 Mpenapary HeMae. ToMy daHii KaTeropii marieHTiB CIIi
PO3MOYMHATH 3aCTOCYBAHHS Mpenapary i3 HalHmwK40i 7o3u. Ciijg OyTH 00epeKHUMHU K Ha MOYaTKy
3aCTOCYBaHHS Ipemnapary, Tak i mij 4ac 30uIbmieHHs A03u. [lamieHTam i3 TSHKKOIO TMEYiHKOBOIO
HEJOCTaTHICTIO MOXke OyTH HEOOX1THUM MOBUIbHMUN MiAOIp JO3M Ta peTeNbHE CIIOCTEPEKEHHS 3a
CTaHOM TIAIlIEHTA.

Tayienmu i3 HUPKOB01O HEOOCMAMHICIIO

Jlaniil xaTeropii Maii€HTIB CIiJ 3aCTOCOBYBATHU 3BUYAlHI 03U Ipenapary. 3MIHM KOHLEHTparii
aMJIOJTUIIIHY Y TUIa3Mi KPOB1 HE KOPEIIOIOTh 31 CTYIEHEM MOpYIIeHb (PYHKIIT HUPOK. AMJIOAMITIH He
BUJIATISIETHCA UTSIXOM Jiai3y.

Iayienmu nimnvo2o 6iKy

3011bIIYBaTH A03Y Ipenapary JaHiid KaTeropii NaieHTIB cliif] 3 00E€PEKHICTIO.

AMIIOIUIIIH HE BIUIMBAE HA PE3YNIbTAaTH Ja0OPATOPHUX JTOCIIIKEHb.

He pexomenayeThcsi 3aCTOCOBYBAaTHM aMJIOJUIIIH pa3oM i3 rpeindpyrom abo 3 rpedndpyroBum
COKOM, OCKUIbKHM Yy JAEAKHMX Halli€eHTiB O104O0CTYHHICTh MOKe OyTH 30ijbllleHa, L0 NMPHU3BEAE 10
MTOCUJICHHS TIMOTEH3UBHOTO e(eKTy mpenapary.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHs 2pyooi0.

Bazcimnicms. be3neka 3acTOCyBaHHS aMJIOJIMIIHY JKIHKaM y IMepioJ] BariTHOCTI HE BCTaHOBJIEHA.
3acTOCOBYBATH aMJIOJIUITIH Yy MEP10/1 BaTiTHOCTI PEKOMEHIYEThCSI JIUILIE Y TUX BUIAKaX, KOJIM HEMA€E
0e3meyHinoi aJbTepHATUBH, a PU3UK, OB’ I3aHUH 13 CAMUM 3aXBOPIOBaHHSAM, IIEPEBUILLYE MOKIUBY
IIKO/Y BiJ JIIKyBaHHS JAJIsl MaTepl Ta I1o/a.

VY mporieci 10ciIKeHb Ha TBAPUHAX P 3aCTOCYBAaHH1 BUCOKHX 103 CIIOCTEpiranacs pernpoyKTuBHA
TOKCHUYHICTb.

T'ooysanus epyooro. AMIIOAMIIIH MIPOHHUKAE Yy TpyaHe MOIOKO. CHiBBIIHOIIEHHS 103U, OTPUMAHOI
HOBOHAPO/DKEHUM  BIJ MaTepl, Yy MDKKBAPTWJIBHOMY Jiala3oHi OLIHIOWTh SK  3—7%,
MakcumyM 15%. BrnnuB amnoauminy Ha HEMOBIAT HeBigoMui. [Ipu mpuiiHATI pilleHHs Mpo
MPOJIOBXKEHHS TOAYBAHHS TPYMII0O UM TPO 3aCTOCYBAHHS aMIIOAWIIIHY HEOOXITHO OIHIOBATH
KOPUCTh TOJTyBaHHS TPYAJIO0 Uil AUTUHH Ta KOPUCTH BiJl 3aCTOCYBaHHS Mperapary i MaTepi.
@epmunvricms. [1oBimoMISIIOCS PO 00OPOTHI O10XIMIYHI 3MIHH TOJIOBKH CTIIEPMATO30i/1a ¥ TSSTKAX
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MAIiEHTIB TpU 3aCTOCYBaHHI OJIOKAaTOpiB KambllieBuX kaHamiiB. Kiixiunoi iHpopMarii momo
MOTEHIIHHOTO BIUTMBY aMJIOJIUITIHY Ha (ePTHIIBHICTh HEAOCTATHBO.

30amuicms enausamu Ha WBUOKICMb peaxyii npu Kepy8aHHi A8MOMpAHCNOPMoM abo THUUMU
MexauizMamu.

AMJIOIUIIH MOXE€ YMHUTH He3HayHuil a0o TmMOMIpHMI BIUIMB Ha 3JaTHICTh KepyBaTu
aBTOTPAHCTIOPTOM a00 MPAIIOBATH 3 IHIIUMHU MEXaHI3MaMH.

[IIBuAKICTh peakilii Moxe OyTH 3HWIKEHA MPHU HASBHOCTI TaKUX CHMIITOMIB SIK 3allaMOPOYCHHS,
TOJIOBHHM O1J1b, MIJIBUIIICHA BTOMIIFOBAHICTh YU HYOTA.

Cnig 6yTn 06epexHUMHU, OCOOIMBO Ha MOYATKY Teparrii.

Cnocio 3acmocysannusa ma 003u.

Hopocni

OCKiNBbKH JIif04Ya peuoBHHA JiKapchKoro 3acooy Azomekc (S(-) amlodipine besilate), Ha Bimminy Bij
aMJIOAMITIHY (paleMivyHOT CyMillli), MICTHTB Y CKJIai auie akTuBHy S(-) opmy i30Mepy, ciin B3sTH
JI0 yBaru, o JUIs JIKYBaHHS apTepiaJIbHOI TiMEepPTEH31l JErKOoro Ta MOMIPHOTO CTYIEHS TSKKOCTI
TabmeTKka A30MEKCY 03yBaHHSM 2,5 MI BiANOBiZae 5 Mr amioamiiHy, a TabieTka A30MEKCy
J03yBaHHAM 5 Mr — 10 Mr amJI0IuIIiHY.

[Tpu aprepianbHiii TinmepTeH3ii i cTeHOKap/il 3BUYaiiHa MOYaTKOBA 1032 A30MEKCY CTAaHOBUTH 2,5 MT
1 pa3 Ha 100y; 32 HEOOX1THOCTI II0 A03Y MOXHA 30UTbIIUTH 10 5 Mr 1 pa3 Ha 100y, 3aJIeKHO BiJl
1HMBIAYalbHOI PEaKIlii XBOPOToO.

€ IOCBiT 3aCTOCYBaHHS Iperapary y KOMOiHaIii 3 Tia3uIHUMU JAlypeTHKaMH, anbda-010KkaTopamu,
OeTa-00kaTopamu abo iHTid6iTopamu AII®D narienTam 3 apTepianbHOIO rinepreHsiero. Iamientam 3i
CTCHOKAPJIEI0 TMpenapar MOXKHA 3aCTOCOBYBATH sSK MOHOTepamito abo y KomOiHamii 3 iHITUMH
AHTUAHTTHATBHUMHU JIIKAPCHKUMH 3acO0aMU TIPH PE3UCTEHTHOCTI JI0 HITpaTiB Ta/abo aJIecKBaTHUX J103
Oera-0I0KaTOPIB.

Hemae HeoOxigHOCTI y migOopi 03U IpenapaTry HpU OJHOYACHOMY 3aCTOCYBaHHI 3 Tia3UIHUMU
niyperukamu, 6eta-6mokaropamu Ta iHriditopamu AIID.

Ocobnuei epynu nayicnmie

Iayienmu nimnvo2o 6iky

Hemae neoOximHocTi y mimbopi M03M Ans AaHOl Kareropii mamieHTiB. [ligBUINEHHS 103U CIiJ
MIPOBOAMTH 3 00EPEXKHICTIO.

Tayienmu i3 nopywennamu hyHxyii nevinku

Jlo3u JiKapchbKOro 3aco0y Al 3aCTOCYBAHHS Malll€HTaM 13 MOPYIIEHHAMU (DYHKLIT MMEYIHKU BiJ
JIETKOTO JI0 TIOMIPHOTO CTYHEHs TSDKKOCTI HE BCTAHOBJIEHI, TOMY MiJ0ip 103U CIiJl MPOBOAUTH 3
00EpeKHICTIO Ta MOYMHATH 3aCTOCYBaHHS IpernapaTy 3 HaHMKYOI /103U B Jlama3oHi 103 (IuB.
po3ninn «®apmakosioriydi BiaactuBocTi. dapmakokiHeTuka» 1 «OcCOOIMBOCTI 3aCTOCYBAHHS»).
®apMaKOKIHETUKY aMJIOJUIIHY HE JOCIIKYBAJIM Y MAIllEHTIB 13 NOPYIIEHHAMHU (QYHKIIT NEYIHKU
TSOKKOTO cTymeHs. J[ns maiieHTiB 13 NOpYHMIEHHAMH (QYHKLIi MEYiHKM TSXKKOTO CTYNEHsS
3aCTOCYBAHHS aMJIOJUIIIHY CJIiJl TOYMHATH 3 HAHMKYOI 03U Ta MOCTYMOBO 11 301IbIIYBaTH.
Tayienmu i3 nopywennamu hyHKyii HUpox

PexkoMeHyeThCS 3aCTOCOBYBATH 3BUYAIHI 103U JIIKAPCHKOTO 3aC00Y, OCKUIBKU 3MIHU KOHIIEHTpaIli
aMJIOIUIIHY y IUIa3Mi KpOBI HE TOB’s3aHI 31 CTYNEHEM TSHKKOCTI HHMPKOBOI HEZOCTATHOCTI.
AMJITOTATIIH HE BUBOJUTHCS IIUISAXOM JT1aITi3y.

imu.
besneka Ta eheKTUBHICTh 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y AITSAM HE BCTaHOBIIEHI, TOMY HOTo He
3aCTOCOBYIOTH y MeiaTpUYHIN MPaKTHULIL.

Ilepeoo3ysanns.
JI0CBiJl HABMUCHOTO TIepeI03yBaHHS Mpenapary 0OMeKeHUH.



Cumnmomu nepedo3yeanius: HassBHa iH(OpMAIIisl Ta€ MiICTAaBU BBAXKATH, IO 3HAYHE MEePEI03yBaHHS
aMJIOJTUTIIHOM TIpU3BeIe 10 HaAMipHOT nepudeprUdHOi Ba30AMIaTaIll] Ta, MOKIIUBO, 10 pehIECKTOPHOT
taxikapaii. [ToBigoMsIocst mpo po3BUTOK 3HAYHOI Ta, MOXJIMBO, TPUBAJIOI CUCTEMHOI apTepiaabHOi
rinoTeH3ii, BKJIIFOYAYH IIOK 13 JIETaJbHUM HACIIIKOM.

Jlikysanna: KIIIHIYHO 3Ha4YyIla apTepiajbHa TiMOTEeH31s, 3yMOBJICHA MEPEI03yBaHHAM aMJIOJUITIHY,
BUMAra€ axkTHBHOI MiATPUMKHU JisUTBHOCTI CEpIEBO-CYJMHHOI CHCTEMH, BKJIFOYAIOYH YaCTHUU
MOHITOPUHT ()YHKIIIH ceplsi Ta JUXaHHs, IiJBHINEHE MMOJOXCHHS HIDKHIX KIHIIIBOK, MOHITOPHHT
00’ €My IUPKYJIOI0YO] PITUHU Ta CEYOBHILICHHS.

Jlnist BITHOBJICHHS TOHYCY CYIHMH Ta apTepiajbHOrO THCKY MOYKHA 3aCTOCYBATH CYAMHO3BYKYBaJlbHI
npernapaTy, YIeBHUBIIMCH Yy BIJACYTHOCTI MPOTHIIOKa3aHb JI0 iX 3aCTOCYBaHHS. 3acCTOCYBaHHS
KaJIbIIIO TIIOKOHATY BHYTPIIIHBOBEHHO MOXKE OyTH KOPHCHUM JUIS HiBEIIOBAaHHS eeKTiB Oiokaan
KJIBLI€BUX KaHAJIIB.

VY neskux BUMAIKaXx MOXXe OyTH KOPHMCHMM IPOMHBAHHS LUTYHKA. 3aCTOCYBaHHS aKTHBOBAaHOTO
BYTUJIISL 3I0POBUM JIOOPOBOJIBISM MPOTITOM 2-X TOJIWH Miciis npuitomMy 10 Mr amyiofuIiiny 3Ha4HO
3MEHIINUJIO PIBEHb HOT0 BCMOKTYBaHHS.

OCKUIbKY aMJIOJIUITIH 3HAYHOIO MIPOIO 3B’ 3y€ThCA 3 O1IKamMu, eeKT JTiaaizy He3HAUHUM.

Ilo6iuni peaxuii.

[Ipu 3acrocyBaHHI aMJIOJWITIHYy HaW4acTille TMOBIAOMISIOCS MPO Taki MOOIYHI peakmii sk
COHJIUBICTH, 3a1IaMOPOYCHHS, TOJIOBHUH O1JTb, MANBIITALlS, IPUIUIUBH, OLTb Y UepEBHIN MOPOXKHUHI,
HYJI0Ta, HAOPSKH TOMUIOK, HAOPSKH Ta BTOMIIFOBAHICTb.

[To6iuHi peakiii, Ipo SKi MOBIIOMIISIIOCS MiJ Yac 3aCTOCYBAaHHS aMJIOJIUIIIHY, HAaBEJICHI HIDKUYE 3a
CHCTEMaMHM Ta KjlacaMH OpPraHiB Ta 3a 4aCTOTOK BUHUKHEHHs: aAyxe yacto (>1/10), gacro (>1/100,
<1/10), neuyacto (>1/1000, <1/100), pinko (=1/10000, <1/1000), nyxe piako (<1/10000), yactora
HeBioMa (He MOKe OYTH BCTAHOBJICHA 32 HASABHHUMU JIAHHMH ).

3 boky kposi ma nimgpamuunoi cucmemu

Jly>ke piiko: IeHKOIUTOIIEH s, TPOMOOIUTOMCHIS.

3 60Ky imynnoi cucmemu

Jly>xe piiko: anepriuHi peakuii.

3 6oky memabonizmy ma animeHmapHi po3naou

Jlyxe piaKo: TinepriikeMis.

3 60Ky ncuxiku

Heuacro: nenpecis, 3MiHU HAaCTPOIO (BKJIFOYAIOUU TPUBOXKHICTD), OE3COHHSI.

Pinko: crutyTaHicTh CB1IOMOCTI.

3 60Ky Hepsosoi cucmemu

YacTo: COHIMBICTD, 3a1IaMOPOYEHHS, FOJIOBHUH OLTb (TOJIOBHUM YMHOM Ha MOYATKY JIIKYBaHHS).
Heuwacro: Tpemop, aucres3isi, CUHKOIIE, TIIeCTe31s, TapecTe3is.

Jlyxe piJiko: rinepronyc, nepupepuyHa Heilponaris.

YacToTta HeBiiOMa: eKCTpamipamiIHUN po3Jia.

3 6oky opeanis 30py

Yacro: nopyuieHHs 30py (BKJIIOUAIOYH JUIIIOINIIO).

3 6oky opeanis cayxy ma 1aoipunmy

Heuacro: 13BiH y Byxax.

3 6oy cepys

Yacro: nanpmitaris.

Hedacto: aputmiga (BKJIOYarouum Opajukap/ifo, IITYHOYKOBY TaxXiKap/Jil0 Ta MEpeXTiHHA
nepeacepp).

Jyxe pinko: iHpapKT Miokap/a.

3 boky cyoun

YacTo: NpUIUIHMBH.

Heuacro: aprepianbHa TinoTeH3is.

Jly>xe piJIKo: BaCKYJIiT.

3 60Ky ouxanvHoi cucmemu, opeanie epyoOHOi KIImKu ma cepedoCminHs



Yacro: nqucnHoe.

Heuacro: xamensb, puHIT.

3 60Ky WiTYHKOBO-KUUKOBO20 MPAKIMY

Yacro: 611b y )KMBOTI, HYJI0TA, JUCIEINCisl, MOPYIICHHS NEPUCTATbTUKU KUIICUHUKY (BKIIOYAIOUH
3arop Ta giapero).

Heuacro: OmtoBaHHS, CyXiCTh Y POTI.

Jly>Xe piJIKO: ITaHKpEaTUuT, FaCTPHT, TilepIiasis siceH.

3 boky eenamobiniapnoi cucmemu

Jly’)xe piIKo: TemaTHT, >KOBTSHMLSA, MiJBUIICHHS PIBHA MEYiHKOBUX (DepMeHTIB (110 HaifuacTtimie
acoLIIIOBAJIOCS 3 XOJIECTa30M).

3 60Ky wKipu ma niOWKIpHOT MKAHUHU

Heuacro: anomemisi, mypmypa, 3MiHa 3a0apBieHHS WIKipH, MiIBUIIEHE MMOTOBUIIJICHHS, CBEpPOIXK,
BHCHUIIAHHS, CK3aHTEMa, KPOITUB THKA.

Jly’xe pinKo: aHTIOHEBPOTHYHHMHA HaOpsK, MyJIbTH(OpMHA epuTeMa, eKCc(]oaiaTUBHUN IepMaTHT,
cuazpom CriBernca—/[)xoHcona, HaOpsik KBiHke, (OTOUYTIAUBICTS.

YacroTa HeBiIoMa: TOKCUYHUH eMiiepMaIbHUNA HEKPOJIi3.

3 60Ky ckenemHo-m 30601 ma cnoiy4HOi MKAHUH

Yacrto: HaOpsK TOMIJIOK, CYIOMHU M’SI31B.

Hewacro: aprpanrisi, Mianrisi, Oi1b Y CITHHI.

3 6oky HUpOK ma ce408UdiNbHO20 MPAKMY

HedacTo: mopymieHHs1 CEYOBHIUICHHS, HIKTYpIs, IiIBUIIICHA YaCTOTa CEYOBUITYCKaHHSI.

3 b6oky penpodykmusHoi cucmemu ma MOJIOYHUX 34103

Heuacto: iMIIoTeHI1is1, TIHEKOMACTIs.

3acanvui nopywienns ma cmanu y mMicyi 66e0eHHsl

JHyxe yacTto: HaOpsIK.

YacTo: acTeHis, MiaBUIIEHa BTOMIIFOBAHICTb.

Hewacro: 61116 3a TpyTHUHOTO, O17Th, HE3TY)KaHHS.

Jlocnioocenns

HeudacTo: 36inbmenHs abo 3MEHIIICHHS MacH Tija.

Tlogioomnenns npo nioo3proeani nobiuni peaxyii

IToBiomieHHs PO Mi03pIOBaH1 MOOIYHI peakIii Micis peecTparlii JikapchbKOro 3aco0y Ma€ BaXKJIMBe
3HaueHHs. Lle nae 3Mory nmpoBoauTH Oe3nepepBHUI MOHITOPUHT CIIBBIJHOLIEHHS MK KOPHUCTIO 1
PHU3UKaMU, OB’ I3aHUMH 13 3aCTOCYBAHHSAM IIbOT'O JIIKAPCHKOTO 3ac00y. JIikapsim citiji 3BITYBaTH PO
Oyab-sIK1 I1A03pIOBaH1 MOO1UHI peakKiii BIAMIOBIIHO 10 BUMOT 3aKOHO/IaBCTBA.

Tepmin npuoammnocmi. 3 poxu.

YmoBu 36epiranns. 30epiraTu B OpUriHajdbHIN yIIakoBLI IpHU TeMieparypi He Buuie 25 °C.
30epiraTi B HEIOCTYITHOMY JJIsl IITEH MicCII.

Ynakoska. [To 10 Tabnetok y 6iictepi; o 3 6JicTepu B KApTOHHIN KOpOOIIi.
Kareropis Binmycky. 3a penenrom.

Bupoonuk. Ewmxitop ®apmackrorikaic JITn.

Micue3HaxoakeHHsI BHPOOHHKA Ta ajgpeca Micusi NPOBAZKeHHSI HOro AislJIbHOCTI.

[Tmot Ne P-1 ta P-2, L.T.B.T. Ilapk, ®aza-II, M.I.D.C. XinmxaBani, [Tyna, Maxapamrpa, 411057,
Trmis.



