THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

AMIJIOOUIITH-®PAPMAK

(AMLODIPINE-FARMAK)

CKnao:

Oitoua pevosuHa: 1 TabneTka MicTuTh amyonuminy 6ecunaty 13,90 mr abo 6,95 Mr (B mepepaxyBaHHi
Ha ammnonumid 10 mr abo 5 Mr);

donomidcHi peuosuHu: TabmeTku AMmopumnin-®apmak 10 Mr - TaKTO3W MOHOTigpaT, KPOXMaib
KapTOIJITHUM, KPOCIIOBiIOH, KOTIOBiIOH, KPEMHIiI0 HioOKCH KOIoimHWI 0e3BOOHUM, MarHilo cTeapar;

tabnetku Amnogumnin-®apMak 5 MT - TaKTO3UW MOHOTigpaT, KpoxXMaJjb KYKYPYA3sSHUM, HATPiio
KPOCKapMeJio3a, ITOBiMOH, KPEeMHi0 JiOKCUL KOJIOimHUY 0e3BOIHME, MarHilo cTeapar.

JIikapcbka ¢opma. TabneTku.

OcHosHi pisuko-ximMiuHi 8aacmusocmi: Amnogunia-®apmak 10 mr - TabmeTku 6inoro abo maiixe
6iyoro KoIbOPY 3 MJI0CKOI0 TOBEPXHEI0, 3 PUCKOI0 Ta (ackow; AMnoaunin-®apMak 5 Mr - TabmeTku
Kpyriioi ¢opMu 3 IBOOIYKJIIOI II0BepxHeto 6inoro abo Maiixke 6inoro konbopy. Ha moBepxHi
Ta0JIeTOK IONYCKAETHCS MapMypPOBICTE.

®dapMakoTepaneBTUYHa Irpyna.

CeleKTUBHI aHTArOHICTH KaJIbIlil0 3 IEPEBaXKHOIO [i€l0 Ha CynuHU. [1oXigHI OUTipOmipuguHYy.
Kopg ATX C08C AO01.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

AMJTOTIUIIIH - aHTATOHICT Kasbllilo (IoXigHe OUTiApomipuanHy), o 6/I0Kye HagXO[KeHHs i0HiB
KaJlbIlil0 0 MiOKapAy Ta OO KIiTUH I'IafKuX M’s3iB.

MexaHi3M TillOTEH3UBHOI il aMJIONUIIIHY 3yMOBJIEHK 0e3MocepeNHb0I0 PO3CiabiIioBaNibHOIO Ai€i0 Ha
raafgki M's13u cyguH. TOUHUM MeXaHi3M aHTHAHTiHaIbHOTO e(heKTy aMIOIUIIiHY BUSHAYEHUN
HeIOCTaTHHO, OIHAK HUXKYe3a3HaueHi e()eKTH BifirpaloTh IEBHY POJIb.

AMrionuniH po3MupPIoE mepudpepudHi apTepionu i TAKUM YMHOM 3HUXKYE epupepudHui omip



(mocTHaBaHTaxeHHS). OCKIIbKY CepIeBUM PUTM 3aJIUIIAETHCA CTaOlIbHUM, 3HUXKEHHS
HaBaHTaXXEHHS Ha ceplie IPU3BOAUTH 10 3HUKEHHS CII0XKUBaHHS eHepril Ta moTpedu
MioKappna B KUCHI.

Po3mupeHHs rOI0BHUX KOPOHAPHUX apTepid Ta KOPOHAPHUX apTepios (HOpMalIbHUX Ta
ilmeMi3oBaHUX), MOXKJIMBO, TAKOXK Biflirpa€ poib y MexaHi3Mi Oil amnoguminy. Take
PO3IIKUPEHHS MiBUIYE HACUYEHICTh MioKapfa KMCHEM Y TAaI[iEHTIB 3i crta3MOM KOpOHAapHO1
aprepil (ctenokapmis [IpuHIiMeTana abo BapiaHTHa CTeHOKapis).

Y nmatieHTiB 3 apTepianbHOIO TilepTeH3i€l0 3aCTOCyBaHHSA pemnapaty 1 pas Ha o6y 3abe3mneuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTeplalbHOr0 TUCKY IPOTATOM 24 TOOUH Y [TOJI0KEHH] gK JieXaul,
TakK i cTosiun. Yepe3 MOBiMIbHUM IIOYATOK [Ail aMJIOAUIIIHY TOCTPa apTepianbHa TinoTeH3is 3a3BU4ail He
CIIOCTEPITa€EThCA.

Y mairieHTiB 3i CTeHOKapMi€lo py 3aCTOCYyBaHHi ofiHiel H060OBOI H03U ITpenapary MigBUIIYETHCS
3arajapHUM 9ac (i3MYHOr0 HaBaHTaXKEeHHS, 9ac [0 IT0YaTKy CTeHOKapAil i 9ac mo 1 MM genpecii
cermenTa ST. [IpenapaT 3HUKY€E YaCTOTY HallafliB CTEHOKAP/il Ta 3MEHIIye MOTPedy Y 3aCTOCYyBaHHi
HITPOTJIiLIEpUHY.

AMIOOUIIIH He acOUilOETHCS 3 OyIb-IKUMU MOGIYHUMHU MeTabO0TiYHUMU [isIMU YU 3MiHaMU PiBHS
nimifgiB y mia3Mi KpoBi i #0T0 MOXKHa 3aCTOCOBYBATHU IalliEHTaM i3 aCcTMOI0, IIyKpOBUM AiabeToM Ta
IIOZarpox.

dapmakoKiHemuxka.

BCMOKTYBaHHS/PO3MOMIiN. ITic/is mepopanbHOTo 3aCTOCYBaHHS TEPANIEBTUYHUX HO3 aMIIOAUIIIH
IIOCTYII0BO abcopOyeThes ¥ mma3My KpoBi. AGcomoTHa 0i0fOCTYIIHICTh HE3MiHEHOI MOIEKY TN
CTaHOBUTH NpubIN3HO 64-80 %. MakcruManbHa KOHIIEHTPALlid Y IIJIa3Mi KPOBi IOCATAETHCS MIPOTATOM
6-12 ropuH micns 3acTocyBaHHs. O6’€M PO3MOiNY CTaHOBUTH MPUOIU3HO 21 JI/KT; KOHCTaHTa
muconianii kucmoTu (pKa) amnoguniny craHOBUTE 8,6. 3B’13yBaHHS aMJIOOUIIIHY 3 GiTKaMu MJTa3Mu
KPOBi cTaHOBUTE mpubIu3Ho 97,5 %.

OpHOYacCHe BXKMBaHHSA 1Ki He BIUIMBA€ Ha BCMOKTYBaHHS aMJIOAUIIIHY.

MeTtaboJti3mM/BuBeneHHs. Ilepiof HAIiBBUBENEHHS 3 IJIa3MH KPOBi CTAHOBUTD IPUOIU3HO 35-50
roguH. PiBHOBaxXHa KOHIIEHTpallifl y Iia3Mi KpPOBi HOCATAEThCS Mics 7-8 [HiB 0e3mepepBHOTO
3aCTOCYBaHHS IIpernapary. AMIOOUIIIH TOJIOBHUM YUHOM MeTab0Ii3yeThCS 3 YTBOPEHHSIM HEAKTUBHUX
meTaboriTiB. Briu3rko 60 % BBemeHOI 03U BUBOAUTHCS i3 ceyeto, mpubnau3uo 10 % 3 sKux
CTAQHOBUTH aMJIOJHUIIIH Y HE3MiHEHOMY BUTJIAML.

[TarienTH JITHLOTO BiKy. Yac MOCSITHEHHS PiBHOBaXKHUX KOHIIEHTPAIlill aMIOAUIIIHY Y IIa3Mi KpOBi
nofiOHMY Y MallieHTiB JTITHLOTO BiKy Ta y JOPOC/UX MalieHTiB. KiipeHc aMmnonumniny 3a3sudail gemro
3HUKEHUH, IT10 Y MAI[iEHTIB JTITHHOTO BiKYy IPU3BOAUTH 40 30iIbIIeHHS IO i KPUBOIO
«KOHIeHTpauisg/4ac» (AUC) Ta epiomy HamiBBUBEIEHHS IIpenapary.

[NanieHTy 3 MOpyUIeHHIM GQVHKITN HUPOK. AMJIOOUIIiH eKCTeHCHBHO 0ioTpaHCHOPMYETHCS [0

HeaKTHBHUX MeTabomiTiB. 10 % aMmoguniny BUAINSETLCS Y HE3MIHEHOMY BUTJISA[L 3 CeYelo.
3MiHM KOHIIEHTpaIlil aMJIOJUIIiHY Yy I1a3Mi KPOBi He KOPEOITh 3i CTyIIeHEM IIOPYIIeHHS
GbyHKIIM HUPOK. [lallieHTaM i3 mopyIeHHSIM (QYHKIi HUPOK MOXKHA 3aCTOCOBYBATH 3BUYalHi
[03U aMJIOOUITIHY. AMJIOOUIIIH He BUAAJIAETHCS LIJIIXOM [iai3y.




[NauieHnTy 3 mopyuIeHHIM GQYHKIII nediHku. [HpopMallig Iog0 3aCTOCYyBaHHS aMJIOOUITiHY

nalieHTaM i3 IOopymeHHAM (QYHKIII NeYiHKy ayKe oOMexKeHa. Y MallieHTiB i3 Me4iHKOBOIO
HEJOCTATHICTIO KJTIipEeHC aM/IOOUIIiHY 3HUXKEHUH, 110 TPU3BOAUTE 0 30iIbIIIEHHS TPUBAJIOCTI
nepiony HamiBpo3mnaay Ta fo 30inbmeHHs AUC mpubnusso Ha 40-60 %.

LiTy. 3a3BuUyail KJIipeHC Ipu IepopaIbHOMY 3aCTOCYBaHHi AiTsSM BikoM Bif 6 mo 12 pokiB Ta Big 13
oo 17 pokiB cTanoBuB 22,5 Ta 27,4 1/ToouHy BiATIOBIAHO [J1d XJI0N4UKiB i 16,4 Ta 21,3 n/roguny
BiTOBigHO {71 miB4aTOK. CIIOCTEpiraeThCst 3HaYHa BapiabenbHICTh eKCIO3UIIil Y Pi3HUX MAIliEHTIB.
Indopmarris momo naiieHTiB BikoM 0 6 POKiB o6MexkeHa.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

- ApTtepianbHa rimepTeHsis.

- XpoHiuHa cTabinbHa CTeHOKapIis.

- BazocnactruHa cTeHOKapfia (cteHokapmis [IpuHiMeTana).

IIpomunoka3aHHs.

- Bimoma mipBuinieHa 4yTNuBiCTh IO AUTiAPOMipUAONHIB, amnopumniny abo fo0 Oyab-sIKOro iHIII0ro
KOMIIOHEHTa IIpernapary.

- ApTepianbHa rinoTeH3is TAXKKOI'0 CTYIEeH.
- [lIok (BKMOYaryy KapOiOreHHUH II10K).
- O6CTPYKIIis BUBITHOTO TPAKTY JIiBOTO IUIYHOUKA (HAIIPUKJIaZ, CTEHO3 a0PTU TSXKKOTO CTYIIEHS).

- T'emoprHaMmiuHO HecTabibHaA ceplieBa HEJOCTATHICTh IicIIs TOCTPOro iHdapKTy Miokappa.

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
Bnaus iHwux aAikapcvkux 3acobie Ha ama00uniH.

HasiBHi gaHi mogo 6€31meyHoro 3aCTOCyBaHHS aMJIOAUIIIHY 3 Tia3uIHUMMU [iypeTUKaMHu, anbda-
6okaTtopamu, OeTa-6110KaTopaMy, iHribiTopamu AII®, HiTpaTamMu IIPOJIOHTOBAHOI [ii,
CcyOmiHTBaIbHOIO (POPMOIO HiTPOTIillepHHY, HECTEPOITHUMH ITPOTU3aNalbHUMU JTiKapChKUMU
3aco6amMu, aHTUOIOTHKAMH, OpaIbHUMU TiMOTTiKEMiYHUMU TiKapChbKUMU 3ac0o0aMHu.

Ilani, oTpuMaHi y X0fi in vitro DOCNIifXKeHsb MJ1a3MU KPOBi MIOOWHU, CBiAYaTh IIPO BIACYTHICTH BIIJIUBY
aMJIOOUIIiHY Ha 3B’A3yBaHHS 3 GiTKamMu KPOBi HOCTIXKYyBaHUX JIiKapChKUX 3aC00iB (TUTOKCHUH,
dbeHiToiH, Bapdapun abo iHOOMETAIH).

IHeibimopu CYP3A4.



OpHoYacHe 3aCTOCyBaHHS amyiofuminy Ta iHriditopis CYP3A4 notyxkHol abo momipHol il (iHribiTopu
IpoTeas, a30/IbHi MPOTUTrPUOKOBi 3aco6u, MaKpOJIiAK, Taki K epUTPOMIIIMH a0 KJTapUTPOMILIUH,
Bepanamin abo gunTiazeM) MoxKe MPU3BECTH N0 3HAUYIIOrO MigBUIIEHHS €KCIIO3UIlil aMIONUIIIHY, 1110
TaAKOXK MOXKe IIPU3BECTHU [0 IMiABUIIEHHS PU3UKY BUHUKHEHHS rinoteH3sii. KimiHiuHe 3Ha4YeHHS TaKuX
3MiH Moxke OyTu OilbIll BUpaXkKeHUM Y IallieHTiB TITHLOTO BiKy. Moxe 0yTH HeoOXimHUM KITiHiYHUH
HarJIsig 3a CTAHOM IallieHTa Ta migbip mo3u.

He pekoMeHOy€eThCSI OMHOYACHO 3aCTOCOBYBATH aMJIOJUIIIH Ta TpeindpyTu abo rpeindpyToBuii CiK,
OCKIiJIbKY ¥ IeIKUX NallieHTiB 0i0f0CTYIHICTh aMJIOTUITIHY MOXKe ITigBUIIYBATHUCS, 110, Y CBOIO YEPTy,
IIPU3BOIUTH [I0 ITOCUJIEHHS TilTOTEH3UBHOI Mil.

Inoykmopu CYP3A4.

[ndopmariii utogo BrnuBy iHgykTopiB CYP3A4 Ha amnogumid Hemae. OmHOYacHE 3aCTOCYBaHHS
aMJIOOHUITIHY Ta PeYOBUH, 110 € iHgykKTopaMu CYP3A4 (Hampukian pudamminuHy, 3Bipo6oio), Moxe
IIPU3BOOUTH 10 3HUKEHHS KOHIIEHTPAIlil aMJIOUIIiHY Y IJ1a3Mi KpOBi, TOMy 3aCTOCOBYBaTH TaKi
KoMOiHaIlil ciifg 3 06epexkHICTIO.

IlaHmpoaseH (iHpy3ii).

Y TBapuH cIocTepiraaucs LITyHOYKOBi GiOpuisLii 3 meTalbHIM HACTigKOM Ta CEpLEeBO-CYIUHHUN
KOJIaIIC, 110 aCOLif0BaIUCA 3 TillepKaslieMi€lo, Micisd 3aCTOCYBaHHS BepalaMiny Ta JaHTPOJIEHy
BHYTPIITHEOBEHHO. Uepe3 PU3UK PO3BUTKY TilepKalieMii peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
0JI0KaTOPiB Ka/JIbI[iEBUX KaHAJIB, TAKUX SK aMJIOTHUITIH, CXUJIBHUM M0 3JI0SKICHOI TimepTepMii
nalieHTaM Ta IIpHU JIiKyBaHHi 3JI05IKiCHOI riepTepMil.

Bnaue amaoduniHy Ha iHWIi aikapcbKi 3acobu.

limoTeH3uBHUY e(pEKT aMJIOAUIIIHY IOTEHIIIIOE TiITOTEH3UBHUN €(DEKT iHIINX aHTUTINEePTEeH3UBHUX
3aco0iB.

Takpoaimyc.

IcHye pU3UK MifBUIIEHHS PiBHIB TAKPOJIIMYCY B KPOBI IIpU OAHOYACHOMY 3aCTOCYBaHHI 3
aMJIOMUIIIHOM, OfIHAK (hapMaKOKiHETUYHUY MeXaHi3M TaKOl B3a€EMO[il ITOBHICTIO HE BCTAHOBIIEHO.
[ITo6 YHUKHYTHA TOKCUYHOCTI TaKpOJIiMyCy, IIPH CYIyTHEOMY 3aCTOCYBaHHI aMJIOOUIIIHY TallieHTaM,
SKi IPUUMa0Th TAKPOJIIMYC, CJIifi IPOBOOUTHU PETYJIIPHUM MOHITOPUHT PiBHIB TAKPOIIMYCY B KPOBi
Ta, y pa3i HeoOXigHOCTI, KOPUTYBaTH [03Y TaKPOIIMYCy.

mTOR iHei6imopu (mammalian target of rapamycin - miweHi panamiyuHy y ccasuis).

Taki mTOR inribiTopu, K cCHpoIiMyc, TeMCUPOIiMyc i eBepornimyc € cyocTpaTtamu CYP3A.
Amnoaurin € cnabkum iuridiTopom CYP3A. IIpu ogHOYaCHOMY 3aCTOCyBaHHi amnopuminy 3 mTOR
inribiTopaMu BiH MOKe IIOCHUITIIOBATH BIIJIUB OCTAHHIX.

LukaocnopuH.

HocnigxkeHb B3a€MOZii IUKIOCTIOPUHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 300POBUM JOOPOBOJIBISIM
abo B iHIIKX rpymnax He IPOBOAUIIY, 3@ BUHATKOM 3aCTOCYBaHHS MallieHTaM i3 TpaHCIIaHTOBaHOIO
HUPKOIO, Y IKHUX CIIOCTEPiranocsi MiHIUBe IMigBUIIEeHHS 3aJIMIIKOBO]I KOHLIEHTpAallil IIMKI0CIOPUHY (B
cepenaboMy Ha 0-40 %). [In1g malieHTiB i3 TpaHCIIaHTOBAHOI HUPKOI, SIKi 3aCTOCOBYIOTh
aMJIOIUIIIH, CJIif PO3TISHYTU MOXKJIUBICTh MOHITOPUHTY KOHIIEHTPALil IUKJIOCIIOPUHY Ta, ¥ pasi
He0OXimHOCTI, 3MEHIIUTH H03Y LUKIIOCIIOPUHY.



Cumsacmamud.

OpHoYacHe 3aCTOCyBaHHS OaraTopa3oBux 03 amioauniny 10 Mr Ta cuiMBacTaTUHY B 7031 80 Mr
TIPU3BOIUIIO N0 30iNbIIEHHST €KCIIO3UIlii CUMBACTaTUHY Ha 77 % IOPIBHSHO i3 3aCTOCYBAaHHSIM JIUIIE
cUMBacTaTHHY. [IJ1s mamieHTiB, SKi 3aCTOCOBYIOTh aMJIOIUIIIH, O3y CUMBACTATUHY CJIifl 0OMEXUTH [0
20 Mr Ha m00y.

CundeHagin.

Opnopa3soBe 3actocyBanHs 100 Mr cunpeHadiny naimieHTaM 3 eCeHIlialbHOIO TilepTeH3i€l0 He
BIIJIUBAJIO Ha (hapMaKOKiHETHKY aMIOoAuIIiHy. [Ipu ogHOYaCcHOMY 3aCTOCYBaHHI aMJIOHUIIIHY Ta
cunpeHadiny B sKocTi KoMOiHOBaHOI Teparlii KoXeH i3 IperapariB MPOSBISAB TiMOTeH3UBHUN ePEKT
He3aJIe2KHO Bif iHIIOrO.

THwi nikapcwvki 3acobu.

Kniniyni gocnigkeHHS B3a€EMOil IpenapaTy noKa3aiy, 10 aMIONUIIIH He BIIJIUBA€E Ha
(bapMakoKiHETHKY aTOpBaCTaTUHY, JUTOKCUHY a00 BapdapuHy.

Emanoa (anxkoeonw).

OnHopa3oBe Ta 6aratopa3oBe 3acTocyBaHHS 10 MI aMJIONUIIHY He MaJio CyTTEBOTO BIIJIUBY Ha
(bapMaKOKiHETUKY €TaHOIy.

CyMicHe 3aCTOCyBaHHS aMJIOQUIIHY 3 HIUMETUANHOM He MaJjio BIUIMBY Ha (hapMaKOKIHETUKY
aMJIOUIIIHY.

CyMicHe 3aCTOCyBaHHS MpenapariB aJlOMiHil0/MarHio (aHTalKiB) i3 pa30BOI0 03010 aMJIOJUIIHY He
MaJio CYyTTEBOTO BIIJIUBY Ha (hapMaKOKiHETUKY aMJIOAUIIIHY.

JlabopamopHi mecmu.

By Ha MOKa3HUKY 1a00paTOPHUX TECTIB HEBiOMMIA.

Oco6.1ueocmi 3acmocyeaHHsi.
Besneky Ta eeKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IIPH TiePTOHIYHOMY KpPHK3i He OI[iHIOBaJIy.
ITauienmu i3 cepuesor HedocmamHicmio.

IaHi kaTeropii maiieHTiB aMJIOOUIIIH C/TiT 3aCTOCOBYBATH 3 006€peKHICTI0. Y X0[Ii HOBrOTPUBAJIOTO
n1a11e60-KOHTPOJILOBAHOT0 AOCTIIXKEHHS y MAllieHTiB i3 CeplieBOI0 HEIOCTATHICTIO TSXKKOTO CTYIEHS
(xkmac III Ta IV 3a knacudikaniero NYHA) npu 3acToCcyBaHHI aMJIOAUIIIHY YaCTOTa BAMAOKIB PO3BUTKY
HaOpPsKY JereHb Oyya BUIOO IMMOPIBHSHO i3 3acTOCYBaHHAM ILtanebo. [TamienTaM i3 3acTiiiHO0
CepIIeBOI0 HEMOCTATHICTIO OIOKATOPH KaJbIli€eBUX KaHAJIiB, BKITIOUAIOUM aMJIOOUIIIH, CITif
3aCTOCOBYBaTH 3 00€peXkKHiICTI0, OCKIJIbKM BOHM MOXKYTh MigBUIIYBAaTH PU3UK CEPIIEBO-CYAUHHUX MOTIN
Ta JIeTAJIbHUX HACTIiAKIB Y Mait0yTHbOMY .

ITauienmu i3 nopyweHHAM pYHKUII neviHKu.

[lepion HaniBBUBENeHHS aMIOAuNIiHY Ta napaMeTpu AUC BuUIlli y NallieHTiB i3 IOpyIIeHHAM QyHKIil
IeYiHKY; peKOMEeHIallill CTOCOBHO 103 IIpellapaTy HeMae. ToMy [aHill KaTeropil MaIfi€eHTiB CIif



PO3MOYMHATH 3aCTOCYBaHHS IpenapaTy i3 HauHuK40i 0o3u. Cuig 6yt 00epeXXHUMU SK Ha MOYaTKY
3aCTOCYBaHHS IIperapary, Tak i mpu 36inbeinesHi no3u. [TamieHTaM i3 TSKKO MeYiHKOBOIO
HEJOCTaTHICTIO Moxe OyTH HeoOXimHUM MOBiMbHUY Migdip 403U Ta PeTeNIbHUM HaTIsAd 32 CTAHOM
IalieHTa.

IlauieHmu AIMHbBO20 BIKY.
30inpIIyBaTy 003y IpelapaTy fAaHil KaTeropii maiieHTiB ciif 3 06epexkHiCTIO.
ITauienmu i3 HUPKOBOIO HedocmamHicmio.

IlaHiii KaTeropil MaIieHTiB C/Iifl 3aCTOCOBYBaTH 3BUYalHi [O3H Mpenapary. 3MiHU KOHIIeHTpaIlil
aMJIOJUITIHY Yy TJ1a3Mi KPOBi He KOPEJIOIOTh 3i CTylleHeM NOpylIeHb (QyHKIIN HUPOK. AMJIOAUIIIH He
BUMAJIETHCS LIJIIXOM [iai3y.

AMJTIOfIUTIIH He BIIJIUBA€E Ha pe3yIbTaTH J1ab0pPaTOPHUX [OCTiIXKEHb.

He pekoMeHIy€eThCSI 3aCTOCOBYBATH aMJIONHUITIH pa3oM i3 rpeundpyrom abo 3 rpeindpyToBUM COKOM,
OCKIiJIbKM ¥ IeSKHX TNallieHTiB 6i0oCTyMHICTh MoxKe OyTHu 306inblleHa, 110 IpU3Bene OO0 MOCUIeHHS
TiOTEeH3UBHOr0 e(PeKTy mpemnapary.

depmuabHicmMb.

[ToBimomunsinocst mpo 060poTHi 6ioxXiMiuHi 3MiHK T'OJIOBKY CIIePMaTO30ifa y AesKUX MallieHTiB Ipu
3acToCcyBaHHi 0710KaTOPiB KanbllieBUX KaHaiB. KiiHiuHoi iHdopMallil 1100 IOTEHIIIHHOTO BIIJIUBY
aMJIO[UIIIHY Ha (PEePTUIIbHICTh HEIOCTATHERO.

Lleit mikapcbku# 3aci6 MicTuTh MeHIe 1 MMoIb HaTpito (MeHIe 23 Mr), TOOTO, IO CYTi, BiTbHUH Bif
HaTpi.

[IpenapaTt AMopunid-®apMak MiCTUTE JIaKTO3Y, TOMY [alliEHTaM 3 PIAKICHUMU CIIafKOBUMU
3aXBOPIOBAHHSIMHU HETIEPEHOCUMOCTI ralakTo3u, nedinuTom nakrtasu Jlamnmna abo MmambabcopOitieo
TJIIOKO3U-TalaKTO3M He CJIif 3aCTOCOBYBATH IeH IIpemapar.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pyo00to.
be3neka 3acTocyBaHHS aMJIOOUIIIHY KiHKaM y Mepio BariTHOCTI He BCTAHOBIIEHA.

3aCTOCOBYBaTH aMJIOUIIIH Y IIePiof] BariTHOCTI peKOMEHAYEThCS JIUIlle y TUX BUIaJiKaX, KOJIX HEMae
0e3MeyHilIol aJbTePHATUBY, a PU3UK, NTOB’SI3aHUM i3 CAMUM 3aXBOPIOBAHHSM, IIEPEBUIIYE MOXKITUBY
IIKOAY Bif JIiIKyBaHHS [OJId MaTepi Ta IJI0fa.

Y xomi gocmigKeHb Ha TBapUHaX IIPU 3aCTOCYBaHHI BUCOKUX 03 CIIOCTepiranacs penpoayKThBHA
TOKCUUHICTB.

ITepiod 200ysaHHA 2py0oH0.

Awvrnonunin OyB imeHTH(]iKOBaHUY B OpraHi3Mi HEMOBIIAT, SIKi 3HAaXOAUIUCS Ha TPYOHOMY
rogyBaHHi B TOM 4ac, KOJIK iX MaTepi 3aCTOCOBYBa/IM JaHUM JTiKapchkui 3aci6. YacTka
BUXI[IHOI [O3U IPUUHSATOL MaTip'10, IKy OTPUMY€E HEMOBJIS, OL[iHIOBaacs B CEPeIHbOMY
niamnas3oHi gk 3-7 %, MmakcuMyM 15 %. Bnnus aMIogumiHy Ha HEMOBJIAT HEBIIOMO.



[Tpu MpUUHSATTI pillleHHS IPO MPOAOBXKEHHS TOAYBaHHS IPyaaio abo Mpo 3aCTOCYBaHHS aMJIOOUIIIHY
HeoOXiTHO OLiHIOBAaTH KOPHUCTh TOAYBAHHS IPYOOI0 [/ IUTUHY Ta KOPUCTh Bifl 3aCTOCYBAHHS
Ipernapary O MaTepi.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

Awmnopunin-®apMaK MoXKe YHHUTU He3HaUHUY a00 MOMipHUY BIJIUB Ha 3[ATHICTH KepyBaTH
aBTOTPAHCIIOPTOM abo0 IMpaIfoBaTH 3 iHIMUMU MexaHiaMamu. Ciig Oyt 06epeXHUMH, 0COOTHBO Ha
II0YaTKy Teparil.

[IIBuOKicTh peakiyil Moxe OyTH 3HUKEHA IIPU HasSBHOCTI TAaKUX CUMIITOMIB 5K 3allaMOPOYEHHS,
TOJIOBHUY 0iNlb, CIJIyTaHICTh CBiIOMOCTI UM HYHOTAa.

Cnoci6 3acmocyeaHHsi ma do3u.

Lopocai. 114 niKyBaHHS apTepianbHOI TiepTeH3il Ta CTeHOKapAil 3BuYaliHa IT0YaTKOBa 403a
npemnapaty Amnonurnii-®apMak cTaHOBUTH 5 Mr 1 pa3 Ha go0y. 3amexkHo Bifl peakilii malieHTa Ha
Tepariio 03y MoXkKHa 36iTbIIUTH 10 MaKCHMaIbHOI 0o3H, 10 cTaHOBUTEL 10 Mr 1 pa3 Ha fmo0y.

[TamieHTaM 3i cTeHOKapHi€lo IpemnapaT MOXKHa 3aCTOCOBYBaTH SIK MOHOTepario abo y koMmOiHatii 3
iHITMMY aHTHAHTiIHAJBHUMU JIIKAapChKUMU 3aco0aMy MPY PE3UCTEHTHOCTI N0 HiTpaTiB Ta/abo
aJeKBaTHUX 003 6eTa-6710KaTopiB.

€ mocBig 3acToCyBaHHS Ipemnapary y KoM0OiHallii 3 TiasugHuMU [iypeTuKaMu, anb@a-010KaTopaMu,
Oera-0nokaTopamu abo iHTiGiTOpaMu aHTi0TeH3UMHIIEPETBOPIOBAILHOTO (PePMEHTY IallieHTaM 3
apTepianbHO0 TrinepTeH3siekn.

Hemae HeoOxifHOCTI y migbopi [03u npenapaTy IpU OGHOYaCHOMY 3aCTOCYBaHHI 3 Tia3UAHUMU
niypeTukamu, 6eTa-0710KaTopaMu Ta iHTiGiTOpaMu aHTiOTEH3UHIIEPETBOPIOBAILHOTO (DEPMEHTY.

Ilimu sixom 8i0 6 pokie 3 apmepianbHO0 2inepmeH3ielo. PeKoMeHIOBaHa IT0YaTKOBA A03a IIpernaparTy
Amvnopunin-®apMak Ojis ITi€l KaTeropil maiieHTiB cTaHOBUTH 2,5 Mr 1 pa3 Ha o0y (3aCTOCOBYBAaTH Y
BiAITIOBigHOMY HO3yBaHHI). AKI0 HeOOXiMHWI piBeHb apTepiabHOTO TUCKY He OyHe OOCATHYTHUH
IPOTATOM 4 THXHIB, O3y MOXKHa 30inbIuTU 00 5 Mr Ha 0o0y. 3aCTOCyBaHHS IIpenaparty y Ao3ax
BUIIE D MT [JId JaHOI KaTeropil nauieHTiB He AOCTiAKyBaIu.

ITauieHmu aimHbo20 8iKy. HeMae HeoOXigHOCTI y mimbopi M0o3u Oy maHOl KaTeropil maiieHTiB.
[TinBuIIEeHHS [O3M CJIiM MPOBOOUTH 3 00€PEekKHICTIO.

ITauienmu 3 nopyweHHAM pyHKUil HUPOK. PeKOMEHIyEThCS 3aCTOCOBYBATH 3BUYaliHi 03K
penapary, OCKUIbKY 3MiHUM KOHIIEHTpAallil aMJIOgUIIiHy y IJ1a3Mi KPOBi He IIO0B’s13aHi 3i CTyneHeM
TSI2KKOCTI HUPKOBOI HEIOCTATHOCTi. AMJIOHUIIIH He BUBOAUTELCS IIISXOM [iami3y.

ITauieHmu 3 neuiHko80 HedocmamHicmio. [103u mpemnapaTy s 3aCTOCYBaHHS IMallieHTaM 3
IIeYiHKOBOI HEeJOCTaTHICTIO Bifl JIETKOTO [0 IIOMipHOTO CTyIeHs TSAXKKOCTLI He BCTaHOBJIEHI, TOMY
ninGip mo3u CIIif MPOBOAUTH 3 00€PEeKHICTIO Ta MOYMHATH 3aCTOCYBaHHS i3 HAWHUAKYOI 03U (OUB.
po3min «Ocob6auBOCTI 3acTOCyBaHHSI» i «®@apMaKonoriyHi BmacTuBocTi. PapMaKoKiHETHKA).



dapMaKoKiHEeTHKY aMJIOAUIIIHY He [OCIiXKyBalIl y NallieHTiB i3 MOpyLIIeHHAM (QYyHKIII eYiHKu
TSKKOTO CTyIeHs. [I715 MalieHTiB i3 mopymeHHAM (YHKIIIl IeUiHKY TSIXKKOT0 CTyIeHs 3aCTOCyBaHHS
aMJIOOUIIHY CJIifl PO3MOYMHATH i3 HAHMXKYOI IO3U Ta IOCTYIOBO ii 36ibIIyBaTH.

Limu. [IpenapaT 3aCTOCOBYBaTHU HiTsIM BIKOM Bifi 6 POKIB.

BrnnuB aMopuniHy Ha apTepiajlbHUM THUCK IAI[i€HTIB 10 6 POKiB HEBIIOMUI.

Ilepedo3yeanHsi.
IocBig HaBMUCHOTO TTepe03yBaHHs ITpenapaTy 00MeXeHuH.

Cumnmomu nepe0o3y8aHHA: HasiBHa iHGOPMaLllis Ha€ MifCTaBX BBAXKaTH, 1[0 3HAYHE
Tepefo3yBaHHs mpenapaTty Amnopumin-®apmMak IMpU3Bede OO0 HafMipHOI TepudepruyHol
Ba3ofuiIaTallil Ta, MOXKJIMBO, 0O pedIeKTOpHOI Taxikapmil. [ToBimoMIsIoCcsa Ipo pO3BUTOK
3HAYHOI Ta, MOXKJIMBO, TPUBAJIOI CHCTEMHOI TilT0TeH3ii, BK/II0YalOYH 0K i3 JIeTaTbHUM
HaCJIiTKOM.

Pigko moBimoMIsiniocst PO PO3BUTOK HEKapAioTeHHOTo HaOPSIKY JIeTeHiB K HaCJIiIOK Iepefo3yBaHHs
aMJIOJUIIIHY, SKUU MOXKe MPOSBISATUACS 3 BiICTPOYEHUM IT0YaTKOM (depe3 24-48 ropus micng
npuioMy) i motpeOyBaTy MITYYHOI BEHTUNAI] lereHb. ®aKTopaMu, 10 CIPUSIOTH PO3BUTKY
HeKapAioreHHOoro HabpsIKy JiereHb, MOXKYThL OYTH paHHI peaHiMalliiiHi 3axonu (BKIIIOYA0YU
IepeBaHTaXXEeHHS PiTWHOI0) IS MATPUMKY Nepdy3il Ta CepleBOro BUKUTY.

JIIKyBaHHA: KNiHIYHO 3HAUyIa TiTOTeH3is, 3yMOBII€HA ITepeno3yBaHHIM aMIOJUIIiHy, BUMarae
aKTHBHOI IiATPUMKHU [iIIbHOCTi CEPIIeBO-CyOUHHOI CUCTEMHU, BKIII0OUAl0YM YaCTUM MOHITOPUHT
GYHKLIY cepls Ta OUXaHHS, TiIAHATTS KiHI[IBOK, MOHITOPUHT 00’€My IIMPKY/II0I0Y0] PiIUHY Ta
CEe4OBUMIIJIEHHS.

[lns BigHOBIIEHHS TOHYCY Cy[OWH Ta apTepialbHOr0 TUCKY MOXKHA 3aCTOCYBaTH CYAMHO3BYXKYyBalbHi
IpenaparTy, YIeBHUBIIKUCH ¥ BiICYTHOCTI MPOTUIIOKa3aHhb [0 1X 3aCTOCYBaHHSA. 3aCTOCYBaHHS KaJllblIii0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM MJIS HiBe/moBaHHS ePeKTiB 6710Kau KalblieBUX
KaHaJIiB.

YV mesikvx BUIIagKaxX MoxKe OyTH KOPHUCHUM ITPOMUBAHHS LITYHKA. 3aCTOCYBAHHS aKTMBOBAHOTO
BYTiJIIS 3IOPOBKUM JOOPOBOJIBISAM IIPOTITOM 2-X TONUH IIicyis BBefeHHS 10 Mr aMIoguminy 3HaYHO
3MEHIINJIO PiBeHb U0T0 BCMOKTYBaHHS.

OCKinbKY aMJIOUIIIH 3HAYHOIO Mipoio 3B’I3yeThcs 3 Oinkamu, eekT fianisy € He3HaYHUM.

ITo6iuni peakuii.

[Tpu 3acToCyBaHHI aMIOOUIIHY HalyacTillle TIOBigOMIISITIOCS TIPO Taki mo0iyHi peakilii SK: COHIUBICTD,
3araMOpPOY€eHHS, TOJIOBHUY 0ifb, MOCKJIeHE CepLeOUTTS, MPUIIIUBY, OiNb y YepeBHill OPOKHUHI,
HYy[OTa, HAaOPSKYU roMinoK, HaOpsSKK Ta IMigBUIlleHa BTOMIIOBAHICTh.

[ToGiyHi peaxiiii, mpo SKi MOBIMOMIISAIOCS IIif Yac 3aCTOCYBaHHS aMJIONUIIIHY, HaBe[leHi HUXKYe 3a



CHCTeMaMH Ta KjlaCaMM OpraHiB Ta 3a 4aCTOTOI BUHMKHEHHS: Ayxke 4dacTto (= 1/10), gacTo (Big
= 1/100 go < 1/10), vewacto (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), nyxe
pioko (= 1/10000).

3 6oky Kpoei ma aimpamuyHoi cucmemu.

Iyxke pigKo: TeNKOUUTOIEHIST, TPOMOOLMTOTIEHIS.

3 boky imyHHOI cucmemu.

IyXe pigko: anepriuxi peakiril.

3 6oky memaboaizMmy ma asimMeHmapHi po3aaou.

[yXe pigko: rinepriikemis.

ITcuxiuHi nopyweHHA.

HeuacTo: mempecis, 3MiHN HACTPOIO (BKITIOYAIOYM TPUBOXKHICTE), 6€3COHHS.
Pigko: cinyTaHiCTh CBiZOMOCTI.

3 boky Hepeoegoi cucmemu.

YacTo: COHUBICTh, 3allaMOPOYEHHS, TOJIOBHUM Ginb (TOJIOBHUM YMHOM Ha II0YATKY JiKyBaHHS).
HeuacTo: TpeMop, OUCreB3is, CHHKOIIE, TillecTe3is, mapecTesis.

Iye pigKo: rinepToHyc, nepudepuyHa HelponaTis.

3 60Ky opaaHis 30py.

YacTo: opyIIeHHS 30PY (BKIIIYalYy OUIINIOII).

3 6oky opaaHis cayxy ma nabipuHmy.

HeuacTo: 03BiH y Byxax.

3 6oky cepus.

YacTo: mocueHe ceprueduTTs.

HeuacTo: apuTtMis (BKiTIoYarouu 6pagrKapiilo, MITyHOYKOBY TaxikKapfilo Ta MEePeXTiHHS mepencepas).
Iyxe pigko: iHpapKT MioKappaa.

3 60Ky cyouH.

YacTo: IpUIUBH.

HeuacTo: apTepianbHa rinoTeHsis.

[lyXe pigKo: BaCKyJIiT.

PecnipamopHi, mopakaavHi ma mediacmuHAaabHi NOPYWEeHHA.



YacTo: gUcIHoe.
Heuacro: Katrens, puHiT.
3 60Ky WAYHKOBO-KUWKOBO20 MPAKMY.

YacTo: 6inb y XKUBOTI, HyJ0Ta, AUCIETCis, TOPYIIeHHS IePHUCTaIbTUKYN KUIIEUHUKY (BKITIOYAIOUH
miapelo Ta 3amop).

HeuacTo: G110BaHHS, CYXiCTb y POTi.
[lyXe pigKo: maHKpeaTUT, TaCTPUT, TillepIiiasisa SCeH.
3 6oky eenamobiniapHoi cucmemu.

IyXe pigKo: TelaTUTH, JKOBTSIHULIS, IiABUIIEeHHS PiBHS ME4YiHKOBUX (pepPMEHTIB (1[0 HalyacTime
acCoI[iI0BaJIOCs i3 X0IeCcTa3oM).

3 60Ky wkipu ma nidwKipHOi MKAHUHU.

HeuacTo: anonemnis, mypnypa, 3MiHa 3abapBieHHS IIKipH, MiBUIIEHE TOTOBUAINEHHS, CBEPOiXK,
BUCHII, eK3aHTeMa, KPOIIUB' THKA.

IyXe pigKo: aHTiI0HEBPOTUYHUM HAOPSK, MyIbTA()OPMHaA epuTeMa, eKChOoTiaTUBHNUN IepMaTHT,
cunppoM CriBeHca-[[:koHCOHA, Habpsk KBiHKe, GOTOUYTIUBICTD.

3 60Ky ckesiemHo-M’ 30801 mMa cnoAy4YHOI MKAHUH.
YacTo: HaOpsIKaHHS TOMIJIOK, CyIOMHU M’ SI3iB.

Heuacro: apTparnris, mianris, 6inb y ciuHi.

3 60Ky HUPOK ma ce4osudinbHO20 Mpakmy.

HeuacTo: nopy1ieHHs ce40oBUIIeHHS, HIKTYPisd, MifBUIlleHa YaCTOTa CEYOBUIIYCKAHHS.
3 60Ky penpodykmueHoi cucmemu ma MOJA0YHUX 3d/103.
HeyacTo: iMIIOTEHIIIs, TIHEKOMACTI.

3azanbHi NOPywWeHHA ma CmaHu y Micli 88e0eHHA.
IyxKe 4acTo: HaOPSKHU.

YacTo: migBullieHa BTOMIIOBAHICTb, aCTEHis.

Heuacro: 6inb y rpynsx, 6inb, He3oyKaHHS.
IocaiooceHHs.

HeuacTo: 36inbiieHHs abo 3MEHIIIEHHST MacCH Tifna.

[ToBimOMIIANIOCS PO BUHATKOBL BUIIAAKY PO3BUTKY €KCTpalipaMifHOr0 CUHAPOMY.



iTH.

Awmnopunin goOpe IePeHOCUTHCS TP 3aCTOCyBaHHi miTaM. [Ipodins mobiyHMX peakiiiit 6yB nogi6HuM
[0 TUX, 110 CIOCTePIirajucs y 4OpoCiux. Y OOCIiIXKeHHI 3 y4acTio 268 fgiTed HalyacTime
TTOBiHOMJISITIOCS IIPO Taki moOiuHi peakilii: ronoBHUY 0ilb, 3aIaMOPOYEHHST, PO3UIUPEHHS
KPOBOHOCHUX CYAUH, HOCOBa KPOBOTeYa, OiNlb ¥ KUBOTI, acTeHis.

Binpburicte mobGiyHKX peakiiitt 6ynu 1erkoro abo nmoMipHoro cryneHs. TAxkKi mobiuHi peakiril
(mepeBaxHO TonoBHUM 6inb) ciocTepiranucsa y 7,2 % mpu 3acToCyBaHHi 2,5 Mr aminopuminy, y 4,5 %
IIPU 3aCTOCYBaHHi 5 MT amyiofuminy, Ta y 4,6 % - y rpymni miare6o. HalinoumpeHiniowo NpruidnHo0
BUKJIIOYEHHS 3 IOCNTigXKeHHs Oyla HEKOHTPOJIbOBaHa rinepTeH3is. 2KogHOro pa3y BUKITIOYEHHS 3
HoCTimKeHHsT He OyJI0 CIpUYMHEHe BigXuIeHHAME TabopaTopHuX MMOKA3HUKIB Big HopMu. He 6yrio
3a(ikCcOBaAHO CYTTEBUX 3MiH IIYJIbCY.

ITosidomaeHHs npo nido3prosaHi nodbiuHi peakuii.

[ToBimomeHHs PO Mimo3pioBaHi MoGiYHI peakiii micyisg peecTpaliii 1iKapchbkKoro 3aco0y Ma€e BaxKJIMBe
3HaueHH4. Lle mae 3mMory mpoBoauTy 6e3mepepBHUN MOHITOPHHT CITiBBiIHOIIEHHS MiXK KOPUCTIO i
pU3KKaMH, TI0B’I3aHUMHU i3 3aCTOCYBaHHSIM I[bOTO JIiIKapCchKOTo 3aco0y. JIikapsiM ciiig 3BiTyBaTH PO
Oynmb-siKi mimo3pioBaHi MoOiuHi peakilil BiAOBIgHO 70 BUMOT 3aKOHOJaBCTBa.

Tepmin npudamHocmi.
3 POKH.

He 3daCTOCOBYBATH IIpelapaT ITicJIs 3aKiH4YeHHS TepMiHy HpI/II[aTHOCTi, 3d3HAa4Y€HOI'o Ha y'l'IaKOBLIi.

YMoBu 30epiranHsi.

36epiraTu B opuriHaIbHIN YIAKOBIIi Tpu TeMiepaTypi He Buire 25 °C. 36epiratu y
HEe[OCTYITHOMY [JISl JiTel MicCLi.

YnakoBka.

ITo 10 tabmeTok y Omictepi. [To 1 a6o 2 GricTepu y mayiri.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.

AT «®apMak».



Micue3HaxomKeHHs1 BAPOOHHKA Ta MOro afjpeca MicIsi IpOBaIXKeHHs [isiTbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupuniscbka, 74.



