THCTPYKIIA

IJIsI MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y
AMJIOIUIIIH CAHI03®

(AMLODIPINE SANDOZ"®)

Cknad:
0itoya pe4oB8uHA: aMJIOOUIIiH;
1 TabneTka MicTuTh amnofgumniny 5 Mr abo 10 mr y dopmi amnopuniny 6ecunary;

0ONnoMidCHI peyo8uHU: HATPil0 KPOXMaIbIKOIAT (TUI A), Kambllito rigpodocdaT 6e3BOIHUH,
1IeJII07103a MIKPOKPHUCTaliuHa, MarHito creapar.

JlikapcbKa ¢popma. TabneTku.
OcCHoO8HI (pi3uKko-XiMiYHI 81acMuBOCMI:

mabaemxku no 5 me: 6ini abo maiixke 6ini moBracti TabmeTKu 3 GpacKoio, PUCKOI0 3 OMHOTO OOKY Ta
MapKyBaHHAM «5» - 3 IHILOTI'O;

mabaemxku no 10 me: 6ini abo matiike 6ini goBracti Ta6neTku 3 Hackow, PUCKOIO 3 OMHOTO GOKY Ta
MapKyBaHHAM «10» - 3 iHIIOTO.

dapMakoTepaneBTHYHA rpyma.

CeneKTHBHI aHTarOHICTU KaJbI[il0 3 ITepeBaxkHUM BIIMBOM Ha cypuau. Kog ATX C08C AO01.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

AMITOTIUTIIH - aHTATOHICT Kasbllifo (IoXigHe OUTigpomipuauHy), Mo 6JI0Kye HagXO[XKeHHs i0oHiB
KaJIbI[iI0 O MIOKapAy Ta OO0 KIITHUH IJIafkKuX M’A3iB.

MexaHi3M TillOTEH3UBHOI il aMJIOTUIIIHY 3yMOB/IeHHY Oe31ocepeiHbOI0 PO3CabIi0i040i0 Ji€0 Ha
riafki M's3u cyguH. TOYHMM MeXaHi3M aHTHaHTiHaIbHOTO epeKTy aMIOAUIIHY BU3HAYEHUN
HeJOCTaTHhO, OOHAK HUXKYe3a3HaueHi eekTH BifirpaiTh NeBHY POJb:

- aMJIOAUIIIH PO3IMUPIOE NTepuepruyHi apTepionu i, TaKUM YMHOM, 3HUXKY€E ITepudpepUIHU OIIip
(mocTHaBaHTaxeHHs). OCKIMbKY CepIeBUM PUTM 3aJIUIIAETLCS CTA0iMbHUM, 3HUKEHHS
HaBaHTaXKEHHS Ha ceplie MPU3BOIUTD N0 3HUXKEHHS CIIOXHWBAHHS eHeprii Ta moTpedu MioKapmda B
KHCHI;



- PO3LINPEHHS I'OJIOBHUX KOPOHAPHUX apTepiil Ta KOPOHAPHUX apTepion (HOpMaabHUX Ta
ilmemi3oBaHUX), MOXKJINBO, TAKOXK Bifirpae poyib y MexaHi3Mi fil amnoguniny. Take po3MIMpeHHs
MigBUIYE HACUYEHICTh MiOKapfa KMCHEM Y TallieHTiB 3i ClTa3MOM KOPOHAPHOI apTepil (CTeHOKapHis
[TpuHIMeTana a0o BapiaHTHA CTeHOKapPMis).

Y mauieHTiB 3 apTepianbHOIO TiMepTeH3ie€l0 3aCcToCyBaHHs pemnapaTy 1 pas3 Ha moby 3abe3meuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTepiaJbHOr0 TUCKY IPOTATOM 24 TOAUH y IIOJIOKEHH] 4K JIeXkayuy,
Tak i crosiun. Yepes MOBIIBHUM II0OYATOK Iil aMJIOAXIIIHY TOCTPa apTepiaibHa TinoTeH3is 3a3Buyail He
CIIOCTEpPIraeThCA.

Y matlieHTiB 3i cTeHOKapi€eio IpX 3acTocyBaHHi 1 7000BOI NO3H MpenapaTy MiABUINYETHCS 3arabHUM
yac pi3nyHOro HaBaHTaXKEHHS, Yac [I0 I0oYaTKy CTeHoKapHil i yac no 1 MM gempecii cermenTa ST.
[TpemapaT 3HUKYE YACTOTY HaIMaMdiB CTEHOKApPMil Ta 3MeHIITye moTpedy y 3aCTOCYyBaHHI
HITPOTJIiLIEpUHY.

AMIOOUIIIH He acOLiloEThCS 3 OyIb-IKUMU MOGIYHUMYU MeTa00TiYHUMY [isMU a0 3MiHaMU PiBHS
ninifiB y mna3mi KpoBi i #0T0 MOXKHa 3aCTOCOBYBATH IallieHTaM 3 aCTMOI0, IIyKPOBUM AiabeToM Ta
IOarpox.

dapmakoKiHemuxka.

BCMOKTYBaHHSA/PO3MOMIT.

[Ticrst mepopanbHOTO 3aCTOCYBAHHS TePAIlleBTUYHUX J03 aMJIOOUIIiH ITOCTYIIOBO abCcopOyeThCs ¥
n1a3My KpoBi. AGcomoTHa 61010CTYIHICTE HE3MIHEHOI MOJIEKYJIX CTAHOBUTEL MPubIn3Ho 64-80 %.
MakcuMarbHa KOHLIEHTpaLisl ¥ I1J1a3Mi KPOBi OCATA€EThCA IPOTAroM 6-12 roguH micns
3acTtocyBaHHS. O6’€M PO3MOiNy CTaHOBUTH MPubIM3HO 21 JI/KT; KOHCTaHTa gucomialil kucnotu (pKa)
aMJIOOUIIIHY CTaHOBUTH 8,6. [locigKeHHd in vitro IpogeMOHCTPYBay, 10 3B I3yBaHHS aMJIOAUIIIHY
3 GimKaMu 1y1a3MU KPOBi CTaHOBUTHL IPUbIKU3HO 97,5 %.

OnHovyacHe BXKUBaHHS 1XKi He BIIJIUBA€ Ha BCMOKTYBAHHS aMJIOOUIIIHY.

Mertaboi3M/BUBEeIeHHS.

[Tepion HamiBBUBEIEeHHS i3 MIa3MU KPOBi CTaHOBUTH MpuOIMM3HO 35-50 roguH. PiBHOBaxKHa
KOHIIEHTPaIlid y IJ1a3Mi KPOBi JocsATa€eThCA Ticns 7-8 mHiB 6e31epepBHOT0 3aCTOCYBaHHS IIpernapary.
AMJIOOUIIIH TOJIOBHUM YMHOM MeTalO0JIi3y€eThCA 3 YTBOPEHHIM HEaKTUBHUX MeTaboiTiB. BIu3pko

60 % BBemeHOI 03U BUBOOUTHCS i3 ceueto, mpubnu3no 10 % 3 SKuX CTAaHOBUTH aMJIOOUIIIH V
HEe3MiHEeHOMY BUTJISML.

[NalieHTH JiTHHOT'O BiKYV.

Yac mocATHEHHS PiBHOBaXKHMX KOHILIEHTPAI[iM aMJIOAUIIIHY B IIJla3Mi KpOBi moxiOHUI y NallieHTiB
JIITHBOTO BIiKY Ta y HOPOCHUX HalieHTiB. KimipeHc aMoauminy 3a3Brudai Ael0 3HUKEHUH, 110 Y
TAIiEHTIB JIITHROT'O BiKY MPU3BOOUTE [0 30iNbIIIEHHS IIJIOMII ITif KPHBOIO «KOHIIeHTpalis/dyac» (AUC)
Ta IIepiofy HalliBBUBENEHHS IIpernapary.

[NanienTy 3 mopyiieHHIM OVHKIIN HUPOK.

AMITOIUIIIH eKCTEHCUBHO 0i0TpaHCHOPMYETHCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BULIISAETHCS Y HE3MIHEHOMY BUTJISIZIL 3 Cedel0. 3MiHM KOHI[eHTpAllil aMJIOfUIIIHY Y IIJIa3Mi KPOBi He
KOPEJIOIOTh 3i CTyIleHeM IOpyLIeHH QYHKIIM HUPOK. [lamieHTam i3 mopyieHHAM QyHKIIA HUPOK
MOXKHa 3aCTOCOBYBATU 3BMYalHI 03U aMIOJUIIIHY. AMJIOOUIIIH He BUNAIAETHCA LIIAX0M Aiai3y.



[NarienTy 3 MOpPyIIeHHSIM QYHKIIII MeYiHKHU.

[HdopMaliis mog0 3aCTOCYyBaHHSA aMJIOAXIIIHY TallieHTaM i3 IopymeHHAM QYHKII IeYiHKA OyXKe
oOMexkeHa. Y MallieHTiB i3 MeYiHKOBOIO HEJIOCTATHICTIO KITipEHC aMJIO[UIIIHY 3HUKEHUH, 1110
IPU3BOAUTH 10 30iNbIIeHHS TPUBAJIOCTI Iepiofly HamiBpo3nany Ta mo 36insmenas AUC npubnusHo Ha
40-60 %.

iTH.

HocnipxeHHS (papMaKOKiHETUKY IIPOBOAWUIIN 3 y4acTi0 74 miTel 3 apTepianbHOIO TillepTeH3i€l0 BiKOM
Big 12 mo 17 pokiB (Takox 34 marieHTy BikOM Biff 6 0o 12 pokiB Ta 28 nauieHTiB BikoM Bifg 13 mo

17 pokiB), sIKi 3aCTOCOBYBaM aMJIOOHUITIH y mo3ax 1,25-20 mr Ha go0y 3a 1 abo 3a 2 nmpuiiomu.
3a3BuUyail KJIipeHC NIpU IIepopalbHOMY 3aCTOCYBaHHI AiTAM BiKoM Bif 6 1o 12 poxkiB Ta Big 13 go 17
POKiB cTaHOBUB 22,5 Ta 27,4 n/TOOUHY BiANOBIAHO AJg XJI0N4YUKiB i 16,4 Ta 21,3 n/roguHy BigmoBigHO
o giB4aTok. CrocTepiraeTbcs 3Ha4Ha BapiabelnbHICTH €KCIO3UIlil y Pi3HUX NalieHTiB. [HdopMmalis
11010 TIAllieHTiB BikOM 10 6 POKiB 06MexkeHa.

KniniuHi xapakKTepuCTHKH.
Iloka3aHnHus.

- AprepianbHa rinepreHsid.

- XponiyHa cTabinlbHA CTEHOKAP/Iis.

- BasocnactuyHa cTeHOKapmisa (cTteHoKapmis IIpuHIIMeTana).

IIpomunoka3aHHA.

Bimoma migBuINieHa YyTIUBICTh OO OUTIAPONIPUANHIB, aMJIOAXIIIHY a00 0o OyOb-IKOI0 iHIIOT0
KOMIIOHEHTa Ipenapary. ApTepiajbHa TinoTeH3id TSXKKoro ctyneHs. [IIok (BKIoYayu
KapaioreHHui mok). O6CTPYKIis BUBIIHOTO TPAKTY JIiBOTO IIITyHOUYKA (HAIPUKJIIA[ CTEHO3 aOPTHU
TSKKOTO CTyrneHs). [[eMoguHaMiuHOo HecTabinbHa ceplieBa HEMOCTATHICTD IiCyIsg TOCTPOTO iHGapKTy
Miokappa.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
Bnaue iHwux aikapcvkux 3acobie Ha ama00uniH.

HasiBHi gaHi o0 6€31meYHoro 3aCTOCYBaHHS aMJIOAUIIIHY 3 Tia3uIHUMMU [iypeTUKaMu, anbda-
6okaTtopamu, OeTa-6110KaTopaMy, iHribiTopamu AII®, HiTpaTaMu IIPOJIOHTOBAHOI [ii,
cyOmiHTBaIbHOIO (POPMOIO HiTPOTIilleprHY, HECTEPOITHUMH IIPOTU3aNaIbHUMU JTiIKapChKUMU
3acobamu (HIT33), anTubioTUKAMM, OpaIbHUMHU TiOTIIKEMiYHUMU JTiIKAPChKUMHU 3aC00aMu.

[laHi, oTpuMaHi I Yac DOCIIiIXKeHs in Vitro i3 1a3Mor0 KPOBi JII0AWHY, CBIAYaTh PO BiACYTHICTD
BIIJINBY aMJIOIUIIIHY Ha 3B’sI3yBaHHS 3 OiTKaMM KPOBi JOCTIIKyBaHUX JIiIKAPChKUX 3aC00iB (QUTOKCHH,
deniToin, Bapdapun abo iHgOMETAIH).



IH2ibimopu CYP3A4. OpHo4YacHe 3aCTOCYBaHHS aMofguIiHy Ta iuriditopis CYP3A4 moTyxHOI a6o
noMipHoi fii (iHri6iTOopu NMpoTeas, a3obHi MPOTUTPUOKOBI 3ac06M, MAKPOJIX, TaKi K ePUTPOMIIIIH
YY KJIAPUTPOMILIMH, BeparnaMin a0o gunTia3eM) MoOxkKe MPU3BECTH A0 3HAYYIIOTO MiIBUIIEHHS
€KCIIO3HUIIil aMJIOAUIIiHY, III0 TaKOXK MOKe IIPU3BECTH [0 MiJBUILEHHS PU3UKY BUHUKHEHHS TilOTEH3il.
Kniniyne 3HaYeHHS TakKux 3MiH Moxke OyTH Oifiblll BUpaKeHUM Y IallieHTiB TITHHOTO BiKy. Moxke OyTu
HeoOXigHUM KITiHiYHEe CIIOCTEePEKEHHS 3a CTAHOM ITallieHTa Ta Iifgbip mo3u.

He pekoMeHOyeThCS OOHOYACHO 3aCTOCOBYBATH aMJIOAUIIIH Ta BXKUBATU Ipeindpytu abo
rpern@pyToBUil CiK, OCKIIbKY y JesSKUX Malli€HTiB 610M0CTyIHICTh aMJIOAUIIIHY MOXKe
MiABUIIYBATUCS, 1[0, Y CBOIO YepTy, IPU3BOLUTH [0 IIOCUIEHHS TiMOTEH3UBHOI Ail.

IHoykmopu CYP3A4. KoHlLIeHTpallisg aMJIOAUIIIHY Y IIJTa3Mi KPOBi MOXKe 3MiHIOBaTUCS MiC/IA
OIHOYaCHOr0 3acTocyBaHH4 Bimomux iHOyKTOpiB CYP3A4. ToMy Ciif IPOBOOUTY MOHITOPUHT
apTepiasbHOrO TUCKY 1 KOperyBaTy H03Y 3 YpaxyBaHHSIM OOHOYACHOTO IIPUUOMY LIUX JIIKaPCHKUX
3aco0iB SIK YIIPOMOBK, TaK i MiC/IsT CYIyTHHOTO JIIKYBaHHS, 0COOIUBO 1€ CTOCYETHCSI CUITBHUX
inpykTopiB CYP3A4 (Hampukiap, pudaMminury, 38ipo60io 3BUYaitHOr0).

[lanmposeH (iHdy3il). ¥ TBapuH criocTepiranucs MImyHOYKoBi GiOpuisiii 3 meTanbHUM HACIIiZKOM Ta
CepIeBO-CYAMHHUM KOJIalC, CIPUYMHEHI rinepKasieMi€lo, Imicig 3aCcTOCyBaHHS BepalaMiny Ta
NaHTPOJIEHY BHYTPIIIHbOBEHHO. Yepe3 pU3MNK PO3BUTKY TinepKasieMil peKOMeH0BaHO YHUKATH
OJTHOYACHOT'0 3aCTOCYBaHHS OI0KAaTOPiB KalbI[iEBUX KaHAJIiB, TAKUX SK aMJIOOUITIiH, CXAJIBHUM 0
37109KiCHOI rimepTepMil HallieHTaM Ta NP JIiKyBaHHI 37109KIiCHOI rimepTepMil.

Bnaue amaoduniHy Ha iHWi AikapcoKi 3acobu.

linoTeH3uBHUM e)eKT aMIOOUIIIHY 30iIbIIy€E TIMOTEeH3UBHUY e(EeKT iHIINX aHTUTIIePTEH3UBHUX
3aco06iB. [locmigKeHHs B3a€MOIl MpenapaTy oKa3asid, 1[0 aMJIOUIIiH He BIJIMBAE Ha
(bapMaKOKiHETUKY aTOpPBaCTaTUHY, JUTOKCUHY, Bapdapuny.

Takpoaimyc. IcHye pU3UK MiABUILIEHHS PIBHIB TAKPOIIMYyCYy B KPOBi IIpU OOHOYACHOMY 3aCTOCYBaHHI 3
aMJIOMUIIIHOM, OHAK (hapMaKOKiHETUYHUN MeXaHi3M TaKOi B3a€EMO[il ITOBHICTIO He BCTAHOBJIEHUH.
[ITo6 YHUKHYTHA TOKCUYHOCTI TaKPOJIIMyCy IIPU CYIyTHbOMY 3aCTOCYBaHHI aMJIOUIIiHy MOTPibeH
PeryspHUN MOHITOPUHT PiBHIB TaKPOJIMyCy B KPOBi Ta, y pa3i HeoOXimHOCTI, KOPEKIis J03yBaHHS.

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

Taki mTOR inri6iTopu K cuposiMyc, TeMcupoiiMmyc i eBeposimyc € cyocTpatamu CYP3A. AMmopguin
€ cnabkum inribitopom CYP3A. Ilpu ogHoyacHOMy 3acTocyBaHHI amnoguniny 3 mTOR inriGiTopamu
BiH MOXKe IIOCUJIIOBATH BIJIUB OCTAHHIX.

[[ukaocnopuH. [TocnigKeHb B3aEMOZIN IIUKIOCIIOPUHY Ta aMJIOAUIIIHY IIPH 3aCTOCYBaHHI 3I0POBUM
1o6poBoIbLIAM a00 B iHIIKX I'PyIax He IPOBOAUIIH, 32 BUHATKOM 3aCTOCYBaHHS MallieHTaM i3
TPAHCIJIAHTOBAHOIO HUPKOIO, ¥ SKUX CIIOCTEPIranocs MiHINBeE MigBUIEHHS 3aTAIIKOBO1
KOHIIEHTPallil TUKJIOCIOpUHY (B cepenHboMy Ha 0-40 %). [I71g mauieHTiB i3 TpaHCIIAHTOBaHOIO
HUPKOIO, IKi 3aCTOCOBYIOTh aMJIOOUIIIH, CJIifi PO3TJISHYTHA MOXKJIMBICTh MOHITOPUHTY KOHI[EHTpaLild
IIUKJIOCIIOPUHY Ta, V Pa3i HeoOXiMHOCTi, SMEHIIUTH J03Y IIUKIJIOCIIOPUHY.

CumeacmamuH. OgHOYaCHe 3aCTOCYyBaHHS OaraTokpaTHuX 003 1o 10 Mr amnogumniny ta 80 mMr
CHMBACTaTHHY IIPHU3BOAUTH [0 30inmbIeHHs Ha 77 % eKCIOo3ullii CHMBaCTaTUHY MOPIBHSHO 3
IPUHOMOM CUMBACTaTHHY OKpeMo. OOMeKeHHS N03yBaHHS CHMBACTaTUHY Y MAIliEHTIB, Ki
IPUKAMalOTh aMJIOAHUIIIH, CTaHOBUTE 20 MT Ha [00y.

Cusdenagia. Ogropa3osuii npurioM 100 Mr cunpgeHadiny naiieHTaMu 3 eCeHLiaIbHOIO TiIepTEeH3ie0



He BIJINBaB Ha (hapMaKOKiHETUKY aMJIOgUIIiHy. [Ipu ogHOYaCcHOMY 3aCTOCYBaHHI aMIOJUIIIHY Ta
cunpeHadiny B iKocTi KOMOiHOBaHOI Teparlii KOXKeH i3 mpenapaTiB IPOSBIISAB IiOTEH3UBHUM ePEKT
He3aJIeXHO Bifj HILOTO.

Emanoa (aaxo2o04b). OgHOpa3oBui Ta Oararopa3oBuit mpuitoM 10 Mr aMIoguIiHy He MaB CYTTEBOTO
BIIJIUBY Ha (hapMaKOKiHETHUKY eTaHOIy.

CyMicHe 3aCTOCyBaHHS aMJIOQUIIHY 3 HIUMETUAVNHOM He MaJjio BIUIMBY Ha ()apMaKOKIHETUKY
aMJIOUIIIHY.

CyMicHe 3aCTOCyBaHHS MpenapariB aJlOMiHil0/MarHio (aHTaluiB) i3 pa30BO0 03010 aMJIOJUIIHY He
MaJio CyTTEBOTO BIIMBY Ha (papMaKOKiHETHKY aMJIOOUIIIHY.

JIabopamopHi mecmu. BrinuB Ha MOKa3HUKY 1a00pPaTOPHUX TECTIB HEBiIOMMUIA.
THwi nikapcwki 3acobu.

Kniniyni gocmigkeHHS B3a€EMO[Iii TpemapaTty mokKas3aiy, 110 aMJIONUIIiH He BIIJIUBAE Ha
(bapMakoKiHETHKY aTOpPBaCTaTUHY, JUTOKCUHY a00 BaphapuHy.

Oco06.1ueocmi 3acmocy8aHHs1.
Besnexy Ta eeKTUBHICTh 3aCTOCYBaHHSI aMJIOJUIIIHY IIPU TiEePTOHIYHOMY KpHU3i He OI[iHIOBaJIU.
ITauieHmu i3 cepuesor HedocmamHicmio.

IaHil KaTeropil maiieHTiB aMJIOOUIIIH C/Iifl 3aCTOCOBYBaTH 3 00epekHiCcTI0. € JaHi, 10 BKa3yloTh Ha
30inbIIIeHHS YaCTOTH BUMAAKiB PO3BUTKY HaOpSKY JereHb y NallieHTiB i3 ceplieBo0 HeJOCTaTHICTIO
Ts2KKoro ctynens (knac III ta IV 3a knacudikaiiero NYHA) npu 3acTocyBaHHI aMIOOUITIHY .
[TarienTaM i3 3acCTiliHOIO CEpIIEBOI0 HEOCTATHICTIO 67I0KAaTOPU KaJIbIlieBUX KaHalliB, BKIIOYal0Un
aMJIOMMITIH, CJTiJ] 3aCTOCOBYBATH 3 00€PeXkKHiCTIO, OCKIJIbKA BOHU MOXKYTb MiJBUIIYBATH PUIUK
CEepleBO-CYAUHHUX IOfIil Ta JeTalbHUX BUNAAKIB ¥ MalOyTHEOMY.

ITauieHmu 3 nopyweHHAM (PYHKUiIl NeUiHKU.

[Nepion HamiBBUBeNeHHS aMJIOOUIiHY Ta mapaMeTpu AUC BUIIi y Iali€eHTIB i3 TOPYIIEHHAM (PYHKIIi1
IIeYiHKY; peKOMeHalliil CTOCOBHO [I03 IIpenapaTy HeMae. TOMY JaHill KaTeropil mauieHTiB CIIif
PO3MOYKMHATH 3aCTOCYBaHHS IIpenapary i3 HaHuKk40i fo3u. Ciig 6yt 00epekKHUMHU SIK Ha MOYaTKy
3aCTOCyBaHHS IIperapary, Tak i mif dyac 36inbineHHs fo3u. [lamienTaM i3 TIKKO00 MeYiHKOBOIO
He[IOCTATHICTIO MOoXKe OyTH HeOOXimHUM IOBiMbHUM Hig0ip 403U Ta PETEeNbHUN HATJIAM 3a CTAHOM
Ialli€EHTa.

ITauieHmu AiMHbO20 BIKY.
30inpIIyBaTy 003y IpelapaTy faHil KaTeropil mai€eHTiB ciif 3 06epexkHiCTIO.
ITauienmu i3 HUPKOBOIO HedocmamHicmio.

IaHil kaTeropil maIiieHTiB CJIif 3aCTOCOBYBaTH 3BUYalHi 103U IIpenapaTy. 3MiHA KOHIIEHTpallii
aMJIOUIIIHY y IJ1a3Mi KPOBi He KOPEJITh 3i CTylleHeM MOopyLieHb (QyHKIIN HUPOK. AMJIONUIIIH He
BUOANAETHCA IIIAXOM Aiamiay.



AMJTOUIIIH He BIIJIUBA€E Ha Pe3y/IbTaTH J1Ta60PATOPHUX [OCTiIXKEHb.

He pekoMeHOy€eThCS 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpeindpyTom abo 3 rpeindpyTOBUM COKOM,
OCKIiNTbKM YV OeSIKUX TallieHTiB 0i0J0oCTynHiCTh MOoXKe OyTHu 30inbIleHa, 110 IPU3BEe [0 TOCUTIeHHS
TimoTeH3UBHOT0 e(PEKTy Ipemapary.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
be3neka 3acTocyBaHHS aMJIOQUIIIHY KiHKaM y epiof BariTHOCTI He BCTAHOBIIEHA.

3aCTOCOBYBaTH aMJIOOUIIIH Y IIepiof BariTHOCTI peKOMEHAYEThCA JIUllle y BUlafKaX, KOJIU HeMae
Oe3neyHimoi anbTepHATUBY, a PU3HUK, TI0B’I3aHUN i3 CaMUM 3aXBOPIOBAHHSM, IIEPEBUIIYE MOKIIUBY
IIKOAY Bif JIIKyBaHHSA [OJI MaTepi Ta IJIoAa.

Y xomi gocmigKeHb Ha TBapUHaX IIPU 3aCTOCYBaHHI BUCOKUX 03 CIIOCTepiranacs penpogyKTABHA
TOKCUYHICTB.

ITepiod 200ys8aHHA 2py000. AMIIOOUIIIH IPOHUKAE Y MaTEPUHChKE MOJIOKO. KinbKiCTh aMIOAUIIIHY,
sIKa MOXe MOTPaIlIATHA OUTHHI 3 TPYIHUM MOJIOKOM MaTepi, MOXKe CTaHOBUTH Bif 3-7 0o 15 % nos3y,
II0 3aCTOCOBYyBajiaca MaTip'1o. [lisl aMIOOUIIiHYy Ha HEMOBJIAT HeBigoMa. [Ipyu IpUUHSATTI pilieHHS PO
IIPOJOBKEHHS TONYBaHHS IPyAAio abo PO 3aCTOCYBaHHSA aMJIONUIIIHY HeOOXiIHO OLiHIOBaTH KOPUCTD
roAyBaHHS TPYAM0 OIS AUTUHU Ta KOPKCTH Bifl 3aCTOCYBaHHS IIpemnapaTry O MaTepi.

®epmusvHicmy. [ToBigoMIsAny po 000pOTHI GioxiMiyHi 3MiHU T'OJIOBKM CIIEpMaTO30ifia ¥ AeIKUX
TaIliEHTIB TPU 3aCTOCYBaHHi 0JI0KATOPIB KasnbllieBUX KaHaiB. KniniuHoi indopMmarril momo
IOTEHI[IMHOTO BIIJIUBY aMJIOAUIIIHY Ha (PePTUIBHICTE HEJOCTATHLO.

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHiamamu.

AMTOfIUIIIH MOKe YMHUTH He3HauHuM a00 MOMIpHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH aBTOTPAHCIOPTOM
abo mpaioBaTy 3 iHIUMYU MexaHiaMamu. [IIBUAKICT peakilii Moxe OyTH 3HUXKEHA ITPU HaSIBHOCTI
TAKUX CUMIITOMIB K 3allaMOpPOYeHHS, FOJIOBHUI 0iNlb, CIIIyTaHICTh CBiIOMOCTI YU HYHOTA.

Cnig 6yt 06epexXHUMH, 0COOIMBO Ha MTOYATKY Teparril.

Cnocid 3acmocyeaHHss ma do3u.

[Topocai.

[lns mikyBaHHSI apTepianbHOI TiepTeH3il Ta CTeHOKap[il 3BMYaiiHa Io4YaTKOBa [[03a IpenaparTy
cTaHoBUTH b Mr 1 pa3 Ha m00y. 3aiexkHo Bifl peakilii mallieHTa Ha Tepalliio 103y MOXKHa 30iTbIIUTH 10
MaKCHUMaJbHOI J03H, 110 cTaHOBUThL 10 Mr Ha 1 pa3 Ha go0y.

[TamieHTaM 3i CTeHOKapHi€lo IpemnapaT MOXkKHa 3aCTOCOBYBaTH SIK MOHOTepario abo y koMmOiHatiii 3
iHITMMY aHTHAHTiIHAJTBHUMU JIIKAapChKUMU 3acobaMy MPY PE3UCTEHTHOCTI N0 HiTpaTiB Ta/abo
aJleKBaTHUX 003 6eTa-6110KaTopiB.



€ mocBig 3acTOCyBaHHS IIpenapary HallieHTaM 3 apTepialbHOIO TinepTeH3i€o y KoMmOiHaii 3
Tia3ugHUMU [iypeTuKaMu, anbda-6nokaTopamu, 6eta-6okaTopamu abo 3 inribiTopamu
aHTiOTeH3UHIIEPETBOPIOBANILHOTO (hepMeHTY.

HeMmae HeobOxigHOCTI y mig6opi 403U Ipenapary npu 0QHOYaCHOMY 3aCTOCYBaHHI 3 Tia3ugHUMU
niypetrkamu, 6eTa-010KaTopaMy Ta iHTiGiTOpaMu aHTiOTEH3UHIIEPETBOPIOBAIBHOTO (DePMEHTY.

Ilimu sixom 8i0 6 poKie 3 apmepianabHO0 2inepmeHsiero.

PekxoMeHOoBaHa IMOYaTKOBa 403a Mpenapary AJIs i€l KaTeropii malieHTiB cTaHOBUTD 2,5 Mr 1 pa3 Ha
no6y. fAxiio HeoOXimHUI piBeHb apTepiaJlbHOTO TUCKY He O0yIe NOCATHYTHM NMPOTAroM 4 TUXKHIB, H03Y
MOXHa 30inpmuTH 70 5 Mr Ha [00y. 3acTOCYBaHHS IpenapaTy y J03axX BUIlEe 5 MT [JIs HaHOI
KaTeropil malieHTiB He [OCTiXKYyBaIu.

TabmeTku 1o 5 Mr Ta 10 Mr nmpu3HaveHi Ay PO3MOMiTy HABIII 71 OTPUMaHHS OO3U 2,5 MTI' Ta 5 MT
BiIIOBigHO.

ITayieHmu AiMHbO20 BIKY.

Hemae HeoOximHOCTI y migbopi mo3u asist maHol KaTeropii marienTis. [TinBuIieHHs J03H CIIif
IIPOBOIUTH 3 00ePEKHICTIO.

ITauieHmu 3 nopyweHHAM PYHKUil HUPOK.

PexomMeHIyeThCS 3aCTOCOBYBATH 3BUYaWHI 03U IIpenapaTy, OCKIIbKY 3MiHU KOHIIEHTpallil
aMJIOJUIIIHY y TJ1a3Mi KPOBi He MOB’g3aHi 3i CTyIeHeM TSKKOCTiI HUPKOBO1 HEJOCTaTHOCTi. AMJIOAUIIiH
He BUBOOUTHCS LIUIAXOM Aiamizy.

3acmocysaHHA nayieHmam 3 ne4iHKo80ow HedoCMamHicmio.

[lo3u mpemapaTy A1 3aCTOCYBaHHS MalliEHTaM 3 IIeYiHKOBOI HeOCTaTHICTIO Bifl JIETKOTO [0
TIOMIpPHOT'0 CTYIIE€HS TSI2KKOCTI He BCTAHOBJIEHI, TOMY Iifg6ip MO3H CIIif MPOBOAUTH 3 00epeKHICTIO Ta
IIOYMHATU 3aCTOCYBaHHS i3 HaWHMUXKYOI 703U (OuB. Po3minu «OcoOIUBOCTI 3aCTOCYBaHHI» i
«@apMakoKiHeTrKa»). PapMaKOKIHETUKY aMJIONUIIIHY He JOCiXyBaly y Iali€HTiB i3 IOPYIIEeHHIM
GYHKITI TeYiHKY TSIKKOTrO0 CTYyMeHs. [ TaKWX MallieHTiB 3aCTOCYBaHHS aMJIOOUITIHY CITif
PO3MOYMHATH i3 HAWHUKYOI T03H Ta MTOCTYIIOBO ii 30ibITyBaTH.

Himu.
[IpenmapaT MOXXHa 3aCTOCOBYBATH [iTSIM BiKOM Bifi 6 POKIiB.

BnnuB amnopuniny Ha apTepiaJbHUM THUCK IMAIli€HTIB BiKOM [0 6 POKiB HEBIIOMU.

Ilepedo3yeanns.
IocBig HABMUCHOTO IIepei03yBaHHs IIpenapaTy 06MeXeHuH.
Cumnmomu: HasiBHa iH(MOpMallid Ja€ NiACTaBU BBaXKaTH, [0 3Ha4YHE [Iepefo3yBaHH aMJIONUIIIHY

pu3Bene 10 HagMipHol nepudepryHol Ba3oauIaTallil Ta, MOXKINBO, 10 pebIeKTOPHOl TaXiKapmil.
[ToBimoMIISITM PO PO3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPMBAJIOl CHCTEMHOI apTepialbHOI TimoTeH3il,



BK/II0YAIOYH IIIOK i3 JIeTaJIbHUM HACIIIOKOM.

JIikyBaHHA: KIIHIYHO 3HAYYIlla apTepiasibHa rilloTeH3is, 3yMOBJIeHa Iepefjo3yBaHHIM aMJIOfUIIIHY,
BMMara€ akKTUBHOI MiATPUMKH HisITbHOCTI CEPIIEBO-CYAUHHOL CUCTEMH, BK/IIOUAI0YU YaCTUN
MOHITOPUHT QYHKIIIH ceplis Ta AUXaHHS, MiOHATTS HUXKHIX KiHIIBOK, MOHITOPUHT 00’ €My
[IUPKYJII0I0Y01 PiTUHY Ta CEYOBUMITEHHS.

[l1s BiHOBIIEHHS TOHYCY Cy[IWH Ta apTepiaJbHOr0 TUCKY MOXKHA 3aCTOCYBaTH CYAMHO3BYXKYyBaJlbHi
IIpenapaTy, YIeBHUBIIKCH ¥ BiICYTHOCTI MPOTUIIOKa3aHhb [0 1X 3aCTOCYBaHHSA. 3aCTOCYBaHHS KallbIIii0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM MJIS HiBemoBaHHS ePeKTiB 6710Kaiu Kalbli€BUX
KaHaJIiB.

YV mesikvx BUIagKaxX MoxKe OyTH KOPHUCHUM ITPOMUBAHHS LIIYHKA. 3aCTOCYBAHHS aKTMBOBAHOTO
BYTiJIIS 3MOPOBKUM JOOPOBOJIBISAM IIPOTITOM 2-X TONUH Iicyis BBefeHHS 10 MT aMIoguminy 3HaYHO
3MEHIINUIO PiBeHb MOTO BCMOKTYBaHHS.

OckinbKy aMIOguIiH 3HAYHO MipoIo 3B'513yeThCs 3 OinkaMu KpoBi, eeKT mianily He3HAUHUN.

Pigko moBimoMIsiiocst PO PO3BUTOK HEKapAioreHHOTo HaOPSIKY JIeTeHiB SK HaCJIiIOK Iepefo3yBaHHs
aMJIOUIIIHY, SKUU MOXKe MPOSBIIATUCS 3 BiICTPOYEHUM IT0YaTKOM (depe3 24-48 ropus micng
npuioMy) i motpeOyBaTy IMITYyYHOI BEHTUNAI] lereHb. ®aKTopaMu, 10 CIPUSIOTH PO3BUTKY
HeKapAioreHHOro HabpsIKy JiereHb, MOXKYThL OYTH paHHI peaHiMalliitHi 3axonu (BKIIIOYA0YU
IepeBaHTaXXEeHHS PIgWHOI0) IS MATPUMKY Iepdy3il Ta CepleBOr0 BUKUY.

ITobiuni peakuii.

[Tpu 3acToCyBaHHI aMIOOUIIHY HalyaCTille MOBiqOMIISIIIM IIPO TakKi MOOivHi peakiril: COHIUBICTS,
3araMOpOYEeHHS, TOJIOBHUM Oinb, ManbIiTallis (mocuieHe cepuebuTTs), IPUILINBY, 6iflb Y YepeBHil
TIOPOKHUHI, Hy0Ta, HAaOPSIKK rOMiNIOK, HaOpSIKY Ta BTOMJIIOBAHICTh.

[ToGiyni peakii, mpo sIKi IOBIMOMIISNY i Yac 3aCTOCYBaHHSA aMJIONXIIIHY, HaBeleHi HUuXK4e 3a
CHACTEeMaMH Ta KjlacaMM OpraHiB Ta 3a 4aCTOTOK BUHUMKHEHHS: Oyxke dacTo (= 1/10), vacto (= 1/100,
< 1/10), reuacTo (= 1/1000, = 1/100), pigxo (= 1/10000, < 1/1000), ogyxe pigko (< 1/10000),
HeBiZToMO (HeMOKJIMBO OI[iIHUTH 3 HasIBHUX JaHUX).

3 60Ky Kpoei ma AiMpamuyHoi cucmemu: Oyx e pPiiKo - TeUKOIMTONEHisT, TPOMOOIIUTOIEHis.
3 boky iMyHHOI cucmemu: oyze PigKo - anepriyHi peakiiii.
ITopyweHHsa memaboaiamy ma aniMeHmapHi po3aadu: nyxe pifko - TimepriikeMis.

ITcuxiuHi nopyweHHA: HevyacTo - 6e3COHHS, 3MiHM HACTPOIO (BKJII0Ya0UM TPUBOKHICTE), OeTpecis;
PIOKO - CIIJIYTaHICThH CBIIOMOCTI.

3 60Ky Hepeosoi cucmeMu: 4acToO - COHJIUBICTh, 3alIlaMOPOYEHHS, TOJIOBHUY Oi/lb (TOJIOBHUM YHHOM
Ha II04YaTKy JIIKyBaHHS); He4acTO - TPEMOp, OUCTEB3is, CUHKOIIE, TillecTe3is, mapecTesis; gyxKe pigko
- rimepToHycC, nepudepuyHa HelpomaTisa; HeBiJOMO: eKCTpamipaMigHi po3many.

3 60Ky op2aHie 30py: YACTO - MOPYLUIEHHS 30PY (BKIIIOYAIOYH JHUIIJIOINI0).

3 60Ky opaaHis cayxy ma aabipuHmy: HEYACTO - A3BiH y ByxaX.



3 60Ky cepus: 4acTo - TOCUIIEHE CEepPIeOUTTS; HEYaCcTO - apUTMis (BKIIOHa0uu OpaguKapmio,
IIUTYHOYKOBY TaXiKap[ilo Ta MEPEXTIHHS ITepefcepab); OyxkKe PifKo - iHbapKT MioKapaa.

3 60Ky cyOuH: 4acTo - IPUIIJIUBY; HEYACTO - apTepiasibHa TilOTeH3isT; OyKe PidKo - BACKYJIiT.

PecnipamopHi, mopakaavHi ma medidCmuHAaAbHi NOPYWeEeHHA: 4aCTO - OUCITHOE; He4aCTo - PUHIT,
KallleJlb.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: YacTo - Oi/lb ¥ KUBOTI, Hy[I0Ta, OUCIIEIICis, TOPYIIeHHS
IepUCTaIbTUKY KUIIEYHUKY (BKJII0UaI04M 3allop Ta Aiapero); HedacTo - 0/II0BaHHS, CyXiCTh ¥ POTi;
OyXe pigKo - TaHKpeaTUT, TaCTPUT, Tinepriiasia sceH.

3 6oky eenamobisiapHoi cucmeMu: OyxKe PifKo - TeMaTUTH, JKOBTSIHUIIS, iIBUILIEHHS PiBHS
Ie4iHKOBUX (DepPMEHTIB (110 HaldacCTillle acolil0Barocs i3 X0JIecTa3oM).

3 6oky wkipu ma nidwKipHOi MKAHUHU: HEYaCTO - aJIolellis, IypIypa, 3MiHa 3a0apBlIeHHS MIKipH,
IigBHUINEeHe TOTOBUINIEHHS, CBepOiXK, BUCUIIAaHHS, eK3aHTeMa, KPOIIUB'THKA; [yXkKe PigKo -
AHTiOHEBPOTUYHUY HAOPSK, MyIbTU(OPMHA epuTeMa, eKChOTiaTUBHUM ePMATUT, CHHIPOM
CriBeHca-[]:k0HCOHa, HabpsK KBinke, GOTOUyTNUBICTE, HEBITOMO (HEMOXKIIMBO OLIHUTH 3 HaIBHUX
OaHuX) - TOKCUYHUY eligepManbHUN HEKPOIi3.

3 60Ky cKesnemHo-M’ 5130801 ma CnoAy4YHOI MKAHUH: 9aCTO - HAOPSKAHHS TOMIIOK, CyTOMH M’si3iB;
He4YacTo - apTpairis, Mianris, 0inb y CIIKHI.

3 60Ky HUPOK ma cevyosudinbHO20 MPAKMY: HEYACTO - TIOPYIIEHHST CEUOBUMITEHHS, HIKTYpis,
IigBUIIleHA YaCTOTa CEYOBUIYCKaHHS.

3 60Ky penpodyKkmugHoi cucmemu ma MO/A0YHUX 3d/103: HEYACTO - IMITOTEHIIisT, TIHEKOMACTis.

3azanvHi nopyweHHA: oyxKe 4acTo - HaOpsIKYU; 4acTo - MifiBUIlleHa BTOM/IIOBAHICTh, aCTEHisl; He4acTo
- 0inb 3a rpyAHUHOW0, 0iNb, HE3MyKaHHS.

Hocai0xceHHA: HedacTo - 30inblIeHHs a00 3MEeHIIIeHHA MacH Tinla.
[ToBimOMIISANIM IIPO BUHATKOBL BUITAAKU PO3BUTKY €KCTPAIipaMifHOT0 CUHAPOMY.
Himu.

Awmnopumnin go06pe MePeHOCUTHCS IPY 3aCTOCyBaHHi miTaM. [Ipodins mobiyHMX peakiiiit 6yB nogi6HuM
[0 TUX, 110 CIOCTePIirajucs y AOPOCHuX. Y OOCIiAXKeHHI 3 y4acTio 268 mgiTed HalyacTile
ITOBiHOMJISIIIOCS IIPO Taki moOiuHi peakilii: rooBHUY 0ilb, 3aIIaMOPOYEHHS, PO3LMIUPEHHS
KPOBOHOCHMX CYOWH, HOCOBa KpOBOTeYa, 0ilb ¥ KUBOTI, acTeHid.

Binburicts mob6iyHMX peakiiitt 6ynu erkoro abo nmoMipHoro cryneHs. TAxKi mobiuHi peakiri
(mepeBaxHO Ton0BHUIM 6inb) criocTepiranucs y 7,2 % mpu 3acToCyBaHHi 2,5 Mr amioputiny, y 4,5 %
IIPY 3aCTOCYBaHHI 5 Mr amyoguniny, Ta y 4,6 % - y rpyni mnane6o. HalinomupeHinowo IpuYnHo0
BUKJIIOYEHHS 3 IOCNTigXKeHHs Oyla HEKOHTPOJIbOBaHa TinepTeH3is. 2KogHOT0 pa3y BUKITIOYEHHS 3
IOCHTimXKeHHs He Oy0 CIpUYMHEHE BioXUIeHHsAMU JTabopaTOPHUX NTOKa3HUKIB Big HopMu. He Oyio
3a(ikCcOBaHO CYTTEBUX 3MiH IIYJIbCY.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimomeHHs PO Migo3poBaHi MoGiYHI peakiii micisg peecTpaliii 1iKapchbKoro 3aco0y Ma€ BaxKIIMBe



3HaueHHs. Lle ma€e 3MOry MpoBOAUTH Oe3MEePEPBHUM MOHITOPUHT CITiBBITHOIIEHHS MiXK KOPUCTIO i
PU3HUKAMH, TTOB’I3aHUMH i3 3aCTOCYBAHHSIM I[bOTO JIIKAPCHKOT0 3aco0y. JIikapsiM citig 3BiTyBaTH PO
Oynmb-siKi mimo3proBaHi moOivHi peakiril BiAmoBigHO M0 BUMOT 3aKOHOJABCTBA.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

36epiratu npu TeMiepaTypi He Buile 25 °C B opuriHaibHil yIaKOBII 719 3aXUCTY Bif CBiT/Ia Ta
BOJIOTH.

30epiratu B HEAOCTYIIHOMY IJISI OiTEW MicCIIi.

VYnaxoBka.

ITo 15 TtabneTok y OmicTepi; mo 2 (15 * 2) GmicTepu B KapTOHHIN KOPOOTIi.

Kareropis Bignmycky. 3a perentom.

BupoOHUK.

Jlek ®apMalieBTUYHA KOMITaHid 1. 1.
abo

Jlek ®apMalleBTUYHA KOMITIaHidg 1. .
abo

Jlex C.A.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micls MpoBaIXKeHHS HOro Tis/IbHOCTI.
ByJI. BepoBiikoBa 57, JItoO6nsiHa 1526, CnoBeHis

abo

Tpimmini, 2, 9220 JlergaBa, CnoBeHis

abo

By. Ilogminie, 16, Ctpukos, 95-010, [Tonsima.






