THCTPYKIOIA

IJIs1 METUIHOT O 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y
AMJIOJIMIIIH CAHI03°®

(AMLODIPINE SANDOZ®)

Cknao:
ditoua pe4o8uHa: aMJIOOUIIiH;
1 TabneTka MicTuTh amnoguminy 5 Mr abo 10 mMr y dopmi amnopumniny 6ecunary;

0ONnoMIidiICHI peyo8uHU: HATPil0 KPOXMaNbIMKOIAT (TUI A), Kambllito rigpodocdaT 6e3BOIHUH,
I[e/110103a MIKPOKpHCTalliYHa, MarHiio cTeapar.

Jlikapcbka ¢popma. TabneTku.
OcHosHI (i3uko-xiMiuHi 81aCcCMu8oCMi:

mabsaemku no 5 me: 6ini abo maiixke 6ini moBracti TabmeTKu 3 HacKoio, PUCKOI0 3 OIHOT0 OOKY Ta
MapKyBaHHAM «5» - 3 iHIIIOTO;

mabsaemku no 10 me: 6ini abo matixke 6iri moBracTti TabneTku 3 packo, prCKOI0 3 OOHOT0 OOKY Ta
MapKyBaHHSM «10» - 3 iHIIOTO.

dapMakoTepaneBTHYHA Irpymna.

CeneKTUBHI aHTArOHICTH KallbIlil0 3 IepeBakKHUM BILIMBOM Ha cyaunu. Kog ATX C08C AO01.

dPapmako.102iuHi 8 1acmueocmi.
dapmakoOuHamika.

AMJTOfIUIIIH - aHTATOHICT Kasbllilo (IOXigHe AUTiApomipuauHy), mo 6J10Kye HagXOXKeHHS i0HiB
KaJbIlif0 0 MiOKapAy Ta A0 KIITUH I'JIafkKuX M’s3iB.

MexaHi3M TillOTEH3UBHOI il aMJIOTUIIIHY 3yMOBJIEHHY Oe310cepeHbOI0 PO3CIabIi0i0d0i0 Ji€l0 Ha
r7afKi M'si3u cynuH. TOYHUY MeXaHi3M aHTHaHTiHAIBHOTO e(peKTy aMJIOAUIIiHY BU3HaYEeHUH
HeJOCTAaTHbO, OOHAK HUXK4Ye3a3HaueHi epeKTH BifirpaiTh NEBHY POJIb:

- aMJIOJUIIIH PO3WIKPIOE Tepu(pepruyHi apTePiony i, TaKUM YMHOM, 3HUXKYE NepupepruiHni OIip



(mocTHaBaHTaxkeHHs). OCKIIbKY CepIeBUM PUTM 3aJIUIIAETLCS CTA0iMbHUM, 3HUKEHHS
HaBaHTaXKeHHS Ha ceplie MPU3BOIUTD N0 3HUXKEHHS CIIOXKKWBAHHS eHeprii Ta moTpedu Miokapmda B
KHCHI;

- PO3IIMPEHHS r'OJIOBHUX KOPOHAPHUX apTepiil Ta KOPOHaAPHUX apTepios (HOpMaslbHUX Ta
ileMi3oBaHUX), MOXKJIMBO, TAKOXK Biflirpa€ poiib y MexaHi3Mi Oil amnogumniny. Take po3MMUpPEHHS
IMigBUIy€ HACUYEHICTh MiOKapaa KMCHEM Y TallieHTiB 3i Cma3MOM KOPOHAPHOI apTepil (CTeHOKapHis
[TpuHIMeTana abo BapiaHTHA CTeHOKapMis).

Y nauieHTiB 3 apTepianbHOIO TiepTeH3ie€l0 3aCcToCyBaHHs pemnapaTy 1 pa3 Ha o6y 3abe3meuye
KJIIHIYHO 3Hayyllle 3HUKEHHS apTepialbHOr0 TUCKY MPOTATOM 24 TOAKH Y MTOJI0KEHH] gK JexXaul,
Tak i crosiun. Yepes MOBITBHUM II0YATOK il aMJIOAXIIIHY TOCTpa apTepiajibHa TinoTeH3is 3a3BuYail He
CIIOCTEPIraeThC.

Y matieHTiB 3i cTeHOKapi€eio Ipy 3acTocyBaHHi 1 70o0O0BOI 403Y IpenapaTy MiABUINYETHCS 3aralbHUM
yac (pi3nyHOro HaBaHTaXKEeHHS, Yac [0 I04YaTKy CTeHoKapHil i 4ac 1o 1 MM gempecii cermenTa ST.
[Tpenapat 3HUKY€E YaCTOTy HallafiB CTeHOKapAii Ta 3MeHIIye noTpedy y 3aCTOCyBaHHi
HITPOTJIiLIepUHY.

AwmIonuIIiH He acoLiloeThCS 3 OyIb-IKUMU TOGIYHUMYU MeTa0O0IiYHUMY [isMu a60 3MiHaMU PiBHS
minifiB y ma3Mi KpoBi i 10ro MoXkKHa 3aCTOCOBYBATH IallieHTaM 3 aCTMOI0, I[YyKPOBUM [fiiabeToM Ta
II0Jarporo.

dapmaxoKiHemuxka.

BCMOKTYBaHHSA/PO3MOMIT.

[Ticns mepopanbHOT0 3aCTOCYBAaHHS TEPAEBTUYHUX 103 aMJIONUIIIH IIOCTYIIOBO abCOpOyeThCS y
n1a3My KpoBi. AGcontoTHa 6i0q0CTyIHICTh He3MiHEHOI MOJIEKY/IN CTAHOBUTDH NMpubIu3Ho 64-80 %.
MakcuMarnbHa KOHLIEHTPaLis y IJ1a3Mi KPOBL OCATAETHCA IIPOTAroM 6-12 rogus micng
3acTtocyBaHHS. O0’€M PO3MOLiNy CTaHOBUTH MPuUOIN3HO 21 JI/KT; KOHCTaHTa Oucomialil kucnoTtu (pKa)
aMJIOOUITIHY CTaHOBUTH 8,6. [ToCimKeHHs in vitro MpogeMOHCTPYBay, IO 3B I3yBaHHS aMJIOIUIIIHY
3 GinKam¥u 1my1a3Mu KPoBi CTAHOBUTL pubmu3Ho 97,5 %.

OJIHO‘-IaCHe BXMBAHHS 1Xi He BIIJIMBA€E Ha BCMOKTYBaHHSA aMJ'IOI[I/IHiHy.

Mertaboi3M/BUBEeIEHHS.

[Tepion HamiBBUBEOEHHS i3 IMTa3MU KPOBi CTaHOBUTH MpuOMM3HO 35-50 roguH. PiBHOBaxkKHa
KOHIIEHTPallid y IJ1a3Mi KPOBi JocsATaEeThCA Ticns 7-8 mHiB Oe3mepepBHOT0 3aCTOCYBaHHS Ipemnapary.
AMJIOOWIIIH TOJIOBHUM YMHOM MeTab0JIi3yeThCA 3 YTBOPEHHSIM HEAKTUBHUX MeTaboiTiB. Bu3pko

60 % BBemeHOl 103U BUBOAUTHCS i3 ceueto, npubau3Ho 10 % 3 IKMX CTaHOBUTH aMJIONHUIIIH Y
HEe3MiHEeHOMY BUTJISAML.

[TallieHTH TITHLOTO BIiKY.

Yac gocsarHeHHs pPiBHOBaXXHUX KOHLIEHTpAli aMJIONUIIIHY B Ijla3Mi KpOBi MOmiOHMM V MaIlieHTiB
JIITHBOTO BiKY Ta y JOPOCHIUX Iali€eHTiB. KipeHC aMIOAUIiHy 3a3BU4au Aell0 3HUXKEeHUH, 1110 y
TIAIiEHTIB JIITHROTO BiKYy MPU3BOOUTE [0 30i/bIIIEHHS IIJIOMII il KPHBOIO «KOHIIeHTpatis/dac» (AUC)
Ta IIepiofy HalliBBUBENEHHS IIpernapary.

[ManieHTH 3 DopyIIeHHIM OVHKIIN HUPOK.



AMJTOIUIIIH eKCTEHCUBHO 0ioTpaHCHOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BUMIINIIETHCS Y HE3MIHEHOMY BUTJISIL 3 ceuelo. 3MiHM KOHIIeHTpPAllil aMJIOAUIIiHY Y MJIa3Mi KPOBi He
KOPEJIOIOTh 3i CTyIleHeM MopyLIeHHS GYHKIIN HUPOK. [lamieHTam i3 mopyieHHAM QYHKIIIM HUPOK
MOXKHa 3aCTOCOBYBaTU 3BUYaKHI 03U aMJIOOUIIIHY. AMJIOOUIIIH He BUOANISETHCS LUIAXOM Hiamizy.

[NamieHTH 3 HOPVIIeHHAM QVHKIINI ITeYiHKHA.

[adopmariis mogo 3aCTOCYyBaHHSA aMJIOAUIIIHY HallieHTaM i3 TOPYIMIeHHAM (QYHKII IeYiHKU OyXKe
oOMexeHa. Y TallieHTiB i3 Ie4iHKOBOI HeIOCTATHICTIO KITipeHC aMJIOAUIIIHY 3HUKEHUH, 1110

IPU3BOUTH [0 30iNbIlIeHHS TPUBAJIOCTI Iepiofy HamiBpo3nany Ta Ao 36inemenHs AUC nmpubnu3Ho Ha
40-60 %.

iTH.

HocnigxeHHs papMaKOKiHETUKY ITPOBOOUIIY 3 y4YacTIO 74 miTell 3 apTepianbHOIO TillepTeH3i€0 BiKOM
Bim 12 mo 17 pokiB (TakoxkK 34 maIfieHTH BiKoM Bif 6 1o 12 pokiB Ta 28 mallieHTiB BikoM Bixg 13 mo

17 pokiB), sKi 3acTOCOBYBaIu aMJIOUIIiH y fo3ax 1,25-20 mr Ha goOy 3a 1 abo 3a 2 npuiiomMu.
3a3BuUay KIIpeHC IIpU IepopabHOMY 3aCTOCYBaHHI AiTAM BikoM Bifg 6 mo 12 pokis Ta Big 13 mo 17
POKiB cTaHOBUB 22,5 Ta 27,4 1/TOOUHY BIATIOBIAHO OJIg XJIONYUKiB i 16,4 Ta 21,3 n/roguHy BignoBigHO
miist miB4aTok. CrocTepiraeTbcs 3Ha4Ha BapiabenbHICTh €KCIO3uIIil y pi3HUX HalieHTiB. Indopmartis
IIIOM0 TIAIiEHTIB BIKOM 10 6 POKiB 0OMexKeHa.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.

- ApTepianbHa rinepreHsis.

- XponiyHa cTabinbHa CTEHOKAPIis.

- BasocnactuyHa cTeHOKaphisa (cTeHoKapmais IIpuHIiMeTana).

IIpomunoka3aHHs.

Bigoma migBuIlleHa YyTIUBICTh 10 OUTIAPONiIPpUANHIB, aMJIOAUIIHY ab0 g0 OyAb-sIKOTo iHIIOTO
KOMIIOHEHTa IIpernapary. ApTepianbHa IinoTeH3is TSKKoro cryneHs. [IIok (BKmodawoun
KappaioreHHu# 1mok). OOCTPYKIlis BUBIZHOTO TPAKTY JIiBOTO IITYHOYKa (HaNpXKiaj CTEHO3 a0pTH
TSKKOTO CTyneHs). [eMoguHaMiuHo HecTalinbHa ceplieBa HEAOCTATHICTD IiCJIg TOCTPOTO iHGapKTy
MioKapaa.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
Bnaus iHwux aikapcvkux 3acobie Ha ama00uniH.

HasiBHi gaHi mogo 0e31meyHoro 3aCTOCyBaHHS aMJIOAUIIIHY 3 Tia3uIHUMHU [iypeTUKaMu, anbda-
6rmokaTopamu, 6eta-01okaTopamy, iHriditopamu AIl®, HiTpaTaMu IPOJIOHTOBAHOI [il,
CyOIiHTBaIbHOI (OPMOIO HiTPOTIiIlepUuHY, HECTEPOITHUMH ITPOTU3ANAIbHUMHE JTiIKapChKUMHU
3acobamu (HII33), anTrbioTHKAMH, OpPaIbHUMH TilOTIIKeMiYHUMH JIiIKAPChKUMHU 3aC00aMH.



[laHi, oTpuMaHi Iif Yac JOCTigXKeHb in vitro i3 mna3mMoi0 KPoBi TIOAWHYU, CBiqYaTh PO BiACYTHICTD
BIUIMBY aMJIOOUIIIHY Ha 3B’s3yBaHHS 3 OilKaMu KPOBi HOCTIIXKYyBaHUX JIiKapChKUX 3aC00iB (TUTOKCHH,
GbeniToiH, Bapdpapur abo iHmOMETAIINH).

IH2ibimopu CYP3A4. OnHo4YacHe 3aCTOCYBaHHS aMyofuIiny Ta iuribiropiB CYP3A4 moTyxHOi a6o
noMipHoi aii (inribiTopu mpoTeas, a301bHI TPOTUTPUOKOBI 3aC00M, MAaKPOJIiAK, TaKi K ePUTPOMIIIUH
YU KJIaPUTPOMILMH, BepanaMin a0o gunTia3eM) MoxkKe IIPU3BECTU [0 3HAYYIIOTO MiBUILIEHHS
€KCITO3UIIil aMJIOUIIIHY, 1110 TaKOXK MOXKe IIPHU3BECTH A0 MigBUIIEHHS PU3UKY BUHUKHEHHS TilloTeH3ii.
KriniuHe 3Ha4eHHS TaKUX 3MiH MoXKe OyTH Oi/bIl BUpaXKeHUM Y NallieHTiB JITHLOTO BiKy. Moxe OyTu
HeOoOXiTHUM KITiHiYHe CIIOCTepe:KeHHs 3a CTAHOM IIallieHTa Ta migdip mo3u.

He pexoMeHOy€eThCS OOHOYACHO 3aCTOCOBYBATH aMJIOAHUITIH Ta BXKUBATH IpeundpyTtu ado
rpeindpyToBUil CiK, OCKIIbKY Y IesSKUX NalieHTiB 6i00CTYIHICTh aMIOAUIIIHY MOXKe
IiABUIIYBATUCS, 110, Y CBOIO YepPry, IPU3BOOUTH A0 IIOCUIEHHS TiOTEH3UBHOI Ail.

Inoykmopu CYP3A4. KoHLIeHTpallis aMJIOOUIIIHY Y IIJITa3Mi KPOBi MOXKe 3MiHIOBaTUCS MiC/IA
OHOYACHOr0 3aCTOCyBaHHS BijoMmux iHOyKTOpPiB CYP3A4. ToMy CIlif IPOBOAUTYA MOHITOPUHT
apTepiasbHOTO TUCKY 1 KOperyBaTu [03y 3 ypaXyBaHHSAM OJHOYACHOI'0 IIPUUOMY LUX JIIKaPChKUX
3aco0iB SIK YIIPOMOBXK, TaK i MiC/IsT CYIyTHHOTO JIiIKyBaHHS, 0COOIMBO IIe CTOCYETHCS CUITBHUX
inpykTopiB CYP3A4 (Hanpukiaf, pudaMminuHy, 38ipo60i0 3BUYaiHOr0).

[lanmposeH (iHdy3il). ¥ TBapuH criocTepiranucs MITyHOYKOBi QiOpuisLii 3 meTanbHIM HACIIigKOM Ta
CepIeBO-CYAUHHUN KOJIalc, CIPUYMHEHI rinepKasieMi€to, micig 3aCTOCyBaHHS BepalaMiny Ta
NAaHTPOJIEHY BHYTPIlIHbOBEHHO. Yepe3 pHU3UK PO3BUTKY TillepKajlieMil peKOMEHI0BAHO YHUKATHU
OTHOYACHOI'0 3aCTOCYBAaHHS 6710KATOPiB KaJIbI[iEBUX KAHAJIIB, TAKUX K aMJIOAUIIIH, CXUIBHUM M0
3JI05IKiCHOI TillepTepMil nallieHTaM Ta IPH JIiKyBaHHI 3I09KiCHOI TinepTepMil.

Bnaue amaoduniHy Ha iHWi aikapcbKi 3acobu.

linoTeH3uBHUM ePEeKT aMIOAUIIHY 30iNbIIyE TIMOTEH3UBHUYN e(DEKT iHIIUX aHTUTITEePTEeH3UBHUX
3aco06iB. [locmigKeHHs B3a€MOIl TpenapaTy MoKa3asid, 110 aM/IOMUIIH He BIJIMBA€E Ha
(bapMaKOKiHETUKY aTOpPBaCTaTUHY, JUTOKCUHY, Bapdapuny.

Takposaimyc. IcHye pU3UK MiABUILEHHS PiBHIB TaKPOIIMyCy B KPOBi IPX OAHOYaCHOMY 3aCTOCYBaHHI 3
aMJIOMUIIIHOM, OHAK (hapMaKOKiHETUYHHUY MeXaHi3M TaKOl B3a€EMO[il ITOBHICTIO He BCTAHOBIIEHUH.
[ITo6 yHUKHYTHA TOKCUYHOCTI TaKPOJIiMyCy IIPU CYIyTHbOMY 3aCTOCYBaHHI aMJIOOUIIiHy OTPibeH
PeryspHUY MOHITOPUHT PiBHIB TaKPOJIIMYCy B KPOBi Ta, y pa3i HeoOXigHOCTI, KOPEKIis J03yBaHHS.

mTOR iHeibimopu (mammalian target of rapamycin - MiweHi panamiuuHy y ccaguis).

Taki mTOR inri6iTopu K cuposimMmyc, TeMcupoiniMmyc i eBeposimyc € cyocTpatamu CYP3A. AMmopumin
€ cnabkum inribitopom CYP3A. Ilpu ogHoYacHOMY 3acTocyBaHHI amnoguniny 3 mTOR iHribiTopamu
BiH MOXe TTOCHJIIOBaTH BIIJIUB OCTAHHIX.

[[uksnocnopuH. JJocmigKeHb B3a€MOLiIN HUKIIOCIIOPUHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 3M0POBUM
noOpoBOJBILISIM a00 B iHIIKMX I'PyIaxX He MIPOBOAMIIM, 3@ BUHSITKOM 3aCTOCYBaHHS IMallieHTaM i3
TPaHCIIJIaHTOBAHOI HUPKOI, Y SKUX CIIOCTEPITasocs MiHINBe MiABUIIEHHS 3aTAIIKOBO]
KOHIIEHTpallil HUKIIOCTIOPUHY (B cepemHboMy Ha 0-40 %). [I11s malieHTiB i3 TpaHCIIIaHTOBAHOO
HUPKOIO, K1 3aCTOCOBYIOTh aMJIOOUIIIH, CJIifi PO3IJISHYTHA MOXKJIUBICTH MOHITOPUHTY KOHILIEHTpALil
IIUKJIOCIIOPUHY Ta, V Pa3i HeoOXiMHOCTi, 3MEHIIUTH J03Y IIUKIJIOCIIOPUHY.

CumsacmamuH. OgHOYaCHe 3aCTOCyBaHHS OaraTokpaTHUX 003 1o 10 Mr amnoguniny ta 80 mMr
CHMBACTaTHHY IIPHU3BOAUTH [0 30inbineHHs Ha 77 % eKCIOo3ullii CHMBaCTaTUHY ITOPIBHSHO 3



IPUHOMOM CUMBACTaTHHY OKpeMo. OOMeKeHHS N03yBaHHS CHMBAaCTaTUHY y MAIi€HTIB, Ki
IPUIMAaIOTh aMJIOAUIIIH, CTaHOBUTE 20 MT Ha 1006y.

CusdeHagia. Ogropa3osuii mputiom 100 Mr cunpgeHadiny maiieHTaMu 3 eCeHIIiaIbHOIO TiIepTEeH3i€0
He BIIJINBaB Ha (hapMaKOKiHETHKY aMJIofuIiny. [Ipyu omHOYaCHOMY 3aCTOCYBaHHI aMJIONUIIIHY Ta
cunpeHadiny B sKocTi KoMOiHOBaHOI Teparlii KoXeH i3 IperapariB MPOSBISAB TiMOTEeH3UBHUN ePEKT
He3aJIe2kKHO Bif iHHIOrO.

Emanoa (aaxozob). OgHOpa3oBui Ta Gararopa3oBuit mpuitoM 10 Mr amjIoguminy He MaB CYTTEBOTO
BIIJIUBY Ha (hapMaKOKiHETHKY €TaHOJy.

CywmicHe 3aCTOCYBaHHS aMJIOAUIIIHY 3 TUMETHUANHOM He MaJlo BIJIMBY Ha (hapMaKOKiHETUKY
aMJIOAUIIIHY.

CywmicHe 3aCTOCyBaHHS IIpelapariB ajlloMiHil0/MarHio (aHTalKiB) i3 pa30BOI0 J03010 aMJIOAUIIIHY He
MaJio CYyTTEBOTO BIIJIUBY Ha (hapMaKOKIiHETHUKY aMJIOAUIIIHY.

JlabopamopHi mecmu. BuB Ha MOKa3HUKY 1a00PaTOPHUX TECTiB HEBiTOMMH.
THwi aikapcwvki 3acobu.

Kniniyni gocnigkeHHS B3a€EMOIil TpemnapaTty moKa3aiy, 110 aMJIONUIIIH He BIIJIUBA€E Ha
(dhapMaKOKiHETUKY aTOPBaCTaTUHY, TUTOKCUHY a00 BapdapuHy.

Oco06.1ueocmi 3acmocyeaHHs1.
Besneky Ta eeKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IIPH TiePTOHIYHOMY KPH3i He OI[iHIOBaIu.
ITauieHmu i3 cepuesor HedocmamHicmio.

IaHil KaTeropil maiieHTiB aMJIOOUIIIH C/Iifl 3aCTOCOBYBaTH 3 00epeXHiCTI0. € JaHi, 10 BKa3ylTh Ha
30i/TbINIEHHS YaCTOTH BUIIAAKIB PO3BUTKY HAOPSKY JeTeHb V Malli€HTiB i3 ceprieBoi0 HeJOCTATHICTIO
Tsa2kKoro cryneHs (knac III ta IV 3a knacudikarniero NYHA) npu 3acTocyBaHHI aMIOOUIIIHY.
[TarmienTaM i3 3aCTiHHOI CEPIIeBOI0 HEOOCTATHICTIO 0JI0KATOPH KaJbIiEBUX KaHAJIB, BKJITFOYAIYH
aMJIOMIMIIiH, CJTif] 32aCTOCOBYBATHU 3 00€PeXkKHiCTIO0, OCKIJIbKA BOHM MOXKYTb MiJBUIIYBAaTH PU3UK
CeplLeBO-CYAUHHUX IOfIil Ta JIeTalbHUX BUNAAKIB ¥ MarOyTHLEOMY.

ITauieHmu 3 nopyweHHAM QYHKUiII neyviHKuU.

[Tepion HamiBBUBeAeHHS aMIOUIIiHY Ta mapaMeTpyu AUC BuIlli y HaLi€HTIB i3 MOPYIIEeHHSIM (QYHKIIil
IIeYiHKW; peKOMeHIallii CTOCOBHO [103 IIpeliapaTy HeMae. ToMy faHill KaTeropii maii€eHTiB cif
PO3MOYKMHATH 3aCTOCYBaHHS IIpenapary i3 HaHuK4o1 fo3u. Ciig 6yt 00epekHUMHU SIK Ha MOYaTKy
3aCTOCYBaHHS IIpelapaTy, Tak i mim yac 30inbiineHHs 103U, [lallieHTaM i3 TSKKOI0 Ie4iHKOBOIO
HEJOCTaTHICTIO Moxe OyTH HeoOXimHUM MOBiMbHUY Migdip 03U Ta PeTeNIbHUM HaTIsAd 32 CTAHOM
IaliexTa.

ITayieHmu AiMHbO20 BIKY.
306inpIIyBaTH 403y IpenapaTy JaHilk KaTeropii maieHTiB cyif 3 06epexkHiCTIO.

ITauienmu i3 HUPK0BOI HeAoCmMamHicmio.



IaHil kaTeropil nalieHTiB CJIiff 3aCTOCOBYBaTH 3BMYalHi 103U IIpelapaTy. 3MiHA KOHIIEHTpallii
aMJIO[UIIIHY Yy MJIa3Mi KPOBi He KOPEIIITh 3i CTyIleHeM MOPYyIIeHb GyHKLiY HUPOK. AMJIONUIIIH He
BUMAJISIETHCS LIJIIXOM Aiai3y.

AMJIOOUIIIH He BIJIMBA€E Ha Pe3yJIbTaTé 1ab0pPaTOPHUX HOCTIIXKEHb.

He pekoMeHOyETHCST 3aCTOCOBYBATH aMJIOOUITIH Pa3oM i3 rpeundpyTom abo 3 TperndpyToBUM COKOM,
OCKIiIbKY Y IesKUX MallieHTiB 6i0M0CTynHICTE MOXKe OyTH 306ibIleHa, 1110 TPU3Bee N0 IOCUTIEHHS
TiNOTEH3UBHOIO e(eKTy Ipemnapary.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
Besneka 3acTocyBaHHS aMJIOOUIIIHY XKiHKaM y I1epiof BariTHOCTI He BCTaHOBJIEHA.

3aCTOCOBYBaTH aMJIOOUIIIH Y IIepiof BariTHOCTI peKOMEHAYEThCA JIUllle y BUMlafKaX, KOJIU HeMae
Oe3neyHimol anbTepHATUBY, a PU3UK, TI0B’I3aHUN i3 CaMUM 3aXBOPIOBAHHSM, IIEPEBUIIYE MOKIIUBY
IIKOAY Bif JIIKyBaHHA [JI MaTepi Ta mofa.

Y xogi gocigKeHb Ha TBapUHaX IIPU 3aCTOCYBaHHI BUCOKUX 03 CIIOCTepiranacsa penpogyKTUBHA
TOKCHUYHICTb.

ITepiod 200ys8aHHA 2py000. AMIIOOUIIIH IPOHUKAE Y MaTEPUHCHKE MOJIOKO. KibKiCTh aMJIOAUIIIHY,
sKa MOXe MOTPaIUIATYA OUTHHI 3 TPYIHUM MOJIOKOM MaTepi, MOXe CTaHOBUTH Bif 3-7 0o 15 % nos3y,
110 3aCTOCOBYyBasacd MaTip'1o. [lis aMIOOUIIiHy Ha HEMOBJIAT HeBigoMa. [Ipyu IpuUHATTI pilieHHS PO
IIPOJOBKEHHS TONYBaHHS IPyAAI0 abo PO 3aCTOCYBaHHS aMJIOAUIIIHY HeOOXiIHO OLiHIOBaTH KOPUCTD
TONyBaHHA I'PYLAI0 OJI DUTUHU Ta KOPUCTH Bif 3aCTOCYBaHHS IIpeapaTy Ojs MaTepi.

®epmusvHicme. [ToBigomIsAny po 000pPOTHI GioxXiMiYHiI 3MiHU T'OJIOBKM CIIEpMAaTO3011a ¥ AeIKUX
NaLiEHTIB IIPU 3aCTOCyBaHHi 6710KaTOPiB KanbllieBux KaHaunis. Kniniunoi inpopmariii uono
IOTEHIIMHOTO BIIJIUBY aMJIONUIIIHY Ha (PePTUIBHICTE HEJOCTATHEO.

30amuicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizmamu.

AMTOUIIIH MOXKe YMHUTH He3HAauYHMH a00 MOMIpHUY BIIJIUB Ha 3[aTHICTh KEPYBATH aBTOTPAHCIOPTOM
abo mpalroBaTy 3 iHIMMYU MexaHiaMamu. [IIBUAKICTE peakuii Moxke OyTH 3HUXKEHA ITPU HASBHOCTI
TAKWX CUMIITOMIB SIK 3allaMOPOY€eHHS, TOJIOBHUM 0ilb, CIIYyTAHICTh CBiMOMOCTI 41 HYHOTa.

Cnig 6yt 06epexXHUMH, 0COOIMBO Ha [TOYATKY Teparil.

Cnocib 3acmocyeaHHsi ma do3u.

[Topocai.

[lns mikyBaHHSI apTepianbHOI TiepTeH3il Ta CTeHOKapil 3BMYaiiHa Io4YaTKOBa [03a IpenaparTy
cTaHoBUTH b Mr 1 pa3 Ha f00y. 3aiexkHo Bifi peakilil malfieHTa Ha Tepaliio 103y MOXKHa 30ibIIUTH 0
MaKCHUMaJbHOI f03H, 110 cTaHOBUTh 10 Mr Ha 1 pa3 Ha go0y.



[TamieHTaM 3i CTeHOKapAi€lo IpefapaT MOXkKHa 3aCTOCOBYBaTH K MOHOTepario abo y KoMmOiHalii 3
iHIIMMY aHTUAHTiHAIBHUMH JIiIKapChKUMU 3acob6aMu NpU PE3UCTEHTHOCTI [0 HiTpaTiB Ta/abo
ameKBaTHUX 003 OeTa-6710KaTOPIB.

€ [IOCBif 3acTOCYBaHHS Ipemnapary MHallieHTaM 3 apTepiaabHOIo TinepTeH3ieio y KombiHaril 3
Tia3uOHUMHU [iypeTuKaMu, anbda-01okaTopamu, 6eTa-6;10kaTopamMu abo 3 iHriGiTopamu
AHTi0TeH3UHIIEPETBOPIOBANILHOTO (hepMeHTy.

HeMmae HeobOximHOCTI y migbopi mo3u mpemnapaTy Ipyu OGHOYACHOMY 3aCTOCYBaHHI 3 Tia3uIHUMU
niypetrkamu, 6eTa-00KaTopaMy Ta iHTibiTopaMu aHTiOTEH3UHIIEPETBOPIOBAILHOTO (DEPMEHTY.

Ilimu e8ikom 8i0 6 pOKi8 3 apmepiaabHO0 2inepmeH3i€lro.

PexomeH0BaHa MOYaTKOBa [03a IIpemnapaTty AJid Ifi€l KaTeropil mari€eHTiB cTaHOBUTH 2,5 MT 1 pa3 Ha
noOy. fAKio HeoOXimHUI piBeHb apTepialbHOT0 TUCKY He 0yae JOCATHYTUHM IPOTSATOM 4 TUXKHIB, HO3Yy
MOXKHa 30inbmuTH 70 5 Mr Ha [00y. 3acTOoCyBaHHS IpenapaTy y J03aX BUIEe 5 MT [JiS HaHOI
KaTeropil malfieHTiB He [HOCiXKYyBaIu.

TabmeTku 1o 5 Mr Ta 10 Mr npu3HayeHi [y PO3MOMiTy HaBIII 71 OTPUMaHHS OO3U 2,5 MT' Ta 5 MT
BiZIIOBiOHO.

ITayieHmu AiMHbO20 BIK)Y.

Hemae HeobOximHOCTI y migbopi mo3u At gaHol KaTeropii maiiedTis. [TinBuilleHHS 03K CIIif
IIPOBOIUTH 3 00ePEKHICTIO.

ITauieHmu 3 nopyweHHAM PYHKUiIl HUPOK.

PekoMeHOyeThCS 3aCTOCOBYBATH 3BMYalHi 03U IIpenaparTy, OCKiIbKY 3MiHM KOHIIEHTpallil
aMJIOJUITIHY y IJ1a3Mi KPOBi He ITOB’g3aHi 31 CTyIeHeM TSKKOCTI HUPKOBO1 HEJOCTaTHOCTi. AMJIOAUIIIH
He BUBOOUTHCSA LIUIAXOM Aiaizy.

3acmocyBaHHA nauieHmam 3 neviHko80w Hedocmamuicmio.

Ilo3u mpemnaparty [Ji 3aCTOCYBaHHS MallieHTaM 3 IIeYiHKOBOI HEeJOCTaTHICTIO Bifl JIETKOTO [0
IIOMIpPHOT'O CTYIIE€HS TSI?KKOCTi He BCTAHOBJIEHI, TOMY Iifgbip MO3H CJIif TPOBOAUTH 3 00ePEeKHICTIO Ta
IIOYMHATH 3aCTOCYBaHHSA i3 HAaWHUXKYOI 703U (OUB. po3hinu «Oco0IMBOCTI 3aCTOCYBaHHI» i
«PapmakoKiHeTHKa»). ®apMaKOKiHeTUKY aMJIOAUIIIHY He JOCIiAXKYyBalU Y MallieHTiB i3 IOPYIIEHHAM
GYHKII] TeYiHKY TSIXKKOTO CTyHeHs. [[719 TaKUX Malli€HTiB 3aCTOCYBAHHS aMJIOOUIIIHY CIIif
PO3MOYMHATH i3 HalHMKYO1 JO3U Ta ITOCTYIOBO ii 30i/bIIyBaTH.

Himu.
[IpenapaT MOXKHa 3aCTOCOBYBATH HOiTSM BIKOM Bifi 6 POKIB.

BrnnuB aMnopuniHy Ha apTepiajJbHUM THUCK MAIll€HTIB BiKOM [0 6 POKiB HEBIIOMUI.

ITepedo3yeaHHs.

IIocBig HABMUCHOTO TIepei03yBaHHs IIpenapaTy 06MeXeHu .



Cumnmomu: HassBHa iHdopMallis mae migcTaBu BBaXkKaTH, 1[0 3HAUHE MTepelo3yBaHHS aMJIOOUITIHY
IpU3Bee J0 HafMipHOI nepudepryHol Ba3oaunaTallii Ta, MOXKJIHUBO, 0O pedIeKTOPHOI TaxXiKapil.
[ToBimoMIIsiNK PO PO3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPUBAJIOl CHCTEMHOI apTepialbHOl TiIOTEH3I],
BKJII0YAIOYH LIOK i3 JIeTaJIbHUM HaCJIiIKOM.

JIikysaHHA: KIIIHIYHO 3HaYyllla apTepiasibHa rilloTeH3is, 3yMOBJIeHa Ilepefo3yBaHHIM aMJIONUIIIHY,
BAMara€ aKTUBHOI IiATPUMKH TisIIbHOCTI CepIeBO-CYOUHHOL CUCTEMHY, BKITIOYAal0YX YaCTUHI
MOHITOPUHT QYHKIIN CepIs Ta AUXaHHS, MiOHATTS HUXKHIX KiHI[IBOK, MOHITOPHUHT 06’ €My
IIUPKYII0I0Y0i PiAVHY Ta CEYOBUIITEHHS.

[ BIGHOBIIEHHS TOHYCY Cy[IUH Ta apTepiaJibHOr0 TUCKY MOXKHA 3aCTOCYBAaTH CYAUHO3BYXKYyBaJIbHI
npernapaTy, yIeBHUBIIKCH Y BiICYTHOCTI MPOTHIIOKa3aHhb [0 1X 3aCTOCYBaHHS. 3aCTOCYBaHHS KaJbIii0
TJTIIOKOHATY BHYTPIIIHbOBEHHO MOXKe OyTH KOPUCHUM [J151 HiBeTloBaHHS e(eKTiB 6710Kagu KalbllieBUX
KaHaJIiB.

YV mesikux BUIafiKax Moxe OyTH KOPUCHUM IIPOMUBAHHS IINIyHKa. 3aCTOCYBaHHS aKTUBOBAHOTO
BYTiJIISE 3OPOBUM JOOPOBOJIBIIM IIPOTITOM 2-X TOIUH Iiciis BBemeHHs 10 Mr aMIoguIminy 3HaYHO
3MEHILINUIO PiBEHDb UOT0 BCMOKTYBaHHS.

OCKinTbKM aMJTOUIIIH 3HAYHOIO MipoIo 3B’I3y€ThCs 3 OinlkamMu KpoBi, epekT mianily He3HaUHUH.

Pigko moBimoMIIsiiocst TPO PO3BUTOK HEKAPIiOTeHHOTO HAOPSKY JIETeHIB K HACTIIIOK Iepem03yBaHHs
aMJIOTUIIIHY, SKUU MOXKe MPOSBIISITUACS 3 BiICTPOUEHUM ITOYaTKOM (depe3 24-48 rogus micns
npuioMy) i motpebGyBaTH MITYYHOI BEHTUIIAI] lereHb. ®aKTopaMu, 10 CIPUSIOTH PO3BUTKY
HeKap[ioreHHOTo HaOpsKy JiereHb, MOXKYTh OyTH paHHI peaHiMalliliHi 3axou (BKIII0Ya0un
IepeBaHTaXXKeHHS PiIWHOIO0) [/ MATPUMKY Iepdy3ii Ta CepIieBOro BUKULY.

ITo6iuni peakuii.

[Tpu 3acToCcyBaHHI aMIOOUIIHY HalyacTille TTOBiJOMIISIIIM IIPO TakKi MOOiuHi peakilil: COHJIUBICTE,
3allaMOPOYEHHS, TOJIOBHUY Oifb, MaibIiTallis (mocunese cepueOuTTs), IPUNIUBY, 6inb y YepeBHil
TIOPOXKHMHI, Hy[I0Ta, HAOPSIKU rOMiNTOK, HaOPSIKKM Ta BTOMJIIOBAHICTE.

[To6iuHi peaxiiii, mpo sIKi MOBIMOMIISAIY Iifl Yac 3aCTOCYyBaHHS aMJIOAUIIIHY, HaBeeHi HIXK4e 3a
CHCTEMaMH Ta KjlacaMM OpraHiB Ta 3a YaCTOTOI0 BUHMKHEHHS: oyxke 4acTo (= 1/10), vacto (= 1/100,
< 1/10), mewacto (= 1/1000, < 1/100), pigxo (= 1/10000, < 1/1000), onyxe pigko (< 1/10000),
HeBigoMO (HEMOKJIUBO OLIIHUTHU 3 HAaIBHUX HAHUX).

3 60Ky Kpoei ma aiMpamuyHoi cucmemMu: OyxKe PifiKo - TeUKOIMTONEHis, TPOMOOIIUTOIIEHIS.
3 6oky iMyHHOI cucmemu: gyxe PigKo - anepriyxi peaxiiii.
ITopyweHHsa memaboaiamy ma asiMeHmapHi po3aadu: oyxKe PigKo - Timepriikemis.

ITcuxiuHi nopyweHHA: HedyacTo - 0e3COHHS, 3MiHM HACTPOIO (BKJII0Yal0Uy TPUBOXKHICTE), OETPeCis;
PiAKO - CIIyTaHICTh CBiZIOMOCTI.

3 60Ky Hepeosoi cucmemMu: 4acTO - COHJIMBICTD, 3alIaMOPOYEHHS, TOJIOBHUH 0i/lb (TOJIOBHUM YHUHOM
Ha II04aTKYy JIIKyBaHH); He4acTO - TPeMOop, OUCTEB3is, CUHKOIIE, TinecTe3id, napecTesis; OyxKe piaKo
- TinepToHyc, nepudepudHa HeUPOIaTis; HEBigoOMO: eKCTpalipaMifHi po3naau.



3 60Ky opaaHis 30py: YaCcTO - IMOPYILIEeHHS 30PY (BKIIIOYAIOYH OUIIOII0).
3 60Ky opeaHis cayxy ma nabipuHmy: HeYacTo - A3BiH y ByXaX.

3 60Ky cepus: 4acTo - TOCHUIIEHE CEePIeOUTTS; HeYaCTO - apUTMis (BKIIOUa0Ouy OpaguKapiio,
IIJTYHOYKOBY TaxiKappilo Ta MEPEXTiHHS Mepefcepan); AyxkKe pigko - iHpapKT Miokappa.

3 60Ky cyOuH: 4acTo - IPUIIJIUBU; HEYACTO - apTepiasibHa TilTOTeH3is; OyKe PidKo - BACKYIIiT.

PecnipamopHi, mopakaavHi ma mediaCmuHAaAbHi NOPYWeEeHHA: 9aCTO - OUCITHOE; He4aCTo - PUHIT,
KallleJlb.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: 4acTo - Oilb y XKUBOTI, Hy0Ta, AUCIEICis, TOPYIIEHHS
IIepUCTANbTUKY KUIIEYHUKY (BK/II0YalOUX 3alop Ta [iapero); HeyacTo - OJII0BaHHS, CYXiCTh Y POT;
OyXe pigKo - MaHKpeaTUT, TaCTPUT, Tilepiiasia sceH.

3 6oky 2enamobisiapHoi cucmemMu: nyxe PifKo - TETATUTH, KOBTSHUIIS, MiABUILIEHHS PiBHS
Ne4iHKOBUX (DepMeHTIB (110 HaldacTillle acoliloBasiocs i3 X0IecTa3oMm).

3 6oky wkipu ma nidwKipHOi MKAHUHU: HEYACTO - aJIoMelis, MypIypa, 3MiHa 3a0apBIIeHHS IIKipH,
ImigBUIIIeHE TTOTOBUMIINIEHHS, CBepbixk, BUCUIIaHHS, €K3aHTeMa, KPOIIUB THKA; IyKe PifKo -
AQHTiOHEBPOTUYHUY HAOPSK, MyIbTH(HOPMHA epuTeMa, eKChOTiaTUBHUM JepPMATUT, CHHIPOM
CriBeHca-[]:k0HCOHa, HabpsK KBinke, GOTOUyTNIUBICT, HEBITOMO (HEMOXKITUBO OLIHUTH 3 HASIBHUX
OaHUX) - TOKCUYHUY eligepManbHUN HEKPOIi3.

3 60Ky ckesemHo-M’A30801 ma cnoay4HOi MKAHUH: 4aCTO - HaOpsKaHHS I'OMIJIOK, CyIOMHU M’s3iB;
HEeYacCTo - apTpairis, Mianris, 6inb y CIIuHI.

3 60Ky HUPOK ma ceyosudinbHO20 MPAKmMy: He4acTo - IIOPYIIeHHS CeUOBUMINIEHHS, HIKTYpi,
NiBUINEHA YaCTOTa CEYOBUNYCKAHHS.

3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3d/103: HEYACTO - iIMITOTEHIIisl, TIHEKOMACTis.

3aeanvHi nopyweHHs: oyxKe 9acTo - HaOPSIKYU; 4acTo - MifiBUIlleHa BTOM/IIOBAHICTh, aCTEHisl; He4acTo
- 0inb 3a rpyaHUHOW0, 0iNb, HE3MYKaHHS.

Hocai0aceHHA: HedacTo - 30inblIeHHs a00 3MEeHIIeHH MacH Tinia.
[ToBimoOMISITK PO BUHSITKOBI BUIIAAKKA PO3BUTKY €KCTPAIipaMiTHOTO CHHIPOMY.
Himu.

Awmmopumin goOpe epeHOCUTLCS TP 3aCTOCyBaHHi AiTAM. [Ipodinst nobiyHux peakiiit OyB MogibHUM
[0 TUX, 110 CIIOCTepiraaucs y AOPoCnux. Y JOCifXKeHHI 3 y4acTio 268 miTed HailgacTilie
TIOBimOMJISLNIOCS TIPO TaKi MoOiYHi peakuii: rojoBHUM 0ifib, 3alTaMOPOYEHHS, POIIIUPEHHS
KPOBOHOCHMX CYAMH, HOCOBa KPOBOTeYa, Oifib ¥ KUBOTI, acTeHis.

BinbmicTs nob6iyHMX peakiiit Oynu erkoro abo momipHoro crymens. Tsxki mo6iyHi peakii
(mepeBaxHO TonoBHUM 6inb) criocTepiranucs y 7,2 % mpu 3acTOCyBaHHi 2,5 Mr amnoputiny, y 4,5 %
IIPY 3aCTOCYBaHHI 5 Mr amiiofutiny, ta y 4,6 % - y rpymi mnane6o. HalinounpeHiioo NpuiYnHo0
BUK/IIOUEHHS 3 HOCTimKeHHs Oy/la HEKOHTPOJIbOBaHa rimepTeH3is. 2KogHOTO pa3y BUKJIIOUEHHS 3
mocTigKeHHs He OyJI0 CIpUYMHEHe BigXuIeHHAME 1abopaTopHUX TOKa3HUKIB Big HopMu. He Oyrio
3a(ikcoBaHO CyTTEBUX 3MiH MYJIBCY.



ITogidomaeHHs npo ni003pro8aHi nobiuHi peakuii.

[ToBimomIeHHS IIPO TMigo3pioBaHi MOOiYHI peakiil Mmicyig peecTpaliil 1iKkapchbKoro 3aco0y Ma€e BaKJIMBe
3HaueHH4. lle nae 3Mory mpoBoauTy 6e3mepepBHUN MOHITOPUHT CIIiBBiIHOIIEHHS MiXK KOPHUCTIO i
pU3MKaMH, II0B’I3aHUMHU i3 3aCTOCYBaHHSM LILOTO JIIKapChKOTO 3aco0y. JIikapsM ciif 3BiTyBaTH PO
Oynmb-sKi mimo3proBaHi moOivHi peakiril BiAmoBigHO M0 BUMOT 3aKOHOJABCTBA.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu npu TeMiepaTypi He Buile 25 °C B opuriHaibHil yIaKOBII 719 3aXUCTY Bif CBiT/Ia Ta
BOJIOTH.

30epiraté B HEAOCTYIIHOMY IJISI OiTEW MicCIIi.

VYnaxoBka.

ITo 15 TtabneTtok y OmicTepi; mo 2 (15 * 2) GmicTepu B KapTOHHIN KOPOOIIi.

Kareropis Bignmycky. 3a peremnrtom.

BupoOHUK.

Jlek ®apmMalieBTUYHA KOMITaHid 1. 1.
abo

Jlek ®apmMalieBTUYHA KOMITIaHid 1. .
abo

Jlex C.A.

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOr0 Tis/IbHOCTI.
ByJI. BepoBiikoBa 57, JItoO6nsiHa 1526, CnoBeHis

abo

Tpimmini, 2, 9220 JlergaBa, CnoBeHis

abo



Byn. Ilogmimie, 16, Ctpukos, 95-010, [Tonsma.



