IHCTPYKIIA

IJIsi MeJIUYHOr0 3aCTOCYBaHHS JIIKapChKOI'0 3aC00y

EMJIOOAH®

(EMLODIN®)

CKkn1ao:
ditoua pevosuHa: 1 tabmeTka MicTuTh 2,5 Mr abo 5 mr, abo 10 Mr amnoputniny (110 Bifmosigae
3,475 mr abo 6,95 mr, a6o 13,9 Mr amnopumniny 6ecunarty BifmoBigHO);

0OnoMIdCHI pe40BUHU: LIeJII0JI03a MIKPOKPHUCTaliuHa, HAaTPil0 KPOXMaIbIJIiKONAT (TN A), KpEMHI0
miokcup KonoigHuy 6e3BOMHUM, MarHilo cTeapart.

JlikapcbKa ¢opma. TabneTku.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

tabneTku 2,5 Mr - 6ioro abo Marizke 6i1oro abo KOBTYBaTO-0i/I0r0 KOJIbOPY, KPYTJIi, IIJIOCKi 3
dackorio TabneTKy, 3 TpaBipyBaHHAM CTHJIi30BaHOl JiTepu E 3 omHOro 60Ky Ta nudpoio 251 3 iHmoro
6oky, 6e3 abo Maiixke 6e3 3amaxy;

TabneTku 5 Mr - 6iioro abo mMatizke 6i10ro abo KOBTYBaTO-0i10r0 KONIbOPY, KPYTJIi, JIOCKi 3 (pacKoio
TabJleTKH, 3 TPaBipyBaHHAM CTUIi30BaHOi niTepu E 3 ogHOro 60Ky Ta mudpoio 252 3 inmoro 60Ky,
6e3 abo Malixke 0e3 3amaxy;

tabnetku 10 mr - 6imoro abo mMatizke 6imoro abo KOBTYBaTO-0iJ10r0 KOJILOPY, KPYTJIi, IIJIOCKi 3
dackoro TabneTKy, 3 TpaBipyBaHHIM CTHIIi30BaHO1 JliTepu E 3 omHOro 60Ky Ta mudpoio 253 3 iH1Ioro
60Ky, 6e3 abo Malixke 6e3 3amaxy.

QapmaKOTepaneBTHqHa rpyma.

CeneKTHBHI aHTarOHICTU KaJIbIlil0 3 IlepeBaxkHUM BIIMBOM Ha cynuau. Kog ATX C0O8C AO01.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

AMJTOfIUIIIH - aHTATOHICT Kasbllilo (oXigHe OUTigpomipuauHy), mo 6JI0Kye HagXO[XKeHHS i0HiB
KaJIBbI[iI0 O MIOKapAy Ta OO KIITHAH IJIafkKuX M’A3iB.



MexaHi3M TinoTeH3UWBHOI [Iii aMIOIUIIIHY 3yMOBJIEHUY 0€310CepeIHbOI0 Po3cIabioyoio Tielo Ha
r7afKi M's134 cynuH. TOYHUY MeXaHi3M aHTHaHTiHAIBHOTO e(DeKTy aMJIONUIIiHY BU3HaYEeHUH
HeIOCTaTHHO, OIHAK HUXKYe3a3HaueHi e()eKTH BifirpaloTh IEBHY POJIb.

1. AMnogumiH po3MupPIOE NepudepruyHi apTepiony i TaKUM YMHOM 3HUXKYE epudepruiHuil Omip
(mocTHaBaHTaxXeHHs). OCKIIbKY CepLeBUN PUTM 3aJIMIIAETHCS CTA0IIbHUM, 3HUKEHHS
HaBaHTaXXKeHHS Ha Ceplle IPU3BONUTE 10 3HUXKEHHS CII0XKUBaHHS eHeprii Ta moTpebu Miokapza B
KVCHI.

2. Po3miupeHHs TOJIOBHUX KOPOHAPHUX apTepPil Ta KOPOHAPHUX apTepion (HOpMalIbHUX Ta
ilmemizoBaHUX), MOXKJIMBO, TAaKOXK Biflirpae poJib y MexaHi3Mi fil amnoguniny. Take po3mMpeHHs
IiABUINYE HACUYEHICTh MiOKap/a KMCHEM Y TallieHTiB 3i clla3MOM KOPOHApHOI apTepil (CTeHOKapHis
[TpunuMeTana ab0 BapiaHTHa CTEHOKapPMHis).

Y narienTiB 3 apTepianbHOIO TillepTeH3i€0 3aCcTOCyBaHHs IpenapaTy 1 pa3 Ha mo0y 3abe3meuye
KJIIHIYHO 3HaUyllle 3HUXKEHHS apTepialbHOr0 TUCKY MPOTATOM 24 TOAWH y IIOJI0OKEHHI K JTeXaul,
TakK i cTosiun. Yepe3 MOBiIbHUM IIOYATOK [Ail aMJIOAUIIIHY TOCTPa apTepianbHa TinoTeH3is 3a3BU4ail He
CIIOCTEPIra€eThCA.

V manieHTiB 3i cTeHOKapi€to Py 3aCTOCYBaHHI ofHiel 1060BOI 03K IpemapaTy MigBUIIYEThCS
3arajapHUM 9ac (pi3MYHOr0 HaBaHTaXKEeHHS, 9ac [0 II0YaTKy CTeHOKapAil i 9ac mo 1 MM genpecil
cermenTa ST. [IpenapaT 3HUKY€E YaCTOTy HallafliB CTEeHOKapii Ta 3MeHIIye MoTpedy y 3acToCyBaHHI
HITPOTJIiLIEpUHY.

AMJTOTIUTIIH He acoII0ETLCSA 3 OyAb-IKUMU MOOIYHUMY MeTaboMiYHUMY AisiMu abo 3MiHaMu piBHS
JnifiB y ma3Mi KpoBi, MOKHA 3aCTOCOBYBATH IallieHTaM 3 aCTMOI0, LIyKPOBUM AiabeToM Ta
IIOAarpoxo.

dapmakoKiHemuxka.

BcMOKTYBaHHSA/PO3MOMII.

[Ticns mepopanbHOTO 3aCTOCYBaHHS TEPANEeBTUYHUX 103 aMJIOAUIIIH IIOCTYIIOBO abCcopOy€eThCs y
11a3My KpoBi. AGcomoTHa 6i0H0CTYIHICTS HE3MiHEHOI MOJIEKY/IX CTaHOBUTE IPUOIN3HO

64-80 %. MakcuMasnbHa KOHIIEHTpAIlid y Ia3Mi KPOBi OCATAETLCS MPOTATOM 6-12 roguH micns
3acTtocyBaHHsS. O6’€M PO3MOOiNy CTaHOBUTH MpubIu3HO 21 JI/KT; KOHCTAHTa gucorialii kuciotu (pKa)
aMJIOOUIIIHY CTAHOBUTH 8,6. [locnifKeHH in vitro IpogeMOHCTPYBaly, 10 3B A3yBaHHI aMJIOOUIIIHY
3 OiflKkaMu MJTa3Mu KPOBi CTAHOBUTH IPUOIU3HO 97,5 %.

OpHOYacCHe BXKMBaHHS 1Ki He BIUIMBA€ Ha BCMOKTYBaHHS aMJIOAUIIIHY.

Metabomi3M/BUBEIEHHS.

[lepion HamiBBUBEOEHHS 3 MJIa3MU KPOBi CTAHOBUTH NMpuOnu3Ho 35-50 rogus. PiBHOBaxKHa
KOHIIEHTPAIlis y II71a3Mi KPoBi JocsATaeThCs micis 7-8 oHiB 6e3mepepBHOr0 3aCTOCYBaHHS ITpemapary.
AMJTOIUTIiH TOJIOBHUM YMHOM MeTaboTi3yeThCsl 3 YTBOPEHHSIM HeaKTHUBHUX MeTa0oJiTiB. Bnu3bpko

60 % BBefleHOI 003U BUBOOUTLCH i3 ceuelo, mpubau3uo 10 % 3 IKUX CTAaHOBUTEH aMJIONUIIIH Y
He3MIHEeHOMY BUIJIAML.

[TalieHTH JIITHLOIO BiKY.

Yac mocATHeHHS PiBHOBaXKHUX KOHIIEHTPAIliM aMJIOAUIIIHY Y MJIa3Mi KpOBi OmiOHUY Y MallieHTiB
JIITHBOTO BiKY Ta y JOPOCNIUX Iali€eHTiB. KiipeHC aMIoaumniny 3a3Budai Ael[0 3HUXKEHNUH, 1110 Y



TAIiEHTIB JIITHLOTO BiKy MPU3BOAUTD OO 30iNbIIIEHHS IIJIONII i KPUBOIO «KOHIEHTpalris/4ac» (AUC)
Ta IIepiofy HalliBBUBEOEHHS IIpemapary.

[NarienTy 3 MOpyIIeHHIM QYHKIIIH HUPOK.

AMJTOfIUTIIH eKCTEHCUBHO 0ioTpaHCchHOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BUIINIIETHCS ¥ HE3MIHEHOMY BUTJISAIL 3 ceuelo. 3MiHM KOHIIEeHTpAllil aMJIOAUIIiHY Y MJIa3Mi KPOBi He
KOPEJIOI0Th 3i CTyIeHeM IOpyIIeHHS PyHKIiM HUPOK. [lanieHTaM i3 nopymeHHAM (QYHKIIN HUPOK
MOXKHA 3aCTOCOBYBATU 3BUYaUHI 03U aMJIOSUIIIHY. AMJIOOUIIIH He BUNAISETHCA LIIAX0OM Aiai3y.

[NarieHTy 3 MOPYIIeHHAM QYHKIIII eYiHKHU.

[HdopMariis mogo 3aCTOCYyBaHHSA aMJIOAUIIIHY HallieHTaM i3 TOpyImIeHHAM (YHKII IeYiHKU OyXKe
oOMexeHa. Y mallieHTiB i3 me4iHKOBOI HeIOCTATHICTIO KITipeHC aMJIOAUIIiHY 3HUKEHUH, 110
IPU3BOIUTH [0 30iNbIlIeHHS TPUBAJIOCTI epiofy HamiBpo3nany Ta fo 36inemenHs AUC mpuOnu3Ho Ha
40-60 %.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

AprtepianbHa rinepreH3is.
XponiyHa cTabinbHa CTEHOKApPHis.

BasocmacTuyHa cTeHOKapHia (cTeHOKapmis I1puHiMeTana).

IIpomunoka3aHHA.

- Bigoma mimBuiieHa 4yTIUBICTh 10 OUTIAPOMiPUANHIB, aMI0aUIIiHYy abo 0o Oyab-SKOT0 iHIIOT0
KOMIIOHEHTa IIperapary.

- ApTepianbHa rinoTeH3is TIXKKOr0 CTyIEeH.
- [llok (BKMOYa4y KapoioreHHUH II10K).
- OOCTPYKIIis BUBIIHOTO TPAKTY JIiBOTO IITyHOUKa (HAIPUKIIA[ CTEHO3 QOPTHU TAKKOIO CTYIIEHS).

- T'emopuHaMmiyHO HecTabimbHa ceplieBa HEJOCTATHICTh IicIs TOCTporo indapKTy Miokappa.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
Bnaue iHwux aikapcvkux 3acobie Ha ama00uniH.

HasiBHi maHi momo 6e31meyHoro 3aCTOCYBaHHS aMJIOIUIIIHY 3 Tia3UJHUMU OiypeTUKaMu, anbda-
6mokaTtopamu, 6eta-6;10kaTopamy, iHribitopamu ATI®, HiTpaTaMu IPOJIOHTOBAHOI [il,



cyOniHTBaIbHOIO (POPMOIO HITPOTIillePHHY, HECTEPOITHUMH IPOTU3aNalbHUMU TiKapChKUMU
3acobaMu, aHTUOIOTHKaMH, OpaIbLHUMU TilOTTiKEMiYHUMU TiKapChbKUMU 3aco0aMu.

[TaHi, oTpuMaHi y X0fi in vitro DOCTigXKeHb i3 MI1a3M0I0 KPOBi TIOAWHYU, CBIdYaTh PO BiACYTHICTH
BIUIMBY aMJIOOUIIIHY Ha 3B’sg3yBaHHS 3 OilKaMu KPOBi HOCTIIXKyBaHUX JIiKapChKUX 3aC00iB (TUTOKCHUH,
GbeniToiH, Bapdpapun abo iHmOMETAITNH).

IHeibimopu CYP3A4.

OpHoYacHe 3aCTOCyBaHHS amiofuminy Ta iHriditopis CYP3A4 notyxkHo1 abo momipHol il (iHribiTopu
IpoTeas, a30/IbHi MPOTUTrPUOKOBi 3aco06U, MaKpOJIiAK, Taki K ePUTPOMIIIUH YU KJITAPUTPOMIIUH,
Bepanamin abo gunTiazeM) MoxKe IMIPU3BECTHU A0 3HAUYIIOrO MigBUIIEHHS €KCIIO3UIlil aMIOfUIIIHY, 1110
TAK0XkK MOXKe IIPU3BECTHU [0 MiBUILIIEHHS PU3UKY BUHUKHEHHS TrinoTeH3il. KniHiuHe 3HaYeHHS TaKUX
3MiH MoXe OyTH Oinblll BUpaKeHUM Y IAI[i€HTIB TiTHHOTO BiKy. Moxke OyTy HEOOXiIHUM KIIiHiuHe
CIIOCTEpPEeXKEHHS 3a CTAHOM TIallieHTa Ta Mmigdip mo3u.

He pekoMeHOy€eThCS OOHOYACHO 3aCTOCOBYBATU aMJIOTUIIIH Ta TpeindpyTu abo rpeindpyToBuii CiK,
OCKIiJIbKY ¥ IeIKHUX NallieHTiB 0i00CTYNHICTh aMJIOAUIIIHY MOXKe MigBUIIYBaTHUCh, 1110, ¥ CBOIO YEPTY,
IPU3BONUTH O IOCUJIEHHS TIOTeH3UBHOL [il.

Inoykmopu CYP3A4.

[ndopmariii uromgo BruBy iHOyKTOpiB CYP3A4 Ha amnogurmiH, Hemae. OmHOYacHE 3aCTOCYBaHHS
aMJIO[UIIIHY Ta pedoBuH, 10 € ingykTopamu CYP3A4 (Hanpukiag pudamMminyHy, 38ipo00io), MoxKe
IPU3BONUTH [0 3HUKEHHS KOHIIEHTpAallil aMJIOJUIIiHy y IJ1a3Mi KPOBi, TOMY 3aCTOCOBYBATH TaKi
KoMOiHaIlil citifg 3 06epexkHICTIO.

LlanmpoaseH (iHdy3il).

YV TBapuH crocTepiranucs mayHOYKoBi GiOpuisiii 3 meTabHUM HACITIIKOM Ta CEPIIeBO-CYIUHHUN
KOJIaIIC, L0 aCOLil0BaIUCA 3 TillepKaslieMi€lo, MicIsd 3aCTOCYBaHHS BepalaMiny Ta JaHTPOJIeHy
BHYTPIITHEOBEHHO. Uepe3 PU3UK PO3BUTKY TilepKalieMil peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
0JI0KaTOpiB KaJbI[iEBUX KaHAIB, TAKUX SK aMJIOTUITIH, CXUJIBHUM M0 3JI0SKiCHOI TimepTepMii
nalieHTaM Ta IIPHU JIiKyBaHHi 37I05KiCHOI riepTepMil.

Bnaue amaoduniHy Ha iHWi AiKkapcbki 3acobu.

limoTeH3uBHUY e(pEKT aMJIOAUIIIHY IOTEHIIIOE TiITOTEH3UBHUN e(DEeKT iHIINX aHTUTINEePTEeH3UBHUX
3aco0iB.

Takpoaimyc.

IcHye pU3UK MifBUIIEHHS PiBHIB TAKPOJIIMYCY B KPOBI IIpU OAHOYACHOMY 3aCTOCYBaHHI 3
aMJIOTUITIHOM, OOHAK (papMaKOKiHETUYHUY MeXaHi3M TaKol B3aEMOIii ITOBHICTIO HE BCTAHOBIIEHO.
[ITo6 yHUKHYTHA TOKCUYHOCTi TaKpOJIiMyCy, IIPU CYIIyTHbOMY 3aCTOCYBaHHI aMJIOJUIIiHY, TIOTPi6eH
peryspHUAY MOHITOPUHT PiBHIB TaKpPOJIMyCy B KPOBi Ta, y pa3i HeoOXifHOCTI, KOPEKI[is [03yBaHHS.

LukaocnopuH.

HocmifKeHb B3aEMOIill IXKJIOCIIOPHHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 3[[0POBUM JO0OPOBOJIBIIM
abo B iHIINX I'Pyllax He MMPOBOJUIIN, 3@ BUHSATKOM 3aCTOCYyBaHHS IallieHTaM i3 TpaHCIJIaHTOBAHOIO
HUPKOIO, Y SIKUX CIIOCTEPiranocst MiHIMBe MigBUIIEHHS 3aJIMIIKOBOI KOHIIEHTpPAIlil IIMKI0CIOPUHY (B
cepenuboMy Ha 0-40 %). [In1s mallieHTiB i3 TpaHCIIIAaHTOBAHOI HUPKOIO, SIKi 3aCTOCOBYIOTh



aMJIOJUIIIH, CITif PO3TISTHYTH MOXKJIMBICTh MOHITOPUHTY KOHILIEHTPAIlil IUKIIOCTIOPUHY Ta, 3a
He0OXimHOCTI, 3MEHIIUTH N03Y LUKIIOCTIOPUHY.

CumsacmamudH.

OpHoYacHe 3aCTOCyBaHHS Oaratopa3oBux 103 amuoauniny 10 Mr Ta cuiMBacTaTUHY B 7031 80 Mr
TIPU3BOIUIIO N0 30iNbIIEeHHST €KCIIO3UIlii CUMBACTaTUHY Ha 77 % IOPIBHSHO i3 3aCTOCYBaHHSM JIUIIE
cuMBacTaTHHY. [IJ1s maIieHTiB, SKi 3aCTOCOBYIOTh aMJIOUIIIH, O3y CUMBACTATUHY CJIifl 00MEXUTH [0
20 Mr Ha 100y.

Kniniyni gocmigkeHHS B3a€EMOIil TpemnapaTy noKa3aiy, 110 aMJIONUIIIH He BIIJIUBA€E Ha
(bapMakoKiHETHKY aTOpBaCTaTUHY, JUTOKCUHY a00 BaphapuHy.

CundeHagin.

Opnopa3zoBui nputiom 100 Mr cunmeHadiny naiieHTaMu 3 eCeHIlialbHOIO TilepTEeH3i€10 He BIIJIMBAaB
Ha ¢apMaKOKiHETHKY aMIoAuIiHy. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI aMIOOUITIIHY Ta cungeHadiny B
SIKOCTi KOMGiHOBAHOI Teparrii KoXKeH i3 mpenapaTiB IPOSIBIISB TiIOTeH3UBHUM e)eKT He3amexkKHO Bif
iH1Ioro.

THwi nikapcwvki 3acobu.

Kniniyni gocnigkeHHS B3a€EMOIil TpemnapaTy noKa3aiy, 110 aMJIONUIIIH He BIIJIUBA€E Ha
(bapMaKOKiHETHKY aTOPBaCTaTUHY, TUTOKCUHY a00 BapdapuHy.

Emanoa (anxoezoaw).

OpHopa3oBui Ta 6araTopa3oBuii npuitoM 10 MT aMJIOAUIIIHY He MaB CYyTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOIy.

CyMicHe 3aCTOCyBaHHS aMJIOOUIIHY 3 IUMETUANHOM, He MaJio BIUIMBY Ha (hapMaKOKiHETUKY
aMJIOUIIIHY.

CyMicHe 3aCTOCyBaHHS MMpenapariB alloMiHil0/Mar#io (aHTalKIiB) i3 pa30BO0 03010 aMJIOJUIIHY He
MaJio CYTTEBOTO BIIJIUBY Ha (hapMaKOKiHETUKY aMJIOAUIIiHY.

JlabopamopHi mecmu.

BrnuB Ha MOKa3HUKY 1a00PaTOPHUX TECTiB HEBiOMMIA.

Oco06.1ueocmi 3acmocyeaHHsi.

BesneyHicTh Ta e(peKTUBHICTb 3aCTOCYBAHHS aMJIOOUITIHY IIPU TiMEePTOHIYHOMY KPH3i He
OLIiHIOBAJINCS.

ITauieHmu i3 cepuesor HedocmamHicmio.

IaHiit KaTeropii maIfieHTiB Emnomur® crif 3aCTOCOBYBaTH 3 00€peXKHICTIO. Y X0fi IOBrOTpHUBaIoro
my1a1e00-KOHTPOILOBAHOTO MOCIIIXKEHHS V MAIliEHTIB i3 CEpPIIeBOI0 HEJIOCTATHICTIO TSAXKKOTO CTYIIEHS
(xnac III ta IV 3a knacudikaniero NYHA) npu 3acToCcyBaHHI aMJIOAUIIIHY YaCTOTa BUINIQIKiB PO3BUTKY



HaOpPsKY JiereHb Oyya BUIOO MOPIiBHSHO i3 3acTOCyBaHHAM Itanebo. [lamienTaM i3 3acTiiiHO0
CEepleBO0 HeOCTATHICTIO 6JI0KAaTOPH KaJbLi€EBUX KaHAJIiB, BKIIOYAOYM aMJIOTUIIIH, CIIif
3aCTOCOBYBaTH 3 00€peXkKHICTIO, OCKIIbKM BOHU MOXKYTh IIiIBUIITYBATHA PU3UK CEPLEBO-CYOIUHHUX TOMiM
Ta JIeTaJIbHUX BUIIAKIB Y MalOyTHHOMY.

ITauieHmu i3 nopyweHHAM PYHKUII NneviHKU.

[Nepion HamiBBUBeNEeHHS aMJIOOUIiHY Ta mapaMeTpu AUC BHUIIi y Iali€HTIB i3 TOPYIIEHHAM (PYHKIIi1
IIeYiHKY; peKOMeHIalliil CTOCOBHO [I03 IIpenapaTy HeMae. ToOMy JaHill KaTeropil mamieHTiB CIIif
PO3MOYKMHATH 3aCTOCYBaHHS MIpenapary i3 HanHuKk4oi fo3u. Ciig 6yt 00epekHUMHU SIK Ha MOYaTKy
3aCTOCyBaHHS IIperapary, Tak i mif yac 36inbineHHs fo3u. [lamienTaM i3 TIKKO00 eYiHKOBOIO
HEeJOCTaTHICTIO Moxe OyTy HeoOXiIHUM MOBiMTbHUY MigOip 403U Ta PeTeNlbHe CIIOCTEPEeXKEHHS 3a
CTaHOM IIalli€HTa.

ITayieHmu AiMHbO20 BIKY.
30inpIIyBaTy 003y IpelapaTy fAaHil KaTeropii maii€eHTiB ciif 3 06epexkHiCTIO.
ITauienmu i3 HUPKOBOIO HedocmamHicmio.

[laHiii KaTeropil MaIieHTiB C/Iifl 3aCTOCOBYBaTH 3BUYalHi [O3H Mpenapary. 3MiHA KOHILIeHTpaIlil
aMJIOUIIIHY Yy I1J1a3Mi KPOBi He KOPEJIOITh 3i CTylleHeM MopylieHb (yHKIIN HUPOK. AMJIOAUIIIH He
BUMAJIIETHCS LIJIIXOM [iai3y.

AMJTOfIUTIIH He BIIJIUBA€E Ha pe3yIbTaTH J1ab0paTOPHUX [OCTiIXKEHb.

He pekoMeHIy€eThCSI 3aCTOCOBYBATH aMJIOJHUITIH pa3oM i3 rpeindpyrom abo 3 rpeindpyToBUM COKOM,
OCKIiJIbKY ¥ IeIKHX NallieHTiB 6i00CTYHICTh MoxKe OyTH 30inbieHa, 110 IpU3Bene 00 MOCUIeHHS
TinOTEeH3UBHOTO e(peKTy Ipemnapary.

depmuabHicmb.

[ToBimomunsinocs mpo 060poTHi 6ioxXiMiuHi 3MiHK T'OJIOBKY CIIepMaTO030ifa y AesKUX MallieHTiB IIpu
3acToCyBaHHI 0710KaTOpPiB KanbllieBUX KaHauiB. KiiHiuHoi iHdopMaliil 100 IOTEHIIIHHOTO BIIJIUBY
aMJIOOHUITIHY Ha GepPTUIbHICTh HeIOCTATHEO.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pydoto.
Bes3neyHicTh 3aCTOCYBaHHS aMJIOAUIIIHY KiHKaM y IIepiof BariTHOCTI He BCTaHOBJIEHA.

3aCTOCOBYBaTH aMJIOOUIIIH Y IIepiof] BariTHOCTI peKOMEHAYEThCA JIUIlle y TUX BUIIafKaX, KOJIX HEMae
Oe3neuHilIol albTePHATUBY, @ PU3UK, TIOB’I3aHUY i3 CAaMUM 3aXBOPIOBAHHSIM, IEPEBUIIYE MOKIIUBY
IIKOAY Bif JIiIKyBaHHS 719 MaTepi Ta IJI0fa.

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

ITepiod 200ysaHHs 2py00H0.

HesBimoMo, v NpoHUKae aMJIOOUIIIH Y TPyAHEe MOJIOKO. [Ipy NpUMHATI pillleHHS PO MTPOSOBXKEHHS
rogyBaHHS I'PYALI0 YX NIPO 3aCTOCYBaHHS aMJIOAUIIIHY HeOOXiIHO OLiHIOBaTH KOPUCTh TOfyBaHHS
TPYLOIO OJ1s1 DUTUHY Ta KOPUCTH Bill 3aCTOCYBaHHS IIpenapaTy i MaTepi.



30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

AMTOUIIIH MOXKe YMHUTH He3HauHuM a00 MOMipHUY BIIJIUB Ha 3[aTHICTh KEPYBaTH aBTOTPAHCIOPTOM
abo mparroBaTy 3 iHIMMU MexaHi3MaMmu. [IIBUAKICTh peakuil MoxXe OyTH 3HMKeHA NIPX HasBHOCTI
TAKUX CUMIITOMIB SIK 3allaMOpPOYeHHS, FOJIOBHUI 0iNib, CIUIyTaHICTh CBimOMOCTi yu HynoTa. Cruig 6yTu
o0epexXHUMHU, 0COONIMBO Ha IOYATKy Tepartii.

Cnoci6 3acmocyeaHHsi ma do3u.
Hopocai.

I niKyBaHHSI apTepianbHOI TrinepTeH3ii Ta CTeHOKap/Ail 3BuYaliHa II04YaTKOBA [I03a Iipernaparty
EMiomus® CTaHOBUTH 5 MT 1 pa3 Ha mo06y. 3alekHO Bif peakliil malieHTa Ha Teparliio 403y MoXKHa
30iBIIUTY IO MaKCUMaJIbHOI J03H, 1110 cTaHOBUTEL 10 MT Ha 1 pa3 Ha go0y.

[TamieHTaM 3i cTeHOKapHi€lo IpenapaT MOXkKHa 3aCTOCOBYBaTH SIK MOHOTepario abo y koMmOiHatiii 3
iHIMMMY aHTHAHTIHATBHUMM JTIKAPChKUMHM 3ac00aMu IIPU PE3UCTEHTHOCTI 10 HiTpaTiB Ta/abo
ameKBaTHUX 003 0eTa-06710KaTOpIB.

€ mocBipm 3acTocyBaHHS Ipemnapary y Kom0OiHalii 3 Tia3ugHUMU OiypeTHKaMu, anbda-610KaTopamy,
6eTa-611oKaTopaMu abo iHribiTOpaMu aHTiOTEH3MHIIEPETBOPIOBAILHOTO (PEPMEHTY MallieHTaM 3
apTepianbHOIO TillepTeH3i€lo.

Hemae HeoOximHOCTI y migbopi mo3u mpemnapaTy Ipu OGHOYACHOMY 3aCTOCYBAHHI 3 Tia3UIHUMU
miypetukamu, 6eTa-010KaTopaMy Ta iHTiGiTOpaMu aHTiOTEH3UHIIEPETBOPIOBAIBHOTO (PePMEHTY.

Llimu sixom 8i0 6 poKie 3 apmepianbHOW 2inepmeH3siero.

PekoMmeH0oBaHa MoYaTKOBa [i03a Ipernapary Emnonun® mis miel KaTeropii naiieHTiB CTaHOBUTH 2,5
mr 1 pa3 Ha 0o0y. fAkiio HeoOXigHUM piBeHb apTepiabHOTO TUCKY He Oyfe OJOCATHYTUHN IIPOTATOM

4 TUXKHIB, 103y MOXKHa 36imbIUTH [0 5 MT Ha m0o0y. 3aCcTOCYBaHHS IIpemnapaTy y Jo3ax BUIle 5
MT [J151 aHOl KaTeropil MallieHTiB He [OCTiAKyBaIuCh.

ITayieHmu AiMHbO20 BIKY.

Hemae HeoOxigHOCTI y migbopi mo3u mjis maHol KaTeropii marieHTis. [TinBuieHHS J03H CIIif
TIPOBOOUTH 3 00EPEXKHICTIO.

ITauieHmu 3 nopyweHHAM PYHKUil HUPOK.

PexoMeHIy€eThCS 3aCTOCOBYBATH 3BUYaWHI J03U IIpenapaTy, OCKiJIbKY 3MiHU KOHIIEHTpallii
aMJIOIUITIHY y TJ1a3Mi KPOBi He ITOB’g3aHi 3i CTyIeHeM TSKKOCTI HUPKOBO1 HEJOCTAaTHOCTi. AMJIOAUIIiH
He BUBOOUTHCS LUIAXOM Aiamizy.

ITauieHmu 3 nopyweHHAM (PYHKUiIl NeviHKU.

o3u npemnapaTy Ag 3aCTOCYBaHHS NallieHTaM 3 MOPYIIeHHAM (GYHKIIil Ie4iHKHY Bif 1€TKOT0 [0
TIOMipHOTO CTYTEeHS TSXKKOCTi He BCTAHOBJIEHi, TOMy mifg6ip KO3M Clif IpoBOgUTH 3 06epexkHICTIO Ta
IIOYMHATH 3aCTOCYBAHHS IIPelapaTy 3 HalHUKYO0il 03 B Aiama3oHi 703 (auB. po3min «OcobmuBoCTi



3acTocyBaHHA» i «®apMaKkosioriyHi BnactuBocTi. ®apMakokiHeTHKa»). PapMaKOKiHETUKY aMJIOOUITIHY
He JOCIiIXyBaJid y Malli€HTiB i3 MOPyIIeHHIM (QyHKIil TeYiHKY TAXKKOT0 CTyIeHs. Y Malli€HTiB i3
OpPYIIeHHAM (QYHKIIIl IeUiHKY TSIXKKOTO CTyIeHs 3aCTOCYBaHHS aMJIOOUIIIHY CIIif IOYWHATHU 3
HAWHMKYOI I03U Ta MTOCTYIIOBO i1 30iNbIIyBaTH.

TabneTku 1Mo 5 MI MOXKHA PO3MiIMTH HABIILJI IS OTPUMAaHHS OO3H 2,5 MT.

Himu.
[IpenapaT 3aCcTOCOBYBaTHU HAiTSIM BIKOM Bifi 6 POKIiB.

BnnuB aMnopuniny Ha apTepiajJbHUM THUCK IMAI[iEHTIB 10 6 POKiB HEBIIOMUI.

Ilepedo3yeanHsi.
IocBig HABMHCHOTO TIePeI03yBaHHs IIpemnapaTy 00MeKeHuH.

Cumnmomu nepedo3yB8aHHsA: HasiBHa iH(dopMallid fa€ mifcTaBu BBaXKaTH, 10 3HaUYHE ITepefo3yBaHHS
npenapaTty EMnogus® npu3Bese [0 HagMipHol neprbepryHoi Ba3oauaTalii Ta, MOXKIIKBO, [0
pednekTopHOl Taxikapmil. [ToBimoMIIsiTocs Ipo PO3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPUBAJIOI CUCTEMHOL
apTepianpHOI TiMOTEH3il, BKII0YAIOYH IOK i3 JIeTaJIbHUM HaACIigKOM.

JlixysaHHA: KJIIHIYHO 3HaYyllla apTepiasibHa TilloTeH3is, 3yMOBJIeHa Ilepefo3yBaHHIM aMJIONUIIIHY,
BMMara€ aKTUBHOI IMiATPUMKH HisIIbHOCTI CepIeBO-CYOUHHOI CUCTEMHU, BKITIOYAl0YX YaCTUHN
MOHITOPUHT QYHKIIN CepIs Ta AUXaHHS, MiOHATTS HUXKHIX KiHI[IBOK, MOHITOPHUHT 06’ €My
IIUPKYII0I0Y0i PiAVHY Ta CEYOBUITEHHS.

[l1s1 BITHOBIIEHHS TOHYCY CY[OUH Ta apTepiaJibHOr0 TUCKY MOXKHAa 3aCTOCYBaTU CYAUHO3BYXKYyBaJIbHi
IpenapaTty, yIeBHUBIIKCE Y BiICYTHOCTI IPOTHIIOKA3aHhb 10 IX 3aCTOCYyBaHHS. 3aCTOCYBAHHS KaJIblIif0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM AJIS HiBeToBaHHS ePeKTiB 6710Kafu Kalbli€BUX
KaHaJIiB.

Y mesikvx BUNagKax Moxe OyTH KOPHUCHUM IIPOMHUBAHHS LIIyHKA. 3aCTOCYBAHHS aKTUBOBAHOTO
BYTiJIISI 3MOPOBUM JOOPOBOJIBIIM IIPOTITOM 2-X TOIUH Iiciist BBemeHHs 10 Mr aMIoguIiHy 3HaYHO
3MEHIINUJIO PiBEHb UOT'0 BCMOKTYBaHHS.

OcCkinbKy aMJIOguUIIiH 3HAYHOI0 MipoI0 3B'sI3yeThCs 3 Ginkamu, edeKT fmianidy He3HaUHUH.

ITo6iuni peakuii.

[Tpu 3acToCyBaHHI aMIOOUIIHY HalyacTille TOBiqOMIISITIOCS TIPO Taki mo0iyHi peakilii SK: COHNTUBICTD,
3alaMOpPOY€eHHS, TOJIOBHUM 0ifb, MOCKJIeHe cepLieOUTTS, MPUIITKUBU, OiNb y YepeBHill IOPOKHUHI,
Hy[goTa, HaOPsAKY TOMiNOK, HaOPSKHY Ta MifiBUIlleHa BTOM/IIOBAHICTh.

[ToGiyHi peaxiiii, mpo SIKi MOBiMOMIISAIOCS IIiff Yac 3aCTOCYBaHHS aMJIONUIIIHY, HaBe[eHi HUXKYe 3a
CHCTeMaMH Ta KjlacaMM OpraHiB Ta 3a 4aCTOTOX BUHUKHEHHS: OyXke 4acTo (= 1/10), yacto (Big



= 1/100 go < 1/10), vewacto (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), oyxe
pigko (= 1/10000).

3 6oky Kpoei ma aiMpamuyHoi cucmemu.

IyXe pigKo: TeUKOIMTOIEHis, TPOMOOIIUTOIIEHIS.

3 boky imyHHOI cucmemu.

[lyXe pigko: anepriyHi peaxiiil.

3 6oky memaboaizmy ma asimMeHmapHi po3aadu.

[yXe pigko: rinepriikeMis.

ITcuxiuHi nopyweHHA.

HeuacTo: menpecisi, 3MiHK HaCTPOIO (BK/II0Yal0Yy TPUBOXKHICTh), 0E3COHHS.
Pigko: ciiyTaHIiCTh CBIOMOCTI.

3 boky Hepeoegoi cucmemu.

YacTo: COHNUBICTh, 3alIaMOPOYEHHS, TOJIOBHUM 6inb (FOJIOBHUM YMHOM Ha II0YATKY JiKyBaHHS).
HeuacTo: Tpemop, oucres3isi, CUHKOIIE, TilleCcTesis, mapecTesis.

Iyxke pigko: rinepToHyc, nepudepudHa HeUponaTis.

3 60Ky opaaHis 30py.

YacTo: mopyluIeHHs 30py (BK/II0Ya4y OUIIJIOINI0).

3 6oky opaaHis cayxy ma nabipuHmy.

HeuacrTo: g3BiH y Byxax.

3 6oky cepusi.

YacTo: nocuseHe cepuebuTTs.

HeuacTo: apuTtMmis (BKioYarouu 6pagrKapiio, MITyHOYKOBY TaxikKap/ilo Ta MEPeXTiHHS Mepencepms).
Iyxke pigko: iHpapKT Miokappa.

3 60Ky cyOuH.

YacTo: IpUIIUBY.

HeuacTo: apTepianbHa rinoTeHsis.

[lyXe pigKo: BaCKyJIiT.

PecnipamopHi, mopakaavHi ma mediaCmuHaabHI NOPYWEHHA.



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 6oky cKkesemHo-M’ 5130801 ma cnoay4YHOI MKAHUH.

YacTo: HaOpsKaHHSA TOMIJIOK, CyJOMHU M’'g3iB.

Heuacro: apTparnris, mianris, 6ib y ciuHi.

3 60Ky HUPOK ma ce4o8udinbHO20 Mpakmy.

HeuacTo: nopylieHHs Ce4OBUAIIEHH, HIKTYPisl, MigBUIlEHA YaCTOTa CEYOBUIIYCKaHHS.
3 60Ky penpodykmueHoi cucmemu ma MOJA0OYHUX 3d/103.

HeuacTo: iMIIoTeHIIis, TiHEKOMACTis.

3azanbHi NnOpyweHHA ma CmaHu y Micli 68e0eHHA.

IyxKe 4acTo: HaOPSKHU.

YacTo: migBullieHa BTOMJIIOBAHICTb, aCTeHis.

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

LocaidsxceHHs.

HeuacTo: 36inbineHHs a00 3MeHIIIeHHST MaCH Tifa.

[ToBimoMIIsinOCS PO BUHSITKOBI BUTIAJKK PO3BUTKY €KCTPAIipaMigHOTO CUHAPOMY.

iTH.



Awmropunia goOpe epeHOCUTLCS TP 3aCTOCyBaHHi AiTAM. [Ipodint mobiyHuX peakiiiit OyB MOiOHUM
[0 TUX, 110 CIIOCTepiraaucs y AOPOCnuX. Y JOCIiAXKeHHI 3 y4acTio 268 miTed HailyacTilie
TIOBIIOMJISIIIOCS ITPO TaKi mobGiuHi peakilii: rojoBHUM 6inb, 3alTaMOPOYEHHS, PO3UIUPEHHS
KPOBOHOCHMX CYIOUH, HOCOBa KpOBOTeYa, 0illb Y JKUBOTI, acTeHis.

Binburicte mob6ivyHMX peakiridt 6ynu 1erkoro abo momMipHoro cryneHs. TAxKi moOiuHi peakirii
(mepeBaxHO ronoBHUM 6inb) criocTepiranucs y 7,2 % mpu 3acToCyBaHHi 2,5 Mr amnoputiny, y 4,5 %
IIPY 3aCTOCYBaHHi 5 MT amiioputiny, ta y 4,6 % - y rpymni mnare6o. HalinmounpeHiioo NpuiYnHoo
BUK/IIOUEHHS 3 HOCTiAKeHHs 0yJla HEKOHTPOJIbOBaHa rimepTeH3isa. 2KogHOTO pa3y BUKJIIOUEHHS 3
IOCTimKeHHsT He OyJI0 CIpUYMHEeHe BiTXuIeHHSIME Ta00paToOpHUX MOKA3HUKIB Big HopMu. He 6yr1o
3a¢ikCOBaHO CYTTEBUX 3MiH IYIIbCY.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimoMIIEHHS MIPO Mig03pIoBaHi MoGiuHI peakiril mics peecTpatii TiKapcbKoro 3aco0y Ma€e BaXKJIuBe
3HauyeHHs. Lle mae 3mMory mpoBoguTy 6e3nepepBHIIM MOHITOPUHT CIIiBBiTHOLIEHHS MiX KOPUCTIO i
PU3KMKAMHM, TTOB’I3aHUMHU i3 3aCTOCYBAHHSIM I[bOTO JTIKAPChKOT0 3aco0y. JIikapsiM citif 3BiTyBaTH PO
Oynmb-siKi mimo3proBaHi moOiuHi peakilil BiAmoBigHO M0 BUMOT 3aKOHOJ@BCTBA.

Tepmin npudamHocmi. 5 POKiB.

YMmoBH 30epirannsi. 30epiratu npu TeMiepaTypi He Buine 25 °C y 3axullleHOMY Bif CBiT/Ia Ta
HEIOCTYIIHOMY [JIS OiTe! MiCIi.

VYnaxoBka.

I[To 10 TabneTtoxk y 6iicTepi; mo 3 6yicTepu y KapTOHHI#H KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHUK.

3AT ®apmarnertuunuii 3aBox EI'IC, Yropimuua/EGIS Pharmaceuticals PLC, Hungary.

Micue3HaxoKeHHsI BHPOOHHMKA Ta HOro afpeca Micus NPOBaKeHHsI TisyTbHOCTi. 1165 M.
Bynanemrr, Byn. bekenndenmi, 118-120, Yropmuua/1165 Budapest, Bokenyfoldi ut. 118-120,
Hungary.



