Ckian

Oditoua pevo8uHa: aMJIOOUIliHy Oecunar;
1 TabreTka MiCTUTh aMJIOOUITIHY OecunaTy y IiepepaxyBaHHI Ha aMJIOOUMIH 5 MT;

OONOMIJCHI peuoB8uHU: TaKTO3W MOHOTIApaT, I[eJIl0jIo3a MiKpOKpUCTaJlidyHa, HaTpito
KpPOCKapMeJio3a, rinpoMesnio3a (TrigpOoKCUIIPOMiIMETUILENI0I03a), IOBIAOH 25, MarHito
cTeapaT, KpeMHilo mioKcun KojmoimHu# 6e3Bomuui, ingurokapmiu (E 132).

JIikapcbKa ¢opMma

TabneTku.

OcHOBHI (pi3uKo-xiMiuHi 81acmu8ocmi: omHOIIIapPoBi TabmeTKu Kpyriaoi ¢opmu 6imoro
abo 6imoro 3 6;1aKUTHUM BiATIHKOM KOJILOPY, BEPXHS Ta HUXKHS ITIOBEPXHS SIKUX
onykii. Ha po3nami mif 1ynoroo BUOHO BIJHOCHO OOHOPIOHY CTPYKTYPY.

®dapMaKoTepalneBTHYHA Irpyna

CeJleKTUBHI aHTAroOHICTU KaJblil0 3 IlepeBaxardyo Oiero Ha cyauHu. [ToxinHi
purigpomnipununy. Amnogumnid. Kog ATX CO8C AO01.

dapMakogHHaMiKa

AwmrnoguniH - aHTaAroHiCT Kalbllifo (IToXigHe OUTiAPOIipUAUHY), III0 OJIOKYE
HaOXOOKEeHHS i0HiB KaJIbIlil0o O MiOKapaa Ta [0 KIIITHUH rjlageHbKUX M S3iB.

MexaHi3M rimoTeH3uBHOI [ii aMJIOOUITIHY 3yMOBIIeHUM 0e311ocepenHbOI0
po3cnabiIioBaIbHOIO Ai€l0 Ha T'JIafeHbKi M’ 13U cyquH. TOYHUN MeXaHi3M
aHTHAHTIHaJIbHOTO ePEeKTy aMIOOUIIiHY BCTAHOBJIEHUN HEOOCTAaTHLO, OOHAK HAaCTYIIHI
edeKTHU BifirparTh IEBHY POJIb:

1. AMnogunia po3MupPIOE nepudeprudHi apTepionu i TaKUM YMHOM 3HUKYE
nepudepuyHU omip (IoOCTHaBaHTaXKeHHS). 3HUXKEHHS HaBaHTaXKeHHS Ha ceplie
MMPU3BOAUTH OO 3HUIKEHHS CIIOXKUBaAHHSA eHepril Ta noTpedu MiokapAa y KHUCHI.

2. Po3mupeHHS rOJIOBHUX KOPOHAPHUX apTepiid Ta KOPOHapPHUX apTepiosl, MOXKIIUBO,
TaKOXK Biflirpa€ posib y MexaHi3Mi il amnoguniny. Take po3MIUPEHHS TiABUIIYE
HaCHUYEeHICTh MioKapja KMCHEM Yy MAalli€HTiB 3i CltTa3MOM KOPOHapPHOI apTepil
(crenokapmist [IpuHIIMeTana abo BapiaHTHa CTEHOKAPis).

Y nanieHTiB 3 apTepianbHOIO TillepTeH3i€0 3aCTOCyBaHHs npemnapaTty 1 pa3 Ha gody
3abe3mevye KITiHIYHO 3HaUyllle 3HUKEHHS apTepialbHOr0 TUCKY MPOTATOM 24 TOOUH Y



MIOJIOXKEHHI SK JiexKad¥, Tak i cTosg4uu. Yepes MOBIIbHUY TOYATOK il aMIOOUIIIHY
roCcTpa apTepiajbHa TIIIOTEeH3is 3a3BUYal He CIIOCTEPIra€ThCH.

Y mailieHTiB 3i cTeHOKapAi€lo Npu 3aCTOCYBaHHI ofHiel OoOOBOI 03U IIpenapary
MiABHUILYETHCSA 3arajJbHUM Yac (pi3MYHOI0 HaBaHTaxKeHHs. [IpenapaT 3HUXKY€E 4aCTOTY
HallaJiB CTeHOKapHil Ta 3MeHIIye IMOoTpedy y 3aCTOCyBaHHi HiTPOTIillepUHY.

AMITOOUTIiH HE acoIlil0EThCA 3 OyOb-AKUMHU ITOOIYHUMM MeTabomiuyHuMU Oismu abo
3MiHaM¥ piBH4 JIiMiAiB y y1a3Mi KPOBi, TOT0 MOXKHa 3aCTOCOBYBaTHU ITalliEeHTaM 3
aCcTMOI0, I[yKPOBUM fiabeToM Ta moZarpoio.

®dapMaKOKiHeTHKa

BcmoxmyearHsi/po3nodia. Ilicns mepopanbHOro 3aCTOCYBaHHS TEPAIIEeBTUYHUX M03
aMJIOOUITIH TTOCTYIOBO abcopOyeThes y mita3Mi KpoBi. OgHOYaCHe BXKUBAHHS iXKi He
BIIJIUBA€E Ha BCMOKTYBaHHS aMJIOOuIiHy. AGCcontoTHa 6i0MOCTYIIHICT, HE3MiHEHO]1
MOJIEKYJIX CTAaHOBUTH Npubnu3Ho 64-80 %. MakcuManbHa KOHIIEHTPAllis y nia3mi
KPOBIi IOCATaEThCS IIPOTATOM 6-12 roguH micias 3aCTOCyBaHHS.

O06’eM po3nofiny CTaHOBUTH NpuOMM3HO 21 JI/KT; KOHCTaHTa gucolialil kuciaoTu (pKa)
aMJIOOUITIIHY CTAaHOBUTH 8,6. [ToCHigKeHHS in vitro mpogeMOHCTPyBalu, 110
3B’sI3yBaHHS aMJIOOUITiHY 3 6ilkaMu I1J1a3MU KPOBi CTaHOBUTH ITpu6u3HO 97,5 %.

Memaboaizm/ausedeHHs. [lepion HaIliBBUBEOEHHS 3 IIJIa3MU KPOBi CTAHOBUTH
npubnusHo 35-50 roguH. PiBHOBaXXHa KOHIIEHTPAIlisl y IJ1a3Mi KPOBi IOoCATaETHCSA
micsisg 7-8 mHiB Oe31epepBHOr0 3aCTOCYBaHHS ITpemapaTy. AMJIOOUIIIH TOJIOBHUM
YUHOM MeTaboJIi3yEThCA 3 YTBOPEHHSM HeaKTUBHUX MeTabosiTiB. bnusbko 60 %
BBEOEHOI MO3W BUBOAUTHCS i3 ceuero, mpubmu3Ho 10 % 3 SKUX CTAaHOBUTH aMJIOOUIIIH Y
HEe3MIiHHOMY BUT TSI,

ITauieHmu aimHbo20 B8iKY. Hac HOCATHEHHS PIBHOBa*XHUX KOHIIEHTpPALIl aMJIOOUIIiHYy
y I1a3Mi mofiOHMM y IMallieHTiB JTITHBOTO BiKYy Ta y JOPOCIUX HallieHTiB. KmipeHc
aMJIOOUITIHY 3a3BUYay € Oello 3HUKEHUM, 110 y Halli€eHTiB JIITHBOI'O BiKy IIPU3BOOUTH
oo 30inbIeHHs IO i KPUBOIO «KOHIIeHTpaIlliss/4ac» (AUC) Ta mepiomy
HalliBBUBEOEHHS Iperapary.

ITauienmu i3 nopyweHHAM PYHKUIU HUPOK. AMIOOUIIIH eKCTEHCUBHO
b6ioTpaHchopMy€ETHCS 00 HEAKTUBHUX MeTabo0JTiTiB. 10 % aMnoouniHy BUOINSIETHCS Y
He3MiHeHOMY BUTJISAAL 3 cedelo. 3MiHM KOHIIEHTpallil aMJIOAUITIiHY V IIJIa3Mi KpPOBi He
KOPENIIOTH 3i CTYyIIeHEM IOPYIIeHHSA QYHKIIINM HUPOK. [TallieHTaM i3 opyIIeHHSIM
(pyHKIIi!1 HUPOK MO2KHa 3aCTOCOBYBATHU 3BUYalHi JO3U aMJIOOUITIHY. AMIOOUIIIH HE
BUOAJISIETHCS IILISAXOM [iai3y.



ITauienmu 3 nopyweHHAM (pyHKUIl nediHKu. ITHdpopMalris m1ogo 3aCTOCyBaHHS
aMJIOAUIIIHY HalliEeHTaM i3 mopylieHHaM GYHKINI IediHky ayxkKe ooMexxeHa. Y
Ialli€eHTIB 13 ITe4YiHKOBOI HEJOCTATHICTIO KJIIpeHC aMJIOOUITIHY 3HUXKEHUH, 1110
MMPU3BOOUTH OO 30iJIbIIIeHHS TPUBAJIOCTI Iepioay HaliBpo3naay Ta mo 30inbiieHHst AUC
npubnusso Ha 40-60 %.

Hitu. JocmigxKeHHS (hapMaKOKIiHETUKY IPOBOOUIIN 3 y4acTiO 74 [iTel 3 apTepialbHOIO
rinepreHnsiero BikoM Big 12 go 17 pokis (Takoxk 34 nallieHTH BiKOM Bifg 6 0o 12 poKiB,
Ta

28 nanienTiB BikoM Bifg 13 mo 17 pokiB), gKi 3aCTOCOByBaIu aMJIOOUIIIH ¥ fo3ax 1,25 -
20 mr Ha moOy 3a 1 a6o 3a 2 npuiioMu. 3a3BUYall KJIipeHC IIpU IepopaIbHOMY
3aCTOCYBaHHI OiTAM BIKOM Bif

6 mo 12 pokis ta Big 13 go 17 pokiB ctaHoBuUB 22,5 Ta 27,4 1/TOOWHY BiOIIOBIOHO OJIS
XJI0n4uKiB, 1 16,4 Ta 21,3 n/rogunHy BiANOBIOHO 01 OiBY4aTOK. CIiOCTEpIraeThCcs
3Ha4YHa BapiabeNnbHICTh €KCIO3Ullil y pi3HuX mallieHTiB. I[HhopMallis 11100 maIlieHTiB
BiKOM 10 6 POKiB € 00MeXKEHOIO.

IToxa3aHHSA

e ApTepiajyibHa TinepTeH3id.
e XpoHiuHa cTabilbHa CTEeHOKapPHis.
e BazocmacTuyHa CTeHOKapHis (cTeHOKapAia [IpuHiiMeTana).

IIporunnoka3aHHs

Bigoma mimBulilleHa Yy TIMBICTH OO OUTIAPOIIIPUOUHIB, aMJIOOUITIHY ab0 M0 OyOb-
SIKOT'O 1HIIIOTO KOMIIOHEHTa IIperapary.

ApTepianibHa TilIOTEH31s TAXKKOIO CTYIIEHS.

Illok (BKIIOYaO4Y¥ KapOiOTeHHUU IIIOK).

OOCTpyKIis BUBIIHOTO TPAKTY JIiIBOTO ITYHOYKa (HanmpuKJiag CTEHO3 aOpTHU
TSI2KKOTO CTYIEHS).

Il'emoprHaMiuHO HecTabislbHaA ceplieBa HEJOCTATHICTh MiCJIsA TOCTPOTO iHpapKTy
MioKapmaa.

B3aeMmoqisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIiH

Bnaue iHwux aikapceKux 3acobie Ha ama00uniH

HasaBHi mani mopmo 6e3me4YHOro 3aCTOCYBaHHSA aMJIOOUITIHY 3 Tia3uOHUMU
miypeTukaMu, anbda-0nokaTopamu, 6eTa-6/1okaTopamu, iHribiTopamu AIT®, HiTpaTaMu
ITPOJIOHTOBAHOI1 Ail, CyOmiHrBambHOIO (OPMOIO HiTPOTJIilIEepUHY, HECTEPOIOHUMU
MIPOTU3aINaIbHUMU JTIiKapCchbKuMu 3acobamu (HITJI3), aHTubioTHKaMu, OpalbHUMU



TiImoTrmiKeMiYHUMHU JTiIKapChbKUMHU 3acoOaMMu.

IaHi, oTpuMaHi y X0fi in vitro gociigKeHs 13 I1J1a3MO0I0 KPOBi IIOOUHM, CBig4YaTh PO
BiICYTHICTh BIJIMBY aMJIOOUITIIHY Ha 3B’sI3yBaHHS 3 OiJIKaMM KPOBi JOCIiIXKyBaHUX
JIiKapCchKUX 3aco0iB (QUrokcuH, ¢peHiToiH, BapdapuH ado iHgoMeTallliH).

IHeibimopu CYP3A4

OmHo4YacHe 3aCTOCyBaHHSA amioguItiny Ta iHri6itopiB CYP3A4 nmoTyXHOI 4u moMipHOI
mii (iHribiTopu mpoTeas, a30JIbHI MPOTUTPUOKOBI 3aco01, MaKpPOJIiAu, TaKi sSIK
€PUTPOMIITUH YU KJIapPUTPOMIIIMH, BepalaMis abo gusTiazeM) MoxKe MPU3BECTHU 0
3HAUYIIOTO MiABUILEHHS €KCIIO3UIlil aMJIOAUIIIHY, 110 TaK0XK MOKe IPU3BECTU OO
MTiABUIIIEHHS PU3UKY BUHUKHEHHS rinmoTteH3il. KiiHiyHe 3HaYeHHSA TaKUX 3MiH MOXKe
OyTu OinbIll BUpaKE€HUM Y MallieHTiB JIITHHOTO BiKy. Moxe OyTu HeOOXiIHUM KIIiHidHe
CIIOCTEPEXKEHHS 3a CTAHOM IallieHTa Ta migbip mo3u.

He pekoMeHOy€ETHCS OJHOYACHO 3aCTOCOBYBATU aMJIOUIIIH Ta rpeundpyTu abo
rpeundpyToBuM CiK, OCKiTbKM Y OeSIKHUX MallieHTiB 0i0MOCTYNHICTh aMJIOOUITIHY MOKe
ITiABUITYBATHUCSH, 1110, Y CBOIO Yepry, IPU3BOAUTH 0 ITOCUJIEHHS TilIOTEeH3UBHOI Mil.

Inoykmopu CYP3A4

KouneHnTpalisa aMJIogunIiny y Ijta3Mi KpoBi MOXKe 3MIHIOBATUCS ITiCIISE OODHOYACHOT 0O
3acTocyBaHHA BigoMux iHOykKTOopiB CYP3A4. Tomy cilif IpOBOOUTU MOHITOPUHT
apTepiaJbHOI0 TUCKY 1 KOperyBaTu 403y 3 ypaxyBaHHAM OOHOYACHOI'0O IPUUOMY ITUX
JIiIKapChbKUX 3aC00iB K yIIPOOOBXK, TaK i MiC/IsT CYIIyTHBOTO JIIKYBaHHS, 0OCOOJIMBO 1ie
cTocyeTbcs cunbHUX iHOYKTOPiB CYP3A4 (Hanmpukian, pudamnoinuHy, 3Bipo06oio
3BUYAMHOTIO).

IanmpoaeH (iHpy3ii)

Y TBapuH croCcTepiraaucs NUTyHOYKOBI GiOpussilii 3 jeTaJbHUM HACIIiOKOM Ta
CeplLEeBO-CYOUHHUU KOJIAIIC, 1110 aCOllilf0BaJIuCs 3 TilepKallieMi€lo, Miciisg 3aCTOCYBaHHSA
BeparaMiy Ta JaHTPOJIeHy BHYTPIIlIHbOBEHHO. Yepe3 pU3UK PO3BUTKY TillepKajieMii
PEKOMEH0BAaHO YHUKATHU 3aCTOCYBaHHS OJI0KATOPiB KaJlbI[iEBUX KaHaliB, TAKUX K
aMJIOOUITiH, CXUJIBHUM [0 3JI0SIKiCHOI TimepTepMil mallieHTaM Ta IIPU JTiKyBaHHI
37I05IKICHOI rinepTepMil.

Bnaue amsao0uniHy Ha iHWi aikapcvki 3acobu

lNooTeH3uBHUMN ePEeKT aMJIOOUNIHY MOTEHIIIIOE TIMOTEH3UBHUU e(PEKT iIHIIUX
QHTUTINIEePTEeH3UBHUX 3aC00iB.

TakposiMyc




IcHy€ pU3UK IMiOBUILIEHHS PiBHIB TaKPOJIIMYyCY B KPOBI IIPU OZHOYAaCHOMY 3aCTOCYBaHHI
3 aMJIOOHUITIHOM, OOHAK (papMaKOKiHETUYHUYN MeXaHi3M TaKoOl B3a€MO[il ITIOBHICTIO He
BCTaHOBIEHO. 11100 YHUKHYTH TOKCUYHOCTI TAaKPOJIiMyCy IIPU CYyIIyTHHOMY
3aCTOCyBaHHi aMJIOOUITIHY, ITOTPiOEH peryIsapHUM MOHITOPUHT PiBHIB TaKpPOJIiMyCy B
KPOBIi Ta, y pa3i 3a He0oOXimHOCTi, KOPEKIIisl HO3yBaHHS.

mTOR iHriéitopu (mammalian target of rapamycin - MileHi panamiliiHy y ccaBiliB)

Taki mTOR iHri6iTOopu SIK CUPOIIMYyC, TEMCHUPOJIIMYC Ta eBepojliMyc € cy0CcTpaTaMu
CYP3A. Amnopunin € cnabkuM inrioitopom CYP3A. ITpu ogHOUYaCcCHOMY 3aCTOCYBaHHI
amsnopgumniny 3 mTOR iHri6iTopamMu BiH MOKe ITOCUIIOBATH BIIJIUB OCTaHHIX.

[HuKIOCIOpPHUH

HocnigXKeHb B3a€EMO[i IIMKJIOCIIOPUHY Ta aMJIOOUIIIHY IIPU 3aCTOCYyBaHHI 3MOPOBUM
D0OPOBOIBIISIM ab0 B iHIIUX I'PyHax He IIPOBOOUIIM, 3@ BUHATKOM 3aCTOCYBaHHS
rnalieHTaM i3 TpaHCIJIaHTOBAaHOI HUPKOIO, Y AKUX CIIOCTEPIranocs MiHIUBe
MigBUILIEHHS 3aJIMIIKOBOl KOHIIEHTpPAallil HUKIocnopuHy (B cepegabomy Ha 0-40 %).
IIJ1s malieHTiB i3 TPaHCIIJIAaHTOBAHO HUPKOIO, AKi 3aCTOCOBYIOTh aMJIOOUIIIH, CJIif
PO3TISHYTH MOZKJIMBICTh MOHITOPHUHTY KOHILIEHTPALi MUKJIOCIIOPUHY Ta, V pa3i
HeOoOXimHOCTi, 3BMEHIITUTH 03y ITUKIIOCIIOPUHY.

CuMBacTaTUuH

OpmHouyacHe 3aCTOCYyBaHHSA OaraTopa3oBuX [03 aMuonumniny 10 Mr Ta CMUMBaCTaTHUHY B
no3i 80 Mr npu3BoAmMIIO OO0 30ibIIIEeHHS €KCIO3Ullil CUMBacTaTUHY Ha 77 % IOPiBHSHO
13 3aCTOCYBaHHSAM JIMILle CUMBacTaTUHY. [[JI4 mali€eHTiB, 1Ki 3aCTOCOBYIOTh aMJIOAUIIIH,
003y CUMBaCTaTUHY CJIil 0OOMEXXUTHU 00

20 Mr Ha moOy.

Cunpgenadin

Opuopa3oBui npuiioM 100 Mr cungeHadiny HalieHTaMU 3 €CeHIliaIbHOI0
rinepTeH3i€l0 He BIIJIMBaB Ha (papMaKOKiHETUKY aMJIonuiliny. [Ipu ogHOYacHOMY
3acTOCyBaHHi aMJIOOUITIHY Ta culgeHadiny B SKOCTi KOMOiHOBaHOI Tepalrii KOXKeH i3
ImperapaTiB MIPOSBIAB IIIOTEH3UBHUYM e(PEeKT He3aleXHOo Bif iHIIIOro.

Etanon

OpmHopa3oBul Ta 6araTopa3oBuii mpuiioM 10 M aMJIOOUNiHY HE MaB CyTTEBOTO BILJIUBY
Ha (papMaKOKIiHETHUKY €TaHOIy.

IrIIi MTiKApCchKi 3aco0u




KrnixiuHi gocnigKeHHS B3a€MOZil IpelapaTy IIoKa3allu, 10 aMJIOOUIIiH He BIIJIMBAa€E Ha
(apMakoKiHEeTUKY aTOpBAaCTaTUHY, MUTOKCUHY a00 BapdapuHy.

CyMicHe 3aCTOCyBaHHA aMJIOOUIIIHY 3 [UMETUOWHOM He MaJio BIIJIUBY Ha
(papmMakoOKiHETUKY aMJIOOUIIIHY.

CyMicHe 3aCTOCyBaHHSA IIpenaparTiB ajlloMiHilo/MarHiio (aHTauaiB) i3 pa3oBO 403010
aMJIOOHUITIHY HEe MaJio CYTTEBOTO BIIUBY Ha (apMaKOKiHETUKY aMJIOOUITIHY.

JlaGopaTopHi TecTn

BrnnuB Ha MOKa3HUKHU JITaOOPATOPHUX TECTIiB HEBIMOMUM.
Oc006/1MBOCTi 3aCTOCYyBaHHSA

be3neky Ta e(eKTHUBHICTh 3aCTOCYBaHHS aMJIOOUIIIHY IIPU TiIePTOHIYHOMY KpHU3i He
OLIiHIOBAJIU.

ITauieHmu i3 cepuesow HedocmamHicmio

IaHii KaTeropil mallieHTiB mpernapar CJIil 3aCTOCOBYBaTH 3 00epexkHiCTIO0. Y xomi
OOBTOTPUBAJIOTO ITalle00-KOHTPOJIbOBAHOT'O OOCIII?)KEeHHS y MalliEHTIB i3 ceplieBoIo
HeIOoCTaTHICTIO TIXKKOT0 cTyneHs (knac III ta IV 3a knacudikaiieio NYHA) npu
3aCTOCYBaHHI aMJIOOUITIHY YacTOTa BUIIAIKiB PO3BUTKY HaOPSKYy nereHb O0ysa BUIIIOIO
MOPiBHSHO i3 3acTocyBaHHAM mJailebo. [lalieHTaM i3 3acTiitHOIO CePLIEBOIO
HeJIOCTATHICTIO 6JI0OKAaTOPH KaJbITiEBUX KaHAaJliB, BKIIOYAlOYW aMJIOOUIIIH, CIIif
3aCTOCOBYBaTU 3 00€PEKHICTIO, OCKIJIbKM BOHU MOXKYTbD ITiABUIIYBaTU PU3UK CEPIIEBO-
CYOUHHUX IIOMAi} Ta JIeTaJIbHUX BUMNAMKIB Y MallOyTHHOMY.

ITauienmu i3 nopyweHHAM QYHKUII nediHKU

[lepion HamiBBUBeOeHHs aMonuminy Ta napaMmetrpu AUC Bullli y narji€eHTiB i3
NOPYIIEHHSAM (QYHKIIIl IeYiHKW; PEeKOMeHallill CTOCOBHO 403 IpenapaTry HeMae. ToMmy
OaHiM KaTeropil nalfieHTiB CJIif PO3MOYWHATU 3aCTOCYBaHHS IIpenapary i3 HalHUK4O0l
mo3u. Cnig 6yTu 00epeXHUMU SIK Ha I0YaTKy 3aCTOCyBaHHS IIpenapary, Tak i mig gac
30inpiIeHHs 003u. [TallieHTaM i3 TSKKOI0 Me4YiHKOBOIO HEIOCTAaTHICTIO MOXKe OyTH
HeoOXimHUM IMOBiNbHUYM Ninbip 403U Ta pPeTeNbHUM HaTIsId 3a CTaHOM MallieHTa.

ITauieHmu AiMHBLO20 BIKY
306imbIIIyBaTH O3y IIpelapaTy AaHill KaTeropil naiieHTiB ciig 3 o6epexHiCcTIO.

ITauienmu i3 HUPKOBOIO HeAoCcmamHicmio



IaHill KaTeropil maIli€HTIB CJIi 3aCTOCOBYBaTH 3BUYaliHi JO3U Ipenapary. 3MiHU
KOHIIEeHTpallil aMJIOOUIIiHY y IJIa3Mi KPOBi He KOPEIIOIOTh 31 CTylIeHeM MMOPYIIEHb
(pyHKLiM HUPOK. AMJIOOUIIIH HEe BUAAISAETHCA MIJIIXOM Oiasli3y.

AMa00uniH He 8niusae Ha pe3yabmamu 1abopamopHuUX O0CAIOHCEHD

He pekoMeHOy€eTHCSI 3aCTOCOBYBATHU aMJIOOUIIIH pa3oM i3 rpeundpyTom abo 3
TPern(GPyTOBUM COKOM, OCKIIbKH y HeSIKHUX IaIliEHTiB 6i0JOCTyIHICTE MOXKe OyTH
30isbIlIeHa, 110 IPU3Bene OO0 IIOCUJIeHHS TilOTeH3UBHOT0 e(heKTy Ipernapary.

IIonomidCHI peyo8uHU

[IpenmapaTt MmicTuTh nakTo3y. [lamienTaM 3 pigKiICHUMHU CIIaAKOBUMU 3aXBOPIOBAHHSAMU,
TaKUMU SIK HEIIePEeHOCUMICTh rajlakTO3U, HeOOCTaTHICTh jlaKTa3u Jlamnma Ta
MaJibabCcopOIlisi TIII0KO3U-TaJlaKTO3M, He CJIif 3aCTOCOBYBaTH i€l IIpemnapar.

3maTHiICTH BIUTHBATH Ha MIBHIKICTH peakiIiii mIpu KepyBaHHi aBTOTPaHCIIOPTOM
a00 iHImMUMMHU MexaHiZMaMHu

AMoauniH MoXKe YMHUTH He3HauHUM abo IMOMipHUM BIIIUB Ha 3aTHICTh KepyBaTHU
aBTOTPAHCIIOPTOM abo ITpallloBaTH 3 iHIIUMU MeXaHi3MaMHu.

[IIBuaOKicTh peakilii Moxke OyTU 3HUXKEHA ITPU HASIBHOCTiI TAKUX CUMIITOMIB 5K
3aIraMOpOYEeHHs, TOJIOBHUM Oilb, CIIJIyTaHiCTh CBimoMocTi abo HymoTa.

Cnig 0yTu o6epeXHUMHU, 0COOJIMBO Ha IOYaTKYy Teparii.
3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHs IPpyaaio

BesneuHicTh 3aCTOCYyBaHHA aMJIOOUIIIHY XIHKaM y IIepiof BariTHOCTI He BCTAHOBJIEHA.

3acToCcoByBaTU aMJIOQUIIIH y Iepiof BariTHOCTI pEKOMEHOYETHCA JIUIIE Y TUX
BUIIQ[IKaX, KO HeMa€ Oe3MeuHilol albTepHATHBY, a PU3UK, IIOB I3aHUM i3 caMUM
3aXBOPIOBaHHSAM, IIE€PEBUILyE MOXKJIIUBY IIIKOAY Bif JIiKyBaHHS [JIg MaTepi Ta mjoaa.

Y xopi mocnimKeHb Ha TBapWHaX ITPU 3aCTOCYBaHHI BUCOKUX [103 CIIOCTepiramacs
PETIPONYKTUBHA TOKCUYHICTE.

ITepiod 200yB8aHHA 2py00t0. AMIIOOUIIIH IPOHUKAE ¥ TPyaHe MOJIOKO. CIIiBBiTHOIIIEHHS
o034, OTPUMaHOl HOBOHAPOMOKEHUM Bifl MaTepi, Y MiZKKBapTU/IbHOMY [ialla30Hi
OLIIHIOWTH K 3-7 %, MakcuMyM 15 %. [lisg aMmIoOuIliHy Ha HEMOBJIST HeBigoMa.

[Tpu TPUUHSATTI PillIeHHS PO MPOAOBXKEHHS TOAyBaHH IPyamnio abo IIpo
3aCTOCYBaHHS aMJIOJUITIHY HEOOXiITHO OLiHIOBAaTH KOPUCTH TOAYBAHHS I'PYOOIO OIS
OUTUHYU Ta KOPUCTH Bifl 3aCTOCYBaHHS IIperapaTy [aJjis MaTepi.



depmuabHiCcmMb

[ToBimoMisiniu TPo 00OPOTHI GioxiMiuHi 3MiHM T'OJIOBKU CIIepMaTO30ida y JAesaKuX
MallieHTiB ITPU 3aCTOCyBaHHi 6JI0KATOPiB KalbllieBUX KaHaiB. KniHiuHol iHdopMairii
IIIOO0 MOTEHIIMHOI 0 BIJIMBY aMJIOOUIIIHY Ha PepTUIbHICTh HEAOCTATHRO.

Cnocid 3acTocyBaHHs Ta J03H

opocii

[Ins miKyBaHHS apTepiaabHOI IillepTeH3il Ta CTeHOKapail 3BuYaliHa IoYaTKOBa Oo3a
ImperapaTy CTaHOBUTHL 5 MT' 1 pa3 Ha mo0y. 3anexKHOo Bifl peakxliii rmalieHTa Ha Teparlito
D03y MOKHa 30iMbIINTHA IO MaKCUMaJlbHOI J03H, 1110 cTaHOBUTH 10 Mr Ha 1 pa3 Ha
mo0y.

[TamierTaM 31 CTEHOKapOi€w mpenapaT MOXHa 3aCTOCOBYBAaTU K MOHOTEpAIio YU y
KoMOiHaIril 3 iHIMMMY aHTHAHTiIHAIbHUMMU JIiIKapChbKUMHU 3aco0aMU IPU PEe3UCTEHTHOCTI
oo HiTpaTiB Ta/abo amekKBaTHUX O03 OeTa-0/10KaTOPiB.

€ OOCBif 3acTOCYyBaHHS ITperapaTy y KoMOiHallil 3 Tia3ugHUMU OiypeTukaMu, anabda-
6rmokaTtopamu, OeTa-071oKaTopaMu abo iHribiTopaMu aHTiIOTEH3WHIIEPETBOPIOBAJILHOTO
(bepmeHTy mallieHTaM 3 apTepiaabHOIO TillepPTEeH3i€I0.

HeMmae Heob6xigHOCTI y migOopi mo3u npemapaTty IIpu OOHOYaCHOMY 3aCTOCyBaHHI 3
Tia3ugHUMU OiypeTukaMu, 6eTa-0/il0KaTopaMu Ta iHTribiTopaMu
QHTI0TEH3UHIIEPETBOPIOBAILHOTO (DEPMEHTY.

IIiTu BiKOM Bif 6 POKiB 3 apTepialbHOIO TilIepTeH3i€l0.

PekoMeHpoBaHa ImoyaTKOBa [03a IpelapaTy AJisd Ii€l KaTeropil maiieHTiB CTAaHOBUTD
2,5 mr 1 pa3 mo0y. fAkino HeoOXigHUYM PiBEHb apTepialbHOT0 TUCKY He Oyme
OOCATHYTUM NIPOTATOM 4 TUXKHIB, [O3y MOKHa 30iTbIIMTHU OO0 5 MT Ha A00y.
3acTocyBaHHS IIpelapaTry y Oo3ax BUIIEe 5 MT [OJId JaHOl KaTeropil maIieHTiB He
OOCIIIKYyBaJIu.

IlalieHTH JTITHHOTO BIKY

Hemae HeoOxigHOCTI v mmimbopi mo3wm [yist maHoi KaTeropil namieHTiB. ITigBUIIeHHS TO3U
CIIi TPOBOOUTH 3 00EPEXKHICTIO.

[TarieHTH 3 MOPYVIIIEeHHSIM QYHKITI1I HUPOK

PekoMeHOyeThCs 3aCTOCOBYBATH 3BUYaKHI IO3HU IIpernapary, OCKIJIbKY 3MiHU
KOHIIeHTpallil aMJIOUIIiHY Y TIJIa3Mi KPOBi He ITOB’s13aHi 3i CTyImeHeM TSXKKOCTi
HUPKOBOI HEJOCTATHOCTi. AMJIOOUNIH He BUBOOAUTHCS LIJIIXOM Hiari3y.



[MTarieHTH 3 MOpPVIIIEeHHIM QYVHKITI NediHKHT

[lo3u mpemnaparty [OJid 3aCTOCYBaHHS MaIliEHTaM 3 MOPYHIeHHSAM (YHKIIil Ie4YiHKH Bif
JIETKOT'O OO ITOMipHOTO CTYIEHS TSI2KKOCTi He BCTaHOBJIEHi, TOMY Iimbip mo3u ciif
ITPOBOAUTHU 3 00EPEKHICTIO Ta MOYMHATH 3aCTOCYBaHHS IIperapary i3 HauHUKY0l J03U
B Oiama30Hi 103 (OuB. po3ninu «OcoOIuBOCTI 3acTOCyBaHHA» i «®apMaKoOTiyHi
B/1aCTUBOCTi. PapMaKOKiHETHUKA»).

dapMaKOKiHETUKY aMJIOOUNIHY He OOCIIAXKYyBaId y Malli€HTIB i3 MOPYIIeHHIM (PyHKITi1
MEeYiHKM TSAXKKOTO CTyIleHs. Y Ialli€HTIB i3 MOPYIIeHHIM (PYyHKITil IEeYiHKYU TAXKKOTO
CTyIleHS 3aCTOCyBaHHS aMJIOOUIIIHY CJIiZl TOYUHATHU 3 HAaWHUKYOI JO3U Ta IIOCTYIIOBO i1
30isTbITyBaTH.

TabneTku 1Mo 5 MT IIpenapaTty He IpU3Ha4YeHi OIS PO3MOMily HaBITiJI OJIsT OTPUMaHHSA
mo3u 2,5 Mr.

itk
[IpenapaT MOXKHO IPUMEHSThH IETSIM C 6 JIeT.

BnusHue amMmnogunuHa Ha apTepruallbHOE JaBlIeHNe MallieHTOB [0 6 JIeT HEeU3BECTHO.
Ilepemo3yBaHHs

IlocBim HaBMUCHOTO IIepeN0o3yBaHHs IpernapaTty 0OMexXeHUH.

CuMnToMHU IIepefo3yBaHHA: 3HaYHe Iepeio3yBaHHs IpelapaTy IIpu3Bene a0
HaaMipHOI nepudepuyHOl Ba3oguiaTallil Ta, MOXKJIMBO, OO pedIeKTOpHOl Taxikapmil.
[ToBigoMIIsiyiOCS: ITPO PO3BUTOK 3HAYHOI Ta, MOXKJIUBO, TPUBAJIOI CUCTEMHOI
apTepiasbHOl riIOTEeH3il, BKJII0Yal04M IIIOK i3 JIeTaTbHUM HACJIiIKOM.

JIikyBaHHS: KJIIHIYHO 3Hauyllla apTepiajibHa TilIOoTEeH3is, 3yMOBJIEHA I1epea0o3yBaHHAM
aMJIOOUIIiHY, BUMara€ akTUBHOI HiATPUMKU HisJIbHOCTI CeplieBO-CYANHHOI CUCTEMH,
BKJIIOYAIO4YX YaCTUU MOHITOPUHT QYHKIIIN Cepls Ta AUXaHHS, IMITHATTSI HUXKHIX
KiHITIBOK, MOHITOPUHT 00’€My IIUPKYJIIOIYO]l PiINHU Ta CEYOBULIIIEHHS.

II71s1 BIDHOBJIEHHS TOHYCY CYOUH Ta apTepialbHOr0 TUCKY MOXKHa 3aCTOCyBaTHU
CYOMHO3BYKYBaJIbHI IIpeapaTy, YII€eBHUBIINCD Y BiACYTHOCTI IIPOTUIIOKA3aHb OO0 IX
3aCTOCyBaHHS. 3aCTOCYBaHHS KaJbIlilo TJIIOKOHATY BHYTPIITHEOBEHHO MOXKe OyTU
KOPHCHUM [IJIs1 HiBeJTloBaHHS e(heKTiB 6JI0Kaau KasbI[iEBUX KaHaIiB.

Y peskux Bunagkax Moxe OyTH KOPUCHUM NPOMMBaHHS HUTYHKA. 3aCTOCYBaHHS
aKTHBOBAHOTO BYTiJI/ISI 3MOPOBUM AOOPOBOJIBIISIM ITPOTSITOM 2-X TOAWH MiCJIs BBEAEHHS
10 Mr amnoguIliHy 3Ha4YHO 3MEHIIMNJIO PiBEHb UOT0 BCMOKTYBaHHSI.



OCKinTbKM aMJIOOUITIH 3HAYHOIO MipOI0 3B’ sI3YEThCA 3 OimKaMu KpoBi, eheKT miamisy
HEe3HaYHUU.

IToOiunHi peakmii

[Tpu 3acTOCyBaHHI aMJIOAUIIIHYy HaldacCTillle ITOBiTOMJISIJIM IIPO TakKi Mo0igHi peakxiiil
SIK: COHJIMBICTD, 3allaMOPOYEHHSsI, TOJIOBHUM Oilb, IOCHUIIEHEe CepleOUTTsI, TPUIIIIUBH,
0isib y YepeBHil TOPOXKHUHI, HyO0Ta, HAOPSAKU TOMiJIOK, HaOpSAKM Ta HifgBUIlleHa
BTOMIJIIOBaHICTb.

[ToGiuHi peakirii, Mpo SIKi ITOBiMOMIISIIIM TIif YaCc 3aCTOCyBaHHS aMJIOOUITiIHY, HaBedeHi
HUXK4Ye 3a CUCTeMaMHU Ta KjlacaMHU OPraHiB Ta 3a 4aCTOTOI BUHUKHEHHS: OyXKe 4aCTo
(= 1/10), gacTto (Big = 1/100 go < 1/10), HeyacTo (Big = 1/1000 go = 1/100), pigko
(Bim = 1/10000 mo = 1/1000), omyxe pigko (= 1/10000), HeBimoMO (He MOXKHa
BCTAHOBUTH Ha IIiACTaBi HAsIBHUX OAHUX).

3 6oky Kpoei ma aiMpamuyHoi cucmemu: OyKe PimgKo: TeHKOIIUTOIIEHis,
TPOMOOIIUTOIIEHI .

3 60Ky iMyHHOI cucmemu: OyxKe PigKo: aleprivyHi peakirii.
3 60Ky 06MiHY peuo8uUH ma xap4y8aHHs: OyxKe PigKo: rinepriikeMis.

ITcuxiyHi nopyweHHsA: HedacTO: Oellpecis, 3MiHM HaCTPOIO (BK/II0Yal04YM TPUBOKHICTH),
0e3COHHS; PigKO: CILUIyTaHiCTh CBiHOMOCTI.

3 60Ky Heps8osoi cucmemu: 94aCTO: COHJIUBICTh, 3allTaMOPOYEHHS, TOJIOBHUM Ointb
(TOJIOBHMM YMHOM Ha IOYAaTKY JIIKyBaHH); HeYacCcTO: TPEMOD, OUCTeB3isi, CUHKOIIE,
rirmecTesis, mapecTesis; OyKe PifKo: rinepToHyc, nepudeprudyHa HelponarTis.

3 60Ky opaaHie 30py: 4aCTO: MOPYIIEHHS 30PY (BKII0YAIOYM OUIIIOINIIO).
3 60Ky opaaHis cayxy ma nabipuHmy: HeYacTO: O3BiH Y ByXax.

3 60Ky cepusi: 4aCTO: IIOCUJIEHEe CePLeOUTTS; HeYacTO: apUTMis (BKITI0Ual04dun
OpaguKap[iio, IIJIyHOUYKOBY TaXiKapmilo Ta MEPEXTiHHS Ilepeacepab); OyKe PifgKo:
iHpapKT MioKapmaa.

3 60Ky cyOuH: 4acCTO: ITPUIIJINBU; HEYACTO: apTepiaibHa TiIIOTEH3is; OyXKe PifgKo:
BaCKYJIIT.

3 60Ky OuxasnvHOI cucmemu, opa2aHie 2pyo0HOi KAimKu i cepedoCmiHHA: 4aCTo:
OUCIIHOE; HeYacCTo: KallleJib, PHUHIT.



3 60Ky WAYHKOBO-KUWKOB020 MpPAKmy: 4acTo: Oiflb Y XKUBOTI, HyqOTa, OUCIIEIICis,
MOPYLIEHHS MePUCTalIbTUKNU KUIIEYHUKY (BKJIIOUAIOYU [iapeio Ta 3allop); He4acTo:
OJII0BaHHS, CYXiCTh y POTi; My2Ke PiIKo: MaHKpPeaTUT, TaCTPUT, TillepIiiasisa siceH.

3 60Ky neviHKu ma #co8408UBiOHUX W./1sXi8: OyKe PimKOo: TeMaTUTH, XKOBTSHUIIS,
MMigBUINIEHHS PiBHS IMe4YiHKOBUX (pepMeHTiB (1110 HalidacTillle acollifoBayIocs i3
X0JIeCTa3oM).

3 60Ky wkKipu ma nidwkKipHOi MKAHUHU: He4YacCTo: aJioIellis, mypIypa, 3MiHa
3a0apBJIeHHS MIKipH, DigBUINeHe IIOTOBUIIJIEHHS, CBepO0izK, BUCHUII, eK3aHTeMa,
KPONUB STHKA; OyKe PiIKO: aHTiOHEBPOTUYHUM HAOPSAK, MyJIbTU(POPMHA epuUTEMA,
ekcdomiaTuBHEUYM gepmaTtut, cuaapom CriBeHca-II>kKoHCOHA, HAOpsSK KBiHKe,
(poToUyTIUBICTh; HEBIMOMO: TOKCUYHUH €llifepMalbHUN HEKPOJTIi3.

3 60Ky ckesiemHoO-M’ 30801 ma cnoAy4YHOI MKAHUH: 9aCTO: HaOpsIKaHHS T'OMIJIOK,
CymoMu M’si3iB; He4aCTO: apTparis, Mianris, 6inb y cIuHi.

3 60Ky HUPOK ma ceyosuB8iOHUX WAAXIiB: HEYACTO: MOPYIIeHHS CEYOBUIIJIEHHS,
HIKTYpis, MigBUIlleHa YaCcTOTa CE4YOBUIIyCKaHHSA.

3 60Ky cmameesux op2aHie ma MO/04YHOI 3a/a103U: HEYACTO: iMIIOTEHIIisT, TIHEKOMACTis.

3azanvHi nopyweHHA ma nopyweHHsA y Micui eeed0eHHA: my»XKe 4aCcTo: HaOpsSAKM; 4acTo:
ITigBUIIIeHA BTOMJIIOBAHICTh, aCTeHisI; HedyacTo: 0inb y rpyasax, 6inb, He3OyKaHHS.

ITocaiooceHHs: HedacTo: 30iIbIIeHHsT a00 3MEeHIIeHHI MacHu Tija.
[ToBimoMIIsANIM PO BUHATKOBI BUIIaAKU PO3BUTKY €KCTpallipaMigHOTO0 CUHOPOMY.
iTn

Awmnogunia goOpe IepeHOCUTHLCS ITPU 3acTOCyBaHHI miTsaM. [Ipodinb mobivHUX peakilii
OyB MOmiOHUM [0 THUX, IO CIIOCTEPirajaucs y DOPOoCIuX. Y OOCIiI»KeHHi 3 yuacTio 268
OiTed HaMdacTille moBioOMIISI/IM PO TakKi MobiuHi peakirii: ro1oBHUM Oinb,
3aIraMOpPOYEeHHSs, PO3IIIUPEHHST KPOBOHOCHUX CYINH, HOCOBAa KpoBOTeYa, Oillb Y JKUBOTI,
acTeHis.

Binpiricte mo6ivHUX peakii Oynau 1erkoro abo IMoOMipHOTO CTyIeHs. TSaXKi mo0iuHi
peakiiil (mepeBaKHO T'OJIOBHUY 0inb) criocTepiranucsa y 7,2 % npu 3acTOCyBaHHI 2,5 MT
amiopuriiny, y 4,5 % npu 3actocyBaHHi 5 Mr amnonuniny, tay 4,6 % - y rpymi
miane6o. HalinomupeHilioo IpUYNHOI0 BUKJIIOYEHHS 3 OOCIigKeHHs Oya
HEKOHTPOJIbOBaHa rinmepteH3sisi. 2ZKomHOT0 pa3y BUKIIIOUEHHS 3 HOCIigXKeHHs He 0y
CIIpUYMHEHE BiIXuneHHsIMU 1abopaTOPHUX IMOKa3HUKIB Bim HopMu. He OyJio
3a(ikCcoBaHO CyTTEBUX 3MiH IIyJILCY.



IToBigoMJIEHHS IIPO Mif03PIOBaHi MoOiUHi peakiril

[ToBimoMiieHHST PO Mimo3proBaHi M00iYHI peaxiiii micnast peecTpaliii TiKapchKOTo
3aco0y Ma€ BaxKJIMBe 3HauYeHH. Lle mae 3Mory mpoBoauTu 0e3repepBHUNM MOHITOPUHT
CIIIBBIIHOIIIEHHS MiXX KOPUCTIO 1 pu3uKaMu, I10OB’I3aHUMMU 13 3aCTOCYBaHHAM ILIbOT'0O
JIiKapCchKOTro 3aco0y. JIikapsiM ciif 3BiTyBaTH IIpo OyOb-AKi Mimo3proBaHi Mo0iuHi
peaxiiil BiImoBigHO M0 BUMOT 3aKOHOOABCTBA.

TepMiH NpUIAaTHOCTI
3 POKH.
YMoBHu 30epiranus

B opurinanbsHiy yrmakosl1li npu TeMmrepatypi He Builie 30°C.

30epiraTtu B HeOMOCTYIHOMY [OJI OiTeM MicCIii.
YnakoBka

171 mo3yBaHHSA O MT:

ITo 10 TabneTok y 6micTepi; mo 3 6micTepu y madili 3 KAapTOHY.
KaTeropis Bignycky

3a penemnTomM.

BupooHuk

[IpAT «TexHomor».

Micuie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaJaXKeHHSI
IisTIHLHOCTI

YVkpaina, 20300, Yepkacbka 001., MicTo YMaHb, Bynuilss Ctapa Ipopi3dHa, OyauHOK 8.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesa — [lepKaBHOTO PEECTPY

JIiIKapCchKUX 3aco0iB YKpaiHu.
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