IHCTpYKIisi

IJIsI METHYIHOT 0 3aCTOCYBAaHHSA JTIKapChKOro 3aco0y

AMJIOOUIIIH-ACTPA®APM
(AMLODIPINE-ASTRAPHARM)
Cknao:
Oitoua peuosuHa: amlodipine;

1 TabneTKa MiCTUThL aMmnoguminy Oecunarty y nepepaxyBanti Ha 100 % pevoBuny 5 mr a6o 10
MT;

donomidcHi peyo8uHU: Kanbllito Timpodocdar, 11enrono3a MiKpOKpUCTaliyHa, MarHiio cTeapar,
KpPOXMaJllb KyKypPyA3sHUM.

JlikapcbKka ¢popma. TabneTku.

OcHosHi pisuko-xiMiyHi 8racmusocmi: TabneTku 6iI0T0 KOILOPY, MIOCKOUXTIHAPUYHOI popMu, Kpail
TIOBEPXOHB CKOIIIEHi, 3 OOHOT'0 OOKY - PHCKa.

(I)apMaKOTepal'IeBTI/I'-IHa rpyma.

CeneKTHBHI aHTArOHICTU KaJbI[il0 3 TepeBaxkHOI0 [Ii€l0 Ha cyguuu. [ToxifHi gurigponipugusy.
Awmmnopgumid. Kog ATX C08C AO01.

®Papmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

AMJTOfIUIIIH - aHTATOHICT Kasbllifo (IIoXigHa AUTiApomipuauHy), Mo 6JI0Kye HagxXO[KeHHs i0HiB
KaJbllil0 IO MioKapha Ta [0 KIITUH TTTaJeHbKUX M’ SI3iB.

MexaHi3M TilTOTEH3UBHOI il aMJIOTUIIIHY 3yMOBJIEHK Oe31ocepeiHbOI0 PO3CIabIi0i0doi0 Ji€l0 Ha
rinageHbKi M'ga3u cyguH. ToUHUN MexaHi3M aHTHaHTiHaIbHOTO e(eKTy aMJIOAUIIiHY BCTAHOBIEHUN
He[IOCTaTHHO, OMHAK HUXKYeHa3BaHi epeKTH BiirpaioTh eBHY POJib:

- aMJIOJUIIIH PO3IIKPIOE TepupepUYHi apTepionu i TaAKUM YMHOM 3HUKYE NepudepruyHnil OIip
(mocTHaBaHTaXXeHHS). JHUXKEHHS HaBaHTaXXeHHS Ha Ceplie IPU3BOOUTH 00 3HUXKEHHS CIIOKUBAHHS
eHepril Ta noTpebu MioKapaa y KUCHi;

- PO3IIKPEHHS TOJI0BHUX KOPOHAPHUX apTepill Ta KOPOHAPHUX apTepion (HOpMaIbHUX Ta
ilmeMi30BaHUX), MOXKJINBO, TAKOXK Bifirpae poyib y MexaHi3Mi fil amnoguniny. Take po3mMpeHHs
MigBUIYE HACUYEHICTh MiOKapaa KMCHEM Y TallieHTiB 3i ClTa3MOM KOPOHAPHOI apTepil (CTeHOKapHis



[TpuHIMeTana abo BapiaHTHa CTeHOKapMis).

Y nmatieHTiB 3 apTepianbHOIO TilepTeH3i€l0 3aCToCyBaHHsA npenapaTy 1 pas Ha o6y 3abe3meuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTepialbHOr0 TUCKY IPOTATOM 24 TOOUH Y [IOJI0KEHH] gK JieXaul,
TakK i cTosiun. Yepe3 MOBiMbHUM IIOYATOK [Ail aMJIOAUIIIHY TOCTPa apTepianbHa TimoTeH3is 3a3BUYail He
CIIOCTEPITa€EThCA.

Y marrieHTiB 3i cTeHOKapHi€lo Ipu 3aCTOCYyBaHHi ofiHiel H060OBOI H03U Ipenapary MigBUIIYETHCS
3arajapHUM 9ac (pi3MYHOr0 HaBaHTaXKEeHHS, 9ac [0 IT0YaTKy CTeHOKapAil i 9ac mo 1 MM genpecii
cermenTa ST. [IpenapaT 3HUKY€E YaCTOTYy HallafliB CTEHOKaPii Ta 3MeHIIye MOTpedy y 3acToCyBaHHI
HITPOTJIiLIEpUHY.

AMJTOTIUTIIH He aCOII0ETHCSA 3 OyIb-IKUMU MOGIYHUMY MeTa0O0IiYHUMY [isIMU YU 3MiHAMHU PiBHS
JinifiB y ma3Mi KpoBi i MOXKe 3aCTOCOBYBaTHCS MalliEHTaM i3 aCTMOI0, IyKPOBUM fiabeToM Ta
IIOJarporo.

dapmaxoKiHemuxka.

BcmoxkmyeaHHA/po3nodia. Tlicis mepopaibHOr0 3aCTOCYBaHHS TepPaneBTUYHUX 103 aMJIOAUIIIH
IIOCTYII0BO abcopOyeThes y mma3Mi KpoBi. AGcoroTHa 6i0M0CTyIHICTE HE3MiHEHOI MOJIEKY X
CTaHOBUTH MpubIN3HO 64-80 %. MakcuManbHa KOHIIEHTPAIliS y TIa3Mi KPOBi JOCSATAETHCS IPOTITOM
6-12 rogun micns 3actocyBaHHA. O0’eM PO3MOMiNTy CTAaHOBUTD MIpuOIU3HO 21 J1/KT; KOHCTaHTa
nucorianii kucnotu (pKa) amnoguniny ctaHoBuTh 8,6. [loCHigKeHHS in vitro TpogeMOHCTPYBaIH, 110
3B’sI3yBaHHS aMJIOAUIIiHY 3 GiTKaMu IJ1a3MU KPOBi CTaHOBUTH MPubmu3Ho 97,5 %.

OpHoYacHe BXXKUBAHHA 1Ki He BIJIMBA€ Ha BCMOKTYBaHHS aMJIONUIIHY.

Memaboaizm/gusedeHHs. [1epion HamiBBUBEeIeHHS 3 IJIa3MU KPOBi CTAaHOBUTE MpuOIu3Ho 35-50
roguH. PiBHOBaxkHa KOHIIEHTpAIlisl y MJ1a3Mi KPOBi focsATaeThes micis 7-8 nHiB 6e3nepepBHOTO
3aCTOCYBaHHS IIpernapary. AMIOOUIIIH TOJIOBHUM YHHOM MeTab0/Ii3yeThCs 3 YTBOPEHHSIM HEAKTUBHUX
MeTabomiTiB. Bnu3sko 60 % BBemeHOI 103U BUBOIUTHCS i3 ceueto, mpubnu3Ho 10 % 3 SKuX CTAHOBUTH
aMJIOLUIIIH Y He3MIHHOMY BUTJIAL].

ITauieHmu AimHb020 BiKY. Yac OCATHEHHS PiBHOBAXKHUX KOHLIEHTPAI[il aMJIOJUIIIHY y IJ1a3Mi KpPOBi
nofiOHMY Yy MallieHTiB JTITHLOTO BiKy Ta y JOPOCUX MalieHTiB. KiipeHc aMnoaumniny 3a3Buydail € gelo
3HUKEHUM, 110 V MAIliEHTIB JIITHLOTO BiKy TPU3BOAUTD OO 30ibIIIEHHS IO i KPUBOIO
«KOHIIeHTpauig-yac» (AUC) Ta nepiomy HamiBBUBEOEHHS IIpenapary.

ITauieHmu 3 nopyweHHAM GYHKUilU HUPOK. AMTIOTUIIIH eKCTeHCUBHO Gi0TPAaHC(HOPMYETHCS [0
HeaKTHBHUX MeTaboniTiB. 10 % aMnoguniny BUOINAETHCS Y HE3MiHEHOMY BUTJISAL 3 cedelo. 3MiHu
KOHIIEHTpallil aMJIOfHUIIiHY Y IIJ1a3Mi KPOBi HE KOPEJIIOIOTh 3i CTyIIeHeM MOPYIIeHHS QYHKIIA HUPOK.
[TamienTam i3 mopyumeHHIM (QYHKIIM HUPOK MOXXHA 3aCTOCOBYBaTH 3BAYalHI 103U aMJIOAUIIIHY.
AmMopuniH He BUOAIAETHCA LUIAXOM Tiali3y.

ITauieHmu 3 nopyweHHAM QYHKUiI neyiHKU.

[HpopMaLis om0 3aCTOCYBaHHS aMJIOAUIIIHY NalliEeHTaM i3 MOpyLIeHHAM (QYHKII IeYiHKY OyxKe
oOMexkeHa. Y TmallieHTiB i3 Ie4iHKOBOIO HEIOCTATHICTIO KITipeHC aMJIOAUIIIHY 3HUKEHUH, 1110
IPU3BOAUTH [0 30iNbIlIeHHS TPUBAJIOCTI epiofy HamiBpo3nany Ta Ao 36inemenHs AUC npubnu3Ho Ha
40-60 %.



[imu. JocnigxKeHHs papMaKOKiHETHKY IIPOBOAMINCS 3 y4acTio 74 [iTel 3 apTepiaabHOI0
rineprensielo BikoM Bifg 12 go 17 pokiB (Takoxk 34 malfieHTH BikKoM Bif 6 1o 12 pokis Ta

28 marienTiB BikoM Big 13 mo 17 pokiB), sSIKi 3aCTOCOBYBaJIM aMJIOAUIIIH ¥ mo3ax 1,25-20 Mr Ha moby 3a
1 abo 2 mpuiioMu. 3a3BUYal KilipeHC TP IepopaIbHOMY 3aCTOCYBaHHi OiTSAM BikoM Bif 6 10 12 pokiB
Ta Big 13 mo 17 pokiB cranHoBuB 22,5 Ta 27,4 n/rof BiOmoBimHO A xnon4ukis, i 16,4 ta 21,3 n/rox
BiATIOBigHO A7 AiB4aTOK. CIlOCTEpiraeThCcsl 3HaYHa BapiaOeNbHICTh €KCIO3KIIii Y Pi3HUX MAaIliE€HTIB.
[HpopMalis 100 mallieHTiB BikOM 10 6 POKiB € 00MekKeHO10.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

- ApTepianbHa rinepreHsis.

- XponiuHa cTabinibHa CTeHOKaPMis.

- BasocnactuyHa cTeHOKapAisa (cTeHoKapmaisa IIpuHIiMeTana).

IIpomunoka3aHHA.

- IligBuIeHa YyTNUBICTh [0 OUTIAPOMiIPUANHIB, aMIOOUITIHY YK [0 OYAb-IKOTO iHIIIOT0 KOMIIOHEHTA
JiKapchKOro 3aco0y.

- ApTepiaibHa rinoTeH3is TSIXKKOI'0 CTYIEeH.
- [llok (BKMOYa4y KapoioreHHUH II10K).
- OOCTPYKIIis BUBIIHOTO TPAKTY JIiBOTO IITyHOUKa (HANIPUKIIA[ CTEHO3 @0PTHU TAKKOIO CTYIIEHS).

- T'emopuHaMmiyHO HecTabimbHa ceplieBa HEJOCTATHICTh IMicIs ToCTporo indapKTy Miokappa.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.
Bnaus iHwux aikapcvkux 3acobig Ha ama00uniH.

HasBHi maHi mopo 6e3meyHoro 3aCTOCyBaHHS aMJIONUIIIHY i3 Tia3uAHUMU [iypeTUKaMU, -
6rmokaTopamu, B-6710KaTopaMu, iHriGiTOpaMu aHTiOTEH3UHIIEPETBOPIOIYOro GpepmeHTy (ATID),
HiTpaTaMu IIPOJIOHTOBAHOI fil, Cy0miHTrBanbHOI (POPMOIO HITPOTTilIepUHY, HECTEPOITHUMHU
TPOTH3ANalbHUMH JIiIKapChKUMU 3aco6aMu, aHTUOI0THKaMH, TIEPOPAIbHUMHU TilOT TiKEMiYHUMU
JiKapCbKUMHU 3aco0aMu.

[laHi, oTpuMaHi y X0l JOCIIIXKeHb 13 1J1a3MO0I0 KPOBI JIIOOUHY in Vitro, CBIAYaTh PO BiACYTHICTh
BIIJIUBY aMJIOJHUITIHY Ha 3B’sI3yBaHHS 3 OiTKaMu KPOBi JOCITiIXKYBaHUX JTiKaPChKUX 3aC00iB (IUTOKCHUH,
dbeniToiH, Bapdapun abo iHOOMETAINH).

IHeibimopu CYP3A4.

OpHoYacHe 3aCTOCYyBaHHS aMmyIofguminy Ta iHriditopis CYP3A4 nmoTyKHO1 4 ToMipHOI Aii (iHribiTopu



IpoTeas, a30JIbHi IPOTUTPUOKOBI 3aCc00M, MaKpOJIiAH, TaKi K epPUTPOMIIIMH YK KIapUTPOMIINH,
Beparmnamin abo gunTiazeM) MoXke MPU3BECTH A0 3HAYYLIOTO MiABUILEHHS €KCIIO3UIil aMIOAUIIIHY, 1110
TiABUINYE PU3UK BUHUKHEHHS apTepianbHoil rimotensii. KniniuHe 3HaUYeHHS TaKuX 3MiH MOXKe OyTH
OinbIN BUpaXKeHUM Y TallieHTiB JIiTHHOTO BiKy. Moxe OyTH HEOOXiqHUM KiIiHiYHE CIIOCTepeKeHHS 3a
CTaAHOM ITallieHTa Ta migbip mo3u.

He pekoMeHIy€eThCSI OMHOYACHO 3aCTOCOBYBATH aMJIOTHUITIH Ta IrpeindpyTu abo rpeundpyToBuii cik,
OCKIiJIbKY ¥ IeIKHX NallieHTiB 06i0lOCTYIHICTh aMJIONUIIIHY MOXKe ITigBUIITYBAaTHUCh, 1110, B CBOIO YEPTY,
IPU3BOIUTH [I0 ITOCUJIEHHS TiOTEH3UBHOI Mil.

Inoykmopu CYP3A4.

KonuenTpauis aMioguminy B Ij1a3Mi MOXKe 3MIHIOBATUCH IIiC/IS OMHOYACHOT0 3aCTOCYBaHHS BiOMUX
ingykTopiB CYP3A4. ToMy cyif IPOBOOUTH MOHITOPUHT apTepiaJbHOTO TUCKY 1 BigIIOBIAHO
KOperyBaTH 03y K YIPOAOBXK, Tak i MiC/s CymyTHHOTO JIiIKyBaHHS, 0COOIMBO 1€ CTOCYETHCS CUIBHUX
inmyktopis CYP3A4 (nHampuknag, pudamminuny, 38ipo60oi0 3BUYalHOTO).

IlanmpoaseH (iHdy3ii).

Y TBapHH CIloCTepiranucs MITyHOYKOBi GiOpuisLii 3 meTalbHIM HACTiJKOM Ta CEpLEeBO-CYTUHHUN
KOJIaIIC, 110 aCOLif0BaIuCA 3 TillepKaslieMi€ro, Micisd 3aCTOCYBaHHS BepalaMinly Ta JaHTPOJIeHy
BHYTPIITHEOBEHHO. Yepe3 PU3UK PO3BUTKY TilepKalieMii peKOMeHOOBaHO YHUKATH 3aCTOCYBaHHS
6710KaTOPiB KasblliEBUX KaHAJIiB, TAKUX K aMJIOOUIIIH, CXAJIBHUM J0 3JI05IKiCHOI TinmepTepmii
IalieHTaM Ta IIPH JIiKyBaHHI 3/105KiCHOI TimepTepMil.

Bnaue amaoduniny Ha iHwi aikapcbki 3acobu.

linoTeH3uBHUM e()eKT aMIOOUIIIHY IOTEHIIIOE TIMOTeH3UBHUY e(EKT iHIIUX aHTUTINePTEeH3UBHUX
3aco0iB.

Takpoaimyc.

[cHye pu3uK MigBUIEeHHS PIBHIB TAKPOJIIMYCy B KPOBIi IPU OOHOYACHOMY 3aCTOCYBaHHI 3
aMJIOIUIIIHOM, OgHaK (hapMaKOKiHEeTUUYHHUY MeXaHi3M TaKol B3a€MO/Iii ITOBHICTIO He
BCcTaHOBJeHO. [[[06 yHUKHYTH TOKCUYHOCTI TaKPOJIiMyCy, IIPH CYyIIyTHHOMY 3aCTOCYBaHHi
aMJIOIUIIIHY TOTPiOEeH MOHITOPUHT PiBHIB TaKPOIIMYyCy B KPOBi Ta, 3a HEOOXimHOCTI,
KOPEKIis [03.

IHei6imopu mTOR (mammalian target of rapamycin - miweHi panamiyuHy y ccasuyis).

Taxki inri6iTopu mTOR, sk cuposimMmyc, TeMcupoinimyc i eBepoimyc, € cyoctpatamu CYP3A.
Awmnopurnis € cnabkuM inribitopom CYP3A. [Tpu ogHOYaCHOMY 3aCTOCYBaHHI aMJTOfUITIIHY 3
inribiTopamu mTOR BiH MoXKe TTOCHTIOBATH BIIJIMB OCTAHHIX.

LluksaocnopuH.

HocmifKeHb B3aEMOIiY IXKJIOCTIOPHHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 3[0POBUM JOOPOBOJIBIAM
abo B iHIIKX I'PyIax He MPOBOIUIIOCS, 32 BUHSITKOM 3aCTOCYBAHHS MAI[iEHTAM i3 TPAHCIIJIAHTOBAHOO
HUPKOIO, Y SIKAX CIIOCTepiranocs 3MiHHe MigBUIIEHHS 3aJIMIIKOBOI KOHIIEHTpAallil IIMKI0CIOPUHY (B
cepegaboMy Ha 0-40 %). 115 nmauieHTiB i3 TPaHCIJIaHTOBAHOI HUPKOIO, SIKi 3aCTOCOBYIOTh
aMJIOUIIiH, PEKOMEHIYEThCSI MOHITOPUHT KOHIIEHTPAIlill IIMKJIOCIIOPUHY Ta, 3a He0OXiIHOCTI,
3HUXKEHHS 03U LIUKJIOCIIOPUHY.



Cumsacmamut.

OnHoyacHe 3aCTOCyBaHHS GaraTopa3oBux 03 amyionuminy 10 Mr Ta cuMBacTaTUHY B 703i 80 Mr
IIPU3BOMIUIIO [I0 30ibIIIEHHS €KCIIO3UIlil CUMBACTaTUHY Ha 77 % MOPIBHSHO i3 3aCTOCYBAaHHSM JIMIIIE
cMMBacTaTHHY. [IJ1s mamieHTiB, SKi 3aCTOCOBYIOTh aMJIOUIIIH, O3y CUMBACTaTUHY CJIifl 0OMEeXUTH [0
20 Mr Ha 70o0y.

Kniniyni mocmigkeHHs B3a€EMO[Iii Tpemaparty mokasaiy, 110 aMJIONUIIiH He BIIJIUBA€E Ha
(dhapMaKOKiHETUKY aTOpPBaCTaTUHY, JUTOKCHUHY Ta BapdapuHy.

Cundenagin.

Opnopa3zosuu npuiioMm 100 Mr cunpeHadiny y malieHTiB 3 eCeHLialIbHOIO TiepPTEH3i€10 He BIJINBaB
Ha (hapMaKOKiHETHKY aMIofAuminy. [Ipu ogHOYacHOMY 3aCTOCYBaHHI aMJIOAUIIIHY Ta CANgeHadiny gK
KOMOiHOBaHOI Teparlii KoXKeH i3 IIpernaparTiB IPOSBIAB TIIOTeH3UBHUY e(eKT He3allekHO Bif] iHIIOTO.

THwi nikapcwki 3acobu.

Kniniuyni mocmigkeHHs B3a€EMO[Iii Tpemaparty mokKa3aiy, 10 aMJIONUIIiH He BIIJIUBA€E Ha
(dhapMaKOKiHETUKY aTOpPBaCTaTUHY, JUTOKCHUHY ab0 BapdapuHy.

EmaHos (ankoeonw).

OpHopa3oBuil Ta 6araTopa3oBuil mpuitoM 10 MT aMIOQUIIIHY HE MaB CYTTEBOT'O BIJIMBY Ha
(hapMakKOKiHETHKY €TaHOJy.

CywmicHe 3aCTOCYyBaHHS aMJIOAUIIIHY 3 TUMETUANHOM He MaJio BIJIMBY Ha (hapMaKOKiHETHUKY
aMJIO[UIIIHY.

CywmicHe 3aCTOCyBaHHS IIpelapariB ajJlOMiHil0/MarHio (aHTalKiB) i3 pa30BOI0 J03010 aMJIOAUIIIHY He
MaJio CyTTEBOT0 BIIJIUBY Ha (hapMaKOKIHETUKY aMJIOAUIIIHY.

JlabopamopHi mecmu.

BnnuB Ha MOKA3HUKYU 1a00PAaTOPHUX TECTIB HEBiJOMUH.

Oco06.1ueocmi 3acmocy8aHHs1.
Besneka Ta e(peKTUBHICTh 3aCTOCYBaHHS aMJIOOUIIIHY IPU TiIePTOHIYHOMY KPHU3i He OI[iHIOBaIUCS.

ITauienmu i3 cepuesorw Hedocmamuicmro. Li#t KaTeropii maIfieHTiB mpemnapaT Amnoaurmis-AcTpadapm
ciip 3acTocoByBatu 3 06epexkHicTIo. [TalieHTaM i3 3aCTiliHOIO CeplieBOI0 HeIOCTATHICTIO 6JI0KaTOPH
KaJIbI[iEBUX KaHaJiB, BK/II0UAI0YM aMJIOAUIIIH, C/Tifl 3aCTOCOBYBaTH 3 00€PEeXKHiCTIO, OCKIIbKA BOHU
TiIBUIIYIOTH PU3UK CEPIIEBO-CYAUHHUX YCKIagHEHD Ta JIeTaJIbHUX BUMAAKIB y ManbyTHbOMY. KiniuHi
IOCTiAKEeHHS MOKa3ay, 1[0 y Malli€HTiB i3 CepIieBOI0 HENOCTATHICTIO TAXKKOr0 cTyneHd (kiac III ta
IV 3a knmacudikariiero NYHA) mpu 3acTocyBaHHI aMJIOQUITIIHY YaCTOTa BUMIAAKiB PO3BUTKY HaOpSKY
JereHsb OyJla BUIIOIO IIOPiBHSHO i3 3aCTOCYyBaHHAM Iiaiebo.

ITauieHmu 3 nopyweHHAM PyHKUilU neviHKu. [lepion HamiBBUBeEHHS aMJIOAUIIIHY Ta IapaMeTpHh
AUC Bumi y malfieHTiB i3 mopymeHHIM (yHKIIii Te4iHKY; peKOMeH/allili CTOCOBHO 103 IIpernapary
HeMae. ToMy maHi¥ KaTeropil namieHTiB C/Iiff pO3MOYWHATH 3aCTOCYBaHHS IIpenapary i3 HanHuKYI01
HO3H.



Cnig 6yTu 06epeXXHUMU K Ha IMOYATKYy 3aCTOCYBAHHS IIpernaparTy, Tak i mifg yac 30inbIneHHs J03M1.
[TamieHTaM i3 TSIKKOI0 MEeYiHKOBOIO HEJOCTATHICTIO MOXKe OyTH HeoOXimHUM MOBimbHUY migdip mo3u Ta
peTeNbHE CIOCTEPEXKEHHS 3a CTAHOM IIalli€HTa.

ITauienmu aimHbo20 giky. 36inbIIyBaTH M03Y IpenapaTy JaHil KaTeropii maiieHTiB ciif 3
00ePexKHICTIO.

ITauieHmu 3 nopyweHHAM PyHKUil HUpPOK. [aHil KaTeropil mami€eHTiB CIifl 3aCTOCOBYBaTU 3BUYAlHI
[O3U Ipenapary. 3MiHM KOHI[EHTPAallil aMJIOJUIIiHY Y IIJIa3Mi KPOBi HE KOPEJO0Th 3i CTyIIeHeM
OPYyLIeHb QYHKIIN HUPOK. AMIOAUIIIH He BUAANSIETHCS IMIJITXOM Iiai3y.

AMJTIOIUTIIH He BIIJIUBA€E Ha Pe3y/IbTaTH J1ab0pPaTOPHUX [OCTiIXKEHb.

He pekoMeHOy€eThCST 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rpeindpyTom abo 3 rpedndpyToBUM COKOM,
OCKIiJIbKM ¥ IeSKUX NallieHTiB 6i0f0CTyMHICTh Moxke OyTu 30inbieHa, 1110 IpU3Bene 00 MOCUIeHHS
TiOTEeH3UBHOr0 e(PeKTy mpemnapary.

Hampiti.

Lle#t mikapcbkuit 3aci6 MictTuth MeHIe 1 MMosb HaTpito (23 Mr) Ha TabIeTKy, TOOTO MPAKTUYHO
BiIbHUY Bif HATPilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BariTHiCTE.
Besneka 3acTocyBaHHS aMJIOOUIIIHY XKIiHKaM y I1epiof BariTHOCTI He BCTaHOBJIEHA.

3aCTOCOBYBaTH aMJIOOUIIIH Y IIepiof BariTHOCTI peKOMEHAYEThCA JIUllle y TUX BUIIafKaX, KOJIX HeMae
Oe3neyHimol anbTepHATUBY, a PU3UK, TI0B’I3aHUN i3 CaMUM 3aXBOPIOBAHHSM, IIEPEBUIIYE MOXKIIUBY
IIKOAY Bif JIIKyBaHHSA [OJI MaTepi Ta 1joaa.

Y xomi gocigKeHb Ha TBapUHaX IIPU 3aCTOCYBaHHI BUCOKUX 03 CIIOCTepiranacs penpogyKTUBHA
TOKCUYHICTE.

[Iepion rogyBaHHSA TPYOOIO.

AMIIOOUIIiH BUAINSETLCS Y TPyAHE MOJIOKO. CIiBBiAHOIIEHHS 003K, OTPUMaHOl HOBOHAPOMXKEHUM Bif
MaTepi, y MiXKKBapTUJIbHOMY Aiana3oHi OLiHIITh 9K 3-7 %, MakcuMyM 15 %. [Iisg aMnoguminy Ha
HEMOBJIAT HeBifoMa. [Tpu NpuiHATI pillleHHS PO NMPOAOBKEHHS rOfyBaHHS I'PYAAI0 YU PO
3aCTOCyBaHHS aMJIOAUIIHY HEe0OXiIHO OILiHIOBaTHA KOPUCTh TOAYBAHHS TPYAOIO AT AUTUHY Ta
KOPUCTH Bil 3aCTOCYBaHHA IIpelapaTy A MaTepi.

OepTUNLHICTS.

[ToBimomunsinocs mpo 000poTHi 6ioxXiMiuHi 3MiHM T'OJIOBKY CIIepMaTO030ifa y AesKUX MallieHTiB Ipu
3acToCyBaHHI 0710KaTOpPiB KanbllieBuX KaHauiB. KiiHiuHol iHdopMaliil 100 IOTEHIIINHOTO BIIJIUBY
aMJIOOHUIIIHY Ha GepPTUIbHICTh HeIOCTATHEO.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu



MexaHiamamu.

AMJTOIUTIIH MOKe YMHUTH He3HauHuM a00 MOMipHUY BIIJIUB Ha 3[aTHICTh KEPYBATH aBTOTPAHCIOPTOM
abo mpairfoBaTy 3 iHIMMHU MexaHi3MaMu. [IIBUAKiICTh peakiil MoxKe OyTH 3HMKeHa IIPX HasBHOCTI
TAKUX CUMIITOMIB K 3allaMOpPOYEHHS, FOJIOBHUI OiNlb, CILIyTaHICTh CBimOMOCTi yu HynoTa. Cruig 6yTu
o0epexkHUMHU, 0COONIMBO Ha IOYATKY Tepartii.

Cnoci6 3acmocyeaHHss ma do3u.
Hopocai.

3a3Buyail A7 TiKyBaHHS apTepianbHOI rinepTeH3ii Ta CTEHOKapP/Ail peKoMeHj0BaHa II04YaTKOBa /103a
JiKapchbKOTro 3ac00y CTaHOBUTHL 5 MT amnonuniny 1 pa3 Ha mo0y. 3alekHO Bif peakiiil nalieHTa Ha
Tepariio 103y MoXkKHa 30iTbIIUTH [0 MaKCHMaIbHOL f03H, 10 cTaHOBUTEL 10 Mr 1 pa3 Ha fmo0y.

[TamieHTaM 3i cTeHOKapHi€lo mpemnapaT MOXkKHa 3aCTOCOBYBaTH SIK MOHOTepallilo Y1 y KoMbiHaIlil 3
iHITMMY aHTHAHTiIHAJBHUMU JIIKapChKUMU 3aco0aMu P PE3UCTEHTHOCTI N0 HiTpaTiB Ta/abo
ageKBaTHUX 103 B-G110KaTOPiB.

€ mocBig 3acTOCyBaHHS IIpenapary y KoM0OiHalii 3 Tia3augHUMU giypeTuKaMu, a-0710KaTopaMu,
B-6mokaTopamu abo iHribiTOpaMu aHTiOTEeH3UMHIIEPETBOPIOBAILHOTO (PEPMEHTY MallieHTaM 3
apTepianbHO0 rinepTeH3sie.

Hemae HeoOxigHOCTI y mig6opi 03U mpenapary npyu 0MHOYaCHOMY 3aCTOCYBaHHI 3 Tia3ugHUMU
miypetukami, B-6J10KaTopaMu Ta iHTiGiTopaMu aHTiOTEH3WHIIEPETBOPIOBAIBHOTO (PepMEHTY.

limu sixom 8i0 6 poKie 3 apmepianbHOW 2inepmeHsielo.

PexomeH0BaHa MOYaTKOBa [I03a IIpenapary fAjis Iii€l KaTeropii mamieHTiB CTaHOBUTH 2,5 MT 1 pa3 Ha
no6y. Ko HeoOXimHMI piBEHb apTepialibHOTO TUCKY He O0yIe MOCATHYTHM MPOTATroM 4 TUXKHIB, 103y
MO2KHa 36inpmuTy 10 5 Mr Ha fo6y. 3acToCyBaHHS IIpenapaTy Y Ao3ax BUIlle 5 MT AJig HaHol
KaTeropil nauieHTiB He AOCIiIXKYBaIuCh.

ITayieHmu AiMHbO20 BIKY.

Hemae HeoOximHOCTI y migbopi mo3u miis maHol KaTeropii marienTis. [TinBuIeHHs JO3H CIIif
TIPOBOOUTH 3 00EPeXKHICTIO.

ITauieHmu 3 nopyweHHAM (PYHKUilU HUPOK.

PexoMeHIy€eThCS 3aCTOCOBYBATH 3BUYAWHI 03U NIpenapaTy, OCKiIbKY 3MiHU KOHIIEHTpallil
aMJIOTUITIHY Y TJ1a3Mi KPOBi He ITOB’3aHi 3i CTyIeHeM TSKKOCTI HUPKOBOI HEJOCTAaTHOCTi. AMJIOAUIIiH
He BUBOOUTHCS LUIAXOM Hiamizy.

ITauieHmu 3 nopyweHHAM PYHKUiU NeviHKU.

[lo3u mpemapaTy A1 3aCTOCyBaHHS MalliEHTaM 3 IIeYiHKOBOI HEeIOCTaTHICTIO Bif IETKOTO [0
TIOMipHOTO CTYTIEeHS TSXKKOCTi He BCTaHOBJIEHi, TOMY mifg6ip HO3M Cllif TPOBOAUTH 3 00epexkHICTIO Ta
MIOYMHATH 3aCTOCYBAHHS i3 HaWHUXKYOI 703U (OUB. Po3ainu «OcoO6IMBOCTI 3aCTOCYBaHHSI» i
«Papmakonoriugi BacTuBocTi. PapmMakokiHeTHKa»). PapMakKOKiHETUKY aMJIONUIIIHY He
TOCTiAKYyBay y Malli€HTiB i3 IOpyIeHHAM (QYHKII] IeYiHKU TIKKOTO CTyNeHs. [ MallieHTiB i3



NOpPYIIeHHAM (YHKIIil IeYiHKY TSIKKOTO CTyIeHs 3aCTOCyBaHHS aMJIOAUIIIHY CJIifi TOYUHATH i3
HaWHMIKYOI 03U Ta IOCTYIIOBO i1 30inbLUIyBaATH.

TabneTku 1Mo 5 MI MOXKHA PO3MiMUTH HABIIIJ IS OTPUMaHHS OO3U 2,5 MT.

Himu.
[IpemapaT MOXKHa 3aCTOCOBYBaTU AiTAM BIKOM Bif 6 POKIB.

Brinus amoauIiiny Ha apTepialbHUM TUCK ITALli€HTIB BIKOM OO0 6 POKiB HEBITOMUM.

Ilepedo3yeanHsi.
IocBim HABMUCHOTO TIEPENO3yBaHHS aMJIONUITIHY 0OMeKEHUH.

Cumnmomu: 3Ha4YHe IIepeno3yBaHH npenapaTy Ipu3Befe A0 HafMipHOl nepudepuvHol
Ba304uIaTalil Ta, MOXK/INBO, 0O pedIeKTOpHOI Taxikapmil. [ToBimoMIsI0Cs Ipo PO3BUTOK 3HAYHOI Ta
TPUBAIOl CUCTEMHOI apTepianbHOI TiMOTeH3il, BKII0YalOUH IOK i3 I1eTalbHUM HACIiTKOM.

Pigko moBimoMIsiniocst Mpo HeKapHaioreHHUY HaOpsK JIeTeHiB K HaCJIiMOK Iepefo3yBaHHs
aMJIOUIIIHY, SKUU MOXKe MPOSBISITHACS BiICTPOUYEHUM II0YaTKOM (depe3 24-48 roguH micis npuuomy)
i moTpebye mITy4HOI BEHTUALIL TereHb. PaHHI peaHiMalliliHi 3axonu (BKII049alouu epeBaHTaKeHHS
pimuHOoI0) A1g migTpUMKH nepdys3ii Ta ceplieBoro BUKUAY MOXKYTh OyTH IPOBOKYIOUUMU (paKTOpaMu

JIikygaHHA: KIIIHIYHO 3HAUYIIA iI0TeH3id, 3yMOBJIEHA [Iepej03yBaHHAM aMJIOJUIIIHY, BUMarae
aKTHBHOI IiATPUMKHU [iIIBHOCTI CEPIIeBO-CYOAUHHOI CUCTEMHU, BKJII0OUAl0YM YaCTUH MOHITOPUHT
GYHKIIN ceplisl Ta QUXAHHS, MOHATTS KiHIIIBOK, MOHITOPHHT 00’€MY ITUPKYJIIOIOYO0l PifUHU Ta
CEYOBHUIIEHHS.

[lns BigHOBIIEHHS TOHYCY Cy[WH Ta apTepialbHOr0 TUCKY MOXKHA 3aCTOCYBaTH CYAMHO3BYXKYyBalbHi
mpenaparTy, YIeBHUBIIKCH ¥ BiICYTHOCTI MPOTUIIOKa3aHhb [0 1X 3aCTOCYBaHHSA. 3aCTOCYBaHHS KallblIii0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM MJIS HiBe/moBaHHS ePeKTiB 6710Kau KalblieBUX
KaHaJIiB.

YV mesikvx BUIIagKaxX MoxKe OyTH KOPHUCHUM ITPOMUBAHHS LIIYHKA. 3aCTOCYBAHHS aKTMBOBAHOTO
BYTiJIISL 3OPOBKUM JOOPOBOJIBISIM IIPOTSTOM 2 TOOUH Micyisg BBeleHHsA 10 MI aMJIOIUIIiHY 3HaYHO
3MEHIINJIO PiBeHb UOT0 BCMOKTYBaHHS.

OCKinbKM aMJIOUIIIH 3HaYHOIO MipoIo 3B’43y€eThCs 3 OiNlkamMu Ija3Mu KpoBi, ehekT miami3y €
He3HAYHUM.

ITobiuni peakuii.

[Tpu 3acTOCyBaHHI aMIOAUIIIHY Ha#YaCTillle TOBiHOMIIAIOCS PO TakKi mobivyHi peakiii, AK:
COHJIUBICTB, 3allaMOPOYEHHS, TOJIOBHUY 6inb, MOCHUIeHe cepleOuTTs, IPUILIUBYU KPOBi, 6ilb y
YepeBHill OPOXHUHI, HyI0Ta, HAOPSIKK rOMiNTOK, HAOPSIKM Ta BTOMJIIOBAHICTb.



[ToOigHi peakii, Ipo sKi MOBIJOMIISAIOCS Iif Yac 3aCTOCYBaHHS aMJIONUIIiHY, HaBe[eHi HUXKYe 3a
CHCTEMaMHU OpTaHiB Ta 3a YaCTOTOI0 BUHUKHEHH: AyxKe dacTo (= 1/10), gacTo (Bix

= 1/100 go < 1/10), HeuwacTo (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), nyxe
pinko (= 1/10000), HeBimoMO (He MOXKHa BCTAHOBUTHU Ha IIiICTaBi HAIBHUX MAHUX).

3 60Ky cucmemu Kposi:

IyXe pimKo: TeRKOLUTONEHisT, TPOMOOIIUTOIEHis.

3 6oky imyHHOI cucmemu:

IyXe pigKo: anepriuxi peakiil.

MemaboiuHi nopyweHHs:

[lyXe pifgko: rinepriikemis.

3 6oky ncuxiku:

HeuacTo: mempecis, 3MiHM HACTPOIO (BKITIOYAIOUM TPUBOXKHICTE), 6€3COHHS.

[lyXe pigKo: CIIyTaHICTh CBIAOMOCTI.

3 60Ky Hepsosoi cucmemu:

YacTo: COHNUBICTD, 3allaMOPOYEHHS, TOJIOBHUH 0ib (TOJIOBHUM YMHOM Ha IIOYATKY JiKyBaHHS).
Heuacro: TpeMop, oucressist, CUHKOIIE, TilecTe3is, mapecresis.

IyXe pigko: rinepToHyc, nepudepruiHa HelpomaTis.
Hegimomo: ekcTparmipaMigHi po3namgu.

3 60Ky opaaHis 30py:

YacTo: mopyieHHs 30py (BK/II0Ya4y OUIIIIOIIO).

3 60Ky opaaHis cayxy:

HeuacTo: O3BiH y Byxax.

3 6oky cepus:

YacTo: nocuneHe cepuebuTTs.

Heuacro: apuTtMis (BKiioyarouu 6pagrKapiilo, IITyHOYKOBY TaxikKapfilo Ta MEPEXTIHHS Iepencepas).
Iyxe pigko: iHpapKT MioKappaa.

3 60Ky cyOuH:

YacTo: IpUNIUBH.

HeuacTo: apTepianbHa TrinoTeHsis.

[lyXe pigKo: BaCKyJIiT.



PecnipamopHi, mopakaavHi ma mediacmuHaabHi NOPYWeHHA:
YacTo: guciHoe.

HeuacTo: Kallienb, pUHIT.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY:

YacTo: 6inb y XKUBOTI, HyJ0Ta, AUCIEICis, TOPYIIeHHS IePHUCTaIbTUKYN KUIIEUHUKY (BKITIOYAIOUH
Iiapelo Ta 3arop).

HeuwacTo: 6110BaHHS, CyXiCTh y POTi.
[lyXe pigKo: MaHKPeaTUT, TaCTPUT, TinepIiasis siceH.
3 6oky 2enamobiniapHoi cucmemu:

IyXKe pigKo: TelaTUTH, JKOBTSIHHULIS, IiABUIIEHHS PiBHS Me4YiHKOBUX (pepMEHTIB (1[0 HalyacTile
acolliroBaocs i3 XoJIecTa3oM).

3 60Ky wkipu ma nidwKipHOi MKAHUHU:

Heuacro: anormernisi, mypmuypa, 3MiHa 3a0apBfieHHS LIKipH, MigBUIIIeHe TIOTOBUOINIEHHS, CBepOiX,
BUCHII, eK3aHTeMAa, KPOIIUB THKA.

IyXe pigKo: aHTi0HEBPOTHYHUM HAOPSIK, MynbTH(QOPMHaA epuTeMa, eKChomiaTUBHUM IepMaTHT,
cuagpoM CriBeHca — [I3KOHCOHA, Habpsak KBiHKe, GOTOUyTNIUBICTE.

HeBimoMo: TOKCUYHUY emligepMalbHUN HEKPOIi3.
3 boky KicmKkogo-m’ 130801 cucmemu:

YacTo: HaOpsiKaHHS TOMIJIOK, CyIOMHU M’ SI3iB.
HeuacTo: apTparnris, mianrisi, 6inb y ciuHi.

3 60Ky ceuosudinvHOi cucmemu:

HeuacTo: mopyIneHHsT CEeYOBUIIIEHHS, HIKTYpis, MifBUIleHa YaCTOTa CEYOBUINTYCKAHHS.
3 60Ky penpodykmueHoi cucmemu:

HeuacTo: iMIIOTeHIIisT, TIHEKOMACTis.

3a2anbHi NOPYWeHHA:

IyxKe 4acTo: HaOPSKHU.

YacTo: nmigBullleHa BTOM/IIOBaHICTh, aCTEHiIs.
Heuacro: 6inb y rpynsx, 6inb, He3oyKaHHS.
IocaioxceHHA:

HeuacTo: 30inbeHHs ab0 3MEeHIIIeHHSI MacHy Tila.



[ToBimOMIISANIOCS PO BUHATKOBI BUIIaAKM PO3BUTKY €KCTpamlipaMiqHOr0 CUHAPOMY.
iTH.

AwmmopurniH goOpe epeHOCUTLCS IIPHU 3aCTOCyBaHHi OiTAM. [Ipodint nobiynux peakiiit 0yB nomibHUM
[0 TUX, II0 CIIOCTEPIranucs y JOPOCIuX. Y OOCTiAKEHHI 3 y4acTIO AiTell HaldacTille IOBiAOMIISANIOCS

PO Taki moOivyHi peakiril: ronoBHUY 0iNlb, 3alTaMOPOYEHHS, PO3MINPEHHS KPOBOHOCHUX CYIMH, HOCOBA
KpOBOTeYa, Oilb Y JKUBOTI, aCTeHis.

Binpuricts no0ivyHUX peakiiiti Oynu 1eTKoro abo MOMipHOTO CTyneHs. TAXKi mo0iuHi peakiril
(mepeBaxHO TON0BHUM 6inb) criocTepiranucs y 7,2 % mpu 3acTOCYBaHHi 2,5 Mr amoputiny, y 4,5 %
IIPM 3aCTOCYBaHHi 5 Mr amnoguniny ta y 4,6 % - y rpyni miane6o. HalimommpeHiioo TpuYnHo0
BUKJIIOUEHHS 3 NOCTimXKeHHs 0y/la HEKOHTPO/IbOBaHa TrimepTeH3is. 2KogHOT0 pa3y BUKIIIOUEHHS 3
mocyimKeHHs He OyJ0 CIpUYrHEeHe BigXuleHHAME TabopaTopHuX MOKa3HUKIB Big HopMu. He Oyrio
3a(ikcoBaHO CyTTEBUX 3MiH MYJIBCY.

ITosidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimoMsiTH TIPO MimO3pIoBaHi MOOiYHiI peakiril mics peecTpallil TikapcbKoro 3acoby BKpai
BaxXJuBO. Lle mae 3MOry IpoOBOOUTH MOHITOPUHT CIIiBBIAHOIIEHHS MiX KOPUCTIO 1 pU3UKaAMU,
TI0B’SI3aHUMU i3 3aCTOCYBaHHSIM LIbOTO JTiKapChKOro 3acoby. JlikapsM ciif 3BiTyBaTu mpo 0ymb-sKi
migo3proBaHi mMo6iyHi peakii BiIIOBIIHO 0 BUMOT 3aKOHOMIAaBCTBA.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiraTu B OPUTiHANBHIN YIIAaKOBI IPU TeMIepaTypi He Bute 25 °C.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

YnakoBka.

[To 10 Tabnetok y 6iictepi; mo 2, 3, 6, 9 abo mo 10 GmicTepiB y Kopooiii.

Kareropis Bigmycky. 3a peLenTom.

BupoOHUK.

TOB «AcTtpadapm».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MiCIsi IPOBaIXKeHHs MOro Jis/IbHOCTI.



Ykpaina, 08132, KuiBcbka 0011., BydyaHncbkuii p-H, M. BumiHese, Byn. KuiBceka, 6.



