THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

AJIATUH®-®APMAK

(ALADIN®-FARMAK)

Cknao:
ditoua pevyosuHa: aMyofuIiny 6ecunart;

1 TabneTka MicTUThL amnopuIiny 6ecunary - 6,95 mr abo 13,90 Mr (B mepepaxyBaHHi Ha aMIOOUIIIH
-5 mr a6o 10 mr);

0JonoMidcHI peuoBuHU: 11eJli0JI03a MIKpPOKPUCTaslidyHa, Kaiblliio rinpodocdat 0e3BogHNUM, HATPIiO
KPOXMaJIbIITKOIAT (TUl A), MarHiio cTeapar.

JlikapcbKka ¢popma. TabrneTku.

OcHosHi (pizuko-xiMiyHi 8racmusocmi: TabneTku 6imoro abo Maiixke 6i10T0 KOIHOPY 3 MITOCKOIO
TIOBEPXHEIO, 3 PUCKOIO Ta (acKolo.

®apMakKoTepaneBTUYHa Irpyna.

CenekTHBHI @HTArOHICTU KaJIbI(il0 3 [IepeBaXkHOI0 [ieto Ha cyguuu. [loxipsi purigponipupuny. Kon
ATX C08C A01.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

AMJTOZIUIIIH - aHTATOHICT Kasbllilo (IOXigHe OUTiApOmipuaAnHy), M0 0JI0Kye HagXOAXKeHHS i0HiB
KaJbI[il0 0 MiOKapAa Ta A0 KJIITUH TJIafgkKuxX M’sa3iB.

MexaHi3M TrinoTeH3UBHOI il aMIOOUIIIHY 3yMOBIeHUY 0e3110CcepeiHbOI0 po3cabioBanbHOIO Oi€l0 Ha
r7afKi M's134 cynuH. TOYHUY MeXaHi3M aHTHaHTiHAIBHOTO e(DeKTy aMJIONUIIiHY BU3HaYEeHUH
HeJOCTAaTHbO, OOHAK HUXK4Ye3a3HaueHi epeKTH BifirpaiTh NEBHY POJIb.

AMITOUIIIH PO3IMKPIOE TepupEeprUUHi apTePioNny i TaKUM YMHOM 3HUXKYE NepudepudHuil omip
(mocTHaBaHTaxKeHH:). OCKIiIbKY CePIIEBUH PUTM 3aJIMIIAETHCS CTAOIIPHUM, 3HUKEHHS
HaBaHTaXXKeHHS Ha cepllie IPU3BONUTE 10 3HUXKEHHS CII0XKUBaHHS eHeprii Ta moTpebu Miokapza B
KVCHI.



Po3mmpeHrHs roJ0BHUX KOPOHAPHUX apTepiv Ta KOPOHAPHUX apTepios (HopMaIbHUX Ta
ilmeMizoBaHUX), MOXKJIMBO, TAKOXK Bifirpa€ poib y MexaHi3Mi mil amnogumniny. Take
PO3IKPEHHS MifBUIyE HACUYEHICTh MiOKapfa KUCHEM Y MAaIi€HTiB 3i Cta3MOM KOPOHApPHO1
apTepii (cteHokapmis [IpuHIIMeTana abo BapiaHTHa CTEHOKAPis).

Y nmanieHTiB 3 apTepianbHOIO TimepTeH3iel0 3acToCcyBaHHs mpemnapaTy 1 pa3 Ha moby 3abeameuye
KJIIHIYHO 3Hauyllle 3HUXKEHHS apTepiaJbHOr0 TUCKY IPOTATOM 24 TOAMH y IIOJIOKEHH] gK JIeXadl,
Tak i crosiun. Yepes MOBIMBHUM IIOYATOK il aMJIOAUIIIHY TOCTPa apTepiaibHa IinoTeH3is 3a3Buyail He
CIIOCTEPIraeThCA.

Y nmatieHTiB 3i cTeHOKapi€lo Py 3aCTOCYBaHHI ofHiel 1060BOI 03K IpemnapaTy MigBUIIYEThCS
3aranbHUM 9ac (pisuvyHOro HaBaHTaXKEeHHS, Yac [0 I0YaTKy CTeHOKapAil i 4ac mo 1 MM menpecii
cermenTa ST. [IpemapaT 3HUXKYE YaCTOTy HaMafiB CTEHOKAPAil Ta 3MeHIIye moTpedy y 3aCTOCyBaHHi
HITPOTJIiLlepUHY.

AMJTOTIUTIIH He aCoII0ETLCS 3 Oyab-IKUMU MOGIYHUMY MeTabomiyHuMy AisiMu abo 3MiHaMu piBHS
JinifiB y ma3Mi KpoBi, Oro MoXkKHa 3aCTOCOBYBATH IallieHTaM 3 aCTMOI0, I[yKPOBUM [fiiabeToM Ta
IofIarpoio.

dapmaxoKiHemuxka.

BCMOKTYBaHHA/PO3M0Ii. [Tic/st mepopanbHOro 3aCTOCYBaHHS TEPANEBTUYHUX HO3 aMJIOAUIIIH
IIOCTYII0BO abCcopOy€ETHCS Y mIa3My KpoBi. AGcomoTHA 6i0JOCTYIHICTh HE3MiHEHOI MOJIEKY !
CTAHOBHUTH MpUONMU3HO 64-80 %. MakcuMabHa KOHIIEHTpaIlis y mia3mi Kposi (C,,,) MOCATAETHCS
IpoTSAroM 6-12 roguH micng 3acTocyBaHHS. O0’€M PO3MOAiNY CTAHOBUTH NpUOIN3HO 21 /KT;
KOHCTaHTa Jucolialil kucnotu (pKa) aMnonumniny cTaHOBUTH 8,6. 3B’sI3yBaHHS aM/IOOUIIIHY 3
OimkaMu I1a3MU KPOBi CTaHOBUTE NPubIu3Ho 97,5 %.

OpHOo4YacHe BXKUBAHHS IXi He BIJIMBA€E Ha BCMOKTYBaHHSA aMJ'IOI[I/Il'IiHy.

MeTtabomni3M/BuBeieHHS. [Tepion HAMiBBUBENEHHS 3 IJIa3MHU KPOBi CTAHOBUTH

puOIN3HO 35-50 roguH. PiBHOBaxXHa KOHILIEHTpAIli ¥ [1JIa3Mi KPOBI AOCATAETHCS MiCHsA
7-8 oHiB 6e3mepepBHOT0 3aCTOCYBaHHA IIpelapaTy. AMIOAUIIIH TOJIOBHUM YMHOM MeTalo0Jli3yeThCA 3
YTBOPEHHSIM HeaKTHBHUX MeTabomiTiB. [Ipubnusno 60 % BBemeHOl 031 BUBOOUTLCS 3i CeUelo,
npu6nu3Ho 10 % 3 SKUX CTAHOBUTH aMJIOOUIIIH Y HE3MiHEHOMY BUTJISMI.

[TauieHTH DITHBOTO BiKY. Yac mocSrHeHHs pPiBHOBaXXKHUX KOHIIEHTPALi aMJIOJUIIIHY Y M1a3Mi KpOBi
nofiOHMY Y MallieHTiB TITHLOTO BiKy Ta y JOPOCIUX MalieHTiB. KiipeHc amnonuminy 3a3Buyail gemo
3HUKEHUH, 10 y MAI[iE€HTIB JIITHBOTO BiKy IPU3BOAUTH 00 30ibIIeHHS MJIOMII MiJ KPUBOIO
«KoHIeHTpauisg/yac» (AUC) Ta nepiony HaliBBUBEEHHS Ipenapary.

[lalieHTy 3 TOPYUIeHHAMHU (DYHKIIil HUPOK. AMJTONUIIH eKCTeHCHBHO 6i0TPaHCHOPMYETHCS 0

HeaKTUBHUX MeTaboriTiB. 10 % amnogumniny BUOINSIETLCS ¥ He3MiHEHOMY BUTTISAIL 31 cedeto. 3MiHu
KOHIIeHTPallil aMJIONUITIIHY Y TIJTa3Mi KpOBi He KOPEe0Th 3i CTyIIeHeM MOpYyIIeHHs GYHKIIil HUPOK.
[NTamieHTaM i3 nopymeHHAME QYHKIIiI HUPOK MOXKHAa 3aCTOCOBYBaTH 3BUYalHi 03U aMJIOAUIIIHY.
AmMmnopuniH He BUOANSAETHCA LUIAXOM Hiami3y.

[lauieHTy 3 mOpyLUIeHHAMU QYHKIII De4iHKH. [HpopMallis I0g0 3aCTOCYBaHHS aMJIOOUITIHY

nalieHTaM i3 nopymeHHAME QYHKII] IeYiHKU AyKe oOMexXKeHa. Y MallieHTiB i3 neYiHKOBOIO
HEJOCTATHICTIO KJTipEHC aMIOOUIIiHY 3HUXKEHUH, 1[0 TPU3BOAUTE 0 30ibIIIEHHS TPUBAJIOCTI
nepiony HamiBpo3mnaAy Ta Ao 30inbmeHHs AUC npubnusto Ha 40-60 %.




LiTy. 3a3BUyait KTipeHc Ipu epopaabHOMY 3aCTOCYBaHHI OiTsSM BikoM Bif 6 mo 12 pokiB Ta Bim 13
oo 17 pokiB cTaHOBUB 22,5 n/rofd Ta 27,4 n/Toa BiAMOBImHO Oj1d XI0m4uKiB i 16,4 n/rom ta 21,3
J7I/Tof BiATIOBigHO [7Ig miB4aTOK. CIIOCTEpiraeThCsl 3HaYHa BapiaOeNbHICTh €KCIO3Ullii y Pi3HUX
malfieHTiB. IHpopMallis 010 Nali€eHTiB BiKoM 00 6 pOKiB 0OMexKeHa.

KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

- ApTepianbHa rinepreHsis.

- XpoHiuHa cTabinbHa CTEHOKAPIis.

- BasocnactuyHa cTeHOKapAisa (cTeHoKapmaisa IIpuHiiMeTana).

IIpomunoka3aHHA.

- BigoMa mipBuileHa YyTNUBICTh IO AUTIOPOMiIPAONHIB, aMIOAUIIIHY Y4 0O OyOb-IKOT0 iHIIOTO
KOMIIOHEHTa IIpernapary.

- ApTepianpHa TrinoTeH3ia TAKKOI0 CTYIIEH.
- [llok (BKMO4Ya4y KapoioreHHUH II10K).
- O6CTPYKIIist BUBITHOTO TPAKTY JIiBOTO IIIYHOUKA (HAIPUKJIIaMl, CTEHO3 aOPTU TSIKKOTO CTYIIEHS).

- T'emopuHaMmiyHO HecTabimbHA ceplieBa HEJOCTATHICTh MicIis TOCTporo indapKTy Miokappa.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
Bnaus iHwux aikapcvkux 3acobig Ha ama00uniH

HasiBHi maHi momo 6e3meyHoro 3aCTOCyBaHHS aMJIOUIIIHY 3 Tia3uIHUMHU [iypeTUKaMHu, anbda-
6rmokaTopamu, 6eTa-6710KaTOpaMH, iHTibiTopaMu aHTiOTEH3UHIIEPETBOPIOBAIbHOTO pepmeHTy (ATID),
HiTpaTaMu IIPOJIOHTOBAHOI fil, CyOmiHTBanbHOI (POPMOIO HITPOTTillepUHY, HECTEPOITHUMHU
IIPOTU3aNaIbHUMHU JTIKapChbKUMHU 3aco0aMy, aHTUOI0TUKaMHU, OPaIbHUMU TilOrTiKeMivHUMU
JIiKapChKUMH 3aCc006aMu.

HaHi, oTpuMaHi y mporieci in vitro gOCJIIAXKEHS 13 I1JIa3MOK KPOBI JIIOAWHHU, CBIAYATh PO
BifICYTHICTb BIIJIUBY aMJIONUIIIHY Ha 3B’sI3yBaHHS 3 O6iIKaMu KpPOBi JOCTiXKyBaHUX
JMiKapCchKUX 3aco0iB (IUrokcuH, GpeHiToiH, BaphapuH abo iHgoMeTaIuH).

Ineibimopu CYP3A4

OpHOYacHe 3aCTOCyBaHHS amiionuminy Ta iHri6itopis CYP3A4 notyxkHoi a6o momipHoi gil (iHribiTopu
IIpOTea3, a30JIbHI MPOTUTPUOKOBI 3aCc00M, MAKPOJIiIK, TaKi SK epUTPOMIIMH ab0 KJIIaPUTPOMIIIKH,
Bepanamin abo gusTiazeM) MoxKe IIPU3BECTH [0 3HAUYIIOTrO MigBUIIEHHS €KCIIO3UIlil aMJIOfUITIHY, 1110
TaK0XkK MOXe IIPU3BECTHU [0 MiBUIIeHHS PU3UKY BUHUKHEHHS apTepianbHoi rinmotensii. Kminiune



3HQYEHHS TaKUX 3MiH MOXKe OyTH Oifblll BUpPaXKEHUM Y TMAalliEHTiB TiTHHOTO BiKy. Moxke OyTH
HeoOXiTHUM KITiHiYHWM HATJISA 3a CTAHOM IIallieHTa Ta migdip mo3u.

He pexoMeHOy€eThCS OGHOYACHO 3aCTOCOBYBATU aMJIOUIIIH Ta TpeindpyTu abo rpeindpyToBuil CiK,
OCKIiJIbKY V¥ HeSKUX HallieHTiB 6i0f0CTYMHICTh aMIOTUITIHY MOXKe ITigBUIIYBATHCS, 1110, 31 CBOr0 OOKY,
IIPU3BOOUTH [I0 MIOCUJIEHHS TIMOTEH3UBHOI [il.

Inoykmopu CYP3A4

KonueHTpanis aMIoguminy y niaa3Mi KpoBi MOXkKe 3MiHIOBATHUCS ITiCIg OMHOYACHOT'0 3aCTOCYBaHHS
Bigomux iHOyKTOpiB CYP3A4. ToMy CIlif IPOBOAUTY MOHITOPUHT apTepiaabHOr0 TUCKY 1 KOperyBaTu
M03Y 3 ypaxXyBaHHSIM OTHOYACHOTO MIPUMOMY IUX JTiKapChKUX 3aC00iB K BIPOOOBXK, TaK i micys
CYTIyTHBOTO JTiKyBaHHS, 0COOIMBO 1ie CTOCYEThCS CuMbHUX iHOyKTOPiB CYP3A4 (HampuKiafm,
pudamninuHy, 38ipo60i0 3BUYANHOTO).

[lanmposeH (iHPya3il)

Y TBapuWH cIloCcTepiranucs MayHOYKoBi GiOpusiii 3 meTalbHUM HACITITKOM Ta CEPIIEBO-CYIUHHUN
KOJIAIIC, 1[0 aCOLil0BaIuCS 3 rilepKalieMi€lo, IMicsg 3aCTOCYBaHHS Beparamiily Ta JaHTPOJIEHY
BHYTPIITHEOBEHHO. Yepe3 pU3UK PO3BUTKY TilepKasieMii peKOMeHO0BaHO YHUKATU 3aCTOCYBaHHS
0710KaTOPiB KabllieBUX KaHalliB, TAKUX K aMJIOAUIIIH, CXAJIBHUAM [0 3JI05IKiCHOI TinepTepMil
nalieHTaM Ta IIPU JIiKyBaHHI 37I0SIKiCHOI riepTepMil.

Bnaue amaoduniHy Ha iHWi aikapcbKi 3acobu

linoTeH3uBHUM e()eKT aMIOOUIIIHY IOTEHINIOE TiMOTeH3UBHUYN e(PEKT iHIIKNX aHTUTIEePTEeH3UBHUX
3aco0iB.

Takpoaimyc

[cHye pU3UK MifBUIIEHHS PiBHS TAKPOJIIMYCY B KPOBi IIPXA OJHOYACHOMY 3aCTOCYBaHHI 3
aMJIO[UIIIHOM, OfHaK (papMaKOKiHETHYHUM MeXaHi3M TakKol B3a€MOfil TOBHICTIO He BCTAHOBJIEHUH.
[ITo6 YHUKHYTH TOKCUYHOCTI TAKPOJIIMYCY, IIPU CYIyTHbOMY 3aCTOCYBaHHI aMJIONUITIHY MallieHTaM,
SKi IPUUMalTh TaKPOJIIMYC, CHIii IPOBOAUTU PETYISPHUN MOHITOPUHT PiBHS TAKPOJIIMYCY B KPOBI Ta,
y pa3i HeoOXigHOCTi, KOPUTYBATH 103y TAKPOIiMYCy.

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

Taxi inri6iTopu mTOR sk cuponimyc, TemcuponiMyc i eBeponimyc € cyoctpatamu CYP3A. Amnogumin
€ cnabkum inribiTopom CYP3A. IIpu omHOYaCHOMY 3aCTOCYBaHHiI amoguniny 3 inribitropamu mTOR
BiH MOKe [TIOCUJII0OBATH BIIJIUB OCTAHHIX.

IukaocnopuH

HocnigXeHb B3a€MOii IUKIOCTIOPUHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 300POBUM JOOPOBOJIBISIM
abo B iHIIUX I'PyIax He MPOBOJUIIN, 3@ BUHSTKOM 3aCTOCYBaHHS IallieHTaM i3 TPaHCIJIaHTOBAHOIO
HUPKOIO, Y SIKUX CIIOCTEepirasiocs MiHIMBe MigBUINEHHS 3aJIMIIKOBOI KOHI[EHTPAIlil IUKIIOCIIOPUHY (B
cepenuaboMy Ha 0-40 %). 1114 malfieHTiB i3 TpaHCIIAaHTOBAHOI HUPKOI, SIKi 3aCTOCOBYIOTh
aMJIOAMIIIH, CJIi PO3TISHYTU MOXKIINBICTh MOHITOPMHTY KOHILIEHTPALli# IUKIIOCIIOPUHY Ta, Y pasi
He0oOXiTHOCTI, 3BMEHIIUTH 003y LUKJIOCIIOPUHY.

CumsacmamuH



OpHoYacHe 3aCTOCYBaHHS 0araTopa3oBUX 03 aMiaogutiny 10 Mr Ta cuMBacTaTUHY B 103i 80 Mr
TIPU3BOAMIIO [0 30iNbIIIEHHS €KCIIO3UIlii CHMBacTaTUHY Ha 77 % MOPIiBHSHO 3i 3aCTOCYBAHHSM JIMIIE
CcUMBACTaTUHY. [I715 allieHTiB, AKi 3aCTOCOBYIOTh aMJIONUIIIH, 103y CUMBACTATUHY CJTif 0OMEXUTH [0
20 Mr Ha 100y.

CundeHain

Opnopa3zoui nputiom 100 Mr cunpeHadiny namieHTam 3 eCeHIlialbHOIO TilepTEH3i€10 He BIIJIMBAB Ha
(bapMaKOKiHEeTUKY aMJIOfUMIiHY. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI aMIOOUIIIHY Ta CUNIAeHadiTy K
KOoMOiHOBaHOI Tepallii KOXKeH i3 mpemnaparTiB BUSBISB IiOTeH3UBHUHN e(PeKT He3aIezkHO Bifl iHIIIOTO.

THwi nikapcvki 3acobu

Kniniyni gocnigkeHHS B3a€EMOil TpenapaTy noKa3aiy, 10 aMJIONUIIIH He BIIJIUBA€E Ha
(bapMakoKiHETHKY aTOpBaCTaTUHY, JUTOKCUHY a00 BaphapuHy.

Emanoa (anxkoeoaw)

OnHopa3oBui Ta 6araTopa3oBuii npuitoM 10 MT aMJIOAUIIIHY He MaB CYTTEBOTO BIUIMBY Ha
(bapMaKOKiHETUKY €TaHOIy.

CYMiCHe 3aCTOCYBAHHSA aMJ'IOJII/IHiHy 3 TUMETUOHUHOM He€ BIIJINBAJIO Ha Q)apMaKOKiHeTI/IKy aMJ'IOJII/Il'[iHy.

CyMicHe 3aCTOCyBaHHS MMpenapariB alloMiHil0/MarHiio (aHTaluaiB) i3 0JHOPa30BOI0 03010
aMJIOJUITIHY He MaJio CYTTEBOTO BIIJIUBY Ha (hapMaKOKiHETUKY aMJIOAUIIIHY.

JlabopamopHi mecmu

BrnuB Ha MOKa3HUKHY J1a00pPaTOPHUX TECTiB HEBiIOMMUIA.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Beaneky Ta e(eKTUBHICTh 3aCTOCYBaHHS aMJIOAUIIIHY IIPY TiIePTOHIYHOMY KpHu3i He
OLIIHIOBAJIU.

ITauieHmu 3i cepuesor HedocmamHicmio

IaHiit KaTeropii maIfieHTiB aMJIOOUIIiH CJTiT 3aCTOCOBYBAaTH 3 00epexkHiCcTI0. Y mporeci
IOBrOTPUBAJIOTO I11a1le00-KOHTPOIHOBAHOTO HOCIIIKEeHHS y MallieHTiB i3 cepIieBo0 HeJOCTAaTHICTIO
TsaKKoro cryneHs (knac III ta IV 3a knacudikamiero NYHA) npu 3acTocyBaHHI aMJIOOUITIiIHY YacTOTa
BHUIIQ[IKiB PO3BUTKY HAOPSKY JiereHb Oyjia BUILOIO MTOPIBHSHO i3 3acTOCyBaHHAM Inalebo. ITamieHTam
i3 3aCTifHOIO CEepIIeBOI0 HENOCTATHICTIO 0JI0KATOPH KalbIiEBUX KaHaliB, BKII0YAI0YU aMJIOIUIIIH,
CJIi[T 3aCTOCOBYBAaTU 3 00€PEKHICTIO, OCKIIbKY BOHUA MOXKYTh IiIBUIyBaTA PU3UK CEPLIEBO-CYOUHHUX
TOfif Ta JIeTAJbHUX HACTIAKIB Y MaOyTHHOMY.

ITauienmu i3 nopyweHHAMU QYyHKUII neviHKu

[lepion HaniBBUBeneHH aMnoauminy Ta napameTpu AUC BuUIli y NAlli€eHTiB i3 NOPyLUIeHHAMET QYHKIIil
MeYiHKY; peKOMeHOalli# Moao 103 IpernapaTy HeMae. ToMy aHii KaTeropii maIfieHTiB cifn
PO3MOYMHATH 3aCTOCYBAHHS MpernapaTy i3 HauHuKY0i 103u. [ToTpiOHO OyTH 06epeXHUMH SIK Ha
IIOYaTKY 3aCTOCYBAHHS IpemnapaTy, Tak i mifg 9ac 30inbiueHHs qo3u. ITalieHTam i3 TsKK0I0



MIeYiHKOBOI0 HEJOCTATHICTIO MOXKe OyTH HeoOXigHMM MOBibHUY MiA0ip M03U Ta peTeNbHUN HaTIsA 3a
CTAaHOM IIallieHTa.

IlauieHmu AIMHBO20 BIKY
306inpIIyBaTH qO3y IpemnapaTy JaHili KaTeropii marieHTiB ciif 3 06epexkHiCcTIO.
ITauieHmu i3 HUPKOBOI HedocmamHicmio

[aHil KkaTeropil malieHTiB CJIiff 3aCTOCOBYBaTH 3BMYalHi 103U IIpelapaTy. 3MiHA KOHIIEHTpallil
aMJIONUIIIHY Yy IJIa3Mi KPOBi He KOPEIII0Th 3i CTyIleHeM MOPYyIIeHb (GyHKLIY HUPOK. AMJIONUIIIH He
BUMAJISIETHCS LIJIIXOM Aiai3y.

AMIOOUIIIH He BIJIMBA€E Ha Pe3yJIbTaTé 1ab0paTOPHUX HOCTIIKEHb.

He pekoMeHIy€eThCsT 3aCTOCOBYBATH aMJIOTHUITIH pa3oM i3 rperndpyTom abo 3 rpeindpyToBUM COKOM,
OCKIiIbKY Y IesKUX MallieHTiB 610M0CTyIHICTE MOXe OyTH 306iblleHa, 1110 TPU3BEe N0 IOCUTIEHHS
TimOTeH3UBHOT0 e(PeKTy mpemapary.

Lleit mikapchbkuit 3aci6 MicTuTh MeHIe 1 MMoIb HaTpito (MeHIe 23 Mr), TOOTO, IO CYTi, BiTbHUM Bif
HaTpiIo.

®epmuabHicMb

[ToBigomnsinu mpo 060poTHI GioxiMiuHi 3MiHK I'OJIOBKY CIIEpMAaTO30iia ¥ AesKUX Mali€HTiB IpU
3aCTOCyBaHHi 6710KaTOPiB KanbllieBuX KaHamiB. KiiHiuHoi iHdopmallil 1om0 mOTEHIIIHHOTO BIIJIUBY
aMJIOJUIIIHY Ha (HepTUIbHICTh HeOCTaTHEO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Be3neka 3acTocyBaHHS aMJIOQUIIIHY KiHKaM Yy IIepiof BariTHOCTI He BCTAHOBJIEHA.

3acTOCOBYBaTH aMJIOQUIIIH y IIepiof BariTHOCTI pEKOMEHAYEThCA JIMIIE Y TUX BUIIagKaX, KO HEMaE
0e3neyHilIoi anbTePHATUBY, a PU3HUK, TIOB’I3aHUY i3 cCaMUM 3aXBOPIOBAHHSIM, IIEPEBUIIYE MOKIIUBY
KOy Bif JIIKyBaHHA [JI MaTepi Ta mIoma.

Y mpoueci gocnigXkeHb Ha TBAPUHAaX [IPU 3aCTOCYBaHHI BUCOKUX 103 CIIOCTEpirajacs penpoayKTUBHA
TOKCHAYHICTE.

ITepiod 200ys8aHHA 2pydoH0.

Awmmopurin OyB BUSIBIIEHUH IIif 4YaC IPyOHOTO BUTONOBYBAHHS y HEMOBJIAT, MaTepi SIKUX MpUAMaIIK
aMJIOOUIIiH. BB aMnoguiHy Ha HEMOBIAT HeBigoMui. [1py NpUMHATTI pillleHHS PO
IIPOJIOBXKEHHS TONYBaHHS IPyAAio abo PO 3aCTOCYBaHHS aMJIOUIIIHY HeOOXiTHO OLiHIOBaTH KOPUCTH
roAyBaHHS TPYAM0 OIS AUTHHU Ta KOPKCTH Bifl 3aCTOCYBaHHS IMpemnapary Oy MaTepi.

30amuicmb 8nausamu Ha weudKicmbeb peakyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

Jlikapcekuit 3aci6 Anagua®-®apMak MoxKe MaTH He3HauHUi abo MOMipHUII BIIUB Ha 3[aTHICTH



KepyBaTH aBTOTPAHCIIOPTOM ab0 IIpalloBaTH 3 iHIMMMHU MexXaHizMamu. Crifg 6yTu 00epexkHIMY,
0Cc0o6IMBO Ha MMOYaTKY Teparii.

[IBupKicTh peakuil Moxe OyTH 3HMKEHA NIPY HasBHOCTI TAaKMX CUMIITOMIB K 3allaMOpPOYEHHS,
T'OJIOBHMUI OiNlb, CIIIyTaHICTh CBiOMOCTI YU HYHOTA.

Cnoci6 3acmocyeaHHss ma do3u.

Lopocai. 1 niKyBaHHS apTepianbHOI rilepTeH3il Ta CTEeHOKapil 3BUuYaliHa I0YaTKOBa f03a
npenapaty Anagui°-PapMak CTAHOBHUThL 5 Mr 1 pa3 Ha go0y. 3a/leXkHo Bif peakiii malieHTa Ha
Tepariio 103y MoxkKHa 36iTbIIUTH 10 MaKCHMaIbHOI 003H, 110 cTaHOBUTEL 10 Mr 1 pa3 Ha fmo0y.

[TamienTaM 3i cTeHOKapAi€o MpemnapaT MOXHa 3aCTOCOBYBaTH SIK MOHOTepatniio abo y kombinaii 3
iHIITIMK aHTHAHTiIHAJBHUMU JIIKAapChKUMH 3aco0aMy IIPY PE3UCTEHTHOCTI A0 HiTpaTiB Ta/abo
aJieKBaTHUX 003 6eTa-0710KaTopiB.

€ mocBig 3acToCyBaHHS Ipernapary y KoMm0OiHalii 3 TiasaugHuMu JiypeTukaMu, anbda-010KaTopaMu,
OeTta-0mokaTopamu abo inriditopamu AIT® mamieHTaM 3 apTepianbHOO TiMepTeH3ie.

HeMmae HeoOximHOCTI y migbopi 03U mpenapaTy Ipu OGHOYACHOMY 3aCTOCYBaHHI 3 Tia3uAHUMU
niypetrkamu, 6eTa-01okaTopaMu Ta iHribitopamu AITO.

Limu sixom 8i0 6 pokig 3 apmepianbHo0 2inepmeH3ieln. PeKOMeHAoBaHa IT04YaTKOBa A03a IIpernaparTy
Anapun®-®apMak [ i€l KaTeropil mamieHTiB cCTaHOBUTS 2,5 Mr 1 pa3 Ha o0y (3aCTOCOBYBaTH
mpernapaTyd aMJIOOUIIiHY V BiITIOBiTHOMY HO3yBaHHi). AKIN0 HeoOXimHMM piBeHb apTepiaIbHOT0 TUCKY
He Oyne OOCSATHYTHUM IPOTITroM 4 TUXKHIB, 103y MOXKHAa 30i/bIIUTH 10 5 MT Ha 0o0y. 3aCTOCyBaHHS
Ipernapary y Ao3ax BUllle 5 MT [JIs JaHoi KaTeropil malieHTiB He AOCTiAKyBaoCh.

ITauienmu aimHboeo 8iky. HeMmae HeobxigHOCTI ¥ migGopi mo3u [A7g maHOI KaTeropii maiieHTis.
[TigBUIIIeHHS MO3U CIIi[l MPOBOOUTH 3 00EPEXKHICTIO.

ITauieHmu 3 nopyweHHAMU pyHKUil HUPOK. PEKOMEHIY€EThCST 3aCTOCOBYBATH 3BUYAMHI 031
IIpenapary, OCKifIbKM 3MiHU KOHIIeHTpallil aMJIOgUIiHy y I7a3Mi KpoBi He II0B’3aHi 31 cTynneHeM
TSIKKOCTi HUPKOBOI HEIOCTATHOCTi. AMJIOTHUITIH He BUBOOUTHLCS IIISIXOM [Iiami3y.

ITauieHmu 3 neuiHko80K HedocmamHicmto. [1o3u npemnapaTy O 3aCTOCYyBaHHS MallileHTaM 3
MIeYiHKOBOI HEOCTaTHICTIO Bifl IETKOTO [0 ITIOMIPHOTO CTyIeHs TSIXKKOCTi He BCTaHOBIIEHI, TOMY
mig6ip mo3u CIif MpoBOOUTH 3 00EPEKHICTIO Ta MOYNHATH 3aCTOCYBAHHS i3 HAWHUAKYOI 03U (OUB.
po3minu «®apmakosoriuni BnactuBocTi. ®apmMakokiHeTuKa» Ta «OCOOIUBOCTI 3aCTOCYBAaHHSI»).

®apMaKOKiHeTHKY aMJIONUIIIHY He JOCIiIXKXyBaJld y Mali€HTiB i3 MOPYIIeHHAMU QYHKIIl TeYiHKA
TSKKOTO CTyIleHs. [I715 MaIi€eHTiB i3 mopymeHHaMy (QyHKIIl TeYiHKY TSIXKKOTO CTYIEHS 3aCTOCYBaHHS
aMJIOMUITIHY CJIifl TIOYKMHATHY 3 HAMHMKYOI I03U Ta MOCTYIIOBO i1 30iNbIIyBaTH.

Limu. [IpenapaT MOXHa 3aCTOCOBYBATH AiTAM BIKOM Bifi 6 POKIB.

BrnnuB aMiopuniHy Ha apTepiajlbHUM TUCK MAll€HTIB BIKOM [0 6 POKiB HEBIIOMUIL.



Ilepedo3yeanHs.
IocBim HaBMUCHOTO IIEpeNo3yBaHHs IpenapaTy 00MexKeHuH.

Cumnmomu nepedo3yeaHHsA. HasiBHa iHdopMalris Ja€ migcTaBy BBaXkKaTH, 110 3HAYHE
nepeno3yBaHHs Npenapaty Anagus -OapMak Ipu3Befe N0 HagMipHOiI nepudeprndHol Ba3omuIaTarii
Ta, MOXKJIABO, 10 pedieKTopHol Taxikapail. [IoBimoMIsgIM PO PO3BUTOK 3HAUHOI Ta, MOXKJIUBO,
TPUBAJIOi CUCTEMHOI TilOTEeH3ii, BKII0Yal0u# LIOK i3 JIeTallbHUM HACIIigKOM.

Pigko moBimoMIIsiyiocs: PO PO3BUTOK HEKapHAioTeHHOTO HaOPSKY JIETeHiB IK HaCJIiOK Iepefo3yBaHHsA
aMJIOAUIIIHY, IKUU MOXKe IPOSBISITUCS 3 BiICTPOYEHUM IT0YaTKOM (depe3 24-48 roguH micns
IpuioMy) i moTpebdyBaTH IITYYHOI BEHTUIIAI] lereHb. ®aKTopaMu, 10 CIPUSIOTH PO3BUTKY
HeKapaioreHHOTo HaOPsIKy JiereHb, MOXKYTh OyTH paHHiI peaHiMallifiHi 3axoqu (BKITIOYAIOYH
IepeBaHTaXeHHS PIgUHOI0) IS MATPUMKH Iepdy3il Ta CepleBOro BUKUTY.

JIiKysaHHA. KniHiyHO 3HauyIla apTepiaibHa rinoTeH3is, 3yMOB/IeHa Tepeo3yBaHHIM aMJIOAHUIIiHY,
BMMara€ akKTUBHOI MiATPUMKH OisIIbHOCTI CEPIIEBO-CYAUHHOL CUCTEMH, BK/IIOUAI0YU YaCTUN
MOHITOPUHT QYHKIIIH ceplis Ta AUXaHHS, MigHATTS KiHLIBOK, MOHITOPUHT 00’ €MY IIUPKYJII0I0Y01
PiIWHY Ta CEYOBUOINEHHS.

[l11s1 BiIHOBJIEHHS TOHYCY CYOUH Ta apTepiaJibHOr0 TUCKY MOXKHA 3aCTOCYBaTU CyIUHO3BYXKYBaJlbHi
IpenapaTy, YIeBHUBIIKCH ¥ BilCYTHOCTI MPOTUIIOKa3aHhb [0 1X 3aCTOCyBaHHSA. 3aCTOCYBaHHS KaJlbIIii0
TJIIOKOHATY BHYTPIIIHEOBEHHO MOXKe OyTH KOPUCHUM AJIS HiBelmoBaHHS ePeKTiB 6710Kafu KalblieBUX
KaHaJlis.

Y mesikvx BUIIagKaxX MoxKe OyTH KOPHUCHUM IIPOMHUBAHHS LIIYHKA. 3aCTOCYBAHHS aKTMBOBAHOTO
BYTiJIIS 3[OPOBKUM JOOPOBOJIBISIM IIPOTIATOM 2 TOOUH Iic/ig BBefeHHs 10 MI aMJIOAUIIiHY 3HaYHO
3MEHIINUIO PiBeHb MOT0 BCMOKTYBaHHS.

OCKinbKYM aMJIONUIIiH 3HaYHOIO MipOoo 3B’I3y€ThCs 3 OilkaMu KpoBi, eheKT fiasnisy € He3HaYHUM.

Io6iuni peakuii.

[Tpu 3acToCcyBaHHI aMIOAUIIHY HaliyacTillle TOBiJOMIISIIIN IIPO TakKi Mo6iuHi peakiril SK: COHIUBICTS,
3araMOpOY€eHHS, TOJIOBHUY 0iflb, MOCUTIEHE CepLUeOUTTs, IPUIIKUBY, OiTb Y YepeBHilM IOPOKHUHI,
HYy#oTa, HaOpsSKU TOMiNoK, HabpsAKY Ta MigBUIEHa BTOMITIOBAHICTE.

[To6iuHi peaxiiii, mpo sIKi MOBIKOMIISATIUCS TIiJ Yac 3aCTOCYBaHHS aMJIONUIIIHY, HaBeleH]i HUXK4Ye 3a
CHCTEMaMH Ta KjlacaMM OpraHiB Ta 3a YaCTOTOI0 BUHUKHEHHS: oyxke 4acTo (= 1/10), yacTo (Bix

= 1/100 go < 1/10), mewacTo (Big = 1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), nyxe
pinko (= 1/10000), yacTtoTa HeBimoMa (He MOXKHA BCTAHOBUTH Ha IIiICTaBl HAIBHUX HAHUX).

3 60Ky Kposi ma aimpamuyHoi cucmemu.

IyXe pimKo: TeUKOLIUTONEHisT, TPOMOOIUTOIIEHi.
3 6oky iMmyHHOI cucmemu.

Iyxe pigko: anepriuxi peaxiiii.

3 boxy memaboaizmy ma asimeHmapHi po3aaou.



[yxe pigko: rinepriikeMis.

ITcuxiuHi nopyweHHA.

HeuacTo: mempecisi, 3MiHK HaCTPOIO (BK/II0YAIOYX TPUBOXKHICTh), 0€3COHHS.
Pigko: cinyTaHIiCTh CBiZOMOCTI.

3 6oky Hepeogoi cucmemu.

YacTo: COHNUBICTh, 3allaMOPOYEHHS, TOJIOBHUH 6ilbh (TOJIOBHUM YMHOM Ha I0YAaTKY JiKyBaHHS).
HeuacTo: Tpemop, Aucres3is, CUHKOIIE, TilleCcTesis, mapecTesis.

IyXe pigko: rinepToHyc, nepudepruiHa HelpomaTis.

YacToTa HeBigmoMa: eKCTpallipaMifHi po3naau.

3 60Ky opaaHis 30py.

YacTo: mopyuieHHs 30py (BK/II0Ya4y OUIIIOIIO).

3 60Ky opaaHis cayxy ma aabipuHmy.

HeuacTo: O3BiH y Byxax.

3 6oky cepus.

YacTo: nocuaeHe cepuebuTTs.

Heuacro: apuTtMis (BKioyarouu 6pagrKapmilo, IITyHOYKOBY TaxiKapfilo Ta MEPEXTIHHS Iepencepas).
Iyxe pigko: iHpapKT MioKappaa.

3 60Ky cyOuH.

YacTo: IpUNIUBH.

HeuacTo: apTepianbHa TinoTeHsis.

[lye pigKo: BaCKyJIiT.

PecnipamopHi, mopakaavHi ma mediacmuHAaabHi NOPYWEeHHA.

YacTo: gucIHoe.

HeuacTo: Kaliesnb, pUHIT.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY.

YacTo: 6iib y XKUBOTI, HyJ0Ta, AUCIEIICis, MOPYIIeHHS IePHUCTAIbTUKYN KUIIEUHUKY (BKITIOYAIOUH
miapeio Ta 3arop).

HeuacTo: 6110BaHHS, CYXiCTb y POTi.



[lye pigKo: IaHKpeaTuT, TaCTPUT, TilepIiasisa gceH.
3 6oky 2enamobisaiapHoi cucmemu.

[lyXe pigKo: renaTUTH, XKOBTSAHULS, [TigBUILIEHHS PiBHSA MIEYiHKOBUX (pepMEHTIB (1[0 HallyacTille
acolliroBaocs i3 XoIecTa3oM).

3 6oky wkipu ma niOwKipHOi MKAHUHU.

Heuacro: anormeriisi, mypmypa, 3MiHa 3a0apBiieHHS LIKipH, MigBUIIIeHe TIOTOBUOINEHHS, CBepOixXK,
BUCHII, eEK3aHTEMA, KPOIIUB' THKaA.

Iyxe pigKo: aHTi0HEeBPOTHYHUM HAOPSIK, MyNbTH(QOPMHaA epuTeMa, eKChHOomiaTUBHUM IepMaTHT,
cuagpoM CriBeHca-[[kK0HCOHa, HaOpsK KBiHKe, (HOTOUYTIUBICTE.

YacToTa HEBiOMa: TOKCUYHUM ellifiepMalbHAN HEKPOJTi3.

3 60Ky ckesnemHo-M’ 430801 ma cnoay4HOi MKAHUH.

YacTto: HaOpsiKaHHSA TOMIJIOK, CyJOMU M’ S3iB.

HeuacTo: apTparnris, mianrisi, 6iib y criuHi.

3 60Ky HUPOK ma ceyosudinbHO20 MpaxKmy.

HeuacTo: nopyieHHs ce4yoBUiIeHHs, HIKTYpid, MiiBUIIEHa YaCTOTa CeYOBUITYCKaHHS.

3 6oky penpodyKkmueHoi cucmemu ma MO/A0YHUX 3dA03.

HeuacTo: iMIIoTEeH1IisI, TIHEKOMACTis.

3azanbHi nopyweHHA ma CmaHu y Micyi 66e0eHHA.

IyxKe 4acTo: HAOPSAKHU.

YacTo: migBuIieHa BTOMJIIOBAHICTh, aCTeHif.

Heuacro: 6inb y rpynsx, Oinb, He3oyKaHHS.

HocaiooceHH.

Heuacro: 36inbineHHs abo 3MeHIlIeHHSI MaCH Tifa.

[ToBimOMIISAIM IIPO BUHATKOBI BUITAAKU PO3BUTKY €KCTPAIipaMiTHOT0 CUHAPOMY.
iTH.

AwmmopumiH goOpe epeHOCUTLCS TP 3aCTOCyBaHHi OiTAM. [Ipodint mobiyHux peakiiiit OyB nmogibHUM
[0 TUX, III0 CIIOCTEpIranucs y JOPOCIuX. Y HOCTiAXKeHHi 3 y4acTio 268 miTeil HalyacTilie
TIOBiIOMJISIIIOCS TIPO TaKi MoOiyHi peakilii: rojoBHUM 6inb, 3alTaMOPOYEHHS, PO3UIUPEHHS
KPOBOHOCHMX CYOUH, HOCOBAa KPOBOTeYa, Oillb y KMBOTI, acTeHis.

Binpuricts mobGiyHMX peakiiiti Oynu J1eTKoro abo MOMipHOTO CTyneHs. TAXKKi mo0iuHi peakiril
(mepeBaxHO Ton0BHUM 6inb) criocTepiranucs y 7,2 % mpu 3acTOCYBaHHi 2,5 Mr amoputiny, y 4,5 %



IIPY 3aCTOCyBaHHI 5 Mr amyiopuminy, ta y 4,6 % - y rpymni miare6o. HalinoumpeHiiowo NpuiYnHo0
BUKJIIOYEHHS 3 IOCNTigXKeHHs OyJla HEKOHTPOIhOBaHa apTepianbHa rinepTensis. 2KogHoro pasy
BUK/IIOUEHHS 3 NOCTimXKeHHS He OyJI0 CIpUYMHEHe BiTXUIeHHSIME Ta00paTOPHUX MTOKA3HUKIB Bifl
HopMHu. He 6yno 3adikcoBaHO CyTTEBUX 3MiH MYIIbCY.

ITosidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimoMnenHs npo mobiuHi peakiiil micyis peecTpariii 1ikapchKoro 3aco0y Ma€e BaXKjIMBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
niKapchbKoro 3aco6y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIif TIOBiOMJISATH TIPO YCi BUMIAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta
BiICYTHICTh e(eKTHUBHOCTI JIiKapChKOT0 3ac00y Yepe3 aBTOMaTH30BaHy iHGOpMalliliHy CUCTEMY 3
dbapMakoHarIsIAy 3a mocuaHHIM: https//aisf.dec.gov.ua/.

Tepmin npudamHocmi. 2 POKU.

He 3acTocoByBaTu npemnapart Iic/isl 3aKiHYeHHS TePMiHY IPUAATHOCTI, 3a3Ha4Y€HOr0 Ha yIIaKOBII.

YmMmoBH 30epiranssi.

30epiraTtu B OpuriHaabHiY yIaKOBIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu B HEOOCTYIIHOMY OJISI OiTE€W MiCIIi.

YoakoBka. 1o 10 ta6nerok y 6mictepi. ITo 2, 3, 5, 6 a6o 9 611icTepiB y maurii.

Kareropis Bignmycky. 3a pelenToM.

Bupoouuk. AT «®apmak».

Micue3HaxoaKeHHsI BAPOOHHKA Ta MO0 ajapeca MicCIlisi IPOBaIXKeHHs Jisi/IbHOCTI.

Yxpaina, 04080, m. KuiB, Byn. Kupunisceka, 74.



