IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

AMJTOANMIH
(AMLODIPINE)

Cknag:

Aitoya peyoBmHa: amnoauniHy 6ecmnar;

1 TabneTka MiCTUTb aMI0AWMIHY Gecunaty y nepepaxyBaHHi Ha amnogunid 5 mr aéo 10 mr;

[ONOMI>KHI PEYOBMHU: NaKTO3M MOHOriApaT, Lenono3a MiKpoKpucTaniyHa, HaTpilo KpocKapmesnosa, rinpomesnosa (rigpokcmnponiniMeTunuentonosa), nosigoH 25,
MarHito cTeaparT, KPeMHItO 4iOKCHA KONOIAHWI 6e3BOAHNIA, iHAUTOKapMiH (E 132).

JlikapcbKa hopma. TabneTku.
OCHOBHI (hi3VKO-XIMiYHI BNacTWBOCTI: OA4HOLLIAPOBI TabneTKM KPyriol hopmu 6in10ro abo 6inoro 3 61aKUTHUM BIATIHKOM KO/IbOPY, BEPXHS Ta HUXKHSA MOBEPXHSA AKUX
onykni. Ha po3nami nig nynoto BUAHO BiLHOCHO OAHOPIAHY CTPYKTYpY.

dapmakoTepaneBTU4YHa rpyna.
CeneKTMBHI aHTaroHICTW Ka/bLiito 3 MepeBaXkatouoto Aieto Ha cyauHu. MoxigHi gurigponipuanyy. Amnoamnid. Kog ATX C08C AOL.

dapmMakosoriyHi BnacTmBoCTI.

PapmakognHamika.

AMNOAWMIH — @HTAroHICT KasbLito (NOXiAHe AUriaponipuanny), Wwo 6/10Kye HaAXOLKEHHS I0HIB Ka/lbLii0 [0 MiOKapAa Ta 40 KNITUH rNafeHbKUX M’A3IB.

MexaHi3M rinoTeH3nBHOT Aii amioanniHy 3yMOBNeHWIA 6e3nocepeiHbOK0 PO3CNabMOBabHO AIEK Ha FNafeHbKi M’S31 CyanH. TOYHWUIA MeXaHi3M aHTUaHT iHabHOro
eheKTy amIoAMniHy BCTAHOBMEHWIA HEIOCTATHLO, OAHAK HACTYMHI e(eKTU BifirparoTb NEBHY POsb:

1. AMN04MMIH PO3LUMPIOE NepUdepuyHi apTepionn i TakMM YMHOM 3HUXKYE NepudepuyHnin onip (MOCTHaBaHTaXEHHS). 3HWDKEHHS HaBaHTaXKEHHA Ha cepLe
MPU3BOAUTL A0 3HVKEHHS CNOXMBaHHA eHeprii Ta NoTpebu Miokapaa y KUCHI.

2. Po3WwmpeHHs ronoBHUX KOPOHapHWX apTepiil Ta KOPOHaPHUX apTepion, MOX/IMBO, TaKOX Bifirpae posb y MexaHi3Mi fiT amnoguniHy. Take po3LUMPEHHS MigBULLYE
HaCWYeHiCTb MioKapZa KMCHeM Y NauieHTiB 3i CnasMoM KOPOHapHOT apTepii (CTeHoKapis MNpuHuMeTana abo BapiaHTHa CTEHOKapLis).

Y nauieHTiB 3 apTepiasibHOIO TiNepTeH3iel0 3acTocyBaHHA npenapaty 1 pa3 Ha fo6y 3abe3neyye KNiHIYHO 3HauyLle 3HVDKEHHS apTepiaibHOro TUCKY NpoTArom 24
FOAVH Y NMONOXEHHI K ieXXauu, Tak i cTosumn. Yepes NOBINIbHUIA NOYATOK AiT aMN10AMNIHY rOCTpa apTepiasibHa rinoTeH3is 3a3B1Yaii He CNOCTePIiraeThes.

Y nauieHTiB 3i CTEHOKapAieto Npu 3acToCyBaHHI OAHIET A060BOI A03M MpenapaTty MNiABULLYETbCA 3araibHWin Yac (i3NYHOr0 HaBaHTaXXeHHs. Mpenapar 3HWXKYE
4acTOTYy HanafiB CTeHOKapAii Ta 3MeHLLYe NOTPeBY Yy 3aCTOCYBaHHI HITPOrMTiLEPUHY.

AMNOAUNIH He acoUitETLCA 3 OYAb-AKMMM NOGIYHUMK METAbOoNIYHMM AisMM a0 3MiHaMK PiBHA NiNiAiB Y Naasmi KPoBi, IOro MOXKHa 3aCTOCOBYBATMW NaljieHTaM 3
acTMOot0, LlyKpOBWUM fiiabeToM Ta nofarpoto.

PapmakoKiHe TuKa.
BcmokTyBaHHSA/po3nogin. Micns nepopasibHOro 3aCToCyBaHHS TepaneBTUYHUX 403 aM/I0AWMIH NOCTYNOBO abcopbyeThesA y nnasmi Kposi. OfHOYACHE BXMBAHHSA TXi




He BMJIMBAE Ha BCMOKTYBaHHA aMnoaumniHy. A6ContoTHa 6i0f0CTYNHICTb HE3MIHEHOT MOMEKYIX CTaHOBUTb NPM6/nM3HO 64—-80 %. MakcumasibHa KOHLEHTpauis y
nnasmi KpoBi JOCAraeTbCA NPOTArom 6-12 roguH Micns 3acTocyBaHHS.

O6’eM po3noginy cTaHoBUTL NPU6M3HO 21 N/Kr; KOHCTaHTa gucouiauil kucnotun (pKa) amnoguniHy ctaHoBUTb 8,6. [LOCNiAKEHHS in Vitro NpogeMOHCTPYBanu, LLO
3B’A3yBaHHA am1I04AMNIHY 3 6inKamu niasmy KPoBi CTaHOBUTL NprnbnnsHo 97,5 %.

MeTaboni3m/BBeaeHHs. Mepiog HaniBBMBEAEHHS 3 MNa3MM KPOBI CTaHOBUTb MPUBN3HO 35-50 roauH. PiBHOBaXKHa KOHLEHTpaLid y niasmi Kposi
JocAraeTbCa nicna 7-8 AHIB 6e3nepepBHOro 3acToCyBaHHA mpenapaty. AMIOAUMNIH FOIOBHUM YMHOM MeTabo0/i3yeTbCA 3 YTBOPEHHAM HEAKTUBHUX MeTaboniTiB.
Bnn3bko 60 % BBeAEHOT 403K BUBOAMTLCA i3 ceyeto, NprnbnnsHo 10 % 3 SKMX CTaHOBUTb aMI0ANMIH Y HE3MIHHOMY BUTNALI.

MawieHTV NiTHLOrO BiKy. Yac A0CArHEHHsS PIBHOBaXKHWMX KOHLEHTpaUid amnoguniHy y nnasmi nogibHuin y nauieHTiB NiTHbOrO BiKy Ta Y A0POCAMX MalieHTIB.
KnipeHc amnoaguniHy 3a3BuYaii € Aelo 3HVKEHUM, L0 Y NauieHTiB NiTHbOro BiKY NPU3BOAUTL A0 36iNbLUEHHS NAOLL Nif KPMBOK «KOHUeHTpauis/Yac» (AUC) Ta
nepiofy HarniBBMBEAEHHS Npenapary.

MauieHT i3 NopyLUEHHAM (DYHKLIA HUPOK. AMIOAUMIH €KCTEHCMBHO 6i0TpaHC(OPMYETHCA A0 HeaKTUBHUX MeTabonitie. 10 % amnoguniHy BUAINAETHCA Y
He3MiHeHOMY BUIMIsSAl 3 ceyeto. 3MiHM KOHLUEHTpauii amnoanniHy y naasMi KpoBi He KOPEntoHTb 3i CTyMeHeM MOpYLUeHHS (YHKLUiA HUpOK. MauieHTam i3
NOPYLLEHHAM (DYHKLi HUPOK MOXHa 3aCTOCOBYBATM 3BUYaiHI 031 aMnoaumniHy. AMIOAUMNIH He BUAANSETLCA LUSXOM Aianisy.

MauieHTV 3 NOpyLIEHHAM PYHKLIT NeYiHKW. IH(hopmMaLia LWoLO0 3aCTOCYBaHHA aM/I0AMMNIHY NauieHTaM i3 MOPYLUEHHAM (DYHKLIT MEYiHKM fyXe 06MeXeHa. Y nauieHTiB
i3 MEeYiHKOBOK HeAOCTaTHICTHO KNipeHC aMnoAMniHy 3HVKEHWR, WO Npu3BOAMTb A0 36iNbLUEHHS TpMBanoCTi nepiogy HaniBposnagy Ta A0 36inblieHHs AUC
npu6An3Ho Ha 40-60 %.

Aitn. JocnigpkeHHsa hapMakoKiHETVKM NPOBOAWAN 3 yYacTio 74 fiTeid 3 apTepia/ibHOK rinepTeH3ieto BiKoM Bif 12 fo 17 pokiB (Takox 34 nauieHTu Bikom Bif 6 o 12
pOKiB, Ta

28 naujieHTiB BikoM Big 13 g0 17 pokiB), SiKi 3aCTOCOBYBa/Iv aMmnoguniH y gosax 1,25 - 20 Mr Ha go6y 3a 1 abo 3a 2 npuitoMu. 3a3euyaii KnipeHc npu nepopasibHOMY
3aCTOCyBaHHI AiTAM BIKOM Bif

6 00 12 pokis Ta Big 13 g0 17 pokiB cTaHOBMB 22,5 Ta 27,4 n/rognHy BIANOBIAHO ANs XNonyukis, i 16,4 ta 21,3 n/rognHy BiANoBIAHO ANn4 AiByaToK. CnocTepiraeTbea
3HayHa BapiabenbHICTb eKCNo3unLiTy pi3HMX NauieHTIB. IH(opMaLlia LWOAOo NaLieHTiB BIKOM A0 6 POKIB € 0OMEXEHOH0.

KniHIYHI XapaKTepUCTUKM.

lNoka3aHHA.

— ApTepiasibHa rinepTeHsis.

— XpOHiyHa cTabiflbHa CTeHOKapAis.

— BaszocnacTtunyHa cTeHokapgis (cteHokapgis MNpuHumeTana).

IMpoTnnoKasaHHA.

— Bigoma nigsueHa 4y TAMBICTb 40 AUTIAPONIPUANHIB, aMNoAMMiHY abo A0 6y/Ab-AKOroiHLLIOro KOMMNOHeHTa npenapary.
— ApTepiasibHa rinoTeH3id TAKKOro CTYMeHs.

— Lok (BKOYatoumM KapAioreHHWi LLOoK).

— O6CTPYKLiA BUBILHOIO TPaKTy MiBOro WAyHOUYKa (HanpuKiaz CTEHO3 a0pTyH TSXKKOMO CTYMEHS).

— 'eMoguHamivyHO HecTabifNlbHa cepLieBa HeAOCTaTHICTL MiCaA rOCTPOro iH(hapKTy Miokapaa.

B3aemogis 3 iIHLUMMUM NiKapCbKMMM 3aco6amMu Ta iHLWI BUAM B3aEMOSIMN.
Bname iHLWKMX NiKapCbKUX 3aC06iB HA aMNOAWMIH.



HasaBHI [aHi LWoA0 6e3MeYHOro 3acTocyBaHHs amioAuniHy 3 TiasugHUMK AiypeTukamn, anba-61okatopamu, 6eta-610katopamu, iHribiTtopamm AM®, HiTpaTamu
MPOSIOHIOBaHOI AT, Cy6NiHrBa/IbHOK (POPMOKO HITPOrNiLEPUHY, HECTEPOIAHUMI NPOTU3aNasIbHUMK NiKapcbkumn 3acobamu (HIMJ13), aHTUGIoTMKaMK, opaibHUMUN
rinornikemMiYHMMuy NikapcbK1UMm 3acobamu.

[aHi, oTpumaHi y xoai in vitro gocnifkeHb i3 NNasMoK KPOBi NHOAMHK, CBigYaTb MPO BIACYTHICTb BMAMBY aMNOAMMIHY Ha 3B’Si3yBaHHA 3 6iflkaMu KpOBI
[OCNIAKYBaHUX MIKaPCbKMX 3aC06iB (AMrOKCUH, (eHITOIH, BapdapyH abo iHLoMeTaLuH).

IHri6iTopn CYP3A4.

OfHoYacHe 3acTocyBaHHA aMmnoauniHy Ta iHriéitopie CY P3A4 noTy>)HOT 4n noMipHOT Aii (iHri6iTopn NpoTeas, a3o/bHi NPOTUIPUOKOBI 3aC06K, MakKponian, Taki K
EPUTPOMILMH YN KNapuUTPOMILMH, Bepanamin abo AunTiaseM) MOXKe NMPU3BECTM A0 3HAYYLLOro MigBULLEHHS eKCNO3ULLIT aMnoANMIHY, WO TaKoX MOXKe NMPU3BecTu Ao
NiABWLLEHHS PU3NKY BUHWKHEHHS TinoTeH3il. KNiHiYHe 3HaYeHHS TakmxX 3MiH MOXe OyTu Binblu BUPaXKEHUM Y MauieHTiB NiTHLOro Biky. Moxe 6yTn HeobXigHUM
KNiHIYHe CNOCTepeXXeHH: 3a CTaHOM naujieHTa Ta nigoip fo3un.

He pekoMeHAyeTbCS OAHOYACHO 3aCTOCOBYBATW amMoguniH Ta rpeiingpyTv abo rpeiingpyToBuiA CiK, OCKINbKN Y AesSKMX NauieHTiB 6i0A40CTYMHICTb aMnoAMniHy
MOXXe NiABULLYBaTNCA, WO, Y CBOK Yepry, NPU3BOAUTb L0 NOCUNIEHHS TiMNOTEH3UBHOT Ail.

IHpykTOpK CYP3A4.

KoHUeHTpauis amnoamniHy y nnasmi KpoBi MOXKe 3MiHIOBATUCA NIiCNsS 04HOYACHOr0 3aCTOCyBaHHS BigoMux iHAykTopiB CY P3A4. Tomy cnif npoBOAMTA MOHITOPUHT
apTepiaibHOro TUCKY i KoperysaTtu o3y 3 ypaxyBaHHSAM 04HOYaCHOr0 NPUIAOMY LMX NIKaPCbKUX 3aC06iB SK YNPOLOBXK, TaK i NicNns CynyTHLOrO NiKyBaHHSA, 0C06/1MBO
Lle CTOCyeTbCA CUNbHUX iHAYKTopiB CY P3A4 (Hanpuknag, puiamniuyHy, 38ipo6oto 3BMYaiAHOr0).

JaHTponeH (iHdys3iT).

Y TBapUWH CNOCTepirancs WayHOYKOoBI Qibpunauii 3 neTanbHUM HacNiLKOM Ta CepLEeBO-CYANHHNIA KONanc, WO acoLitoBanvca 3 rinepkaniemieto, nicns 3acTocyBaHHS
Bepanamifly Ta faHTpOoJIeHY BHYTPILLIHbOBEHHO. Yepes pu3vK PO3BUTKY rinepKasiemii peKOMeHA0BaHO YHNKATN 3aCTOCYBaHHSA 6/10KaTOPIB Ka/lbLLIEBUX KaHasiB, TaKMX
AK amM/I0AMMIH, CXUIbHUM A0 3/109KICHOT rinepTepmii nalieHTam Ta npu ikyBaHHI 3N104KICHOI rinepTepmil.

Bnavs amnoguniHy Ha iHLWI nikapcbKi 3acooum.

[inOTeH3MBHMIA eDeKT aMnoAMNIHY NOTEHLILOE FINOTEH3MBHUIA ePEKT IHLINX aHTUTINEePTEH3UBHIMX 3aC06iB.

Takponimyc.

ICHYe pM3MK MigBULLEHHS PiBHIB TaKponiMycCy B KpPOBi MpU OfHOYACHOMY 3aCTOCYBaHHi 3 aMioAMNIHOM, OfHaK (hapMaKOKIHETUYHMIA MexaHi3M TaKoi B3aeMogil
MOBHICTIO He BCTaHOB/EHO. LLL06 YHMKHYTWM TOKCUYHOCTI Takponimycy Mpu CynyTHbOMY 3acTOCyBaHHI aMiogumiHy, NoTpibeH perynspHUiA MOHITOPUHI PIiBHIB
Takponimycy B KpoBi Ta, Yy pasi 3a He06XigHOCTi, KOpeKL,isi 403yBaHHS.

MTOR iHri6iTopu (mammalian target of rapamycin — milleHi panamiuyHy y ccasLiiB).

Taki mMTOR iHri6iTopn sk cuponimyc, TemMcmponiMyc Ta eseponimyc € cyocrtpatamm CYP3A. AmnoauniH € cnabkum iHrieitopom CYP3A. Mpu ogHovacHOMY
3acTocyBaHHi amioguniHy 3 mTOR iHri6iTopamu BiH MOXe NOCU/IOBATY BMNJIMB OCTaHHIX.

LinknocnopuH.

JocnimpkeHb B3aEMOZIM LMKNOCNOPUHY Ta aMn04MMIHY NpK 3aCTOCYBaHHI 340POBUM J06POBO/bLUAM ab0 B iHLIMX rpynax He MPOBOAWAN, 38 BUHATKOM 3aCTOCYBaHHS
nawieHTam i3 TPaHCMIaHTOBAHOK HUPKOIO, Y AKMX CMOCTePIirasocs MiHAvBe NigBULLEHHS 3a/IMLLKOBOI KOHLEHTPALIT LMKnocnopuHy (B cepegHbomy Ha 0—-40 %). Ana
NawuieHTIB i3 TPaHCMNIaHTOBAHOK HUPKOHD, AKi 3aCTOCOBYHOTb aM/IOAWMIH, CNif PO3rNAHYTU MOX/IUBICTb MOHITOPUHIY KOHLEHTpaLiA LUMKIOCNOpUHY Ta, Y pasi
HeoOXiAHOCTI, 3MEHLUNTY A03Y LIUKIOCNOPUHY.

CumBacTaTuUH.

O[fHoYacHe 3aCTOCyBaHHS 6araTopa3oBux 03 amnoauniHy 10 Mr Ta cumBacTaTUHy B A03i 80 Mr npu3BoAnIo A0 36iMbLUeHHS eKCno3nuii cumBacTaTuHy Ha 77 %
MOPIBHAHO i3 3aCTOCYBAHHAM /MLLEe CMMBACTaTMHY. 14 NauieHTIB, AKi 3aCTOCOBYHOTb aM/IOAMMIH, 403y CUMBACTATUHY CAif4 0OMEXUTU 40



20 Mr Ha po6y.

CunpgeHadin.

OpHopasosuii npuitom 100 Mr cungeHadiny nayieHTamy 3 eceHUiabHOK TiMepTeH3iel0 He Br/MBaB Ha (hapMakOKiHeTMKY amnoguniHy. Mpu ogHoYacHOMY
3aCTocyBaHHI aMmnoauniHy Ta cungeHadiny B AKOCTi KOMGiHOBaHOI Tepanii KOXKeH i3 npenapartiB NPosiBAAB FiNOTEH3VBHUIA eIeKT HE3a/IEXHO Bif, iHLLIOTO.

ETaHon.

OfHopa3oBuii Ta 6aratopasosuii Npuinom 10 Mr amnoauniHy He MaB CyTTEBOrO BM/IMBY Ha (PapMakoKiHETUKY eTaHOoNY.

IHWI nikapcbKi 3aco6u.

KniHivHi gocnigpkeHHs B3aeMOZii npenapaTy nokasanu, Wo amioauniH He BNANBaE Ha PapMakoKiHETUKY aToOpBacTaTUHY, AUTOKCUHY abo BapdapuHy.

CyMicHe 3aCTOCyBaHHSA aMm/1I0AnMNiHY 3 UMMETUAMHOM He Maso BMNJIMBY Ha (DapMaKOKIHETUKY aMIO0ANMIHY.

CyMmicHe 3acTocyBaHHA NpenapaTis a/IloMiHI0/MarHito (aHTaumaiBe) i3 pa3oBo 030K amI04AMMIHY He Mano CYTTEBOMO BM/NBY Ha hapMaKOKIHETUKY aMNOAUMNIHY.
NabopaTopHi TecTw.

Bnave Ha NOKa3HUKM NabopaTopHUX TeCTIB HEBILOMUIA.

Oco6MBOCTI 3aCTOCYBaHHS.

besneky Ta eeKTUBHICTb 3aCTOCYBaHHS aMNOAMMIHY NPV FiNepTOHIYHOMY KpK3i He OLiHIOBa/IN.

MauieHTW i3 cepLeBoro HeJOCTaTHICTIO.

[aHiin kaTeropii nayieHTiB Npenapar c/if 3aCTOCOBYBATU 3 06EPEXHICTHO. Y X0Ai JOBrOTPMBAIOro niaueb0-KOHTPOIbOBAHOI 0 AOCNIAKEHHSA Y NaLiEHTIB i3 CEpLEBOLD
HeOoCTaTHICTIO TshKKOro cTyneHs (knac Il 1a 1V 3a knacudikauieto NYHA) npu 3acTtocyBaHHI amnoguniHy Yactota BUMaAKiB PO3BUTKY HabpsiKy nereHb 6yna
BMLLIOKO MOPIBHSHO i3 3aCTOCYBaHHAM Mnaue60. MauieHTaM i3 3aCTiHOK CepLEBOK HeOCTAaTHICTIO 6/IOKATOPY Ka/bLiEBUX KaHasiB, BK/IKOYAKOUM aMIoANMiH, Clif
3aCTOCOBYBATU 3 06ePEXHICTHO, OCKINIbKM BOHM MOXYTb MiABULLYBATV PU3MK CEPLEBO-CYAUHHUX MOAINA Ta NeTanbHUX BUNaJKIB y MalibyTHbOMY.

MauieHTN i3 NopyLUEeHHAM (OYHKLUIT NeYiHKN.

Mepiog HaniBBMBEAEHHS aMnoauniHy Ta napameTpyu AUC BULLi y NaLieHTIB i3 NOPYLUEHHAM (PYHKLIT NEYiHKW; peKOMeHaLii CTOCOBHO 03 npenapary Hemae. Tomy
[aHi KaTeropii NawieHTiB cMif po3noYmHaTh 3aCTOCYBaHHA Mpenapary i3 HanHWKYoT Ao3n. Cnig 6yTn 06epeXXHUMI SIK Ha MOYaTKy 3aCTOCYBaHHA npenapary, Tak i
nig vac 36inbleHHA fo3un. MayieHTam i3 TAKKOK NeYiHKOBOK HeAO0CTaTHICTIO MOXKe 6T HeoOXiAHUM NOBINbHMIA NigGIp [03M Ta PeTeNlbHUIA Harnsg, 3a CTaHOM
nauieHTa.

MauieHTN NiTHLOrO BIKY.

36inbLUyBaTK 03y Npenapaty AaHiin KaTeropii nauieHTiB c/if 3 06epeXxHicTHo.

MauieHTW i3 HUPKOBOK HEJOCTATHICTIO.

[aHili KaTeropii nayieHTiB CMif 3aCTOCOBYBATW 3BMYaiHI 103K npenapaty. 3MiHW KOHLEHTpaLiT amnoauniHy y nna3mi KPpoBi He KOPENoKTh 3i CTYMEHEM NOpPYLUEHb
(hYHKLiI HUPOK. AMNOANMIH He BUAANSETLCA LUNSAXOM Aianisy.

AMIoguniH He BNANBAE Ha pe3yNbTaTu 1abopaTopHUX LOCNIIKEHD.

He pekomeHAyeTbCA 3aCTOCOBYBATU amM/IoaUMiH pa3oMm i3 rperndgpytom abo 3 rpeiinpyToBUM COKOM, OCKIIbKUA Y AeAKUX NauieHTiB 6i040CTYNHICTb MOXe ByTK
36i/bLUeHa, L0 NpW3Bee L0 NOCUJIEHHS TiMOTEH3MBHOIO epeKTy npenapary.

LLonoMi>KHI peyoBuHW.

MpenapaT MICTUTL N1aKTo3y. lMauieHTam 3 PIAKICHUMY CNafKOBMMU 3aXBOPHOBAHHAMM, TaKUMU SIK HEMEePeHOCUMICTb FanakTo3un, HefloCTaTHICTb nakTasn Jlanna Ta



MasibabcopbLis rNHOKO3U-ranakTosu, He CAif 3acToCoBYBaTH Lieit npenapar.

3acTocyBaHHA Yy nepiof BariTHOCTI abo rofyBaHHs rpyagato.

be3neyHicTb 3aCTOCYBaHHSA aM/IOAMMNIHY XiHKaM Y nepiog BariTHOCTI He BCTaHOB/IEHA.

3acTocoByBaTu amIo0AMMiH y Nepiof BariTHOCTI PEeKOMEHAYETLCS NLe Y TUX BUNafKaxX, KoaM Hemae 6e3neyHillol anbTepHaTMBK, a puUsnK, Noe’s3aHnii i3 cammm
3aXBOPHOBAHHAM, NepeBULLYE MOX/IMBY LLKOAY Bif NiKyBaHHA 4NA MaTepi Ta nioga.

Y xogi focnigpkeHb Ha TBapMHaxX Mpwv 3aCTOCYBaHHI BUCOKMX [,03 CrocTepiranaca penpoayKT1BHA TOKCUYHICTb.

Mepiog rogyBaHHA rpyaa0. AMIOAMNIH MPOHWKAE Y rpyaHe mMosioko. CniBBifHOLIEHHA 03K, OTPMMaHO! HOBOHAPOKEHUM Bif MaTepi, Y MiXKBapTUIbHOMY
Aiana3oHi OUiHIOKTbL AK 3—7 %, Mmakcumym 15 %. [is amnoguniHy Ha HEMOB/IAT HEBILOMA.

Mpy NPUAHATTI PiLLEHHA NPO NPOLOBXEHHSA roAyBaHHA rpyAato abo Npo 3acToCyBaHHSA amIoAMMiHY HEeOOXIAHO OLIHIOBATV KOPUCTb rOAYBaHHS FPYyAAt0 ANS AUTUHN
Ta KOPUCTb Bif 3aCTOCYBaHHSA npenaparty 411 maTepi.

PepTUNbHICT.

MoBigomMAAM NPo 060POTHI BiOXiMiIYHI 3MiIHM rONI0BKM CNepMaTo30ifay AesiKMX naLieHTiB Npw 3acTocyBaHHI 6/10KaTOpIB KasbLiEBMX KaHaiB. KNniHiYHOT iH(opmaii
LL,0A0 MNOTEHLIAHOrO BMAMBY aMNOANMIHY Ha PEPTUMBHICTb HEAOCTATHLO.

34aTHICTb BNAMBAT Ha WUBMAKICTb peakLii Npy KepyBaHHIi aBTOTPaHCNOPTOM abo iHLIMMKU MeXaHi3mamu.

AMNOAMNIH MOXe YNHUTY He3HaYHMI ab0 NOMIPHWIA BNUB Ha 3[aTHICTb KepyBaTW aBTOTPAHCNOPTOM abo npaLtoBaTy 3 iHLLUMMK MeXaHi3Mamu.
LLIBnAKiCTb peakuii MOXe Oy TV 3HMXKEHA MPN HASBHOCTI TaKUX CUMMTOMIB SIK 3arnaMOpPOYeHHs, Fo/1I0BHUIA 6iflb, CNYTaHICTb CBIAOMOCTI ab0 HyAOoTa.
Cnip 6yt 06epeXkH1MM, 0C0BMBO Ha NoYaTKy Tepanii.

Cnocib 3acTocyBaHHS Ta [031.

[Jopocni.

[ns nikyBaHHS apTepianbHOI rinepTeHsii Ta CTeHOKapAil 3BMYaliHa NoYaTKOBa 403a Npenapary cTaHoBMTb 5 Mr 1 pa3 Ha go6y. 3anexHo Bif peakuil nawieHTa Ha
Tepanito 03y MOXHa 36i/IbLUMTI 40 MaKCUMaIbHOT 031, L0 CTaHOBUTL 10 Mr Ha 1 pa3 Ha o6y .

MayieHTaM 3i CTeHOKapAieto npenapar MOXHa 3aCTOCOBYBAaTM AK MOHOTepanito uuv y KOMOIHALii 3 HWMMW aHTUAHTIHAIbHUMW NiKapPCbKUMK 3acobamu npw
PE3NCTEHTHOCTI A0 HIiTpaTiB Ta/abo aflekBaTHUX 03 6eTa-6/10KaTOpIB.

€ [ocBif 3acTOCyBaHHA npenapaTy Yy  KOMGiHauii 3 TiasugHumu  fiypeTukamu, —anb(a-6nokatopamu, 6GeTa-6/0katopaMm  abo  iHribitopamm
aHrioTeH3MHNEePETBOPHOBA/ILHOIO (DepMEHTY MaLieHTaM 3 apTepia/ibHOK FinepTeH3IER.

Hemae HeoOXxigHOCTi y nigbopi [o3v npenapaty npuM OAHOYACHOMY 3aCTOCyBaHHI 3 TiasugHUMKM JiypeTukamu, 6eTa-6nokatopamm Ta iHribiTopamu
aHrI0TEH3NHNEPETBOPHOBA/ILHOTO (DEPMEHTY.

[iTu Bikom Bij, 6 pOKiB 3 apTepia/bHOO rinepTeH3IE.

PekomeHA0BaHa NoyaTkoBa Ao3a npenapary Ana Wiel KaTeropii nayieHTis ctaHoBUTb 2,5 Mr 1 pa3 goby. AKWo HeobXifHWUIA piBeHb apTepiasibHOro TUCKY He Byfe
[OCATHYTUIA NPOTAroM 4 TWXHIB, 403y MOXHa 30inblwmnTy A0 5 Mr Ha fo6y. 3acTocyBaHHA npenapaTy Yy fo3ax Bule 5 Mr gns gaHoi kKarteropii nauieHTiB He
AoCNimKyBann.

MauieHTW NiTHLOrO BiKY.

Hemae HeobXigHOCTI y Nigoopi f03v AN AaHoT KaTeropil nayieHTis. MigBULWeHHSA 403K Cif MPOBOAUTM 3 00EPEXXHICTIO.

MauieHTN 3 NopyLUEHHAM (OYHKLIT HAPOK.

PeKOMeHYETbCA 3aCTOCOBYBATMW 3BMYaiHI 03V NpenapaTy, OCKi/IbKU 3MiHN KOHLEHTpaLii aMm104uniHy y nna3Mi KpoBi He NOB’A3aHi 3i CTyneHeM TSXXKOCTi HUPKOBOT



HefO0CTaTHOCTI. AMMIOAWMIH HE BUBOAUTLCA LLIAXOM Aiani3y.

MauieHTK 3 NopyLUEeHHAM PYHKLIT NeYiHKN.

[.03v npenaparty Ana 3aCTOCYBaHHA NaLieHTam 3 NOPYLUEHHAM (DYHKLIT NeYiHKK Bif N1erkoro o NOMipHOro CTyrneHs TAXKOCTI He BCTaHOB/IEHI, TOMY MiA6ip fo3u chif
NPOBOAUTM 3 OOEPEXHICTIO Ta MNOYMHATM 3aCTOCYBaHHA Mpenapaty i3 HalHMXKYOI 03U B Aianas3oHi [03 (auB. po3ginn «Oco6AMBOCTI 3aCTOCYBaHHS» |
«®apmaKo/orivyHi BNacTuBOCTi. PapMakoOKIHETUKA).

PapMaKOKIHETUKY amMNI0AWNIHY He LOCNILKYBaIN Y MaLieHTIB i3 MOPYLUEHHAM (YHKLIT MEeYIHKM TSAXKOro CTYMeHs. Y MauieHTIB i3 NOPYLUEHHAM (YHKLIT NeYiHKK
TSXKKOI O CTYMNEHS 3aCTOCYBaHHA aMI04UMIHY CAij NOYMHATI 3 HARHMXKYOT 03K Ta NOCTYNOBO i 36i/bLUyBaTH.

TabneTkn No 5 Mr npenapaty He NPU3HayeHi 419 PO3No4iny HaBnin 41s OTPUMaHHS 403n 2,5 Mr.

aiTn.
MpenapaT MOXHa 3aCTOCOBYBATH iTAM BiKOM Bif, 6 POKiB.

Bnnve amnoguniHy Ha apTepianbHWIA TUCK NaLieHTIB A0 6 POKiB HEBIAOMMWIA.

Nepeno3yBaHHS.

[JocBif HaBMUCHOTO Nepefo3yBaHHA NpenapaTy 06MeXeHWiA.

CvmMnTOMM Nepefo3yBaHHA: 3HaYHe nepefo3yBaHHA MpenapaTy npu3Beae A0 HaaMIpHOT nepuepuyHOT BasoaunaTauii Ta, MOX/IMBO, A0 PedieKTOPHOI TaxiKapAii.
MoBifOMNAN0OCA MPO PO3BUTOK 3HAYHOI Ta, MOX/IMBO, TPUBA/IOT CUCTEMHOT apTepia/ibHOT MiMOTEH3iT, BK/IHOYaKUW LLOK i3 NeTa/lbHUM HAC/TiAKOM.

JlikyBaHHA: KMiHIYHO 3Ha4ylla apTepiasibHa FiNOTEH3iA, 3yMOB/IeHa Nepefo3yBaHHAM aMI0AUNIHY, BMMAarae akTMBHOI NMIATPUMKA AiS/IbHOCTI CepLeBO-CyANHHOI
CUCTEMM, BK/THOUAKOUM YaCTUIA MOHITOPUHT PYHKLIV cepus Ta AMXaHHS, NIAHATTA HAXKHIX KiHLIBOK, MOHITOPUHT 06°€MY LIMPKY/THOKYOT PiAMHN Ta CEYOBUAINEHHS.
[ns BiJHOBNEHHA TOHYCY CYAWH Ta apTepia/lbHOr0 TUCKY MOXHA 3aCTOCYBaTV CYAMHO3BY)KYBa/IbHI MpenapaT, YNeBHUBLUUCL Y BIACYTHOCTI MPOTUNOKa3aHb A0 X
3aCTOCyBaHHS. 3aCTOCYBaHHA KaslbLiit0 IIOKOHATY BHYTPILLHBOBEHHO MOXe 6y TV KOPUCHUM A1 HiBEeNtOBaHHS e(heKTiB 6/10Kaau KasibLiEBUX KaHasiB.

Y [eakux Bunagkax Moxe OyTVW KOPUCHUM MPOMMBAHHSA LUMYHKA. 3aCTOCYBaHHA aKTMBOBAHOrO BYTi/NS 340POBMM [OOPOBO/LLAM MPOTATOM 2-X FOAMH Micns
BBefeHHs 10 Mr amnoauniHy 3HauHO 3MEHLUMO PiBEHb Or0 BCMOKTYBaHHS.

OCKiNbK1 aMno4u1niH 3Ha4HOK MipOHO 3B’A3YETHCA 3 BiNIKaMu KPOBi, epeKT Aianisy He3HaYHWIA.

Mo6iyHi peakuil.

Mpwn 3acTocyBaHHi amnoAMMNIHY HalyacTille MoBifOMAANM MPO Taki MO6IYHI peakuil AK: COHNMBICTb, 3aMaMOpPOYeHHs, roN0BHUI 6iflb, MOCUNIEHE CepLebuTTs,
NpUNANBK, 6iNb Y YEPEBHI NOPOXHWHI, HYA0Ta, HAGPSIKM FOMINOK, HABPSKK Ta NiABMLLEHA BTOM/HOBAHICTb.

Mo6iyHiI peakwyii, NPo AKi NOBILOMAAMN MNif, Yac 3aCTOCYBaHHSA amMI0AMMiHY, HaBeAEHI HDKYE 3a CUCTEMaMK Ta K/lacaMu OpraHiB Ta 3a YaCTOTOH BUHUKHEHHS: [yXXe
yacTo (= 1/10), yacTo (Big > 1/100 po < 1/10), HeyacTo (Big = 1/1000 go < 1/100), pigko (Big = 1/10000 fo < 1/1000), ay»xe pigko (< 1/10000), HeBigoMo (He
MOXXHa BCTaHOBWUTW Ha MiAcTaBi HasiBHUX AaHuWX).

3 60Ky KpOoBi Ta NiMhaTUYHOI CUCTEMU: Ly)XKe PiAKO: NeKOLUTOMNEHis, TPOMOOLMTOMEHIS.

3 60Ky IMyHHOT CUCTEMU: [y>Ke PiLKO: anepriyHi peakuyii.

3 60Ky 06MiHY PeYOBMH Ta XxapuyBaHHS: AyXe PiAKo: rinepriikemis.

cuxiuHi NOpYyLLEHHA: HEYacTOo: Aenpecis, 3MiHW HACTPOK (BK/THOYaKOUM TPUBOXHICTL), 6E3COHHSA; PILKO: CMyTaHICTb CBILOMOCTI.



3 60Ky HepBOBOI CUCTEMM: YACTO: COH/IMBICTb, 3aNaMOPOYEHHS, FON0BHUIA 6iflb (FONI0OBHUM YMHOM Ha NOYaTKy NiKyBaHHS); HEYACTO: TPEMOp, AWUCreB3is, CUHKONe,
rinectesis, napecTesisi; Ay>Xe pifAKo: rinepToHyc, nepudepnyHa Hemponaris.

3 60Ky opraHis 30py: 4acTo: NOPYLLEHHS 30pYy (BKIHOYAKOUM AUNIONID).

3 60Ky opraHis cnyxy Ta nabipMHTy: He4yacTo: 43BiH Y ByXax.

3 6OKy cepus: 4acTo: NOCUSIEHe CepLebuTTs; HeYyacTo: apuTMisa (BKNHOYaroun bpagmkapiito, LWNYHOUKOBY TaxiKapAilo Ta MepexTiHHA nepefcepdb); AYXKe Pif4Ko:
IH(PapKT mMioKapaa.

3 6OKY CyaMH: YacTo: NPUNMBU; HEYaCTO: apTepiasibHa rinoTeH3is; Ay>Ke PiAKO: BaCKyNiT.

3 60Ky AnxaNbHOI CUCTEeMU, opraHiB rpyAHOT KNITKW | CepeOCTIHHSA: YacTo: AUCMHOE; HeYacCTO: Kalle/b, PUHIT.

3 6OKY LLMYHKOBO-KMLLKOBOrO TPAKTY: YacTo: Biflb Y XXMBOTI, HYL0TA, AMCMENCIA, NOPYLLUEHHSA NEPUCTA/IbTUKN KMLLEYHWKY (BKIHOYAOYM Aiapero Ta 3arnop); HeyacTo:
GNHOBaHHSA, CyXIiCTb Y POTI; AyXKe PifKO: NaHKpeaTUT, racTpuT, rinepnnasisa sceH.

3 60Ky MeyviHKM Ta >XOBYOBMBIAHUX LUNAXIB: AYXKE PIAKO: renatuTu, XOBTAHWUA, MiABULLEHHA PIBHA NeYiHKOBMX (DepMeHTIB (L0 HaiuacTilwe acouitoBanocs i3
X0/1eCTa3oMm).

3 60Ky LWKipM Ta MigWKIipHOT TKaHUHW: HeyacTo: anoneuis, nyprypa, 3miHa 3abapBneHHst LIKipW, NiABMLLEHe NOTOBWUAINEHHS, CBEPOIX, BUCUM, eK3aHTeMma,
KpONUB’AiHKa; [yXe PifKO: aHriOHeBPOTUYHUIA HabpaK, MyNbTU(OPMHa epuTema, ekcqoniaTMBHWUI Lepmatut, cuHApoMm CriBeHca-[KOHCOHa, Habpsak KBiHKe,
(hOTOUYTNMBICTb; HEBIOMO: TOKCMYHWIA enigepManbHNI HEKPONI3.

3 60Ky CKeneTHO-M’A30B0T Ta Crojly4HOT TKaHUH: 4acTo: HabpsKaHHS rOMIfIOK, CyJOMU M’3iB; HeYacTo: apTpanris, Mianris, 6ifib y CrnHi.

3 60Ky HMPOK Ta CeyOBYBILHMX LLNAXIB: HEYACTO: NMOPYLLEHHSA CEYOBUAINIEHHA, HIKTYpIf, NiABMLLEHA YaCcTOTa CEYOBUMYCKAHHS.

3 60Ky cTaTeBMX OpraHis Ta MOM0YHOT 3a/1031: HEYaCTO: IMMNOTeHLis, FHEeKOMacTIs.

3ara/ibHi MOpYyLUEHHA Ta MOPYLUEHHS Yy MICLi BBEJEHHS: Ay)XXe 4acTo: HabpsKW; 4acTo: NiABWLLeHa BTOM/HOBAHICTb, acTeHis; HeyacTto: 6inb y rpygsx, 6ifb,
He34yXaHHS.

Jocnif>KeHHsA: HeyacTo: 30i/IbLUeHHs ab0 3MEHLLUEHHA Macy Tina.

[MoBigoOMAANN NPO BUHATKOBI BUMAAKN PO3BUTKY eKCTpanipamiHOro CUHAPOMY.

ditn.

AmnoauniH fobpe nepeHoCUTLCA NMpK 3aCcToCyBaHHI AiTAM. [podinb NobiyHMX peakuini 6yB NoAi6GHMM A0 TUX, WO CnocTepiranncs y A0pocnnx. Y AOCNIMKEHHI 3
yyacTio 268 AiTeil HalvacTille NOBIZOMAANM NPO TaKi MNo6iYHI peakwuii: ronoBHWIA 6inb, 3aNaMOPOYEHHS, PO3LUMPEHHS KPOBOHOCHMX CYAMH, HOCOBA KPOBOTeYa, 6iflb
Y XKMBOTI, acTeHis.

BinbLWicTb NOGIYHMX peakLiin 6ynn nerkoro abo NOMipHOro cTyneHs. THXKI NO6IYHI peakuii (NepeBaXKHO roNoBHUIA 6inb) cnocTepiranncs y 7,2 % npu 3acTocyBaHHi
2,5 Mr amnioguniny, y 4,5 % npu 3actocyBaHHi 5 Mr amnoguniny, Ta 'y 4,6 % — y rpyni nnaue60. HainowmpeHiwow NpUUYnHOK0 BUKIKOYEHHS 3 AOCNILKEHHS 6yna
HEKOHTPO/IbOBaHa rinepTeHsis. XXoAHOro pasy BUK/OYEHHS 3 LOCNILKEHHA He 6y/10 CNpUYMHEHe BiAXWNEHHAMU NnabopaTopHUX MOKa3HWKIB Big HopMu. He 6yno
3a(hiKCOBAHO CYTTEBUX 3MiH My/ibCy.

MoBifOMNEHHS NPO Migo3ptoBaHi NOBIYHI peakwir.

MoBigOMMEHHS NPO Mifgo3proBaHi MOGIYHI peakuil nicng peecTpauii NikapcbKOro 3acoby Mae BaXK/MBe 3HayeHHs. Lle gae 3mory npoBoauTu 6e3nepepBHUN
MOHITOPUHT CMIBBILAHOLIEHHS MiX KOPUCTIO | pu3MKamu, MOB’A3aHUMU i3 3aCTOCYBaHHAM LbOro /iKapcbKoro 3acoby. Jlikapam chif 3BiTyBatu npo Oynb-AKi
nifo3ptoBaHi NOB6IYHI peakwii BiANOBIAHO [0 BUMOr 3aKOHOAaBCTBa.

TepMiH NpUAATHOCTI. 3 POKMW.

YMoBM 36epiraHHs.



B opuriHanbHiii ynakoBui npu Temnepatypi He Buie 30 °C.
36epiraTv B HeOCTYMHOMY AN AiTeid Micu.

YnakoBKa.

[na [o3yBaHHA 5 Mr:

Mo 10 Tabnetok y 6icTepi; no 3 abo no 6, abo no 9 6nicTepiB y MayLi 3 KAPTOHY;
no 10 Tabnetok y 6nictepi; no 100 6nicTepiB y KOPOOL 3 KAPTOHY.

[na nosysaHHA 10 mr:

Mo 10 Tabnetok y 6nictepi; no 3abo no 6, abo no 9 6nicTepis y NavLli 3 KAPTOHY;
no 10 TabneTok y 6nictepi; no 90 6nicTepiB y KOPOOL,i 3 KAPTOHY.

KaTteropis Bignycky. 3a peLentom.

Bupo6HUK.
MPAT «TexHonor».

Micue3HaxomkeHHS BUPOOHMKaA Ta afgpeca Micusa NPOBaf>KeEHHS MOro AisiNIbHOCTI.
YKpaiHa, 20300, Yepkacbka 06/1., MiCTO ¥ MaHb, Bynnus Ctapa npopisHa, 6yanHOK 8.

NMHCTPYKLUIA
no MeAULIMHCKOMY NMPUMEHEHMIO NTEKAPCTBEHHOMO CpeacTBa

AMIOAVMNH
(AMLODIPINE)

CocTas:

AeNCTBYOLLIEE BELLLECTBO: amnoAMnuHa becunar;

1 TabneTka CoepP>KMT aMnoAMnuHa 6ecmnarta B nepecyeTe Ha aMnoaunuH 5 mr nnm 10 mr;

BCMOMOraTeNbHble BellecTBa: NAKTO3bl MOHOrnapar, Lie/1Nt0/103a MUKPOKPUCTA/IINYECKaAS, HaTpus KpOCKapMesinosa, rMnpomensiosa
(rmapokcmnponuaMeTUNLENTH0N03]), NOBUAOH 25, MarHus cteapar, KpeMHUSA ANOKCUA KOMNOUAHbIA 6e3BOAHbIA, MHAUTOKapMUH (E 132).

JlekapcTBeHHas hopma. TabneTku.
OCHOBHblE (DM3NKO-XMMUYECKNE CBOMCTBA: OAHOC/OVHbIE TabneTkn Kpyrnio opmbl 6e10ro uav 6enoro ¢ ronyobiM OTTEHKOM LIBETA, BEPXHAS U HUKHAS
MOBEPXHOCTb KOTOPbIX BbINYK/ble. Ha pasnioMe nog nynoi BUAHO OTHOCUTENIbHO OAHOPOAHYIO CTPYKTYPY.

dapmakoTepaneBTUYecKan rpynna.
CenekTuBHbIE aHTarOHWUCTbI Ka/lbLiMsi C NPenMyLLECTBEHHbIM AECTBMEM Ha cocyabl. MponsBoaHble gurnaponupuanHa. AmnogmnuH. Kog ATX C08C AOL.



dapmakosiornyeckme CBOMNCTBa.

dapmakognHamumKa.

AMNOANNNH— aHTar OHUCT Kaslb s (MPOU3BOAHOE AUTUAPONUPUAMHA), 6NOKNPYHOLLMIANOCTYNIEHNE MOHOB KaulbLinA K MUOKapAY U B KNETKU MMagKUX MbILLIL,.

MexaHu3M rMnoTeH3NBHOIO AEACTBUSA aMI0AMNMHA 00YCNOBNEH HENOCPeACTBEHHbIM Pacc/abnAoLWwmMmM LeiCTBUEM HA TNafKME MbILLbl COCYAO0B. TOUHBIA MeXaHW3M
aHTVMaHrMHaIbHOr03ghheKTaamIo4MNnMHayCcTaHOB/IEH HELOCTATOYHO,04HAKO CNeyoLLMe 3PMEKTLIUTPatoT ONpPeae/IeHHYHPO/b:

1. AMIOAMNWH pacLLnpseT nepugepmryeckrie apTepurosbl U TaKUM 06pasoM CHXKAET Mnepudepuyeckoe conpoTuaieHne (MocTHarpysky). CHUXKEHWe Harpy3Kku Ha cepjLe
MPUBOANTK CHUXXEHUIO NOTPeBIeHNAIHEPT M M MOTPEBHOCTM MMOKaPAAB KACNOPOSe.

2. PacwuvpeHme rnaBHbIX KOPOHAPHbIX apTepPUii U KOPOHaPHbIX apTepunos, BO3MOXHO, TaKXKe UrpaeT posib B MexaHWU3Me AeNCTBUSA aMIoamnmHa. Takoe pacluvpeHme
MOBbILLAET HACbILWEeHMEe MMOKapaa KACIOPOA0M Y NauMeHTOB CO CNa3MoM KOPOHapHOI apTepuu (CTeHoKapavs MpuvHUMeTaNa nan BapraHTHas CTeHOKapAus).

Y nayMeHTOB C apTepuasibHOM rMnepTeH3nel NprMeHeHMe npenapaTta 1 pa3 B CYTKM 06ecneynBaeT KIMHUYECKN 3HAYMMOE CHUKEHWE apTepuasibHOro aBneHns Ha
NPOTSXEHNN24 Yyaca B MONOXEHNNKAK /IeXa, TaK U CToA. B CBA3M ¢ MeIeHHbIM HA4aI0M AeCTBINSA aMI0AUNMHAOCTPas apTepuabHas rMnoTeH3ns He HabN4aeTcs.

Y naumeHTOB CO CTEHOKapAMen npn NpuMeHeHUn O4HOW CYTOYHOM A03bl Npenaparta yBenmynsaeTca obLyee BpeMs (on3nYecKoin Harpysku. lMNpenapar CHKaeT 4acToTy
MPUCTYNOBCTEHOKAPANNN YMEHbLLIAETNOTPEOHOCTb B MPUMEHEHUN HATPOT INLIEPUHA.

AMNOANNVH He accoLMMpyeTCcs ¢ IHOLIMU NO6OYHLIMM MeTABONMUYECKNUMU AENCTBUAMM U U3MEHEHNAMU YPOBHA NUNA0B B N1a3mMe KPOBU, €r0 MOXHO MPUMEHATb
nayueHTam ¢ aCTMOWA, caxapHbIM AnabeToMu nogarpon.

dapMaKoKNHe T UKa.

BcacbiBaHve/pacnpeseneHue Mocne nepopasbHOro NpYMeHeHUs TepaneBTUYeCKMX 403 aMIoAUMUH NocTeneHHO abcopbupyeTca B nnasme Kposu. OAHOBPEMEHHBI
npreM MWLM He B/IMSIET Ha BCACbIBaEMOCTb amiogunmHa. A6COMOTHas 6MOLOCTYMHOCTb HEM3MEHEHHOM MOMEKY bl COCTaBNAET O0KoMo 64-80 %. MakcumabHas
KOHLEHTpauua B niasme KPoBU JOCTMUIaeTCca Ha NPOTAXeHUM 6—-12 YacoB nocse npumMeHeHns. O6beM pacnpeaeneHns coctaBnseT Npubnn3nTensHo 21 N/Kr; KOHCTaHTa
Aanccoumaumm kncnotsl (pKa) amnogunuHa coctaenset 8,6. VccnefoBaHus in vitro NpoAeMOHCTPUPOBA/I, UTO CBA3bIBaHME aMIo4MMNHA ¢ 6e/ikaMu nia3mbl KPOBY
COCTaB/IAET NPU6AN3NTENLHO97,5 %.

MeTtabom3m/BbiBeieHNe [epnog NonyBbIBeAEHNSA U3 N1a3Mbl KPOBY COCTaBNAET NPUOIN3NTENBHO 35-50 yacoB. PaBHOBeCHas KOHLEHTpauus B nia3Me Kposu
[OCTUraeTcsa nocne 7—8 fHelt 6ecnpepbIBHOMO NPUMeHeHNs npenaparta. AMIOAMMNMH rNaBHbIM 06pa3oM MeTabo/m3npyeTcac 06pasoBaHeM HeaKTUBHBIX MeTabo/INTOB.
Ok0n060 % BBEAEHHOW 403bl BLIBOAWUTCAC MOYOi, Npr6am3nTensHol10 % 13 KOTOPbIXCOCTaBNSET aMI0ANNNHB HEM3MEHEHHOMBU/E.

MaumeHTbl NOXMI0ro Bo3pacta Bpems LOCTUXKEHWUS paBHOBECHBLIX KOHLEHTpaLUuiA amnoaunmHa B nsiasme KpoBu NOA0GHO Y /L, MOXWIOr0 BO3pacTa U 'y B3pOC/bIX
nayneHToB. KnumpeHe aMmnoamnuHa 06bI4HO HECKOBbKO CHKEH, UTO Y NauMeHTOB MOXMWIOM0 BO3pacTa NPMBOANUT K YBEIMYEHMIO NIOWAAM NOJ KPUBOIN «KOHLEHTpaLus
/Bpems» (AUC) 1 nepuoganonysbiBefeHUsnpenapara.

MaumeHTbl ¢ HapyLieHVeM QYHKUMA MoYeK. AMIOAUMUH 3KCTEHCMBHO OMOTPaHCHOPMUPYETCA 10 HeaKTUBHbIX MeTabonuTtos. 10 % amiofunuHa BblhenseTcs B
HEN3MeHEHHOM BUAe C MOYOW. VI3MeHeHWs KOHLEHTpaLmy aMno4unuHa B naasMe KpoBU He KOPPENMpPYHOT CO CTEMEeHbO HapyLleHns (hyHKLMIA nodek. [MaumeHTam C
HapyLleHneMQYHKLMIA NOYEK MOXKHO NPUMEHSATH 00bIUHbIE 403bl aMN0AUMUHA. AMIOLUMUHHE BbIBOANTCANYTEM AMaNnza.

MaumneHTbl ¢ HapyLleHeM YHKLUWUK neveHn. MIHhopMaumusa o npuMeHeHUM aMioAunuHanaumeHTam ¢ HapyLUeHneM PYHKLUM NeYeHn 04eHb OrpaHnyeHa. Y naumeHToB
MeYEHOUYHOIN HeJOCTaTOYHOCTbLIO KMPEHC aMIOAMMMHA CHXKEH, YTO NPUBOANUT K YBENNYEHUIO NPOLO/MKMTENBHOCTM Neproja nonypacnaga n K ysenmueHnto AUC
npvmepHo Ha 40-60 %.

Jetn. NccnepoBaHns hapMakOKUHETUKMNPOBOAWAN C YHacTUeM 74 [ieTell ¢ apTepuanbHOM runepTeHsneric 12 o 17 net (Takxke 34 nayumeHta c 6 fo 12 net un 28
nauyneHToBC 13 10 17 neT), KOTopbleNPUMEHAN aMN0AMNNHB Ao3ax 1,25 - 20 Mr B cyTKn 3a 1 unim 2 nprema. O6bIYHO KAMPEHC NPU NepopasibHOMMPUMEHEHNNY AeTeli C
6 no 12 n ¢ 13 fo 17 net coctaenan 22,5 n 27,4 n/yac COOTBETCTBEHHO 419 Ma/lbuMKoBK 16,4 n 21,3 f/4yac COOTBETCTBEHHO A/ AeBoYeK. OTMeYaeTca 3HaunTeIbHas
BapnabenbHOCTLIKCNO3ULMMY PasHbIX NaLMeHTOB. IHopMaUMsOTHOCUTEIbHOMALMEHTOB A0 6 NeT ABNAETCA OrpaHUYeHHON.




KnnHnyeckune xapakTepucTuUKN.

lNokasaHus.

— ApTepuanbHas rmnepTeHsuns.

— XpoHWYecKas cTabubHas CTeHOKapAus.

— Basocnactnyeckan cteHokapausa (cteHokapams MpuHumeTanna).

MpoTunBONOKa3aHus.

— /13BecTHa NoBbILLEHHAA YyBCTBUTENbHOCTb K AUTMAPONUPUAMHAM, aMIOAUMUHY UK K TF060MY ApYroMYy KOMMOHEHTY npernapara.
— ApTepurasnbHas rMnoTeH3Ns TAXKeoN CTENeHMN.

— LLlok (BKtOYas Kap4nOreHHbIN LWOK).

— O6CTPYKUWMSA BbIBOASLLEr0 TPAKTa /IEBO0 XenyfouKa (HanpyMep CTEHO3 a0PThbl TSHXKEON CTENEHMN).

— FeMoguHaMUYecKy HecTabubHas cepevHas HeOCTaTO4HOCTb NOC/Ie OCTPOro UHMAapKTa MUoKapaa.

B3avmogelicTBMe ¢ Apyrumm nekapcTBEHHbIMU CPeACTBaMU U Apyrie BUAbl B3AMMOAENCTBUIA.

BinsHwe gpyrux nekapcTBeHHbIX CPEACTB Ha amIoaMMNH.

metoTcq faHHble Mo 6e30MacHOMY MPUMMEHEHUIO amIOAMMUHA C TUAsUAHbIMU AuypeTukamu, anbda-brokatopamu, beta-6nokatopamu, nHrnbutopamu AM®,
HUTpaTamu NPOJIOHrMPOBaHHOIO AENCTBUSA, CYBIMHIBa/IbHON (DOPMOI HATPOrNNLLEPUHA, HECTEPOUAHBIMU NMPOTUBOBOCMAUTENIbHBIMU JIEKAPCTBEHHLIMU CPELCTBAMM
(HMAC), aHTMOMOTMKAMW, OPaSIbHBIMW TUMOTIMKEMUYECKMU NIEKAPCTBEHHBIMU CPEACTBAMMU.

[aHHble, MoNy4YeHHbIE B X0Ze in Vitro uccnefoBaHuii ¢ N1a3moii KpoBY YenoBeKa, CBUAETENbCTBYHOT 06 OTCYTCTBUM BIMSAAHWS aM/IOAMNUHA Ha CBS3bIBaHWe ¢ 6enikamm
KPOBW 1CCNef0BaHHbIX NeKapCTBEHHbLIX CPeACTB (4UrOKCUH, heHUTOUH, BapdapuH Uan MHAOMETALMH).

NHrnémTopsl CYP3A4.

OJHOBPEMEHHOE MPUMEHeHVe aMIoAMNUHA U UHIM6KUTOPoB CY P3A4 MOLLHOIO WM YMEPeHHOro AeiCTBUA (MHIMOUTOPbI NpoTeas, a3o/bHble NPOTUBOrPUOKOBbIE
CpefCTBa, Makponmabl, Tak1e Kak 3puTPOMULMH UK KNapuUTPOMULMH, BepanaMun Unv AUNTUasem) MOXET NPUBECTU K 3HAYMTENIbHOMY MOBbLILLEHNIO 3KCMO3MLUK
amNoAMMNMHA, YTO TaKXKE MOXET MPUBECTW K MOBLILEHWNIO PUCKA BO3HUKHOBEHWUSA TMNOTEH3UWU. KNUMHMYECKOe 3HavyeHWe TakuX W3MeHEeHWUIn MOXeT OblTb 60see
BbIPaXKeHHbIM Y NaLyeHTOB NOXMWI0ro Bo3pacta. MoXeT 6bITb HEOO6XOAMMBIM K/IMHWYECKOE Hab/IIoieHNe 3a COCTOSAHMEM MaLyeHTa 1 NoL60p A03bl.

He pexkomeHAyeTCs OAHOBPEMEHHO MPUMEHATb aM/IOLUMUH W TPedn@pyTbl UKW TPengpyTOBbLIA COK, MOCKO/bKY Y HEKOTOPbIX MauueHTOB OMOAOCTYMHOCTb
am04MMNMHa MOXET MOBbILIATLCA, UTO, B CBOKD 0Yepesb, MPUBOAUT K YCUIEHUIO TMNOTEH3UBHOMO AENACTBUS.

NHaykTopbl CYP3A4.

KOHLEeHTpaumsa amnogunmHa B nsasme KpoBW MOXXET M3MEHATLCA MOCNe OLHOBPEMEHHOrO MPUMEHEeHWUs M3BeCTHbIX MHAYKTOpoB CYP3A4. MNMoatomy cnepyet
NPOBOAUTL MOHUTOPUHT apTepuanbHOro JaBfeHNs U KOPPeKTMpoBaTh 03y C YY4eTOM OfHOBPEMEHHOIO NpuemMa 3TUX NEKaPCTBEHHbIX CPEACTB KaK B TeYeHWe, Tak U
rnocne conyTCTBYHOLLEro NeYeHnst, 0COBEHHO 3TO KacaeTcs CUbHbIX MHAYKTOPoB CY P3A4 (Hanpumep, putamnuumHa, 38epobost NpoLbIPSBIEHHONO).

JaHTponeH (MHy3un).

Y XMBOTHbIX HABMOAINCH XKeNyA04KOBbIE (PMOPUNNALUN C NeTaslbHbIM UCXOA0M U CEPAEYHO-COCYAUCTBIN KOMnanc, KOTopble aCCOLMNPOBANINCE C FUNepKanemMuen,
nocne npYMeHeHWs Bepanamuna W [LaHTPO/ieHa BHYTPUBEHHO. M3-3a pucKa pasBUTUA TUMNEpPKaIMEMUM PEKOMEHJO0BAHO M30eraTb NpPUMeHeHUs G10KaTopoB
Ka/bLLMEBbIX KaHa/10B, TaKMX KaK aM/IoAVMNUH, CKIOHHbLIM K 3/10Ka4eCTBEHHOW rMnepTepMum naumeHTam v npy Ne4eHnm 3/10Ka4eCTBEHHOWN rmnepTepmumun.

BnnaHve amnogunvHa Ha Apyrue nekapcTBeHHble CPeACcTBa.

"MNOTEH3MBHbIV APMEKT amN0AMMNMHA NOTEHLMPYET rMNOTEH3NBHbIN APMEKT APYTrUX aHTUTUNEPTEH3NBHbLIX CPEACTB.



Takponumyc.

CyLLecTBYeT PUCK MOBbILLEHNSA YPOBHeW TakpoaMMyca B KPOBW MPU OLHOBPEMEHHOM MPUMEHEHMU C aMIOAMUMUHOM, OAHAKO (DapMaKOKMHETUYECKNIA MeXaHW3M
TaKoro B3avMOZENCTBUA MOSHOCTHbI0 He YCTaHOB/EH. UT0ObI 136exaTb TOKCUYHOCTM TaKpo/inMmyca npu O4HOBPEMEHHOM MPUMEHEHUM aMNOAUNUHA, HEOOXO0AMM
perynspHbIi MOHATOPUHT YPOBHSA TaKposiMMyca B KPOBUW U, MPW HEOOXOAMMOCTM, KOPPEKLUS A03bl.

MTOR nHrnérTopsl (Mammalian target of rapamycin — MuLEeHN panamuuyHa y MIeKONUT atoLLyX).

Takne MTOR MHIMGUTOPBI KaK CUPONNMYC, TEMCUPOIMMYC U 3BepONNMYC aBnatoTcA cyoctpatammn CY P3A. AMnognnuH Aensetcs cnabbim nHrnoutopom CY P3A.
Mpy 0f4HOBPEMEHHOM MPUMEHEHUN amnoanunmHa ¢ mTOR MHIMGMTOPaMM OH MOXKET YCUIMBATbL BIUSHWNE NMOCNELHUX.

LinknocnopuH.

WccnenoBaHnin B3aMOAEACTBUIA LMKAIOCMOPUHA WM aMIoAMNMHA NPU NMPUMEHEHMM 3[40POBLIMK [O6POBOMbLAMM MAWM B APYTMX Tpynnax He MpoBOAUAM, 3a
NCKIOYEHVEM MPVMEHEHUA MaumMeHTaM C TPaHCMIAHTMPOBAHHOM MOYKOM, B KOTOPbIX Hab/M0Aanoch M3MEHUMBOE MOBbILLIEHWE OCTATOYHOM KOHLEHTpauum
uMknocnopuHa (B cpegHeM Ha 0-40 %). [ns naumMeHToB C TPaHCMNIaHTMPOBaHHOM MOYKOW, KOTOPbIE MPUMEHSIOT aMIOAMMNMH, ClefyeT pacCMOTPETb BO3MOXHOCTb
MOHMTOPUHIa KOHLIEHTpaLMiA LUKIOCNOPUHA 1, NPy HE06XOAMMOCTU, CHU3UTL J03Y LIMK/IOCMOPUHA.

CumBacTaTVH.

OpHoBpemMeHHOE NpYMeHeHe MHOTOKpaTHbIX 403 amioaunuHa 10 mr n cumeacTatuHa B go3e 80 Mr NPUBOAMIIO K YBEIMYEHWNIO IKCNO3ULUN CUMBacTaTMHa Ha 77 %
Mo CpPaBHEHWUIO C MPUMEHEHWEM TONbKO CMMBAacTaTUHa. [na nauueHTOB, KOTOpble NPUMEHAIOT am/IoAWNYH, 403y CMMBACTaTUHa CleayeT orpaHuynTs Ao 20 Mr B
CYTKW.

CunpgeHadomn.

OpfHoKpaTHbIn npuem 100 mMr cungeHaguia nauymeHTaMn ¢ 3CCEHUMAabHOM FMNEePTEH3Ne He BAMSAN Ha (hapMaKOKMHETMKY amiogunuHa. Mpu ogHOBPEMEHHOM
NPUMEHEHNN aMNOAMNNHA U cunaeHaduna B Ka4ecTBe KOMOUHMPOBaHHON Tepanun Kaxaplil U3 npenapaToB NPOSBAAN FMNOTEH3UBHBIA 3(eKT HE3aBUCMMO ApYT OT
Apyra.

3TaHon.

O[fHOKpaTHbIN U MHOTOKPaTHBbIV Nprem 10 Mr aMn04UNMHA HE UMEN CYLLECTBEHHOO BAUSHNSA Ha PapMakOKMHETUKY 3TaHOa.

[pyrue nekapcTBeHHbIE CPeACcTBa.

KnuHnyeckme nccnefoBaHns B3aMMoAeicTBISA npenapara nokasanu, YTo aMao0AMNNH He BNMSIET Ha (hapMaKOKMHETUKY aTopBacTaTuHa, AUTOKCUHA MW BapdhapuHa.
COBMeCTHOEe NPUMEHEHNEe aMIo04MMMHA C LUMETUANHOM He MMENO BIAHMA Ha (hapMaKOKUHETUKY aMI04MMNMHa.

COBMeCTHOE MpPYMeEHeHWe NpenapaToB atoMUHMS/MarHUs (aHTauMaoB) C pa3oBOi 4030 aMOAMMNMHA HE MMENO CYLLECTBEHHOIrO BAMUSHUA Ha (hapMaKOKUHETUKY
amoAnnmHa.

JNabopaTopHble TECTbI.

BnusHne Ha nokasatenu nabopaTopHbIX TECTOB HEM3BECTHO.

OC06eHHOCT M MPUMEHEHNS.

BesonacHOCTbYN 3PMEKTUBHOCTLIPUMEHEHUAAMIOANMVHAMPY TUMEPTOHNYECKOMKPU3E HE OLLEHUBA/IN.

MauneHTbIC CepeYHONHe0CTaTOYHOCTbIO

[aHHOW KaTeropuu naumeHTOB NpenapaT cnefyet NPUMeHATb C OCTOPOXKHOCTLIO. B xoae AnunTensHOro nnauebo-KoHTPOIMPYeMOronccneoBaHns y MaunMeHToB ¢
cepAeyHoiHefoCcTaToOuHOCTLIOTSXKeNnoncTenerm (knacc I n 1V no knaccngpukauuNY HA) npy npuMeHeHMMaMI04MNMHAYacToTacilyvyaeB pasBUTUA OTeKa nerkmx bbina
BblLLIe M0 CPaBHEHWIO C MpMMeHeHneMnnaLebo. MNaleHTam ¢ 3aCTONHOM CepeYHO He[0CTaTOYHOCTLIOG/I0KATOPbIKA/IbLMEBLIX KAHA/I0B, BK/KOYas aMIOANNWUH,CliefyeT
MPUMEHSATHC OCTOPOXXHOCTbLHO,MOCKO/IbKYOHM MOTYT NMOBbILLIATbPUCK CEPLAEYHO-COCYANCTLIXOOLITUIA M NETa/IbHBIXC/TyYaeB B Oy ayLLEeM.



MauyeHTbIC HapyLLeHneMYHKLUNNEYEHN.

Mepuog nonysbiBefeHUsaMnoaMnHan napametpbl AUC BbiLLe y NaLyeHTOBC HapyLLeHWeM (YHKLMM NeYeHn; PEKOMEeHAALMUNO NMOBOAY A03 npenapaTtaHeT. MoaTomy
[laHHOW KaTeropumnauneHToBCelyeT HaUMHATbNPUMEHeHMe npenapaTans camoii HU3KoM 4o3bl. CnefyeT ObITb OCTOPOXKHLIMKAK B Ha4as1e NpUMeHeHNANpenapara, Tak 1
BO BPeMS YBENMYEHNS [03bl. MauneHTam ¢ TSXENON NeYeHOUHOM HeJ0CTaTOYHOCTLHOMOXET 6bITb HE06XO0AMM Me/IeHHbIN NOoA60P 403bl W TLLATENbHbIA NPUCMOTP 3a
COCTOAHMEMMNALUMEHTA.

MauveHTbino>KnnorosospacTa.

YBenunuuBartyi03y npenaparafaHHoR KaTeropumnaumeHToBCNeyeTC OCTOPOXXHOCTbHO.

MauneHTbIC NOYeYHOWHEAOCTAaTOUYHOCTbIO

[aHHOW KaTeropmMmnauyeHToB cnegyeT NPUMEHSATL 00bIYHbIe 03bl NpenapaTa. I3MeHeHUs KOHLEeHTpaLMmnmamIoLMnmMHaB nnasMe KpoBy He KOPPenpyrTCO CTEMNEHbIO
HapyLIeHNAPYHKLMX NOYEK. AMIOAUNNHHE BIBOANTCANYTEM AMaN3a.

AMNOAMNHHE BNUSAET Ha pe3y bTaTbi1abopaTopHbIXMCCIeL0BAHNA.

He pekomeHayeTcA NPpUMEHATb aMIOAWMMH BMECTE C FPeingpyToM Uiy rpeindpyToBbIM COKOM, NOCKO/bKY Y HEKOTOPbIX MaLMeHTOB 6UOLOCTYMHOCTb MOXET ObITh
MOBbILLIEHA, YTO NPUBELETK YCUIEHNIO TUMOTEH3NBHOr03(h(heKTanpenapara.

BcnomoraTenbHble BeLecTBa.

Mpenapar cofepXuUT NakTosy. lMauveHTam ¢ peaKMN HacnefCTBEHHbIMU 3a060/1eBaHUAMMN, TaKMMW Kak HEMepeHOCMMOCTb raiakTo3bl, HeJOCTaTOYHOCTb /1aKTasbl
Nanna 1 manbabcopbums roKOo3bI-ranakTosbl, He ciefyeT NPUHUMATL 3TOT Npenapar.

MMpuMeHeHVe B Nepnoj 6epeMeHHOCT U UM KOPMAEHWS TPYABHO.

Be3onacHOCTb NPYMeHEHWS aMIOAMMNHA XEHLLMHAM B Neproj 6epeMeHHOCTN He YCTaHOB/eHa.

MpUMEHATL aMIOAUNKH B Nepuos, 6epeMeHHOCTU PEKOMEHAYETCS TO/bKO B TeX Cny4asx, Korfa HeT 6onee 6e30MacHoi allbTepHaTUBbI, & PUCK, CBA3aHHBIV C CaMUM
3a60/1eBaHVEM, NPEBbLILLIAET BO3MOXHbIW BPeS, OT SIeYeHUs A1 MaTepy 1 nioga.

B xope nccnefoBaHuMiA Ha XXMBOTHbIX NPU MPYMEHEHUN BbICOKMX [,03 Habntoganach penpoayKT1BHas TOKCUYHOCTb.

Mepuog, KopMAeHus rpyabio. AMIOAUMUH NPOHUKAET B rpyAaHOe MONOKO. COOTHOLUEHWE [03bl, NMOMYYeHHON HOBOPOXAEHHLIM OT MaTepy, B MEXKBapTUIbHOM
Anana3oHe OLIEHMBAKOT Kak 3—7 %, MakcumyM 15 %. [leiicTBME amIoAMnnHa Ha MafeHLIEB HEN3BECTHA.

[Mpn NPUHATAN peLleHns 0 NPOLOHKEHUN KOPMIEHWS TPYABIO UM O MPUMEHEHUIN amI0AMNNHA HEOOXO0AMMO OLLeHUBATb MO0Jb3y KOPMIEHUS TPYABIO AN19 pebeHKa U
nosb3y OT NPUMEHEHWA npenapara 4na MaTepu.

PepTUNLHOCTb.

Coobwanocb 06 060POTHBIX BUOXUMUYECKUX U3MEHEHWNAX TO/IOBKM CMEPMaTo30Maa y HEKOTOPbIX NauMeHTOB NPU MPUMEHEHNN 6/10KaTOPOB KaslbLiMEBbLIX KaHas1oB.
KnuHnyecko nHpopmaLMm 0THOCUTE/IbHO NOTEHLMA/IbHOTO BAUSHUA aMIOAUMMHA Ha (DepTUNbHOCTb HELOCTaTOUHO.

CnocobHOCTb BIMATH Ha CKOPOCTb peakuuun Npu ynpasieHnu aBToTPaHCNOPTOM MW APYTMU MeXaHn3mMmamu.

AMNOANMUH MOXET 0Ka3blBaTb HE3HAYUTE/IbHOE U/ YMEPEHHOE BANAHME Ha CNOCOBHOCTL YNpaB/iATb aBTOTPAHCMOPTOM UM paboTaTh C APYrMMU MeXaHU3MaMu.
CKOpOCTb peakLMn MOXET ObITb CHVKEHA NPY HA/IMYMM TaKMX CUMMTOMOB KaK r0/I0BOKPYXXeHWE, ro/IoBHasA 60/1b, CNYTaHHOCTb CO3HAHUA WK TOLLHOTA.

Cnepfyet 6bITb OCTOPOXHbLIM, 0COGEHHO B Havase Teparuu.

Crnocob NpMeHeHNs 1 [03bl.

Bspocnble.

[ns neyeHns apTepuasibHOM FMNEPTEH3MN U CTEHOKapAMM 06blYHas Hava/ibHas [03a npenapata coctaBnseT 5 mr 1 pas B CyTKu. B 3aBUCMMOCTM OT peakumm
naymeHTa Ha Tepanunio 403y MOXHO NOBbICUTb A0 MaKCUMa/lbHOW, KoTopasi cocTaBnseT 10 Mr 1 pa3 B CyTKM.

MaupeHTaM CO CTEHOKapAumeil mpenapaT MOXHO MPUMEHATb B KayeCTBe MOHOTEpanuu WAM B KOMOMHaUUW C APYTUMW aHTUaHTMHaNbHbIMW NIeKapCTBEHHbLIMM



CpeacTBaMu MPU Pe3UCTEHTHOCTY K HATPaTaM W/Unn afekBaTHbIX 403 6eTa-6/10KaTopoB.

ECTb OMbIT NPUMEHeHNs npenapaTa B KOMBUHALMM C TUa3AHBIMU AUYPETUKaMMU, anba-6110KkaTopamu, 6eTa-610KaTopamm MU UHTMGUTOPaMK
aHTMOTEH3NHINPEBPALLAIOLLEr O (hepMeHTa NaLMeHTaM ¢ apTepuabHON r’MnepTeH3Mne.

HeT Heo6xogumocT B nog6ope A03bl Npenapata Npy OAHOBPEMEHHOM MPUMEHEHUM C TUAsUAHBLIMU AUYPETUKaMK, GeTa-6/10KaTopamMnm M UHTMGUTOpaMK
aHTMOTEH3NHINPEBPALLAIOLLEr O (hepMeHTa.

[leTu c 6 neT ¢ apTepuanbHOA runepTeH3meid.

PeKoMeH/j0BaHHas HauasbHas 103a Npenapara [/ 3Toii KaTeropyy NaLMeHToB COCTaBNSET 2,5 Mr 1 pa3 B CyTKW. ECv He06X0AMMbIN ypOBEHb apTepraibHOro
[aBneHns He ByeT JOCTUrHYT Ha MPOTSXKEHUM 4 Hefdenb, [03Y MOXKHO YBENNUMTbL 40 5 Mr B CyTKW. [puMeHeHVe npenapaTta B fl03ax Bbille 5 Mr ans AaHHoM
KaTeropum NaLueHToB He UccnefoBasIn.

MauneHTbl NOXKWOro Bo3pacTa.

HeT Heo6Xo41MOCTM B NMOAGOPE 03bl ANst AaHHON KaTeropuu NaLmeHToB. MoBbilLeHMe [03bl HEO6X0AMMO NPOBOANTL C OCTOPOXKHOCTHHO.

MauneHTbl C HApYLUEHWEM (YHKLMM NOYEK.

PeKOMeH/yeTCcsl MPUMEHSITb 00bIYHbIE [103bl Npenapata, MNOCKO/bKY M3MEHEHUs KOHLEHTPaUMX aMIoAuniHa B Nna3me KPOBM He CBs3aHbl CO CTEMEHbHD TSHXKECTY
MOYEYHOI HeOCTAaTOYHOCTI. AMOANMNH He BbIBOAUTCS MyTEM AUaniiaa.

MauneHTbl C HAPYLUEHUEM (YHKLN NEYEHN.

[03bl Npenapata /1 NPUMEHEHNS Y NaLMEHTOB C HapyLUEHMEM (YHKLMM MEeYeHr OT NErKoi K yMEepeHHO CTEMeHW TSHKECTU He YCTaHOB/EHbI, MO3TOMY noa6op
[03bl CrieayeT NPOBOANTL C OCTOPOXHOCTLIO 1 HauMHATL NPYMEHEHMe Npenaparta ¢ HU3KOM [03bl B AManasoHe 03 (CM. pasgenbl «OCco6eHHOCTM NPUMEHEHNS» 1
«®apMaKo/ornyeckue cBoiicTea. PapMakoK1HETUKA).

dapMaKOKNHETUKY aMIOAMMIHA He UCCMEA0BaN Y MaUyeHTOB C HapyLLeHeM YHKLMU NeYeH TSHKEOoN CTeneHn. Y NauyeHToB ¢ HapyLLeHeM QYHKLMU NeYeHn
TSKENOM CTeNneHN NPUMeHeHNs aMNoAUNIHA CNeAYeT HaUMHATbL C CAMOA HWU3KO 103bl M MOCTEMEHHO ee YBENNUMBaTb.

TabneTkn No 5 Mr npenapata He NpeAHa3HaueHbl Ans pasgeneHuns nononam Ans nonyyYeHns fossl 2,5 Mr.

HeTn.
Mpenapat MOXHO MPUMEHATL AETAM C 6 NeT.
BnvaHue amnogunuHa Ha apTepuanbHoe faBneHve nauyMeHToB 40 6 eT HEU3BECTHO.

Nepepo3nposka.

OnbIT HaMepeHHON NepeAo3nPOBKI NpenapaTa OrpaHNYeH.

CvMNTOMbI Nepeao3npoBKI: 3HaYMTEIbHasA Nepefo3vpoBKa npenapaTa NpuBeAeT K Ype3MepHO nepugepryeckon Basoamunaraumm 1, BO3MOXHO, K peth/IeKTOPHON
Taxukapgum. CoobLLanu 0 pasBMTUM 3HAYNTENLHON 1, BOSMOXHO, NPOAO/IKMUTENbHON CUCTEMHOW apTepuasibHOW rMNOTEH3MUM, BK/OYas LLOK C leTaslbHbIM UCXOAO0M.
JleyeHve: KAMHMYECKU 3HauMMas apTepuasibHas rUMNOTEH3Ws, 00YCMOBNEHHas Nepefo3VMPOBKOA amiogununHa, TpebyeT akTUBHOW MOALEPXKKM [esATeNbHOCTH
CEepAeYHO-COCYANCTOM CUCTEMbI, BK/KOYAs YaCTblii MOHUTOPUHT (YHKUMIA cepAua W AbIXaHWs, MNOLHATME HWKHWUX KOHEYHOCTEN, MOHUTOPUHT 06bemMa
LMPKYIMPYHOLLE XXMAKOCTU U MOYEBbIAENEHNS.

[na BOCCTaHOBNEHWSA TOHyCa COCYZ0B W apTepuasibHOro faBneHus MOXHO MPUMEHUTb COCYAOCYXUBAKOLLME Npenapatbl, YAOCTOBEPMBLUNCL B OTCYTCTBUM
MPOTMBOMNOKA3aHW K WX NPUMEHEHWUIO. [pUMEHeHUe KanbLus [OKOHATa BHYTPUBEHHO MOXET ObITb MO/E3HbIM A8 HUBENMPOBaHMA 3(M(EKTOB 6/10Kaabl
Ka/ibLiMeBbIX KaHa0B.

B HeKOTOpbIX CnyYasx MOXET ObITb MO/E3HbIM NMPOMbIBAHUE XenyaKa. MpuMeHeHre akTUBMPOBAHHOIO YIa Y 340P0BbIX 4OOPOBO/bLEB HA NPOTHKEHUN 2-X YacoB
nocne BeegeHua 10 Mr aMmnoaunmHa 3Ha4MTENbHO CHUXKaI0 YPOBEHb ero BCaCbIBaHNS.

MOCKONbKY aM04UMWH B BbICOKOI CTEMEeHM CBA3bIBAETCS C Oe/ikamu KPoBK, AeKT Anannsa SBISETCA He3HAUYUTE bHbIM.

Mo6oYHbIe peakumm.

Mpv NpYMeHeHMN aMIOAMNNHA Yallle BCEro coobLwany 0 TakMx NOH6OYHbIX peakumsax Kak: COHAMBOCTb, FOIOBOKPYXKEHNE, FONI0BHAA 60/b, YCUNEHHOe cepaLlebueHue,
npuMBbLI, 60/1b B GPIOLLHOW NOMOCTU, TOLUHOTA, OTEKU FO/EHeN, OTEKM 1 NOBbLILLEHHAS YTOMISEMOCTb.

Mo60YHble peakummn, 0 KOTOPbIX COO6LWany Npu NPUMEHEHUN aMIoAMNNHA, NPUBEAEHbI HXKE 3a CUCTEMaMU M Kiaccamy OpraHoB M MO YacTOTe BO3HWKHOBEHWS:
0YeHb yacTo (= 1/10), yacto (oT = 1/100 go <1/10), HeuvacTo (0T = 1/1000 fo < 1/100), peako (oT = 1/10000 go < 1/1000), oveHb peako (< 1/20000) Hen3BeCTHO



(Henb3d yCTaHOBUTbL Ha OCHOBAHWW UMEKOLLMXCA LaHHbIX).

CO CTOpPOHbI KPOBY 1 IMMATNYECKON CUCTEMbI: OYeHb PeAKO: NENKOLUTONEHUS, TPOMOOLMTOMNEHNS.

Co CTOpPOHbI UIMMYHHOI CUCTEMBI: OYeHb PEAKO: afiiepruyeckmne peaxkumn.

Co CcTOpOoHbI 06MeHa BELLEeCTB U NUTaHWA: 04eHb PeAKO: TMNeprinkeMus.

Mcuxnyeckne HapyLLeHNs: HevacTo: Jenpeccus, U3MeHeHUst HaCTPOeHNs (BK/OYas TPEBOXHOCTb), 6BECCOHHMLA; PefKO: CNYTaHHOCTb CO3HAHWS.

CO CTOpPOHbI HEPBHOM CUCTEMbI: YaCTO: COH/IMBOCTb, FO/IOBOKPY>XKEHWe, rofloBHas 60/b (rnaBHbIM 06pa3oM B Havasie /ie4eHus); HevacTo: TPemop, AMCreB3ms,
CUHKONe, rTnnecTe3ns, NapecTesus, rmnepToHyc, nepudepryeckas HeimponaTums.

Co CTOpPOHbI OPraHoB 3PeHNs: YacTo: HapyLLUEHUSA 3peHns (BKIHOYas AUMNJIONKUIO).

Co CTOpOHbI OPraHoB cnyxa v nabupmHTa: HevyacTo: 3BOH B YLLAX.

Co CTOpOHbI cepAua: YacTo: YCUIeHHOe cepaLebueHne; HevacTo: apuTMus (BKIoYas 6pagnKapamio, XenyLoHKOBYH TaXUKapAno U MepLaHue npeacepaunii); oueHb
PefKO: MH(MAPKT MUoKapaa

Co CTOpOHbLI COCYAO0B: YaCTO: MPUMBLI; HEYACTO: apTepuasibHas rMNOTEH3US; 0YeHb PeAKO: BaCKYUT.

CO CTOpPOHbI AbIXaTeNbHON CUCTEMbI, OPraHOB rPYAHON KNeTKM 1 CPeAOCTEHNS: YacTo: AMCMHOI; HEYaCTO: PUHUT, Kallefb.

CO CTOpPOHbI >KeNyLoYHO-KMLLEYHOTO TPaKTa: 4yacTo: 60/b B XXMBOTE, TOLLIHOTA, AUCMENCUS, HapyLUeHNe NepUCTaIbTUKM KLeYHKKa (BK/KoYasa auapero 1 3anop);
HeyacTo: pBOTa, CyXOCTb BO PTY; OYeHb PeAKO: MaHKPeaTuT, raCTpuT, runepniasus AeceH.

CO CTOpPOHbI MEeYeHW U >KEeNyeBbIBOAALMX MYy Te: OYEeHb PefKo: renaTuTbl, XKeNTyxa, MOBbILIEHWE YPOBHA MEYEHOUHbIX (PEPMEHTOB (4TO O4YeHb 4acTo
accoLMmMpoBaIoCh C X0/IeCTa3oMm).

CO CTOpOHbI KOXKM U MOLKOXKHOM TKaHW: HeyacTo: annoneums, nypnypa, U3MeHeHWe LBeTa KOXW, MOBbLILEHHOe MOTOBbIAENEHMe, 3Y[, CbiMb, 3K3aHTEMa,
KpanuBHMLA; OYeHb PEeAKO: aHrMOHEBPOTUYECKMIA OTeK, My/NbTU(OPMHAs apuTeMa, 3KC(ONMATUBHbLIA AepMaTuT, cuHApom CTuBeHca-[P)KOHCOHa, 0TeK KBUHKe,
(hOTOUYBCTBUTENIBbHOCTb; HEU3BECTHO: TOKCUYECKMI aNUAepMasTbHbIV HEKPOINS.

CO CTOpPOHbI CKeNeTHO-MbILLEYHO U COBANMHNT€NIbHOI TKaHeiA: 4acTo: OTEKM ro/eHel, CyLOPOrv MbILLLL; HEYacTo: apTpasIrns, Muanrus, 601b B CrHE.

Co CTOpPOHbI MOYEK M MOYEBBLIBOAALLMX My TEiA: HEYaCTO: HapyLLEHVE MOYEBbIAENEHNS, HUKTYPUS, NOBbILLEHHAS YacTOTa MOYeBbILeNeHMS.

CO CTOpPOHbI MO/OBLIX OPraHOB 1 MO/IOYHOI >KeNesbl: HeYyacTo: UMMOTEHLUSA, TMHEKOMACTHS.

O6Lye paccTpoiicTBa M HapyLUeHUs B MeCTe BBEAEHMS: OYeHb 4acTO: OTEKW; YacTO: MOBbILEHHAs YTOMISEMOCTb, acTeHMs; Heyacto: 60/b B rpyau, 60Mb,
HefOMOraHue.

VccnefoBaHua: HeYacTo: yBeIMYeHMe NN YMeHbLLEHE MacChl Tena.

CoobLuany 06 NCKNUUTENBbHBIX CTyYasax pasBUTUS SKCTpanmpaMuaHOro CUHAPoOMa.

Oetwn.

AMNOAMNMH XOPOLUO MEPEeHOCUTCA MpU MpUMeHeHUU aeTam. Mpoduib NOBOYHbLIX peakumii 6bi1 MOJO6HLIM K TeM, KOTopble Habnojanucb y B3pocibiX. B
nccnefoBaHMM € yyacTvem 268 AeTeld uvallle BCEro coobLianocb 0 TakMX MOBOYHbIX peakuusix: rofioBHas 60/b, FOMOBOKPYXXEHWE, pacLUMpPeHre KPOBEHOCHbIX
COCY/0B, HOCOBOE KPOBOTEYEHUE, 60/1b B XKUBOTE, aCTEHUS.

BOMbLUMHCTBO NOB6OYHbLIX peaKLnii 6bIIN NErKOn NN YMEpPeHHOM CTeneHn. Taxenble NO60YHbIE peakuuy (MPeMMyLLeCTBEHHO ronoBHasA 60/b) Habnaanmcs B 7,2 %
npy NpUMeHeHUn 2,5 Mr amnogunuHa, B 4,5 % npu npuMeHeHMn 5 Mr amnogunuHa, u B 4,6 % — B rpynne nnaue6o. Camoit pacnpoCTpaHEHHON MPUYUHOIA
NCKMIOYEHNSA U3 UCCNefOoBaHNA 6Oblfia HEKOHTPONMpyemas runepTeHsus. Hu OfHOro pasa MWCK/OYeHWe W3 WUCCefoBaHWs He Oblfo BbI3BAHO OTK/IOHEHWUAMMU
NabopaTopHbIX NOKasaTesieil 0T HOpPMbI. He 6b110 3ahMKCUPOBaHO CYLLECTBEHHBIX U3MEHEHWIA My bCa.

Coo0LueHne 0 NoA03peBaeMbIX MOBOYHBIX peaKLmaX.

Coo0LLeHns 0 MNOA03peBaeMbIX MOOGOYHBIX pPeakumsx Moc/ne PerucTpauun feKapCTBEHHOro CpefcTBa MMEeT BaKHOEe 3HayeHue. OTO MO3BONAET MPOBOAUTH
HEenpepbIBHbIA MOHWUTOPUHI COOTHOLLEHWS MeXAY MNOMb30M WM PpUCKaMK, CBA3AHHLIMW C MPUMEHEHMEM 3TOr0 /IeKapCTBEHHOrO cpefcTBa. Bpauam cnepyet
OTYMTBLIBATLCSA O /I0OLIX NOA03PEeBaEMbIX MOOOUHBIX peakLMsAX B COOTBETCTBUN C TPe6OBaHNAMM 3aKOHOAATE/bCTBA.

CpoK rogHocTW. 3roja.
YCcnoBus XxpaHeHus.

B opurnHanbHO ynakoBKe npu Temnepatype He Bbie 30 OC.
XpaHuTb B HEJOCTYMNHOM A9 AeTel MecTe.



YnakoBKa.

[N fO3MPOBKN 5 M

Mo 10 TabneTok B 6mctepe; No 3 Uam rno 6, nam no 9 6MCcTepoB B NayKe U3 KapTOHa;
no 10 Tabnetok B 65imctepe; no 100 611MCTEPOB B KOPOOKE U3 KapTOHa,;

[na no3vposku 10 mr:

Mo 10 TabneTok B 6mctepe; No 3 Uam rno 6, nam no 9 6MCcTepoB B MayKe U3 KapTOHa;
no 10 Tabnetok B 65imctepe; no 90 651MCTepoB B KOPOOKE 13 KAPTOHa.

KaTteropusa otnycka. o peuenty.

MpownssoguTesb.
YAO «TexHonor».

MecToHaxoxaeH e NPOU3BOAUTENSA N aApec MecTa OCYLLECTB/IEHUSA ero AeATe/IbHOCTM.
YKpaunHa, 20300, Yepkacckas 06/1., ropof ¥ MaHb, ynvua Ctapas npopesHas, oM 8.



