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IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS /liKapcbKoro 3acoby

AMTOOUTIH-TEBA
(AMLODIPINE-TEVA)

Cknag:

Aitoya peyoBnHa: amoaunix;

1 Tabnetka MIicTUTL 6,944 Mr amnogmniHy 6ecunaty, WO eKBiBa/leHTHO 5 mr amnogunivy, abo 13,888 mr amnoguniHy Gecunaty, WO ekBiBasieHTHO 10 mr
amsioauniny;

[OMOMIXKHI PEYOBUHM: LIe/H0/103a MiKPOKpUCTaTiuHa, KasbLito rigpotocgar 6e3B0AHMIA, HATPIKO KPOXMabrNiKonaT (Tun A), MarHito cteapar.

JlikapcbKa hopma. Tabnetku.

OcCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI:

Tabnetkn nNo 5 Mmr: Kpyrni 6ini Tabnetku, giaMeTpom 8 MM, 3/1erka BUrHyTI, 3 NHIEKD PO3/10MY Ta TUCHEHHSAM «A5» 3 0AHOro 60Ky Ta 3/1erka BUMyKni, rnagki 3
IHLLOrO;

Tabnetku no 10 mr: kpyrni 6ini TabneTku, giametpom 11 Mmm, 31erka BUrHyTI, 3 NiHIE PO3/IOMY Ta TUCHEHHAM «A10» 3 04HOro 60Ky Ta 3/1erka BUNykni, rnagki 3
iHLWWOro.

dapmakoTepaneBTUYHa rpyna. CenekTUBHI aHTaroHICTU KasbLito 3 NepeBaXkKHOLO fieto Ha cyamHun. Kog ATX CO8C AO01L.

dapmMakosoriyHi BnacTmeoCTI.

PapmakonHamika.

AMNOANMIH — @HTaroHICT KasibLito (NOXiAHe Auriaponipuanny), Wwo 6/10Kye HaAXOLKEHHS I0HIB Ka/lbLiit0 [0 MiOKapAa Ta 40 KNITUH rafKnx M’s3iB.

MexaHi3M TrinoTeH3NBHOT AiT aMmnoAumniHy 3yMOB/IEHWNIA 6e3nocepeHbO0 PO3CNab/oYo0 Aiet0 Ha rnadki M’s3u cyauH. TOYHWUIA MexaHi3M aHTMaHriHaIbHOTo
ehekTy amno4uniHy BU3HaYeHWn HeJOCTaTHLO, OAHAK HMKYe3a3HaueHi edeKTy BifirpatoTb NeBHY POsb.

AMNOAMNIH PO3LUNPIOE NepUepryHi apTepionn i, TaKUM YMHOM, 3HUXKYE NepudepryHmnin onip (MocTHaBaHTaXeHHs). OCKINbKM CepLeBUA pUTM 3a/IMLLAETHCS
CTabiNbHMM, 3HUXXEHHS HABaHTAXXEHHS Ha CepLie NPU3BOAMTb 0 3HVXKEHHS CMOXMBAHHSA eHepril Ta NoTpebun MioKapaa B KUCHI.

PO3LUMPEHHSA rO/IOBHUX KOPOHAPHUX apTepiil Ta KOPOHapHMX apTepion (HoOpManbHUX Ta iLlemi3oBaHuX), NiABWLLYE HAaCUYeHICTb MioKapAa KUCHEM Y NaLieHTIB 3i


mailto:

CMa3mMoM KOpOHapHUX apTepii (cTeHoKapAia MpuHuMeTana, Yn BapiaHTHa CTEHOKapis).
Y naui€eHTIB 3 apTepia/sibHOKO TinepTeH3IE0 3aCTOCyBaHHA npenapaTy 1 pa3 Ha fo0y 3abe3nedye KNiHIYHO 3HayyLle 3HVKEHHSA apTepiasibHOro TUCKY NpPoTAroM 24
FOAVH Yy NONOXEHHI AK NeXauu, Tak i cTosun. Yepes NOBiNbHWIA NOYaTOK AiT aMNoAumniHy rocTpa apTepiasibHa rinoTeHsis 3a3Bmyail He CrocTepiraeTbes.
Y nauieHTiB 3i CTEHOKapAieto Npu 3acToCyBaHHI OfHiel 40O0BOT 403K npenapaty NiABULLYETLCA 3araibHUA Yac (i3UYHOro HaBaHTAXXEHHS, Yac [0 MoyaTKy
CTeHOKapAil i yac [0 fJocarHeHHs 1 mMm pfenpecii cermeHTa ST. lMpenapar 3HMXXYE 4acTOTYy HamagiB CTEHOKapAil Ta 3MeHLYye noTpeby Yy 3acToCyBaHHI
HITpOrniuepuHy.
AMNOANMIH He acoLItOETLCA 3 OYAb-AKMMM NOGIYHUMI METAbOMIYHMMMN LMW YM 3MIHAMK PIBHA NiNiAIB Y Niasmi KPoBi i MOXe 3aCTOCOBYBATUCA MaLieHTaM i3
acTMOl0, LlyKpOBMM fiiabeToM Ta noJarpoto.
dPapmakoKiHe TuKa.
BcMoKTYBaHHSA/pO3nogin.
Micna nepopasbHOro 3aCTOCYBaHHA B TepaneBTUYHUX [03aX aMIoAMMiH NOCTYNnoBO abcopbyeTbes Yy nnasmy Kposi. A6COMOTHA 6i040CTYMHICTb HE3MIHEHOT
MOJIEKY /N CTAHOBUTL NMPUBIN3HO
64-80 %. MakcrMasibHa KOHLEHTpaLis y niasMi KpoBi JOCAraeTbCs NPOTArom 6—12 rofmH nicns 3actocyBaHHa. O6’eM po3noginy CTaHOBUTL NpU6M3HO 21 n/Kr;
KOHCTaHTa aucouiauii kucnotu (pKa) amnoguniHy craHoButb 8,6. [LOCNiMKEHHS in Vitro NPOAEMOHCTPYBa/N, WO 3B’S3yBaHHA aM1oAuniHy 3 6inkamuy nnasmm
KpOBi CTaHOBUTL NpubansHo 97,5 %.
OfiHoYaCHe BXXMBaHHA DKI He BMNMBAE HA BCMOKTYBaHHS aM/IOAUMIHY .
MeTab0ni3M/BUBEAEHHS.
Mepiog HaniBBMBEAEHHS i3 NiasMy KPOBi CTaHOBUTL Npubam3Ho 35-50 roAvH. PiBHOBaXKHA KOHLEHTpauis y nniasMi KpoBi [ocAraeTbcs nicnd 7-8 [HIB
CUCTEMATNYHOr0 3aCTOCYBaHHA npenapary. AMIOAUMIH FOIOBHUM YMHOM MeTaboNi3yeTbCA 3 YTBOPEHHAM HEaKTUBHUX MeTaboniTiB. Banssko 60 % BBefeHOT J03K
BMBOAMTbLCA i3 ceyeto, Npu6mn3Ho 10 % 3 AKMX CTaHOBUTL aM/I0AWMNIH Y HE3MiIHEHOMY BUTMISIAI.
MawieHTV NiTHLOIrO BIKY.
Yac [JOCArHEeHHS PIBHOBaXKHUX KOHLEHTpaUi amioguniHy B Mnasmi NOAIGHWIA y nauieHTiB NiTHbOro BiKYy Ta Yy AOpocnmx nauieHTiB. KnipeHC amnoguniHy
3a3BMYall [ello 3HWKEHWI, WO Yy NauyieHTiB NiTHbOro BiKy MNPU3BOAWUTL A0 36iMbLUEHHA MOWi Nif KPUBOK «KOHUeHTpauis/dyac» (AUC) Ta nepiogy
HaniBBUBELEHHA Mpenapary.
MauieHTV 3 NOPYLLUEHHSAM DYHKLIA HUPOK.
AMIOAUNIH EKCTEHCUBHO BIOTPaHC(OPMYETLCA [0 HeaKTUBHMX MeTaboniTie. 10 % amnoguniHy BUAINAETLCA Y He3MIHEHOMY BUTNafi 3 ceveto. KoHUeHTpauis
amioAuniHy y nnasmi KPpoBi He KOPE/toe 3i CTyrneHeMm NopyLUeHHS (PYHKLIR HUPOK. MaliieHTam i3 nopyLeHHAM (PYHKLiIN HUPOK MOXHa 3aCTOCOBYBAaTU 3BMYaliHI
L0311 aM1oAumniHy. AMNOAUMIH He BUAANIAETLCA LUMIAXOM Aianisy.
MawieHTN 3 NOPYLLUEHHSAM (PYHKLIT NEYiHKMN.
IH(hopmaLis WoAo 3aCTOCYBaHHSA aMIOAMMIHY NaLieHTaM i3 NopyLeHHAM QYHKLIT NeYiHKK Ay>Xe 06MeXeHa. Y NauieHTIB i3 MeYiHKOBOK HeAOCTATHICTHO K/ipeHC
amno04nNIHY 3HVXEHWIA, LLLO NPU3BOAUTB 0 36iNbLUEHHA TPUBAIOCTI Nepiofy HaniBposnagy Ta Ao 36inbweHHs AUC npu6nnsHo Ha 40-60 %.

iTn.
JocnifpxeHHs (hapMaKOoKiHETUKIN NPOBOAMINCA 3a YUacTo 74 AiTel 3 apTepianbHOK rinepTeHsieto BiKOM Bif 12 Ao 17 pokiB (TakoX 34 naujieHTn Bikom Bif 6 1o 12
POKiB Ta 28 nauieHTiB BikoM Bif 13 A0 17 poKiB), fKi 3aCTOCOBYBaM aMnoguniH y aosax 1,25-20 mMr Ha go6y 3a 1 abo 2 npuitomu. 3a3suyari npy nepopaibHOMY
3acToCyBaHHI KnipeHc Yy AiTeil BiKoM Big 6 A0 12 pokis Ta Bif 13 0 17 pokiB cTaHOBMB 22,5 Ta 27,4 n/roguHy BignNoBigHO A/ XNon4yukKis i 16,4 Ta
21,3 n/roanHy BiANOBIAHO Ans AiByaToK. CnocTepiraeTbCa 3Ha4yHa BapiabenbHICTb eKCno3nLiT y pisHNX NauieHTiB. IHhopMalis LWoLOo nauieHTiB BikoM [0 6 pokiB
obmexeHa.




KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

— ApTepiasibHa rinepTeHsis.

— XpoHiyHa cTabifibHa CTeHOKapAis.

— BasocnactnyHa cTeHokapais (CTeHoKapais MNMpuHumeTana).

MpoTwunokasaHHs.

— Bigoma nigsueHa Yy TAMBICTb A0 AUTIAPONIPUANHIB, aMNOAMMIHY YK A0 OYAb-SKOroiHLWOro KOMMNOHEHTa nNpenapary.
— ApTepiasibHa rinoTeH3id TAXKOro CTyneHs.

— Lok (BKNoYaroum KapAioreHHWia LWoKk).

— O6CTPYKLiA BUBILHOMO TPaKTY /iBOr0 LWIYHOUYKa (HanpyKIas CTEHO3 a0pTu TAXKKOMO CTYMEHS).

— FemogmHamiyHO HecTabiflbHa cepLeBa HeOCTaTHICTb NIC/A rOCTPOro iHPapKTy MioKapaa.

B3aemogisi 3 iHLWIMMK NiKapcbKMMKM 3ac06amm Ta iHLLi BUAM B3aEMOZIN.

Bname iHLWKMX NiKapcbKMX 3ac06iB HA aMnoauniH.

HasBHi gaHi Wwoao 6e3neqyHoro 3aCTocyBaHHA amioAMniHy 3 Tia3uaHUMKU AiypeTuKamu, anbda-61okatopamu, 6eta-6n1okatopamu, iHrieitopamm Ar®, HiTpatamu
MPONIOHrOBaHOI Ai1, Cy6NiHrBa/IbHOK (POPMOID HITPOrNiLEepUHy, HeCTEPOIAHMMMU MPOTM3anaJbHUMKN NiKapCbKMMKU 3acobamm, aHTUBIOTUKaMK, MepopasibHUMU
rinornikeMivyH1MM NikapCbKMMK 3aco6amu.

[aHi, oTpuMaHi y Xofi [OCMifKeHb in vitro i3 M1asmMol KpoBi NHOAMHK, CBigYaTb NPO BIACYTHICTb BMIMBY aMIOAWMIHY Ha 3B’A3yBaHHA 3 OinkaMu KpPOBI
[OCNIAKYBaHUX NTIKAPCbKMX 3aC06iB (AMrOKCUH, eHiTOIH, BapdapyH abo iHLOMETaLuH).

IHri6iTopn CYP3A4.

OfiHoyacHe 3acTocyBaHHsa amnoauniHy Ta iHriéitopis CY P3A4 noTyXHOT 4n nomipHoi Ait (iHribiTopm npoTteas, a3o/bHi NPOTUrPUOKOBI 3aC06K, MaKpoian, Taki
K epUTPOMILMH Y/ KNapuUTPOMILMH, Bepanamin abo aunTiaseM) MOXKe NPU3BECTM [0 3HAYYLLOro NiABULLEHHSA eKCno3uuii amnoauniHy Ta MigBULLMTL PU3UK
BUHWKHEHHSI TINOTeH3iT. KniHiYHe 3HauyeHHs TakuX 3MiH MOXKe OyTW 6ifbll BUMPaXXEHWM Y NauieHTIB NiTHbOro BiKy. MoXe 6yTU HeOoOXiAHMM KAiHiYHe
CMOCTEPEXEHHA 3a CTaHOM NauieHTa Ta nigéip Ao3w.

He pekomeHAyeTbCA 0AHOYACHO 3aCTOCOBYBATM aM/IOAMMIH Ta rperndpyTn abo rpernpyToBUiA CiK, OCKINIbKM Y AeAKUX NauieHTiB 6i040CTYNHICTb aMNoanMiHy
MOXXe MifBU1LLYBATUCh, L0, B CBOKD Yepry, NPU3BOANTL 0 MOCUIEHHS FiNOTEH3UBHOI Aii.

IHoykTOpn CYP3A4.

IHopmauii wopo snausy iHAykTopiB CY P3A4 Ha amnoauniH Hemae. OHo4YacHe 3aCTOCYBaHHS aMnoAuniHy Ta NikapCbKKX 3aco6iB, Wo € iHaykTopamu CY P3A4
(Hanpuknag pudamMniuyHy, npenapaTis 3Bip0O0KD), MOXe MPU3BOAUTU L0 3HVDKEHHS KOHLEHTpauii amioguniHy y nnasMi KpoBi, TOMY 3aCTOCOBYBATW Taki
KOMGIiHaUiT cnif 3 06epeXxHicCTHO.

LaHTponeH (iHPys3iT).

Y TBapuvH CnoCTepiraincsa LUAYHOUKOBI i6punauii 3 netaslbHAM HacnifKOM Ta CepLeBO-CYAMHHWUIA KOMamnc, Lo acolitoBanncs 3 rinepkaniemieto, nicns
3aCTOCyBaHHS Bepanamifly Ta AaHTpONeHy BHYTPILWHbOBEHHO. Yepe3 pu3MK PO3BUTKY rinepkaniemil peKoMeHA0BaHO YHWMKATW 3acTOCyBaHHSA 6/10KaTopiB
KaNibLIIEBMX KaHaniB, TaKMX AK aMIO4UMIH, CXUIbHUM A0 3/109KICHOT rinepTepMii nawieHTam Ta npu NikyBaHHI 31058KICHOT rinepTepMii.

Bnave amnoguniHy Ha iHLWI nikapcbKi 3acoom.



[MiNOTeH3UBHWIA edheKT aMNoAMMiHY NOTEHLIFOE FiNOTEH3VBHUIA ePEKT IHLIUX aHTUTINePTEH3MBHUX 3aCO6iB.

Takponimyc.

ICHYe pU3MK MiABULLEHHA PIBHIB TaKPONiMycy B KpPOBI MPU 0AHOYAaCHOMY 3aCTOCYBaHHI 3 aM0AMMIHOM, OAHaK (DapMaKOKIHETUYHUIA MeXaHi3M Takoi B3aEMOAT
MOBHICTIO He BCTAHOBNEHMI. LLLO6 YHMKHYTU TOKCUYHOCTI TakponiMycy npu CynyTHbOMY 3aCTOCYBaHHi amnoaumiHy, NoTpibeH perynspHUin MOHITOPUHT PiBHIB
TakponiMycy B KpOBI Ta, Y pa3i He0bXiAHOCTI, KOPeKL,is 403yBaHHS.

LinknocnopuH.

JocnipkeHb B3aEMOAIA LMKNOCNOPUHY Ta amMIo4WMiHy He MNPOBOAMMOCA, 33 BUHATKOM 3aCTOCYBaHHSA MauieHTaM i3 TpaHCMIaHTOBAHOK HUPKOK, Y SAKKX
crnocTepiranocs MiHAMBe NiABULLEHHSA 3a/IMLLIKOBOT KOHLEHTpaLiT LMKNOCNOpUHY. ONa nauieHTIiB i3 TpaHCN/IaHTOBaHOK HUPKOHD, SIKi 3aCTOCOBYHOTb aMIOAMMIH,
CNif, PO3rNAHYTU MOXX/IMBICTb MOHITOPUHTY KOHLEHTPaL il LMKNOCNOPUHY Ta, Y pasi HeO0OXiAHOCTI, 3HU3UTK 03y LMKIOCTOPUHY.

CumBacTaTuUH.

OfiHoYacHe 3aCTOCyBaHHS b6araTopa3oBux 03 amioamniny (10 Mr) Ta cumBacTaTuHy B 03I 80 MI NPM3BOAMAMO 0 36i/bLLUEHHS eKCNo3nLiT cuMBacTaTUHy Ha 77 %
MOPIBHSAHO 13 3aCTOCYBAHHAM /MLLIe CMMBACTATUHY. 14 nauieHTIB, AKi 3aCTOCOBYHOTb aM/I0AMNIH, 403y CUMBACTATUHY CNif 06MexuTn 4o 20 Mr Ha Jo6y.
MoBifomMnsnocs, Lo aM/I0AMMNIH He BNIMBAE Ha (hapMaKOKIHETVKY aTopBacTaTVHy, AUTOKCUHY abo BapapuHy.

Bnnuey amnoguniHy Ha NOKa3HUKKM N1abopaTopHUX LOCNIIKEHb HE BUSBNEHO.

CunpgeHadin.

OpHopasosuii npuitom 100 mr cungeHadiny nauieHTaMu 3 eceHUianbHOK TiNepTeH3ield He BNAMBaB Ha (hapMakOKiHETUKY amnoguniHy. Mpu ogHovacHOMY
3aCTOCyBaHHI amioAnniHy Ta cungeHadiny KOXeH i3 npenapatis NPosiBASB riNOTEH3VBHUIA eEKT HE3aIeXKHO Bif, iHLLOTO.

IHLWI nikapcbKi 3acobm.

KniHiuHi gocnifpKeHHs B3aEMOAIT NoKasanu, LWo aMoAuMiH He BNIMBaE Ha hapMakKOKIHETUKY aTopBacTaTUHy, AUrOKCUHY abo BaptapuHy.

EtaHon (ankorons).

OfHopa3oBuii Ta 6araTopa3osuii Npuinom 10 Mr amn1oauniHy He MaB CyTTEBOrO BM/IMBY Ha (PapMakOKiHETUKY eTaHONY.

CyMiCHe 3aCTOCYBaHHS aM/I04UNiHY 3 LUMETUANHOM He BMIMBASIO Ha (DapPMaKOKIHETUKY aMI04AUMNIHY .

CyMicHe 3aCTOCyBaHHA npenaparis a/iloMiHIF0/MarHito (aHTaumaiB) i3 pasoBoo 4030 am/I0AUMNIHY He Masio CYTTEBOIO BM/IMBY Ha (DapMaKOKIHETUKY aM/IOAUMIHY .
NabopaTopHi TecTH.

Hegsifomo, v BNnBae aMno04MNIH Ha pe3yibTaTh NabopaTopHUX TECTIB.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Be3neyHicTb Ta ePeKTUBHICTbL 3aCTOCYBaHHA aMIOAMMIHY NPY FiNEPTOHIYHOMY KPU3i He OLiHIOBaInCA.

MauieHTW i3 cepueBoro HeJOCTaTHICTIO.

[aHili kaTeropii nawieHTiB amnoauniH cnif 3acTocoByBaTh 3 06epeXHicTHo. MauieHTaM i3 3aCTIMHOK CepLEBOO HelOCTATHICTIO 6/10KaTOpY KaslbLiEBMX KaHani.,
BK/IOHAOUM aMNoAMNIH, CNif 3aCTOCOBYBATW 3 06EPEXHICTHO, OCKI/IbKU BOHU MOXYTb MiABULLYBAaTU PU3UK CEPLEBO-CYAVHHUX NOAIM Ta NeTanbHUX BUMAAKIB Y
MalibyTHLOMY.

MauieHTN i3 NopyLUEeHHAM (OYHKLUIT NeYiHKW.

Mepiog HaniBBMBeAEHHSA amioauniHy Ta napameTpy AUC BULLi Yy NALIEHTIB i3 NOPYLUEHHAM (DYHKLIT NeYiHKW; peKoMeHaLiil CTOCOBHO 03 Mpenapary Hemae.
ToMy faHiii KaTeropii nauieHTiB NOTPIOGHO PO3MNOYMHATI 3aCTOCYBaHHA MpenapaTty i3 HalHMXYoi fo3n. Chif 6yTn 06epeXXHMM SK Ha NoyaTKy 3acTOCyBaHHS
npenaparty, Tak i nig yac 36ibleHHs 403K, MNauieHTaM i3 TSKKOK MeYiHKOBOK HeOCTaTHICTIO MOXe OYTM Heo6XiAHUM NOBINbHUIA NiAGIP 403U Ta peTenbHUiI
Harnsg 3a CTaHOM naujieHTa.



MauieH TN i3 HUPKOBOK HEAOCTATHICTIHO.

[JaHiii kateropii nauieHTiB cnig 3acTOCOBYBaTW 3BMYaiHi [03M npenapaty. KOHUeHTpaLis aMmno4uniHy y nnasmi KpoBi He KOPEesntoe 3i CTYreHeM MOpyLUEHHS
(OYHKLIA HUPOK. AMNOAWMIH He BUAANAETLCS LLNAXOM fianiay.

AMNOAMMIH He BN/MBAE Ha Pe3y/bTaTn NabopaTopHUX LOCMIAKEHD.

MauieHTW NiTHLOrO BiKY.

36inbLUyBaTK 403y NpenapaTy AaHiii KaTeropii nayieHTiB cnif 3 06epeXxXHICTH.

IHWe

He pekoMeHAyEeTbCS 3aCTOCOBYBATV aMNOAMMIH Pa3oM i3 rperingpyTom abo 3 rpenndpyToBMM COKOM, OCKIiNIbKM Y AEAKMX NauieHTiB 6i040CTYNHICTb MOXe 6yTK
36i/bLUeHa, L0 Npu3Bee [0 NOCUIEHHS TiMOTEH3MBHOIO eqeKTy npenapary.

3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BariTHiCTb.

Be3neyHicTb 3aCTOCYBaHHSA aM/I0AMMNIHY XXiHKaM Y nepiof BariTHOCTi He BCTaHOB/IEHA.

3acTocoByBatn aM1I04MNiH Y Nepioj BariTHOCTI PEKOMEHAYETLCS NULLE Y TUX BUMAaAKax, KoM HeMae 6e3neyHilloil anbTepHaTuBK, a pUsnK, NoB’s3aHuiA i3 cammm
3aXBOPHOBAHHAM, MEPEBULLYE MOX/IMBY LLKOLY Bif NiKyBaHHA [N BariTHOI Ta nioja.

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

Mepiog rogyBaHHs rpyaato.

HeBifoMO, Y1 NpoOHMKAE amno4uniH y rpygHe MOMoKo. Mpu NpUIAHATI pilleHHA Mpo MPOLOBXEHHSA roAyBaHHA rpyfat abo Mpo 3acToCyBaHHA amsoauniHy
HeoOXiJHO OLLiHIOBATM KOPUCTb roAYyBaHHA rpy A0 471 AUTUHU Ta KOPUCTb Bif 3aCTOCYBaHHSA NpenapaTy /1 XiHKW.

PepTUILHICTb.

Mosigomnsnocs NPo 060POTHI 6iOXIMIYHI 3MIHM TONOBKWM CNepmMaTo30ija y [AesKuX MauieHTiB npy 3acToCyBaHHI 6/710KaTOPiB KasbLieBUX KaHasiB. KniHiYHOT
iHhopMaLiT WoA0 NOTeHUiIHOMO BNAMBY aMIoAMNIHY Ha (hepTUbHICTb HeA0CTaTHLO.

34aTHICTb BNMBaTY Ha WWBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCMOPTOM abo iHLWUMK MexaHizMamu.

AMI0AUNIH MOXe MaTW He3HaYHWIA ab0 NOMIPHWIA BNIMB Ha 34aTHICTb KepyBaTn aBTOTPAHCMOPTOM ab0 npawtoBaTti 3 iHWNMK MeXaHi3Mamu.
LLIBMAKICTb peakLii MoXe OYTI 3H/XKEHA NPU HAABHOCTI TaKMX CUMMTOMIB, K 3anaMOpPOYeHHS, FOI0BHUIA Biflb, CNYTaHICTb CBIJOMOCTI UM HYAOTa.
Cnig 6yTn 06epexxHMMKU, 0CO6/IMBO Ha MoYaTKy Teparii.

Cniocib 3acTocyBaHHA Ta [03W.

[ns nepopasbHOro npuiioMy. TabneTky NOTPIGHO NpuiAMaTK, 3anNmnBatoUm CKNSHKOK PiguHK (Hanpuknag, BoAu), Nif vac abo He3aneXxHo Bif, MpuiioMy iXxi.

NiHig po3nomy npr3HaveHa Ana Kpaworo possiaMyBaHHA TabneTKN 3 METOHO NIErLLOro NMPOKOBTYBaHHS, a He AN PO3AiNeHHs Ha A4Bi 403W.

Jopocni.

[nsa nikyBaHHSA apTepianbHOT rinepTeHsii Ta CTeHoKapAil 3BMyaliHa NoYaTKoBa 403a aMIoAuMiHy CTaHOBUTL 5 Mr 1 pa3 Ha Ao6y. 3aneXHo Bij peakLii nawieHTa Ha
Tepanito 03y MOXHa 36ibLUNTK 10 MaKCUMa/IbHOT 403U, L0 CTaHOBMTL 10 Mr 1 pa3 Ha o6y .

MayieHTaM 3i CTEHOKapAieto npenapar MOXHa 3aCTOCOBYBaTU SK MOHOTepanito 4v y KOMOGiHaUil 3 IHWMMK aHTUaHTiHa/IbHUMK NiKapCbKMMKU 3acobamu npu
PE3UCTEHTHOCTI 0 HiTpaTiB Ta/abo aflekBaTHMX 03 6eTa-6/10KaTopiB.

€ [OcCBif 3acTOCyBaHHSi nperapaty Yy KoOMOiHauii 3 TiasugHumu  fiypeTukamu, anbga-610kaTtopamu, 6eTa-6/10kaTtopaMm  abo  iHriGiTopamm



aHrioTeH3MHMNEPEeTBOPHOKOHOro PepMeHTY NaLjieHTaM 3 apTepiasibHO FinepTeH3IEro.

Hemae HeoOxigHOCTI Yy nigbopi [o3n npenapaty npv OLHOYACHOMY 3aCTOCYBaHHI 3 TiasugHuMK AiypeTukamu, OeTa-6/10KkaTtopaMu Ta iHribiTopamu
aHri0TEH3MHNEPETBOPHOKOHOI0 PEPMEHTY.

[iTv BiKoM Bif, 6 POKIB 3 apTepiaibHO rinepTeH3IE.

PekomeHAOBaHa noYaTKoBa 4o3a aMnoavniHy Ans Liel kaTeropii nauieHTiB cTaHOBUTL 2,5 Mr 1 pa3 Ha f06y. AKWwo HeobXigHWIA piBeHb apTepiaslbHOro TUCKY He
Oyfie JOCATHYTUIA NPOTArOM 4 TUXKHIB, 03y MOXKHa 36iNbwnMTK A0 5 Mr Ha f06Yy. 3acTocyBaHHS npenaparty y Ao3ax Bulle 5 Mr gns faHoT KaTeropil nauieHTiB He
LOCNiLKyBan.

MauieHTW NiTHLOrO BiKY.

Hemae HeobXigHOCTI y Nig6opi A03u ANs AaHoi Kateropii nayieHTis. MigBuLLyBaT 403y CNif 3 06epeXHICTHO.

MayieH TV 3 NOPYLUEHHAM (PYHKLIT HUPOK.

PeKOMeHAY€ETbCA 3aCTOCOBYBATY 3BMYaliHI [03W npenaparty, OCKifIbKM KOHLEHTpaLis aMiIo4uniHy Y nia3Mi KpoBi He MoB’f3aHa 3i CTyNeHeM TSHXKKOCTI HUPKOBOI
HefOoCTaTHOCTI. AMMOAWMIH HE BUBOAUTLCA LLIAXOM Lianisy.

MayieH TN 3 NOPYLUEHHAM (PYHKLIT NEYiHKM.

[o3n npenapaTy A5 3aCTOCYBaHHA NalieHTaM 3 MOPYLUEHHAM (DYHKLIT NeYiHKX Bif NEerkoro A0 MOMIipHOro CTyneHs He BCTaHOB/EHI, TOMY NiA6ip [03un cnif
NPOBOAUTM 3 06EpPeXHICTI0 Ta MOYMHATM 3aCTOCyBaHHA npenapaty i3 HalHWXK4oi Ao3n (auB. po3ginnm «OcobAMBOCTI 3aCTOCyBaHHS» i «dPapMakonioriyHi
B1ACTMBOCTI. PapMaKOoKiHETUKA»). DapMaKOKIHETUKY aM/IOAMMNIHY He AOCMIAKYBa/IN Y NaUIEHTIB i3 MOPYLLUEHHAM QYHKLIT NEYiHKM THKKOro CTyrneHs. MauieHTam
i3 MOPYLLEHHAM (OYHKLIT NEYiHKM TSXKKOr0 CTYMNEHS 3aCTOCYBaHHS aMNOAMMIHY CNif NOYMHATY i3 HAMHMXXYOT 031, MOCTYNOBO 30iNbLLUYHOYN TT.

aiTn.
Mpenapat MOXHa 3aCTOCOBYBATH AiTAM BiKOM Bif, 6 POKiB.
HeBifoMo, K BNAvBae amn04MNiH Ha apTepia/ibHUIA TUCK Y NauieHTIB BIKOM 40 6 pOKiB.

Nepeno3yBaHHS.

[JlocBij HaBMMCHOrO Mepefo3yBaHHA npenapaty 0OMeXXeHWiA.

CuMnNTOMM: HasiBHa iH(opMaLia fae nifcTaBy BBaXATW, LLO 3HAYHE Nepefo3yBaHHA aMo4MMNIHOM Mpu3Bede A0 HaAMIpHOI nepuepuyHOl BasouiaTauii Ta,
MOX/IMBO, [0 petneKTOPHOT Taxikapaii. MoBigoMAAN0CA NPO PO3BUTOK 3HAYHOI Ta, MOX/NBO, TPMBA/IOT CUCTEMHOT apTepiasibHOT FiMOTeH3IT, BKIKYakoUM LWOK i3
NeTasibHUM HaC/NiAKOM.

JlikyBaHHA: KMIHIYHO 3Ha4yLLa apTepiasibHa rinoTeH3id, 3yMOB/eHa nepefo3yBaHHAM aMNoAUMIHY, BUMarae akTUBHOI NIATPUMKN AisNIbHOCTI CepLeBo-CYyAUHHOT
CUCTEMM, 30KpeMa YaCToro MOHITOPUHIY PYHKLiV cepus Ta AnXaHHS, HaaHHA NalieHTy ropM30HTa/IbHOrO MNOMOXEHHS, MIAHATTS HUXKHIX KiHLIBOK, MOHITOPUHTY
06’eMy LMPKYNHOKOYOT PIANHK Ta CEYOBUAINEHHS.

[ns BIAHOBNEHHS TOHYCY CYMH Ta apTepiasibHOro TUCKY MOXKHa 3aCTOCYBaTW CYAMHO3BY>KYBa/IbHI NpenapaTtu, YNeBHMBLUMCH Y BiACYTHOCTI NPOTMNOKa3aHb A0 iX
3aCTOCyBaHHSA. 3aCTOCYBaHHS KasibLiit0 MNFOKOHATY BHYTPILLHLOBEHHO MOXKe Oy TN KOPUCHWUM NS HiBENOBaHHSA edieKTiB 6/10Kaan KasbLiEBMX KaHaniB.

Y [eskux BuUnagkax Moxe 6yTW KOPUCHWM NMPOMMBAHHSA LUNYHKA. 3aCTOCYBaHHS aKTUBOBAHOIO BYTiN/S 340p0BUM LO6POBOMbLUAM MPOTArOM 2-X FOAUH Nicns
BBefeHHS 10 Mr amnoauniHy 3Ha4HO 3MEHLUMO PiBEHb MOr0 BCMOKTYBaHHS.

OcCKifIbKv aMn1oAuMniH 3Ha4HOK MipOHO 3B’ A3YETLCA 3 Oi/IkaMU KPOBI, e(heKT fianizy He3HaYHWiA.

Mo6iuHI peakuii.



Mpn 3acTOCyBaHHI aMNoAMNiHY HayacTile NoBiJOMAsAN0CA NPO TakKi NO6IYHI peakuil, SK: COHMMBICTb, 3aNaMOPOYEHHS, FONI0BHUI 6iNb, MOCWUNEHE CepuebunTTa,
NPUNINBK KPOBI, Biflb Y YepeBHIN NOPOXKHWHI, HY0Ta, HABPSKN FOMINOK, HAOPAKN Ta BTOM/IHOBAHICTb.

3 60Ky KpOoBi Ta NiM(aTNYHOT CUCTEMM: NENKOLMUTOMNEHISA, TPOMOOLIUTOMEHIS.

3 60Ky IMyHHOT CUCTeMM: anepriyHi peakuii.

MMopyLUeHHss MeTaboniamy Ta aliMeHTapHi po3naaun: rinepriikemis.

McuxiyuHi NOPYLLEHHS: Aenpecis, 3MiHWM HacTPOoH (BK/KOYAKUM TPUBOXHICTL), 6E3COHHS, CNTYTaHICTb CBIiJOMOCTI.

3 BOKy HEpBOBOT CUCTEMM: COH/IMBICTb, 3arnamMOpPOYEHHSs, rON0BHUI Biflb (FTONOBHUM YMHOM Ha MOYaTKy NiKyBaHHS), TpeMop, AWCreB3is, CUHKOMeE, rinectesis,
napecTesis, rinepToHyc, nepudepnyHa HeiponaTis.

3 60Ky opraHis 30py: MOPYLLEHHS 30pY (BKIKOYaOUM AUNIONIH0).

3 60Ky opraHis cnyxy Ta nabipyHTy: A3BiH Y ByXax.

3 60Ky cepLeBo-CyANHHOT CUCTEMU: MOCUeHe CepuebuTTs, apuTMisa (BKIOYaroun bpaguKapaito, LWIYHOUKOBY TaxikapAito Ta MepexTiHHA nepeacepab), iHpapKT
miokapfa, Npunanen, aptepiasibHa rinoTeH3is, BaCKyNiT.

3 60Ky OpraHiB AyxaHHs: AUCMNHOe, Kalle/b, PUHIT.

3 60Ky LUMYHKOBO-KULLIKOBOIO TPaKTY: Biflb Y XWBOTI, HY0Ta, AUCMENCis, NOPYLUEHHS MePUCTaIbTUKN KULEeYHUKY (BK/IOHakoUn fiapeto Ta 3anop), 6/11oBaHHS,
CyXIiCTb Y POTi, MaHKPeaTuT, racTpuT, rineprnasia fceH.

3 60Ky renaTo6iniapHOi cCUCTEMU: FenaTUTK, XXOBTAHULA, NiABULLEHHS PiBHS NEYiHKOBUX (hepMeHTIB (LLLO HalvacTiLle acoL|itoBanocs i3 X0necTasom).

3 60Ky LUKipK Ta NiAgWKIPHOT TKaHUHK: anonewis, nypnypa, 3MiHa 3a6apBneHHs LWKipKW, NigBuLLEHe NOTOBUAINEHHS, CBEPOIXK, BUCUM, EK3aHTEMA, KPOMUB’AHKa,
aHriOHEBPOTUYHMIA HABPSAK, MYNIbTU(OPMHa epuTeMa, eKCOoTiaTUBHUI fepMaTuT, cuHApom CTiBeHca-)KOHCOHa, Habpsk KBiHKe, (hOTOUYT/IMBICTD.

3 60Ky CKeneTHO-M’S30B0T Ta CMoy4yHoT TKaHWH: HabpsK romifiok, CyAoMmn M’3iB, apTpanris, Mianris, 6ib y CrnHi.

3 60Ky HMPOK Ta CeyvoBUAINbHOTO TPaKTY: MOPYLUEHHS CEYOBUAINEHHS, HIKTYPIA, NigBULLEHA YacToTa CEHOBUMYCKaHHS.

3 60Ky penpoayKTVBHOT CUCTEMU Ta MONIOYHUX 3a/103; IMMOTEHL, IS, FIHEKOMACTIA.

3arasbHi NopyLLEHHNA: HAabPAKW, BTOM/HOBAHICTb, aCTeHis, 6inb y rpyasx, 6inb, He3ayXaHHS.

Jocnig>keHHs: 36ibweHHsA ab0 3MeHLIeHHSA Macu Tifa.

MoBifOMNANOCA NMPO BUHATKOBI BUMALKM PO3BUTKY EKCTpanipamifHoOro CUHApPoOMY.

aiTn.

Mpoginb No6iyHMX peakuiit 6yB NOAIGHNUIA A0 TUX, WO cnocTepiranncs y gopocnmx. MosigomMnsanocs nNpo Taki NO6iYHI peakyil: ronoBHWI 6inb, 3aNaMOpPOYEHHS,
PO3LLMPEHHS KPOBOHOCHWX CYAMH, HOCOBa KPOBOTEYa, 6iflb Y XMBOTI, acTeHis. BifbLWIicTb NOBGIYHMX peakLiin 6yun Nerkoro abo NOMipHOro CTyrMeHs.
MoBiAOMMEHHSA NPO NiJ03PHOBaHI MOBIYHI peakui.

MoBifOMMEHHA NPO Migo3ptoBaHi MOGIYHI peakuii Micna peecTpauii NiKapCbKOro 3acoby Mae BaXMBe 3HaYeHHs. Lle gae 3Mory npoBoauTK GesnepepBHUIA
MOHITOPWHI CMiBBiJHOLIEHHSA KOPUCTI i pU3KNKiB, NOB’A3aHMX i3 3aCTOCYBaHHAM LIbOr0 NiKapCbKOro 3acoby. Jlikapam cnif 3siTyBaTv Npo Oyb-AKi Nifgo3ptoBaHi
no6iYHi peakuii BIANOBIAHO 4O BUMOT 3aKOHOAABCTBA.

TepmiH npuaaTHOCTI. 5 poKiB.
YMoBW 36epiraHHs. 36epirat npu Temnepatypi He BuLle 25 °C. 36epirati B opuriHaibHiin ynakosLi. 36epirati y HeoCTyNHOMY AN AiTein micui.

YnakoBka. o 10 Tabnetok y 6nictepi; no 3 6nicTepn y KapTOHHI KOPOGLI.



Kareropis Bignycky. 3a peLenTom.
BrnpobHuK. AT dapmaueBTnyHWUiA 3aBog TEBA.

Micue3HaxoLkeHHA BUPOOHMKA Ta afpeca Micua NpoBafyKeHHS NOro 4isNIbHOCTI.
AinbHnua 1; H-4042 [e6peueH, Byn. Mannari 13, YroplmHa



