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IHCTPYKUIA
AN1A MeANYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

AMOAUIMIH CAHA03®
(AMLODIPINE SANDOZ®)

Cknag:

Aitoya peyoBnHa: amoaunix;

1 TabneTka MiCTUTb amnoguniny 5 mr abo 10 mMr y dpopmi amnoamniny éecunarty;

[OMOMIDKHI PEYOBMHW: HATPIKO KPOXManbrAikonat (tun A), KanbLito rigpogoctar 6e3BOLHUNA, Lientonosa
MIKPOKpUCTaliyHa, MarHito creapar.

JlikapcbKa hopma. Tabnetku.

OCHOBHI (pi3nMKO-XiMiYHi BNacTMBOCT:

TabneTkn no 5 mr: 6ini abo marixe 6ini goBracTti TabneTkn 3 (hacKo, PUCKOO 3 OHOIO BOKY Ta MapKyBaHHSIM
«5» — 3 [HLLOrO;

TabneTkn no 10 mr: 6ini abo Maidke 6ini gosracti TabneTku 3 (Hhackow, PUCKOK 3 OAHOro 60Ky Ta
MapKyBaHHAM «10» — 3 iHLWWOro.

dapmakoTepaneBTUYHa rpyna.
CeneKTMBHI aHTarOHICTW KaslbLiito 3 MepeBaXKHUM BNIMBOM Ha cyaunHu. Kog ATX CO8C AOL.

dapmakosoriyHi B1acTmBOCTI.

dapmakogyHamika.

AMNOAMMIH — aHTAroHICT KanbLito (MoXigHe AUrigponipuanHy), Wo 6/10Kye HagXxomKeHHs IOHIB KanbLito A0
MioKapay Ta L0 KNITUH ragKnx M’s3is.

MeXxaHi3M FinOTEeH3MBHOI AiT amnoauniHy 3yMOB/IEHUA 6e3N0CepeaHbOI0 PO3CNab/MIOKYOID Aiet0 Ha rnagki
M’31 CYAUH. TOYHWIA MexaHi3M aHTWaHriHaIbHOro eqieKTy amioguniHy BU3HAYEHUI HefoCTaTHbO, OfHaK
HVKYe3a3HayeHi e(eKTy BIAIrparoTb NeBHY POsb:

— amnoauniH - PO3LUMPKOE MepudiepuyHi  apTepionn i, TakMM YMHOM, 3HWXKYE nepudepnyHnii  onip
(nocTHaBaHTaXeHH$). OCKIiNbKN CEPLEBUIA PUTM 3a/IULLIAETLCA CTABINIbHUM, 3HMXKEHHSA HaBaHTaXKeHHS Ha cepLie
MPU3BOAUTL A0 3HVKEHHSA CMNOXMBaHHA eHeprii Ta noTpebn Miokapaa B KUCHI;

— PO3LUMPEHHSA TOMOBHUX KOPOHApHUX apTepiili Ta KOPOHapHWX apTepionl (HOpManbHUX Ta ilemi3oBaHuX),
MOX/IMBO, TakKOX BIAIrpace posb y MexaHi3mi Aii amioguniHy. Take po3LMpeHHS NiABULLYE HACUYeHICTb
MioKapAa KWUCHeM Y MauieHTIiB 31 CMasMOM KOPOHApHOI apTepil (CcTeHokaphis lMpuHumeTana abo BapiaHTHA
CTeHOKapAis).

Y nauieHTiB 3 apTepia/sibHOK TiMEPTEH3IED 3aCcTOCYBaHHA npenapaty 1 pa3 Ha Ao06y 3abesneyye KNiHIYHO
3HauyLLe 3HWKEHHS apTepia/lbHOro TUCKY NPOTArOM 24 TOAVH Y MOJIOXKEHHI AK NeXaun, Tak i ctosun. Yepes
NOBINIbHWIA NOYATOK AiT aMN0AMMIHY rocTpa apTepiasibHa rinoTeH3is 3a3BMyaiil He CNoCTepIiraeTbes.

Y nauieHTiB 3i CTEHOKapZieto npu 3actocyBaHHi 1 [1060BOI [03K NpenapaTy NiABULLYETLCA 3arasbHUN yac
(hi3MYHOr0 HaBaHTaXEHHS, Yac [0 Mo4vaTKy CTeHoKapfii i yac Ao 1 mm fenpecii cermeHTta ST. lNpenapaT
3HUXKYE YacTOTY HanafiB CTEHOKapAiT Ta 3MeHLUYe NOTpedy Yy 3aCTOCYBaHHI HITPOrNiLepuHy.

AMNOANMIH He acouitoeTbCa 3 BYAb-AKUMU NOGIYHMMKU MEeTaboNIYHMMKM Aismmn abo 3MiHaMKU PiBHA Ninigis y
nnasmi KpoBi i MOro MoXKHa 3aCTOCOBYBAaTW MaLjieHTaM 3 aCTMOHO, LIyKPOBWM fiabeToM Ta nofarpoto.
dapmakoKiHeTVKa.

BCMOKTYBaHHS/p0O3MN04is.

[Micnsg nepopasibHOro 3aCToCyBaHHSA TepaneBTUYHMX 403 aMI0AMMNIH NOCTYNOBO abcopbyeTbCs Y Mnasmy KpoBi.
AbcontoTHa 6iOAOCTYNHICTb  HE3MIHEHOI MONEKYNN CTaHOBUTL  NpubnamsHo 64-80 %. MakcmanbHa



mailto:

KOHLeHTpaLisa y nnasmi KpoBi A0cCAracTbCAa MPOTArom 6-12 rofguH nicns 3actocyBaHHA. O6’eM po3noginy
CTaHOBUTb MpMbAM3HO 21 n/Kr; KOHCTaHTa pAucouiayii kucnotn (pKa) amnoguniHy ctaHoBUTbL 8,6.
JocnifkeHHs in vitro NpoAeMOHCTPYBa/IK, L0 3B’A3YyBaHHA aM/oAuniHy 3 6ifikaMu niasMu KpoBi CTaHOBUTH
npuoénnsHo 97,5 %.

OfiHoYaCHe BXXMBaHHSA DKi He BNMBAE HA BCMOKTYBaHHS aM/IOAUMIHY .

MeTab60/i3m/BMBEAEHHS.

Mepiog HaniBBMBEAEHHSA i3 NMa3My KpPoBi CTaHOBUTb Npu6/nM3HO 35-50 roamH. PiBHOBaXKHa KOHLEHTpaLis y
nnasmi KpoBi JOCAraeTbCs nicna 7-8 AHIB Ge3nepepBHOro 3acTOCyBaHHA Mnpenaparty. AMIOANUMIH FON0BHUM
YMHOM MeTaboNi3yETLCA 3 YTBOPEHHAM HEaKTUBHMX MeTaboniTiB. bin3bko 60 % BBeLeHOT 403U BUBOAUTLCA i3
ceyeto, NpnbaM3HO 10 % 3 AKX CTAHOBUTb amM/IOAMMIH Y HE3MIHEHOMY BUTNALI.

MawieHTn NiTHLOIrO BIKY.

Yac LOCArHEHHS PIBHOBAXXHMX KOHLEHTPaLin amnoauniHy B nias3mi KpoBi NoAiGHWIA Y NaLieHTiB NiTHLOrO BiKY
Ta y Aopocnux nauieHTiB. KnipeHC amnoguniHy 3a3Bu4ail [ello 3HVKEHWIA, WO Y MauieHTiB NiTHbOro BiKY
MPU3BOAMTL A0 30i/bLUEHHS MAoWi Mij KPMBOK «KOHLUeHTpauis/yac» (AUC) Ta nepiofy HaniBBUBELEHHSA
npenapary.

MauieHTV 3 NOPYLLUEHHSAM DYHKLIA HUPOK.

AMIOAUMIH eKCTEHCUBHO 6I0TPaHCHOPMYETLCA A0 HEaKTUBHUX MeTaboniTiB. 10 % amioguniHy BUAINAETLCA Y
He3MiHEHOMY BUINAAi 3 cevero. 3MiHW KOHLeHTpauii aMnoauniHy y nnasmi KpoBi He KOPentoKThb 3i CTyNeHeM
NopyLUeHHS PYHKLiA HAPOK. MauieHTaMm i3 NOPYLUEHHAM (YHKLiA HUPOK MOXHa 3aCTOCOBYBATM 3BUYaliHI 03
amioavniHy. AMIOANMIH He BUAANISETLCA LUSXOM fianisy.

MaLieHTV 3 NopyLIEeHHSAM YHKLIT NEYiHKMN.

IHopmaLis LLOAO 3aCTOCYBaHHA aMIOAMMNIHY NauieHTaM i3 NOpyLUeHHAM (DYHKLIT MeYiHKN Ly)Xe obmexeHa. Y
nauieHTIiB i3 NEeYiHKOBOK HEAOCTATHICTIO KNIPeHC aMNoAMMNIHY 3HVKEHWI, WO NPU3BOANTL A0 36iNbLUEHHS
TpuBaNoCTI Nepiofy HaniBpo3nagy Ta Ao 36inbweHHs AUC npr6amsHo Ha 40-60 %.

iTn.
JocnifpxkeHHs (hapMaKOKIHETUKIM NPOBOAMAN 3 Y4YacTio 74 [iTeil 3 apTepiasibHOK rinepTeHsieto BiKoM Bif 12 Ao
17 pokiB (Takox 34 nauieHTn BiKOM Bif 6 A0 12 pokiB Ta 28 nauieHTiB BikKOM Bif 13 Ao 17 pokiB), Aki

3acTOCOBYBa/IM amnofuniH y fgosax 1,25-20 mr Ha foby 3a 1 abo 3a 2 npuiiomun. 3a3Buyaid KnipeHc npwu
nepopasibHOMY 3aCTOCYBaHHI AiTAM BiKOM Bif 6 go 12 pokis Ta Big 13 fo 17 pokis ctaHoBUB 22,5 Ta 27,4 n
/roauHy BigNOBIgHO A1 Xnonyukis i 16,4 Ta 21,3 n/roguHy BigNoBigHO A5 AiBvaTok. CnocTepiraeTbCa 3HaYHa
BapiabenbHICTb eKCno3unuiiy pisHMX nauieHTiB. IHhopMaLis Woa0 NayieHTiB BIKOM 40 6 pOKiB 06MeXeHa.

KniHiYHI XapaKTepUCTUKN.

Noka3aHHA.

— ApTepiasibHa rinepTeHsis.

— XpoHiyHa cTabifibHa CTeHOKapAis.

— BasocnactnyHa cTeHokapais (CTeHoKapais MNMpuHumeTana).

MpoTunokasaHHs.

Bigoma nigsuuieHa YyTAMBICTb A0 AWTIAPONIPUANHIB, amnoauniHy abo A0 6yAb-SIKOro iHLWOro KOMMOHEHTa
npenapaty. ApTepiaibHa rinoTeH3is TSHKKOro ctyneHs. LLIok (BKoyatoum KapAioreHHMn wok). O6CTpyKLis
BMBILHOrO TpakTy JIiBOrO LIyHOYKa (Hanpuknag CTeHO3 aopTu TSKKOro CTyneHs). [emoAvHaMiyHO
HecTabiflbHa cepLeBa HeJOCTaTHICTb MiC/A rOCTPOro iHPapKTy MioKapaa.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

Bname iHWKMX NiKapCbKUX 3aC06iB HA aMNOAWMIH.

HasBHiI faHi o040 6e3ne4yHoro 3acTocyBaHHsA aMIOAMMIHY 3 TiasnAHUMK diypeTukamu, anbda-610kaTopamu,
6eTa-6nokatopamu, iHriitopamn AlM®, HiTpaTamy NPOOHIOBaHOI Ail, Cy6MiHrBabHOK  (HOPMOKO
HITPOrNiLepVHyY, HeCTepoigHMMKM NpoTM3anaibHUMK  NiKapcbkuMmn  3acobammn  (HIM33), aHTMbioTMKaMK,
Opa/IbHUMW TINOrIIKEMIYHUMM NiKapCbKMMK 3aco6amu.

[aHi, oTpuMaHi nig yac JocnifXeHb in Vitro i3 nNiasmMor KPoBi IKOAMHK, CBIAYaTL NPO BIACYTHICTb BMIUBY
amsiogMniHy Ha 3B’A3yBaHHS 3 OifIKaMM KpOBI [OCNIIKYBaHMX NiKapCbKMX 3ac00iB (AMIOKCWH, (DEHITOTH,
BaphapvH abo iHAOMeTaLMH).

IHri6iTopn CYP3A4. OfHo4vacHe 3aCTOCyBaHHA amnouniHy Ta iHriitopis CY P3A4 noTy)XHOi abo NoMipHOT
Ait (IHri6iTopy npoTteas, a3ofibHi NPOTUTPUOKOBI 3aC00M, MaKpO/iAW, Taki K epUTPOMILMH UM KNapUTPOMILVH,




Bepanamin abo AunTiazem) MOXe MPU3BECTU A0 3HAYYLLOro MiABULLEHHA eKCNo3uLii aMmIoauniHy, WO TakoX
MOXe MPU3BECTU A0 NiABULLEHHSA PU3UKY BUHUKHEHHS TiNOTeH3iT. KNiHiYHe 3HaYeHHs Taknx 3MiH MOXe 6yTu
OiNbLI BUPKEHUM Y NauieHTiB NiITHLOro BiKy. MoXe 6yTh HeOOXiAHUM KiHIYHE CMOCTEPEXEHHS 3a CTaHOM
nawieHTa Ta nigoip fosu.

He pekoMeHAyeTbCA OAHOYACHO 3aCTOCOBYBATY aM/IOAUMIH Ta BXUBATK rperingpyTi abo rpenndpyToBuii Cik,
OCKI/IbKM Y [eAKMX MauieHTiB 6i040CTYMHICTb am/oAumniHy MOXe NiABWLLYBaTUCA, WO, Y CBOK 4epry,
NMPU3BOAWTL A0 NOCU/IEHHS TIMNOTEH3UBHOT Ail.

IHoykTOopn CYP3A4. KOHUeHTpauis aMmnoguniHy y nnasMmi KpoBi MOXKe 3MIHKOBaTMUCA Micis OAHO4YaCHOro
3acTocyBaHHA Bigomunx iHgykTopiB CYP3A4. Tomy cnif MPOBOAUTM MOHITOPUHT apTepialbHOro TUCKY |
KOperyBaTy o3y 3 ypaxyBaHHAM O4HOYaCHOro NMpPUinoMy LMX NIKapCbKMX 3aco6iB fK YNPOAOBX, Tak i micns
CYNyTHbLOrO NiKyBaHHA, 0COONMBO Lie CTOCYETLCA CUbHUX IHAYKTOpIB CYP3A4 (Hanpuknag, pugamniuuHy,
3Bip0o6OI0 3BMYAHOTO).

JaHTponeH (iHQy3il). Y TBapuH CrocTepiranmcs LWAYyHOUKOBI (ibpunauil 3 neTanbHUM HacnligkoMm Ta
CEepLEBO-CYANHHWNIA KONanc, CNpUYMHEHI rinepKasiemieto, Micns 3acTocyBaHHS Bepanamifny Ta AaHTPOSieHy
BHYTPILLUHbOBEHHO. Yepe3 pusunK po3BUTKY TinepKaiemii peKOMeH0BaHO YHUKATV OAHOYACHOMO 3aCTOCYBaHHSA
6/10KaTOopIB KaNbLiEBNX KaHasiB, TaKUX K amI1o4uniH, CXUbHUM A0 3N105KIiCHOT rinepTepMii NauieHTam Ta npu
NiKyBaHHIi 3/109KICHOT rinepTepmit.

Bnnave amnoguniHy Ha iHLWI nikapcbKi 3acoom.

[iNOTeH3VMBHWUI e(heKT amnoauniHy 30i/blye TiNOTEH3UBHWUIA eqeKT iHWMX aHTUriNepTeH3MBHUX 3aco0biB.
JocnipkeHHs B3aeMOAiT npenmapaty nokasaiv, LU0 amioguniH  He BMJIMBAaE Ha  (PapPMaKOKIHETUKY
aTopBacTaTUHy, AUTOKCUHY, Bap(hapuHy.

Takponimyc. ICHye pu3MK MiABWLLEHHA PIBHIB TakponiMycy B KPOBI MpW OLHOYACHOMY 3aCTOCYBaHHI 3
amnoanniHoOM, oAHaK (hapMakKOKIHETUYHWI MexaHi3M TaKOi B3aeMOfii MOBHICTIO He BCTaHOBeHWiA. LLLo6
YHUKHYTU TOKCWUYHOCTI TakponiMycy npu CynyTHbOMY 3aCTOCYBaHHI amM/ioAvniHy NOTPiGeH perynspHuii
MOHITOPUHT PiBHIB TaKpONiMycCy B KPOBI Ta, Y pa3i HeobXigHOCTI, KOPeKLif J03yBaHHS.

MTOR iHri6iTopn (Mmammalian target of rapamycin — MiLLEHI panamMilyHy Y CCaBLLiB).

Taki mMTOR iHri6iTopn Sk cuponimyc, Temcuponimyc i eseponimyc € cy6ctpatamm CYP3A. Amnogunid €
cnabkmm iHri6iTopom CYP3A. MNpu ofHOYaCHOMY 3aCTOCyBaHHI amioguniHy 3 mTOR iHri6iTopamy BiH MOXxe
MOCWIOBATU BI/INB OCTaHHIX.

LinknocnopuH. JocnifjkeHb B3aEMOAIA LMKNOCMOPUHY Ta am1o04uMiHy NpY  3aCTOCYBaHHI  3L0pPOBUM
[06poBOMbLUAM  ab0 B IHWWX rpyrnax He MpOoBOAWAM, 3a BWHATKOM 3aCTOCYBaHHS MauieHTam i3
TPaHCMIaHTOBAHOK HUPKOKD, Yy AKUX CrOCTepiranocs MiHAMBe NiABULLEHHS 3a/IMLLIKOBOI  KOHUEHTpauii
umKnocrnopuHy (B cepefHboMy Ha 0-40 %). [ins nayieHTiB i3 TPaHCMIaHTOBAHOK HUPKOHO, AKI 3aCTOCOBYHOTb
am1I0AuniH, cnif Po3rnisHyTU MOX/MBICTb MOHITOPUHIY KOHLIEHTPALI LMKNOCNOPUHY Ta, Y pasi Heob6XigHOCTI,
3MEHLLUNTMN [03Y LIMKIOCMOPUHY.

CumeacTaTwuH. OAHOYaCHe 3aCTOCyBaHHA GaraTtokpaTHUX Ao3 no 10 mr amnoguniHy Ta 80 Mr cumBacTaTUHY
Npu3BOANUTL 0 30i/MbLUeHHA Ha 77 % eKcrnosuuil cumBacTaTMHY MOPIBHAHO 3 MPUAOMOM CUMBACTaTUHY
OKpeMo. OBMEeXeHHS [03yBaHHSA CMMBACTATUHY Y NauieHTiB, AKi NpUiAMatoTb aM04uMiH, CTaHOBUTb 20 Mr Ha
[06y.

CunpeHadhin. OpHopasosuid npuiiom 100 Mr cungeHadiny nauieHTamMy 3 eCeHLianbHOK TiNepTeH3Ien He
BM/IMBaB Ha (PapMakoKIHETUKY aMioAuniHy. Ipn 0gHOYaCHOMY 3aCTOCYBaHHI amIoAuMiHY Ta cuigeHadiny B
SKOCTi KOMBIHOBaHOT Tepanii KOXeH i3 npenapaTiB NPosBAAB NOTEH3UBHUIA e(eKT He3aeXHO Bif IHLLOrO.
ETaHon (ankoronb). OfAHOpa3oBuWil Ta 6araTopasoBumii NpuiioM 10 Mr amnoauniHy He MaB CYTTEBOIO BIJIMBY Ha
(hapMaKOKIHETVKY eTaHo/1y.

CyMiCHe 3aCTOCYBaHHSA am/IoguniHy 3 LMMETUAVHOM He Masio BMNIUBY Ha (PapMaKOKIHETUKY aMIoOANMiHY.
CymicHe 3aCcToCyBaHHSA MpenapariB a/iloMiHitO/MarHito (aHTauugis) i3 pasoBO0 40300 aM/IOAWMIHY He Masio
CYTTEBOIO BIM/IMBY Ha (DapMaKOKIHETUKY aMI0AUMIHY .

JlabopaTopHi TecTW. Bnme Ha NOKa3HWKM NabopaTopHUX TeCTIB HEBIJOMMUIA.

IHLWI nikapcbKi 3acoom.

KniHiuHi gocnifpkeHHs B3aemMofii npenapaty Mokasain, WO amoAMniH He BMNMBaE Ha (PapMakKOKiHETMKY
aTopBacTaTUHy, AUrOKCUHY abo BapgapuHy.

Oc06/1MBOCT i 3aCTOCYBaHHS.
Besneky Ta epeKTMBHICTb 3aCTOCYBaHHA aMIOAUMIHY NPU FiNepTOHIYHOMY KPU3i He OLiHIOBaIN.
MauieHTW i3 cepueBoro HeloCTaTHICTIO.



[aHiin Kateropii nauieHTiB amMno4MniH Chif 3acTOCOBYBAaTM 3 00EpPEeXHICTI0. € fAaHi, WO BKasylTb Ha
36i/bLLEHHSA 4acTOTW BUMAAKIB PO3BUTKY HAOPAKY fereHb Y MNauieHTiB i3 CepueBOt0 HeOCTATHICTIO TSAXKKOro
ctynens (knac 111 Ta IV 3a knacugikauieto NYHA) npu 3acTocyBaHHi amnoguniny. MNauieHTam i3 3acTiiHO
CepLeBo0 HefoCTaTHICTIO 6/10KaTopy KaslbLEBMX KaHasliB, BK/HOYAKOUM aM/IOAWMIH, Cij 3acTOCOBYBaTW 3
06epeXKHICTHO, OCKI/IbKN BOHU MOXYTb NiABMLLYBaTN PU3MK CEPLEBO-CYAMHHMX MOAIN Ta NeTalbHUX BUMNAAKIB Y
ManbyTHLOMY.

MauieHTw 3 NopyLLEeHHAM PYHKLIT NeYiHKN.

Mepiog HaniBBMBeAeHHA amnoauniHy Ta napameTpyu AUC BuLi y NayieHTIB i3 NOPYLUEHHAM DYHKLUIT NEYIHKY;
peKOMeHfallii CTOCOBHO f03 npenapaty Hemae. TOMYy AaHiil KaTeropii nauyieHTiB Cnig po3mnovmHaTy
3aCTOCyBaHHSA npenapary i3 HanHwK4oi fo3n. Crig 6yT 06epeXXHMMU SK Ha NOYaTKY 3aCTOCYBaHHA npenapary,
Tak i nif yac 36inblleHH Ao3u. MauieHTam i3 TSXKOK MeYiHKOBOK HeOCTaTHICTIO MOXe 6yTh HeoOXigHUM
NOBINbHWIA NiAGIP fO3W Ta PeTeNbHUIA HarNs4 3a CTaHOM NauieHTa.

MauieHTN NiTHLOrO BiKY.

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

MauieHTW i3 HUPKOBOK HEJOCTATHICTIO.

[aHili kaTeropii NawieHTiB cnif 3aCTOCOBYBaTW 3BMYaliHi 103K npenapaty. 3MiHW KOHLEHTpaU i’ amnoanniny y
nnasmi KpoBi He KOPEeNtowTb 3i CTyNeHeM NOpPYLUEHb (YHKLiA HUPOK. AMNOAWMIH He BUAANSAETLCA LUNSAXOM
Aianiay.

AMNOAMMIH He BNMBAE Ha Pe3y/bTaTn NabopaTopHUX LOCMIAKEHD.

He pekomeHAyeTbCA 3aCTOCOBYBATM aMNOAMMIH pPa3oM i3 rpelingpyTom abo 3 rpenndpyToBMM COKOM, OCKiNbKM
Yy AesKUX nauieHTiB 6i0f0CTYMNHICTb MOXe OyTW 306ifblueHa, WO npu3Bede A0 MOCU/IEHHSI TiINOTEH3UBHOIO
edhekTy npenapary.

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

Besneka 3acToCyBaHHA aM0AMMIHY XIHKaM Y nepio BariTHOCTI He BCTAHOBJ/IEHA.

3acTocoByBaTtu aMmno04MMNIH Y Nepiof BariTHOCTI PEKOMEHAYETLCA LLE Y BUMAAKaX, KON HeMae 6e3neyHiloi
a/lbTEpPHATMBK, a PU3MK, NMOB’A3aHWI i3 CaMUM 3aXBOPHOBAHHAM, NMEPEBULLYE MOX/IMBY LUKOAY Bif NiKyBaHHA
ANA MaTepi Ta nioga.

Y Xopi focnigpkeHb Ha TBapMHaxX Npwv 3aCTOCYBaHHI BUCOKMX [,03 CnocTepiranaca penpoayKT1MBHA TOKCUYHICTb.
lMepiof rogysaHHs rpyaato. AMIOLMMIH NMPOHUKAE Y MaTepPUHCbKe MOJIOKO. KiflbKIiCTb aMofuniHy, sika MoXe
noTpaniaTv AUTUHI 3 TPYAHMM MO/IOKOM MaTepi, MOXe CTaHOBUTY Bif 3—7 £0 15 % [03K, Lo 3aCTOCOBYBasacs
matip’to. [ig amnoauniHy Ha HeMOBAAT HeBigoma. Mpu NPUAHATTI PiLLEHHS NPO NPOAOBXEHHS FOAyBaHHS
rpyaaro abo npo 3acTocyBaHHSA aMIoAMMIHY HEOO6XiAHO OLiHKOBATU KOPUCTb Fof4yBaHHA rPYALAL0 ANA AUTUHK Ta
KOPWCTb Bif] 3aCTOCYBaHHS npenapaTy A/1s matepi.

®PepTUnbHICTb. MoBigOMNANN NPO 060POTHI GIOXiIMIYHI 3MIHM TOMOBKM CNEPMAaTO30i4a Yy AesaKMX nauieHTiB
npy 3acTocyBaHHI 6/10KaTOPIB KasbLieBUX KaHanis. KAiHIYHOT iH(opMauii Wo[o NOTEHWIAHOro BhMBY
amnoanniHy Ha PepTUbHICTb HeAOCTATHLO.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
AMIOAUNIH MOXE YMHUTU He3Ha4yHWiA abo MOMIPHWIA BMNIMB Ha 3[aTHICTb KepyBaTW aBTOTPAHCMNOPTOM abo
npawtoBaTy 3 iHWMMK MexaHizMamu. LLIBUAKICTb peakLii MOXe 6y T 3HUKEHA NPU HAABHOCTI TaKUX CUMMNTOMIB
K 3arnaMopOYeHHs, FONI0BHMI 6iNlb, CNNYTaHICTb CBIAOMOCTI UM HyAOTa.

Cnip 6yt 06epeXkH1MM, 0C0BMBO Ha NoYaTKy Teparii.

Cnoci6 3acTocyBaHHs Ta [03W.

Jopocri.

[ns nikyBaHHS apTepianbHOT rinepTeH3ii Ta CTEHOKapAil 3BMYaiiHa NoYaTKoBa 4o3a npenapaTy CTaHOBUTb 5 Mr
1 pa3 Ha f00y. 3a1eXHO Bif peakyii nauieHTa Ha Tepanito 403y MOXHa 36i/bLUMTI O MaKCUMa/IbHOT 403K, WO
craHoBuTb 10 Mr Ha 1 pa3 Ha fo0y.

MauieHTaM 3i CTEHOKapAieto npenapaTr MOXHa 3aCTOCOBYBaTM SiK MOHOTeparnito abo y KOMOGiHaLiT 3 iHWMK
aHTUaHTiHaIbHUMM  NIKapCbKUMK  3ac06aMn  MpY Pe3NCTEHTHOCTI [0 HITpaTiB T&abo afekBaTHUX [03
6eTa-6/10KaTopiB.

€ [ocBif 3acToCyBaHHS MpenapaTy NauieHTam 3 apTepiaibHOK TiNepTeH3ield y KoMOiHauil 3 TiasugHUmm
Alypetvkamu, anbga-6nokatopamu, 6eta-6nokaropamm abo 3 iHri6iTopaMn aHrioTEH3MHMNEPETBOPHOBA/IbLHOMO

(hePMEHTY.



Hemae HeobXxigHOCTI y nigbopi 403K npenapaty Npv 04HOYACHOMY 3aCTOCYBaHHI 3 Tia3UAHUMUN LiypeTUKamu,
6eTa-6/10kaTOpamu Ta iHri6iTopaMmn aHriOTEH3UHMEPETBOPIOBA/IbHOIO (PEPMEHTY.

[iTv BiKoM Bif, 6 POKIB 3 apTepiaibHOI rinepTeH3IE.

PekomMeH[i0BaHa noyaTkKoBa [j03a npenaparty Ans L€l KaTeropii nayieHTiB cTaHoBMTbL 2,5 Mr 1 pa3 Ha [ob6y.
AKLLIO HeobOXigHWI piBeHb apTepialbHOro TUCKY He Oyae AOCATHYTWIA MPOTArOM 4 TWXKHIB, [03Y MOXHA
36inbWNTK 40 5 Mr Ha fo6y. 3acToCcyBaHHA npenaparty y Ao3ax Buwe 5Mr ans faHoi KaTeropii nayieHTIB He
AOCNiLKyBann.

Tabnetkn no 5 mr Ta 10 Mr npu3HayeHi Ansa po3noAiny Haenif AN OTPMMaHHA 4o3n 2,5 Mr Ta 5 Mr BignoBigHo.
MayieH TV NiTHLOTO BIKY.

Hemae HeobXxigHOCTI y nigbopi [03n Ans faHOi KaTteropii nauieHTiB. MigBuLWeHHA A03u cnif NpoBOAUTY 3
06epexHicTHO.

MayieH TV 3 NOPYLUEHHAM (PYHKLIT HUPOK.

PeKOMeHAY€ETbCA 3aCTOCOBYBATW 3BMYaiHI [J03M Npenaparty, OCKifIbKA 3MiHW KOHUEHTpauil amioguniny y
nnasmi KpoBi He MOB’A3aHi 31 CTyNeHeM TSXKOCTI HWPKOBOI HefOCTAaTHOCTI. AMIOAUMNIH He BMBOAMTLCA
LLNAXOM fianiasy.

3acTocyBaHHA nalieHTam 3 NeviHKOBOK HeJOCTAaTHICTIO.

[03n npenapaty ANs 3aCTOCYBaHHA MauieHTaM 3 MeYiHKOBOK HEeAOCTATHICTHO Bif /Ierkoro A0 MOMIpHOro
CTYnNeHs TSXKKOCTI He BCTaHOB/EHi, TOMYy nMifg6ip [o3v cnig nNpoBOAUTM 3 OGEPEeXHICTIO Ta MNOYMHAaTK
3aCTOCYBaHHS i3 HalHWK4YO0l [03K (aMB. po3giny «OCO6/MBOCTI 3aCTOCYBaHHSA» i «®PapMaKOKiHETUKa»).
PapMaKOKIHETUKY aM/IoAWMNIHY He [OCAIMKYBa/M Y NAUieHTIB i3 MOPYLUEHHAM (YHKLIT NEYiHKU TSAXKKOro
CTyneHs. [1ns Takmx NauieHTiB 3aCTOCYBaHHA aMIoAUMIHY Cif PO3MOYMHATI i3 HAMHWXKYOT 403K Ta MOCTYNOBO
ii 36inbLLYyBATH.

aiTn.
MpenapaT MOXHa 3aCTOCOBYBaTH AiTAM BiKOM Bif, 6 pOKiB.
Bnnue amnoguniHy Ha apTepiasibHWI TUCK NaLieHTIB BIKOM [0 6 POKiB HEBIJOMMIA.

NepenosyBaHHS.

JlocBif HaBMMCHOTO Nepefo3yBaHHA NpenapaTy 06MeXeHWiA.

CumnTOMM: HasBHa iH(OpMaLLifa fae MiACTaBy BBAXATU, WO 3HAYHE nepefo3yBaHHA aMIoAuNiHY npussese 40
HagMipHOT nepuepnyHOi BasoAunartauii Ta, MOXIMBO, A0 peneKTOpHOT Taxikapgil. osigomnsanm npo
PO3BUTOK 3HAYHOT Ta, MOXK/IMBO, TPUBAIOT CUCTEMHOT apTepiasibHOI TiNoTeH3iT, BKAOYAKUM LLOK i3 NeTa/lbHUM
HacniaKoM.

JlikyBaHHS: KNiHIYHO 3Hauylla apTepiaibHa rinoTeH3is, 3yMOB/EHa Mepeao3yBaHHAM aMIoAMMiHY, BUMarae
aKTUBHOT MiATPUMKM LiSNIbHOCTI CepLeBo-CYAMHHOT CUCTEMU, BKNKOYAKOUM YaCTUIA MOHITOPUHT (YHKLiA cepus
Ta AUXaHHSA, MNIHATTA HYKHIX KiHLIBOK, MOHITOPUHT 06°€MY LIMPKY/HOKOYOT PiANHN Ta CEHOBUAIEHHS.

[ns BiAHOBNEHHS TOHYCY CYAUH Ta apTepiasibHOro TUCKY MOXHa 3aCTOCYBaTu CYVUHO3BY)XYBa/IbHI NpenapaTu,
YNEBHUBLUMCL Y BIACYTHOCTI MPOTWUMOKa3aHb A0 TX 3aCTOCYBaHHA. 3acTOCYBaHHS Ka/bLUito [HOKOHATY
BHYTPILLUHbOBEHHO MOXKe OYTN KOPUCHWUM 15 HiBENOBaHHA edieKTiB 6/10Kaan KasbLieBMX KaHaniB.

Y [eskux BUMagKax MOXe 6YyTW KOPUCHWM MPOMMBAHHSA LUMYHKA. 3aCTOCYyBaHHS aKTUBOBAHOIO BYTiN/s
3,0pOBMM [06POBO/LLAM MPOTArOM 2-X TOAWH Nicnid BBeAeHHA 10 Mr amnoguniHy 3Ha4HO 3MEHLUUIO PiBEHb
I0ro BCMOKTYBaHHS.

OCKiNbK1 aMno41niH 3Ha4HOK MipOHO 3B’A3YETHCA 3 BiNIKaMu KPOBi, eqpeKT Aianisy He3HaYHWIA.

Mo6iuHi peakuil.

Mpn 3acTocyBaHHI amnoAuniHy HaiyacTiwe MoBiJOMAAAM NPo  Taki MOGIYHI  peakuii: COHMBICTD,
3anamopOYeHHSs1, FOI0BHMWIA 6inb, NanbniTayisa (nocuneHe cepuedmnTTa), NPUNAMBK, 6iNb Yy YEPEeBHI NOPOXHUHI,
HYZ0Ta, HabPSKN FOMINIOK, HABPSKM Ta BTOMJTHOBAHICTb.

Mo6iyHi peakLii, Npo AKi NOBIAOMAANN Nif Yac 3aCTOCYBaHHA amM/IOAMMNIHY, HaBeeHI HUXXYe 3a CMcTeMaMm Ta
Knacamy OpraHiB Ta 3a 4aCTOTOK BMHUKHEHHS: Ay>e 4yacTo (= 1/10), yacto (= 1/100, < 1/10), HeyacTo (= 1
/1000, < 1/100), pigko (= 1/10000, < 1/1000), ayxe pigko (< 1/10000), HeBifZOMO (HEMOX/IMBO OLIHUTK 3
HafgBHUX JaHUX).

3 60Ky KpoBi Ta NiMaTUYHOT CUCTEMM: [Y>XKE PiAKO — NENKOLMUTOMNEHISA, TPOMOOLMTOMEHIS.

3 60Ky IMYHHOT CMCTEMU: [y>Ke PifKO — anepriyHi peakuil.

[MopyLUeHHst MeTaboniamy Ta aniMeHTapHi po3nagu: Ay>e pigko — rinepriikemis.



[CuUXiyHi NOPYLLEHHSA: HEYACTO — BE3COHHSA, 3MIHW HACTPOO (BK/HOYAOUM TPMBOXKHICTD), AENpecis; PifKo —
CNNyTaHICTb CBiAOMOCTI.

3 60Ky HEpBOBOT CUCTEMI: HaCTO — COHMBICTb, 3aNamoOpPOYeHHS, F0N0BHUI 6iflb (FONOBHUM YMHOM Ha NoYaTKy
NiKyBaHHSA); HeyacTo — Tpemop, AWCreB3isl, CUHKOMe, rinectesid, napectesis; Ay)Xe PiAKO — TiNepToHyc,
nepudepryHa HeriponaTisa; HeBIAOMO: eKCTpanipaMigHi po3nau.

3 60Ky opraHiB 30py: 4acTO — MOPYLLEHHSA 30pYy (BK/IOYAKOYUM ANUMONID).

3 60Ky opraHiB ciyxy Ta nabipuHTYy: He4yacTo — A3BiH Y ByXax.

3 OOKy cepus: 4acTo — MOCW/EHe CepuebunTTs; HeyacTo — apuTMis (BKIoYaroum 6pagukapiito, LWIYHOUYKOBY
Taxikapito Ta MepexTiHHA NepeAcepab); AYy>Ke PiAKO — iHapKT MioKapAa.

3 60Ky CyaMH: YacTo — NPUMNNBK; HEYACTO — apTepiasibHa rinoTeH3is; AyXXe PigKo — BaCKy/iT.

PecnipaTopHi, Topaka/ibHi Ta MefiacTUHa/IbHI MOPYLUEHHSA: YacTo — AMCMHOE; HEeYacTo — PUHIT, Kallenb.

3 60Ky LUMYHKOBO-KMLLKOBOr0 TPaKTY: YacTo — Bifib Y XWUBOTI, HyA0Ta, AUCNENCis, MOPYLUEHHS NePUCTAIbTUKM
KULLIEYHMKY (BKNHOYAKOUM 3arop Ta fiapeto); HeyacTo — 6/110BaHHS, CyXiCTb Yy pOTi; AyXXe PiAKO — NaHKpeaTuT,
racTput, rinepnnasis AceH.

3 60Ky renaTob6iniapHOl CMCTEMM: AyXe PIAKO — renatuT, XOBTAHUUA, MiABULLEHHS PIBHA MEYiHKOBMX
(hepMeHTIB (L0 HalyacTille acoLioBanocs i3 X0n1ecTasom).

3 60Ky LUKipW Ta NiAWKIpHOT TKaHUHW: HeYyacTo — asonewis, nyprypa, 3mMiHa 3abapeneHHs LWKIipK, NigBuLLeHe
NOTOBUAINEHHSA, CBEPOIXK, BUCUMAHHSA, eK3aHTeMa, KPOMUB’SAHKA; AYXXe PiAKO — aHrioHeBPOTUYHUIA HabpsiK,
MynbTU(OPMHa epuTeMa, ekconiaTUBHUA JepmaTuT, cuHgpoMm CriBeHca—[>KOHCOHa, Habpsk KBiHke,
(hOTOUYTAMBICTb, HEBIAOMO (HEMOXXNBO OLIHUTY 3 HAABHUX AaHWNX) — TOKCUYHWIA enigepMaibHNIn HEKPOI3.

3 60Ky CKeneTHO-M’S30BOI Ta CMoyYHOI TKaHWH: 4aCcTO — HabpsAKaHHSA FOMINIOK, CyA0MU M’5i3iB; HEYaCTO —
apTpanris, mianris, 6i/b y CrvHI.

3 60Ky HMPOK Ta CevyoBUAINbHOINO TPaKTY: HEYyaCcTO — MOPYLUEHHS CeYOBWUAINEHHS, HIKTYpid, MigsuLleHa
4acToTa CeYOBUMYCKaHHS.

3 60Ky penpofyKTUBHOT CUCTEMU Ta MOOYHYX 3a/103; HEYaCTO — IMMOTEHLLIA, FHEKOMACTIS.

3ara/ibHi NOPYLUEHHS: Ay>Xe YacTo — HabpsKW; 4acTo — NiABuLLEHa BTOM/IOBaHICTb, aCTeHis; HeyacTo — 6iflb 3a
rPYLHWUHOLO, 6i/b, HE3AY>KAHHS.

Jlocnii>KeHHs: HeYacTo — 36i/bLUEHHS 200 3MEHLLEHHS Macu Tina.

MoBifoMNANM NPO BUHATKOBI BUMAAKM PO3BUTKY eKcTpanipamMifHOro CUHAPOMY.

aiTn.

AmnoauniH gobpe NepeHOCUTLCS NpY 3acTocyBaHHI AiTaM. Mpodinb No6iYHMX peakuiin 6yB NOAIGHUM [0 TUX,
Lo crnocTepiranncs y AOpocAnx. Y AOCNIMKEHHI 3 yyacTio 268 AiTeld HalluacTille MOoBiAOMASNOCS MPO Taki
no6iYHi peakwii: rof0BHWUIA Biflb, 3aNamMOPOYEHHS, PO3LLMPEHHA KPOBOHOCHMX CYAMH, HOCOBA KPOBOTEYa, Biflb Y
XXVBOTI, acTeHis.

BifblWicTb NOGIYHMX peakuiin 6ynn nerkoro abo MOMIPHOro cTyneHs. TsHKKI NO6iYHI peakuii (NepeBaXkKHO
ronoBHUIA 6inb) cnocTepiranuca y 7,2 % npu 3actocyBaHHi 2,5 Mr amnoguniny, y 4,5 % npu 3actocyBaHHi 5 mr
amnoguniny, Ta 'y 4,6 % — y rpyni nnaue6o. HainnowmnpeHiwow NpUYMHOK BUKIKOYEHHS 3 JOCNIKEHHA Oyna
HEKOHTPO/IbOBaHa TrinepTeHsis. >KOAHOrO pa3y BUKIKOYEHHS 3  [OCMIMKEHHA He Oyno ChpuynHeHe
BIAXWIEHHAMW NabopaToOpHMX NOKa3HKKIB Bif HOpMU. He 6yno 3adhikcoBaHO CYTTEBUX 3MiH My/IbCY.
[MoBiOMNEHHS NPO Migo3ptoBaHi NOBIYHI peakuir.

MoBiAOM/IEHHA MPO Nif03proBaHi NOBGIYHI peakLii NiciA peecTpawil NikapCbKOro 3acoby Mae BaXK/IMBE 3HAYEHHS.
Lle gae 3mory npoBoauTy 6e3rnepepBHNIA MOHITOPUHT CNIBBIAHOLLIEHHS MiXK KOPUCTHO | pMU3MKaMu, MNoB’A3aHMM
I3 3aCTOCYBaHHAM LbOro NikKapCcbKoro 3acoby. Jlikapsm cnif 3BiTyBaTW Mpo OyAb-AKi Nifgo3ptoBaHi Mo6iYHI
peakuii BiANOBIAHO 0 BUMOT 3aKOHOAaBCTBa.

TepMiH NpUAATHOCTI. 3 poKMK.
YMOBW 36epiraHHs.
36epiratu Npu Temnepatypi He BuLle 25 °C B OpuriHasibHIN yNakoBL,i Ans 3aXUCTY Bif CBiTNa Ta BONOIN.

36epiraTv B HeAOCTYMHOMY ANs AiTel MicLi.

YnakoBKa.
Mo 15 Tabnetok y 6nictepi; no 2 (15" 2) 6nicTepn B KAPTOHHI KOpOOL,i.

KaTteropis Bignycky. 3a peLentom.



BupobHMK.
ek ®apmaLeBTNYHA KOMNaHIfA 4. 4. (BunyckK cepit).

Micue3HaxomKeHHS BUPOOHMKa Ta agpeca Micusa NPoBagpKeHHS oro AisifIbHOCTI.
BeposLukosa 57, JTiobnsHa 1526, CnoseHis.

abo

BupobHuMK.
ek ®apmaLeBTNYHA KOMNaHIfA 4. 4. (BunyckK cepit).

Micue3HaxomkeHHs1 BUPOOHMKaA Ta afpeca MicLs NPOBaYKEHHS MOro AisiNbHOCTI.
Tpimnini, 2[, 9220 NeHgasa, CnoBeHis.

abo

BupobHuMK.
Nek C.A. (Bunyck cepit).

Micue3HaxomkeHHA BUPOOHMKA Ta afpeca Micua NpoBafyKeHHS NOro 4isNIbHOCTI.
Byn. Mogninie, 16, Ctpukos, 95-010, MosbLua.



