IHCTPYKIIA
AJIS1 MEUYHOI 0 32CTOCYBAHHS JIIKAPCHKOIro 3ac00y

AMJIOIUIIIH CAHJIO3®
(AMLODIPINE SANDOZ®)

Cknao:

Ofloua peyosuHa.: aMII0IUIIIH;

1 Tabnerka MiCTHTh amyoauIiHY 5 MT 260 10 Mr y ¢popmi amitoauiny 6ecuiary;

OONOMIDICHI pedo8uHU: HATPIF0 KPOXMAIBIIIKOMAT (THI A), Kamblito rigpodocdar Oe3BoaHMIA,
IIEJTF0JI03a MIKPOKPHCTAIIYHA, MArHIIO cTeapar.

Jlikapcbka ¢opma. TabneTku.

OcHo8HI Pi3uK0-XIMIYHI 81ACMUBOCI:

mabaemku no 5 me: 611 abo Maibke OUIl JOBracti TableTKu 3 (ackoro, PUCKOIO 3 OJHOro OOKy Ta
MapKyBaHHSM «5» — 3 HILIOTO;

maobaemku no 10 me: 6ull abo Maifke OUTl AOBracTi TabJaeTKu 3 (Packoro, pUCKOIO 3 OJHOro OOKy Ta
MapKyBaHHM «10» — 3 1HIIO0TO.

dapMmakoTepaneBTHYHA rpyna.
CenekTHBHI aHTArOHICTH KaJIBIIIIO 3 epeBakKHUM BIUTHBOM Ha cyauHu. Kog ATX CO8C AO1.

Dapmakonoziuni en1acmueocmi.

Dapmaroouramixa.

AMJIOMIIH — AHTAroHIiCT KaibIlifo (MOXIHE AWTIAPOMIPUIANHY), 10 OJOKYe HAIXOHKEHHS 10HIB
KaJIBITIFO 10 MIOKapy Ta 10 KIITHH TJIAIKUX M’ S31B.

MexaHi3M TIMOTEH3WBHOI J1i aMJIOJMITIHY 3YMOBJIEHUN O€3MOCEPETHBOI0 PO3CIa0IIOIY0I0 JII€I0 HA
IMagki M’s3u CynuH. TOYHHMM MeEXaHI3M AaHTHAHTIHAJIBLHOTO e(EeKTy aMJIOJUITIHY BU3HAYCHUI
HEJI0OCTaTHBO, OJHAK HIKYe3a3HauYCHI e(DEKTH BiIIrparoTh MEBHY POJIb:

— aMJIOJIUITIH PO3MIKPIOE TIepUPEPUYH] apTepiosid 1, TAKUM YHHOM, 3HIDKYE TepupEpUIHUA OIIip
(moctHaBaHTaXeHHs ). OCKUTBKU CEPLIEBUI PUTM 3aJIUIIAETHCS CTAOUTHHUM, 3HIDKCHHSI HaBaHTa)XKCHHS
Ha ceplie MPU3BOAUTH J0 3HWKEHHS CIIOKUBAHHS €HEprii Ta HoTpedu MioKapa B KUCHI;

— PpO3IIMpPEHHS TOJIOBHUX KOPOHApHUX apTepiii Ta KOPOHApHUX aprepion (HOpMaJbHUX Ta
IIIeMI30BaHMX), MOJKJIMBO, TAKOXX BIJIrpa€ pojib y MeXaHi3MI il amiofuminy. Take po3IHMpeHHS
MIJIBUIIYE HACUYCHICTh MiOKapJa KMCHEM Yy TAIli€HTIB 31 ClIa3MOM KOPOHApHOI apTepii (CTeHOKapmis
[IpuHnMeTana abo BapiaHTHA CTEHOKAP/Iis).

VY maiieHTiB 3 apTepialbHOIO TIMEPTEH3IEI0 3aCTOCYBaHHS MpernapaTy | pa3 Ha m00y 3abe3nedye
KIIIHIYHO 3HAYYILEe 3HUKCHHSI apTepiabHOTO TUCKY MPOTATOM 24 roJHH y MOJIOKEHHI K JIeKayH, TaK
1 cTostun. Yepe3 MOBUIbHUN MOYATOK Jii aMIIOAMIIIHY TOCTpa apTepiajbHa TiMOTEH3is 3a3BUYail He
CIIOCTEPIra€eThCs.

VY marieHTiB 31 CTEHOKapAi€lo Mpu 3acTocyBaHHi 1 10060BOT 03U mpenapaTy MiABUINYEThCS 3aralbHUAN
yac (pI3MYHOTO HABAHTAXEHHS, Yac J0 MOYAaTKy CTeHOKapAil i yac a0 1 mm gempecii cermenta ST.
[IpemapaT 3HWXKye 4YacTOTy HamaAiB CTEHOKapAii Ta 3MeHIIye ToTpedy Yy 3acToCyBaHHI
HITPOTJILIEPHUHY.

AMIIOIUTIIH HE aCOLIIOETHCS 3 OyIb-SKUMHU MOOIYHUMH METaOOJIYHUMHU AiAMU ab0 3MiHAMHU pIBHS
JIMiIB Yy IUIa3Mi KpoBi 1 HOro MOXKHa 3aCTOCOBYBATH MalllEHTaM 3 acTMOIO, IIyKpOBUM [iabeToM Ta
MOarporo.

DapmakoKkiHemuxa.

BceMokTyBaHHS/pO30OIi.

[Ticnst mepopalbHOTO 3aCTOCYBaHHS TEpaNeBTHYHUX 03 aMIIOJUIIH TOCTYIMOBO abcopOyeThecs y
1a3My KpoBi. AGcoioTHA 0l0JOCTYIHICTh HE3MIHEHOT MOJIEKYJIM CTaHOBHUTH Ipuban3Ho 64-80 %.
MaxkcuMmanbHa KOHIICHTPAISl y M1a3Mi KPOBi TOCITAETHCS MPOTAroM 6—12 TOauH Micis 3aCTOCYBaHHS.
O06’em po3mofiny cTaHOBUTH NpuOInM3HO 21 J/Kr; KOHCTaHTa Aucoriamnii kuciotu (pKa) amnoauminy
CTaHOBUTH 8,6. JlocmipkeHHs IN VItr0 mpoJeMOHCTpYBaiM, MO 3B’SI3yBaHHS aMJIOJUITIHY 3 OLIKaMU
J1a3MHU KPOB1 CTAaHOBUTH MpuoOIu3Ho 97,5 %.




OpnnouacHe BXKUBAHHS DK1 HE BIUIMBA€ HA BCMOKTYBAHHS aMJIOAUITIHY.
MeTtab01i3M/BUBEICHHS.
[lepion HamiBBUBENCHHSA 13 IUIa3MHU KpPOBI CTaHOBUTH mpuban3Ho 35-50 romun. PiBHOBaxkHa
KOHIICHTpAIIiS y TUIa3Mi KPOBi JOCATAEThCS MICHs 7—8 JHIB Oe3MepepBHOTO 3aCTOCYBAHHSI MpEnapary.
AMIIOIUTIIH TOJIOBHUM YHHOM MeETa0OJII3ye€ThCSl 3 YTBOPEHHSM HEAKTHMBHHUX METa0OMITiB. Biau3bko
60 % BBemeHOi MO3M BUBOAUTHCS 13 cedero, mpubauzHo 10 % 3 AKMX CTAaHOBUTH aMJIOAHMIIH Y
HE3MIHEHOMY BHTJISII.
[arieHTH JITHHOTO BIKY.
Yac nocsSrHEHHS PIBHOBAKHUX KOHIEHTpAIi aMJIOJUITIHY B IJIa3Mi KpOBi MOAIOHWIA y TMalli€HTIB
JITHBOTO BIKy Ta y Jopocimx mnamieHTiB. KiipeHc amioaumiHy 3a3BHYail AEUIO 3HIDKEHHH, 10 Y
MAIIEATIB JITHHOTO BIKY MPU3BOAMTH JI0 30UTBHIIICHHS TUIONII il KPHBOKO «KoHIeHTparis/gacy (AUC)
Ta Tepiojly HaIliBBUBECHHS IIpPETapary.
[MamienTy 3 nopymieHHIM GYHKIINH HAPOK.
AMIIOMIIH €KCTEHCHUBHO OloTpaHcOpMyeTbCsl 0 HEaKTHBHUX MeTadouiTiB. 10 % ammonuminy
BUJIUISIETBCS Y HE3MIHEHOMY BHUIVISIZIL 3 c€4er0. 3MIHM KOHLIEHTpalli aMJIOJUIIIHY Yy IJIa3Mi KpoBl1 He
KOPEJIIOI0Th 31 CTyNeHeM NopyueHHs QyHKii Hupok. [lamieHTaM 13 mopyieHHsSM (QYHKIIH HUPOK
MOHa 3aCTOCOBYBATH 3BHYAlHI JO3W aMJIOAUIIHY. AMJIOJAUITIH HE BUAAISAETHCS MUITXOM J1aTi3y.
[MamienTy 3 nopynieHHIM QYHKITT TEYIHKH.
[ndopmaris moao 3acTocyBaHHS aMJIOAMIIIHY MalllEHTaM 13 MOPYIIEHHSIM (QYHKIII MEYiHKH TyKe
oOMexxeHa. Y TaAIIEHTIB 13 TIEYIHKOBOKO HEJOCTATHICTIO KIIPEHC aMJIOJMITIHY 3HUXEHUH, II0
MPU3BOANUTD J10 30UTBIICHHS] TPUBAJIOCTI Mepioly HamiBposnany Ta 1o 30uibiieHHs AUC npubauzHo
Ha 40-60 %.

ITH.
JocnimkeHHs: papMaKOKIHETUKUA TPOBOIMIIN 3 y4acTIo 74 NiTeil 3 apTepiajibHOIO T1EPTEeH31€I0 BIKOM
Bix 12 no 17 poxkiB (Takox 34 marieHTH BikoM Big 6 10 12 pokiB Ta 28 marieHTiB BikoM Bin 13 1o
17 pokiB), skl 3aCTOCOBYBJIM aMJIOIWIIH y mo3ax 1,25-20 mr Ha moOy 3a 1 abo 3a 2 mpuiiomu.
3a3BU4ail KIIpEHC MPHU MEPOpaTbHOMY 3aCTOCYBaHHI JITAM BikoM Bix 6 1o 12 pokiB Ta Big 13 go 17
POKIB cTaHOBUB 22,5 Ta 27,4 n/ToauHy BIAMOBIAHO JJIs XJIOM4YuKiB 1 16,4 Ta 21,3 i/roauHy BiANOBITHO
it giB4aTok. CrocTepiraeTbCsi 3Ha4Ha BapiaOeIbHICTh €KCIIO3MINT y pi3HUX MaIllieHTiB. [HpopMmalis
1010 MAITIEHTIB BIKOM 710 6 poKiB 0OMexeHa.

KuiniyHi xapakTepucTuKm.

Ilokazanns.

— AprepianbHa rinepTeH3is.

— XpoHiuHa cTaOUIbHA CTCHOKAPIIA.

— Bazocnactuuna crenokapis (creHokapais [Ipunnmerana).

Ilpomunokazanns.

Binoma minBuieHa YyTAMBICTH A0 AWTAPOMIPUIMHIB, aMIIOJUIIHY a00 10 OyIb-SKOTO IHIIOTO
KOMIIOHEHTa MpenapaTy. ApTepiajibHa rinoTeH3is Tsokkoro crynens. ok (Bkirodaioun KapaioreHHUn
mok). OOCTPYKIisS BUBIIHOTO TPAKTY JIBOTO HUTYHOUKA (HAMPUKIIA] CTEHO3 a0PTH TSDKKOTO CTYIICHS).
I'emonuHamiuHO HecTallIbHA CeplieBa HEJJOCTATHICTH MICISA TOCTPOro IH(APKTY MioKap/a.

B3aemooia 3 inwumu nikapcokumu 3acooamu ma inuii 6uou 63a€mooiil.

Bnnue inwux nikapcokux 3aco6ie Ha amaoOunin.

HasBHi naHi mono Oe3NneYHOro 3acTOCYBaHHS aMIIOJAMINHY 3 TIA3WAHUMHU JAlypeTHKaMH, anL(pa-

O6mokaropamu, Oera-OGimokaropamu, iHriOitopamu  AII®D, HiTparaMu  OpOJIOHTOBaHOI i,

CyOJIIHTBaJIbHOIO  (POPMOIO  HITPOTJILEPUHY, HECTEPOINIHUMH MNPOTH3ANAIbHUMHU JIKAPCHKUMHU

3acobamu (HII33), anTnbioTHKamMu, OpalbHUMH TIMOTIIKEMIYHUMHU JIIKAPCHKUMU 3aCO0aMH.

Jani, oTpuMaHi mix 4ac AOCTDKEHb in Vitro 13 MIa3MOI0 KPOBI JIFOJAMHU, CBIIYATh MPO BIACYTHICTH

BIUIMBY aMJIOJIMIIIHY Ha 3B’sI3yBaHHs 3 OUIKaMH KPOBI JOCIIIPKYBAHUX JIIKAPCHKUX 3aCO0IB (AUTOKCHH,

¢eniToin, BappapuH abo iHIOMETAINH).

Ineioimopu CYP3A4. OnHouyacHe 3acTocyBaHHsA amiouminy Ta iHridiropie CYP3A4 nmotyxHoi abo

noMipHoi 1ii (iHribiropu mporteas, a30JbHI IPOTUTPUOKOBI 3ac00M, MAKpOJILIU, TakKi sIK epUTPOMILUH

9y KJIAPUTPOMIIMH, Bepamamin abo AWATIa3eM) MOXKE MPU3BECTH A0 3HAYYIIOTO IiBHUIEHHS
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eKCTO3HIIii aMJIOAMITIHY, 10 TAKOK MOKE MPHU3BECTH JI0 MiJABUIICHHS PU3UKY BUHUKHEHHS TiIOTEH3II.
KniniuHe 3Ha4eHHS TaKUX 3MiH MO>Ke OyTH OLTbII BUPAKEHUM Y MAIli€HTIB JITHHOTO BiKy. Moxe OyTu
HEOOXIJTHUM KIIIHIYHE CIIOCTEPEKEHHS 32 CTAHOM TAIliEHTa Ta Minoip A03U.

He PEKOMEH/IYEThCs  OJHOYACHO  3aCTOCOBYBATH aMJIOIMIIH Ta BXKUBATH rpenn(ppym abo
rpedndpyroBuil Cik, OCKUIbKM y JEIKHX MAaIli€HTiB Oi0JOCTYNMHICTh aMIIOJUIIHY MOXKe
MIIBUIIYBATHUCS, 110, Y CBOIO YEPTY, IPU3BOJUTH J0 TOCHICHHS TIIOTEH3UBHOI il

Inoykmopu CYP3A4. KoHueHTpamis aMJIOAMIIHY Yy TIUIa3Mi KpOBI MOXKE 3MIHIOBATHCS IICIIA
OJTHOYacHOTO 3actocyBaHHs Bimomux iHAykTopiB CYP3A4. Tomy ciix mpoBOJAWTH MOHITOPHUHT
apTEepIaIbHOTO THCKY 1 KOPEryBaTH /03y 3 YpaxyBaHHSIM OJHOYACHOTO MPUHOMY IHMX JIKapCHKUX
3ac00IB SIK YMPOJOBXK, TaK 1 MICHs CYIYTHBOTO JIIKYBaHHS, OCOOJHMBO II€ CTOCYETHCS CHIIBHUX
innykropis CYP3A4 (manpukian, pudamminuHy, 3Bipo0O0I0 3BHYAIHOTO).

Hanmponen (indy3ii). Y TBapuH criocTepiraiucs NUTYHOUYKOBI (iOpHIIALIT 3 JeTaTbHUM HACTIIKOM Ta
CepLEBO-CYAMHHUI KOJAamc, COpPUYMHEH] TiNepKalleMI€0, IICAs 3acTOCYBaHHS BepamnaMily Ta
JAHTPOJIEHY BHYTPIIIHbOBEHHO. Yepe3 pHU3UK PO3BUTKY TiNepKandieMii PEKOMEHJIOBAHO YHUKATH
OJIHOYACHOTO 3aCTOCYBaHHs OJOKATOPIB KaJbI[IEBUX KaHATIB, TAKUX SK aMJIOJUIIIH, CXUJIBHUM 0
3JI0SIKICHOT rinepTepMii MalieHTaM Ta MpH JIKyBaHHI 3JI0SKICHOT rinepTepmii.

Bnaue amnoouniny na inwi nikapceki 3acoou.

'noreH3uBHUI €QeKT aMJIOAUIIHY 30UIbLIYE TIMOTEH3UBHUN €(EKT IHIIMX aHTUTINEepTEeH3UBHUX
3aco0iB. JlocnmipkeHHsT B3aeMOAll Tpemapary TMoKa3ajdd, 0 aMJIOJWIIIH He BIUIMBAE Ha
(hapMaKOKIHETHKY aTOPBACTaTUHY, JUTOKCUHY, BappapuHy.

Takponimyc. IcHye pU3MK MIIBUILEHHS PIBHIB TaKpOJIIMYCY B KPOBI IIPU OJHOYACHOMY 3aCTOCYBaHHI 3
aMJIOJIUITIHOM, OJHAaK (PapMaKOKIHETUYHWUN MEXaHI3M TaKoi B3a€MOJIi MOBHICTIO HE BCTAaHOBJICHHI.
[I{o6 yHMKHYTH TOKCHYHOCTI TaKpOJIIMYCY HpH CYIIyTHBOMY 3aCTOCYBAaHH1 aMJIOJUIIHY HOTpiOeH
peryispHUN MOHITOPUHT PIBHIB TAaKPOJIIMYCY B KPOBI Ta, y pa3i HEOOX1IHOCTI, KOPEKIis JO3yBaHHS.
mTOR inei6imopu (mammalian target of rapamycin — miweni panamiyuny y ccasyis).

Taki mTOR iHribitopu sk cuposiMyc, TeMmMcupodimMyc 1 eBepodimyc € cyoctparamu CYP3A.
Ammnoaumia € ciaabkum iHrioitopom CYP3A. Ilpu ogHouacHOMy 3acTocyBaHHi amyoaumiay 3 mTOR
1HT10iTOpaMU BiH MOYKE€ TTOCUJIIOBATH BIUIMB OCTaHHIX.

Luxnocnopun. JlocmikeHb B3a€EMOJIINA ITUKIOCIIOPUHY Ta aMJIOJMITIHY TIPH 3aCTOCYBaHHI 3JI0pPOBUM
TOOpOBOJIBIIIM 200 B IHIIMX TpyHax HE MPOBOIWIM, 32 BHHSATKOM 3aCTOCYBaHHsS TMalli€eHTaM 13
TPaAHCIUIAHTOBAHOIO HUPKOIO, Y SIKUX CIOCTEpIiranocs MIiHIMBE MiIBUIIEHHS 3IMIIKOBOT KOHIIEHTpaIlil
uukiocnopuny (B cepennboMy Ha 0-40 %). Jlns maumieHTIB 13 TPaHCIIAHTOBAHOKO HHUPKOIO, SIKi
3aCTOCOBYIOTh aMJIOAMITIH, CIil PO3TISHYTH MOXJIMBICTE MOHITOPUHTY KOHIICHTPAIIM HUKIOCTIOPUHY
Ta, y pazi HEOOX1THOCTI, 3SMEHIIIMTH JI03Y IIUKJIOCIIOPUHY.

Cumsacmamun. OmHOYACHE 3aCTOCYBaHHsA OararokpaTHuUX 103 1mo 10 mr ammoauminy ta 80 mr
CHUMBACTaTHUHY MpPU3BOIUTH 10 30UIbLIeHHS Ha 77 % €eKCIO3Ullii CUMBACTaTHHY IOPIBHAHO 3
IPUAOMOM CHMBAacTaTHHY OKpemo. OOMeXeHHs [O03yBaHHS CHMBACTaTHMHY Y NAlli€HTIB, 5Kl
MPUIMAIOTh aMJIOJIUIIIH, CTAHOBUTH 20 MT Ha 100Y.

Cunoenaghin. Onnopazouit npuiiom 100 Mr cunaeHad iy namieHTaMu 3 €CEHI1aIbHOIO TIIepTEH31€0
HE BIUMBaB Ha (apMakokiHeTUKy amuoauminy. Ilpu oaHoYacHOMY 3acTOCYBaHHI aMJIOJIUIIHY Ta
cuieHaduly B SKOCTI KOMOIHOBAHOI Teparmii KOXeH 13 MpemnapaTiB MPOSBISAB TIMOTEH3UBHUM e(deKT
HE3aJIE)KHO BiJI IHIIIOTO.

Emanon (ankocons). OnHopaszoBuit Ta 6aratopa3oBuil nmpuiioM 10 Mr amyioumniHy He MaB CyTTEBOTO
BILIMBY Ha ()apMaKOKIHETHUKY €TaHOJTy.

CyMicHe 3acTOCyBaHHS aMJIOJMIIIHY 3 LHMMETHAMHOM HE Majlo BIUIMBY Ha (hapMaKOKIHETHUKY
aMJIOTUTIIHY.

CyMicHe 3aCTOCyBaHHS IIperapaTiB alOMiHII0/MarHito (aHTalUKIIB) 13 pa30BOIO 103010 AMJIOJUITIHY HE
MaJio CYTT€BOTO BIUIMBY Ha (DapMaKOKIHETHKY aMJIOAUITIHY.

Jlabopamopni mecmu. BriivB Ha MOKa3HUKHU JIAOOPATOPHUX TECTIB HEBITOMMIA.

Ocobnueocmi 3acmocysanns.
besneky Ta eeKTUBHICTh 3aCTOCYBaHHS aMJIOUIIIHY MPH THIEPTOHIYHOMY KpH31 HE OLIIHIOBAIIH.
Tayiecumu i3 cepyegoro HedocmamHicmio.



Jlaniii kareropii NMamieHTIB aMJIOIUIIIH CITiJ] 3aCTOCOBYBATH 3 00epexkHicTio. € JaHi, 0 BKa3ylOTh Ha
30UIBIICHHS YaCTOTH BUIAJKIB PO3BUTKY HAOPSKY JIET€Hb Yy MAIIEHTIB i3 CEPLEBOIO0 HEIOCTATHICTIO
Tsokkoro crynens (xmac III ta IV 3a xnacudikamiero NYHA) mpu 3acrocyBaHHI aMJIOIUIIHY.
[NamienTam 13 3acTifHOIO CEPLEBOI0 HEIOCTATHICTIO OJOKATOPU KaNbLIEBUX KaHAJIB, BKIIOYAIOUYH
aMJIOJIUIIIH, CJiJ 3aCTOCOBYBATH 3 OOEPEKHICTIO, OCKUIBKM BOHHM MOXYTh HIiJIBUIIYBAaTH PU3HUK
CepIeBO-CYAMHHUX MOJIiH Ta JIeTAIbHUX BUIAAKIB Y MAallOyTHbOMY.

Tayicumu 3 nopyuwienusam QyHKyii newinku.

[lepion HanmiBBHBeneHHS amionuminy Ta napamerpu AUC Bl y Mali€eHTIB i3 MOpymeHHIM (QyHKIIIT
MEYiHKK; PEKOMEHaliii CTOCOBHO 103 mpemapary Hemae. Tomy HaHildi Kareropil Mami€eHTiB CIif
PO3MOYMHATH 3aCTOCYBAHHS MpEMapary 13 HaliHmwk4901 go3u. Ciig OyTH 06epe)KHI/IMI/I K Ha MOYATKy
3aCTOCYBaHHsI Tpemapary, Tak 1 Mg 4Jac 30iUTbmieHHs n03HW. llamieHTam 13 TSDKKOIO IEYiHKOBOIO
HE/IOCTATHICTIO MOXe OyTH HEOOXiTHMM MOBUTbHUI Min0ip A03M Ta PETENbHUI HArIsAI 32 CTAaHOM
MaIieHTa.

THayienmu nimuvo20 8iK).

30U1bIIYBATH 103y Hpenapary JaHii KaTeropii naiieHTIB CiiJl 3 00epeKHICTIO.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICMIO.

Janiii xateropii HamieHTIB CJiJ 3aCTOCOBYBAaTHM 3BHUYAiHI J03M mpenapary. 3MIHM KOHLEHTparlii
aMJIOJUIIIHY y I1a3M1 KPOBI HE KOPEJIIOIOTH 31 CTYHNEHEM MOPYIIeHb (YHKIIH HUPOK. AMJIOJIUIIIH HE
BHUJIATISIETHCS MUISIXOM JIaITi3y.

AMIIOIUIIIH HE BIUIMBAE Ha PE3yabTaTH JJaOOPATOPHUX JAOCTIKEHb.

He pexomennyeTbcs 3aCTOCOBYBaTH aMIIOAMITIH pa3oM 13 TpeindpyroM abo 3 rpeidndpyToBUM COKOM,
OCKUTHKH Y JIEAKUX TAIlI€EHTIB 010J0CTYMHICTh MOXe OyTH 30UTbIlIeHa, 110 TPHU3BENIE J0 MOCHJICHHS
TIMOTEH3UBHOTO €(EKTY Mmpernapary.

3acmocyearnns y nepioo éazimmocmi abo 200y8arHs 2pyooro.

besmneka 3actocyBaHHs aMJIOIMITIHY JKIHKaM Y TIEp10]T BariTHOCT1 HE BCTAHOBJICHA.

3acTOCOBYBAaTH aMJIOJMITIH Yy TIEPiOJ BariTHOCTI PEKOMEHIYEThCS JIMINE y BHMAJKaX, KOJU HEMAe
0e3MneuHinoi albTepHATUBH, a PU3UK, MOB’S3aHUN 13 CAaMUM 3aXBOPIOBAHHSM, MEPEBUIIYE MOXKIUBY
IIKOTy BiJ JIIKYBaHHS /I MaTepi Ta TUIoja.

VY Xoni MOCIDKEHb Ha TBapWHAX IPH 3aCTOCYBaHHI BHCOKHX 703 CIIOCTEpiranacs pemnpoIyKTHBHA
TOKCHUYHICTb.

Ilepioo 2o00yeanms epyoow. AMIIOIWMIIH MPOHUKAE Y MAaTePUHChKE MOJIOKO. KiTbKICTh aMIIOUIIHY,
sIKa MOJKE MOTPAIUIATA JUTHHI 3 TPYJTHUM MOJIOKOM Martepi, MOKe CTaHOBUTH Bif 3—7 mo 15 % mosu,
10 3aCTOCOBYBaJIacs MaTip’ro. Jlis aMioaumiHy Ha HEMOBJIAT HeBinoMa. [Ipu NpUAHATTI pillieHHs PO
MIPOJIOBKEHHSA IOJlyBaHHA IPy/ii0 a00 Mpo 3aCTOCYBaHHS aMJIOJUIIIHY HEOOX1IHO OILIIHIOBAaTH KOPUCTh
rOJlyBaHHS TPYIJI0 JUIS TUTHHU Ta KOPUCTH BiJl 3aCTOCYBaHHS MpenapaTy AJis MaTepi.

@epmunvuicms. TloBigoMIsi mpo 000pOTHI 010XIMIYHI 3MIHM TOJIOBKM CIIEPMATO30ila y AESIKHX
MaIiEHTIB MpPH 3acTOCYBaHHI OJoOKaTtopiB KanblieBuX KaHamiB. KiiHiyHOi iHpopMalii 11010
MOTEHILIHHOTO BIUIMBY aMJIOAMITIHY Ha (GEPTUIBHICTh HEIOCTATHBO.

30amuicms enaugamu Ha WBUOKICMb peaxyii npu KepyeawHi asmompancnopmom abdo iHuumMu
MEXaAHIZMaAMU.

AMITOIUTIIH MOX€E YMHUTH He3HauHuil a00 MOMIpHUM BIUTUB Ha 37aTHICTh KEPYBAaTH aBTOTPAHCIOPTOM
a0o mpairoBaTH 3 HIIUMH MexaHi3Mamu. [IIBHIKICTH peakiiii Moxe OyTH 3HM)KEHA MpPHU HasiBHOCTI
TaKUX CUMITOMIB SIK 3alIaMOPOYEHHS, FOJIOBHUH OlJb, CIUTYTaHICTh CBIZIOMOCTI UM HYAOTA.

Cnin 6ytu obepexHUMH, 0COOIMBO HAa IOYATKY Tepartii.

Cnoci6 3acmocysanna ma 0o3u.

[lopocai.

Jlns JikyBaHHsS apTepiajgbHOi TimepTeH3ii Ta cTeHOKap[il 3BHYaiiHa MOuYaTKOBa Ji03a Mpenapary
CTaHOBUTH 5 MT 1 pa3 Ha 100y. 3aJeKHO BiJl peaKIlii MalieHTa Ha Tepamito 103y MOXHa 30UTbIIUTH JI0
MaKCHUMaJIbHOT 103H, 110 cTaHoBUTH 10 Mr Ha 1 pa3 Ha 100y.

[TamienTam 31 CTEHOKap/i€l0 MpenapaT MOKHA 3aCTOCOBYBATH SIK MOHOTeparito abo y koMOiHarii 3
IHIIMMU aHTHAHTIHAIBHUMHU JIIKAPCBKUMHU 3aco0aMHM MpU  PE3UCTEHTHOCTI 0 HiTpariB Ta/abo
aJIeKBaTHHX /103 OeTa-010KaTopiB.
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€ [oCBin 3acTOCYBaHHA TpenapaTy MalieHTaM 3 apTepiajbHOI0 TinepTeHsiero y KomOiHamii 3
Tia3WJIHUMHU  JliypeThkamu, anb(a-Oirokaropamu, Oera-Omokaropamu abo 3 iHridiropamu
AHT10TCH3WHIIEPETBOPIOBAIHHOTO (DEPMEHTY.

Hemae weoOximHOCTI y migOopi A03W mpenapary Mpu OJHOYACHOMY 3aCTOCYBaHHI 3 Tia3MIHUMU
niypeTrkamu, 6era-06IokaTopamMu Ta iHT10ITOpaMu aHT1I0TEH3WHIIEPETBOPIOBAIBLHOTO (hepMEHTYy.

Jimu gixom 6i0 6 pokie 3 apmepianbHOI0 2inepmeH3Ico.

PexomenioBana movarkoBa J103a mpenapaty JUlsl i€l Kareropii mamieHTiB craHoBHTH 2,5 Mr 1 pa3 Ha
n00y. SIkmio HeoOXiqHMIA pIBEHb apTepiaIbHOTO THCKY HE OyJie JOCATHYTUH NPOTIroM 4 THXKHIB, 103y
MOJKHA 30UTBIIUTH 110 5 Mr Ha 100y. 3acToCyBaHHS MpenapaTy y A03axX BHIIE 5 MT ISl JaHOT KaTeropii
MAIIEHTIB HE JOCIIIKYBaJIH.

Tabnerku mo 5 mr Ta 10 Mr npu3HaveHi UIsl pO3MOLUTY HABIUT UIsl OTPUMAHHS 034 2,5 MI Ta 5 Mr
BiJIIOBITHO.

THayienmu nimuso20 8iK).

Hemae neoOximHocti y migbopi A03u Juisi AaHoi karteropii maimieHTtiB. [limBuieHHS 103U CIif
MIPOBOJUTH 3 00EPEKHICTIO.

Tayienmu 3 nopyuienHsam yHKyii HUpOK.

PekoMeHyeThCsl 3aCTOCOBYBATH 3BMYaiiHI JI03W IIperapary, OCKUIbKM 3MIHHM KOHIIEHTparlii
aMJIOJIMITIHY Yy TIJIa3M1 KPOB1 HE TIOB’s13aHi 31 CTYIEHEM TSKKOCTI HUPKOBOI HEJAOCTATHOCTI. AMJIOIUTIIH
HE BUBOJUTHCS IIIJISIXOM JTiajli3y.

3acmocysanns nayiecHmam 3 neuiHKO8010 HeOOCMAaMmHICHIO.

Jlo3u mpemapaTy i 3aCTOCYBaHHS MAIliEHTaM 3 TIEYIHKOBOK HEJAOCTATHICTIO BiJ JIETKOTO JIO
MTOMIPHOTO CTYIEHS TSHKKOCTI HE BCTAHOBJIEHI, TOMY MiA0Ip J03H CIIiJ] MPOBOIUTH 3 00EPEXKHICTIO Ta
MOYMHATH 3aCTOCYBAaHHS 13 HaWHWKYOl 103U (AuB. po3nitm «OcCOoOMMBOCTI 3aCTOCYBaHHS» 1
«DapmakokiHeTHKay). DapMakoKIHETUKY aMJIOJUIIHY HE AOCITIKYBAJIU Y Mali€HTIB 13 MOPYIIEHHSIM
GyHKIIT TEYiHKA TSHKKOTO CTymeHs. J{Jg Takux TaIieHTIB 3acTOCYBaHHS aMJIOJUIIIHY CITif
PO3MOYMHATH 13 HAWHUKYOT 031 Ta MOCTYIOBO 11 30UTBIITYBATH.

Himu.
[Ipenapat MoO>kHa 3aCTOCOBYBATH JITSIM BIKOM Bifl 6 POKIB.
BrumB amionuminy Ha apTepialibHUI THCK TAIIEHTIB BIKOM JI0 6 POKIB HEBITOMUM.

Ilepeoo3ysanns.

JloCBii HABMUCHOT'O I€peI03yBaHHs MpenapaTry 0OMexXeHUH.

Cumnmomu: HasgBHa 1H(QOpPMallis Ja€ MiACTaBM BBaXKaTH, L0 3HAYHE IEPEJO3YBaHHsS aMJIOIUIIHY
npu3BeAe 10 HaaAMIpHOI nepudepudHoi BazoauiaTallii Ta, MOXJIUBO, 10 pediekTopHOoi Taxikapii.
[ToBimomisnM MpO PO3BUTOK 3HAYHOI Ta, MOXJIMBO, TPUBAJIOI CUCTEMHOI apTepiajibHOI TiMOTEH3Ii,
BKJIFOYAIOYH 10K 13 JIETAJIbHUM HACIIIIKOM.

Jlixyeanua: KIIHIYHO 3Hayylla apTepiaibHa TIMOTEH3is, 3yMOBJICHA MEepe03yBaHHSIM aMIIOAMITIHY,
BUMarae akTHBHOI MIATPUMKHM [JISUIBHOCTI CEpLEBO-CYIMHHOI CHCTEMH, BKJIIOYAOYM YacTUH
MOHITOPUHT (YHKLIA cepus Ta AUXaHHS, MIOHATTS HIKHIX KIHI[IBOK, MOHITOPUHT 00’eMy
LUPKYJIIOI0UOT PIIMHYU Ta CEUOBUIUICHHS.

Jlisi BITHOBJIEHHSI TOHYCY CYJUH Ta apTepiajJbHOr0 TUCKY MOKHA 3aCTOCYBATU CYAWHO3BYXYBaJbHI
IpernapaTy, YIeBHUBIIUCH Y BIICYTHOCTI MPOTUIIOKA3aHb JI0 iX 3aCTOCYBaHHS. 3aCTOCYBaHHS KaJbIIIO
TJIIOKOHATY BHYTPIIITHBOBEHHO MOXe OyTH KOPHCHUM JUIsl HIBETIOBaHHA €(PeKTiB OJ0Kaau Kalblli€EBUX
KaHaJiB.

VY neskux BHIMAgKax MoOXe OyTH KOPUCHMM INPOMHBAHHS IIIYHKA. 3acTOCYBaHHS AKTHBOBAHOTO
BYTULIS 3I0POBUM J0OPOBOJBLSAM MPOTATOM 2-X TOAWH Micis BBeleHHS 10 M amJIOJUIIHY 3HAYHO
3MEHIIMJIO PIBEHb HOr0 BCMOKTYBaHHS.

OCKUTbKM aMJIOMITIH 3HAYHOIO MIPOIO 3B S3Y€ThCS 3 OUIKaMU KPOBi, €PEKT Jiaizy He3HAYHUH.

Ho6iuni peakuii.

IIpu 3acTocyBaHHI aMJIOJMIIIHY HalyacTille MOBIIOMIISIIM MpPO Taki MOOIYHI peakiii: COHJMBICTB,
3allaMOpPOYCHHS, TOJIOBHUN Oulb, manbmiTaiis (MOCUJIeHE ceplueOHuTTs), MPUILIHBH, OUTb Yy YepeBHil
MOPOKHUHI, HYZ0Ta, HAOPSIKU TOMIJIOK, HAOPSKU Ta BTOMJTIOBAHICTb.

[ToOiuni peakuii, mpo SKi MOBIZOMJISLTM TiJ Yac 3acCTOCYBaHHS aMIIOAMIIIHY, HABEJICHI HMXKUYE 3a
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CHUCTEeMaMH Ta KJacaMH OPraHiB Ta 32 YaCTOTOI BMHUKHEHHS: Ayxe dacto (> 1/10), wacto (> 1/100,
< 1/10), meuacto (> 1/1000, < 1/100), pinko (> 1/10000, < 1/1000), nyxe pigko (< 1/10000), HeBimomo
(HEMOJKJIMBO OITIHMTH 3 HAassBHUX JAHUX).

3 6oky kpogi ma nimgamuunoi cucmemu: IyXe PiAKO — JCUKOUUTOIICHIS, TPOMOOIIUTOTICHIS.

3 6oky imyHHOT cucmemu. TyXe PIIKO — aJleprivHi peaKirii.

THopywenus memabonizmy ma ariMeHmapHi po3iaou: JTyxKe PiKo — TimepriiiKeMis.

Icuxiuni nopyuiennsa: HedacTo — O€3COHHS, 3MIHH HACTPOIO (BKIIIOYAI0OUN TPHUBOXKHICTS), IETIPECis;
PIIKO — CIUTYTaHICTh CBiIOMOCTI.

3 60Ky Hepe06oI cucmemu: 9aCTO — COHJIMBICTD, 3aITAMOPOYCHHS, TOJIOBHUH OUTH (TOJIOBHUM YHHOM Ha
MOYATKY JIIKYBaHHS); HEYACTO — TPEMOp, JAWCTEB3is, CHHKOIE, TilmecTe3is, mapecTesis; QyKe piaKo —
rineproHyc, nepudepuyHa HeHponaris.

3 boky opeanie 30py: 9acTo — MOPYIICHHS 30py (BKIFOYAIOYH JTUTUIOIIIIO).

3 b6oky opeanie cayxy ma n1abipunmy: HEYaCTO — J3BIH y ByXax.

3 60Ky cepysa: YacTO — TIOCUJICHE CEpPIEOUTTS; HEYacTo — apuTMis (BKIIOYAIOYM Opaaukapiio,
IIUTYHOYKOBY TaxiKap/it0 Ta MEPEXTIHHS Mepeacepab); AyXKe piIKo — IHPapKT MioKapa.

3 60Ky cyoun: 4acTo — NPUILIUBYU; HEYACTO — apTepiajbHa TIOTeH31s; AY)KE PIAKO — BaCKYIIIT.
Pecnipamopni, mopaxanoui ma mediacmuranvHi nopyuieHHs: 4YacTo — TUCITHOE, HEYacCTO — PHHIT,
Kales.

3 60Ky WAYHKOBO-KUWIKOB020 MPAKmMy: YacTo — OUTb y JKHBOTI, HYJOTa, TUCIEICIA, MOPYIICHHS
MEePUCTATIBTUKN KUIIEYHUKY (BKIIOYAIOUM 3allop Ta Jlapero); HeyacTo — OJIIOBaHHS, CYXICTh Y POTI;
Jy’Ke PIIKO — MaHKpPEeaTUT, FacTPUT, TilepIuiasis siceH.

3 0Ooky eenamobiniapnoi cucmemu: IyXKe PIAKO — TENaTUTH, >KOBTSIHUI, MIiIABUIICHHS pPIBHS
MEYIHKOBUX (hepMEeHTIB (1110 HalfyacTille acoIIF0BAJIOCS 13 XOJIECTa30M).

3 6oky wkipu ma niowKipHoi mKaHuHU: HEYACTO — aJOTEIlis, MypIrypa, 3MiHa 3a0apBJICHHS IIKIPH,
MIIBUIICHE TTOTOBUIUICHHS, CBEpODK, BHCHIAHHS, €K3aHTEMa, KPOMMUB’SHKA, Iy)XE pIIKO —
AQHTIOHEBPOTUYHUN HAOpsIK, MyIbTH(GOpPMHA epuTeMa, eKC(OJIaTUBHUN JICPMATHT, CHHIPOM
CriBenca—/[»xoncona, HaOpsik KBinke, (OTOUYTIIMBICTh, HEBIIOMO (HEMOJKJIMBO OIIHUTU 3 HAsIBHUX
JAaHUX) — TOKCUYHUH eMniiepMaTbHUA HEKPOJII3.

3 60Ky cxenemHno-m 30801 ma cnoay4HoOi MKAHUH. 9aCTO — HAOPSIKAHHS TOMUIOK, CYZIOMH M SI31B;
HEYaCTO — apTparis, MiaJris, OUTb y CIUHI.

3 6oky Hupok ma ceuosudilbHO20 Mpaxmy: HEYACTO — TMOPYIICHHS CEYOBUIUICHHS, HIKTYPIs,
MiZBUIIIEHA YAaCTOTA CEYOBUITYCKAHHS.

3 60Ky penpodykmugHoi cucmemu ma MOJIOYHUX 34103 HEYACTO — IMITOTEHIIIS, TIHEKOMACTIs.

3azanvui nopywenns: nyxe 4acTo — HaOPSAKH; YaCTO — MIJIBUIIIEHA BTOMJIIOBAHICTh, ACTEHIs; HEYacToO —
O11b 3a TPYIHUHOIO, OUTh, HE3TY>KaHHS.

Jlocnioowcenns: HedacTo — 30UIbIICHHSA a00 3MEHIIICHHS MacH Tijla.

[ToBimoMIsIM PO BUHATKOBI BUIIAJKU PO3BUTKY €KCTPAIMIPaMiIHOTO CUHIPOMY.

Tlosioomnenns npo nioosprosani nobiuni peakyii.

[ToBimoMIIEHHS PO MMiI03pIOBaHI MOOIYHI peakIii micis peecTpallii JJIKapchbKOTo 3ac00y Ma€e Ba)KJIMBE
3HaueHHd. Lle mae 3mMory mpoBoauTu Oe3nepepBHUN MOHITOPHHI CIIBBIIHOIICHHS MDK KOPHCTIO 1
pU3HMKaMH, MOB’SI3aHUMH 13 3aCTOCYBAHHSM IIHOTO JiKapchkoro 3acoOy. Jlikapsm ciin 3BiTYBaTu Mpo
OyIb-sIK1 Mi103pIOBaHi MOOIYH1 peakilii BiAMOBITHO JO BUMOT 3aKOHOABCTBA.

Tepmin npuoamnocmi. 3 poKu.

YmoBu 30epiranns.

36epiratu mpu Temmeparypi He Buile 25 °C B OpuUTiHANBHIN YHakoBII AJIS 3aXUCTY BiJ CBITJIA Ta
BOJIOTH.

30epiratu B HEIOCTYITHOMY JUIsl JNITEH MiCIIi.

YnakoBka.
ITo 15 rabnerok y 6mictepi; mo 2 (15 x 2) 6micTepu B KapTOHHINA KOPOOIT.



Kareropis Binnmycky. 3a peuenrom.

Bupo6nuxk.
Jlex ®apmarieBTUYHA KOMIIAHIS 1. J. (8i0n08i0aibHUll 3a 8UNYCK Cepii).

Micue3HaxoakeHHsI BHPOOHUKA Ta agpeca Micls NPOBAaKeHHA Oro AiAIbHOCTI.
Beposmikosa 57, JIrobnsina 1526, CioBeHist.
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