IHCTPYKIIA
IS MEUYHOTI0 3aCTOCYBAHHS JiKAPCHKOI0 3ac00y

EMJIOJIUH®
(EMLODIN®)

Cknao:

Oitoua peuosuna: 1 Tabnetka MicTUTh 2,5 Mr ado 5 mr, ado 10 Mr amioauniny (1o BiAnosinae

3,475 mr abo 6,95 mr, a6o 13,9 mMr amitouIiHy OECUIIaTy BIAMIOBITHO);

OONOMIJICHI peuouHU. TICTI0I03a MIKPOKPHCTATIYHA, HATPII0 KPOXMAIBIIIKOIAT (TUI A), KPEMHIO
TIOKCH]T KOJIOTIHHMI O€3BOTHUI, MarHii0 cTeapar.

Jlikapcbka ¢opma. TabneTku.

OcHo8HI Pi3uK0-XIMIYHI 81ACMUBOCI:

Tabsetku 2.5 mMr — Outoro abo Mmaibke OUTOro abo KOBTYBATO-OUIOTO KOJBOPY, KPYyrii, IUIOCKI 3
(ackoro TabyeTKH, 3 TpaBIpyBaHHAM CTHJII30BaHO1 jitepu E 3 onHoro 6oky Ta mudporo 251 3 iHmoro
00Ky, 0e3 abo maibke Oe3 3amaxy;

TabsueTku S5 Mr — Oimoro abo maibke Ouloro abo >KOBTYBATO-OUIOT0 KOJIBOPY, KPYTJl, MJIOCKI 3
(ackoro TabyeTkH, 3 TpaBipyBaHHSIM CTHIII30BaHO1 Jitepu E 3 onHoro 60ky Ta mudporo 252 3 HIIoro
00Ky, 0e3 abo maibke Oe3 3amaxy;

Tabnetkn 10 mMr — Oimoro abo maibke OUTOro abo KOBTYBATO-OLTIOTO KOJBOPY, KPYTJi, TUIOCKI 3
(ackoro TabyeTky, 3 TpaBipyBaHHAM CTHIII30BaHOo1 jitepu E 3 onHoro 60oky Ta mudporo 253 3 iHioro
00Ky, 0e3 abo Maiixe Oe3 3amaxy.

dapmakoTepaneBTHYHA Ipyna.
CenekTUBHI aHTArOHICTH KaJIBIIIIO 3 epeBaKHUM BIUTHBOM Ha cyauHu. Kog ATX CO8C AO1.

Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.

AMJIOWIIH — AHTAroHIiCT KaibIlifo (MOXiAHE AWTIIPOMIPUINHY), IO OJOKY€e€ HAIXOKEHHS I10HIB
KaJIBITIFO 10 MIOKapy Ta 10 KIITHH TJIAIKUX M’ S31B.

MexaHi3M TIMOTEH3WBHOI J1i aMJIOJMITIHY 3YMOBJICHUH O€3MOCEPEIHBOI0 PO3CIa0IIOIY0K0 JII€0 Ha
rmaaki M’s3u  cyauH. TOYHMI MeEXaHI3M aHTHAHTIHAIBHOTO €QEeKTy aMIIOJMUITIHY BHU3HAYCHUU
HEJI0OCTaTHBO, OJHAK HIKYe3a3HaueH1 e(DeKTH BiIrparoTh MEBHY POJIb.

1. Amnogunin po3muproe nepudepruyHi apTepiosd 1 TaKUM YMHOM 3HIDKYE TEpUPEPUUHUNA OMIp
(moctHaBaHTakeHHA). OCKUIbKU CEpUEBUN PUTM 3AIUIIAETHCS CTAOUTLHUM, 3HM)KEHHSI HABAHTAXKEHHS
Ha ceplie MPU3BOAUTH J0 3HWKEHHS CIIOKUBAHHS €HEprii Ta HoTpedu Miokap/a B KUCHI.

2. Po3mupeHHS TOJOBHUX KOPOHApHUX apTepii Ta KOPOHApHUX apTepios (HOpPMAaIbHUX Ta
leMi30BaHMX), MOXKIIMBO, TaKOX BIAIrpae pojb y MexaHi3mi nii amnoguminy. Take po3IUpeHHS
MIABUINYE HACMUYEHICTh MiOKap/ia KMCHEM Y MAaIli€HTIB 31 Clla3MOM KOPOHAPHOI apTepii (CTEHOKapIis
[TpunnMerana abo BapiaHTHA CTEHOKAP/Iis).

VY maiieHTiB 3 apTepialbHOIO TIMEpTEeH31€l0 3acTOCyBaHHA MpemapaTy | pa3 Ha 100y 3abe3neuye
KIIIHIYHO 3HAYYILlEe 3HMKSHHSI apTepiaJbHOTO TUCKY MPOTATOM 24 TOAMH Y MOJIOKEHHI SIK JIe)Ka4YH, TaK
1 crosun. Yepe3 MOBUIBHUI NOYATOK Ail aMJIOJMIIIHY rocTpa apTepiajbHa TiNOTEH3is 3a3BHuail He
CIIOCTEPIraeThesl.

VY mamieHTiB 31 CTEHOKapAi€l0 HpPU 3aCTOCYBaHHI O/HIET 0OOBOi J03M Mpenapary MiABUIIYETHCS
3aranbHUM 4Yac (PI3MYHOTO HABaHTAXKEHHS, Yac 0 MOYaTKy CTeHOKapAili i wac mo 1 mm mempecii
cermenTa ST. [Ipenapar 3HMWKYe 4acTOTy HamajiB CTEHOKapJii Ta 3MEHIIye NoTpeldy y 3acTOCyBaHHI
HITPOTJILIEPHUHY.

AMIIOIUTIIH HE aCOLIIOETHCS 3 OyIb-SKUMHU MOOIYHUMHM METaOONIYHUMHU JisMU ab0 3MiHAMU PIBHSA
JMMiIB y TMja3Mi KpoOBi, MOXKHa 3aCTOCOBYBAaTHM HallieHTaM 3 acTMOO0, ILYKpPOBUM Jia0eToM Ta
M0JIarpoxo.

Dapmaxoxinemuxa.



BcMoOKTYBaHHS/pO30OIiL.

[Ticnst mepopajibHOTO 3aCTOCYBAaHHS TEPANEBTUYHUX 103 AMJIOJHITIH TOCTYIOBO a0CcopOyeThCs y
wia3My KpoBi. AOcCONOTHAa OlOJOCTYNHICTh HE3MIHEHOI MOJIEKYIH CTaHOBUTH TNPHUOIH3HO
64-80 %. MakcumanbHa KOHLEHTpAIlid y IUIa3Mi KPOBi JOCSATAETbCS MPOTSIroMm 6-12 roauH micis
3acrocyBaHHs. 00’ €M po3MoiTy CTaHOBUTH IPUOIM3HO 21 J1/KT; KOHCTaHTa aucorriamii kucnoTu (pKa)
aMJIOJIUITIHY CTaHOBUTH 8,6. JlocmipkeHHs IN VItro mpoJeMOHCTPYBaJH, IO 3B’ SI3yBaHHS aMJIOAUIIHY
3 OUTKaM¥ TIa3MHU KPOBi CTaHOBHUTH ipuOim3Ho 97,5 %.

OnHodacHe BXKMBAHHS DK1 HE BIUIMBA€ HA BCMOKTYBAHHS aMJIOAUIIIHY.

MeTab01i3M/BUBEICHHSI.

[lepion HamiBBUBENEHHS 3 TIUIa3MH KpOBi CTaHOBHUTH mpuOaM3HO 35-50 roamH. PiBHOBaxHa
KOHIICHTpAIIiSA y IJIa3Mi KPOBI JIOCATAETHCS MICIs 7-8 MHIB O€3MEepepBHOTO 3aCTOCYBAHHS IMpENapary.
AMITOIUTIIH TOJIOBHUM YHHOM METa0OJI3ye€ThCS 3 YTBOPEHHSM HEAKTHBHHUX METa0OMITiB. Biam3bpko
60 % BBemeHOi MO3M BUBOJAWTHCS i3 cedero, mpuOmu3Ho 10 % 3 SKUX CTAaHOBUTH aMIIOAHMITIH Y
HE3MIHEHOMY BUTJISA/IL.

[TaiieHTH TITHBOTO BIKY.

Yac nocarHeHHs pIBHOBOKHUX KOHIEHTpALil aMJIOIUIIHY Yy IJIa3Mi KpoBl MOAIOHMI y MallleHTIB
JITHBOTO BIKY Ta y Aopociux naimieHTiB. KiipeHc amiionumiHy 3a3BUYail JElI0 3HWKEHUH, IO Y
TMAIi€HTIB JITHHOTO BIKY MPU3BOJUTH J0 30UTBIICHHS IO i KpUBOKO «KoHIeHTpals/gacy (AUC)
Ta Mepio1y HAMIBBUBEACHHS TIpenapary.

[MamienTy 3 nopymieHHIM GYHKITINH HAPOK.

AMIIOHMIH €KCTEHCHUBHO OloTpaHcOpMyeTbesi 0 HEaKTUBHUX MeTabomiTiB. 10 % ammnomuminy
BUJIUISETHCSA Y HE3MIHEHOMY BUTJISIIL 3 ceuero. 3MIHM KOHIICHTpaIlli aMJIOTUIIIHY y TuTa3Mi KPOB1 HE
KOPEJIIOI0Th 31 CTyNeHeM NopyieHHs QyHKuii Hupok. [lamientam 13 mopymieHHsSM (QYHKIIH HUPOK
MOXHa 3aCTOCOBYBATH 3BHYANHI 031 aMJIOIUITIHY. AMJIOIUIIH HE BUAAISETHCS UISIXOM Jialli3y.
[NanieHTH 3 TOPYIIEHHIM QYHKIIT NEYIHKH.

[Hdopmariisi moa0 3aCTOCYBAaHHS aMIIOAMIIIHY TaIliEHTaM 13 MOPYIMIEHHSIM (GYHKIT TEYiHKUA JyKe
oOMexxeHa. Y TaAIIEHTIB 13 TIEYIHKOBOKO HEJOCTATHICTIO KIIIPEHC aMJIOJMITIHY 3HWXEHUH, II0
MPU3BOJUTH JI0 30UTBIIECHHSI TPUBAJIOCTI Mepiony HamiBpo3namay ta no 30uisimeHHs AUC npuGnmu3Ho
Ha 40-60 %.

KuiniuHi xapakTepucTuKm.

Ilokazannusa.

ApTepialibHa TinepTeH31A.

XpoHiuHAa cTa0lIbHA CTEHOKAPIIs.

Bazocnactuuna creHokapaisa (creHokapis [IpuHiverana).

Ilpomunoka3zanns.

— Bimoma minBuieHa YyTIMBICTH OO AUTIIPOMIPUAMHIB, aMJIOJUMIHY a00 10 OyIb-SKOTO IHIIOTO
KOMIIOHEHTAa Ipernapary.

— AprepianpHa TIMOTEH31s TSHKKOTO CTYIEHS.

— ok (BKIrOYarOYM KapAiOT€HHUM IOK).

— OO6cTpyKIlis BUBLAHOTO TPAKTY JIIBOTO NUTYHOUYKA (HAMPUKIIAA CTEHO3 A0PTH TAKKOTO CTYIICHS).

— 'eMoiHaMi4HO HecTabUIbHA ceplieBa HEAOCTATHICTD MICHsI TOCTPOro iH(apKTy MioKap/a.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63aEMO0Ill.

Bnnue inwux nikapcokux 3aco6ie Ha amaoounin.

HasBHi naHi mono Oe3NneyHOro 3acTOCYBaHHS aMIIOAMINIHY 3 TIA3WJHUMHU JAlypeTHKaMH, aibga-
O6mokaropamu, Oera-OGnmokaropamu, iHriOitopamu  AIldD, HiTpataMu  OpOJIOHTOBaHOI i,
CyOJIIHTBaJIbHOIO  (POPMOIO  HITPOTJILEPUHY, HECTEPOITHUMH NPOTHU3ANAIBHUMHU JTIKAPCHKUMHU
3aco0amMu, aHTHOI0TUKAMU, OpaTbHUMHU TIMOTIIKEMIYHUMH JTIKapChKUMH 3ac00aMu.



Jlani, orpumani y xozi iN VItro QOoCiimKeHb i3 IU1a3MOI0 KPOBI JIFOJMHHU, CBIiIYaTh MPO BIACYTHICThH
BIUTUBY aMJIOJIMITIHY HA 3B’SI3yBaHHS 3 OUTKaMU KPOBI JOCTIKYBAHUX JTIKAPCHKUX 3aCO0IB (AUTOKCHH,
¢beniroin, BappapuH abo iHIOMETAINH).

Ineioimopu CYP3A44.

OpnnouacHe 3actocyBaHHS amtoauiiny Tta iHrioiropiB CYP3A4 mnortyxnoi abo mnomipnoi aii
(iHribitopm mporeas, a30JbHI NPOTHIPUOKOBI 3acOOM, MAaKpOJIiIM, Taki SK EpUTPOMILMH YU
KIIAPUTPOMIIIMH, BeparmaMia ado AUITIa3eM) MOXKE MPU3BECTH JI0 3HAYYIIOTO IMIABUINCHHS SKCIO3UIT
aMJIO/IUIIIHY, [0 TaKO’XK MOJKE MPU3BECTH JIO MiABUINEHHS PU3UKY BUHUKHEHHS rinmorteHsii. Kiiniune
3HAYCHHS TAaKUX 3MiH MOXe OyTH OUIbII BUPaXEHHM Y MAIliEHTIB JITHBOTO BiKy. Moxke OyTH
HEOOXIJTHMM KIIIHIYHE CITIOCTEPEKEHHSI 32 CTAHOM TMAIliEHTa Ta Min0ip A03H.

He pexomMeHIyeTbCs 0JTHOYACHO 3aCTOCOBYBATH aMJIOJMITIH Ta TperndpyTa abo rpeindpyToBuii Cik,
OCKUIBKH y JICSKHUX HAIi€HTIB 0i0JOCTYIMHICTh aMJIOJUIIIHY MOKE IMiJBHIIYBATUCh, 1110, Y CBOIO YEPTY,
MPU3BOJIUTH JI0 TIOCUJICHHS TIMOTEH3UBHOT Mii.

Inoykmopu CYP3A4.

[npopmarnii mono BBy iHAYykTOpiB CYP3A4 Ha amnoaumiH, HeMae. OJHOYAcHE 3aCTOCYBaHHS
aMJIOJUIIIHY Ta pedyoBHH, 10 € iHaykropamu CYP3A4 (Hampuknan pudammoinuHy, 38ipo000), MOXKe
MPU3BOAUTH JIO0 3HIKEHHS KOHIIEHTpAlil aMJIOJMIIIHY Y IUIa3Mi KpOBl, TOMY 3aCTOCOBYBaTH TaKl
KOMOIHAIIT CITi]] 3 00EPEKHICTIO.

Jlanmponen (1HPYy31i).

VY TBapuH crocTepiraaucs NMUTYHOUKOBI (IOpHIIAIIT 3 JETATBHUM HACTIIKOM Ta CEepIEeBO-CYIUHHUN
KOJIarc, L0 AacOIlIOBAlMCS 3 TINEepKalliEMIEI0, MICHIS 3aCTOCYBaHHS Bepamamily Ta JaHTPOJIEHY
BHYTPIIIHBOBEHHO. Yepe3 pHU3UK PO3BUTKY TillepKanieMii peKOMEHJIOBAaHO YHHMKAaTH 3aCTOCYBaHHS
OJIOKaTOpIB KAaJNbIIEBUX KaHAJIB, TaKuX SK AaMIIOJMIIIH, CXWUJIBHUM JO 3J0fKICHOI TinepTepmii
MalieHTaM Ta IpH JIKYBaHHI 3JI05KICHOT TepTepMii.

Bnaue amnoouniny na inwi nikapceki 3acoou.

INnmoten3uBHUI ePeKT amIIOAUIIHY TOTEHIIIIOE TIMOTCH3WBHHUM €(EKT IHIIWX aHTUTIMEPTEH3UBHHUX
3aco0iB.

Taxponimyc.

[cHye puU3HWK MMIBHUINEHHS PIBHIB TaKpOJIMYCy B KpOBI TpPH OJHOYACHOMY 3aCTOCYBaHHI 3
aMJIOJIUITIHOM, OJHAK (apMaKOKIHETHYHHM MEXaHi3M TaKOi B3a€MOIii MOBHICTIO HE BCTaHOBJICHO.
[IIo6 YHMKHYTH TOKCHYHOCTI TaKpOJIMYCYy, IPHU CYIIYyTHbOMY 3aCTOCYBaHHI aMJIOJMIIIHY, MOTPiOCH
peryaspHUN MOHITOPUHT PIBHIB TaKpOJIIMYCY B KpOBi Ta, y pa3i HEOOX1THOCT1, KOPEKIIisS T03yBaHHS.
Luxnocnopun.

JlocmimkeHnb B3a€EMO/IIM IIUKIOCTIOPUHY Ta aMIIOJUITIHY MPH 3aCTOCYBAaHHI 3I0POBUM J10OPOBOJIBISIM
abo B IHIIMX rpynax HE MPOBOAMIIH, 32 BUHITKOM 3aCTOCYBAaHHS MAI[iEHTaM 13 TPAaHCIJIAHTOBAHOIO
HUPKOIO, Y SIKUX CIOCTepiranocs MIHIMBE MIBUINCHHS 3JIMIIKOBOI KOHILIEHTpalii HUKIOCIOPUHY (B
cepenubomy Ha 0-40 %). [ng mnamieHTiB 13 TPaHCIUIAHTOBAHOIO HUPKOIO, SIKI 3aCTOCOBYIOTh
aMJIOJIUIIIH, CIiJi PO3TJSHYTH MOXJIMBICTh MOHITOPUHTY KOHLEHTpAlid NHMKJIOCIOPUHY Ta, 3a
HEOOX1THOCTI, 3SMEHIIUTHU J03Y LIUKIOCIOPUHY.

Cumsacmamun.

OpHoyacHe 3acTocyBaHHs OaraTopa3oBux 103 amyoguminy 10 Mr ta cumBacTtaTuHy B 1031 80 Mr
MPU3BOAUIIO 10 30UTBIICHHS €KCIIO3UIlli CUMBACTaTHHY Ha /7 % TOPIBHSHO 13 3aCTOCYBAaHHSM JIUIIIE
cuMBacTaTHHY. JlJis MalieHTIB, K1 3aCTOCOBYIOTh aMJIOJIUIIIH, 03y CUMBACTAaTHHY CJiJ OOMEXHUTH /10
20 mr Ha 100y.

KniHiuHi fgocnipkeHHs B3aeMOAll mpemapaTy IOKa3ald, [0 aMJIOAMIIIH HE BIJIMBaE€ Ha
(apMakOKIHETHKY aTOpBACTaTUHY, JUTOKCHHY a00 Bap(papHHy.

Cunoenaghin.

OnnopazoBuii npuitom 100 Mr cunaeHadiny namieHTaMu 3 €CEHIIANbHOIO TiEePTEeH31€10 HE BIUIMBAB
Ha (apMakOKIHETUKY amiioauminy. Ilpu ogHOYAaCHOMY 3aCTOCYBaHHI aMJIOAMITIHY Ta CHIIJeHa(diTy B
AKOCTI KOMOIHOBaHO1 Tepamnii KOXKEH 13 MpenapariB MPOsIBIISAB TMMOTEH3UBHUIN e(eKT HEe3alexHO BiJl
IHIIIOTO.

Tnwi nikapcoki 3acoou.



Kniniuni gocnmimkeHHs B3aeMOAll TpemapaTy IOKa3and, IO aMJIOAMIIIH HE BIUIMBaE Ha
(apMakOKIHETHKY aTOpBAaCTaTUHY, AUTOKCUHY a00 BapdapuHy.

Emanon (ankozons).

OpnnopazoBuii Ta OararopaszoBuili mpuitom 10 Mr amionumiHy HE MaB CYTTEBOTO BIUIUBY Ha
(apMaKOKIHETUKY €TaHOITY.

CyMmicHe 3acTOCyBaHHS aMJIOJUIIHY 3 LHUMETHIMHOM, HE MaJ0 BIUIMBY Ha (DapMaKOKIHETUKY
aMJIOTUTIIHY.

CymicHe 3aCTOCYBaHHS IperapaTiB aTFOMIHIIO/MarHiro (aHTAIKIIB) i3 pa30BOIO JI030F0 aMIIOMITIHY HE
MaJIO CYTTEBOTO BIUTMBY Ha (DapMaKOKIHETHKY aMJIOAUIIIHY.

Jlabopamopni mecmu.

BrinB Ha IOKa3HUKH JTa0OPATOPHUX TECTIB HEBITOMHUIA.

Ocobnueocmi 3acmocyans.

besneunicte Ta e(QEKTUBHICT 3aCTOCYBaHHS aMJIOJUIIHY MpH TIIEPTOHIYHOMY KpH3l HeE
OIIHIOBAJINCS.

Iayienmu i3 cepyesoro Hedocmamuicmio.

Jlaniit xateropii marientis Emmoamu® ciin 3acTocoByBaTn 3 00epekHIiCTIO. Y XOi JOBrOTPUBAIOrO
1a11e00-KOHTPOJIBLOBAHOTO JOCII/KEHHS Y MAlll€EHTIB 13 CEPLIEBOI0 HEJJOCTATHICTIO TSYKKOIO CTYHEHs
(xmac III ta IV 3a knacudikamietro NYHA) npu 3acTrocyBaHH1 aMJI0AUITIHY YaCTOTa BUIIAKIB PO3BUTKY
HaOpsKy JereHb Oyina BUIIOIO MOPIBHSHO 13 3acTocyBaHHAM Muiane6o. IlamienTam 13 3acTiiiHOIO
CEPIICBOI0 HEJOCTATHICTIO OJOKATOpW KaJIBIIIEBUX KaHAIIB, BKJIIOYAIOYM AaMJIOJIMIIH, CIiJ
3aCTOCOBYBAaTH 3 OOEPEKHICTIO, OCKUIBKM BOHHM MOXYTh ITIIBUIIYBATH PHU3UK CEPIICBO-CYTUHHUX
MOJII Ta JIETATbHUX BUTIAJKIB Y MaHOyTHHOMY.

Tayienmu i3 nopywenuam hynkyii neyinxu.

[Tepion HamiBBUBeneHHs amiioaumminy Ta napameTpu AUC Bl y marieHTIB 13 TOPYIICHHSM (YHKITIT
MEYIHKA; PEKOMEHJAIlIi CTOCOBHO [03 Mperapary Hemae. ToMmMy daHii Kareropii MaIli€HTIB CIIif
pPO3MOYMHATH 3aCTOCYBaHHS TMpernapaTy i3 HalHmwK401 103u. Ciig OyTH 00Epe)KHUMH SIK Ha TMOYaTKY
3aCTOCYBaHHS TIpemapary, Tak 1 mij 4ac 30uUTbmieHHs 103u. [larieHTaMm 13 TSOHKKOIO TEYIHKOBOIO
HEJIOCTATHICTIO MOXe OyTH HEOOXiTHMM MOBUIHHUK MiAOIp J03M Ta peTeabHE CIOCTEPEKEHHS 3a
CTaHOM TaIlI€HTA.

Tayienmu nimuvo2o 6iK).

30inpIIyBaTH A03Y MpernapaTy JaHiid KaTeropii mafieHTiB Ciria 3 00epekHICTO.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICMIO.

JlaHiii kaTeropii maIi€eHTIB CJiJ 3aCTOCOBYBAaTH 3BHYAMHI 03U Ipemapary. 3MIHH KOHIEHTparlii
aMJIOJIMITIHY Y TIIa3M1 KPOBI HE KOPENIOIOTH 31 CTYNEHEM MOpYIIeHb (YHKIIH HUPOK. AMIJIOJUITIH HE
BHJIAISETHCS MUIIXOM JiaITi3y.

AMIIOIUIIIH HE BIUIMBAE Ha PE3yAbTaTH JJaOOPATOPHUX JAOCTIKEHb.

He pexomennyeTbcst 3aCTOCOBYBATH aMIIOUITIH pa3oM 13 rpeindpyrom ado 3 rpeindpyroBUM COKOM,
OCKUTBKH Y JESKUX MallieHTIB 010J0CTYMHICTh MOKe OyTH 30UIbIlIeHa, 10 MPHU3BEIE N0 MOCHUIICHHS
rinoOTEeH3UBHOTO e(eKTy mpenapary.

Depmunvricme.

[ToBigoMmsnocs mpo 0O60poTHI 0i0XIMIUHI 3MIHM TOJIOBKM CIIEPMATO30ila Yy AESIKHUX MAIIEHTIB MpU
3acTOCYBaHHI OJIOKAaTOpiB KanblieBUX KaHaniB. KiiHigyHOT iH(OpMaIii 11040 NOTEHIIITHOTO BIUIUBY
aMJIO/IUIIIHY Ha (PepTUIIbHICTh HEJOCTATHBO.

3acmocysanns y nepioo eazimnocmi abo 200y8ans epyooio.

be3neunicTs 3aCTOCYBaHHS aMJIOJUITIHY JKIHKaM Yy Mepio] BariTHOCTI HE BCTAHOBJICHA.

3acTOCOBYBAaTH aMJIOJMITIH Yy MepioJ] BariTHOCTI PEKOMEHAYEThCS JIUILE Y TUX BUIAJAKAX, KOJIU HEMA€E
0e3neyHiloi aJbTepHATUBU, a PU3HK, MOB’S3aHUN 13 CAMUM 3aXBOPIOBAHHSM, MEPEBHUIILYE MOMKIUBY
IIKOAY BiJ JIKyBaHHS JJIsl MaTepi Ta MIoaa.

VY Xoni JOCHKeHb HAa TBapuWHAX IPU 3aCTOCYBaHHI BHCOKHX JI03 CIIOCTEpirajacs penpoayKTHBHA
TOKCHYHICTb.

Ilepioo eo0yeanus epyooro.



HeBizomo, 4n MpoHUKAE aMJIOJUMIH y TpyaHEe MoJIOKO. [Ipy mpuHHATI pilIeHHs MPO MPOJOBXKEHHS
TOIYBaHHs TPYAJMI0 UM MPO 3aCTOCYBAHHS aMJIOJMITIHY HEOOXIAHO OIIHIOBATH KOPUCTH T'OJyBaHHS
TPYUIIO JUIS TUTHHU Ta KOPUCTbH BiJ 3aCTOCYBAHHS Mpenapary Ui MaTepi.

30amuicmo eniusamu Ha WEUOKICMb peakyii npu KepyeaHHi aeMompancnopmom ado iHuumu
Mexanizmamu.

AMITOIUTIIH MOX€E YMHUTH HE3HAUYHUI a00 MOMIpHUIA BIUTUB Ha 3AaTHICTh KEPYBATH aBTOTPAHCIIOPTOM
a0o mparmroBaTH 3 IHIUMH MexaHi3Mamu. [lIBHIKICTH peakiii Moke OyTH 3HMKEHa TpPU HAsIBHOCTI
TaKUX CHUMIITOMIB SIK 3allaMOPOYEHHS, TOJIOBHUI OLTb, CIUTYTaHICTh CBifoMOCTI 4 HynoTa. Ciig OyTu
00epeXHIMH, 0COOJIMBO HA TIOYATKY TepaItii.

Cnoci6 3acmocysannsa ma 0o3u.

Jopocani.

JUia nikyBaHHSL apTepiajgbHOl TimepTeH3il Ta CTeHoKapii 3BMYaiiHa MOYaTKOBa J03a Ipernapary
Emnonun® cranoButs 5 Mr 1 pa3 Ha 100y. 3aexHO Bif peakilii MalieHTa Ha TEpariio 103y MOKHA
30UTBIIATH JI0 MAaKCUMAJIBHOI 1031, 110 ctaHOBHUTH 10 Mr Ha 1 pa3 Ha 100y.

[TamienTam 31 CTEHOKap/l€r0 MpenapaTr MOXHa 3aCTOCOBYBATH SIK MOHOTepalio abo y komOiHaii 3
IHIIMMHM aHTHAHTIHAIBHUMM JIIKAPCBKMMM 3ac00aMM MpPH PE3UCTEHTHOCTI J0 HITpaTiB Ta/abo
a/IeKBaTHHX /103 OeTa-010KaTopiB.

€ 10CBiA 3aCTOCYBaHHS Mperapary y KOMOIHAIlli 3 TIa3MJIHUMH JIypeTUKamMH, anbga-0IoKkaTopamu,
Oera-6mokaTopaMu a0o0 1HTIOITOpaMHM aHTIOTEH3WHIIEPETBOPIOBAJIBLHOIO (EPMEHTY MalieHTaM 3
apTepiabHOIO TIEPTEH3IELO.

Hemae neoOximHOCTI y mimbopi A03W Tpenapary IpH OJHOYACHOMY 3aCTOCYBaHHI 3 Tia3WIHUMU
nlypeTukamu, 6eta-0J0KaTopaMu Ta IHTIOITOpaMH aHTI0TEH3UHIIEPETBOPIOBAIBHOTO (PEPMEHTY.

Jlimu gixom 6i0 6 pokie 3 apmepianbHOI 2inepmeH3Iclo.

PexomenjoBana moyaTkoBa J103a mpernapary Emmomuua® wis miei KaTeropii maIi€HTiB CTAHOBUTH 2,5 MT
1 pa3 Ha nmoOy. SIkmio HeoOXimHUN pIBEHb apTepiaIbHOTO THUCKY HE OyAe MOCATHYTUM MPOTATOM
4 THXKHIB, 103y MOKHA 30UTBIIATH 10 5 MT Ha 100y. 3aCTOCYBaHHSI IIpenapary y J03axX BHUIIIE 5 MT IS
JaHOT KaTeTropii MaIi€eHTIB HE TOCITIKYBAIKCH.

Tayienmu nimuvo2o 6iK).

Hemae neoOximHocTi y migbopi m03u uisi AaHoi karteropii mamieHTiB. [limBuimeHHS 103U CIif
MIPOBOJIUTH 3 OOEPEKHICTIO.

Tayienmu 3 nopyuienHam QyHKyii HUpOK.

PekoMeHyeThCsl 3aCTOCOBYBATH 3BMYaiHI JI03W IIperapary, OCKUIbKM 3MIHHM KOHIIEHTparlii
aMJIOJIMITIHY Yy TIJIa3M1 KPOBI HE TIOB’s13aHi 31 CTYNIEHEM TSKKOCTI HUPKOBOI HEAOCTATHOCTI. AMJIOIUITIH
HE BHBOJIUTHCS MIJISXOM JTIaTi3y.

THayienmu 3 nopywennam yrHkyii nevinxu.

Jlo3u mpenapatry A 3aCTOCYBaHHS MAIliEHTaM 3 MOPYIIEHHSM (YHKI[li MEYIHKU BiJ JIETKOTO JI0
MOMIPHOTO CTYMEHs TSXKKOCTI HE BCTAHOBIIEHI, TOMY Mif0Ip 103U CIiJ MPOBOAUTH 3 00CPEKHICTIO Ta
MOYMHATH 3aCTOCYBaHHS MpemnapaTry 3 HaHWK4YOI 703U B Aiana3zoHi 103 (auB. po3ain «OcoOiuBoCTi
3actocyBaHHsA» 1 «@apMakoJjoriuHi  BiacTuBOCTi. PapMmakokiHeTHKa»). DapMaKOKIHETHKY
aMJIOJIUIIIHY HE JOCHDKYBAJIM y MAIIEHTIB 13 MOPYIIEHHSAM (QYHKIIT MEYIHKA TSKKOTO CTyMHeHs. Y
MAIiEHTIB 13 MOpPYIIEHHSM (YHKIIi MEYIHKH TSHDKKOTO CTYNEHS 3aCTOCYBaHHS aMIIOAMIIHY CIIiJ
MOYMHATHU 3 HAMHMKYOI 03U Ta MOCTYNOBO ii 301TbLITYBATH.

TabneTku 1o 5 Mr MOXKHA PO3IUTUTH HABIILT JUI OTPUMAHHSA J03H 2,5 MT.

Himu.
[Ipenapat 3acTOCOBYBaTH JITSAM BIKOM Bij 6 POKIB.
Brue amoauminy Ha apTepiajibHUIM THCK MAIi€HTIB 10 6 pOKiB HEBIOMUM.

Ilepedosysanns.
JloCBiI HABMUCHOTO IepeI03yBaHHs MpenapaTry 0OMexeHUH.



Cumnmomu nepedosysanns: HasiBHA iHPOpPMAIliS Ja€ MiJCTaBA BBAXKATH, 10 3HAYHE MEpPEAO3yBaHHS
npenapary Emnomun® npussene 10 HaamipHOi mepudepHuHOi Ba3oAMIaTAllii Ta, MOMKJIHBO, MO
peduekTopHoi Taxikapii. [IoBimoMISLIIOCS PO PO3BUTOK 3HAYHOT TA, MOKJIMBO, TPUBAJIOI CUCTEMHOL
apTepiabHOT rNOTEH31i, BKIIIOYAI0UX MIOK 13 JIETAJIbHUM HACIiIKOM.

Jlikysauma: KIIHIYHO 3HAYyIa apTepiajibHa TIMOTEH3is, 3yMOBJEHA NEepeA03yBaHHSIM aMIIOJUITIHY,
BUMAara€ axkTHBHOI MIATPUMKH JiSUTBHOCTI CEpLEBO-CYIUHHOI CHCTEMH, BKJIIOYAIOYM YacTUH
MOHITOPUHT (YHKIII cepisl Ta MAWXaHHSA, MIAHATTS HIWKHIX KIHI[IBOK, MOHITOPHHT 00’€My
[UPKYITIOI0YO0] PIAMHYU Ta CEUOBUIUICHHS.

Jlnisi BITHOBIIGHHSI TOHYCY CYIMH Ta apTepiaJbHOr0 THCKY MOKHA 3aCTOCYBATH CYAWHO3BYXXYBaJbHi
npernapaTty, YIeBHUBIIUCH y BiICYTHOCTI MPOTHIIOKA3aHb 0 iX 3aCTOCYBaHHs. 3aCTOCYBaHHS KaJbIIiO
TJIIOKOHATY BHYTPIITHHOBEHHO MOXE OyTH KOPUCHUM JUIS HIBETIOBaHHS €(EeKTIB OJOKaIu KalbIiEBUX
KaHaJIiB.

VY neskux BWITaJKaX MOXe OyTH KOPWUCHHM TIPOMHBAHHS MUIyHKA. 3acTOCYBaHHS aKTHBOBAHOTO
BYT'ULISL 3TOPOBUM JOOPOBOJIBIISIM MPOTITOM 2-X TOJUH Ticis BBeAeHHS 10 Mr amyiogumiHy 3Ha4YHO
3MEHIIWJIO PiBEHb HOTO BCMOKTYBaHHSI.

OCKUIbKH aMJIOJIUIIIH 3HAUYHOIO MIPOIO 3B’ SI3y€ThCs 3 OUTKaMu, e(ekT Alaizy He3HaUHUM.

Io6iuni peakuii.

[Ipu 3acTocyBaHH1 aMJIOAUITIHY HaluacTille MOBIIOMIISIIOCS PO Taki MOOIUH1 peakiii K: COHJIUBICTB,
3alaMOpOYEHHSI, TOJOBHUN OuIb, NMOCUJIEHE CEepLEeOUTTS, MPHUIUIMBU, OUTb Y UYEpeBHIM MOPONKHUHI,
HYJI0Ta, HAOPAKH TOMUIOK, HAOPSIKK Ta MiABUIIEHA BTOMJIIOBAHICTb.

[To6iuni peaxirii, MPo sAKI MOBLAOMIISIIOCS MM Yac 3aCTOCYBaHHS aMJIOJUIIIHY, HABEACHI HIKYE 3a
CUCTEeMaMM Ta KJacaMH OpraHiB Ta 3a YacTOTOK BUHHUKHEHHS: ayxke dacto (= 1/10), wacto (Bix
> 1/100 mo < 1/10), mewacto (Bim > 1/1000 mo < 1/100), pinko (Big > 1/10000 no < 1/1000), myxe
pinko (< 1/10000).

3 60Ky Kposi ma nimgpamuynoi cucmemu.

JlyKe piaKo: JTEHKOIUTOTICH s, TPOMOOIIMTOIICHIS.

3 60Ky imyHHOI cucmemu.

Jlyxe piaKo: aneprivyni peakiii.

3 boky memabonizmy ma anrimeHmapHi po3naou.

Jly’Ke piaKo: TImepririKeMis.

Ilcuxiuni nopywuienus.

Heuacro: genpecis, 3MiHM HACTPOIO (BKITIOYAIOYH TPUBOYKHICTH), OC3COHHSL.

Pinko: cruryTaHicTh CBiTOMOCTI.

3 b6oky Hepsosoi cucmemu.

YacTo: COHIUBICTH, 3aMIaMOPOUYECHHS, TOJIOBHUH OUTb (TOJJOBHUM YMHOM Ha MOYATKY JIIKYBaHHS ).
HeuacTo: Tpemop, nucreB3is, CHHKOIIE, TillecTe3is, mapecTesis.

Jlyxe pinko: TinepTonyc, nepudepudna Helpomnaris.

3 boky opeaHis 30py.

Yacro: nopyiieHHs 30py (BKIIOYAI0YH TUTUIOIIIO).

3 boky opeanie ciyxy ma nabipunmy.

Hewacro: 13BiH y Byxax.

3 boky cepys.

Yacro: nmocuseHe cepreOuTTs.

HeudacTo: aputmist (BKIII04atouu OpaJuKkap/Iito, HIUTYHOUKOBY TaxiKap/ilo Ta MEPEXTIHHS Hepeacep/b).
Hyxe pinko: iH}apKkT Miokapa.

3 6oky cyoun.

YacTo: mpUIInBy.

HeuacTo: aprepianbHa rinoTeH3is.

Jlyxe piJIko: BacKyJIiT.

Pecnipamopni, mopakanvui ma mediacmuranibHi NOpyuleHHs.

Yacro: nucmnHoe.

HeuacTo: kamiens, puHir.



3 60Ky WIYHKOBO-KUWKOBO20 MPAKMY.
Yacro: OU1b y JKHMBOTI, HyAOTa, AWUCHEINCIS, MOPYIICHHS NEPUCTATIBTUKH KUIICYHUKY (BKIIOYAIOUU
Jiapero Ta 3arop).
Hewacro: GmtoBaHHSI, CyXICTh Y POTI.
Jlyxe piko: MaHKpeaTuT, TaCTPUT, TiepIuIa3is sAceH.
3 boky eenamobiniapnoi cucmemu.
Jly)xe piaKo: TemaTuTH, >KOBTSHHI, IMIJBUINCHHS PIBHS IMEYIHKOBHX (pepMeHTIB (10 Haifuacrimie
aCOIIIFOBAJIOCS 13 XOJIECTA30M).
3 60Ky wiKipu ma niOwKIipHoi MKAHUHU.
Hewacro: amomernis, myprypa, 3MiHa 3a0apBJICHHS IIKIpH, MiABUIICHE MOTOBHIUICHHS, CBEpOIK,
BHCHII, €K3aHTEMa, KPOITUB THKA.
Jly)xe piAKO: aHTIOHEBPOTHUHHH HAOpAK, MyabTH(GOpPMHA epuTeMa, eKC(OJIaTUBHUN JEepMaTuT,
cunapom CriseHca-JI)xoHcoHa, HaOpsak KBiHke, (OTOUYTINBICTD.
3 boky cxenemHno-m 30801 ma cnOLy4HOT MKAHUH.
Yacto: HaOpsiKkaHHS TOMUIOK, CyJIOMHU M S31B.
Heuacro: aptpanrisa, mianris, OUTb y CIIUHIL
3 60Ky HUPOK ma ce408UdLIbHO20 MPAKMY.
Heuwacro: nopymieHHs: ceuoBUAUIEHHS, HIKTYpIis, MIBUILIEHA YaCTOTA CEUOBUITYCKaHHS.
3 6oxy penpodykmueroi cucmemu ma MOJIOYHUX 3A7103.
HeuacTo: iMmoTeH11is], TIHEKOMACTIS.
3azanvHi nopywenHs ma cmanu y Micyi 66e0eHHs.
Jlye yacTo: HaOpsIKH.
YacTo: miaBHUIlleHa BTOMJIIOBAHICTh, aCTEHI.
Heuwacro: 6i1b y rpyasx, Ou1b, HE3AYKaHHS.
Jlocnioowcenns.
Heuwacro: 30utbmeHHst 200 3MEHIIEHHS MacH Tija.
[ToBimomIIsIOCS PO BUHATKOBI BUNIAJKH PO3BUTKY €KCTPAIiPaMiTHOTO CHHIPOMY.

ITH.
AmmoaumiH 100pe MepeHOCUThCs MpH 3acTocyBaHH1 AiTsaM. [Ipodins mobiuyHuX peakiliii OyB Mo i0HUM
0 THX, IO CIOCTEpiralucs y JopociuxX. Y JOCHDKeHHI 3 ydacTio 268 mited HalvacTiine
MOBIIOMJISUIOCS  TMPO  Taki MOOIYHI peakilii: TOJOBHUH OiTb, 3allaMOPOYCHHS, PO3IIUPEHHS
KPOBOHOCHHUX CY/IMH, HOCOBa KpOBOTE€Ya, OUIb y )KUBOTI, aCTEHIS.
butbmricte mo6iUHMX peakiiii Oymm Jjerkoro abo momipHOTO CTymeHs. Tspkki MoOivHI peakiii
(mepeBa)kHO TOJOBHUU OUTb) croctepiranucs y 7,2 % mpu 3acTocyBaHHi 2,5 Mr amJionuIiny, y 4,5 %
P 3aCTOCYBaHHI 5 MI amyioAMIiny, Ta y 4,6 % — y rpyni miane6o. HalinomupeHinow npuduHo0
BUKIIIOUEHHSI 3 JIOCHIIKEHHs1 Oyna HEKOHTpOJIbOBaHa rimepTeH3is. JKoaHOTro pasy BUKIIOYEHHS 3
JOCIIJDKEHHST He OyJI0 CIPUYMHEHE BIIXWJICHHSAMHU J1a00paTOpHUX IMOKa3HUKIB Big Hopmu. He Oyio
3a(iKCOBAHO CYTTEBUX 3MiH IYJIbCY.
Tlosioomnenns npo nioosprosani nobiuni peakyii.
[ToBimomIIeHHS PO MMiI03pIOBaHi MOOIYHI peakilii Mmicas peecTpallii JiKapchbKoro 3aco0y Ma€e BaXKJIMBE
3HaucHHd. Lle mae 3Mory mpoBoauTu Oe3nepepBHHMII MOHITOPHUHI CIIBBITHONICHHS MDK KOPHCTIO 1
pHU3HMKaMH, MOB’SI3aHUMHU 13 3aCTOCYBAHHSM IIHOTO JiKapchkoro 3acoOy. Jlikapsm ciin 3BiTYBaTu Mpo
OyIb-sIK1 Mi103pIOBaHi MOOIYH1 peakilii BiAMOBIIHO 10 BUMOT 3aKOHOIaBCTBA.

Tepmin npuoamnocmi. 5 poxis.

YMmoBu 30epiranns. 30epiratu npu temnepaTypi He Bumie 25 °C y 3axMIEeHOMY BiJ CBiTJia Ta
HEIOCTYITHOMY JJIS 1ITeH MiCIIi.

YnakoBka.
ITo 10 Tabnerok y 6mictepi; mo 3 OxicTepu y KapTOHHINH KOPOOIT.

Kareropis Binnmycky. 3a penenrom.



Bupo6nuxk.
3AT dapmanesruunuii 3aBoj EI'IC, Yropmmua/EGIS Pharmaceuticals PLC, Hungary.

Micue3HaxoakeHHs1 BHPOOHHKA TA HOro aapeca Micusi NPOBa/KeHHs AiuIbHOCTI. 1165 M.
bynanemr, Byn. bekensgenni, 118-120, Yropmuna/1165 Budapest, Bokenyfoldi ut. 118-120,
Hungary.
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