IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MUJIIPOHAT®

(MILDRONATE®)

Cknao:
ditoua pevosuHa: meldonium;
5 Mz po3uuHy (1 ammyna) MiCTATh MennbaoHit0 aurigpaTy 500 mr;

donomidcHi peuosuHu: BOOA OIS iH €KIIiM.

JIikapceka ¢opma. Po3uuH s il eKIIii.

OcHogHi (pi3uko-ximiuHi 81acmusocmi: mpo3opa 6e3bapBHa pimuHa.

®apMakKoTepaneBTUYHA Irpyna.

a1 kapaionoriyHi npenapatu. Kog ATX CO1E B22.

dPapmakono2iuHi eaacmueocmi.
®apmakoOuHamika.

MenbaoHil € IOTIEPETHUKOM KapHITUHY, CTPYKTYPHUM aHanoroMm raMmma-6ytupobetainy (I'EB), B
SKOTO OIUH aTOM BYIJIEL}0 3aMillleHuY Ha aTOM a30Ty. Moro fi0 Ha opraHi3M MOXHAa [IOSCHUTHU
IBOSIKO.

1. BB Ha 6i0CHHTE3 KapHITHHY.

MenbaoHi#, 060poTHO iHTiOyI0uM raMMa-0yTUPoOeTalHTigPOKCHIIa3y, 3HUKY€E 6i0CUHTES
KapHITUHY i TOMY II€pEeIIKO/Ka€E TPAHCIOPTYBaHHIO JOBTOJIQHIIOTOBUX XKUPHUX KUCJIOT KPi3b
000JIOHKM KJIITHH, TAKUM YMHOM IIePEIIKOIXKal0ul HaKOMMYEeHHIO B KJIITUHAX CUJIBHOTO
IeTepreHTa — aKTUBOBAHUX (OPM HEOKUCTIEHUX KUPHUX KUCIIOT. TaKUM YUHOM,
TI0TIePeZKAETHCS MOMKOOKEHHS KIIITHHHAX MeMOpaH.

[Ipu 3MeHIEHHI KOHIIEHTPallil KapHITHHY B yMOBax illeMii 3aTpuMyeThcsi 6eTa-oKCuaallis
JXXUPHUX KUACJIOT Ta ONTUMI3YETHCS CIIOKUBAHHS KUCHIO Y KIIITUHAX, CTUMYJIIOETHCA
OKMCJIEHHS TJIIOKO3U Ta BiJHOBIIIOETHCS TPAHCIOPTYBaHHS afeHo3uHTpUpocharty (ATD) Big



MicIb 0ro 6i0CHHTE3Y (MITOXOHAPIl) 0 MiCIlb CIIOKMBaHHS (IIUT03071b). [10 CyTi, KITiTHHA
3a0e3MeuyoThCS MOKUBHUMYU PEUOBUHAMU Ta KMUCHEM, a TaKOXK ONTUMI3yEThCS CIIOKUBAHHS
IIX PEYOBUH.

Y cBoio uyepry, npu 30inbiieHHi OiocuMHTE3y IomepeoHuKa KapHiTuHY, To6TO ['BBH,
aKTUBI3yeThCSI NO-CHHTETa3a, B Pe3y/bTaTi Y0ro IMOKPAIIYIOThCS PEONIOTiYHi BTACTUBOCTI KPOBi Ta
3MEHIIYEThCS TepudepUudHmi OIip CyxH.

[Ipu 3MeHIIeHH] KOHIIeHTpallil MeIbooHi0 6i0CHHTE3 KapHITUHY 3HOBY ITOCUITIOETHCS 1y
KJIITUHAX MTOCTYIIOBO 30ibIIyETHCSA KiTbKICTh XKUPHUX KUCIIOT.

BBaxa€ThCs, 10 OCHOBOIO e(PEeKTUBHOCTI [Iil MeJIbIOHIIO € MiIBUINIEHHS TOJIEPAHTHOCTI 10
KJIITUHHOTO HaBaHTaXeHH (IIPY 3MiHi KiJIbKOCTI JKUPHUX KUCJIOT).

2. ®yHKI1ig MeqiaTopa y rinoTetnyHiv ['Bb-epriuni cucremi.

BucyHyTo rimote3y Ipo Te, 110 B OpraHi3Mi iCHye cucTeMa Iepefayi HeUpOHaJIbHUX
curHari - ['Bb-epriuHa cuctema, ska 3a0e3nedye mepefgayy HEPBOBOI'O iMITYIbCY MixkK
KJIiTuHaMU. MefiaTopoM Ifi€l CHCTEMU € OCTaHHiM monepenHuK KapHiTuHY - [Bb-edip. ¥
pe3ynbTati mil 'bb-ecTepa3u MefniaTop BiA#a€e KIIiTHHI €JIEKTPOH, TAKUM YMHOM IIEPEHOCI YN
eJIeKTPUYHUM iMIynbc, mepeTBopioeThes v I'BB. [ani rimponizoBana ¢popma I'Bb akTuBHO
TPaAHCIIOPTYETHCA B IIEYIHKY, HUPKU Ta S€YHUKHY, [I€ IIEPETBOPIOETLCA Y KapHITUH. Y
COMaTUYHUX KJIITUHAaX Y BIAIIOBiAb Ha IIOOPa3HEHHS 3HOBY CUHTE3YIOThCS HOBI MOJIEKYIIN
I'BB, 3a0e3neuyoun MOMKUPEHHS CUTHATTY.

[Tpu 3MeHIIEeHHI KOHIIEHTpPAallil KapHITUHY CTUMYJIOETLCS cuHTEe3 ['BB, v pe3ynbTaTi 9oro
30inmbIIyEThCS KOHLIeHTPallis edipy ['Bb.

MernbaoHiY, K 3a3HAYEHO paHillle, € CTPYKTYpHUM aHanoroM I'BB Ta M0oXe BUKOHYBaTU
¢byHKIil «Mepniatopa». Ha npotusary msomy, ['Bb-rigpokcunasa «He BIi3Ha€» MeNIbAOHIH,
TOMY KOHIIEHTPallisi KApHITUHY He 30iNbIIyEThCS, @ 3MEHIIYEThCS. TaKUM YMHOM, MEJIbIOHIH,
3aMiHIOIOYU «MefiaTop» i CIpug4y NpupocTy KoHneHTpalil I'bb, mpu3BoauTh 0o pO3BUTKY
BiATIOBiAHOI peakiiii opraHiaMy. Y pe3ynbTaTi 3poCTa€ 3arajabHa MeTa0oJliuHa aKTUBHICTh
TAKOX y IHINUX CUCTeMax, HallpUKJIaf, y eHTpasibHili HepBoBii cucteMi (LIHC).

Bnaus Ha cepueso-cyOuHHy cucmemy.

Y mocnipKeHHSIX Ha TBapMHAX BCTAHOBJIEHO, 1110 MEJIb[OHIM TO3UTHUBHO BIIJIUBAE Ha
CKOPOT/IMBY aKTUBHICTh MiOKapaa, 1OMy IpATaMaHHa MiOKapHAiOmpOTeKTOPHA [if (B T.4.
IIPOTH KaTeX0JIaMiHiB Ta allKOT0JIi0), BiH 3JaTHUY MMONEePEAUTH IIOPYIIEHHS PUTMY CepIld,
3MEHIIXUTH 30HYy iHQapKTy MioKapaa.

TwemiuHa xeopoba cepys (cmabisbHa cmeHoKapdisi HABAHMANCEHHS).

AHani3 K/TiHIYHUX JaHUX [P0 KYpCOBe 3aCTOCYBaHHS MeIbAOHII0 IIPH iKyBaHHiI cTabinbHOI
CTEeHOKapZAil HaBaHTaXXEeHHS [10Ka3aB, 110 IpellapaT 3MeHIIy€e YacTOTy Ta iIHTEHCUBHICTh
HallafiB CTEHOKapMil, a TAaKOXK KiTbKIiCTh TLEPUNITPUHITPATY, 110 3aCTOCOBYETHCH.
[IpemapaT MposiBIIsie BUpPaXKeHy aHTUAPUTMIiUHY [il0 ¥ XBOPHUX i3 ilIeMigyHOI0 XBOP006O0I0 cepIis
(IXC) Ta mnyHOYKOBAMY €KCTPACHCTOIaMy, MEeHIIa Aisf CIIOCTEPIraeThCs y MAIli€HTIB i3



CYIIPABEHTPUKYIIAIPDHUMHU €KCTPACHUCTOJIAMHA.

Oco01MBO BaxXXIUBOIO € 3MATHICTD MpenapaTy 3MeHIIyBaTH CIIOXKWBAHHS KMCHIO y CTaHi
CIIOKOIO, II[0 BBaXKA€ETHCS e(heKTHBHUM KPUTEPiEM aHTHaHTiHaMbHOI Teparrii IXC.

MernbooHIY COIPUATINBO BIJIUBA€ HAa aTEPOCKIEPOTUYHI IPOLeCH Y KOPOHAPHUX Ta
neprudepruyHUX CynIrHaX, 3MEHIIYIOUN 3arajibHUY PiBeHb X0JIECTEPUHY y CUPOBATII KPOBi Ta
IHIEKC aTepOreHHOCTI.

XpoHiuHa cepuesa HedocmamHicmeo.

Y BigHOCHO OaraThoX KIiHIYHUX MOCTIOXKEHHSIX aHali3yBaacs Pojb MeIbI0Hi0 IIpu
JIIKyBaHHI XPOHIYHOI CepIieBOl HefoCTaTHOCTI y pe3ynbTati IXC Ta Big3HaueHa 10T0
3MaTHICTh 30i/bIIyBaTH TONEPAHTHICTh A0 (i3MUYHOr0 HaBaHTaXKEHHS, a TAaKOXK 00’ €My
BMKOHAHOI poOOTH IalliEcHTaMH i3 CepIieBO0 HEIOCTATHICTIO.

B okpemMoMy [OCTifXKeHH] y Kaphionorigyaux inctutyrax JlaTsil Ta ToMChKa niepeBipeHa
e(eKTHBHICTb MeIbIOHII0 V BUMIAAKY CepIeBoi HemoCTaTHOCTI [-1II PyHKIIiOHAIBHOTO KJIacy
3a Kacugikarnieo Helo-Hopkchkoi kapmionorignoi acomiamnii (NYHA) cepefHbOr0 CTyIeHs
TS2KKOCTi. Ilim BmuBOM Teparii MenbooHieM 59-78 % mallieHTiB, y IKUX Ha Mo4aTKy Oyna
IiarHOCTOBaHa cepIieBa HemocTaTHICTh II GyHKITIOHANBHOTO Kacy, Yy BKITIOYeHi {0 rpymnu [
(GyHKITIOHATIBHOTO KJ1acy. BCTaHOBIIEHO, 1110 3aCTOCYBaHHS MEJIbIOHII0 ITOKPAIIY€E iHOTPOIHY QYHKIIiI0
MioKapfa Ta 30i/bIye TOIEPaHTHICTh 0 Gi3NYHOTO HaBaHTaXKEHHS, TOKPAIIYE SKiCTh KUTTS
MAIiEHTIB, HE CIPUYHUHSIIOUY TSIXKKUX MOOIYHUX e(heKTiB.

Y BUDAOKy TAKKOI CepIlieBOl HEAOCTaTHOCTI MeJIbI0HIN He0OXiIHO 3aCTOCOBYBaTH Y
KoMOiHaIril 3 iHIMMy TpafguIliiHUME 3aco0aMu Tepailii cepiieBoi HeloCTaTHOCTI.

Bnaue Ha IIHC.

B ekcnepuMeHTaxX Ha TBapyUHaX BCTAHOBJIEHO @aHTUTIMIOKCUYHY [1i10 MeJIbOHII0 Ta Ai0 Ha
MO3KOBUM KpPoB00Oir. [IpenapaT onTUMi3ye Iepepo3noain 06’eMy MO3KOBOTO KpOBOOOiry Ha
KOPHUCTD illIeMiYHUX OCEPEe[IKiB, MiIBUINYE MillHICTh HEMPOHIB B YMOBaX TillOKCil.

[IpemnapaTy nmpuTaMaHHa cTuMysooda mist Ha [THC - migBuilleHHS PyXOMOl aKTUBHOCTI Ta
(GisuuHOl BUTPUBAIOCTI, CTUMYIIAIIS TTOBENiHKOBUX peakiIliii, a TaK0XK aHTHCTPECoBa Mis -
CTUMYJIAISA CHMIIaTOaApeHa0B0l CUCTEMY, HAKOIIMUYEHHS KaTeX0JIaMiHiB y TOJIOBHOMY
MO3KYy Ta HaJHUPKOBUX 3a/103aX, 3aXUCT BHYTPIIIHIX OpPraHiB Bif] 3MiH, AKi CIIPUYNHEH]
CTPECOM.

EgexmugHicmb npu He8po/102iYHUX 3aXBOPIOBAHHSX.

IloBeneHo, 1110 MeNIbIOHIY € e)eKTUBHUM 3ac000M Y KOMIIJIEKCHiN Tepallii TOCTPUX Ta
XPOHIYHUX MOPYIIeHb MO3KOBOT'0 KPOBOOOITy (ilemMiyHuM iHCYNIbT, XpOHIYHA HEIOCTATHICTh
MO3KOBOT0 KpOoB000iry). MenbaoHi#t HOpMai3ye TOHYC i OMipHiCTh KaminsgpiB Ta apTepion
TOJIOBHOT'O MO3KY, BiTHOBIIIOE 1X PeaKTHUBHICTb.

BuB4YeHO BIIMB MeJIbAOHII0 Ha Ipolec pealisiTallil mauieHTiB 3 MOPYLIEHHAMI
HEBPOJIOTIYHOI0 XapaKTepy (Imicisa mepeHeceHnX 3aXBOPIOBaHb KPOBOHOCHUX CYOUH
TOJIOBHOT'O MO3KY, OIlepalliil Ha F0JIOBHOMY MO3KY, TPaBM, [IepeHeCeHOr 0 KII0BOT0



eHnedanrTy).

Pe3ynbTaTyl IepeBipKy TepaneBTUYHOl aKTUBHOCTI MeIbOOHII0 CBiAYaTh IIPO MOT0
[0303aJie’kHY MTO3UTUBHY [if0 Ha (Hisu4Hy BUTPUBAIICTh Ta BifHOBIEHHS QYHKIIOHAIBHOI
He3aJIeXKHOCTI B IIepiof ogyKaHHA.

[Tpu aHami3i 3MiH OKpeMUX Ta CyMapHUX iHTeNeKTyaJbHUX QYHKIIH MiCIg 3aCTOCYBaHHS
IpenapaTy BCTAHOBJIEHO IIO3UTUBHY [il0 Ha BiTHOBJIIOBAHUM MIPOLIEC IHTENIEKTYaIbHUX
GyHKIIN ¥ IIepion omyKaHHS.

BcTaHOBIIEHO, 110 MENbAOHIN IOKPAIlyE PEKOHBANIECIEHTHY SKICTh KHUTTA (TOJIOBHUM YHMHOM
3a paxyHOK OHOBJIEHHS (pi3MyHOl (DyHKIIl opra”i3aMy), OO TOT0 XK BiH yCyBa€ ICHAXOJIOTiduHi
IIOPYLIEHHS.

MenbaoHi0 MPpUTaMaHHUY MO3UTHBHUN BIINIUB Ha (YHKIIiI0 HEPBOBOI CUCTEMH 3MEHIIIyBaTH
MIOPYILEHHS Y MallieHTiB 3 HEBPOJIOTIYHUM Ae(ilUTOM y IIepiof ogyKaHHS.

[TokpaIyeTbCs 3aralbHUY HEBPOJIOTIYHUM CTaH Malli€eHTiB (3MEHIIEeHHS MOMKOIXKEeHHS
HEPBiB I'OJIOBHOT'0 MO3KY Ta ITATOJIOTii pedIeKciB, perpecis mapesiii, moKpalieHHs
KOOpIXHAIIil PyXiB Ta BeTeTaTUBHUX (DYHKIIii).

dapmMaKoKiHemuxka.

®apMaKOKiHeTUKY BUBYAIM ¥ 30OPOBUX NOOPOBOJIBIIIB IIPU 3aCTOCYBaHHI MeJIbIOHI0
BHYTPILIHLOBEHHO Ta IIE€POPabLHO.

BCcMOKTYBaHHS

BiogoctymnHicTs ctanoBUTh 100 %. MakcumanbHa KOHIIeHTpaLisa y mia3mi Kposi (C,,,)
IOCATAEThCS OMIPa3y X Iicist BBemeHHs. [Tic/si BHYTPIIIHLOBEHHOT'0 BBEIEHHS 0araTOKpaTHUX 03
Cmax mocsrae 25,5 £ 3,63 MKr/MiI.

[Tpu BHYTPIIIHEOBEHHOMY BBEJ€HHI IJIOIIA IIif KPUBOIO KOHIIeHTpaIisf-4ac (AUC) micns
Pa30BOT0 Ta MOBTOPHOTO BBEIEHHS [03 MEJIbIOHII0 BiAPI3HAETHCS, 110 CBIIYUTH IIPO
MOXKJIMBE HaKOMMUYEHHS MEJIbAOHII0 B IIJIa3Mi KPOBI.

Posnmopin

MenbaoHiY i3 KPOBOTOKY IIBUAKO PO3IMOMINIAETHCA Y TKAHUHAX 13 BUCOKOIO CEPLIEBOIO
adinnicTio. MenmbaoHIN Ta HOro0 MeTaboIiTH YaCTKOBO IIPOXOASATh KPi3b IIalleHTapHUM
6ap’ep. Y mocmigKeHHSX Ha TBapHHAX BCTAHOBIIEHO, 1110 MEJIbIOHI! TPOHUKAE Y MOJIOKO
MaTepi.

BioTpaHcdopmarrig

Y mocnigxkeHHSX MeTab0J1i3My Ha eKCIIePUMeHTaIbHUX TBapHHAX BCTAHOBIIEHO, IO
MeJIbJIOHIY TOJIOBHUM YMHOM MeTa0O0Ti3yEThCS Y MEYiHIIi.

BuBenenus



Y BUBeieHHI MeNbOHII0 Ta M0r0 MeTaboJIiTiB 3 OpraHi3aMy Ma€ 3HaUeHHS peHallbHa
ekckpellis. [Ticyis pa30BOro BHYTPIIIHBOBEHHOI'0 3aCTOCYBaHHA 103 MesboHi0 B 250 mr, 500
Mr Ta 1000 Mr mo4aTKOBUY N1epiof HalliBBUBENEeHHS MEJIbIOHII0 CTaHOBUTE 5,56-6,55
TOOYHY, KiHIIeBUY MTepPioa HaliBBUBEIEHHS CTaHOBUTH 15,34 roguHu.

Oco06aKBi IPYIIHK MAIiEHTIB

ITayieHmu AiMHbO20 BiKY

[TamieHTaM MITHHOTO BiKy 3 MOPYIIEHHIMHU (YHKIIII I€YiHKY Ta HUPOK, Y SKUX MiTBULIYETHCI
6iomocTymnHIiCTh, HEOOXiTHO 3MEHIITYBATH 03y MENbIOHII0.

ITopyweHHA PYHKUIT HUPOK

[TarieHTaM 3 MOPYUIEHHSIMY QYHKIII HUPOK, Y SKUX IiIBUITYETHCS 0i0gOCTYIIHICTS,
HeoOXigHO 3MEHIIUTH 03y MeJbA0Hil0. [CHye B3aeEMOIisi HUPKOBO1 peabcopOilil MenbaoHi0
abo 1oro MeTaboJIiTiB (HanmpuKiag, 3-TifPOKCUMeNb0HII0) Ta KapHITUHY, B PE3y/IbTaTi K01
30iNBbIIyETHCS HUPKOBUI KITipEHC KapHiTUHY. BifmcyTHiN npsamuil BunuB MenbaoHioo, I'Bb Ta
KoMOiHalril menbaoHi0o/Tbb Ha peHiH-aHTi0TeH3UH-aIbA0CTEPOHOBY CUCTEMY.

IMopyweHHA pyHKUII neviHKu

[TamieHTaM 3 NOPYLUIEHHSIMU (PYHKIIII NE€YiHKY, Y AKUX MiABUIIYETHCSA 0i0OOCTYIIHICTS,
HeoOXigHO 3MEHIIUTH 03y MeNbIoHit0. [Tpy HOCHiIKeHHAX TOKCUYHOCTI Ha Iypax Ipu
3aCTOCyBaHHI MeNbOHiI0 B 103i Oinbiie 100 MI/KT BCTaHOBIEHO 3a0apBIeHHS MTEYiHKY Y
JKOBTHUU KOJIip Ta JeHaTypalisd kKupis. [Ipu ricTonaTonoriviux NOCIiAKEeHHSIX Ha TBapUHaxX
IIiCJIS1 3aCTOCYBaHHS BeJIUKUX 403 MenbaoHiio (400 mr/kr Ta 1600 MI/KT) BCTaHOBJIEHO
HaKOMWYEHHS JIiMifiB y K/IITUHAX NeYiHKYU. 3MiHU TOKA3HUKIB QYHKIIi1 IEYiHKU Y T0Aen
micns 3acTocyBaHHs Benukux 03 400-800 mr He criocTepiranocs. He MOXXHa BUKITIOUUTH
MOZKJIMBY iH(IIbTPAIi0 XKUPIB Y KITITUHYU NTE€YiHKMN.

Himu

Hemae ganux mpo 6e3mneky Ta e(eKTUBHICTb 3aCTOCYBaHHS MEJIbAOHII0 [iTAM BikoM f0 18
POKiB, TOMY 3aCTOCYBaHHS IpenapaTy TakKiil KaTeropil nami€eHTiB IPOTUAIIOKa3aHe.

Kniniuni xapaKTepuCTHKH.
Ilokazauns.
Y KOMIIIEKCHIiil Teparil HaCTyIMHUX 3aXBOPIOBaHb:

- 3aXBOPIOBAHHS CEPIISt Ta CYOMHHOI CUCTEeMHU: cTabibHa CTeHOKap/isi HaBaHTaXKeHHS,
XpOHiYHa cepileBa HeqocTaTHiCTh (NYHA I-III ¢pyHKIioOHanbHUE KiIac), KapaioMionaTis,
(GyHKITIOHAIbHI TOPYIIEHHS OiSIbHOCTI Ceplisd Ta CYOUHHOL CUCTEMU;

- TOCTpi Ta XPOHiYHI ilmeMiyHi MOPyIIeHHS MO3KOBOT'0 KPOBOOOBITy;

- 3HMXKEHAa MMpale3JaTHICTh, Qi3uYHe Ta ICUX0EeMOIliiHe ITepeHanpyKeHH;



- y mepiof omyKXaHHS MMicys epeOpoBaCKyISIPHUX MOPYIIeHb, TPABM I'OJIOBH Ta eHIedarliTy.

IIpomunoka3aHHA.

- [TigBuIleHa YyTAUBICTh [0 MENbOHI0 Ta/ab0 [0 OyAb-9KOl 3 JOTIOMiKHUX PEYOBUH
JIiKapChKOTo 3acoby;

- MigBUIEHHSA BHYTPIIIHBOUYEPEIIHOTO TUCKY (IIpU IOPYILIEHHI BEHO3HOTO BiATOKY,
BHYTPIIIHbOYEPEHUX MMyXJINHAaX);

- TsI2KKa Ie4iHKOBa Ta/ab0 HUPKOBa HEOCTATHICTh (HEMAa€E NOCTATHIX MaHUX PO 0e3MmeKy
3aCTOCYBaHHS).

B3aemodis 3 iHwumMu nikapcobkumu 3acodamu ma iHwi eudu e3aemodili.

MenbmoHil MOXKHa 3aCTOCOBYBaTH Pa30oM i3 HiTpaTaMu IIPOJIOHTOBAHOI [iil Ta iHIIUMHU
aHTHAHTiHAIbHUMHU 3acobaMu (cTabilbHA CTEHOKAPMis HaBaHTAXKEHHS), CePIeBUMHU
TJIIKO3UAaMU Ta OiypeTUYHUMMU IIpernapaTaMu (cepiieBa HeJOCTATHICTE).

Takox 1oro MoxHa KOMOiIHyBaTU 3 aHTUKOATy/IsSTHTaMHU, aHTHarperanTaMy,
AHTHAPUTMIYHUMU 3ac00aMU Ta iHIIMMU IIperapaTaMHy, 110 ITOKPAIIYIOTh MiKPOLIUPKYJISIIiiO.

MenbaoHil MOXKe MigCUIIOBATH [il0 IpernapariB, AKi MiCTATh IJIilepUITPUHITPAT, HiheOuIIiH,
OeTa-apeH00I0KATOPH Ta iHII TiMOTeH3uBHi 3acobu Ta neprudepuyHi Ba3oAUIaTaTOPH.

Y pe3ynbTaTi 0HHOYACHOTO 3aCTOCYBaHHS IIperapaTiB 3a1i3a i MeJIbAOHII0 y Malli€HTIB 3
aHeMi€l0, CIPUYUHEHOI0 AediuToM 3asi3a, IOKpallyBaBCs CKiaf XKUPHUX KUCIIOT B
epUTPOLUTAaX.

[Tpu 3acToCyBaHHI MeNbAOHI0 B KOMOiHaMil 3 0POTOBOX KUCJIOTOI AJIS YCYHEHHS
IOIIKOXKEHb, CIIPUYNHEHUX illleMiero/penepdy3i€lo, CIOCTePiraeTbCs HOOaTKOBUU
dhapMaKonoriuHu ePeKT.

MenbaoHiY mornomMarae yCyHyTH IIaTOJIOTIYHI 3MIHU Ceplis, CIPUYUHEH] a3Uu0TUMIANHOM
(A3T), Ta omocepenKOBaHO BIJIUBAE Ha Peakilil OKUCHOTO cTpecy, cnpuunHeHux A3T, ski
IIPUBOAATH A0 OUCQYHKIII MiTOXOHAPiH. 3aCTOCyBaHHSI MeJbA0OHII0 B KoMOiHallil 3
as3ugoTUMIIMHOM abo iHIIMMY NpenapaTaMu A JikyBaHHs CHIIly Mae MO3UTHBHUM BILIUB
Ipu NiKyBaHHI HabyToro imyHomedimuTy (CHII).

Y TecTi BTpaTtu pedieKCy piBHOBArd, CIPUYMHEHO]l €TAHOJIOM, MEeJIbIOHIM 3MeHIITyBaB
TPUBAJICTh CHY. Ilig 4ac cygoM, COpUYMHEHUX IIEHTUIIEHTETPa30JI0M, BCTAHOBJIEHO
BUpaxKeHy IPOTUCYIOMHY [it0 MeJIbOOHII0. Y CBOIO Yepry, IIPU 3aCTOCYBaHHI IIepef Tepali€
MeJbIoHiEM anmb(da,-anpeHoboKaTopa HoxiMOiHy B 003i 2 MI/KT Ta iHTiOiTOpYy CHHTa3u
okcuny a30Ty (COA) N-(G)-uitpo-L-aprixiny B mo3i 10 Mr/KT, MOBHICTIO0 6JI0KY€ETHCS IIPOTUCYIOMHA
Iisl MeJIbOoHIIO.



[lepemo3yBaHHST MEIbI0OHII0 MOXKE ITOCUIUTU KapAiOTOKCUYHICTh, CIPUYUHEHY
1uKIopochamiogom.

HediuuT KapHITHHY, SKUU YTBOPIOETHCS IIPY 3aCTOCYBaHHI MENIbIOHII0, MOXKE MOCUITUTH
KapAiOTOKCUYHICTh, CIPUYHUHEHY ipochaMigoM.

MenbmoHil Ma€e 3aXUCHY [il0 y BUMIaAKY KapOiOTOKCUYHOCTI, CIPAYMHEHO] iHOUHABIpOM, Ta
HENPOTOKCHYHY [Iif0, CIPUYHUHEHY e(daBipeH30M.

He 3acTocoByBaTH pa3oM 3 iHIIUMU IIpenapaTaMu, 0 MiCTSITh MeNbIOHIH, OCKIJIbKA MOXKe
30iTBIIUTHCS PU3UK BUHUKHEHHS MOOIYHUX PEeaKIIil.

Oco06.1ueocmi 3acmocyeaHHs1.

Y pasi HasgBHOCTI y Malli€HTiB NOPYIIeHb (PYHKIIi1 MeYiHKHU JIETKOTO YA CEePEeIHbOT0 CTYIIEHS
TSKKOCTi Ta/ab0 HUPOK B aHaMHe3i ITPX 3aCTOCYBaHHI IpemnapaTy HeoOXiTHO JOTPUMYBATHUCS
00epekHOCTI (CITif MPOBOAUTY KOHTPOJb (PYHKIIIM MeuyiHKy Ta/abo HUPOK). baraTopiunui
IOCBif MiKyBaHHS rOCTPOro iHdapKTy Miokapga Ta HecTabibHOI CTEHOKapPAil B
KapOioJIOTiYHUX BififliIeHHIX MTOKa3ye, 10 MEeIbAOHIN He € IpelapaToM MEePIIOro PSRy Ipu
TOCTPOMY KOPOHaPHOMY CUHAPOMI.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb.

II71s1 OIIiIHKY BIIJIMBY MEJIbAOHII0 Ha BaTiTHICTh, PO3BUTOK eMOpioHa/II0fa, IIOJIOTH Ta
IIiC/IAII0JIOTOBUYM PO3BUTOK AOCIIIAXKEHb Ha TBapUHaX HEJOCTATHLO. [IOTEHIINHUY PU3UK A1
JIF0[eV HEBIOMUM, TOMY MeJIb[OHIN y IIepiof BariTHOCTI IPOTUIIOKA3aHUM.

I'odyeaHHA 2pydoio.

IlocTynHi faHi Ha TBapUHAaX CBigqYaTh NPOo IIPOHUKHEHHS MEJIbA0HII0 B MOJIOKO MaTepi. HeBigomo, uun
IIPOHMKA&E MEeNbAOHIN y TPYAHE MOJIOKO MIOAUHU. He MOKHa BUK/TIOUUTH PUIUK OJIS
HOBOHAPOIKEHUX/HEMOBIISIT, TOMY B IIE€PIO[ TOMyBaHHS TPYAAI0 MENTbOOHIN TPOTUIOKA3aHWH.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

IocmigkeHb 05 OLIHKY BIJIMBY Ha 3J@aTHICTh KePyBaTH TPAHCIIOPTOM Ta OOCITyTOBYBaTH
MeXaHi3MU He TPOBOOUIIH.

Cnocid 3acmocyeaHHsi ma do3u.



BHYTpiU.IHbOBeHHO. 3aCTOCy'BaHHH IIpeIapaTy He Hepen6aqae creliaabHOI0 IIPUTOTYBAHHA
rnepeq BBEOEHHAM.

Y 3B'SI3Ky 3 MOXKJIMBUM CTUMYJIOI0UUM e(EKTOM IIpernapaT PEKOMEHAYEThCS 3aCTOCOBYBATH
B [IEPILIiY [IOJIOBUHI AHS.

Hopocai

Ioza crarnoButh 500-1000 mr (5-10 M) y BeHy, il BBOASTH 3a ONUH pa3 abo AinsATh Ha gBa
npuroMu. TpUBaIiCTh NiKyBaHHS 3a3BU4Yau CTaHOBUTH 10-14 OgHIB, MiCJIs 4OTO JTiKyBaHHSA
IIPOAOBKYIOTh II€POPAJIbHOIO TiKapChKOI0 (OPMOIO.

TpuBaiicTh KypcCy JiKyBaHHS CTAHOBUTH 4-6 TUXHIB. Kypc JlikyBaHHS MOXKHA IIOBTOPUTHU 2-3
pa3u Ha pIK.

ITayieHmu AIMHbO20 BIKY

[TarieHTaM MTHBOTO BiKYy 3 MOPYIIEHHIMHU QYHKIIII MediHKy Ta/ab0 HUPOK MOXKe
3HaJOOUTHCS 3MEHIIEeHHS 103U MeJIbAOHIIO.

ITauieHmu 3 nopyweHHAMU (YHKUil HUPOK

OcCkKiIbKY IIpelniapaT BUBOOUTHCS OPraHi3MOM 4Yepe3 HUPKY, NallieHTaM 3 IOPYLIeHHSIMUI
GYHKITI HUPOK Bifl IETKOTO 0 CEPENHBOTO CTYIEHS TSXKKOCTI CJIil 3aCTOCOBYBATH MEHIIY
103y MEeJbIOOHI0.

ITauieHmu 3 nopyweHHAMU (QYyHKUII neviHKu

[TamieHTaM 3 mOpyLIeHHSAMY (DYHKIIi1 MeYiHKYU Bifl JIETKOTO OO0 CEPEIHBOTO CTYIEHS TAKKOCTI
CJIiT 3aCTOCOBYBaTU MEHIIY 003y MEJIbIOHI0.

Himu.

BigcyTHi gaHi mpo 6e3meKy Ta e(eKTUBHICTh 3aCTOCYBaHHS MEJbAOHII0 AiTAM (BikoM 10 18
POKiB), TOMy 3aCTOCYBaHHS MeJIbIOHIIO i KaTeropil namieHTiB NPOTUIIOKa3aHe.

ITepedo3yeaHHs.

He noBimomisgiocs npo BUIIaAKU Iepefo3yBaHHs MeJIb[oHi0. [IpenmapaT MaJIOTOKCUYHUN Ta HEe
CIIPUYMHSIE 3aTPO3IUBUX MOOIYHUX e(eKTiB.

[Tpu 3HUKEHOMY apTepiaTbHOMY TUCKY MOXKJIKMBI '0JIOBHI 060J1i, 3alIaMOpOYeHHs, TaxikKapmis,
3arasibHa ciabkicte. JIIKyBaHHS CUMIITOMATHUYHE.

Y pasi TSXKKOTro nepeno3yBaHHs HeoOXiqHO KOHTPOIIOBATH QYHKIII IIe4YiHKY Ta HUPOK.



['eMopiani3 He Ma€e CyTTEBOTO 3HAUEHHS IIPYU [IEpPEeN03yBaHH]l MEJIbIOHII0 V 3B A3KY 13
BUpaXKeHUM 3B’sI3yBaHHSIM 3 OilkaMu KpOBi.

ITob6iyHi peakuii.

[Tobiuni edexTu Knacu@ikoBaHO 3a CUCTEMaMM OPraHiB Ta YaCTOTOI BUHUKHEHHS
BimmoBimHO 70 MedDRA: vacTo (= 1/100 mo < 1/10), pigko (= 1/10000 mo < 1/1000).

[To6iuHi edexTH, Ki cocTepiranucs y KIiHIiYHUX HOCTiAXKEHHSIX Ta ¥ TOCTMapKETUHT OBUY
mepion:

3 00Ky iMyHHOI CHCTEMHU

Jacmo |Anepriuni peakuii’

Pioko  [[limBullleHa 4yTIMBICTh, BKIIOYAIOYH aJIePriuHUN IepMaTUT, KPOIIUB' THKaA,
QHTiOHEBPOTUYHHUY HaOpSK, aHadimakTUYHI peakiiii fo IIOKY

3 OOKY MCHUXiKH

PiOKo |36y'):[}KeHHH, MOYYTTS CTPaxy, HaB sI3NIMBI OyMKH, IOPYILIEHHS CHY

3 60Ky HEPBOBOI CHCTEMU

Yacmo |[[onoBHi 6071i*

Pioko |[lapecrTesii, TpeMop, rinecTesis, IIyM y ByXax, BEPTUI0, 3allaMOPOYEHHS,
[IOpPYIIEHHS XOOU, IEPEOHENIPUTOMHUY CTaH, HEIIPUTOMHICTh

3 6OKy cepIst

Pioko [|3miHa puTMy ceplid, ceplieOuTTS, Taxikappis/CuHycoBa Taxikapmis, Gpibpumnsiis
[epencepnb, apuTMis, BiTUuyTTa OUCKOMGOPTY B IPYyASAxX/007i y TPYOSIX

3 60Ky KPOBOHOCHOI CUCTEMHU

Pioko |[ligBUIeHHS/3HUKEHHS apTepialbHOTO TUCKY, TiIePTEH3UBHUN KPU3, TillepeMis,
OIimicTh

3 60Ky opraHiB IUXaHHS, TPYHAHOI KJIITKYM Ta CEPENOCTIHHA

Yacmo [[HdeKIril nuxanbHUX MIISXiB

PiOko  |3amaneHHs y TOPII, Kalllesb, QUCITHOE, alTHOe

3 00Ky IIIYHKOBO-KUIIIKOBOTO TPAKTY

Yacmo |ducmnencis*

Pioko |[ducres3ig (MeTasniyHMit IpUCMaK y pOTi), BTpaTa aleTUTy, HyOoTa, OJII0BaHHS,
MeTeopu3M, fiapes, 0011 y KUBOTI, CyXicTh y poTi abo rimepcasiBaiist

3 OOKy IIKipK Ta MigIKipHOl TKaHUHU

PioKo |BI/ICI/II'II/I, 3araJibHi/MaKyJIb03Hi/lanynb03Hi BUCUIIH, CBEPOiIK

3 00Ky CKeJIeTHO-M S130B01 Ta CyNyTHHOI CUCTEMHU

Pioko |Boni y cruHi, M's130Ba c1abKicTh, M'sI30Bi cla3Mu

3 60Ky HPOK Ta CEYOBMBITHOI CUCTEMU

Pioko [[Tonaxkiypis

3arasibHi IOpPYIIeHHs Ta peaklil y MicIli BBeJeHHS

Pioko |3arampHa cia0KicTh, 03HOO, acTeHiss, HAOPSK, HAOPSIK 00muyYsi, HAOPSK Hir,
BiqUyTTS JKapy, BiAUYTTS XOJIOAY, XOJIOMHUM IIiT, peakilil B MiCIli BBeIeHHS,
BKJII0YAIO4YH OiJIL B MiCIli BBeJEeHHST

[locmimxKeHHS

Yacmo |ducninigemis, migBuiienHs piBHs C-peakTuBHOTO Oinka

Pioko  |Bimxunenns B enekTpokappiorpami (EKT'), mpuckopeHHsT po6oTu ceplis,
e03uHOPimisT*




* T1o6iuHi edexTH, SIKi cocTepiranucs y paHilie MpoBeJeHNX HeKOHTPOJIbOBAHUX KITiHIYHUX
BUNIPOOYBaHHSX.

Tepmin npudamHocmi.
O POKiB.

He 3acTocoByBaTu micng 3aKiHYeHHS TEPMIHY IPUNATHOCTI, 3a3HAYEHOr'0 Ha yIIaKOBIIl.

YMmoBH 30epiranssi.
30epiratu npu TeMiepaTypi He Buile 25 °C. He 3aM0OpoXKyBaTH.

30epiratu B HEOOCTYIIHOMY IJISI OiTEW MiCIIi.

YnakoBka.

[To 5 M1 B ammyi 3 6€3K0JILOPOBOTO CKa, | rifpoiTHYHOrO KJlacy 3 NiHi€ abo KpamKoio
po3JI0MYy.

[To 5 ammyn y KOHTYpHiil YapyHKOBi# yIIaKOBIi (MigOHi) 3 MOMTIBIHITXJIOPUAHO] TTiBKH.

2 a60 4 KOHTYpHI YapyHKOBi yIIaKOBKH (IIiAJOHN) TOMIIIIAIOTh B IIAYKY 3 KapTOHY.

Kareropis Bignycky.

3a penenToM.

BupoOHUK.

BupobHuk, sikull gionosidae 3a sunyck cepii, 8KA04ar04u KOHMpOob cepii/aunpobys8aHHs.

AT «I'piHgerc».

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaKeHHsI Tis/IbHOCTI.

Byn. Kpyctminc, 53, Pura, LV-1057, JlaTBis.

3asIBHHK.



AT «I'piHpgerc».

Micue3HaxoaKeHHsI 3asiBHHKa.

Byn. Kpyctminc, 53, Pura, LV-1057, JlaTBis.



