IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Meitop®

(Melitor®)

Cknao:
ditoua pevosuHa: agomelatine;
1 TabneTka MiCTUTE: 25 MT' arOMeJTaTHHY;

0onomidCHI peyo8uHU: TaKT03a, MOHOTiApaT; KpoXMaslb KyKypPyA3sHUN; OBINOH; HATPilo
KPOXMAaJbTIKONAT (TUI A); KMCJIOTa CTEAaPUHOBA; MarHilo cTeapaT; KPEMHIiI0 HiOKCHU[ KONIOITHUM
6e3BomHMIA; rimpoMesio3a; 3aniza okcup xkoBtul (E 172); roinepun; makporon 6000; TuTany miokcup
(E171).

Jlikapcbka popma. TabneTky, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: OpaHKeBO-)KOBTOT'0 KOJIbOPY, AOBracToi ¢opmMu TabIeTKH,
BKDUTI IIJTIBKOBOIO 000JIOHKO0, 3 TOIYOUM THCHEHHSIM « =] » 3 oporo 6OKYy.

®dapMaKkoTepaneBTUYHA rpyna. [lcuxoaHanentuku. [HII aHTURETIPECAHTH.
Kopm ATX NOGA X22.

Papmakono2iuHi e1acmueocmi.
dapmakoduHamika.

Mexani3M mii

AromenaTyH - MeJnaToHiHepriyuuu arodict MT,- ta MT,-petienntopiB Ta aHTaroxict 5-HT, -
peuentopis. HOCIigXKeHHs, B paMKaX AKX BUBYAJIM 3B'I3yBaHHS aroMeslaTUHY 3 pelelnTopaMu,
IIPOAEMOHCTPYBAJIY, 110 arOMeJIaTUH He BIIJINBA€E Ha 3aXOIIJIEHHS MOHOAMIHIB 1 He Ma€ CIIOPifHEeHOCTI
3 a- Ta P-agpeHepriuHuMHY, TiCTaMiHepTriYHUMHU, XOJIiHePTiYHUMHY, JOTIaMiHEPTiYHUMU Ta
OeH30M1ia3eniHOBUMHY PELIETITOPAMH.

B excriepuMeHTaIbHUX JOCITIIXKEHHSIX HA TBApUHAX i3 po3ylagaMu UPKaJHUX PUTMIB GyI10
IIPOEMOHCTPOBAHO, III0 arOMeJIaTUH PeCUHXPOHI3yeE IUpKagHi pUTMHU.

AromenatuH 30inbIlye BUBITbHEHHS OONIaMiHy Ta HOpaApeHasiHy, 0co0auBO ¥ GPOHTAIBHUX Biffinax
KOpUY T'OJIOBHOTO MO3KY, Ta He BIIJIUBA€ Ha €KCTPaLeoIIPHUN PiBEHb CEPOTOHIHY.



dapmakomvHaMiuHi epekTH

B ekcnepuMeHTaIbHUX [OCTIIXKEHHSAX Ha TBAPUHAX aroMelaTUH IIPOeMOHCTPYBaB
AHTUOENPEeCUBHUY e(DeKT Ha BalliqOBAaHUX MOMENSIX Oenpecii (TecT 0e3BUXiOHOCTI, Bigyalo,
XPOHIYHOI'0 JIETKOT0 CTPECY), a TaKOXK Ha MOAENISIX i3 JeCUHXPOHI3aliel0 NUPKagHUX PUTMIB i
MOMENAX, II0B’I3aHUX 31 CTPECOM i TPUBOXKHICTIO.

[Tpu 3acToCyBaHHI B TIOAWHYU aroMelaTHH PECUHXPOHI3ye IMPKaAHi pUTMY; BiH BiTHOBMIOE (Ha3HICTh
CHY, CIIpUYMHSE 3HMKEHHS TeMIIePaTypH Tijla Ta CIPHUSIE CEKpelil MeaTOHIHY.

Kniniyna ebekTHBHICT Ta 6e3meka

EdekTuBHicTh i 6e31eKa aroMeNaTUHY IIPU JIIKYBaHHI BEJIMKUX JENPECUBHUX €Mi30MiB
OOCIIIXKYBaIUCh V KJIiHIYHIN nporpami 3 yuactio 7900 mauieHTis.

Y 1mecTy KOPOTKOCTPOKOBUX MOABIMHO CIIiMUX MJIane00-KOHTPOIbOBAaHUX HOCITIAKEHHIX 3 OIliHKU
e(peKTUBHOCTI arOMeNaTUHY NIPY JTIKyBaHHI BeIMKUX JEeIPECHUBHUX €Mi30[iB Y JOPOCIUX Nalli€HTiB
aroMmesaTUH y f03ax 25-50 Mr HalIpUKIHII Teparil (IpoTsAroM 6-8 THXKHIB) IPOAEMOHCTPYBaB
CTaTUCTUYHO JOCTOBIPHY e(peKTHBHICTh OPIBHAHO 3 y1are60. 3a pe3yIbTaTaMu OIiHIOBAHHS 3a IIKasok0
HAMD-17 Big3Hauanucs 3MiHM 3HaYEeHHS IIOKA3HWKA IIEPBUHHOI KiHIIEBOI TOYKY ITOPiBHSIHO 3
[I0YaTKOBUM PiBHEM.

EdexTuBHiCTL mpenapaTy Memnitop® 6yJ10 TaKOK IPOIEMOHCTPOBAHO B HALIICHTIB 3 OiNBII TAXKKOI
merpecieto (MoyaTKOBUYM 3araabHub 6an 3a mkanoo HAM-D = 25) 3a pe3ynbTaTaMu BCiX TO3UTUBHUX
n71a11e60-KOHTPOJIbOBAHUX NOCTiIKEHb.

[Toka3HUKY BiAMOBiAi Ha JTiKyBaHHS MPX 3aCTOCYBaHHI aroMenaTUHy Oy/IM CTaTUCTUYHO HOCTOBIPHO
BUINKMMH MTOPIiBHSHO 3 M1ane6o.

V IIecTy i3 ceMu [OCTIiIKeHb i3 BUBYEHHS e)eKTUBHOCTI MeJliTopy® y reTeporeHHuX MOy Isiisax
MOPOCIIMX TIAIIEHTIB i3 mempecieio 6yI0 TpogeMOHCTPOBAHO OibI BUCOKY (2 mociimxkeHHs) a0o He
HUX4Y (4 gocnigXeHHs) e(peKTUBHICTh arOMeIaTUHY IMOPIBHSIHO 3 TEPali€l0 CeIeKTUBHUMU
inri6iTopaMu 3BOPOTHOT'O 3aXOIJIEHHS CEPOTOHIHY/iHTi6iTOpaMu 3BOPOTHOT'O 3aXOIJIEHHSI CEPOTOHIHY-
Hopeninedpiny (CI33C/I33CH) (cepTpariH, ecuuTasnonpaM, GIyoKCeTHH, BeHnadakcuH abo
NyTOKCeTHH). AHTUeTIPECUBHUM e(eKT OIliHIoBasu 3a 1mKanoi HAMD-17 abo y SK0CTi TepBUHHOI,
a00 BTOPUHHOI KiHIIEBOI TOYOK.

IoBroTprBany aHTUAENPECUBHY e(PEeKTUBHICTh aroMeIaTAHY OyJI0 TPOOEeMOHCTPOBAHO B AOCTiAKEHH]
3 BUBYEHHS 3ano0iraHHss BUHUKHEHHS penarciB. 3a pe3ylbTaTaMU BIJIUBY Ha MEPBUHHY KiHIIEBY
TOYKY - 3ano0iraHHs BUHUKHEHHS peJlalCiB gemnpecii, 110 BUMipIoBaaach 4aCoM [0 BUHUKHEHHS
pernarcy, aroMenaTuH y go3i 25-50 Mr Ha mo0y mmoKa3aB CTaTHCTUYHO NOCTOBIpHY IepeBary
nmopiBHsHO 3 marebo (p=0,0001). YacToTa BUHUKHEHHS PEaICiB MPOTIToM 6 MiCSIIiB TOABIAHO
CHinoro crocTepexkeHHs cTaHoBuia 22 % Ta 47 % [ aroMeJIaTUHY Ta Iialie0o BigIoBigHO.

[TpemapaT He BIUIMBAE Ha I€HHY NMUJIbHICTh Ta MaM’sITh 3[[0POBUX JOOPOBOJIBINB. V MallieHTiB i3
Iempecielo JIiKyBaHHS aroMeJlaTUHOM y 1031 25 MI ITO[I0BKYBasio a3y MOBiTbHOXBUIILOBOTO CHY 6e3
BIIJIUBY Ha a3y abo TaTeHTHUM Mepiof MBUAKOTO CHY. ATOMeNIaThH, 25 MT, TaK0XK CKOPOYYE
IIPOMiKOK 4YacCy A0 I04aTKy CHY (MOJNeriuye 3aCuHaHH) Ta JOCATHEHHS CTaHy 3 MiHiMaIbHOO
YaCTOTO0 CEPIEBUX CKOPOUYEHb. 3a OLIIHKOO MAIl€HTIB i3 IePIIOro TUKHS JTIKyBaHHS 3HAYHO
TIOKpPAIIXJINCS 3aCUHAHHS Ta SIKiCTh CHY 6e3 IMOpYILIeHHS JeHHOl aKTHBHOCTI.

OO6’emHaHMi aHAJi3 OOCIigXKeHb 3a OIiHOYHOIO ImKanoi ASEX (Arizona Sexual Experience Scale)
IIPOIEMOHCTPYBAB, 1[0 3aCTOCYBaHHS aroMejIaTHHY He acoOIliloBajIoCh i3 CEKCYalbHOI OUCOHYHKIIIEO.



Y 3mopoBux H0OPOBOJIBIIIB aroMeniaTiH 30epiraB cTaTeBy QPyHKINIO IOPiBHSIHO 3 TAPOKCETUHOM.

Y KIIiHIYHUX OOCIIAKEHHAX aroMeJlaTUH He BIJIMBAB Ha YacTOTY CEePLieBUX CKOPOYEHb Ta
apTepianbHUN TUCK.

Y mocnigkeHH] 3 OLIHKY CUMITOMIB BigMiHu 3a gonoMmoroi anketd DESS (Discontinuation Emergent
Signs and Symptoms) y naiieHTiB i3 mempecielo y cTafmii pemicii aroMenaTuH He CIPUYUHSB
CHHIPOMY BiIMiHM HiC/ISl pallTOBOrO IPUNUHEHHS Tepatil.

AromeINaTHH He CIIPUYUHSIE 3aJIeXKHICTB, 110 0yJI0 BU3HAUYEHO B HOCITIIXKEHHAX 3 y4aCTIO 3MOPOBUX
moOpOBOJIBLIIB 3a Pe3y/bTaTaMU TECTIiB i3 BUKOPUCTAHHSIM CITelliaJIbHOI Bi3yalbHO-aHAIOT0BOI IITKAIH
abo anketu ARCI (Addiction Research Center Inventory) i3 49 nuTaHsb.

[Tnane60-KOHTPOILOBaHE [OCTIAXKEHHS aroMenaTuHy B 103i 25-50 Mr Ha go0y TpuUBamicTiO 8 THXKHIB 3
y4acTIO Ialli€HTIB JIITHLOTO BiKY 3 fenpecieio (= 65 pokiB, N=222, 151 3 IKuX 3aCTOCOByBaIu
aromeslaTHH) MIPOIEMOHCTPYBAJIO CTATUCTUYHO IOCTOBIPHY pi3HUINO YV 2,67 Oaja 3a 3arajibHOI0
mkasnoo HAM-D (nepBuHHa KiHIleBa TOYKa). PiBeHb MOKa3HMUKa «BifIIOBib Ha JTiKyBaHHSI» OyB
IIO3UTUBHUM [JIg aroMejlaTUHy. Y IPymi nauieHTiB BikoM = 75 pokiB (N=69, 48 3 K1X 3aCTOCOBYBaIu
aroMmenaTuH) He OyJ10 OTPHMAaHO IOCTOBIPHUX Pe3y/IbTaTiB 100 MOKpalleHHS cTaHy. [lepeHOCUMICTh
aroMeJlaTUHY B IAIiEHTIB ITHHOTO BiKy Ta B JOPOC/IUX MAlli€EHTiB, MOJIOAIINX 3a BikoM, Oyna
IOmiOHOIO.

Byrno npoBefeHo creniaabHe KOHTPOJIbOBaHE JOCIiAXKEeHHS TPUBAJIICTIO 3 TUXKHI 3 y4acTIO IallieHTiB
i3 BeTUKUMU [IeTPeCcUBHUMHU PO37afaMH, SIKi He JOCSTIN 3HAYHOT0 IMOKPAIeHHs IIPU 3aCTOCyBaHHi
napokcetrHy (CI33C) abo Bennadakcuny (I33CH). I[Ipu nepeBefieHHi IIUX NalLli€EHTIB Ha JIiKyBaHHS
aroMejlaTMHOM, He3aJIeXKHO Bif] TOTO, IPUIIMHEHHS MTOMePeNHbOol Tepallii Bim0yBamocs pi3ko uu
IIOCTYIIOBO, BUHMKAIN CUMIITOMH BigMiHu. LIi CHMITOMYU ITOMHIKOBO MOXKYTh OyTH PO3IIiHEH] K
HEIOCTATHICTh PAHHLOTO e(PEKTY aroMeIaTHhHY.

BimcoTok marfieHTiB i3 HasiBHICTIO X04a 6 OOHOTO CUMIITOMY BiIMiHM MPOTSATOM 1 THUKHS MiCIIsS
IPUNMHEHHS 3aCTOCyBaHHA aHTUAenpecanTiB rpynu CI33C/I33CH 6yB MeHIINM y TPYIIi allieHTiB
[NOBIOTPUBAJIOTO 3HUKEHHSA 03U (IOCTYIIOBEe IPUNIUHEHHS I0IIePENHBOI0 IPUMOMY aHTHAENPECAHTIB
YIPOMOBXK 2 TUXKHIB), HiXK y I'DPYIIi NallieHTiB KOPOTKOTPUBAJIOr0 3MEHIIEeHHS 103U (IIOCTYIIOBE
IPUNUHEHHS I0IePEeAHbOr0 IPUMOMY aHTHUOEIPECAHTIB YIIPOAOBK 1 TUXKHS) Ta TPYIIi Nal[ieHTiB
pi3Koi 3MiHU JIiKyBaHHS (pi3Ke MpUNUHEHHS npuiiomy): 56,1 %, 62,6 % ta 79,8 %, BigmosigHo.

dapmakoKiHemuxka.

BcMokTyBaHHS Ta 0i0IOCTYIIHICTD

AromenaTvH mBUOKO i mobpe (= 80 %) BCMOKTYEThCS IiC/s IEPOPabHOT0 3aCTOCYBaHHS.
AbcomoTHa 6i0IOCTYIIHICTh € HU3BKOIO (< 5 % IIpu mepopaibHOMY 3aCTOCYBaHHi B TepaleBTUYHIN
no3i); iHguBimyanbHa BapiaOenbHICTh € 3HAYHOI. BiogoCTYMHICTD y XKiHOK BHUIIA TTOPiBHSHO 3
Y0JI0BiKaMU. BiomOCTYIHICTE MiABUIIYETHCS IIPYU 3aCTOCYBaHHI ITIepopaIbHUX KOHTPALIEITUBIB 1
3MEHIIYEThCA B KypLiB. MakcuMaibHa KOHLIEHTPalisl y IIJ1a3Mi KPOB1 JOCATAETHCS IPOTATOM

1-2 roguH.

[Tpu 3acTOCyBaHHI y TeparneBTUYHUX J03aX KOHIIEHTPALlis aroMeJIaTuHY 30i/IbIIyEeThCS MTPOIOPLIAHO
3i 36inmpIeHHSIM 003U, [Ipu 3acToCcyBaHHi y GiIbII BUCOKUX J03aX BUHUKAE e()eKT HaCHUeHHS
IIEPILOI0 A030I0.

[Tpuiiom ixi (3Bu4aiHoOl a0 i3 BUCOKMM BMiCTOM XKHpiB) He BIJIUBA€ Ha 0i0OCTYMHICTh a0 Ha
PiBEHb BCMOKTYBaHHS.



BapiaOenbHicTh 30iMbIIYETHCS IPU IPUMOMI 13Ki 3 BUCOKMM BMiCTOM KUPIiB.

Posnopin y TkKaHWHAX

O06’eM po3mofiny B piBHOBaXKHOMY CTaHi CTaHOBUTH 6JIM3bK0 35 71; 3B’sI3yBaHHS 3 OiKaMu IIj1a3Mu
KPOBi CTaHOBUTD 95 % He3alekHO Bif KOHIIEHTPAIlil Ta He 3MIiHIOEThCS 3 BiKOM i B IAIli€HTIB i3
opylIeHHAM (QYHKIIil HUPOK, ajie KOHI[eHTpallisl BiIbHOI ¢pakilil 30ibIIyeThCA BABIYi ¥ MallieHTiB i3
OpPYIIeHHAM (YHKIIil IeYiHKY.

BiorpaHcdopmatiis

[Ticns 3acTocyBaHHS aroMeaTUH IIBUOKO MeTa0O0Ii3yeThCs, TIepeBakHO IIeUYiHKOBUMU (hepMeHTaMu
CYP1A2; isodepmentu CYP2C9 ta CYP2C19 Tex GepyTh yyacTs Y MeTaboJ1i3Mi, asne ix BKiIaf
He3HauHu. OCHOBHI MeTabo0JIiTH, TiAPOKCUIbOBAHUY i IUMETUILOBAaHUM aroMeJlaTHH, €
HEeakKTUBHUMMU Ta IIBUAKO KOH IOTYIOThCS 1 BUBOASATHCA i3 ceyelo.

BuBenenus

BuBenmeHHS 3 opraHi3My € IIBUAKUM, ITE€PiOf HaIliBBUBEAEHHS i3 IIJTa3MU KPOBi CTAHOBUTH Y
cepenuboMy 1-2 rogunu. KmipeHnc Bucokuit (mpubnusno 1,1 mMi/xB) i mepeBaxkHO MeTab0TiYHIH.
BuBomguThCs mepeBaxHO i3 ceueto (80 %) y Burnsmi MeTaboJIiTiB, ¥ TOM Yac SIK KiNbKiCTh BUBEIEHOI i3
cedelo [1il040l PeYOBUHYU Yy HE3MiHEHOMY BUTJISAI € He3HaYHOW. PapMaKOKiHETHKA He 3MiHIOEThCS
micysa 6araToKpaTHOTO 3aCTOCYBaHHS.

[NauieHTH 3 MOPYIIIEHHAM (QYHKITI HUDOK

Y nami€eHTiB i3 TAKKUM MOPYIIEeHHSAM (YHKIl HIPOK pelleBaHTHUX 3MiH (hapMaKOKiHETUYHUX
IapaMeTpiB aroMeJlaTUHYy He CIoCcTepiranock (n = 8, omHOpa30Ba go3a 25 Mr), ajie nali€eHTaM i3
MOPYLIEHHAM QYHKIIiI HEPOK TAXKKOro abo moMipHOro crymeHs Memitop® Cif Ipu3HavaTH 3
00epexkHiCTI0 yepe3 00MexkKeHY KiNIbKiCTh K/TIHIYHIX AaHUX LI0J0 3aCTOCYBaHHA IpelapaTy B Wil
rpyni namienTiB (auB. po3gin «Croci6 3acToCyBaHHS Ta JO3U»).

[NarmienTy 3 mopyieHHAM QYHKIII MeYiHKK

CnenianbHe OOCTiAKEHHS 3 y4aCTIO MAI[iEHTIB i3 IIUPO30M IEeUYiHKH, XPOHIYHUM MOPYIIeHHIM QYHKIIil
MeYiHKY JIerkKoro abo moMipHoro crtymnens (tuny A Ta B 3a knacudikarieio Yatnna-I1'10)
IpoaeMOoHCTpyBaso 36inbinenHs (y 70 Ta 140 pasiB BimmoBimHO) KOHIIEHTpAIlil arOMelaTUHY, TKUN
3aCTOCOBYBa/IM B [03i 25 MT, TOPiBHSHO 3 TaKOI0 ¥ HOOPOBOJIBIIB BiMOBIAHOTO BiKy, MacH Tina Ta
3BUYKOIO MManuTy 6e3 nopymeHHs QyHKINI nevinky (IuB. po3ninu «Crocib 3acToCyBaHHS Ta [03U»,
«IIpoTunoka3aHHsI» Ta «OCOGIMBOCTI 3aCTOCYBAHHS»).

[TalieHTH JIITHLOIO BIKY

dapMaKOKiHETUYHE JOCTIAKEHHS 3 y4acCTIO Ialli€HTIiB JIITHLOTO BiKy (= 65 POKiB) ITOKa3aJo, 10 Ipu
3aCTOCyBaHHI IpernapaTty B 03 25 Mr cepenHe 3HaueHHs moka3Huka AUC ta C,,,, Oymu mpuOnu3Ho B
4 ta 13 pa3siB BUllli y MAI[i€HTIB BIKOM = 75 POKiB IOPiBHAHO 3 TAKUMU Yy MALI€HTIB BIKOM < 75 POKIB.
OuinnuTy apMakKOKiHETHKY aroMenaTUHy IPU 3aCTOCYBaHHI B 103i 50 MT y maHii nomymnsmil
HEMOXKJIMBO Yepe3 HeJOCTaTHIO KilbKiCTh faHuX. [1alieHTH iTHHOTO BiKy He MOTpebyI0Th KOPEKITii
NO3H.

ETHiyHi rpynu

Hawni momo ocobnuBocTel hapMaKOKiHETUKY aroMeJlaTUHY 3aJ1e2KHO Biff pacoBOI HaJIeKHOCTi



BifCyTHI.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

JIiKyBaHHS BEJIMKUX [JEIIPECUBHUX €Ii30[iB V JOPOCIIHX.

IIpomunoka3aHHA.
linepuyTnuBiCTh 0 Aif040i pedoBUHU ab0 Oymb-sIKOl JOTIOMiXKHOI PEUOBHHU IIpernapary.

[MTopymieHHs QyHKINI nediHKy (IMpo3 NediHKKA abo akKTMBHa (a3a 3aXBOPIOBAHHS MediHKM) abo
IiABUINEHHS PiBHS TpaHcaMiHa3 Oifblle HiX y 3 pa3u Bifi BEPXHBO1 MeXi IOKAa3HUKIB HOPMU
(ouB. po3minu «Cmoci6 3acTocyBaHHS Ta [K03u» Ta «OCOGIMBOCTI 3aCTOCYBAHHS»).

3acTocyBaHHs y KoMOiHalil 3 cunbHogitounmu inribitopamu CYP1A2 (dnyBokcaMiH,
runpodriokcanyH) (IuB. po3min «B3aemomis 3 iHIKUMY JTiKapChKUMK 3ac00aMu Ta iHII BUOK
B3aEMOMIN»).

B3aemodisa 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

MoXTMBi BUIY B3a€EMOIil aroMeIaTuHy

AromenaTuH MeTab0Ii3yeThCs TepeBaxkHo 1uToxpomamu P450 1A2 (CYP1A2) (90 %) Ta CYP2C9/19
(10 %). Jlixapceki 3acobu, SKi B3aEMOMIIOTH i3 IUMU i30(pepMeHTaMu, MOXKYTh 3HUKYBaTU ab0
migBUITyBaTH GiOMOCTYIIHICTh aroOMeaTUHY.

®nyBokcamin, cunbHOgitouny inribitop CYP1A2 ta nomipuuii inribiTop CYP2C9, 3HauHoO iHTi0ye
MeTab01i3M aroMesIaTuHYy, 10 TPU3BOOUTh 40 60-KpaTHOrO (v miama3oHi 12-412) 36imbIneHHs
KOHIIEHTpallil aroMenaTHHy. TaKuM 4MHOM, OfHOYACHe 3aCTOCYBaHHA MemiTopy® i3 CHIbHOMIIOYNMH
inriitopamu CYP1A2 (dbmyBokcamin, numpodIoKCcaliH) MpoTUIIOKa3aHe.

KombiHarist aromenaTuny 3 ectporeHaMu (momipHi inri6iTopu CYP1A2) mpu3BOOUTH 0 MiIBUIIEHHS
KOHIIEHTpAllil aroMeaTUHY B JIeKilbKa pa3iB. He3Baxaiouu Ha Te, 110 IPX OAHOYACHOMY
3aCTOCyBaHHI aroMenaTuHy 3 ectporeHamu y 800 maifieHTiB He OyJ10 BUSIBIEHO OYIb-SIKOT0
0Cco0/IMBOTO CUTHANY 3 6e3MeKH, IpH3HaYaTh aroMelaTHH 3 iHIINMU TOMipHUMY iHTibiTOpaMu
CYP1A2 (mpompaHo0Ji0J1, €HOKCAlMH) CIlif 3 00epexkKHICTI0 N0 ofepkKaHHs OilbIIOT0 AOCBiTY
3aCTOCYBaHHS BUIle3a3HavyeHoi KoMObiHarii (muB. po3minn «OcoONMMBOCTi 3aCTOCYBAHHS»).

PucdammninuH, iHAyKTOp yCiX TPHOX HUTOXPOMIB, 110 O€PYTh y4acTh y MeTaboIi3Mi aroMenaTuHy, MOXe
3MeHIIyBaTH 6i0OCTYIHICTL arOMeNIaTUHY .

[Maninag ctumynioe iHpykuito CYP1A2 Ta 3MeHIIye 6i0ofOCTYNHICTh arOMeIaTUHY, 0COOJIUBO Y
3aTATUX KypuiB (= 15 curapet/no6y) (mus. po3nin «®apMaKoKiHETHKA).

3maTHICTh aroMeNIaTUHY BIIMBATY Ha iHI TiKapchKi 3acobu



In vivo aroMenaTyH He akTuBYe i3opepmenTu cuctemu CYP450. AromenaTtuH He iHriOye aHi CYP1A2
in vivo, ani irmi pepmerntu CYP450 in vitro. K HacHi#OK, BiH He BIIJIUBA€ Ha KOHIIEHTPALIil0
nmikapchbKuX 3aco0iB, siKi MeTabomi3yoThes 3a momomoroo CYP450.

Inmi mikapceki 3acobu

Y kniniynux mocmigxeHHaxX [ Gpa3u B HiNbOBiH IPyIIi MallieHTiB He 0yJI0 OflepKaHO AaHUX IIOH0
dbapMaKOKiHEeTHYHOI Ta papMaKOOMHAMIYHOI B3a€MOiH i3 mKapchKuMH 3acobaMu, SKi MOXKHA
OHOYACHO IpU3HayaTy 3 MemiTopoM”: GeH30ia3eriny, IiTiil, HapoKCeTHH, GIIYKOHA30I i TeoisiH.

AnKOromnp

He PEKOMEHOYETHCA BXKKHBATH aJIKOT'OJIb Hi):[ qacC J'IiKYBaHHH arOMeJIaTuHOM.

EnekrtpoirokoBa Tepartid (EIIT)

ocBin 3acTocyBanHsa aroMenatuy ogHodacHo 3 EIT BigcyTHiu. [locnifXKeHHS Ha TBApUHAX HE
BUSIBUJIM BJIACTUBOCTEU aroMejiaTUHY MiABUINYBAaTA CYOOMHY I'OTOBHICTh. TaKUM YUHOM,
MaJIOMMOBIPHO, 1110 ogHO4YacHe npoBefdeHHs EIT Ta miKyBaHHS aroMenaTUHOM MOXKe IIPU3BECTH [0
Oymb-sIKOTO KJTIHIYHO 3HAYYINOTO YCKITaJHEHHS.

Oco06.1ueocmi 3acmocye8aHHs1.

MoHiTOpUHT GQYHKIII TeYiHKK

[Ipu 3acTOCyBaHHI aroMejlaTUHY y MiCIAPeECTpaLinHOMYy I1epPiofi MOBIAOMIIAIOCS PO BUHUKHEHHS Y
NallieHTiB BUNIAAKIB OPYyIIeHHS QYHKII] MeYiHKH, BKII04aloYX TeYiHKOBY HEIOCTATHICTh
(moBimOMIISIIIOCST TTPO TMTOOAWHOKI BUIIAKY 3 JIETAIbHUMHU HacHigKaMu ab0o TpaHCIJIaHTAIlE€l0 TeYiHKY
y MAaIli€HTIB i3 (haKTOpaMu pU3UKY MOPYLIeHHS (QYHKII TeYiHKM), MigBUIIEHHS PiBHSA IeYiHKOBUX
bepmenTiB Oinbie HiK v 10 pa3iB mOpiBHSIHO 3 BEPXHBOIO MEXKEI0 HOPMHU, TeIATUT i XKOBTSHUIO (IHB.
po3min «ITo6iuni peakirii»). BinmbIIicTh i3 HUX BUHUKIIA TPOTSATOM IIEPIINX MiCSIIiB JTiKyBaHHS.
YpaxeHHS eYiHKM Ma€ MepeBaxkHO TenaToUe0NIAPHAN XapakTep 3 MigBUIIEHHSIM PiBHS
CHAPOBaTKOBHUX TpaHCaMiHa3, AKUM 3a3BHYal [I0BEPTAETHCS 40 HOPMHU NIPY IPUIMHEHH] 3aCTOCYBaHHS
aroMmesaTUHY.

Menitop® cig mpH3HadYaTH 3 00ePeXKHICTIO Ta peTe/IbHO HArIAMATH 3a BCiMa MaliecHTaMu
MPOTATOM Iepioay JIiKyBaHHSI, 0CO0/IHBO IPH HasABHOCTi (aKTOpPiB PU3UKY NOPYIIEHHS
¢yHKUii meuiHku a00 B pa3i 0MHOYACHOT 0 3aCTOCYBaHHA JTiIKapChKHX 3aC00iB, 110 MOXYTh
3yMOBHUTH BUHHUKHEHHSI MOpyIIeHb (PYHKIIil MeYiHKH.

Ilo noyamky nikyeaHHs

[TauieHTaM i3 TakuMU PaKTOpaMyu PU3UKY MOPYIIeHHS QYHKII IeYiHKY 9K OKUPiHHSA/HaOIUIIKOBa
Maca Tina/HeaJKOTOIbHUM XKUPOBUY relaTo3 MedYiHKY, IyKPOBUY OiabeT, MOPYIIeHH, 0B 13aHi 3
BXKMBaHHSIM aJIKOT0JII0, Ta/abo 37I0BXKUBaHHS alKOroyieM abo malfieHTaM, sIKi 3aCTOCOBYIOTh CYITyTHi
niKapchKi 3aco0H, 110 MOXKYTb 3yMOBUTH BUHUKHEHHS MTOPYIIEHb QYHKINI TeYiHKY, TiKyBaHHS
Menitopom® IpHU3HAYATH TiNBKY HiCIs PETEIbHOI OL[iHKM KOPUCTI Ta PU3KKY Bifl 3aCTOCYBaHHS.

IIo movaTKy JiKyBaHHS BCiM mallieHTaM HeoOXiTHO IPOBOAUTH IEeYiHKOBI TPoOU Ta Tepallilo He CIIif
PO3MOYMHATH s IAIliEHTIB i3 MOYaTKOBUM pPiBHEM ajlaHiHaminoTpaHchepasu (AJIT) ta/abo
acnaptataMiHoTpaHcdepasu (ACT), mo nepeBulllye BePXHIO MeXY HOPMU B 3 pa3u (OUB. PO3AiN



«IIpoTunoka3anHsa»). [1alfieHTam i3 migBUIlleHUM PiBHEM TpaHCaMiHa3 [0 MOYATKY JIiKyBaHHS (3a
YMOBH IiIBUIIEHHS PiBHSA TpaHCaMiHa3 He Giyblle, HiX y 3 pa3u Bifl BEPXHLOI MeXi HopMu) Memitop”
CJIifl 3aCTOCOBYBATH 3 00€PeXkKHICTIO.

Yacmoma nposedeHHA neyiHkosux npob:

[0 ITOYaTKY JIiKyBaHHS;
Ta MOTIM:
- npubIU3HO Yepe3 3 THXKHi;
- npubIM3HO Yepes3 6 TUXKHIB (HaIPUKIiHI rocTpoi ¢ha3u);
- npubnu3Ho yepe3 12 TUXKHIB Ta 24 THUXKHI (Hanpukinni Ga3u migTpuMyBanbHOI Teparil);
- 1 Hapani y pa3i HagBHOCTI K/IiHIYHUX ITOKA3aHb.

pu 30iNbIIeHH] 03K CITif 3HOBY ITPOBECTH TEYiHKOBI TECTH 3 Ti€l0 K YaCTOTOIO, 110 ¥ Ha
TI0YaTKYy JIiKyBaHHS.

Bynp-iKWii MAIi€HT, Y SKOT0 PO3BUHYIOCS Ta 0yJI0 BUSIBIIEHO MigBUIIEHHS PiBHA TpaHCaMiHa3 y
11a3Mi KPOBi, Ma€ IPOUTH IOBTOPHUY TEeCT Ha BU3HAYEHHS (PYHKIIi1 MeYiHKN BIPONOBXK 48 roguH.

ITpomsizom nepiody AiKy8aAHHA
3acTocyBaHHs penapaTy Memitop® CIlif HeraiHo IPUNKAHATH, SKIIO:

y TallieHTa PO3BHUHYINUCS CUMIITOMU IIOTEHI[ITHOTO OPYyIIeHHST PYyHKIIiI Mevyinky (Taki K TeMHa
ceda, BUMIOPOKHEHHS CBITJIOTO KOJILOPY, TIOKOBTIHHS IIKipW/o4eii, Oilb y BepxHili paBiil YacTuHi
JKMBOTA, HOBi BUIIQIKU BUHUKHEHHS TPUBAJIOl BTOMM HE3'sICOBaHOI eTiosoril);

piBEHb CUPOBATKOBUX TPaHCaMiHa3 MEPEBUIIYE BEPXHIO MEXKY HOPMHU Y 3 pasy.

Ilicna npunuHeHHs npuiioMy MemniTopy”® HeoOXifHO HOBTOPUTH IPOBe[eHHs IeYiHKOBUX TECTIB, OKH
IIOKa3HUKM CHPOBATKOBUX TpaHCaMiHa3 He HOPMaJli3yHThCs.

JIrooy BiKOM Bif 75 POKiB

EdekTy Big 3acTOCyBaHHSI aroMelaTUHY y MHallieHTiB BikoM = 75 pPoKiB noBefieHO He 6y10, TOMY
nalieHTaM Ifi€l BiKOBOI I'PyIIM He CIIiJ 3aCTOCOBYBAaTH aroMesyiaTuH (guB. po3minu «Crocid
3aCTOCYBaHHA Ta 0o3u» Ta «dPapMaKoguHaAMIKa»).

[TalieHTy JIITHLOIO BiKY 3 IEMEHINE

Mernitop® He crif 3aCTOCOBYBaTHU [JIS JIIKYBaHHS BEJIMKUX NETPECUBHUX €Mi30/iB y NallieHTiB
JIITHBOTO BiKy 3 IeMEHIIi€10, OCKiNbKY 0e3IeKy Ta epeKTUBHICTh MeniTopy® y Li¥l TPyIIi MallieHTiB
BCTaQHOBJIEHO He GyI10.

binongpHuuii po3nan/MaHisg/rinoMaHis

Memitop® ciif 3aCTOCOBYBaTH 3 00epeKHICTIO [AJIs JIIKyBaHHS Mal[i€HTiB i3 HagBHICTIO B aHaMHe3i
6imonspHOro po3nafdy, MaHii abo rimomasii, Ta #0ro HeoOXiIHO BiIMiHUTY B pa3i BUHUKHEHHS B
malfieHTa MaHiaKaJabHUX CUMIITOMIB (IUB. po3min «ITobiuHi peakiii»).



Cyiumn/cyluunanbHi OyMKH

Iemnpecis CyIpoOBOMXKYETHCS MiABUIIEHHIM PU3UKY BUHUKHEHHS CYIlUOaNbHAX JYMOK, 3al0OfiTHHIM
co6i mKoau Ta cyiuny (cyinupanbHi mposiBu). Llel pusuk 30epira€ThCs 10 NOCATHEHHS KITiIHIYHO
3HauyIol peMicii. OCKiIbKY CTaH MallieHTa MOXKe He IMOKPAIIUTUCE Y MepIli AeKinbKa a0o Oinblie
TUXKHIB JTiKyBaHHS, He0OXiTHO 3[ifiCHIOBATH peTeJIbHE CIIOCTEPEeKEHHS 3a MAI[iEHTOM [I0 IOKPaIleHHS
CTaHy. 3arajibHUM KIiHIYHUHI AOCBIM CBIAYUTH IIPO Te, 110 PU3UK CYIUAY MOXKe MiIBUIIYBaTUCS Ha
PaHHIX CTafisgxX IIOKpallleHHS CTaHy.

[TarmienTy i3 HAsIBHICTIO B aHaMHe3i CylllUAaIbHUX IIPOSIBIB, a TAKOXK IMAIli€EHTH, Y SKUX BiI3HAUYAETHCS
BHCOKUI PiBeHb CyIlIUalbHOT0 MUCJIEHHS IIepe[] T0YaTKOM JIiKyBaHHS, € TPYIIOI0 IiIBUILIEHOTO
PU3UKY CyIIUAaIbHUX IYMOK abo cyiluaanbHuX crpo0 i iM ciif nepeOyBaTy i peTeTbHUM
HaTJISIIOM ITif Yac JIiKyBaHHs. MeTa-aHami3 mi1ane00-KOHTPOIbOBAHUX KITIHIYHUX JOCITiIXKEeHb
aHTHUJEINPECAHTIB 3 yYacCTIO AOPOC/INX MALi€HTIB i3 ICUXIYHUMU pO3JIafaMy [10Ka3aB MifABUIIEHHS
PU3HUKY CYIIMIaIbHOI TOBEOIHKY IIPH 3aCTOCYBaHHI aHTUIEIIPECAHTIB ITOPIBHSHO 3 myanebo y rpyimi
MallieHTiB BiKOM 00 25 POKiB.

[Tig yac nmikyBaHHS, 0COOIMBO Ha PaHHIX eTalmax Ta Iic/s 3MiHU J03yBaHHS, HEOOXioHO 3iliCHIOBAaTH
peTeNbHUM HarIsa[ 3a NallieHTaMy, 30KpeMa TUMH, SKi BITHOCSATBCSA [0 IPYIH BUCOKOTO PU3UKY.
[TauieHTiB (Ta 0ocib, SKi MiKIYIOTHCA PO HUX) CJIif IOMEePeuTH IIPO HeoOXiMHICTh BiicTeXKeHHs Oy/b-
SIKUX 03HaK KJIIHIYHOTO TOTipIIeHHs, BAHUKHEHHS CYIIIUOaIbHOI TOBeAiHKY ab0 IYMOK i HE3BUYHUX
3MiH y IOBE[iHIll, & TaKOXK HEraHOr0 3BEpPHEHHS A0 JIiKaps MPU HassBHOCTI LIUX CUMIITOMIB.

3acTocyBaHHs B KoMOiHariii 3 iHribiTopamu CYP1A2 (muB. po3minu «IIpoTunoka3aHHs» Ta «B3aeMomis 3
iHIIMMY JTiKapCEKUMY 3ac00aMU Ta iHIIIi BUOW B3aEMOIiH»)

Memnitop® crif 3 06epeXHiCTIO IpU3HaYaTi B KOMGiHAaIil 3 moMipHUMY iHTibiTopamu CYP1A2
(mpompaHoJI0JI, eHOKCALIKH), 110 MOXKe IIPU3BECTH A0 MiABUIEHHS KOHIEHTPAIlil arOMeJIaTUHY.

HenepeHoCHMIiCTh TAKTO3HU

Ilo cknagy Memnitopy® BXOOUTE J1aKTo3a. IlamieHTaM i3 pifKiCHOI CIAfKOBOK HellePeHOCUMICTIO
raJlaKTO3H, 3arajJbHUM AedinuToM JTaKTa3u abo ManmbaOCcopOIico TII0KO3U-TalaKTO31 He CIIif
IIpUIMAaTH I1e¥ IIpemnapar.

PiBeHb HaTpii0

Memitop® MiCTUTL MeHIIe 1 MMOJIb HaTpiro (23 Mr) Ha TabIeTKy, TOOTO MaiKe BibHKE Bif HaTpilo.

3acmocyeanHs y nepiod eazimnocmi aéo 200y8amnHs1 2pyodio.

BariTHIiCTB



3 MeTo nonepeKeHHs OyIb-IKUX PU3MKIB 6akaHO YHHKATH 3aCTOCyBaHHsA Memitopy® y mepiof
BariTHOCTI. [laHi 1I0[I0 3aCTOCYBaHHS arOMeJlaTHHY BariTHUM XiHKaM BigCcyTHi abo oOMexeHi (MeHIlIe
300 Bunapkis). [locyifKeHHs Ha TBApUHAX He BUSIBUJIU IPSIMUX a00 HENPSIMUX IIKiTuBUX e(eKTiB
aromMeslaTUHY Ha nepeObir BariTHOCTI, po3BUTOK eMOpioHa/mIona, moyioru ab0 MOCTHATATBHUN
PO3BUTOK.

[l'onyBaHHS TPYIOI0

HeBimomo, 41 IpoOHUKAE aroMenaTHH/MeTa00IiTH ¥ TpyaHe MOIoKo. HasBHi
(hapMakooMHAMiYHi/TOKCUKOJIOTIUHI MaHi, ogepkKaHi Ipu IIPOBEeIeHHi [OCIiI>KeHb Ha TBAapUHaX,
IIPOAEMOHCTPYBaJIH, 110 aroMeiaTUH/MeTaloIiT! IIPOHUKAIOTh ¥ TPyAHE MOJIOKO. PU3uk nna
HOBOHAPOAKEHUX/HEMOBIIAT BUK/IIOYaTH He MOXKHa. PillleHHS 00 NPUNUHEHHS FONyBaHHS IPYILI0
a0 IPUIMHEHHS/YTPUMaHH Bif Tepail MemiTopoM® CIlif IpUiAMaTH, BPaX0BYOUH KOPUCTh Bif
TONyBaHHA IPYLAI0 AJI1 DUTUHU Ta KOPUCTS Bif JIIKYBaHHSA [OJI9 MaTepi.

DepTUNLHICTh

JoCTigXXeHHA 3 PerpOAYKTUBHOCTI Ha TBapUHaX II0Ka3aId BiICYTHICTH BIJIUBY aroMeslaTUHY Ha
(GhepTUIbHICTE.

30amuicmb enaueamu Ha weudkKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

AromenaTHH Ma€ He3HAYHUY BIIJINB Ha 3[IaTHICTh KEPyBaTH aBTOMOOineM abo MmpallloBaTH 3
MexaHi3MaMu. 3 OTJIsIOy Ha Te, I0 3allaMOPOYeHHS Ta COHIMBICTL € YACTUMU MOGIYHUMHU peaKIlisaMu
Ha Mpenapart, malieHTaM ciif 0yTu 06epeKHUMU IIPU KepyBaHHI aBTOTPAHCIIOPTOM abo poboTi 3
MexaHi3MaMu.

Cnoci6 3acmocyeaHHsi ma do3u.

Cnocib 3acTocyBaHHS

I 7151 IepopaabHOTO 3aCTOCYBAHHS.

MeHiTop®, TabneTKH, BKPUTI ITiBKOBOIO 000JI0HKOI0, MOXKHa 3aCTOCOBYBATH He3aJleXKHO Bifl IPUAOMY
Ixi.

EOSyBaHHH

PekomeH0BaHa [103a CTaHOBUTL 25 MT 1 pa3 Ha o0y, mepej CHOM.

KMo yepe3 2 TUXKHI MiCA IOYaTKy Teparil IOKpallaHHS KIiHIYHOTO CTaHy € HeJOCTaTHIM, f03y
MoxHa migBuuuTy 0o 50 Mr 1 pa3 Ha go0y, To6To 2 TabneTku 1Mo 25 MT, sKi HeoOXimHO mpuiMaTH
OJHOYACHO IIepe[ CHOM.

[Tpy npUMHATTI pilieHHs 100 30iTbIIeHHS T03H CJIil YPaXx0BYBaTH 3POCTAaHHS PU3UKY IigBUIIEHHS
piBHS TpaHcaMiHa3. 30inbuIeHHS 003U 70 50 Mr HeoOXiIHO TPOBOAUTY Ha iHOWBIAYyalbHil OCHOBI A
KOJKHOTO TIAI[iEHTA ITiC/IS OI[iHKM IOKa3HUKa «KOPUCTH/PU3UK» i3 000B’I3KOBUM IIPOBENEHHIM
MeYiHKOBUX IP00.



Ycim nanieHTaM HeoOXiIHO TPOBOAUTY IEeUiHKOBI TPOOU [0 MOYaTKY JIiKyBaHHS. JIiKyBaHHS HE CIIif
PO3MOYUHATH, IKIIO0 pPiBEeHb TpaHCaMiHa3 [IepeBUlllye BEPXHIO MeXYy HOpMHU Yy 3 pa3u (ZUB. PO3TinU
«IIpoTunoka3aHHsI» Ta «OCOBIUBOCTI 3aCTOCYBAaHHS»).

[Tig vac nmikyBaHHST HEOOXiMHO MMEPiOAMYHO KOHTPOJIIOBATH PiBeHb TPaHCaMiHa3: MpuOIU3HO Yyepes

3 TUXKHIi, 6 TUXKHIB (3aBepIIeHHs rocTpol (ha3u), yepe3 12 TUKHIB Ta 24 TUXKHI (3aBepIIeHHS Qa3u
IigTpUMYyBa/IbHOI Teparil) i Hafani y pa3i HasBHOCTI KIiHIYHUX MTOKa3aHb (OUB. Po3mdin «Oco0nmuBoCTi
3acToCyBaHHS»). JIiKyBaHHS CJIiff IPUNIMHUTY, SKII0 PiBEHb TPaHCaMiHa3 BTPUYi IePEBUIIUTEL BEPXHIO
MeXy HOpMH (guB. po3minu «IIpoTunoka3aHHsa» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

[Tpu 36inbIeHHI 03U CJIif 3HOBY IIPOBECTH MTEYiHKOBI TECTH 3 Ti€I0 K YaCTOTOIO, 110 i Ha MOYaTKYy
JIIKyBaHHA.

Tpusasicmb NiKYy8AHHA

[TamienTaM i3 genpeciero CIif MPOXOOUTH JTIKyBaHHS BIPOAOBXK IOHAWMEHIIE 6 MICAIB s
3a0e3neyeHHs] 3HUKHEHHS Y HUX CUMIITOMIB.

ITepexid 8i0 mepanii ahmudenpecaHmamu 2pynu ce1eKmusHuUX iH2ib6imopie 380POMHO20 3aXONAEHHS
CcepomoHiHy/iH2ibimopie 380POMH020 3aX0N/eHHA CepOmMOoHiHy i HopeniHeppury (CI33C/I33CH) do
azomenamuHy

Y nari€eHTiB MOXYTh CIIOCTEPIraTUCs CUMITOMU BiAMIHU MiC/Is IPUNIUHEHHS IPUAOMY
antugenpecanTis rpynu CI33C/I33CH. 3 MeT00 YHUKHEHHS [IUX CUMIITOMIB HeOOXiIHO BpaxOByBaTH
PeKOMeHpallil o0 MPUIIMHEHHS JTiKyBaHHS, 1[0 MICTSIThCS B iIHCTPYKIII A7IST MEAUYHOTO
3aCTOCYBaHHS JIiKapChKOro 3acoby, IKMM 3aCTOCOBYE NalieHT. Teparilo aroMeaTHHOM MOXKHa
po3moYaTH 0gpa3y napasielbHO 31 3HUXKEHHAM 03U aHTUEeNIpecaHTa (OUB. PO3MiNn
«®apMaKoOuHaMiKa»).

ITpunuHeHHA AIKYBAHHA

Y pazi npuiHATTS pillleHHS 100 IPUIINHEHHS JTiIKyBaHHS IO0TPebu y IIOCTYIIOBOMY 3HUKEHHI 1031
HEMae.

Oco06nuBi Tpyny NallieHTiB

ITayieHmu AiMHbO20 BIKY

Besneka Ta eekTuBHiICTh aromenaTuny (25-50 mMr/no6y) Oyiu moBefeHi 4jisl MalieHTiB TITHHOTO BiKy
3 menpecieto (< 75 pokiB). Y rpymi maifieHTiB BikoM = 75 pokiB He Oy710 OTPUMAHO TOCTOBIPHUX
pe3ynbraTiB. TOMy malieHTaM Iiiel BiIKOBOI I'PYIIH He CIIif] 3aCTOCOBYBAaTHU aroMeJlaTHH (OUB. PO3Ainu
«OcobnuBoCTi 3acTocyBaHHS» Ta «PapMakoguHaMmika»). [ToTpebu B KOpeKIlil 031 3a7eKHO Bif BiKy
HeMae (OuB. po3ain «®apMaKOKiHETHKA»).

ITauieHmu 3 nopyweHHAM pYHKUil HUPOK

Y nmaiieHTiB i3 TSXKKUM MOPYILIEHHSIM (DYHKIII HUPOK pereBaHTHUX 3MiH (papMaKOKiHETUYHUX
IapaMeTpiB aroMeJlaTUHY He CrocTepiranock. OgHaK KilbKiCTh K/IIHIYHUX JaHUX IIOA0 3aCTOCYBaHHSI
aroMejlaTUHY y TAIli€HTIB i3 lenpeci€lo Ta MOPYINEeHHAM (YHKINI HUPOK TAKKOT0 abo ITOMipHOT0
cTyneHs € oOMexeHo010. OTXKe, TAKUM TAI[iEHTaM arOMeJIaTHH CJIif IpU3HavYaTH 3 00epexkHiCTIO.

ITauienmu 3 nopyweHHAM (pYyHKUiIl neviHKu



3acTocyBaHHS aroMejaTUHY IPOTUIIOKA3aHO MAI[iEHTaM i3 MOPyIIeHHIM (PyHKIIII nediHKu (OuB.
po3ginu «IIpoTunoka3anHs», «Oco6IMBOCTI 3aCTOCYBaHHSI» Ta «DapMaKOKiHETHKA»).

Himu.

He pexoMeHfyeThCs Ipu3HavaTy Memitop® [ys MiKyBaHHS Aenpecii B [iTel, OCKinbKU Ge3neka Ta
e(eKTHUBHICTb maHOTO IIpenapaTy He Oy/Iu BCTAaHOBJIEHI B Il rpymi nauieHTiB. aHi BigcyTHi. ¥
KJIIHIYHUX JOCIIIXXEHHAX 3 Y4acTIO [JiTeH I MifIiTKiB IpU 3aCTOCYBaHHI IHIIUX aHTULEIIPECaHTiB
BUHUKHEHHS CYilluAaabHOI MOBeiHKY (CyilluaanbHi CIIpoOy Ta CyiluaaabHi AYMKH) i BOPOXKOTO
CTaBlIeHHS (IepeBaxHO arpecis, omo3ulliiiHa ITOBeiHKa Ta T'HiB) CIOCTepiranaoch YacTilie MOPiBHIHO
3 mallieHTaMu, SIKi mpuitmManu mnaue6o.

IlIepedo3yeanHsi.
CumMnoToMu

IcHye o6MexkeHa KilbKiCTh JaHUX IIOMI0 BUIAMKiB ITepefo3yBaHHs aroMenaTuHoM. [1pu
nepero3yBaHHi aroMelaTUHOM IIOBiLOMIISIOCS [P0 BUHUKHEHHS 0O0JII0 B emiracTpasbHil OiSHII,
COHJIMBOCTi, BTOMH, aXKUTallii, TPHBOKHOI'0 CTaHy, HAIIPYKEHOCTi, 3alIlaMOPOYeHHs, I[iaH03y abo
He3gyxaHHA. bymno 3adikcoBaHo 1 Bunmagok mpuiiomy 2450 Mr aroMenaTuHy — OfyKaHHS HaCTaslo
CIIOHTAaHHO 06e3 KapAioBacKyIspPHUX Ta 0i0JIOTiYHUX BiIXUIIEHE.

JIikyBaHHS

Bynp-siKi cienudiyHi aHTUIOTY aroMeaTuHy HeBifoMi. JIiKkyBaHHS IpU Ilepefo3yBaHHI Ma€
CKJIaflaTUCh i3 CUMIITOMATAYHOI Teparil Ta 3BUYaliHOI0 HATJIAAy 3a CTAaHOM IalieHTa. Menu4He
CIIOCTEPEXKEHHS PEKOMEHAYETHCS IIPOBOAUTH Y CIIelliali30oBaHOMy 3aKJiafl.

ITo6iuni peakuii.

PesiomMe npodinio 6e3mekn

[ToOiyHi peakiii 3a3Bu4ail BUHMKAIY IIifl 4ac MepuInX 2 TUKHIB JTiKyBaHHS Ta 0ynu cmabko abo
IOMipHO BHpaxeHi. HaltyacTimuMu nobiyHUMY peakuisMy Oyiu rojloBHUY 0ifib, HyOTa Ta
3amamopoueHHs. L1i mob6iuni peakilii 3a3Buyuall Maay TUMYaCOBUM XapaKTep i, K IpaBUio, He
IPU3BONUIIY 0O IPUNUHEHHS Tepatil.

[Nepenik mo6iYHUX peakirii

HuxueHaBeneHa TaOnMuIs MiCTUTh MOOIYHI peakilii, BUSBIEHI Iif 9ac muane60-KOHTPOIbOBAHUX
KJTIHIYHUX [OCTiIXKeHb Ta BUMIPOOYBaHb 3 BUKOPUCTAHHSIM aKTUBHOTO KOHTPOJTIO.

[To6iuni peakii 3a3HaYeHi HUXKYe 3 TAKOI0 YaCTOTOI BUHUKHEHHS: [yKe 4acTo (= 1/10); gacTo (Big
= 1/100 mo < 1/10); mewacro (Big = 1/1000 mo < 1/100); pigko (Bim = 1/10000 mo < 1/1000); myxe pigko
(< 1/10000); gacToTa HeBimoMa (He Moxke OyTU BU3HaueHa 3a HasSBHUMHU JaHuMU). YacToTa He Oyra
CKOpHTOBaHa [Jig I'pymnu maiebo.



Knacudikariis 3a cucreMaMu
OpraHis

JacTtoTa

[ToGiuHa peakiris

3 OOKY ICUXiKH

Jacto

[ pUBOXKHICTD

He3BuuHi CHOBUTIHHSA*

HeuacTto

CyiuuganbHi yMKY YU IOBeOiHKa (IUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHS»)

A>K1Tallis Ta IOB’sI3aHi 3 HEI0 CUMIITOMU*
(Taki sIK OpaTiBAMBICTD i HECIIOKIi)

ArpecuBHiCTH*

PKaxmuBi cHOBUOiHHS

Mamis/rinoMaHig*

[1i cuMnTOMU MOXYTh OYyTH 3yMOBJIEH]
BiIITOBiIHMM 3aXBOPIOBAHHAM (OUB. PO3MiN
«OCOo6IMBOCTI 3aCTOCYBaHHSI»)

CIulyTaHiCTh CBiOMOCTI*

Pinko

[aTonuHali*

3 60Ky HEPBOBOI CHCTEMU

[ly>ke 4acTto

To10BHUH OiNlb

JacTo

3araMOpOYeHHS

COHJIUBICTD

bBe3conHs

HeuacTto

MirpeHb

[TapecTesia

CHHOPOM HECIOKIMHUX Hir*

Pinko

AKaTu3isg*

3 00Ky OpraHiB 30py

HeuacTto

HeuiTKicTh 30py

3 OOKy OpraHiB CIIyXy Ta
1abipuHTY

HeuacTto

[13BiH y Byxax*

3 OOKy IIJTYHKOBO-KHIITKOBOT'O
TPaKTy

JacTto

Hynota

[liapes

3arnop

Binb B aOgoMiHaIbHIA TiTSHIN XKUBOTA

btoBaHHS*

3 60Ky remarobinmiapHoi cucreMu

Jacto

[TinBUIIEHHS PiBHS
amaHiHaMiHoTpaHcdepasu (AJIT) Ta/abo
acnaptaTaMiHoTpancdepasu (ACT) (y
KITIHIYHAX OOCIIIXKEHHIX IiTBUIIEHHS PIBHS
AJIT Ta/ab6o ACT 6inblne HixK v 3 pa3u Bif
BEPXHbO1 MeXKi HOPMHU CIIOCTEPIranoch y
1,2 % nauieHTiB, IKi OTpUMYBaIn
aromeslaTHH y mo3i 25 Mr/moby, Ta y 2,6 %
[alieHTiB, fKi OTPUMYyBaId aroMejlaTuH y
no3i 50 mr/mo0by, mopiBHsHO 3 0,5 %
Malfi€eHTiB, 10 OTPUMYBAJIHU IJ1are6o)

HeuacTto

[ligBUIlleHHS PiBHSA ramMMa-
rinytaminTpancdepasu* (I'TT) (6inmbi HiXK y
3 pa3u Bifl BEPXHLOI MeXi HOPMU)

Pigko

['emaTut

[TinBuiieHHs piBHSA MyxkHOI PochaTasu*
(6inpi HiXK y 3 pa3u Bifl BEPXHBOI MeXi
HOPMH)

[TeuinkoBa HemocTaTHICTH* (1)

PKoBTSIHUIIST*




3 00Ky LIKipHu i migmKipHOI HeuacTo limeprigpos
KJIiTKOBUHHU Ex3eMa
CBepbix*
Kponus’sHKa*
Pinko EprTeMaTO3Hi BUCUIIaHHSA
Habpsk 001u4Y4ds Ta aHTiOHEBPOTUYHUN
HaOpsaK*
3 60Ky OIIOPHO-PYX0BOi cucTtemMu |[JacTo binb y crinHi
Ta CHOJ‘IY‘-IHOi TKaHUHU HeuacTo Mianris*
3 00Ky Ce4OBUiNIbHOI cucTeMu  |PimKo 3aTprMKa Ce4OBUITyCKaHHST*
3arasbHi po3naau Ta peakmily — [HacTo BroMma
MiCIli BBeJIeHHS
Pe3ynbraTi 1ab0paTOPHUX JacTto 30inblIeHHS Macy Tina*
MOCITiIXKEeHb HeuacTo 3MeHIIIeHHs MacH Tina*

* JacToTa MPOsBiB MOOIYHKUX PeakKIlili, BUSIBIIEHUX 3a JOIIOMOT0I0 CIIOHTAaHHUX IIOBiIOMIIEHb,
po3paxoBaHa 3a JaHMMU KITiHIYHUX OOCIiIXKEHb.

(1) IToBigomMsiyiocs PO IIOOAUHOKI JIeTaibHi BUlagku a00 BUMIaKX TPAHCIIAHTAIll TeYiHKHU Y
TAllieHTIB i3 paKTOpaMu PU3UKY MOPYIIEHHS GYHKIIIl IeUiHKHU.

3BiT mpo mimo3proBaHi Mo6ivHi peakirii

[ToBimoMneHnHs npo mobiuHi peakilil micnis peecTpallii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle mae 3MOry IpOBOOUTHA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBAHHI LILOT'O
JiKapchbKOro 3acoby. MeguuyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaKOX MallieHTaMm abo ixHiMm
3aKOHHUM IIpefCTaBHUKAM CJIiT TIOBiOMJISITH TIPO YCi BUMIAAKHU Iif03PI0OBaHUX IMOOIYHMX Peakllii Ta
BifiCyTHOCTI e(peKTUBHOCTI JTiKapChKOT0 3aco0y Yyepe3 aBTOMaTu30BaHy iH(opMaliiHy CUCTEMY 3
(dhapMakoHarnsAmy 3a MmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 3 POKH.

YmoBH 30epiranns.

He notpebye ocobmuBux yMoB 30epiranHs. 306epiratu y HeIOCTYIIHOMY [JIst OiTe! MicCIi.

Ynakoska.
[To 14 Tab6neToK, BKPUTHUX IIJIIBKOBOIO 000JI0HKOI0, Y OricTepi 3 amominieBoi domeru Ta I[1BX-mtiBKy.

ITo 1 abo 2, abo 4 6micTepu B KOpoO1li 3 KapTOHY MMaKyBalbHOTO.



Kareropis Bigmycky.

3a peLemnToM.

BupoOHHUK.

JTab6oparopii Ceps’e InmacTpi/Les Laboratoires Servier Industrie.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicIsi IpoBaIKeHHs HOro Tis/IbHOCTI.

905 pyt me Capas, 45520 XKini, ®pan1ia/905 route de Saran, 45520 Gidy, France.

BupoOHHK.

Cepr’e (Ipmaumis) Ingactpic JITo/Servier (Ireland) Industries Ltd.

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca MicIsi MPOBadKeHHsI HOT0 Tis/IbHOCTI.

Topett Poyn, Apknoy, Ko. Bikmoy, Y14 E284, Ipnaugis/ Gorey Road, Arklow, Co. Wicklow, Y14 E284,
Ireland.

3asABHHK.

JIE JIABOPATYAP CEPB’E/Les Laboratoires Servier.

MiCI.l;e3HaXOJ];}KEHHﬂ 3asiBHHKaA.

50, pto Kapno, 92284 Ciopen Cenekc, ®pantrist/50, rue Carnot, 92284 Suresnes Cedex, France.

Y pasi BUHMKHEHHS 3amuTaHb 3BepTanTech 10 TOB «CepB’e Ykpaina» 3a ten. (044) 490 3441.



