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IHCTPYKUIA
JUISI MEIUYHOT 0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

Meuitop®
(Melitor®)

Cknao:

ditoua pevosuna: agomelatine;

1 TabneTka MiCTHTB: 25 MI aroMeJaTuHy,

OONOMIJCHI pevosuHU: JIAKTO3a, MOHOTIAPAT, KPOXMalb KYKYPYI3SHUH; IIOBIJIOH; HATPIIO
KPOXMAaJIBITIKOMAT (TUM A); KHUCIIOTa CTEapUHOBA; MAarHil0 cTreapaT; KpPEeMHII0 Ji0KCH
KOJIOTTHMI O€3BOJIHMIA, TimpomMeno3a; 3ami3a okcup xxoBtuid (E 172); rminepun; makporoa 6000;
tutany aiokcun (E 171).

Jlikapcbka ¢gopma. TabiieTku, BKPUTI MITIBKOBOIO 000JIOHKOIO.
OcHosHi  ¢hizuxo-ximiuni eracmueocmi: OPaHKEBO-KOBTOTO KOJIBOPY, JOBractoi Gopmu
TaOJIETKH, BKPHUTI IUTIBKOBOIO 000JIOHKOIO, 3 TOyOUM THCHEHHSAM « = » 3 OJIHOTO OOKY.

dapMaKoTepaneBTHYHA rpyna. IIcuxoananenTuky. Jisiinit AHTHUJICTIPECAHTHU.
Koxg ATX NO6A X22.

Dapmakono2iuni eracmugocmi.

Dapmaxoounamixa.

MexaHi3Mm Jii

AromenaTuH — MenaroHiHepriyauii aronict MTi- ta MTz-peuentopiB Ta antaroHict 5-HTac-
peuenTopiB. JlocniakeHHs, B paMKaxX SIKMX BUBYAJIU 3B’SI3yBaHHS aroMeJaTHHY 3 pelenTopami,
MPOJEMOHCTPYBAIM, IO aroMellaTUH He BIUIMBAE Ha 3aXOIUICHHS MOHOAMIiHIB 1 HE Mae
CIIOPITHEHOCTI 3  0O- Ta [-agpeHepriyHUMH, TICTaMIHEPTiYHUMH,  XOJIHEPTTYHHMH,
JOTIAMIHEPTIYHUMU Ta O€H30/11a3€MIHOBIUMH PEICTITOPAMH.

B excnepumeHTaNbHUX JOCHIDKEHHSX Ha TBapHHAX 13 po3jaflaMu ITUPKAIHUX PUTMIB OyIi0
MPOJIEMOHCTPOBAHO, 1[0 aTOMEJIATHH PECHHXPOHI3Y€ IUPKATHI PUTMH.

AromenatuH 3011blIIy€ BUBUIBHEHHS JOINAaMiHY Ta HOpPaJIpeHATiHYy, OCOOJIMBO Y (PpOHTATBHUX
BiJIZITaX KOPY TOJIOBHOTO MO3KY, Ta HE BIUIMBAE HA €KCTPACTIOJISIPHUIN PiBEHb CEPOTOHIHY.
PapmakoarHamiuHi eheKTH

B ekcnepuMeHTanbHUMX ~ JOCHIDKEHHSX HA  TBapMHAX  aroMeNaThH  MPOJEMOHCTPYBaB
AHTHUJICTIPECUBHUM €(PEeKT Ha BaIiJOBaHUX MOAEIAX Jnenpecii (TecT OE3BUXITHOCTI, BiIYaro,
XPOHIYHOTO JIETKOTO CTPECY), a TaKOXX Ha MOJEISIX 13 JECHHXPOHI3aL€l0 IUPKAAHUX PUTMIB 1
MOJIEJISX, TIOB’I3aHUX 31 CTPECOM 1 TPHBOXKHICTIO.

[Ipu 3acTocyBaHHI B JIIOJAMHU aroMeJIaTUH PECHHXPOHI3YE LUPKATHI PUTMHU; BiH BiTHOBIIIOE
(ba3HICTh CHY, CIPUYNHSE 3HKEHHS TEMIIEpaTypH TiJIa Ta CIIPUSIE CEKPEIIil MEIaTOHIHY.
KiiniuyHa eeKTUBHICTE Ta Oe3neka

EdexTuBHicTh 1 Oe3meka aromenaTuHy TMpU JIKYBaHHI BEIMKHX JCTPECHBHUX €Mi30/iB
JOCIIJKYBAIMCh Y KIIIHIUHIN mporpami 3 yyactio 7900 mami€eHTiB.




VY 1ect KOPOTKOCTPOKOBUX TOJIBIHHO CIIMUX IIAIe00-KOHTPOIBOBAHUX JOCIIHKEHHSIX 3 OI[IHKH
e(EeKTUBHOCTI aroMeNaTuHy IpU JIIKyBaHHI BEJIMKHX JCNPECUBHUX €Mi30[iB y JOPOCIUX
MAIiEHTIB aroMenaTtuH y Jo3ax 25-50 Mr HanpukiHii —Tepamii  (MpOoTsAroM  6-8 THXKHIB)
IPOJIEMOHCTPYBAB CTATUCTHYHO JIOCTOBIpHY €(EKTUBHICTh MOPIBHAHO 3 IU1anedo. 3a pe3yabraTaMu
OIlIHIOBaHHS 3a mmKanoro HAMD-17 Bim3Hayamucst 3MiHM 3HaYCHHS TIOKA3HUKA TTEPBUHHOT KIHIIEBOT
TOYKH TOPIBHSHO 3 MOYATKOBUM PIBHEM.

EdextupHicTs npenapaty Memitop® Oyn0 Takok NpPOAEMOHCTPOBAHO B MAIEHTIB 3 OiIbII
TSDKKOIO JieTpeciero (MoYaTKoBUM 3araibHMi Oan 3a mkanoro HAM-D >25) 3a pesynbratamu
BCIX MTO3UTHUBHUX IJIAIIE00-KOHTPOJIHOBAHKUX JTOCIIIKEHb.

[loka3HuKM BIAMOBiAI Ha JKyBaHHA MpPU 3aCTOCYBaHHI aroMmejaTuHy OYyJM CTaTHUCTUYHO
JIOCTOBIPHO BHIIMMH MTOPIBHSHO 3 I1a11e00.

V mectd i3 ceMH AOCHiIkKeHb i3 BHMBYeHHs e(dekTHBHOCTI Memnitopy® y reTeporeHHux
MOMYJIAIISAX JOPOCIUX TAIlIEHTIB 13 JENpecielo OyJo MPOJEMOHCTPOBAHO OUIBII BHCOKY
(2 mocmimxenHs) abo He HUX4YY (4 mocmimKeHHs) €pEKTUBHICTh aroMelaTHHY IMOPIBHSHO 3
Tepami€lo CEeJEeKTUBHUMHU 1HTIOITOpaMH 3BOPOTHOTO 3aXOIUICHHS CEPOTOHIHY/iHTiIOITOpamMu
3BOPOTHOTO  3aXOIUICHHA  cepoToHiHy-HopeniHedpiny  (CI33C/I33CH) (ceprpadiH,
ecrutaionpamM, (QIIyoKCeTHH, BeHiadakCHH abo JyJOKCETHH). AHTHUICHPECUBHUN €(eKT
ouiHoBay 3a mkanoro HAMD-17 a6o y sikocTi nepBUHHOT, 200 BTOPUHHOI KiHIIEBOT TOYOK.
JloBroTpuBagy aHTUACTIPECUBHY €(QEKTUBHICTh aroMmejlaTHHy OyJ0 IIPOJEMOHCTPOBAHO B
JOCIIJKeHHI 3 BHUBYEHHS 3amoOiraHHs BUHHMKHEHHS peJarciB. 3a pe3yibTaTaMH BIUIMBY Ha
MEPBUHHY KIHIIEBY TOYKY — 3all0OiraHHS BUHMKHEHHS peJariCiB Jenpecii, Mo BHUMIpIOBalach
4acoM JI0 BUHMKHEHHS pelaricy, aroMenatuH y 1031 25-50 Mr Ha no0y mokas3aB CTaTHCTHYHO
JIOCTOBIpHY TiepeBary mopiBHsSHO 3 tutanie6o (p=0,0001). Yactora BUHUKHEHHS pEJIaICiB
OPOTATOM 6 MICAIIIB TOJBIMHO CIIMOr0 CHOCTepekeHHs craHoBuna 22 % ta 47 % nans
aroMeJiaTUHY Ta 1miane0o BiMOBITHO.

[Ipenapar He BIUIMBA€ HA JCHHY NWIBHICTH Ta TaM’SITh 3J0POBUX JT0OPOBOJIBLIB. Y MAIli€HTIB i3
JIETIPECIEI0 JIIKYBaHHS aroMeJIaTHHOM Yy /1031 25 MI moJ0BXKyBajao (a3y MOBIIbHOXBUIHLOBOTO
cHy 0e3 BIUMBY Ha ¢azy abo JaTEHTHHI MepioJ] MBHUIKOTO CHY. ATOMENaTHH, 25 MTI, TaKOX
CKOpOYY€ TPOMDKOK Yacy [0 MOYaTrKy CHy (IOJIETHIy€ 3acWHAHHS) Ta JOCSATHEHHS CTaHy 3
MIHIMaJTbHOI YAaCTOTOIO CEPIEBUX CKOPOUYEHBb. 3a OILIHKOK TMAIi€HTIB 13 MEPIIOTO THKHS
JIKYBaHHS 3HAYHO TOKPAIIUIIUCS 3aCHHAHHS Ta SKICTh CHY 0€3 MOPYIIEeHHS JeHHOT aKTUBHOCTI.
O0’emHanuMil aHai3 HOCTIIKEHb 3a oriHouHOo mKkanor ASEX (Arizona Sexual Experience Scale)
NPOJIEMOHCTPYBAB, IO 3aCTOCYBaHHS aroMelaTWHy HE acOoIiIOBAJIOCh 13  CEKCyalbHOIO
TMCYHKINE. Y 3710pOBUX JT0OPOBOJIBIIB aroMenaruH 30epiraB crareBy (YHKINIO MOPIBHSIHO 3
MAPOKCETHHOM.

VY KIIHIYHUX JOCHIDKCHHSIX aroMelaTHH He BIUIMBAaB HA YacTOTy CEpIEBUX CKOPOYECHb Ta
apTepialbHUMA THUCK.

VY pochikeHHI 3 OIIHKKM CUMNOTOMIB BiMiHM 3a nomoMoroio anketu DESS (Discontinuation
Emergent Signs and Symptoms) y marfieHTiB i3 memnpeci€lo y cTajii peMmicii aroMelaTuH He
CIPUYMHSAB CUHJIPOMY BiMIHH ITiCJISI PaiTOBOTO IMPUIIMHEHHS Tepartii.

AroMeNaTHH HE CIPUYUHSE 3aJICKHICTh, MO0 OYyJ0 BHU3HAYEHO B JOCTIHKCHHSX 3 Yy4YacTiO
3I0pPOBHX JOOPOBOJBIIB 32 pe3ysbTaTaMU TECTIB 13 BUKOPHUCTAHHIM CIEI[ialIbHOI Bi3yaJbHO-
anasoroBoi mkamu abo anketn ARCI (Addiction Research Center Inventory) i3 49 nutass.
[Tnane60-KOHTPOIbOBAaHE TOCTIKEHHS aroMelaTuHy B 1031 25-50 Mr Ha 100y TpHUBAJICTIO
8 THXKHIB 3 yYacTIO TAIlI€HTIB JITHBOTO BIKYy 3 Jempecieto (> 65 pokiB, N=222, 151 3 skux
3aCTOCOBYBAJIM aroMeNIaTHH) MPOJEMOHCTPYBAJIO CTATUCTHYHO JOCTOBIpHY pi3HUIO y 2,67 6ana
3a 3aranpHOI0 mKanoro HAM-D (mepBuHHA KiHIIEBa TOYKa). PiBeHb MOKa3HUKA «BIAMOBIIL HA
JTiKyBaHHS» OyB MO3UTHUBHUM Il arOMENAaTHHY. Y TPyl HaIieHTiB BikoM > 75 pokiB (N=69, 48
3 SIKMX 3aCTOCOBYB&JIM aroMejliaTHH) HE OyJ0 OTPUMAHO JOCTOBIPHUX PE3YJbTATIB II0I0
NOKpaIleHHs! cTaHy. [lepeHOCHMMICTh aromMenaTuHy B MAI[iEHTIB JITHBOTO BIKY Ta B JOPOCIUX
MaIli€HTIB, MOJIOIINX 3a BIKOM, OyJia MoioHO¥0.



Byno mpoBeneHo cheriagbHe KOHTPOJIHOBAHE JOCTIIHKCHHS TPUBAIICTIO 3 THOXKHI 3 y4acTiO
MAI[IEHTIB 13 BEIMKUMH JCTIPECUBHUMU PO3JIaIaMH, sIKi HE JOCATIIM 3HAYHOTO MOKPAIIEHHS MPH
3actocyBanHi mnapokcetuny (CI33C) ab6o enmadakcuny (I33CH). Ilpu nepeBeaeHHI mUX
NAIli€HTIB Ha JIIKYBAaHHs aroOMeJIaTHHOM, HE3aJIe)KHO Bijl TOTO, MPUITMHEHHS MONepeIHbO1 Tepartii
BiI0yBajoCs PIi3KO YHM IMOCTYNMOBO, BUHUKAIA CUMITOMH BiaMmiHU. [li CHMITOMH MOMMIKOBO
MOXYTb OyTH PO3LIiHEH] SIK HEJOCTaTHICTh PAaHHBOTO €(PEKTy aroMeIaTuHy.

BizicoTok mari€eHTIB 13 HasSBHICTIO X04a O OJHOTO CHMIITOMY BIJIMIHM TPOTATOM | TYDKHS TICIIA
NpUNUMHEeHHs 3acTocyBanHs antuaenpecanTis rpynu CI33C/I33CH OyB MeHIMM y rpyIii HallieHTIB
JOBrOTPUBAJIOTO  3HIDKEHHS 103U  (IIOCTYNOBE  MPHUIMHEHHS  IOMNEPETHbOTO  MpUHOMY
AHTHUJICTIPECAHTIB YIIPOIOBXK 2 THXKHIB), HIK Y TPYIIi HALiEHTIB KOPOTKOTPHBAJIOTO 3MEHIIIEHHS JO3H
(TocTymoBe MPUITMHEHHS TTOTIEPEHBOTO MMPUHOMY aHTHICTIPECAHTIB YIIPOAOBXK | THIKHS) Ta TPyII
NALi€HTIB PI3KOi 3MIHM JIiIKyBaHHs (pi3Ke MpUIMHEHHS npuiomy): 56,1 %, 62,6 % ta 79,8 %,
BIAITOBIIHO.

Dapmaxokinemuxa.

BcMokTyBaHHS Ta 610/10CTYIHICTD

AromenatuH mBHIKO 1 g00pe (=80 %) BCMOKTYyeTbCS MICHs MEPOPATbHOTO 3aCTOCYBAHHS.
AbcomoTHa 010JOCTYIHICTh € HU3bKOIO (< 5 % mpu nepopaabHOMY 3aCTOCYBaHHI B TepareBTHYHIM
7031); 1HAMBIAyadbHA BapiaOENbHICTh € 3HAYHOIO0. Bi0JOCTYMHICTH y JKIHOK BHUINA TMOPIBHSHO 3
YOJIOBIKAMU. bBl0IOCTYIMHICTh MiBUIIYETHCS TPHU 3aCTOCYBaHHI TMEPOPATbHUX KOHTPALCNTHBIB 1
3MEHIIYEThCA B KypLiB. MakcHUMalbHa KOHLEHTpAIs Y IUIa3Mi KPOBI JIOCSATAETHCSA IMPOTATOM
1-2 roauH.

IIpu 3actocyBaHHI y TepameBTUYHMX J03aX KOHLIEHTpAIii aromMenaTHHy 30UTbLIYETHCS
MPOTIOPITIHHO 31 30UIbIeHHAM A03H. [Ipu 3acToCcyBaHHI y OUTBII BUCOKHMX J103aX BUHUKAE €PEKT
HAaCUYECHHS MEPUIOIO J03010.

[Tputiom ixi (3BUYaitHOT 200 13 BUCOKMM BMICTOM HUPIB) HE BIUTMBAE HA 010JJ0CTYITHICTh 200 HA
piBEHb BCMOKTYBaHHSI.

BapiaGenbHicTh 301TBIIYETHCS TTPU TPUIAOMI 1K1 3 BUCOKUM BMICTOM JKHPIB.

Posnopin y TkaHuHAX

O06’em po3moaily B PIBHOBXHOMY CTaHI CTAaHOBUTH OJM3BKO 35 J1; 3B’s3yBaHHS 3 OlIKaMu
IUIa3MU KPOB1 CTAHOBUTH 95 % He3ane)XHO BiJ KOHIEHTpaulii Ta He 3MIHIOETHCSA 3 BIKOM 1 B
MAIi€HTIB 13 MOPYIMICHHAM (QYHKII HUPOK, ajieé KOHIIEHTpaIlis BUIBHOI ¢pakiiii 3011bIIy€eThCs
B/IBi4i y MAI[IEHTIB i3 MOPYUICHHAM (YHKII{ EUiHKH.

biorpancdopmartist

[licns 3acTocyBaHHS aroMeNlaTHH IIBUIKO METa0OTi3yeThCsl, MEPEeBaXHO MEUIHKOBUMHU
dbepmentamu CYP1A2; i3odepmentu CYP2C9 ta CYP2C19 Tex 6epyTh y4acTh y MeTa00I1i3Mi,
ane ix Bkian He3HayHWi. OCHOBHI MeETa0OMNITH, TIAPOKCUIHOBAHUN 1 JUMETHIHOBAHUMN
aroMeNaTvH, € HeaKTUBHUMH Ta IIBUJIKO KOH IOTYIOTHCS 1 BUBOASTHCS 13 CEUEIO.

Busenenus

BuBenenus 3 opraHi3aMy € IIBHAKWAM, TE€pioj HAIMIBBUBEICHHS 13 IJIa3MH KPOBI CTAHOBHTH Y
cepenabomy 1-2 roguan. Kiipenc Bucokuit (mpubimsao 1,1 Mir/XB) 1 mepeBaXHO METAO0OTIIHUA.
BuBoguthcs mepeBaxHo 13 ceueto (80 %) y Burisai metraloiiTiB, y TOH dYac SK KUIBKICTb
BUBE/ICHO] 13 ceyero JiI040i PeYOBUHU y HE3MIHEHOMY BUTJIAI € He3HaYHOI0. DapMaKoKiHETHKa
HE 3MIHIOETHCS IMICIIS 0araTOKPaTHOTO 3aCTOCYBAHHS.

[MarienTy 3 OpyHIeHHAM QYHKIIT HUPOK

VY mari€eHTiB 13 TSHKKUM MOPYIMIEHHAM (DYHKIIIT HUPOK PEJICBaHTHUX 3MiH (DapMaKOKIHETUYHUX
napaMeTpiB aroMeNaTuHy He CIocTepiranoch (n = 8, ogHOpazoBa 703a 25 Mr), aje HalieHTaMm i3
nopyIeHHaM (GyHKIIT HIPOK TSHKKOro abo momipHoro crymeHs Memitop® crin mpusHayaT 3
o0epexHICTIO Yyepe3 00MeXeHY KUIBKICTh KJIIHIYHHUX JAaHUX LIOJI0 3aCTOCYBaHHS Ipernapary B
IIH TPYTIi MamieHTiB (IUB. po3ain «Crmocid 3acTOCyBaHHS Ta JO3W»).

[MarieHTH 3 NOpPyIIEHHSAM QYHKIIIT MeYiHKH

CrerianpHe TOCHTIDKEHHS 3 yYacTIO MAaIIE€HTIB 13 MUPO30M TEHIHKUA, XPOHIYHUM TMOPYIIECHHSIM
¢yHKUii TeyiHku Jerkoro abo momipHoro crynens (tumy A Ta B 3a knacudikamiero Yaitnma-




IT’v0) mpomemoncTpyBano 36utbmenHs (y 70 Ta 140 pa3iB  BiANOBIAHO) KOHIIEHTpAIlii
aromMenaTuHy, SKUHA 3aCTOCOBYBAJIM B J1031 25 MI, TOpPIBHSHO 3 TaKOK Y J0OpPOBOJIBLIB
BIJIMOBIIHOTO BIKy, Macd Tijla Ta 3BHYKOI0 TAIUTH 0e€3 MopymieHHs (YHKIII MEYiHKU (IIUB.
po3nimn  «Crmoci®0  3actocyBanHa Ta go3m», «llporumokazanus» Ta  «OcoOGmMBOCTI
3aCTOCYBaHHS).

[MarieHTH JITHEOTO BiKY

dapMaKkOKIHETHYHE JOCTIIHKEHHS 3 yUacTIO MAIll€HTIB JIITHHOTO BIKY (> 65 pOKiB) MOKa3alo, 1o
IpY 3aCTOCYBaHHI mpemnapary B 1031 25 mr cepenne 3HadeHHs nokazHuka AUC T1a Cmax Oynu
npu6OymM3HO B 4 Ta 13 pa3siB BHUII y MAIIEHTIB BIKOM > 75 POKiB MOPIBHSIHO 3 TAKUMH y TAI[IEHTIB
BikoM < 75 pokiB. OmiHuTH (hapMaKOKIHETHKY aroMeNlaTHUHY IpH 3aCTOCyBaHHI B 71031 50 Mr y
JAHINA TOMYJISIIT HEMOXJIMBO Yepe3 HEIOCTATHIO KITBKICTh AaHUX. [lalieHTH JTITHHOTO BIKY HE
noTpeOyIOTh KOPEKIIil J03H.

ETHiuHi rpynu

JaHni moxo ocobnuBocTel (apMaKOKIHETHKH aroMeNlaTHHY 3aJIEKHO BiJ PacoBOi HAJIEKHOCTI
BIJICYTHI.

KuainiuHi xapakTepucTukm.
Ilokazanns.
JlikyBaHHS BEJTMKHUX JACTPECUBHUX €IT30IB Y TIOPOCTHUX.

Ilpomunoxazanns.

e [imepyyTMBICTH JI0 JiF0Y0I pEYOBHHH 200 OYAb-SKOT TOMOMIKHOT PEUOBHHH TIPETIapary.

e [lopymenns QyHKIli nediHKky (UPO3 MEUIHKKH a00 aKTHBHA (pa3a 3aXBOPIOBAHHS MEUYIHKH)
a00 TIIBUINEHHS PIBHSA TpaHCaMmiHa3 OUTbIIEe HIX y 3 pa3u BiJl BEPXHBOI MEXKI IMOKA3HUKIB
HOpMHU (uB. po3nian «Crocid 3acTocyBaHHs Ta J03M» Ta «OCOOIMBOCTI 3aCTOCYBAHHS ).

e 3acrocyBaHHd y KoMmOiHauii 3 cuibHomitounMu iHriditopamu CYP1A2 (¢ryBokcamin,
runpoduiokcavH) (auB. po3ain «B3aemomis 3 HITUMH JTIKAPCHKUMHU 3aco0aMu Ta 1HIN BUAA
B3aEMOJIII).

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

MoxrBi BUIM B3a€MO/IIT aroMenaTuHy

AromenaTtuH Meta0omi3yeThesi mepeBaxkHo nutoxpomamu P450 1A2 (CYP1A2) (90 %) Ta
CYP2C9/19 (10 %). Jlikapceki 3aco0H, sIKI B3a€EMOAIIOTH 13 IHUMHU 130)epMEHTAMH, MOXKYTh
3HMKYBaTH 200 MiIBUIYBAaTH 0100CTYIHICTh arOMENIaTHHY.

®nyBokcamiH, cuiabHOAIr0UMi 1HTIOITOp CYPIA2 Ta momipuuii iaridirop CYP2C9, 3nauHO
iHri0ye Meraboi3M aromMenaTHHy, UI0 NpU3BOAUTH 10 60-kpatHoro (y naiamasoni 12-412)
36ibIIEHHS KOHIIEHTpalli aroMmenartiny. TakKuM YMHOM, OJJHOYACHE 3acTocyBaHHS MeniTopy® i3
cunpHOMIt0YMMH iHTiIOITOpaMu CYP1A2 (¢ayBokcamiH, UNPodIOKCcalluH) TPOTHITOKA3aHE.
KomoOinamisi aromenaruny 3 ectporeHamu (momipHi iHTiOiTopn CYP1A2) mpusBomuth A0
MiJBUIICHHS KOHIIGHTpAlii aromMenaTHHy B JeKiTbka pa3iB. He3Bakaroum Ha Te, MmO MpHU
OJIHOYAaCHOMY 3aCTOCYBaHHI aromenatuHy 3 ectporeHamu y 800 maimieHTiB He Oyi0 BHSBICHO
Oyab-KOro OCOOJIMBOTO CHUTHANYy 3 O€3MeKH, NMpU3HAYaTH aroMeNiaTHH 3 IHIIMMH MOMIPpHHUMHU
iarioitopamu CYP1A2 (mpompaHoi0J, €HOKCAllMH) CJiJ 3 OOEPEeKHICTIO N0 OJepKaHHS
OUTBIIIOTO JOCBITY 3aCTOCYBaHHs BUIIE3a3HAYeHOI KOMOiHAIii (auB. po3ain «OcoOmmMBOCTI
3aCTOCYBaHHS).

Pudamninun, iHAYKTOp YyCIX TPHOX MHUTOXPOMIB, M0 OepyTh y4yacTb y MeTaboui3mi
aroMesiaTHHYy, MOYKe 3MEHIITYBAaTH 010/I0CTYITHICTh arOMeJIaTUHY.

[Maninns crumymoe iHayknito CYP1A2 ta 3MeHmye 61040CTYIHICTh aroMenaTuHy, 0COOJIUBO Yy
3aTATHX KypItiB (> 15 curapet/no0y) (auB. po3ain «DapMaKOKIHETHKA ).

31aTHICTh aroMeNaTUHY BILUTMBATH Ha 1HIII JTIIKApPChKi 3aco0U




In vivo aromenatuH He akTuBye i30epmentu cuctemu CYP450. Aromenatun He iHTIOye aHi
CYP1A2 in vivo, ani inmi ¢epmentu CYP450 in vitro. SIk Hacnigok, BiH HE BIUIMBAa€E Ha
KOHIICHTpAIIIO JIIKAPChKUX 3aC001B, K1 MeTaboIi3ytoThes 3a gormomorow CYP450.

[HmIi JTiKapebKi 3acobu

VY kniHiyHUX gochimkeHH X | ¢pa3u B MUIbOBIH TpyIi MAIieHTIB HE OYJI0 0JIepKaHO JAHUX 1100
(apMakoKiHETUYHOI Ta (papMaKOJMHAMIYHOI B3a€MOJIN 13 JIKApCHKUMHU 3ac00amMu, SIKi MOXHA
OHOYAacHO mNpH3HauaTH 3 MemnitopoM®: GeH3omiasemiHu, NiTiif, MapokceTwH, (IyKOHA307 i
Teodinin.

AJIKOroJib

He pexoMeHy€eThCsl BXKUBATH aJIKOTOJIb M1 9ac JIKyBaHHS arOMeJIaTHHOM.

Enextpomokosa Tepamis (EIIT)

Jocsin 3actocyBanHs aromenatuny ogHoudacHo 3 EIT Bincytwiit. JlocmiukeHHS Ha TBapHHAX He
BUSIBIUIM BJIACTUBOCTEH aroMeNaTHHy [MIJABUIIYBAaTH CYAOMHY TOTOBHICTb. TakuM UHHOM,
MaJIOMOBIpHO, 1110 oxHOo4acHe npoBeneHHs: EIT Ta mikyBaHHS aroMenaTHHOM MOXE MPU3BECTH
710 OYyb-SIKOTO KJIIHIYHO 3HAYYIIOTO YCKIIATHECHHSI.

Ocoonueocmi 3acmocy8amnnsi.
MoHiTOpUHT GYHKINT IE9iHKH
[Tpu 3acTocyBaHH1 aroMeNaTHHY Y TMiCIIPEECTpalifHOMY TIEpio/Il MOBIAOMIISUIOCS PO BUHUKHEHHS
y TAIl€HTIB BUMAJKIB TOPYHIIEHHS (QYHKLIi MEYiHKM, BKIIOYAIOYM TI€YIHKOBY HEIOCTATHICThH
(MOBIIOMJISTIOCS. TIPO TIOOJWHOKI BUMAAKH 3 JICTATBHUMH HaciigkamMu a00 TpaHCIUIAaHTAIIIEI0
NEYIHKM y TAIL€HTIB 13 (hakTopamMy PU3MKY MOpPYUICHHS (YHKIIi MEYiHKH), MiBUILIECHHS PiBHA
nedinkoBuX (epMmeHTiB Oibie HiX y 10 pa3iB MOPIBHSIHO 3 BEPXHBOIO MEKEIO HOPMH, TEMATUT 1
KOBTSHHUIFO (muB. po3nin «[lobiuni peakiii»). BUTbIIICTh 13 HUX BHHUKIA TPOTATOM TMEPIIUX
MICSIIIB JIIKYBaHHS. YPaKEHHS TIEYIHKA Ma€ TEPEBAKHO TEMaTOUCTIOJSPHUNA XapakTep 3
HIJBUIICHHSIM PiBHS CHPOBATKOBUX TpaHCaMiHa3, SKWI 3a3BHYail MOBEPTAETHCS 10 HOPMH IIPH
NPUIMHEHH]I 3aCTOCYBaHHS arOMeJIaTHHY.
MeaiTop® caix mpu3HAYaTH 3 00EPEKHICTIO TA PETEILHO HATJISIATH 32 BCiMa MamieHTaMu
NMPOTArOM Mepioay JiKyBaHHS, 0CO0JIMBO NMPH HASIBHOCTI (PAaKTOPIiB PHU3MKY MOPYILIEHHS
(yHkuii meyinku ado B pa3i 0IHOYACHOI0 3aCTOCYBaHHS JIKapCbKHUX 32c00iB, 10 MOXKYTh
3yYMOBUTH BUHUKHEHHS MOPYIIeHb PYHKUII MeYiHKH.
Mo nouamxy nikyeanmsa
[TamienTam 13 TakuMu (haKTOpaMH PU3HKY MOPYIICHHS (DYHKITT MEYIHKA SIK OXKUPIHHS/HAUTAIIIKOBA
Maca TiJla/HeaJKoroJIbHU KUPOBUI Tenaro3 NeYiHKY, IyKpOBUH Jia0eT, MOpyIIEHHS, OB’ A3aHi 3
B)KMBAHHSIM aJIKOTOJII0, Ta/a00 3JI0BXKMBAHHS AaJKOTOJIEM a00 TaIlieHTaM, SKI 3aCTOCOBYIOTH
CYIyTHI JIKapchki 3acO0M, IO MOXYTb 3YMOBHUTH BHHHKHEHHS IOPYIIEHb (YHKINi TME4iHKH,
nikysaHHs MeniTopoM® NPU3HAYATH TiNBKH TCHIS PETENHHOI OIHKM KOPUCTI Ta PU3MKY Bif
3aCTOCYBaHHS.
Jlo movatKy JiKyBaHHS BCIM MaIfieHTaM HEOOX1AHO MPOBOJIUTH MEUIHKOBI MPOOM Ta TEpariro He
CJIi PO3MOYMHATH MJIsi TMAIliEHTIB 13 MOYATKOBUM piBHEM anaHiHaMmiHoTpaHcdepasu (AJIT)
Ta/abo acnapraramiHorpanchepazu (ACT), 1m0 mepeBuIIye BEpXHIO MEXY HOPMH B 3 pasu (IIUB.
po3nin «lIporunokazanus»). IlamienTam 13 mMiABUINEHMM piBHEM TpaHCaMiHa3 10 IOYATKY
JIKYBaHHS (32 YMOBH IIJBUIIICHHS PIBHS TpaHCaMiHa3 He OUIbINe, HDK Y 3 pa3u BiJl BEPXHBbOT MEXi
Hopmu) Menitop® c1ii 3aCTOCOBYBaTH 3 06EPEKHICTIO.
Yacmoma npogedenus neuinkosux npoo:
® 10 MOYATKY JIKyBaHHS;
® Ta IOTIM:

- TpHOIU3HO Yepe3 3 THKHI,

- mpubaM3HO Yepe3 6 THKHIB (HAIPUKIHII TOCTPOi (as3n);

- npubmu3HO Yepe3 12 TrxHIB Ta 24 THKHI (HaNpHKIHII (a3u MiATPHUMYBAITBHOI Tepartii);

- 1Hagam y pa3i HasBHOCTI KJIIHIYHUX TTOKa3aHb.




e 1pu 30UIBIICHHI JJO3W CIIiJi 3HOBY MPOBECTH MEUIHKOBI TECTH 3 TI€I0 XX YaCTOTOI, IO ¥ Ha
MOYaTKY JIKYBaHHSI.

Bynp-sikuii marieHT, y sSIKOro pO3BHHYJIOCS Ta OyJIO BHSBJICHO ITIJIBUIICHHS PIBHS TpaHCaMiHa3 y

TU1a3Mi KpOBi, MA€ TIPOMTH MOBTOPHUI TECT HA BU3HAYEHHS (DYHKIIIi TEUIHKH BOPOJIOBX 48 TOJHH.

IIpomscom nepiody niKkyearHs

3acrocyBanHs npenapaTy Mernitop® i HeraitHO MPUIMHUTH, SKIIO:

e y Hali€HTa PO3BUHYJIMCS CUMIITOMU MTOTEHIIHHOTO MOPYIIeHHs (DYHKIIT NeYiHKH (TaKi K TeMHA
ceda, BUMOPOKHEHHS CBITJIIOTO KOJIOPY, TOKOBTIHHS IIKIpH/OYed, OUTh y BEpXHINA MpaBiid
YaCTHHI )KWBOTA, HOBI BUIMAKH BUHUKHEHHS TPUBAIOI BTOMH HE3 sICOBAHO1 €Ti0JIOr1);

e piBeHb CUPOBATKOBMX TpaHCaMiHa3 MEPEBUILYE BEPXHIO MEXY HOPMH y 3 pasu.

ITicns npunuHeHHs npuiioMy Menitopy® HEOOXiHO OBTOPUTH TIPOBEEHHS MEUiHKOBUX TECTiB,

JIOKY TIOKA3HUKY CHPOBATKOBUX TPaHCaMiHa3 HE HOPMATI3yIOThCH.

Jlronu BikOM BiJ 75 poKiB

Edexty Big 3acrocyBaHHsS aroMenaTHHY y MAIl€HTIB BIKOM > 75 pOKiB JI0BElE€HO HE OyIlio, TOMY

MarfieHTaM I1i€i BIKOBOI TPymM HE CJiJI 3aCTOCOBYBaTH aromenartuH (auB. pos3aum «Crocio

3aCTOCYBaHHS Ta A03U» Ta «DapMaKogUHAMIKAY ).

[arieHTH JITHHOTO BIKY 3 IEMEHIIIEI0

Menitop® He cliji 3aCTOCOBYBATH ISl JIIKyBaHHS BEJTMKHX JENPECUBHUX €Mi30fiB y Malli€HTiB

NITHBOTO BiKy 3 JIEMEHIN€I0, OCKiTbKH Oe3neKky Ta edekTuBHicT» Memitopy® y miift rpymi

MAIi€HTIB BCTAHOBIIEHO HE OYII0.

binonspHuii posnaj/MaHis/TinomMaHis

Menitop® ci1ifi 3aCTOCOBYBATH 3 00EPEKHICTIO I JiIKYBaHHS MAILICHTIB 13 HAABHICTIO B aHAMHE3I

OIMoONIIPHOTO po3JIaay, MaHii abo rimomManii, Ta HOro HEOOXiAHO BIAMIHUTH B pa3i BUHUKHEHHS B

Malie€HTa MaHIaKaJTbHUX CUMITTOMIB (IHB. po3aut «[1o0iuHi peakiii»).

Cyimmn/cyinunansHi IyMKA

Jlenpeciss CynpoOBOMKYETbCS MMIIBUINEHHSIM pPH3UKY BUHUKHEHHS CYIIUAAIBHUX JYMOK,

3aMoITHHSIM €001 IKOaW Ta cyinuay (cyinmmansHi mposBu). Lleit pusuk 30epiraetbes A0

JOCSATHEHHS KIIHIYHO 3Hauymoi pemicii. OCKUIBKM CTaH Talli€eHTa MOXXE€ HE MOKPAIIUTUCH Y

mepur  JeKiibka abo OiabIle TIKHIB JIIKyBaHHS, HEOOXITHO 3IHCHIOBATH pETENbHE

CIIOCTEPEIKEHHS 3a MAIIEHTOM 10 MOKpPAIIEHHS CTaHy. 3aralbHUM KIIHIYHUA JOCBIA CBIIYUTH

PO Te, UI0 PU3UK CYIIHAY MOXKeE IM1IBUIIyBaTHCS Ha PAHHIX CTaliIX MOKPAIICHHS CTaHy.

[MamienT! 13 HAsSBHICTIO B aHaMHE3l CYyIUAaTbHUX TPOSBIB, a TAKOXK MAIll€EHTH, Yy SKUX

BIJI3HAYAE€THCSI BUCOKUN pIBEHb CYiMJAIBHOIO MHCIEHHS TIepel MOYaTKOM JIKyBaHHS, €

TPYHOI0 TiABHINEHOTO PU3UKY CYIIUAAIBHUX AYMOK abo CyiluaaabHUX cropo0 1 iM ciij

nepeObyBaTH TMiJ PETEIbHUM HArJasgoM I 4Yac JiKyBaHHSA. Mera-aHami3 1iane6o-

KOHTPOJIbOBAHUX KIIHIYHUX IOCTIKEHb AHTHICTIPECAHTIB 3 YYaCTIO JOPOCIHMX MAII€HTIB 13

NCUXIYHUMHU PpO3JaJaMUd TOKa3aB MiJBUIICHHS PU3UKY CYyIHMAaIbHOI MOBEAIHKH TMpHU

3aCTOCYBaHHI aHTHJICIIPECAHTIB MOPIBHSAHO 3 TUIaLEe00 y TPyIi Mali€HTiB BIKOM 70 25 pOKiB.

[Tim vac mikyBaHHS, OCOOJMBO Ha paHHIX €Tamax Ta MICIsS 3MIiHM JI03YBaHHS, HEOOXI1IHO

3MIMCHIOBATH PETENbHUN HArA 3a IMallieHTaMHU, 30KpeMa THMH, SKi BITHOCSTHCS IO TPYIH

BUCOKOro pu3uky. [lamieHTiB (Ta 0ci0, sKI MIKIYIOTHCS TPO HHUX) CIIJ TMOMEPEIUTH TIPO

HEOOXIJHICTh  BiACTEXKEHHS OyIb-SIKUX O3HAaK KJIIHIYHOTO TMOTIpIIEHHS, BUHUKHEHHS

CyInuIaNbHOI TOBEIIHKK a00 TyMOK 1 HE3BHYHUX 3MIH Yy TIOBEMIHII, a TaKOX HETaHHOTO

3BEpHEHHS JI0 JIiKaps MPU HAIBHOCTI IIUX CUMIITOMIB.

3actocyBanHd B KomOiHamii 3 iHriOitopamu CYP1A2 (muB. posaiumm «lIpoTUrnokasaHHs» Ta

«B3aeMois 3 IHIIUMH JTIKAPCHKUMU 3ac00aMH Ta 1HII BUIW B3a€MOJTiN)

Menitop® crif 3 00epexHICTIO MpU3HAuaTH B KoMOiHamii 3 momipauMu inTiGiTopamu CYP1A2

(IpompaHoIION, EHOKCAIIHH), 1110 MOXKE MPU3BECTH JI0 ITiIBUIIICHHS KOHIICHTpAIIii aroMeNIaTHHY.




HenepeHocumicTh J1aKTO3U

Jo cxmamy Menitopy® BXoauTh nakTo3a. IlamieHTam i3 PiAKICHOIO  CIIafKOBOIO
HETMEePEHOCUMICTIO TaJIaKTO3H, 3arajbHUM AC(IIIUTOM JaKTa3u abo MabaOCOpOIIi€l0 TITFOKO3H-
rajlakTO3H He CIIiJl puiMaTH el npemnapar.

PiBeHb HaTpito

Menitop® micTuTh MeHme 1 MMomb HaTpito (23 Mr) Ha TabneTKy, TOOTO Maiike BUIbHMIT Bif
HaTpIIO.

3acmocyeanns y nepioo eazimnocmi abo 200y8anHs 2pyooro.

BaritHicTb

3 MeTOI0 MONepeKEHHsI Oyab-IKMX PU3MKIB 0a)KaHO YHHMKATH 3acTocyBaHHA Memitopy® y
nepiox BariTHocTi. JlaHi 100 3aCTOCYBaHHsS aroMeNIaTHHY BariTHUM JKIHKaM BIACYTHI a0o
oomexxkeni (Menme 300 BumankiB). JlocmipkeHHS Ha TBapUHAX HE BUSABWIM TPSMHUX a0o0
HENpsAMUX IIKIUVIMBUX e€PEKTiB aroMeIaTUHy Ha Iepedir BariTHOCTI, PO3BUTOK eMOpiOHA/TIIoAA,
MOJIOTH 200 MOCTHATAILHUN PO3BUTOK.

loxyBanHs TpyUHO

HeBimomMo, 4m  mpoHWKae  aroMmejaTWH/METa0ONMITH Yy  TpyaHe  Mosioko.  HasBHi
(dbapMaKoAMHAMIYHI/TOKCUKOJIOTIYHI JIaHi, OAepKaHi NpW TMPOBEIEHHI JOCIIKCHb Ha TBAapHUHAX,
MIPOAEMOHCTPYBAIM, III0 aroMejaTHH/MeTa0oJIITH TPOHUKAIOTh y TPYIAHE MOJIOKO. Pusuk s
HOBOHAPO/KCHUX/HEMOBIISIT BUKIIOYATH HE MOXKHA. PillleHHS MO0 TNPHUIMHEHHS TOMXYyBaHHS
rpyUio a0 TPUNMHEHHS/YTpUMAaHHsA Bif Tepamii Memitopom® ctij NpuitMaTH, BpPaXOBYIOUH
KOPUCTH BiJl TOTyBaHHSI TPYJUIIO JJIsl TUTHHH Ta KOPUCTH BiJT JIIKyBaHHS [T MaTepi.

DepTUIbHICTD

JlocmiKeHHs 3 penpOIyKTUBHOCTI Ha TBAPHHAX TMOKA3aJH BIACYTHICTh BIUIMBY aroMeJaTHHY Ha
(bepTHIBHICTB.

30amuicmb eniueamu Ha WEUOKICIMb peakuii npu KepyeamHi AGMOMPAHCHOPMOM ado
IHWUMU MexXaHizmamu.

AromenaTuH Mae HE3HAYHWUH BIUIMB Ha 3JaTHICTh KEPyBaTH aBTOMOOiIJIEM abo MpaloBaTH 3
MeXaHi3MaMH. 3 OTJIsiAy Ha Te, IO 3allaMOpPOYEHHS Ta COHJUBICTh € YaCTUMHU IMOOIYHUMHU
peakIlisiMA Ha Mperapart, HaIieHTaM ciij OyTh 0OepeKHUMH TMPU KEepyBaHHI aBTOTPAHCIIOPTOM
ab0 po0OOoTi 3 MEeXaHi3MaMHu.

Cnoci6 3acmocysannsa ma 0o3u.

Criocib 3acTocyBaHHS

J11s1 IepopalibHOTO 3aCTOCYBAHHS.

Menitop®, TabneTku, BKPUTI ITiBKOBOIO OOOIOHKOIO, MOKHA 3aCTOCOBYBATH HE3aleXKHO Bij
npuiomy Txi.

Jlo3yBaHHs

PexomennoBana n03a cTaHOBUTH 25 Mr 1 pa3 Ha 100y, mepes CHOM.

Skmo depe3 2 THOKHI TICHIS TOYATKy Teparlii MOKpallaHHsS KIIHIYHOTO CTaHy € HEeJOCTaTHIM,
703y MokHa miaBunmT 10 50 mr 1 pa3 Ha 100y, T06TO 2 TabneTku mo 25 mr, sKi He0OXiIHO
IpUIMAaTH OJTHOYACHO TIEPEl CHOM.

[Ipy npuiHATTI pimeHHs MOA0 30UIBIICHHS MO3M CIIJ YpaxOBYBAaTH 3POCTAHHS PH3UKY
MIJBUICHHS pIBHSA TpaHcamiHa3. 30uUtbleHHs 103u 10 S0 Mr HEOOXiAHO MPOBOAWTH HA
IHIUBITyaabHIN OCHOBI JJIT KOXKHOTO MAI[I€HTA IMICIs OIIHKU MOKAa3HUKA «KOPUCTH/PU3UKY» 13
000B’I3KOBUM MPOBEJCHHSM ITEUIHKOBUX MPOO.

VYcim naiienTamMm HeOOXiIHO MPOBOIUTH TEYiHKOBI PoOU 0 1MoYaTKy JiKyBaHHS. JIiKyBaHHS He
CIIi PO3MOYMHATH, SKIIO PIBEHb TpaHCaMiHAa3 MEPEBHUIIYE BEPXHIO MEXKY HOPMH y 3 pa3u (IuB.
pozaimu «I[Ipotunokazanus» Ta « OCOOIMBOCTI 3aCTOCYBAHHS» ).

[Tim gac mikyBaHHS HEOOXIJHO TMEPIOAMYHO KOHTPOJIOBATH DPIBEHb TpaHCaMiHA3: MPHUOJIU3HO
yepe3 3 TWXKHI, 6 THXKHIB (3aBepuIeHHS rocTpoi ¢asu), uepe3 12 TkHIB Ta 24 THXHI




(3aBepmieHHs $a3u MATPUMYBAIBLHOI Teparii) 1 Hafgall y pa3i HasSBHOCTI KJIIHIYHUX ITOKa3aHb
(muB. po3nin  «OcobauBOCTI 3acTocyBaHHs»). JIiKyBaHHS CNiJi TPUITMHWTH, SKIIO PpiBEHb
TpaHcaMiHa3 BTPHUYI TNEPEBUIIUTh BEPXHIO MEXY HOpMHU (muB. po3aimm «lIporumoka3zanus» Ta
«Oco0IMBOCTI 3aCTOCYBAHHS).

[Tpu 306imbIIeHH] JO3M CITij] 3HOBY MPOBECTH MEUIHKOBI TECTH 3 TIE€IO K YaCTOTOXO, IO 1 HA TTOYATKy
JKyBaHHSL.

Tpusanicme nikysanus

[MamienTam 13 Aempeciero Ciil MPOXOTUTH JIIKYBaHHS BIPOJOBXK IOHAWMEHIE 6 MICSIIB JUIs
3a0e3MeyeHHs] 3HUKHEHHS Y HUX CHUMIITOMIB.

Ilepexio 6i0 mepanii anmudenpecanmamu 2epynu CeieKmuGHUX iHei0imopie 360pOMHO20
3AXONJIeHHs CepPOMOHIHY/IH2I0IMOPIE 360POMHO20 3AXONAEHHS CEPOMOHIHY 1 HopeniHeppuHy
(CI33C/I33CH) 0o acomenamuny

VY mamieHTiB MOXYTh CIOCTEpITaTUCS CUMIITOMH BIIMIHM TIICJ TPUIWHEHHS TNPUHAOMY
antugenpecantie rpynu CI33C/I33CH. 3 MeToi0 yHUKHEHHS LHMX CHMITOMIB HEOOXiJIHO
BpPaxOBYBAaTH PEKOMEHMAIIl MO0 MPUITMHEHHS JIKYBaHHS, IO MICTATHCA B 1HCTPYKII IJIs
MEINYHOTO 3aCTOCYBAaHHS JIKapchbKoro 3acoly, sKMMl 3acTocoBye mamieHT. Teparito
aroMeNaTHHOM MOXKHa PO3MOYaTH O/pa3y MapayiebHO 31 3HIKEHHSM /103U aHTHENpPEecaHTa
(muB. po3nin «PapMakoIUHAMIKAY).

Ipununenns niKyeanms

V pasi npuiHATTA pillleHHS 11010 TPUIMHEHHS JIKYBaHHs OTPeOU Y OCTYIIOBOMY 3HM)KEHHI 103U
HEMae.

Oco0nuBi Tpyny NaIlieHTiB

llayienmu nimnvo2o 8iKy

Besneka ta epexTHBHICTD aromenaTuHy (25-50 Mr/no0y) Oyiu A0BeAeHi /Ui MAIEHTIB JITHHOTO
BiKy 3 gemnpeciero (<75 pokiB). Y Tpymi mami€eHTiB BIKOM > 75 pokiB He OyJIO OTpPUMAaHO
JOCTOBIpHUX pe3ynbTaTiB. ToMy maiieHTaM Ii€l BIKOBOi TPYIM HE CIiJl 3aCTOCOBYBAaTH
aroMmenaTtuH (auB. po3ainu «OcoOIMBOCTI 3acTOoCcyBaHH» Ta «DapmakoanHaMikay). [Totpedu B
KOPEKIii 1031 3aJIe’KHO BiJ] BIKy HeMae (IuB. po3aii « DapMaKoOKiHETHKA»).

Tlayienmu 3 nopywennsam QyHKyii HUpoKx

VY mamieHTiB i3 TSOHKKUM MOPYLICHHSM (DYHKIT HUPOK pEIeBAaHTHUX 3MiH (papMaKOKIHETUUHUX
napamMeTpiB aroMeNaTHHy He CcrocTepiragoch. OHaK KUIBKICTh KITHIYHMX JaHUX MO0
3aCTOCYBaHHS aroMeJNaTHHY Y MaIlieHTIB 13 JeTpecielo Ta MOpymeHHIM QYHKIII HUPOK TSHKKOTO
a0o0 MOMIpHOTO CTyTeHs € oOMekeHor0. OTKe, TAKUM TaIll€HTaM aroMeJIaTHH CJIi Tpu3HavYaTH 3
00epEeKHICTIO.

Tayienmu 3 nopywenHnsam QyHxyii newinku

3acTocyBaHHS aroMeJaTUHy MPOTUIIOKA3aHO MALli€HTaM 13 MOpYyIIEeHHIM (YHKII] NeuiHKU (IHB.
posainu «IIpotunokazanus», «OcobIMBOCTI 3aCTOCYBaHH» Ta «DapMaKOKIHETHKAY).

Himu.

He pexoMenyeThes npusHadatd Memitop® ais nikyBaHHS [enpecii B AiTell, ockiabku Ge3neka
Ta e(PeKTUBHICTH JAHOTO MIpenapary He OyJIiM BCTAHOBJICHI B Iiil TpyIi mamieHTiB. J[aHi BiACyTHI.
Y KIHIYHUX JOCHDKEHHSX 3 Yy4YacTi JiTeld 1 WiUITKIB TpU 3aCTOCYBaHHI IHIIUX
AHTHUJICTIPECAHTIB BUHUKHEHHS CYIMAAIBHOI MOBEAIHKM (CyilMaanbHi cripoOu Ta CcyinmaambHi
OYMKH) 1 BOpOXOTO CTaBJCHHS (IIEpPEeBAXHO arpecis, OIMO3UIliifHa TOBEOiHKAa Ta THIB)
CIIOCTEPIrajgoch YacTillle MOPIBHSHO 3 MalllEHTaMH, SKi TPUHMaTH 11aieto.

Ilepeoo3ysanns.

CumMnroMu

IcHye oOMexeHa KITBKICTh JaHWUX MI0JI0 BHUMAJAKIB TEPENIO3yBaHHS aromelaTuHoM. [lpu
Hepeo3yBaHHl aroMeJIaTHHOM TOBIJOMIISUIOCS PO BHUHHUKHEHHS OONI0O B eIiracTpaibHii
TIJISTHIT, COHJIMBOCTi, BTOMH, @)XKHTaIlii, TPUBOXKHOTO CTaHy, HAMpYy>KEHOCTI, 3allaMOpPOYCHHSI,



miaHo3y abo He3mykaHHsA. byrno 3adikcoBaHo 1 Bumamok mpuitomy 2450 Mr aromenaTtuHy —
OJTy>KaHHsI HaCTaJI0 CHIOHTaHHO 0e3 Kap/1i0BacKyJSIpHUX Ta 010JIOTIYHUX BiXUJICHb.

JIikyBaHHA

Bynp-siki cnienm¢iyHi aHTUAOTH aromenaTtuHy HeBimowmi. JIiKyBaHHS THpW INepeno3yBaHHI Mae
CKJIQJAaTUCh 13 CUMIITOMATHYHOI Teparii Ta 3BMYaifHOr0 HATJsILy 3a CTaHOM MarienTa. Menndne
CTIIOCTEPEKEHHS PEKOMEH/Y€THCSI TPOBOJIUTH Y CIICI[iaJli30BAHOMY 3aKJIai.

Il06iuni peaxuii.

Pestome npodinro 6e3nexu

[ToGiyni peakuii 3a3BUYail BUHUKAIM ITiJ] Yac MepIInX 2 THXKHIB JIIKYBaHHs Ta Oynu crnabko abo
noMipHO BupaxeHl. HaivacTimmmu moOIYHMMH peakiisiMd Oyiu TOJIOBHUM OLIb, HyJOTa Ta
3anamopoyeHHd. Lli mo6iuHi peakiii 3a3BHuail Mali TUMYACOBHH XapakTep i, K MpPaBUIIO, HE
TIPU3BOIFIIH IO IPUITMHEHHS Teparii.

[Mepenik MOOIYHUX peaKIIii

HwxyenaBeneHna Tabiuis MiCTUTh MOOIYHI peakilii, BUSBIICHI ITiT Yac MIane0d0-KOHTPOIbOBAHUX
KJIIHIYHUX JOCHIKEHb Ta BUIPOOYBaHb 3 BUKOPHCTAHHIM aKTUBHOTO KOHTPOJIIO.

[ToGivHi peakii 3a3HaUeH] HIDKYE 3 TAKOK YaCTOTOK BUHUKHEHHS: Ayxe yacto (> 1/10); wacto (Bixa
> 1/100 no < 1/10); mewacro (Bix > 1/1000 no < 1/100); pimko (Bim > 1/10000 mo < 1/1000); myxe
piako (< 1/10000); vactoTta HeBigoMa (He MOxke OyTH BH3HAUEHA 3a HASBHUMH JlaHUMH). YacToTta
He OyJia CKOpUTOBaHa JjIsl TPYITH M1aredo.

Knacudikaris 3a cuctemamu

. Yacrora [ToGiuna peakuis
OpraHiB

3 OOKy MCUXIKU Yacrto TpUBOXKHICTH

HesBuuni cHOBUaIHHS*

Heuacto CyiuuaaneHi JyMKH YU TIOBEJiHKA (JIUB.
po3in «OcoOIMBOCTI 3aCTOCYBAHHS)

AskuTalidg Ta oB’sI3aH1 3 HEIO CUMIITOMU*
(Taki sIK APATIBIMBICTH 1 HECTIOKIN)

ArpecuHicTtp*

JKaxnusi cHOBUIHHS*

Masis/rinomanis*

i cuMnToMH MOXYTh OYTH 3yMOBJICHI
BIJIMOB1THUM 3aXBOPIOBAHHSM (JTUB. PO3ILI
«Oco0aMBOCTI 3aCTOCYBAaHHS»)

CrutyTaHicTh CBIJOMOCTI™

Pinxo Tamroruaamii*

3 00Ky HEpBOBOI CUCTEMH Hyxe gacto |[onoBuwmii 6ib

Yacro 3anaMopOYEHHsI

CoHnuBICTH

besconusa

Heuacro Mirpesb

[TapecTesist

CHHIpOM HECIIOKIMHUX HIr*

Pinko Axarusis*

3 00Ky oprasiB 30py Heuacrto HeuiTkicTb 30py

3 OOKy OprasiB ciyxy Ta Heuacro J13BiH y Byxax*
na0IpuHTY

3 00Ky IUTYHKOBO-KHIIIKOBOTO Yacro Hynora

TPaKTy Hiapest




3anop

Bine B abpoMiHAIBHIN TUISHII )KHBOTA

baroBanasg*

3 Goky renatobisiapHOI cUCTEMHU

Yacto

[TigBuieHHs piBHSA ajJaHiHaMiHOTpaHCchepa3u
(AJIT) Ta/abo acmapraramiHoTpanchepazu
(ACT) (y KJIIHIYHUX TOCIIHKEHHSIX
ninsuienHs piBHsA AJIT ta/a6o ACT 6inbie
HIXK y 3 pa3u BiJl BEpXHBOI MEXi HOpMHU
criocrepiraiock y 1,2 % mnarieHTis, sKi
OTpUMYBAJIM aroMeJIaTuH y 1031 25 mMr/no0y,
Tay 2,6 % malienTiB, sKi OTPUMYBaJIN
aromenaruH y 103i 50 mr/mo0y, mopiBHSIHO 3
0,5 % mari€eHTiB, 0 OTPUMYBAIIH TIa1I€00)

Heuacto

[TigBuIIeHHS piBHS ramMma-
rirytamintpadcdepaszu™ (I'T'T) (6inbir HIX y
3 pa3u BiJ BEpXHbOI MeKi HOPMH)

Pinko

T'enatur

[TinBumenHs piBHS JTy»)HOI PochaTazu™
(Oinbmr HIXK y 3 pa3u Bil BEpXHBOI MEXi
HOPMH)

ITeuinkoBa HemoctatHicTh™ (1)

KoBrauurg*

3 00Ky MIKIpH 1 TAMIKIPHOT
KJIITKOBUHHU

Heuacto

lineprigpo3

Exzema

CaepOix*

Kpomup’saka*

Pinxo

EputemaTo3Hni Bucumanas

HalGpsk 006imyyst Ta aHT1OHEBPOTUIHUI
HaOpsk™

3 00Ky OTIOPHO-PYXOBOi CHCTEMHU
Ta CHOJIYYHOI TKAHUHU

Yacto

binb y cniuHi

Heuacto

Mianrig*

3 60Ky CEYOBHAUTHHOI CHCTEMH

Pinko

3aTprMKa CEYOBUITYCKaHHS*

3aranbpHi po3JaaH Ta PeaKilii y
MicIli BBEIECHHS

Yacto

Broma

Pesynbratn mabopaTopHux
JOCTIIKEHb

Yacto

30inblIeHHS Macy TUa*

Heuacto

3MeHIIEHH MacH Tina*

* YacToTa MpOSBIB MOOIYHMX pEakIliii, BUSABICHUX 3a JOIOMOTOIO CIIOHTAaHHHWX IOBiAOMJICHb, PO3paxoBaHa 3a

ITAHUMH KIIHIYHUX JOCHIKEHD.

(1) ToBimomitsTocs PO MTOOIMHOKI JeTaNbHI BUIaAKH a00 BUTAAKK TPAHCIDIAHTAIlll IEYiHKH Y TAIEHTIB 13 pakTopaMu

PH3UKY NOpYIIeHHS (QyHKIIT MEYiHKH.

3BIT IIPO IMiA03POBAaHI HO0IYHI Peakili

[ToBimomyieHHST MO TMOOIYHI peakiii IMichs peecTparlii JIKapchbKOro 3aco0y Mae BaKIMBE
3HayeHHA. lle Jae 3MOry NpOBOAMTH MOHITOPUHI CIIBBIJIHOIICHHS KOPHUCTH/PU3UK IPH
3aCTOCYBaHHI IHOTO JIIKAPChKOro 3aco0y. Meauvynum Ta ¢dapMaleBTUYHUM TMpalliBHUKAM, a
TaKOX TaIieHTaM a0o IXHIM 3aKOHHUM TpPEICTaBHUKAM CJiJ MOBIIOMIIATH MPO YCl BHITAJIKH
Mi03PIOBAaHUX TOOIYHUX peakiii Ta BIACYTHOCTI €()EKTHBHOCTI JIIKAPChKOTO 3acoly uepes

aBTOMaTH30BaHy  iH(opMariiiHy
https://aisf.dec.gov.ua.

cucreMy

dapMakoHaryiALy 32 HOCHJIAHHSM:




Tepmin npuoamnocmi. 3 poku.

YMmoBH 30epiranus.
He notpebye ocobnmBux ymMoB 30epirans. 30epiratu y HeIOCTyITHOMY JJIS NITEH MicIti.

YnakoBka.

[To 14 tabmeTok, BKpUTHUX IUTIBKOBOIO OOOJIOHKOI, Yy OmicTepi 3 amtoMiHIEBOI (OJIBIH Ta
[IBX-1utiBKH.
ITo 1 a6o 2, a6o 4 GmicTepu B KOpOOIli 3 KAPTOHY MaKyBaJIbLHOTO.

Kareropis Bigmycky.
3a peuenrtom.

Bupoonuk.
Jlabopatopii Ceps’e Ingactpi/Les Laboratoires Servier Industrie.

Micue3naxonxeHHss BHPOOHUKA TAa ajgpeca Miclsi NPOBAZKeHHsI HOro AislJIbHOCTI.
905 pyt ne Capan, 45520 XKini, ®panmiss/905 route de Saran, 45520 Gidy, France.

Bupoonuk.
Cepn’e (Ipnannist) lmmactpic JIta/Servier (Ireland) Industries Ltd.

Micne3HaxonxeHHsI BHPOOHHKA TAa ajgpeca MicUsi IPOBAZKeHHsI HOro AislJIbHOCTI.
['opeit Poyn, Apxioy, Ko. Bikioy, Y14 E284, Ipnannis/Gorey Road, Arklow, Co. Wicklow,
Y14 E284, Ireland.

3asiBHUK.
JIE€E TIABOPATYAP CEPB’€/Les Laboratoires Servier.

Micue3HaxoXKeHHS 3asIBHHUKA.
50, pro Kapno, 92284 Cropen Cenexc, @panis/S0, rue Carnot, 92284 Suresnes Cedex, France.

VY pa3zi BUHUKHEHHS 3anuTaHb 3BepTaiitecs 10 TOB «Ceps’e Ykpaina» 3a Temn. (044) 490 3441.

Jara ocrannboro nepersiay. 11.02.2025.
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