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Cknao:

oioua peuosuna:. agomelatine;

1 TabGnerka MiCTUTB: 25 MI' arOMeNIaTUHY;

O0ONOMIDICHI peyoguHU. IAKT03a, MOHOTIIPAT, KpOXMajdb KYyKYpPYyI3sHHI;, TIOBIOH; HATPiIO
KPOXMAJBITIKOMAT (TUM A); KHCIOTa CTEapHHOBA; MAarHil0 cTeapaT; KPEeMHII0 JiOKCH
KOJIOIIHUI Oe3BOMHUIA; rimpomMesosa; 3amiza okcun skoBtuii (E 172); rminepun; makporoa 6000;
tutany giokcun (E 171).

Jlikapcbka ¢gopma. TabiieTku, BKPUTI IITIBKOBOIO 000JIOHKOIO.
Ocnogui  hizuxo-ximiuHi  61acMuU8ocmi: OpPaHKEBO-KOBTOTO KOJIbOPY, JMAOBractoi Gopmu
TaOJIETKH, BKPHTI IUIIBKOBOIO 00OJIOHKOKO, 3 TOJIyOUM THCHEHHSM « = » 3 OJIHOTO OOKY.

dapmakoTepaneBTHYHA rpyna. [IcnxoananenTuxu. [Hm AHTUJICTIPECAHTHU.
Kox ATX NO6A X22.

Dapmakonoziuni enacmueocmi.

Dapmakoounamika.

MexaHi3M jii

AromMenaTuH — MenaToHiHepriuHui aroHict MTi- ta MT2-penentopiB ta antaroHict 5-HTzc-
peuenTopiB. JlOCHiPKEHHS, B paMKaX SIKUX BUBYAIM 3B SI3yBaHHS aroMelaTUHY 3 pelenTopami,
MPOJIEMOHCTPYBAJIA, IO aroMejiaTUH HEe BIIMBA€ Ha 3axXOIUICHHS MOHOAaMiHIB 1 HE Mae€
CHOpIIHEHOCTI 3 0- Ta [-agpeHepriuHuMH, TiCTaMIHEpriyHUMHM, XOJIHEPriYHUMH,
JIOTIaMiHEPTTYHUMH Ta O€H30/11a3eMTHOBUMH PEIEITOPAMHU.

B excnepuMeHTanbHUX AOCHIDKEHHSX Ha TBapuHaX 13 po3jiajaMHM LUPKAJHUX PUTMIB Oyio
MPOJIEMOHCTPOBAHO, 1[0 arOMEJIaTUH PECUHXPOHI3YE LIUPKAIHI PUTMH.

AromenaTHH 30UIblIye BUBUIBHEHHS JOMAaMiHy Ta HOpaJApeHaliHy, 0COOJMBO y (DPOHTAILHUX
BIJIJIIJIaX KOPY TOJIOBHOTO MO3KY, Ta HE BIUIMBAE HA €KCTPAIETIOISIPHUIN PIBEHb CEPOTOHIHY.
®dapMakoaHaMiuHi edheKkTH

B  ekcnepuMeHTabHMX  JIOCHIDKEHHSX HA  TBApWHAX  aroMeNlaTWH  IPOJCMOHCTPYBAB
AQHTHUJICTIPECBHUM e(eKT Ha BaliOBaHUX MOJENAX Jenpecii (TecT O€3BHXIIHOCTI, Biyaro,
XPOHIYHOTO JIETKOTO CTPECY), a TAaKOXK Ha MOJENAX 13 JECHHXPOHIZALIEK IMPKAJTHUX PHTMIB 1
MOJIEJISIX, TTOB’SI3aHUX 31 CTPECOM 1 TPUBOXKHICTIO.




[Ipu 3acTocyBaHHI B JIIOAWMHU aroMelaTHH PECHHXPOHI3YE IUPKAIHI PUTMH; BiH BIJIHOBIIOE
(a3HICTb CHY, CIPUYMHSE 3HIKCHHS TEMIIEpaTypH TiJla Ta CIPUsE CEKPEIlil MEeTaTOHIHY.
Kniniyna eekTHUBHICTh Ta Ge3neka

EdextuBHicTh 1 Oe3nexka aroMenatuHy NpU JIIKYBaHHI BEJHMKHX JEMPECUBHUX €Mi30/liB
JIOCITIDKYBAIMCh Y KIIHIYHIN niporpami 3 ydactio 7900 martieHTiB.

VY mectu KOPOTKOCTPOKOBHUX MOJBIHHO CIIMUX TUTANe00-KOHTPOILOBAHUX JTOCTIHKEHHSX 3 OI[IHKH
e(EeKTUBHOCTI aroMesIaTUHY TIpH JIIKYBaHHI BEJIUKHX JCMPECUBHUX €Mi30/IB y JOPOCIHUX
NalieHTIB aromenaTuH y Jo3ax 25-50 Mr Hampukidmi Tepamii (potsromM  6-8 THXKHIB)
MPOJIEMOHCTPYBAB CTAaTUCTUYHO JOCTOBIPHY €(DeKTUBHICTH MOPIBHSHO 3 IIanedo. 3a pe3yabraTamMmu
OLIIHIOBaHHSA 3a mKaior0 HAMD-17 Bin3Hauanucs 3MiHA 3HaYEHHS TIOKA3HUKA MIEPBUHHOI KiHIIEBOT
TOYKH MOPIBHSHO 3 TOYaTKOBUM PiBHEM.

EdexTtupnicts npemapaty Menitop® 6yn0 Takok IPOJEMOHCTPOBAHO B MALIEHTIB 3 OiIbII
TSDKKOIO JieTpeciero (ToyaTKOBHM 3aranbHUi Oan 3a mkanor HAM-D >25) 3a pesynbraramu
BCiX MMO3UTHBHUX IJ1a11e00-KOHTPOIBOBAHUX JOCIIKEHb.

[Toxa3HukHM BIAMOBIAI HaA JIKYBaHHS TNPHU 3aCTOCYBaHHI aroMejaTUHy OyiIM CTaTUCTHYHO
JIOCTOBIPHO BUIIMMH MOPIBHSIHO 3 are6o.

YV mectd i3 ceMH AOCTiMKeHb i3 BUBYeHHS edekTuBHOCTI Menitopy® y rereporeHHuX
HOMYJSIIAX JOPOCIMX TALIEHTIB 13 JAenpecielo Oyno MpOJEMOHCTPOBAHO OUIBII BHCOKY
(2 nocmimkenns) abo He HWK4y (4 mociimkeHHS) ehEKTHBHICTh aroMejJaTHHY IOpPIBHSHO 3
TEpaIi€l0 CEJIeKTHMBHUMHU 1HTIOITOpaMU 3BOPOTHOTO 3aXOIUIEHHS CEpOTOHIHY/iHTiOiTOpamu
3BOPOTHOTO 3aXOIUVICHHS CEpOTOHIHY-HOpemiHePpiHy (CI33C/133CH) (ceptpadmiH,
ecuurTanonpam, QIyokceTHH, BeHnadakcuH abo IyJTOKCeTWH). AHTHACTPECUBHUI edekT
omiHroBaM 3a mkanor HAMD-17 abo y sikocTi nepBUHHO1, 200 BTOPUHHOI KIHIIEBOi TOUOK.
JloBrorpuBaigy aHTHUACTIPECUBHY €(EKTUBHICTh aromMelaTHHy OyJl0 TPOJEMOHCTPOBAHO B
JOCTIP)KeHHI 3 BHBYEHHS 3aro0iraHHs BUHUKHEHHs penarciB. 3a pe3yjibTaTaMH BIUTUBY Ha
NEPBUHHY KIHIIEBY TOYKY — 3amo0iraHHs BUHMKHEHHS peJNarciB Jaenpecii, 10 BUMIipIOBaIach
YacoM JI0 BUHMKHEHHS pelnarcy, aroMeiatuH y 1o3i 25-50 Mr Ha 100y moka3aB CTaTHCTUYHO
JOCTOBIpHY TiepeBary mopiBHsHO 3 Miane6o (p=0,0001). Yactora BUHUKHEHHS pEJAICIB
MpPOTSAroM 6 MICAIIIB TOABIHHO CIIIOro CHOCTepeXeHHs craHoBuia 22 % ta 47 % ma
aroMeNaTuHy Ta Iiamnedo BiAMOBIIHO.

[Ipemapat He BIIMBAaE Ha ACHHY MUJIBHICTH Ta MaM’SITh 3JJOPOBUX JTOOPOBOJIBIIIB. Y MAaIli€HTIB 13
JIENPECIE0 JIKYBAaHHS aroMeNaTHHOM Y 1031 25 MI' MoA0BXKyBaslo (a3y MOBUIbHOXBUIBLOBOTO
cHy 0e3 BIUIMBY Ha ¢a3zy abo JaTEHTHHH Mepioj IBHIKOTO CHY. ATOMeNaTuH, 25 MT, TaKOX
CKOpOYYy€ TPOMDKOK Yacy 0 TOYaTKy CHy (IOJIeTHIye 3aCHHAHHS) Ta JOCSTHEHHS CTaHy 3
MIHIMaJIbHOIO YaCTOTOIO CEpIEBUX CKOpPOUEHb. 3a OILIHKOI TMAalli€HTIB 13 MEepIIOTro THXKHS
JIKYBaHHS 3HaYHO MOKPALIMINCS 3aCUHAHHSA Ta SIKICTh CHY 0€3 OpYILEHHS AE€HHOT aKTUBHOCTI.
O06’emHanmil aHami3 AOCTiIKeHb 3a omiHouHOo mKkanor ASEX (Arizona Sexual Experience Scale)
NPOJIEMOHCTPYBaB, IO 3aCTOCYBaHHS aroMeNaTWHy HE AacOoLiIOBAJIOCh 13  CEKCYalbHOIO
TUCOYHKIE. Y 310pOBUX J100pOBOJIBIIB aroMeNaTuH 30epiraB crareBy (YHKIIIO HMOPIBHSIHO 3
MAPOKCETHHOM.

VY KIIHIYHUX JOCHIJKEHHSIX aroMelaTHH HE BIUIMBAaB Ha YacTOTy CEpIEBUX CKOPOYEHb Ta
apTepialbHUM THUCK.

VY pociimkeHHI 3 OIIHKKM CUMMOTOMIB BiMiHM 3a gomomororo anketd DESS (Discontinuation
Emergent Signs and Symptoms) y maiieHTiB 13 Jenpeci€lo y cTajii peMicli aromelaTUH He
CIPUYMHSAB CUHJIPOMY BiJIMIHHM ITICJIS PANITOBOTO MPUITMHEHHS Tepartii.

AromMenaTMH HE CIPUYUHSE 3aJICKHICTh, MO0 OYyJ0 BU3HAYEHO B JOCHIHKEHHSIX 3 Y4acTIO
3I0pOBUX JOOPOBOJIBIIIB 32 Pe3ylbTaTaMH TECTIB 13 BUKOPHUCTAHHSM CIIEIIaTbHOI Bi3yalbHO-
anasioroBoi mkanu abo anketd ARCI (Addiction Research Center Inventory) 13 49 nurans.
[Tnare60-KOHTPOJIbOBaHE JOCHIKEHHsI aromenatuHy B 11031 25-50 Mr Ha 100y TpuUBaNicTIO
8 TIDKHIB 3 yYacTIO TAIliEHTIB JIITHROTO BIKY 3 jerpeciero (> 65 pokiB, N=222, 151 3 saxux
3aCTOCOBYBAJIM aroMeNaThH) MPOJEMOHCTPYBAIO CTATUCTUYHO JIOCTOBIpHY pi3HUIIO y 2,67 Gana
3a 3aranpHOIO mKanoro HAM-D (mepBruHHA KiHIIEBa TOYKa). PiBeHb MOKa3HUWKA «BIAMOBIIL HA




JIKyBaHHS» OYB TO3UTHBHHM ISl arOMEJIaTHHY. Y TPYIIl MaIieHTiB BiIKOM > 75 pokiB (N=69, 48
3 SKHX 3aCTOCOBYBAJM aroMelaThH) He Oyl0 OTPUMAHO JOCTOBIPHUX pE3ylbTaTiB IIOAO
nokpaiieHHs: crany. [lepeHocuMicTh aroMenaTtuHy B MAalli€HTIB JITHHOTO BIKY Ta B JOPOCIHX
MAIiEHTIB, MOJOIINX 32 BiKOM, OyIia o1i0HO0.

byno mnpoBeneHo cremianbHe KOHTPOJILOBAHE OCIHIIKEHHS TPHUBAIICTIO 3 THXKHI 3 Y4acTiO
MAIE€HTIB 13 BETUKUMH JCTIPECUBHUMH PO3JIalaMH, SIKI HE JOCSATIN 3HAYHOTO MOKPALICHHS MPU
3actocyBanHi mnapokcetuny (CI33C) a6o Benmadakcuny (I33CH). [Ipu mnepeBemeHHi HHX
NAIli€HTIB Ha JIIKYBaHHS aroMeIaTHHOM, HE3aJIe)KHO Bijl TOTO, MPUIMHEHHS MTOTNIEPEIHBOI Tepartii
B1IOyBaIOCS PI3KO YM TOCTYIOBO, BUHUKAJIW CUMITOMH BiaMmiHHU. L[i CHMITOMH MOMHIIKOBO
MOXYTh OYTH PO3LIiHEH] SIK HEJOCTaTHICTh PAHHBOTO €(PEKTY aroMeIaTuHy.

BincoTok maii€eHTIB 13 HasABHICTIO X04a O OJHOTO CHMIITOMY BiJIMIHM MPOTATOM | TYDKHS TIICIIS
NpUNyMHEeHHs 3actocyBanHs antuaenpecanTis rpynu CI33C/I33CH O0yB MeHIMM y rpyImi HaiieHTiB
JOBrOTPUBAJIOTO  3HIDKEHHS 103U  (IIOCTYNOBE  MPHUIMHEHHS  IOMNEPEIHbOTO  MpUHOMY
AHTHUJICTIPECAHTIB YIIPOIOBXK 2 THXKHIB), HUK Y TPYIIi NALIEHTIB KOPOTKOTPHBAIIOTO 3MEHIIIEHHS 03U
(mocTyroBe MPUIMHEHHS MONEPEAHbOT0 MPUHOMY aHTUICTIPECAHTIB YIIPOAOBXK | THKHS) Ta rpyril
NALi€HTIB Pi3KOi 3MIHM JIiKyBaHHS (pi3Ke MpUNMHEHHS mpuiiomy): 56,1 %, 62,6 % ta 79,8 %,
BIAITOBIIHO.

Dapmaxokinemuxa.

BceMokTyBaHHS Ta 010/10CTYIHICTD

AromenatuH mBuAKO i g00pe (>80 %) BCMOKTYeThCS TMICIs HEPOPATIBHOIO 3aCTOCYBAHHSL.
AbcomoTHa 010JJOCTYIHICTh € HU3bKOIO (<5 % Tpu nepopaabHOMY 3aCTOCYBaHHI B TeparneBTHUHIM
N031); iHAMBiAyaJdbHA BapiaOENbHICTH € 3HAYHOK. BiOJOCTYNHICTD y JKIHOK BHUINA IMOPIBHSHO 3
qonioBikamMu. bBi0OCTYNHICTh MiBUIYETHCS MPU 3aCTOCYBAaHHI MEPOPATLHUX KOHTPAIICTITUBIB 1
3MEHIIYEThCS B KypliB. MakcHUMalbHa KOHIIEHTPAIs Yy TUIa3Mi KPOBI JIOCSATAETHCS IPOTATOM
1-2 roguH.

[Ipu 3acrocyBaHHI y TEpameBTUYHUX J103aX KOHIEHTPAIlisl aroMelaTuHy 30UTbIIYEThCS
MPOMOPLIKHHO 31 301nbIIeHHsM 03U. [Ipu 3acTOoCcyBaHHI y OUTBII BUCOKUX J03aX BHHHUKAE €PEKT
HAaCHYECHHS MEPUIOI0 J03010.

[Tpwuiiom ixi (3BuuaitHoi a00 13 BUCOKMM BMICTOM >KHPIB) HE BIUIMBAE Ha O10J0CTYMHICTH a00 Ha
piBEHb BCMOKTYBaHHSI.

BapiaGenbHicTb 301IbLIYEThCSA TPU MPUHOMI %1 3 BUCOKUM BMICTOM XKHPIB.

Poznopin y TkaHuHax

O0’eM po3moAiy B PIBHOBOXHOMY CTaHI CTAaHOBHUTH ONM3bKO 35 7, 3B’sA3yBaHHS 3 OinKaMu
TUTa3MHA KpoBi cTaHOBHTH 95 % He3ale)XHO BiJ KOHIEHTpamii Ta HE 3MIHIOETHCS 3 BIKOM 1 B
NAIli€HTIB 13 MOpYIIEHHsAM (QYHKILII HUPOK, ajleé KOHLEHTpaLis BUIbHOI (pakiiii 30UIbLIyeThCs
B/IBIYl Y NAIIEHTIB 13 HOPYUICHHAM (YHKIIIT MEUIHKH.

biorpancdopmarris

[Ticnst 3acTocyBaHHsS aroMenaTWH IIBHJIKO METAa0OJI3Y€eThCS, MEPEBAXKHO IEYIHKOBUMU
depmentamu CYP1A2; i3opepmentu CYP2C9 ta CYP2C19 Tex 6epyTh yuacTb y MeTaboIi3Mi,
aine ix Bkjaa He3HayHuM. OCHOBHI MeTaOOJNITH, TIAPOKCHIBOBAHMM 1 JUMETUIILOBAHUM
aromesaTHH, € HEaKTUBHUMH Ta LIBUJIKO KOH IOT'YIOThCS 1 BUBOASTHCS 13 CeUelo.

Busenenns

BuBeneHHs1 3 opraHi3amy € IHIBUJIKUM, NepioJ] HamiBBUBEJIEHHs 13 IUIa3MU KPOBI CTAHOBUTH Y
cepenabomy 1-2 romunan. Kiiperce Bucokwii (mpubimsno 1,1 Mir/XB) 1 mepeBakKHO METa0OTIUHUH.
BuBoguthcs mepeBaxkHo 13 ceuero (80 %) y Burmsai mMeTabouniTiB, Y TOW 4ac sIK KUIBKICTB
BHBEJICHOT 13 ce4ero J11040i peYOBUHU Y HE3MIHEHOMY BUIJISiI € He3HAauHO. DapMaKoKiHEeTHKa
HE 3MIHIOETHCS Micis 0araToOKpaTHOTO 3aCTOCYBaHHS.

[NamiesTH 3 mopviIeHHIM G VHKINT HUPOK

VY mami€eHTiB 13 TSOHKKUM HNOPYIIEHHSAM (DYHKIIT HUPOK pEeeBaHTHUX 3MiH (papMaKOKiHETHUHUX
nmapaMeTpiB aroMeNaTuHy He crocrepiranochk (N = 8, ogHOpa3oBa g03a 25 Mr), ajie marieHTam i3
NOpyLIEHHAM (YHKIIT HUPOK TAXKOro abo momipHoro crynens Menitop® crif npusHauaty 3




00€peXHICTIO Yepe3 OOMEKEHY KITbKICTh KIIHIYHUX JAaHUX IOJO0 3aCTOCYBaHHS Ipernapary B
il rpymi namienTiB (AuB. po3ai «Croci0 3aCTOCYBaHHS Ta J03U»).

[ManienTH 3 nopymeHHsM QyHKIT MeYiHKN

CrieniasibHe JIOCHIKEHHS 3 Y4acTIO HAIi€HTIB 13 IUPO30M IMEYiHKH, XPOHIYHUM MOPYLIICHHSIM
GyHKIIT MeuiHKu Jierkoro abo momipHoro ctymens (tuny A ta B 3a knacudikamiero Yainna-
IT’'0) nponemonctpyBano 30utbmenHs (y 70 Tta 140 pa3iB  BiAMOBIAHO) KOHIEHTpALii
aromMeNaTHHy, SKAW 3aCTOCOBYBAJIM B [1031 25 MI, TOpPIBHSHO 3 TaKOK Yy JOOpPOBOJIBIIIB
BIJIMIOBITHOTO BIKY, Macu Tija Ta 3BMYKOI NAIUTH 0€3 MOpYIICHHS (PYHKIIi MEYiHKU (AUB.
po3mimm  «Croci®  3actocyBaHHsT Ta  go3um», «lIporumokaszanns» Ta  «OcoOJIMBOCTI
3aCTOCYBAHHS»).

[arieHTH JITHLOTO BIKY

dapMakOKiHETHYHE JOCIIKEHHS 3 yYacTIO MAIlIEHTIB JITHHOTO BiKY (> 65 pokiB) moka3aio, o
MIpU 3aCTOCYBaHHI mnpemnapaty B 1031 25 mr cepenne 3HadeHHs nmokasHuka AUC ta Cmax Oynu
npubim3Ho B 4 Ta 13 pa3iB BUIIi y MAIIEHTIB BIKOM > 75 pOKiB MOPIBHSAHO 3 TAKUMH Yy MAIIEHTIB
BiKOM < 75 pokiB. OuinuTu (hapMaKOKiHETHKY aroMelaTHHy MpH 3acTOCyBaHHI B 7031 50 Mr y
JaHIM TOMyIIsALii HEMOXKIIMBO Yepe3 HEJOCTAaTHIO KUIBKICTh JaHuX. [lami€eHTH JTITHBOTO BIKY HE
noTpeOyIOTh KOPEKIIil 103H.

ETHiYHI rpynu

Jani mono ocobmuBoctel (hapMaKkOKIHETUKHA aroMeNaThHYy 3aJIeKHO BiJI PacoBOi HaJIEKHOCTI
BiJICYTHI.

Kainiuni xapakrepucTuku.
Ilokasannus.
JlikyBaHHS BEIMKUX JIETPECHUBHUX €ITi30iB Y TOPOCIHX.

Ilpomunoxazanns.

e [inepuymmMBIiCTh 70 iF0U0i pEYOBUHU 200 OYyAb-SIKOT JOMOMIXKHOT PEYOBHHH IPErapary.

e [lopymenns QyHKuii nedinku (IUPO3 MEUiHKA a00 akTWBHA (haza 3aXBOPIOBAHHS IEUiHKN)
a0o MiABUINEHHS PiBHA TpaHcaMiHa3 OLIbIIe HDK y 3 pa3u BiJg BEPXHBHOI MEXi MOKA3HHUKIB
HOpMHU (uB. po3ainn «Crocid 3actocyBanHs Ta A03u» Ta «OCOOIMBOCTI 3aCTOCYBAHHS).

e 3acrocyBanHs y KoMmOiHamii 3 cuibHOAitounME iHTiOiTOpamu CYP1A2 (¢myBokcamiH,
nunpoduiokcait) (IuB. po3ain «B3aemomis 3 HITUMH JIIKAPCHKUMHU 3aco0aMH Ta 1HINI BUIU
B3aEMO/II»).

B3aemodia 3 inwumu nikapcoKumu 3acodamu ma iHuwii 6UOU 63acMo0iil.

MoxiIiB1 BUIM B3a€MOII] aroMeIaTHHY

AromMenatuH MeTabomi3yeThesi mepeBakHO I1mToxpomamu P450 1A2 (CYP1A2) (90 %) ta
CYP2C9/19 (10 %). Jlikapceki 3acoOu, siKi B3a€MOIIOTh i3 IUMH i30(pepMEHTAMH, MOXKYTh
3HIMKYBATH a0 MiJIBUILYBATH O100CTYIHICTh arOMENIATHHY.

®nyBokcamiH, cuiabHoAllouni 1HriOiITOp CYPIA2 Ta momipauii iHriditop CYP2CY9, 3nauno
iHridye Mmeta0oii3M aromenaTHHy, IO HpU3BOAUTH g0 60-kpatHoro (y miamasoni 12-412)
30iblIIeHHs KOHIIEHTpallil aroMenaTury. TakuM YMHOM, OJHOYAcHE 3acTocyBaHHS Memitopy® i3
cuibpHOiFounMHY iHTiIOITOpamu CYP1A2 (pnyBokcamiH, HUNPOQIOKCANH) IPOTUTIOKA3AHE.
Komb6inamis aromenaruny 3 ectporeHamu (momipsi iuriditopu CYP1A2) npusBoguth 10
IiJBUILIEHHS KOHIIEHTpallii aromMenaTHMHy B JeKiIbka pasiB. He3paxaroum Ha Te, W0 MpH
OJIHOYAaCHOMY 3aCTOCYBaHHI aromenatuHy 3 ectporeHamu y 800 maiieHTiB He OyJIO BUSBICHO
OyAb-KOro OCOOJIMBOTO CHUTHANy 3 Oe3NeKH, NMpH3HayaTH aroMeNaTHH 3 1HIIUMH MOMiIpHUMHU
iHriditopamu CYP1A2 (mpompaHonon, €HOKCaluH) ciifi 3 OOEpeXHICTIO 10 OJep>KaHHS
OUTBIIOTO JIOCBIYy 3aCTOCYBAaHHS BHIIE3a3HA4YeHOI KoMOiHamii (auB. po3min «OcoOIUBOCTI
3aCTOCYBaHHS»).

Pudamninms, iHAYKTOp YyciX TpPhOX MHUTOXPOMIB, L0 OepyTh ydacTb y MeTabomi3Mi
aroMeNaTuHy, MOKe 3MEHIIIYBaTH 010/10CTYITHICTh arOMEJIaTUHY.




[Taniausa ctumymtoe iHayKIiI0 CYP1A2 Ta 3MeHIye 610J0CTYyIMHICTh arOMeJIaTUHY, 0COOJIUBO y
3aTATUX KypLiB (> 15 curaper/no0y) (auB. po3ain «PapMaKkoKiHETHKAY).

3/1aTHICTh aroMeNIaTUHY BIUIMBATU Ha 1HIII JiKapchKi 3aco0u

In vivo aromenatun He aktuBye i30depmentn cucremu CYP450. Aromenatu He iHriOye aHi
CYP1A2 in vivo, ani inmi ¢epmentu CYP450 in vitro. SIk Hacmigok, BiH He BIUIMBa€ Ha
KOHIICHTPALIIO JTIKapChKUX 3ac00iB, sIKi MeTa0oi3ytoThes 3a gonomororo CYP450.

IHmri gikapebki 3acobu

VY kniHiuHUX pochimkeHHsx | ¢pasu B HIbOBIH IpyIii MalieHTiB He OyJI0 OJepKaHO AAHUX 100
dbapmMakoKiHETHYHOI Ta (GapMaKOAMHAMIYHOI B3aEMOJIIN 13 JIIKAPCHKUMHU 3ac00aMHM, sSIKi MOYKHA
OIHOYACHO TNpM3HAayaTH 3 MemiTopoM®: GeH3o0mia3eminy, JiTil, MapoKceTHH, (IyKOHA301 i
Teo(iTiH.

AJIKOT0JIb

He pexoMeHayeThCst BAXMBATH JIKOTOJIb i Yac JTIIKyBaHHS arOMeIaTHHOM.

Enexrpomoxosa teparmist (EILT)

HocBin 3actocyBanHs aromenatuHy oxHoudacHo 3 EILLT Bimcyrtwiit. JlocmimkeHHs Ha TBapuHAX HE
BUSIBIUTM BJIACTUBOCTEH aroMeNaTHHY IMIJABHUINYBAaTH CYAOMHY TOTOBHICTh. TakuM YHHOM,
MaJIOMOBIpHO, 1110 oxHOYacHe mpoBeneHHst EIT Ta nikyBaHHS aroMejIaTHHOM MOXE MPU3BECTH
710 Oy/Ib-SIKOTO KITIHIYHO 3HAYYIIOTO YCKIIaHEHHSI.

Ocobueocmi 3acmocy8anus.
MoHITOpUHT (YHKIUT IEYiHKU
[Tpu 3acTocyBaHHI aroMeNaTuHy y MiCIsSpeecTpaiftHOMY Mepio/ii TOBIIOMIIIIOCS PO BUHUKHEHHS
y TAlli€HTIB BUIAJKIB TOPYIIEHHS (QYHKIII MEYiHKH, BKJIIOYAIOYM TEYIHKOBY HEIOCTATHICTh
(MOBLIOMJISIIIOCST TIPO TIOOAMHOKI BHUIMAAKH 3 JICTAIBHUMH HACHiIKaMH a00 TPaHCIUIAHTAIE0
MEYiHKK y TAli€HTiB 13 (DaKTOpaMu PH3HMKY MOpYyLIeHHS (DYHKIi MEeYiHKH), MiJBUIICHHS PiBHSA
nevyiHKOBUX (pepMeHTiB Ounbire HiXK y 10 pa3iB MOPIBHSAHO 3 BEPXHBOIO MEXKEIO HOPMH, IeraTuT i
JKOBTSHUIIO (auB. po3nin «IloOiyni peaxiiii»). BUIBIIICTh 13 HUX BHHHUKIA MHPOTITOM IEPIIAX
MICSIIIB JIIKyBaHHS. YPAXKCHHS TICUIHKM Ma€ TMEPEeBAKHO TeMaTOLCIONSIPHINA XapakTep 3
HIJIBULLIEHHSAM PiBHS CHPOBATKOBUX TPAaHCAMiHAa3, KU 3a3BUuail MOBEPTAETbCA 10 HOPMH IIPH
NPUNMHEHHI 3aCTOCYBAaHHS arOMeJIaTHHY.
MeaiTop® cin npu3HAYATH 3 00EPEKHICTIO TA PeTEJILHO HATJISIIATH 32 BCiMa ManieHTaAMH
NPOTATrOM mepiony JiKyBaHHs, 0c00JMBO NPH HASABHOCTI ()aKTOpiB PU3MKY NOPYLIEHHSA
(yHKUIII ne4iHk® 200 B pa3i 0HOYACHOIO0 3aCTOCYBAHHS JIKAPCbKHUX 3aC00iB, 10 MOXKYTh
3YMOBUTH BUHUKHEHHSI MOPYIIeHb PYHKIIT mediHKH.
Lo nouamxy nikyeanns
[TamienTam 13 TakuMu aKkTOpaMH PU3MKY HOPYILIEHHS (PYHKIIT NEYIHKH SIK O’KUPIHHS/HAIIUILIKOBA
Maca Ti1a/HeaaKorojbHUI KUPOBUI renaro3 NeYiHKHY, IIyKpOBUH JiabeT, MOpyIIEeHHs, OB’ A3aH1 3
B)KMBAHHSM aJIKOTOJII0, Ta/a00 3JI0BXKUBAHHS AaJKOTOJIEM a00 TMaIlieHTaM, SIKI 3aCTOCOBYIOTH
CYMYTHI JKapchKi 3acO0M, IO MOXYTb 3yMOBUTH BHHHKHEHHS IOPYIIEHb (YHKINi ME4iHKH,
nikyBanHs MeniTopoM® TIpM3HAYATH TUIBKH TICIOS PETENbHOI OLHKM KOPHCTI Ta PU3UKY Bif
3aCTOCYBaHHS.
Jlo mouaTky JiKyBaHHs BCIM NalieHTaM HEOOX1JIHO MPOBOJAUTH MEYIHKOBI IPOOH Ta Tepamito He
CIiI PO3MOYMHATH JUIS MAIi€HTIB i3 MOYATKOBUM piBHeM anaHiHamiHoTpaHcdepazu (AJIT)
ta/abo acmaprataminorpancdepasu (ACT), 1m0 TepPeBHUIIye BEPXHIO MEXY HOPMU B 3 pas3u (IuB.
posnin «[Iporunokasannsy). IlamieHram i3 mMiABUIIEHHMM piBHEM TpaHCaMiHAa3 0 IOYaTKy
JKyBaHHS (32 YMOBH MIJBUILEHHS PIBHS TpaHCaMiHa3 He OUIblle, HDK Y 3 pa3u Bl BEPXHBOI MEXI
nopmu) Memnitop® c1ifl 3aCTOCOBYBATH 3 0GEPEKHICTIO.
Yacmoma npogedents neuinkogux npoo:
® 10 MOYATKY JIKyBaHHS;
® Ta NOTIM:

- TpUOJIU3HO Yyepe3 3 THKHI,

- 1pubIM3HO Yepe3 6 THKHIB (HAIpHKIHLI rocTpoi daszm);




- mpubIM3HO uepe3 12 TwkHIB Ta 24 TxHI (HanmpuKiHII (Ga3u miaATpuMyBaIbHOI Tepartii);
- 1Hajami y pa3i HasiBHOCTI KITIHIYHUX MOKA3aHb.

e 1pu 30UIBIIEHH] JI03W CJiJl 3HOBY NPOBECTH NEYIHKOBI TECTH 3 TIEIO X YacTOTOIO, IO M Ha
MOYaTKY JIKYBaHHSI.

Bynb-sikuii marieHT, y SIKOro po3BHHYJIOCS Ta OyJ0 BHSBJICHO ITJBUIICHHS PIBHS TpaHCaMiHa3 y

TU1a3Mi KpOBi, Ma€ IPOMTH MMOBTOPHUI TECT Ha BU3HAYEHHS (DYHKIIIT MEYiHKH BIPOAOBIK 48 TOHH.

Ilpomszom nepiody nixysaums

3actocyBanns npenapary Menitop® ¢t HeraitHO HPUIMHHUTH, SKIIO:

e y Mali€HTa PO3BUHYJIMCSI CUMIITOMH OTEHIIHHOTO NMOPYIIeHHs (DYHKIIT MeYiHKH (TaKi K TeMHA
ceda, BUIOPOKHEHHS CBITJIIOTO KOJILOPY, TOKOBTIHHS IIKIpH/OYed, OUTb y BEpPXHIH IpaBii
YaCTHHI )KUBOTA, HOBI BUIAIKH BUHMKHEHHS TPUBAJIOI BTOMH He3’sICOBAHOT €TioJIOri);

e piBeHb CHPOBAaTKOBHX TpaHCaMiHa3 MEPEBUILYE BEPXHIO MEXY HOPMH Y 3 pasu.

ITicns npunuHeHHs npuiioMy Menitopy® HEOOXiHO HOBTOPUTH TIPOBEJECHHS MEUiHKOBUX TECTiB,

JIOKH TTOKA3HUKH CHPOBATKOBUX TPAHCAMIHA3 HE HOPMATI3YIOThCSL.

Jlronu BikOM BiJl 75 poKiB

Edexty Bin 3acTrocyBaHHS aroMenaTHHY y TAI€HTIB BIKOM > 75 pOKiB J10BelI€HO HE Oylo, TOMY

naimieHTaM Ii€i BIKOBOi TpyNM HE CIiJ] 3aCTOCOBYBaTWM aroMenaTwH (auB. poszainu «Crocid

3aCTOCYBaHHS Ta 103W» Ta «DapMaKoIUHAMIKAY).

[arieHTH JITHLOTO BIKY 3 JIEMEHIIIEI0

Memnitop® He ¢t 3aCTOCOBYBATH JIIsl JTiKyBaHHS BEIMKHX JETPECHBHHX €Ii30iB Y MAIli€HTIB

JITHBOTO BiKy 3 JEMEHIi€l0, OCKUIbKM Oe3neky Ta edekTuBHicTh Memitopy® y wiit rpymi

MAI[iEHTIB BCTAHOBJIICHO HE OYII0.

binonspHuii posnaj/MaHis/TinoMaHis

Menitop® ciin 3acTOCOBYBaTH 3 0OEPEKHICTIO JUIA JTIKyBAHHS MAILCHTIB i3 HAABHICTIO B aHAMHE3i

OimonsipHOrO po3aay, MaHii abo rimomMasii, Ta HOro HeOOXiJHO BIAMIHUTU B pa3i BUHHUKHEHHS B

NalieHTa MaHIaKaTbHUX CUMIITOMIB (IUB. po3ia «[To0iuHi peaxiii»).

Cyinua/cyinuaanbHi IyMKH

Jleripecis  CympoOBOKYETBCSl TIIBUIICHHSM pPU3UKY BHHHKHEHHS CYIiIUJAIBHUX JTYMOK,

3aMOIsIHHAM €001 KoM Ta cyinuay (cyinumanbHi mposiBu). Ileit pusuk 30epiraerbes 110

JOCATHEHHS KIIHIYHO 3Hauymoi pemicii. OCKUIbKH CTaH Mali€eHTa MOXE HE MOKPALIUTHCH Y

nepuri  Aekiipka a0o Oulblle THXKHIB JIIKYBaHHS, HEOOXIJHO 3A1MCHIOBaTH peTelbHe

CIIOCTEPEKEHHS 3a MAaIllEHTOM 0 TOKpAIIeHHS CTaHy. 3arajibHUN KIIHIYHUW JOCBIA CBIIYWTH

Ipo Te, 10 PU3MK CYIIMy MOKE MiIBUIIYBAaTHCS HA PaHHIX CTaJlisAX MOKPAILEHHS CTaHYy.

[TamieHTH 13 HASIBHICTIO B aHaMHe31 CyiIMJalNbHUX IMpPOSIBIB, a TaKOX MAallleHTH, Yy SKHX

BIJ[3HAYAEThCS BHUCOKUN pIBEHb CYIIMIATBHOIO MHUCIIEHHS Iepe] IMOYaTKOM JIIKYBaHHS, €

IPYHoOI0 MIJBUILEHOTO PU3MKY CYIUMJAIBbHUX AYMOK abo cyiuuaaibHUX cropob 1 iM crif

nepeOdyBaTH MiA peTeIbHUM HAMJIAJOM IMiJ] 4Yac JIKyBaHHA. Merta-aHanmi3 mane6o-

KOHTPOJIbOBAHUX KIIIHIYHUX JOCIIKEHb aHTUJIENPECAHTIB 3 y4YacTIO JIOPOCIIMX TMAlI€HTIB 13

NCUXIYHMMH pO3JIaZlaMH  TI0OKa3aB MIABMILEHHS pPHU3UKY CYIIUAAIbHOI TOBEAIHKH IpH

3aCTOCYBAaHHI aHTUETPECAHTIB MOPIBHSAHO 3 TUIale00 y rpyIi Nali€eHTiB BIKOM JI0 25 POKIB.

[Tin wac nikyBaHHS, OCOONMBO Ha paHHIX eTamax Ta MICis 3MIHM JI03yBaHHS, HEOOXiIHO

3/1MCHIOBaTH PETENbHUI Harya] 3a Mall€eHTaMH, 30KpeMa THMHM, SIKI BIJHOCATHCS A0 TPYNU

BUCOKOro pu3uky. IlamieHTtiB (Ta 0ci0, sKi MIKJIYFOTHCS HPO HUX) CIiJ MOMNEPSIUTH MPO

HEOOXIHICTh  BIJCTEXKEHHA OyAb-SIKHX O3HAaK KIIHIYHOTO TMOTIPIIEHHS, BUHUKHEHHS

CyilmAanbHOI MOBEAIHKM a00 JYMOK 1 HE3BUYHHMX 3MIH Y MOBEIHII, a TaKoX HEraifHoro

3BEpHEHHS JI0 JIIKaps P HAsIBHOCTI IIUX CUMIITOMIB.

3acrocyBanHd B koMmOiHarii 3 iHriGiropamu CYPIA2 (muB. posaum «IIpoTunokasaHHs» Ta

«B3aeMois 3 HIIMMHU JTIKAPCHKUMU 3ac00aMH Ta 1HII BUM B3a€MOJIIN»)

Menitop® criji 3 06epexkKHiCTIO NpU3HAYaTH B KOMOiHalii 3 momipaumu iHri6iropamu CYP1A2

(TIpoTIPaHOIION, eHOKCAIIHMH), III0 MOYKE TIPU3BECTH JI0 MiIBUILICHHS KOHIICHTpAIlii arOMeIaTHHY.




HenepeHocuMICTb J1aKTO3U

Jlo ckmamy Menitopy® BxomuTh JakTo3a. IlamieHTam i3 PiIKICHOIO  CNAAKOBOIO
HETMEePEHOCUMICTIO TaJIaKTO3H, 3arajJbHUM Ae(IlIUTOM JlakTa3u abo MabaOCOpOIIi€l0 TITFOKO3H-
rajlakTO3| He CIIiJ MpuiiMaTH Lei npemapar.

PiBeHb HaTpito

Menitop® micTuth MeHme 1 MMomb HaTpito (23 Mr) Ha TabneTKy, TOOTO Maiike BUIbHMIL Bil
HaTpiIo.

3acmocyeanna y nepioo eazimuocmi aoo 200y8anHs zpyoor.

BariTtHicTh

3 MeTol0 MomepeKeHHs Oyib-SKUX PU3MKIB 0a’KaHO YHHMKATH 3acTocyBaHHS Memitopy® y
nepios; BariTHOCTi. JlaHi MO0 3acTOCYBaHHS aroMelaTHHY BariTHUM JKiHKaM BIACYTHI abo
oomexxeni (Menme 300 BumankiB). JlocmipkeHHS Ha TBapUHAX HE BHUSABWIM MPSAMUX abo
HEMpSAMUX IIKIUIMBUX €(PEeKTiB aroMenaTuHy Ha mepedir BariTHOCTI, PO3BUTOK eMOpioHa/TIoAa,
MOJIOTH 200 MOCTHATAILHUN PO3BUTOK.

l'onyBaHHS rpyIUIIO

HeBimomMo, YW  MpOHUKAE  aroMeNaTHH/METa0ONITH Yy  TpyOHE  MOJIOKO. HassHi
(apmMakoHAMIYHI/TOKCUKOJIOTIYHI JIaHi, OJepyKaHi MPH TPOBENSHHI JOCIIKEHh Ha TBapWHAX,
MPOJIEMOHCTPYBAIIM, IO aroMeNlaTHH/METa0oNITH MPOHHUKAIOTh y TPYAHE MOJIOKO. Pusuk st
HOBOHAPO/DKCHUX/HEMOBJISIT BUKIIIOYATH HE MOXKHA. PilICHHS IOJ0 TPHUIMHEHHS TOMXYBaHHS
rpyamo abo TpUIMHEHHs/YTPUMaHHS Bij Tepamii Menitopom® cii npuitMaTi, BpaxoBYIOUH
KOPUCTB BiJI TOTyBaHHS TPYJUIIO JIUIsI TUTHHH Ta KOPUCTH BiJI JIIKYBAHHS JUIsI MaTepi.

DepTUIbLHICTD

JlocmiKeHHs 3 penpOyKTHBHOCTI Ha TBAPHHAX OKA3aJM BIACYTHICTh BIUIMBY aroMeJaTHHY Ha
(bepTHIBHICTB.

30amuicms enaueamu Ha WEUOKICMb peaxuyii npu KepyBauHi aAsMOmMpPAHCROPMOM a00
IHUWMUMU MEXAHIBMAMU.

AromenaTHH Ma€ HE3HAaYHUN BIUIMB Ha 3[aTHICTh KepyBaTH aBTOMOOLIEM abo IpauoBaTd 3
MeXxaHi3MaMH. 3 OINIAay Ha Te, [0 3alaMOpPOYEHHS Ta COHJIMBICTD € YaCTHMH IMOOIYHHMHU
peakuisiMM Ha Mpenapat, MnaieHTaM ciiff OyTn o0epeXHUMHU NpPU KepyBaHHI aBTOTPAHCIIOPTOM
ab0 po0OTI 3 MEXaHI3MaMHU.

Cnoci6 3acmocyseanns ma 00o3u.
Crioci0 3acToCyBaHHS
J111s IepopalibHOTO 3aCTOCYBAHHSI.
Menitop®, TabneTku, BKPHUTI ILTIBKOBOI OOOJOHKOK, MOKHA 3aCTOCOBYBATH HE3AJIEKHO Bijl
npuiioMy xi.

03YBaHHS
PexomengoBaHna n03a ctaHoBUTH 25 MT 1 pa3 Ha 100y, Iepe/1 CHOM.
Skmo depe3 2 THIKHI Michs MOYaTKy Tepamii MOKpallaHHs KJIIHIYHOTO CTaHy € HEeJOCTaTHIM,
03y MoxHa miaBummTh 10 S0 Mr 1 pa3 Ha m00y, TOOTO 2 TabneTKu 1Mo 25 MT, sIKi HEOOXiTHO
npuiiMaTH OJTHOYACHO Mepe]] CHOM.
[Ipy mpUMHATTI pilIeHHS I[I0A0 30UIBLIEHHS JO3M CIiJ] YpaxOBYBaTH 3pPOCTAaHHS PHU3HKY
MiJBUIICHHS pIiBHSA TpaHcamiHaz. 30UMbIIeHHS 703U 10 S50 Mr HEoOXiTHO MPOBOJUTH HA
IHIUBITyaIbHINA OCHOBI JJISI KOXKHOTO TAITIEHTA TICHS OIIIHKK TMOKa3HUKA «KOPUCTBH/PUHK» 13
000B’3KOBUM IPOBEIEHHIM MEYIHKOBUX MPOO.
VYciM namieHTaM HeoOX1AHO MPOBOJUTH MEYIHKOBI TPOOH 10 MOYATKY JiKyBaHHs. JIikyBaHHS He
CJIiJI pO3MOYMHATH, SKIIO PiBEHb TpaHCaMiHa3 MEPEBUILYE BEPXHIO MEXY HOpMH Yy 3 pa3u (JIuB.
posnainu «IIpoTumokasanus» Ta «OCOOIUBOCTI 3aCTOCYBAHHS).
[Tix yac nikyBaHHS HEOOXIAHO MEPIOJMYHO KOHTPOJIOBATH PiBEHb TpaHCaMiHA3: MPUOIU3HO
yepe3 3 THkHI, O THXKHIB (3aBeplieHHsT roctpoi ¢asu), uepe3d 12 TwxHIB Ta 24 THXHI




(3aBepmrennst (a3 MiATPUMYBAILHOI Teparii) i Hafami y pa3i HasBHOCTI KJIIHIYHHX ITOKa3aHb
(muB. po3nin  «OcobauBoCcTi 3acTocyBaHHsS»). JIiKyBaHHS CHiJi TPHUIIUHWUTH, SIKIIO PiBEHb
TpaHCaMiHa3 BTPHYi MEPEBUINUTh BEPXHIO MeXy Hopmu (auB. posminu «IIpoTHrokasaHHs» Ta
«Oco0aMBOCTI 3aCTOCYBAHHS).

[Tpu 30iIbIIEHH] JO3M CITi] 3HOBY ITPOBECTH TEUIHKOBI TECTH 3 TI€IO K YACTOTOIO, IO 1 HA TTOYaTKy
JKYBaHHS.

Tpusanicmo nikysanus

[TamienTam i3 JIenpeciero ciif MPOXOAMTH JIIKYBAaHHS BIPOJOBXK IOHAWMEHINE 6 MICSIIB IS
3a0e3MeyeHHs 3HUKHEHHS Y HUX CHUMIITOMIB.

Ilepexio 6i0 mepanii anmudenpecanmamu 2epynu CeleKMUGHUX IH2I0IMopie 360POMHO20
3AXONJIEHHs. CePOMOHIHY/IH2I0IMOPI8 360POMHO20 3AXONIEHHS CEePOMOHIHY 1 HopeniHeppumy
(CI33C/I33CH) 0o acomenamumy

Y mamieHTiB MOXYTh CIIOCTEPITaTHCS CUMIITOMH BIIMIHM TICIS TPUIUHEHHS MPUHOMY
antugenpecantis rpynu CI33C/I33CH. 3 Meror0 YHMKHEHHS LUX CHMIITOMIB HEOOXiTHO
BpPaxoByBaTH PEKOMEHJalli 1010 MPUIUHEHHs JIKyBaHHS, IO MICTATHCS B IHCTPYKIIT AJist
MEAMYHOTO 3aCTOCYBAaHHS JIKapChbKOro 3acoly, SKWil 3acTOCOBYe TarlieHT. Tepariro
aroMeNaTHHOM MOXKHA PO3MOYaTH O/pa3y MapaliebHO 31 3HIDKEHHSM JI03W aHTHJIEIpPEecaHTa
(muB. po3nin «DapmMakogUHAMIKAY).

Ipununenus nikyeanms

V pasi npuiHATTA pilIeHHS 1010 TPUIMHEHHS JIKYBaHHS MOTPEOU y TOCTYIIOBOMY 3HM)KEHHI JI03H
HEMaEe.

Oco0JIMBI TPYNU MAIIEHTIB

Hayienmu nimuvo20 8iKy

besneka Ta eexruBHicTh aromenatuny (25-50 mMr/mo0y) Oynu 1oBeneHi A Nami€HTiB JIITHHOTO
BiKy 3 gemnpecieto (<75 pokiB). Y rpymi Halli€eHTIB BIKOM > 75 poKiB He OyJlIO OTpUMaHO
JOCTOBIPHUX pe3yabTaTiB. ToMy mamieHTaM IIi€l BIKOBOI TpPymud HE CIiJ 3aCTOCOBYBATH
aromenatuH (auB. po3ainu «OcobnuBOCTi 3acTocyBaHHs » Ta «DapmakoanHamikay). [lorpedu B
KOPEKIIIT J031 3aJISKHO BiJ BiKy HeMae (IuB. po3ain «DapMaKOKiHETHKAY).

Tayieumu 3 nopywennam Qyukyii HUpoK

VY mamieHTiB i3 TSHKKUM MOPYIICHHSM (DYHKIIT HUPOK pEIEBaHTHHUX 3MiH (papMaKOKIHETUYHUX
napaMeTpiB aromenaTHMHy He crocrepiranocb. OJHaK KiIbKICTh KIIHIYHMX JaHUX LI0J0
3aCTOCYBAHHS aroMeJIaTUHY y MAalli€HTIB 13 JIEMIPECi€l0 Ta NOPYIIEHHAM (PYHKIIIT HUPOK TSKKOTO
abo0 MOMIpHOro cTymeHs € ooMexeHor. OTxe, TaKUM Malli€eHTaM aroMesIaTHH CJIi/1 pU3HavYaTu 3
00€pexKHICTIO.

Tayiecumu 3 nopywennsam Qyukyii neuinku

3acTOCyBaHHS aroMeNaTHHy MPOTUIIOKA3aHO Malll€HTaM 13 MOPYIIEHHAM (QYHKIIII MeYIHKU (IUB.
posnim «IIpotunokaszanusy, «OcoOIMBOCTI 3aCTOCYBaHH Ta «PapMaKOKIHETHKAY).

Himu.

He pexoMeHyeThes npusHadatd MentiTop® 1ist TiKyBaHHs Jenpecii B AiTel, OCKiNbkU Oe3neka
Ta e(eKTUBHICTh JAHOTO Mpenapary He OyJIu BCTAHOBIIEHI B 11l Tpymi nauieHTiB. J{aHi BIACYTHI.
Y  KIHIYHUX JOCHUIKEHHSX 3 Yyd4acTio JiTed 1 NUITKIB OpU  3aCTOCYBAaHHI IHIIUX
AHTHUJICTIPECAHTIB BUHUKHEHHs CyilMIanbHOI MOBEIIHKH (CYiMIabHI CIpoOu Ta CyinuAanbHI
JIYMKH) 1 BOPOXXOTO CTaBJCHHS (IEpeBaXKHO arpeciss, OIMO3WIliiHA TOBEIiHKA Ta THIB)
CIOCTEpIrajoch YacTillle MOPIBHIHO 3 MaLll€HTaMU, K1 NpUiMaIy rianeoo.

Ilepeoosysanns.

CuMnToMn

Icnye oOMexeHa KIMBKICTh JaHUX IIOAO BHIIAJKIB Tepeo3yBaHHA aromenaTuHoMm. [lpu
Mepe03yBaHHl aroMeJaTHHOM TOBIIOMJISIIOCS TIPO BHHUKHEHHS OO0 B eMiracTpalibHIi
TUTSIHIT, COHJIMBOCTI, BTOMH, @XHUTallii, TPUBOXKHOTO CTaHy, HAMPYKEHOCTi, 3allaMOPOYCHHSI,



miaHo3y abo He3myxkaHHsA. byno 3adikcoBaHo 1 Bumamok mpuitomy 2450 Mr aromenatuHy —
OJly’KaHHSI HaCTaJIO0 CIIOHTaHHO 0e3 KapIi0BacKYJISIpHUX Ta 010J0T1YHUX BiIXUJICHb.

JlikyBaHHS

Bynp-siki cienngiyai aHTUIOTH aromenaTuHy HeBigomi. JIiKyBaHHS Hpu IMepeno3yBaHHI Mae
CKJIaJIaTUCh 13 CUMIITOMATUYHOI Teparii Ta 3BUYaiiHOr0 HATJISITy 3a CTAaHOM MalieHTa. Meandne
CIIOCTEPEIKEHHSI PEKOMEHTYE€ThCSI TPOBOANTH Yy CIEIaTi30BaHOMY 3aKJIai.

Il06iuni peakuii.

Pestome npodinro 6e3nexu

[ToGiuHi peakiii 3a3BU4ail BHHUKAJIM M1 Yac MEpLINX 2 THKHIB JIIKyBaHHA Ta Oynu ciabko abo
MoMipHO BUpaxeHi. HaivacTimmMu moOIYHMMHM peakiisiMyd Oyl TOJIOBHUU OUIb, HyIOTa Ta
3aramopoyeHHs. Lli mo6iuHi peakiii 3a3BHuail Maqu TUMYACOBHU XapakTep i, K MPaBHIIO, HE
TIPU3BOIAIIH JI0 IPUITMHEHHS Teparii.

[epenik moOIYHUX peaKIlin

HwxyenaBeneHna Tabmis MiCTUTh OOIYHI peakilii, BUSBIICHI i Yac Miianed0-KOHTPOIbOBAaHUX
KJIIHIYHUX JOCHIIHKEHb Ta BUIPOOYBaHb 3 BUKOPUCTAHHIM aKTUBHOTO KOHTPOJIIO.

[To6iuHi peakuii 3a3HaUeHI HUXKYE 3 TAKOIO YaCTOTOIO BUHUKHEHHS: Tyxe yacto (> 1/10); uacro (Bia
> 1/100 o < 1/10); meuacto (Bix > 1/1000 mo < 1/100); pimko (Bix > 1/10000 mo < 1/1000); myxe
piako (< 1/10000); vactoTa HeBijoMa (He MOKe OyTH BU3HAUCHA 3a HassBHUMH JaHMMH). HacToTa
He OyJa CKOpUToBaHa JIsl TpyIH 1uanedo.

Knacudikaris 3a cuctemamu

) Yacrora [ToGivyna peakiis
OpraHiB

3 OOKy MCUXIKH Yacto TpUBOXKHICTB

He3BuyHi cHOBHIIHHA*

Heuacro CyiumaaneHi TyMKH 9¥ TIOBEIiHKA (IUB.
po3ain «OcobIuBOCTI 3aCTOCYBaHHS»)

Askurarid Ta 0B’ sI3aH1 3 HE0 CUMIITOMU ™
(Taki SIK qpaTiBIMBICTh 1 HECTIOKIi)

ArpecuBHicTh*

JKaxnusi cHOBHOIHHA*

Mauis/rinomanis*

I{i cumnTOMU MOKYTh OyTH 3yMOBJIEHI
BiJIMOBIAHUM 3aXBOPIOBAHHSM (JIUB. PO3/ILT
«OCco0MMBOCTI 3aCTOCYBaHHS)

CrutyTaHiCTh CBITOMOCTI ™

Pinko Tlamrommuamii*

3 60Ky HEPBOBOI CUCTEMU Hyxe vacto |I'onoBHMIT OUTH

Yacro 3anaMopoYeHHs

COHJIMBICTD

besconns

Heuacro Mirpenp

[TapecTtesis

CHHIPOM HECHOKIHHNX HIr™*

Pigxo AxaTtuzig*

3 00Ky oprasiB 30py Heuacto HediTkicTs 30py

3 60Ky OopraHiB CIyXy Ta Heuacto JI3BiH y Byxax*
1a0ipuHTY

3 00Ky UTYHKOBO-KHIIIKOBOTO Yacrto Hynora

Jiapest




TPaKTy

3amnop

Bine B a0poMiHAIBHIN TUISHII YKUBOTA

baroBaunsg*

3 Goky renarobisiapHoi cucTeMu

Yacto

[TigBuieHHs piBHA anaHiHaMiHOTpaHchepasu
(AJIT) ta/abo acmapraramiHoTpanchepasu
(ACT) (y KIIHIYHHX TOCTIIKSHHSIX
nigsuieHHs piBas AJIT ta/abo ACT Oinbiire
HIXK y 3 pa3u BiJl BEpXHBOI MEXi HOpMHU
croctepiraioch y 1,2 % marieHriB, ski
OTPUMYBAJIM aroMeJIaTHH y /1031 25 mr/no0y,
Tay 2,6 % mauieHTiB, Kl OTPUMYBaIH
aromenatuH y 1031 50 mr/mo0y, mOpiBHIHO 3
0,5 % marieHTiB, M0 OTPUMYBAIH TUTae00)

Heuacto

[TigBuIieHHS piBHS raMMa-
rrytamintpadcdepaszu™ (I'T'T) (6inpur HiX y
3 pa3u BiJl BEpXHBOI MEKi HOPMH)

Pinko

T'enatut

[TigBuienns piBHs ayxHOi pocdartazu™
(OinpI HiXK y 3 pa3u BiJl BEpXHBOI MEXi
HOPMH )

[leuinkoBa HegocTaTHicTh* (1)

Kosrsaauna*

3 00Ky HIKIpH 1 MiIIIKIPHOT
KJIITKOBUHHU

Heuacto

lnmeprigpo3

Ex3ema

CepOix*

Kponus’saka*

Pinko

EpHTeMaTOSHi BUCHUIIAaHHA

Halpsk o06imyys Ta aHTIOHEBPOTUYHUI
HaOpsAK™

3 00Ky OIOPHO-PYXOBOi CUCTEMH
Ta CIOJYYHOI TKAHUHU

Yacto

bisb y cniuHi

Heuacto

Mianrisg*

3 00Ky CeYOBHIITLHOI CUCTEMU

Pinko

3aTpuMKa CeUOBUITYCKaHHS *

3aranpHi po3/ay Ta peaxiii y
MICII1 BBEJICHHS

Yacto

Broma

Pesynbratu nabopaTopHux
IOCIIIKEHD

Yacto

301IbIIIEHHS MacH Tl1a*

Heuacto

3MeHIIeHHd MacHy Tia*

* JacroTa HpOﬂBiB MOOIYHUX peaKL{iﬁ, BUABJICHUX 3a JOIIOMOTI'OKO CIIOHTaHHHUX HOBiZ[OMJ'IeHL, po3paxoBaHa 3a

aHUMU KJIIHIYHUX JOCHIDKEHD.

(1) ToBimomIsiTocs MPO MOOMHOKI JIETATBHI BUIAKK 200 BUIIAIKH TPAHCIUIAHTALIII TIEYiHKK Y MAI€HTIB i3 (hakTopamMu

PH3UKY TIOpYILLIECHHS (DYHKIIT He4iHKH.

3BIT PO IMI03PIOBaHI ITOOIYHI peaKIni

3BiTyBaHHsS PO MiZ03pIOBaHI MOOIYHI peakuii y miciaspeecTpaliifHoMy mepioii JiKapchbKOro
3aco0y € BaxiauBuM. lle pgo03Bonsie BecTH Oe3mepepBHUII MOHITOPUHT  CIiBBIJIHOIIEHHS
KOPHUCTI/pU3HKY 3aCTOCYBaHHs mpemnapary. CrienianicTy B rajy3i 0XOpoHH 3710poB’ st 3000B’A3aHi
MOBIAOMJISITH 4Yepe3 HAI[lOHAJbHY CHUCTEMY 3BITHOCTI MpPO OyAb-sIKI BUITAJKU I1J03PIOBAHUX

NOOIYHUX PeaKIii.




Tepmin npuoamunocmi. 3 poKu.

YMoBu 30epiranus.
He notpebye ocobmuBux yMoB 30epirants. 30epirati y HeJOCTYITHOMY JJIs TiTEH MicIii.

YnakoBka.

ITo 14 tabmeTok, BKPUTHUX IUTIBKOBOKO OOOJIOHKOI, Yy OmicTtepi 3 alroMiHI€BOI (oJbIM Ta
[MIBX-1u1iBKH.

ITo 1 abo 2, abo 4 GiicTepu B KOPOOIIli 3 KAPTOHY MaKyBaJIbHOTO.

Kareropis Binmycky.
3a penenrtom.

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

Micue3naxoa:keHHs1 BAPOOHHMKA Ta aJpeca Micusi NPOBA/KeHHA HOro AisIbHOCTI.
905 pyt ne Capan, 45520 Xini, ®@panis/905 route de Saran, 45520 Gidy, France.

Bupoonuk.
Ceps’e (Ipnanmisn) Ingactpic JItn/Servier (Ireland) Industries Ltd.

Micue3naxoa:keHHs1 BAPOOHMKA Ta aJpeca Micusi NPOBA/KeHHA HOro AislIbHOCTI.
Maninenas, ['opeit Poyn, Apkioy, Ko. Biknoy, Ipnanais/Moneylands, Gorey Road, Arklow, Co.
Wicklow, Ireland.

3afiBHUK.
JIE TABOPATYAP CEPB’E/Les Labhoratoires Servier.

Micue3HaxoIKeHHS 3asiBHUKA.
50, pro Kapno, 92284 Cropen Cenexc, @paniiis/S0, rue Carnot, 92284 Suresnes Cedex, France.

s otpuMaHHs Oyab-siKoi 1HPOpMaIIil 111010 JIIKapChKOro 3aco0y npocumo 3Bepratucs 1o TOB
«CepB’e Ykpaina» 3a tein. (044) 490 3441, dakc: (044) 490 3440.

Jata octanHboro neperasaay. 09.06.2021.



