IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JiKAPCHKOI0 3aC00y

Meaitop®
(Melitor®)

Cknao:

oitoua peuosuna.: agomelatine;

1 TaGyieTka MICTUTB: 25 MTI arOMEJIaTHHY;

OONOMICHI peyosuHU’ TAKTO3a, MOHOTLApAT; KpPOXMallb KYKYPYA3SHHIA; MOBIIOH; HATpil0
KPOXMAJIBITIKOIAT (THN A); KHCIOTa CTEapUHOBA, MAarHil0 cTreapaT; KpPEeMHII 1OKCHI
KOJIOiTHUI O€3BOAHMIA, Timpomeno3a; 3ami3za okcus sxoBtuil (E 172); rminepun; makporon 6000;
tutany giokcun (E 171).

Jlikapcbka gopma. TabieTku, BKPUTI IJIIBKOBOK 000JIOHKOIO.
OcHosHi  hi3uKo-XimiyHi  61acmueocmi: OpPaHKEBO-)KOBTOTO KOJBOPY, JOBracToi (opmu

* =

TaOJIETKH, BKPUTI IJTIBKOBOIO 00OJIOHKOIO, 3 TOTyOUM THCHEHHSAM « » 3 OIHOTO OOKY.
dapMaKoTepaneBTHYHA rpyna. [IcnxoananenTuxu. [Hm AHTUJICTIPECAHTHU.
Kox ATX NO6A X22.

Dapmakono2iuni eracmueocmi.
Dapmakoounamika.

MexaHni3m jii
AromenaTiH — MenartoHiHepriyauid aronict MTi- ta MTz-penentopiB Ta antaroHict 5-HTzc-

peuenTopiB. JlOCHIPKEHHS, B paMKaX SIKHX BUBYAIM 3B’SI3yBaHHS aroMelaTUHY 3 pelenTopami,
MPOJEMOHCTPYBAIM, IO aroMellaTHH HE BIUIMBAE Ha 3aXOIUICHHS MOHOAMIHIB 1 HE Mae
CHOpiIHEHOCTI 3 0- Ta [-apeHepriuHuMH, TiCTaMIHEPriYHUMHM,  XOJIHEPriuHUMH,
JIOTIaMiHEPTTYHUMH Ta OE€H30/11a3eTHOBUMH PEIIECTITOPAMHU.

B exkcnepuMeHTanbHUX AOCHIKEHHSAX Ha TBapHUHAX 13 po3iajaMHM LUPKATHUX PUTMIB Oyio
MPOJIEMOHCTPOBAHO, 1110 arOMEJIaTUH PECUHXPOHI3YE LIUPKAIHI PUTMH.

AromenaTuH 30UTbIIIye BUBUIBHEHHs JONAMiHY Ta HOpaJIpeHaliHy, 0COOIUBO y (POHTAIBHUX
BIJIIIaX KOPHU TOJIOBHOTO MO3KY, Ta HE BIIMBAE HAa EKCTPALENIONIIPHUI pIBEHb CEPOTOHIHY.
®PapmakonnHaMiuHi edheKkTH

B ekcnepuMeHTATBHHX  JIOCHI/DKEHHSIX HAa  TBapHHAX  aroMeNaTHH  IPOJIEMOHCTPYBAB
AHTHUJICTIPECBHUM e(eKT Ha BaliIOBaHUX MOJENAX Jenpecii (TecT O€3BHXIIHOCTI, Bifyaro,
XPOHIYHOTO JIETKOTO CTPECY), a TaKOK Ha MOJENSAX 13 JECHHXPOHI3AINEI NUPKAJIHUX PUTMIB 1
MOJIEIISIX, ITOB’SI3aHUX 31 CTPECOM 1 TPUBOXKHICTIO.

[Tpu 3acrocyBaHHI B JIFOJIMHU aroMejlaTUH PECHUHXPOHI3YE LIMPKATHI PUTMU; BIH BIJIHOBIIOE
(ba3HICTb CHY, CIPUUMHSE 3HWKEHHS TEMIIEpaTypH Tijia Ta CIPUsIE CEKPeLlii MeaTOHIHY.
KniniyHa eekTUBHICTb Ta 6e3neka

EdextuBHicTh 1 Oe3nexka aroMenaTtuHy INpW JIIKYBaHHI BEIMKHX JETPECUBHUX €Mi30/1iB
JIOCJTDKYBAIUCH Y KIIIHIYHIN Tiporpami 3 ydacTio 7900 martieHTiB.

VY miecTr KOPOTKOCTPOKOBHX MOABIHHO CIIMKX IUIAIe00-KOHTPOJIBOBAHUX JTOCHIIKEHHSX 3 OLIHKH
e(pEeKTUBHOCTI aroMeNlaTUHy MpH JIIKYBaHHI BEJIMKUX JETNPECUBHUX €MI30/iB y JOPOCIHX
Nali€HTIB aromenaTuH y Jo3ax 25-50 Mr HampukiHmi Tepamii (IpoTsroM  6-8 THXKHIB)
MPOJIEMOHCTPYBAB CTaTUCTUYHO JOCTOBIPHY €(DEeKTUBHICTH MOPIBHSHO 3 IJanedo. 3a pe3yabraTaMmu
OLIiHIOBaHHSA 3a mKanorw HAMD-17 Bin3Hauanucs 3MiHA 3HaY€HHS TIOKA3HUKA MIEPBUHHOI KiHIIEBOT
TOYKH MOPIBHSHO 3 TOYaTKOBUM PIBHEM.

EdektusHicts mpemapaty MeniTop® Gyno Tako MpoJEMOHCTPOBAHO B MAIEHTIB 3 OimbII
TSOKKOIO JeTpeciero (ToyaTKOBHM 3arayibHUM Oan 3a mkanoro HAM-D >25) 3a pesynbraramu
BCiX MMO3UTUBHUX I1J1a11€00-KOHTPOIbOBAHUX JOCIIPKEHb.




[Toxa3HukyM BIAMOBIAI HaA JIKYBaHHS TPH 3aCTOCYBaHHI aroMejlaTHHy OYJIH CTaTHCTHYHO
JIOCTOBIPHO BUIITUMHU MOPIBHSIHO 3 Iare6o.

YV ImecTd i3 ceMH HOCTi/KeHb i3 BHBUGHHS edekTuBHOCTi Mernitopy® y rereporeHHHX
HOMYJSIIAX JOPOCIMX TAaLI€HTIB 13 Jempecielo Oylno NpPOJEMOHCTPOBAHO OUIBII BHUCOKY
(2 mocmimkenns) abo He HIK4YY (4 mOoCHimKeHHS) e()EeKTHBHICTh aroMejIaTHHy IOPIBHSHO 3
TEPaIi€l0 CEJIEKTHMBHUMH 1HTIOITOpaMH 3BOPOTHOTO 3aXOIUICHHS CEpOTOHIHY/iHTiOiTOpamu
3BOPOTHOTO 3aXOIUJICHHS ceporoHiny-Hopenineppiny  (CI33C/I33CH) (ceprpamnis,
ecuurTanonpam, (QIyoKCeTHH, BeHnadakcuH abo JyJIOKCeTHWH). AHTHICHPECUBHHUHA edekT
oriHtoBaH 3a mKanor HAMD-17 a6o y sSkocTi TepBUHHOI, 00 BTOPUHHOI KIHIIEBO1 TOYOK.
JloBroTpuBaigy aHTUACTIPECUBHY €(QEKTHUBHICTb aroMejaTuHy OyJIo TPOJEeMOHCTPOBAHO B
JOCTIPKEHHI 3 BHBYEHHS 3aro0iraHHs BUHUKHEHHs penarnciB. 3a pe3yibTaTaMy BIUTUBY Ha
NEPBUHHY KIHIIEBY TOYKY — 3amo0iraHHs BMHMKHEHHS pEJarciB Jemnpecii, Mo BUMIpIOBAIACh
4acoM JI0 BUHUKHEHHS penarcy, aroMeiatuH y 1031 25-50 Mr Ha 100y moka3aB CTaTHUCTUYHO
JOCTOBIpHY TiepeBary mopiBHsHO 3 mane6o (p=0,0001). YacTtora BUHUKHEHHS pEIaIcCiB
MPOTIATOM 6 MICSIIIB TOABIAHO CIIIOrO CHOCTepexeHHs craHoBuiaa 22 % ta 47 % ma
aroMeJsaTHHYy Ta IUianedo BiIOBITHO.

[Ipenapat He BIJIMBAE Ha ACHHY MUJIBHICTH Ta MaM’SITh 3JJOPOBUX TOOPOBOJIBIIIB. Y Malli€HTIB i3
JIETIPECi€0 JIKYBaHHSI aroMeNaTHHOM Yy 11031 25 Mr MOAOBXKYBajio (a3y MOBUIbHOXBUIHOBOTO
cHy 0e3 BIUIMBY Ha a3y a00 JaTeHTHUI Mepiof IIBUIKOTO CHY. AroMmenaTuH, 25 MI, TaKOX
CKOpOUYYy€ TPOMDKOK Yacy [0 MOYaTKy CHYy (IOJIETHIy€ 3acCHHAHHS) Ta JOCSATHEHHS CTaHy 3
MIHIMQJIBHOK) YaCTOTOK CEPIICBUX CKOPOYEHb. 3a OI[IHKOK TMAIlI€HTIB 13 TEPIIOrO THXKHS
JIKyBaHHS 3HAYHO IMOKPALIMIINCS 3aCHHAHHS Ta SIKICTh CHY 0€3 MOpYyIIEeHHs IEHHOT aKTHBHOCTI.
OO0’ eHaHmMil aHAITI3 TOCTIKEHb 3a OorliHoYHOK miKkanoo ASEX (Arizona Sexual Experience Scale)
NPOJIEMOHCTPYBaB, IO 3aCTOCYBaHHS aroMeNaTWHy HE AacoLiIOBAJIOCh 13  CEKCYalbHOIO
muchyHKIiero. Y 370pOBUX JOOPOBOIIBIIB aroMenaruH 30epiraB craTeBy (YHKIIIO MOPIBHSHO 3
MApPOKCETHHOM.

VY KIIHIYHUX JOCHI/DKEHHSX aroMelaThH HE BIUIMBaB HAa 4YacTOTY CEPIEBUX CKOPOYEHb Ta
apTepialbHUM THUCK.

VY pociimkeHHI 3 OIIHKKM CUMMOTOMIB BiMiHM 3a fgomomororo aHketd DESS (Discontinuation
Emergent Signs and Symptoms) y mnamieHTiB 13 Jempeci€lo y cTajii pemicii aroMeiraTuH He
CIPUYMHSAB CUHJIPOMY BIJIMIHM ITiCJIS PANITOBOTO MPUIIMHEHHS Teparii.

AromenaTuH HE CIPUYUHSE 3aJEKHICTh, IO OYyJI0 BH3HAYEHO B JOCTIHKEHHSIX 3 Y4acTIO
3I0pOBHX J0OpPOBOJBIIB 3a pe3ysbTaTaMU TECTIB 13 BUKOPUCTaHHSM CHELIabHOI Bi3yaJlbHO-
aHasioroBoi 1mkanu abo anketu ARCI (Addiction Research Center Inventory) 13 49 nutans.
[Tnane60-KOHTpOJIbOBaHE JOCHIKEHHsI aromenaTuHy B 11031 25-50 Mr Ha 100y TpUBaNiCTIO
8 TIKHIB 3 y4YacTIO TAIiEHTIB JIITHBOTO BiKy 3 jempeciero (> 65 pokiB, N=222, 151 3 sgxux
3aCTOCOBYBAJIM aroMeNaThH) MPOJEMOHCTPYBAIO CTATUCTUYHO JJOCTOBIPHY pi3HUIIO Y 2,67 Gana
3a 3aranpHOl0 mKainor HAM-D (nmepBuHHa KiHLleBa TO4ka). PiBeHb MOKa3HUKA «BIANOBIIb HA
JIKyBaHHs» OyB MO3UTHUBHUM JJIS aroMeNaTHHy. Y TpyMi MalieHTiB BIKOM > 75 pokiB (N=69, 48
3 SIKUX 3aCTOCOBYBAJM aroMeiaThH) He OyJo OTpUMaHO JOCTOBIPHHX pE3YJIbTaTiB MIOAO
MOKpaIleHHs cTaHy. [lepeHOCHMMICTh aromMenaTvHy B HAIli€HTIB JIITHBOTO BIKY Ta B JIOPOCIHUX
MaIi€HTIB, MOJIOIINX 3a BIKOM, OyJia moAi0HO¥0.

Byno mpoBeneHo crenianbHe KOHTPOJIbOBAHE JOCIHIIKEHHS TPUBATICTIO 3 THXKHI 3 y4acTio
MAIIE€HTIB 13 BEIMKAMH JETPECHBHUMHU PO3JIaJIaMHU, SIK1 HE JOCSTIN 3HAYHOTO TIOKPAICHHS MPH
3acrocyBanHi mapokcetuny (CI33C) abo Benmadakcuny (I33CH). [lpu mnepeBemeHHi mux
MAI[IEHTIB Ha JIIKyBaHHS aroMeJaTHHOM, He3aJeKHO Bl TOrO, IPUIIMHEHHS MTONEepeIHbOI Tepamii
BiZIOyBasiocs pi3KO YU MOCTYMOBO, BUHUKAIM CHUMOTOMH BigMiHM. Lli cHMOTOMH NOMHIJIKOBO
MOKYTb OyTH PO3IIHEH] SIK HEIOCTATHICTh PAaHHBOTO €()EeKTY aroMeslaTUHY.

BincoTok maii€eHTiB i3 HasBHICTIO XO4a O OJHOTO CHUMIITOMY BIIMIHM MPOTATOM | TEDKHS TiCHS
NpUNMHEHHS 3acTocyBaHHs aHtuaenpecantiB rpynu CI33C/I33CH GyB MeHIMM y rpymi Nali€eHTiB
JIOBFOTPUBAJIOTO  3HIDKEHHS /103U  (TIOCTYNOBE  NPUIMHEHHS  IMOMNEPEAHBOro  IpHHOMY
AHTUETIPECAHTIB YIPOJIOBXK 2 THXHIB), HDK Y TPYIIl Alll€HTIB KOPOTKOTPUBAIOTO 3MEHIIIEHHS 1031



(TToCcTymnoBe MPUITMHEHHS TTOTIEPEIHBOTO MPUHOMY aHTHICIPECAHTIB YIPOAOBXK | TIKHS) Ta TPyII
NALi€HTIB PI3KOi 3MIHM JIIKyBaHHS (pi3Ke MpPUIMHEHHS mpuiiomy): 56,1 %, 62,6 % ta 79,8 %,
BIAITOBITHO.

Dapmaxokinemuxa.

BceMokTyBaHHS Ta 610/10CTYIHICTD

AromenatuH mBHIKO 1 g00pe (=80 %) BCMOKTyeTbCcS TMICHs MEpOPAIBbHOTO 3aCTOCYBAHHS.
AbcomoTHa 010JJOCTYIHICTh € HU3bKOIO (<5 % mpu nepopaabHOMY 3aCTOCYBaHHI B TepareBTHUHIM
7031); 1HAMBIAyajdbHA BapiaOeNbHICTh € 3HAYHOI. BlOJOCTYNHICTH Yy JKIHOK BHINA IMOPIBHSHO 3
YOJIOBIKAMHU. bBlOIOCTYIMHICTh MiIBUIIYETHCS IPHU 3aCTOCYBaHHI MEPOpPaIbHUX KOHTPALICHTHBIB 1
3MEHIIYEThCA B KypLiB. MakcHMallbHa KOHLEHTpAIis Yy IUIa3Mi KPOBI JIOCSTAETHCS IPOTATOM
1-2 roauH.

[Ipu 3acrocyBaHHI y TEpameBTHYHUX J103aX KOHICHTPAIlisl aroMenaTuHy 301IbIIYeThCs
MIPOTIOPIIIHAHO 31 30UTbIIIEHHAM 103H. [Ipu 3acTocyBaHHI y OUTBIII BUCOKUX J103aX BUHHUKAE e(PEeKT
HAaCHYECHHS MEPUIOIO J03010.

[Tputiom ixi (3BUYaitHOT 200 13 BUCOKHMM BMICTOM KHPIiB) HE BIUTMBAE HA 0100CTYIHICTH a00 Ha
piBEHb BCMOKTYBaHHSI.

BapiabenbHicTh 301IbIIYETHCS IPU MPUHOMI T3Ki 3 BUCOKUM BMICTOM >KUPIB.

Posnonin y TkaHuHax

O06’em po3noniay B PIBHOBaXHOMY CTaHl CTAaHOBUTH ONM3bKO 35 JI; 3B’sI3yBaHHS 3 OUIKamu
IUTa3MHA KPOBi CTAaHOBHUTH 95 % He3ane)XHO BiJ KOHIEHTpamii Ta He 3MIHIOETHCS 3 BIKOM 1 B
MAIiEHTIB 13 MOpyIIeHHsAM (YHKIII HUPOK, aje KOHIIEHTpalis BUIbHOI (pakilii 301IbIIyeThCS
B/IBiYi y MAII€HTIB i3 MOPYIICHHAM (YHKIIIi IEUiHKH.

biorpancdopmarris

[Ticnss  3acTocyBaHHS aroMelaTHH IIBUAKO METa0ONi3yeThCs, TEPEBAKHO TMEYiHKOBUMHU
depmentamu CYP1A2; i3odpepmentu CYP2C9 ta CYP2C19 Tex GepyTh ydacTs y MeTaboui3Mmi,
ae ix BKian He3HayHWid. OCHOBHI MeETa0ONITH, TiAPOKCHIBOBAHWUH 1 JUMETHJILOBAHUHN
aromesaTHH, € HEaKTUBHUMU Ta UIBUJIKO KOH IOT'YIOThCS 1 BUBOJASATHCS 13 CEUElO.

Busenenns

BuBeneHHs1 3 opraHi3My € IIBHJKUM, NEpioj] HAMIBBUBEJACHHS 13 IUIa3MH KPOBI CTAaHOBUTH Y
cepenabomy 1-2 romunan. Kiipenc Bucokwii (mpubauzno 1,1 Mir/xB) 1 mepeBakKHO METa0OTIYHUIA.
BuBonuthecs mepeBaxkHo 13 cedeto (80 %) y BUIIISLII METaOOMITIB, Yy TOM yac sSIK KIJIBbKICTb
BHBEJICHOI 13 ce4ero 11040l peYOBUHU Y HE3MIHEHOMY BUIJISL € HE3HAUHOI. DapMaKOKIHETHKA
HE 3MIHIOETHCS Micis 0araToOKpaTHOTO 3aCTOCYBaHHS.

IMamieuTu 3 nopvireHasaM G VHKINT HUPOK

VY mamieHTiB 13 TSOKKUM HOPYIIEHHSM (DYHKIII HUPOK peNeBaHTHUX 3MiH (papMaKOKiHETHYHUX
napameTpiB aroMenaTHHy He CIocTepiragock (n = §, ogHOpa3oBa g03a 25 MT), alie malieHTaM 13
nopyIeHHsAM (GyHKIIT HUPOK TAKKOTo abo TmomipHoro crymens Memitop® ciin mpusHayatu 3
00epekHICTIO Yepe3 OOMeXeHY KIIbKICTh KIIHIYHMX JIaHUX LI0J0 3aCTOCYBAaHHS IpernapaTry B
it rpyni namieHTiB (AUB. po3ai «Crocid 3aCTOCYBaHHS Ta JO3W»).

[NarieHTH 3 MOPYIIEHHSIM (QYHKIIT MEYIHKU

CrieriasibHe JIOCHIKEHHS 3 y4acTiO MAalli€HTIB 13 [MPO30M MEYiHKH, XPOHIYHUM MOPYIIEHHSIM
GyHKIIT MEeYiHKU JIETKOTO abo moMipHOro cTymneHs (tuny A ta B 3a xnacudikamiero Yaiinna-
[T'r0) mponmemonctpyBano 30umbmieHHs (y 70 Tta 140 pasiB BiAMOBIAHO) KOHIEHTpAIIii
aroMeNnaTtuHy, SKUMl 3acTOCOBYBaJM B /031 25 Mr, MOPIBHAHO 3 TaKow Yy J10OpPOBOJIBIIIB
BIJIMIOBITHOTO BIKY, Macu Tija Ta 3BUYKOI0 NaTUTH Oe3 mopylieHHS (QyHKIIT Me4iHKH (JIUB.
po3mimm  «Crmoci6  3actocyBaHHsT Ta  jo3m», «lIporumokazanns» Ta  «OcobauBOCTI
3aCTOCYBaHHS»).

[larieHTH JITHHOI'O BIKY

dapMaKOKiHETUYHE JOCITIJKEHHS 3 YYacTIO MAIli€HTIB JITHHOTO BiKy (= 65 pokiB) mokaszaiio, 110
IIpYU 3aCTOCYBaHHI mpemnapary B A031 25 Mr cepenHe 3HaueHHs nokazHuka AUC ta Cmax Oynu
npu6sm3Ho B 4 Ta 13 pa3iB BUIII y MAIIEHTIB BIKOM > 75 pOKiB NOPIBHIHO 3 TAKUMH Yy MAIlIEHTIB
BIKOM < 75 pokiB. OuiHUTH (papMaKOKIHETUKY aroMelaTUHy MpPH 3aCTOCyBaHHI B 71031 50 mr y




JAHINA TOMYJIAIIT HEMOKJIMBO Yepe3 HEeIOCTaTHIO KUTBKICTh AaHuX. [lamieHTH JITHHOTO BIKY HE
noTpeOyIoTh KOPEKIIii 103H.

ETHiuHI rpynin

Jani moxo ocobnuBocTel (apMaKOKIHETUKH aroMelaTHHY 3aJIe)KHO BiJl pacoBOi HAJEKHOCTI

BIJICYTHI.

KuiniuHi xapakTepucTukm.
Ilokazannusa.
JlikyBaHHS BEIMKUX ACTIPECUBHUX €IT130IB Y JOPOCIHX.

Ilpomunokaszanus.

e [inmepuymMBICTb JI0 JiH0Y0i pEYOBUHHU a00 OYIAb-AKO1 IOTIOMIKHOT PEUOBHHH ITPETIapary.

o Tlopymenns ¢yHKIiT nmediHku (UPO3 mediHku abo akTHBHA (a3za 3aXBOPIOBAHHS MEYIHKH)
a0o TIIBUILEHHS PIBHSA TpaHCcaMmiHa3 OUIbIIEe HiXK y 3 pa3u BiJl BEPXHBOI MEXKI IMOKA3HUKIB
HOopMH (auB. po3ainm «Croci0 3acTocyBaHHs Ta 703W» Ta «OCOOIMBOCTI 3aCTOCYBAHHSY).

e 3acrocyBaHHs y KomOiHauii 3 cwibHOmitounMu iHTiOiTOpaMu CYP1A2  (dmyBokcami,
nunpoduiokcaH) (IuB. po3ain «B3aemomis 3 IHITUMHE JIIKAPCHKUMHU 3aco0aMH Ta 1HII BHIA
B3AEMOJIII»).

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€mMooiil.

Mo>xI1Bi BUIM B3a€MO/IIT aroMeNaTuHy

AromernatuH Merta0oJi3yeThes mepeBakHo nutoxpomamu P450 1A2 (CYP1A2) (90 %) Ta
CYP2C9/19 (10 %). Jlikapchki 3aco0Ou, sIKi B3a€MOiIOTH i3 IHUMH i30()epMEHTaMH, MOKYTh
3HMKYBATH a00 TiIBUIYBATH O10OCTYITHICTh arOMEIAaTHHY.

®nyBokcamiH, cunpHoAiouni iHTIOITOp CYP1A2 Ta momipuwuii inri6itop CYP2C9, 3nHauno
iHri0ye MeraOoJi3M aromMenatuHy, M0 HpuU3BoAUTH A0 60-kpatHoro (y miamaszoni 12-412)
361IbIIEH S KOHIIEHTpallii aroMenaTuy. TakuM 4MHOM, OHOYACHE 3acTocyBanHs Menitopy® i3
cunbHOAIt0uMMH 1HTi01TOpamu CYP1A2 (piyBokcamin, HUNPO(IOKCAIINH ) TPOTUIIOKA3AHE.
KomOinamiss aromenatuny 3 ectporeHamu (momipHi inriGitopu CYP1A2) npusBoauth a0
MIJBUIIEHHS KOHIIEHTpAIlll aroMeilaTHHy B JeKiibka pasiB. He3Bakaroum Ha Te, IO TNpHU
OJTHOYaCHOMY 3aCTOCYBaHHI aromesaTMHy 3 ecTporeHamu y 800 maifieHTiB He Oy/o BHSBIEHO
OyIb-sIKOT0 O0COOJMBOrO CUTHaly 3 Oe3leKkH, MpU3HA4YaTH aroMeNaTuH 3 IHIIUMHU HOMIPHUMH
iHriditopamu CYP1A2 (mpompaHonos, €HOKCAllMH) CliJi 3 OOEepeXHICTIO J0 OJepKaHHS
OUIBIIOTO JIOCBIY 3aCTOCYBAaHHSI BHINE3a3HAue€HO! KoMOiHamii (auB. po3aun «OcobIuBOCTI
3aCTOCYBAHHS»).

Pudamminmy, I1HAYKTOp YCiIX TpPhOX LUTOXPOMIB, W0 OepyTb ydwacTb Yy MeTabomi3Mmi
aromeJsaTHHY, MOKE€ 3MEHIIYBaTH 010/I0CTYIHICTh arOMeIaTHHY.

[Tamians ctumyntoe HAykHi0o CYP1A2 ta 3MeHIIye 610J0CTYIHICTh aroMeNIaTuHy, 0COOJIMBO Y
3aTATUX KypLiB (= 15 curaper/no0y) (auB. po3ain «PapMaKkOKiHETHKAY).

3/1aTHICTh aroMeJIaTUHY BIJIMBATH Ha 1HIII JIIKAPChK1 3aCO01

In vivo aromenatun He akTuBYye i30epmenTn cucremu CYP450. Aromenatus He iHTiOye aHi
CYP1A2 in vivo, ani inmm ¢epmenta CYP450 in vitro. SIk Haciimok, BiH He BIUIMBaE Ha
KOHIIEHTpAILIIO JTIKapChKUX 3ac001B, sIKi MeTabo:i3yt0Thes 3a onomoror CYP450.

IHm1i Tikapebki 3acobu

VY kniHiYHUX pochimkeHHsX | ¢pasu B HinbOBiH IpyIli MalieHTiB He OyJI0 OJepKaHO AaHUX I1[0JI0
dbapmakokiHETHYHOI Ta (papMakoAMHAMIYHOI B3a€EMOJIIN 13 JIKAPCHKUMH 3aco0aMu, SKi MOXHa
OJHOYACHO TIpHM3HAuaTH 3 MeniTopom®: GeH30miaseminu, JiTil, mapokceTuH, (IyKOHA307 i
TEO(LIIH.

AJKorosb

He pexoMeHayeThCs BXHBATH JIKOTOJIb i/ Yac JTIKyBaHHS arOMEITaTHHOM.

Enexrpomokosa tepamnis (ELIT)




Hocsin 3actocyBanHs aromenatuHy onHoudacHo 3 EILT Bigcytwii. J{ocmimkeHHsT Ha TBaprHAX HE
BUSIBIUTM BIIACTUBOCTEW aroMeNaTHHY IiJBUIIYBAaTH CYAOMHY TOTOBHICTb. TakuM YHHOM,
MaJIOWMOBIPHO, 0 ojHOoYacHe mpoBeneHHs EIT Ta JlikyBaHHS aroMelaTHHOM MOXKE HMPU3BECTH
710 Oy/Ib-SIKOTO KJTIHIYHO 3HAYYIIOTO YCKIAIHEHHSI.

Ocobueocmi 3acmocy8amnns.
MoHITOpUHT (YHKIUT IEYiHKU
[1pu 3acTocyBaHHI aroMeNaTuHy y MiCAsSpeecTpaliiHOMY Mepio/ii MOBIIOMIISIIOCS PO BUHUKHEHHS
y TAIlEHTIB BUMAJKIB MOPYIMICHHS (YHKII MEYiHKHA, BKJIIOYAIOYM TI€YIHKOBY HEIOCTATHICTh
(MOBIIOMIISITIOCS. TIPO TIOOJMHOKI BUMAJKK 3 JICTAIBHUMH HACIiKaMd ab0 TpaHCIUIAHTAIIEI0
MIEYiHKA y TAII€HTIB 13 (pakTopaMu pU3UKY TMOpymIeHHS (DYHKIT MEYiHKH), MiIBUIICHHS PIBHS
nevyiHKoBUX (pepMeHTiB Ounbine HiXK y 10 pa3iB MOPIBHSAHO 3 BEPXHBHOIO MEXKEI0 HOPMH, T'€laTuT i
JKOBTSHUIIO (uB. po3nin «IloOiyni peaxiiii»). BUIBIIICTh 13 HMX BHHHUKIA MPOTATOM IEPIIUX
MICSIIIB JIKyBaHHS. YPaXCHHS TICUIHKM Ma€ TMEPEeBAKHO TeMaTOUCTIONSPHUA XapakTep 3
IJIBUILIEHHSAM PIBHS CHPOBATKOBUX TPAHCAMIHA3, KU 3a3BHuail MOBEPTAE€TbCA 10 HOPMU IIPH
NPUNMHEHH] 3aCTOCYBAaHHS arOMEJIaTHHY.
MeJiTop® cig mpu3HayaTH 3 00epeKHICTIO Ta PeTe/IbHO HAIIAAATH 32 BCiMa NalicHTaAMHu
NPOTArOM Iepioay JiKyBaHHS, 0CO0JIMBO NMPH HASABHOCTI ()aKTOpiB PU3MKY NOPYLIEHHSA
¢yHkuii nevinku a00 B pa3i 0AHOYACHOI0 3aCTOCYBAHHS JiKAPCHKHUX 32c00iB, 10 MOKYTh
3YMOBUTH BUHUKHEHHSI MOPYIIeHb PYHKIIT mediHKH.
Lo nouamxy nikysanms
[TamienTaMm i3 TakuMu (haKTOpaMu PU3UKY MOPYIICHHS (DYHKITIT MTEUiHKH SIK OXKUPIHHS/HAUTUIIIKOBA
Maca Tija/HeaJIKoroJIbHUI KUPOBUH TeraTo3 MEeYiHKH, LYKpOBUH /11a0eT, MopyLIeHHs, OB’ s3aH1 3
B)KUBAaHHSM aJIKOTOJIFO, Ta/ab0 3JIOBKHMBaHHS ajKoroyieM abo MallieHTaM, SKi 3aCTOCOBYIOTh
CYIyTHI JIKapChKi 3acO0M, 110 MOXYTh 3YMOBUTH BUHHUKHEHHS NOpPYIIEHb (DYHKIIi MEYiHKH,
nikyBanus MenitopoM® HpU3HAYATH TIMBKM TICIOA PETENBbHOI OLIHKM KOPHCTI Ta PH3MKY Bif
3aCTOCYBaHHSI.
Jlo moyaTky JiKyBaHHs BCIM HallieHTaM HEOOX1JHO MPOBOAUTH MEYIHKOBI IPOOH Ta Tepariio He
CJIIJl PO3MOYMHATH JAJS MAI[l€EHTIB 13 MOYATKOBMM piBHEM ajaHiHaMmiHoTpaHcdepasu (AJIT)
Ta/abo acnapraramiHorpanchepaszu (ACT), mo nepeBuIye BEpXHIO MEXY HOPMH B 3 pasu (IUB.
po3min «IIpotunokasanHs»). IlamieHTam i3 MiABUIICHMM piBHEM TpaHCaMiHa3 0 IMOYaTKy
JIKyBaHHS (32 YMOBH MIJBUILEHHS PIBHA TpaHCaMiHa3 He OUIblle, HUK Y 3 pasu Bl BEPXHBOI MEXI
HopMK) Mestitop® ciTifT 3acTOCOBYBATH 3 06EPEKHICTIO.
Yacmoma npogedenHs newinkogux npoo:
® 10 MOYATKY JIKyBaHHS;
® Ta IOTIM:
- NpuUOJIU3HO Yepe3 3 THKHI,
- npubIM3HO Yepe3 6 THKHIB (HAIpHKIHLI rocTpoi daszm);
- npubaM3HO Yepe3 12 THKHIB Ta 24 THXKHI (HApUKIHLI a3y MiATPUMYBAIBHOT Tepartii);
- 1Hajam y pa3l HassBHOCTI KJIIHIYHHUX [TOKA3aHb.
e 1pu 30UIBIIEHH] 03U CIIiJ 3HOBY MPOBECTHU INEUIHKOBI TECTH 3 TIEIO XK YacCTOTOMO, L0 il Ha
MOYaTKY JIKYBaHHS.
Bynb-sikuii marieHT, y SKOro po3BHHYJOCS Ta Oyjl0 BUSBICHO IiJBHILIEHHS PIBHS TpaHCaMiHa3 y
Tu1a3Mi KpOBi, Ma€ MPOMTH MOBTOPHUIM TECT HAa BU3HAYEHHS (DYHKIIIT EYIHKU BOPOJIOBK 48 TOUH.
Ilpomszom nepiody niKyeanus
3actocyBanHs npenapary Menitop® citi HeraitHO HPUIMHHUTH, AKIIO:
® y MaIi€HTa pO3BUHYIIMCS CUMITOMU OTEHLIHHOTO MOPYIIEHHS (PYHKIIIT NEUiHKY (TaKi K TeMHa
ceya, BHUIIOPOXKHEHHS CBITJIOTO KOJIbOPY, MOKOBTIHHSA IIKipH/o4ed, OiTb y BEpXHiH mpasiit
YaCTUHI )KMBOTA, HOBI BUIA/IKH BUHUKHEHHS TPUBAIOI BTOMH He3 sICOBAHOI €TioJorii);
e piBEHb CUPOBATKOBUX TpaHCaMiHa3 NEPEBUIIYE BEPXHIO MEXY HOPMU Y 3 pa3H.
Iicns npunuHeHHs npuiiomy MeniTopy® HeoOXiTHO TIOBTOPHTH MPOBEIEHHS MEYiHKOBHX TECTiB,
JIOKY TIOKa3HUKH CUPOBATKOBUX TpaHCaMiHa3 HE HOPMaJIi3yIOThCSL.




Jlronu BikoM BiJ 75 pokiB

Edexty Bin 3acTrocyBaHHS aroMeJaTHHY y TAIli€HTIB BIKOM > 75 pOKiB J10BelI€HO HE Oylo, TOMY
MarfieHTaM I1i€i BIKOBOI TPynM HE CJiJI 3aCTOCOBYBAaTH aromenartuH (auB. po3aumm «Crocio
3aCTOCYBaHHSA Ta J103W» Ta «DapMaKoIUHAMIKA).

[arieHTH JITHLOTO BIKY 3 JIEMEHIIIEIO

Menitop® He ¢ 3aCTOCOBYBATH JIsl TiKyBaHHS BEIMKHX JETPECHBHHX €Ii30/iB y MAIli€cHTIB
JTHBOTO BiKy 3 JEMEHIi€l0, OCKUIBKM Oe3meKy Ta edextuBHicTh Memitopy® y wmii rpymi
MAI[iEHTIB BCTAHOBJIICHO HE OyII0.

binonsipuuii posnaj/MaHis/rinomMais

Menitop® citin 3acTocoByBaTH 3 0GEPEKHICTIO JUIS JTiIKyBAaHHS MALEHTIB i3 HAABHICTIO B aHAMHE3I
OIMoJIIPHOTO pO3JIaay, MaHii abo rimoManii, Ta HOro HEOOXiAHO BIIMIHUTH B pa3i BUHUKHEHHS B
HalieHTa MaHIaKaTbHUX CUMIITOMIB (UB. po3/ia «[To0iuHi peaxiii»).

Cyimua/cyinuaanbti JyMKH

Jlenpeciss CympOBOJKYEThCS MMIJBUIICHHSIM PU3UKY BHHHKHEHHS CYIIHJAIBHHX JTyMOK,
3aMoITHHSIM €001 MKOoaW Ta cyimuay (cyiuumansHi mposiBu). Llelt pusuwk 30epiraeTbes a0
JOCSATHEHHS KIIHIYHO 3Hauymioi pemicii. OCKIIbKM CTaH TMalli€eHTa MOXKE HE TOKPAIIUTHCH Y
mepuri JAekuibka abo Oiunbllle THIXKHIB JIIKYBaHHSA, HEOOXiIHO 3MiMCHIOBaTH peTelbHE
CIIOCTEPEIKEHHS 3a TMAIIEHTOM J0 MOKpAINIECHHS CTaHy. 3araJlbHUA KIIHIYHHA JOCBIJl CBIAYUTH
PO Te, U0 PU3UK CYIIMIy MOXKe IMiIBUILIYBAaTUCSA HA PAHHIX CTAJliAX MOKPAIICHHS CTaHy.
[TamienTH i3 HAsABHICTIO B aHaMHE31 CYIIHMJAIbHUX TMPOSABIB, a TAaKOX MAaIli€HTH, y SKHX
BiJ[3HAYAE€THCSI BUCOKUU piBEHb CYIMJAIBHOIO MHCICHHS TMepe] MOYaTKOM JIiKyBaHHS, €
TPYNOI TMiJABHUINEHOTO PHU3UKY CYIIUIAILHUX JYMOK a0 cyimmmanpbHHX Ccrpod 1 iM ciin
nepeOyBaTu TiJ pETENbHUM HAIJISIOM IMiJ 4Yac JIiKyBaHHsS. MeTa-aHamiz 1uiane6o-
KOHTPOJILOBAHUX KIIHIYHUX JOCIIDKEHb AHTHUICTIPECAHTIB 3 YYacTIO JOPOCIHMX MAIi€HTIB i3
NCUXIYHUMHU pO3TaJlaMyd TOKa3aB IMIJBUIICHHS PU3MKY CYIUJANbHOI TOBEIIHKH TPU
3aCTOCYBaHHI aHTHJICTIPECAHTIB MOPIBHSIHO 3 TUIANe00 y rPpyIIi MaieHTiB BIKOM 0 25 pOKiB.

[Tin uac nikyBaHHS, OCOOJIMBO Ha paHHIX eTamax Ta Micis 3MIHM JO3yBaHHSA, HEOOX1JIHO
3/11MCHIOBaTH PETENbHUI HarJg] 3a MallleHTaMH, 30KpeMa TUMHM, SIKI BIJHOCATbCA A0 TPYIHU
BUCOKOro pusuky. [lamieHTtiB (Ta oci0, sKI MIKIYIOTbCS MPO HHUX) CJIiJ HONEPETUTH MpPO
HEOOXIHICTh  BIJCTE)KEHHA OyAb-SIKHX O3HAaK KIIHIYHOTO MOTIPIIEHHS, BUHUKHEHHS
cyilmaanbHOi MOBEAIHKM a00 AYMOK 1 HE3BUYHHX 3MIH y TOBEIIHI, a TakoX HeraiHoro
3BEPHEHHS JI0 JIIKapsl MPH HAsIBHOCTI IUX CUMIITOMIB.

3actocyBanHg B KomOiHaiii 3 iHriOitopamu CYP1A2 (muB. posminu «I[IpoTHmoka3aHHsS» Ta
«B3aeMoist 3 IHINMMH JIKAPCHKUMHU 3ac00aMH Ta 1HII BUIN B3a€MOIIN)

Menitop® crif 3 obepesxHicTIO TpusHAYaTH B KOMOiHAIii 3 moMipHumu iHriGitopamu CYP1A2
(TIpoTIpaHOIION, eHOKCAIIHMH), III0 MOYKE TIPU3BECTH JI0 TiIBUILCHHS KOHIICHTpAIlii arOMeIaTHHY.

HenepeHoCUMICTh J1aKTO3U

Jo cxmamy Menitopy® BxoauTh makTo3a. IlamieHTam i3 PiIKICHOIO  CITagKOBOIO
HEMEPEHOCUMICTIO TallakTO3H, 3arajJbHUM Je(ilUTOM JakTa3u abo MambabcopOIliel0 TIIOKO3U-
rajlakTO34 He CJIiJl IpuiMaTH 1iei mpenapar.

PiBenb HaTpitO

Menitop® mictuTs MeHme 1 MMons Hatpiio (23 Mr) Ha TabmeTKy, TOOTO MaiiKe BiNBHHMIA Bif
HaTpilo.

3acmocysanns y nepiod eazimmuocmi ado 200y8anus zpyooio.

BaritHicTh

3 MeTOI0 MONepeIKeHHs OyIb-SKMX PH3UKiB OakaHO YHHKATH 3acTocyBaHHA MemiTopy® vy
nepion BariTHOCTI. JlaHl 1IO/I0 3aCTOCYBaHHS aroMeNaTHHY BariTHUM >KIHKaM BiACYyTHiI a0o
oomexxeHi (menme 300 BumankiB). JlocmipkKeHHS Ha TBapuHAX HE BHSBHIM MPSIMHX a0o



HEMPSMUX IIKITMBUX €PEKTIB aroMeJIaTUHY Ha Tepedir BariTHOCTI, pO3BUTOK eMOpioHa/TIona,
MOJIOTH 200 OCTHATAILHUN PO3BUTOK.

L'onyBaHHs Ipy/uTio

HeBimomMo, 4YM  mOpOHMKAae  aroMenaTuH/MeTadoNiTH Yy  TpyaHe — Mosoko.  HasBHi
(hapMakoIMHAMIYHI/TOKCHKOJIOTIYHI J1aHi, OJepKaHi MpH IMPOBEJCHHI JOCHIDKEHb Ha TBapuHAaX,
NPOJIEMOHCTPYBAJIM, IO aroMeNIaTHH/METa0ONITH IMPOHUKAIOTh Y TPyAHE MOJOKO. Pu3uk mis
HOBOHAPO/DKCHUX/HEMOBJIAT BUKIIIOYAaTH HE MO)KHA. PillIeHHS OO0 TPHUITMHEHHS T'OJXyBaHHS
rpyamo abo MpHUIMHEHHs/yTpUMaHHsA Big Tepamii Memitopom® ciin mpuiiMaTH, BpaxoBYIOUH
KOPHCTb BiJl TOJIyBaHHS IPYUTIO JUISl TUTHHU Ta KOPUCTH BiJI JIIKYBaHHS JIISI MaTepi.

DepTUIBLHICTD

JlocmiKeHHs 3 penpOIyKTHBHOCTI Ha TBapHHAX IMOKAa3ajH BIJICYTHICTh BIUIMBY arOMelIaTHHY Ha
(bepTUITBHICTS.

30amnicmo enaueamu HA WIEGUOKICMb peakuyii npu KepyeaHHi aA6MOMPAHCHOPMOM abo
IHUWUMU MEXAHIIMAMU.

AroMenaTHH Ma€ HE3HAYHWH BIUIMB Ha 3JIaTHICTh KEPyBaTH aBTOMOOiIEM a0o0 MpalfoBaTH 3
MeXaHi3MaMHu. 3 OrJisigy Ha Te, IO 3alaMOpPOYEHHS Ta COHJIMBICTh € YaCTUMHU IMOOIYHUMU
peaKIisiMi Ha Tpernapart, mamieHTaM ciiij OyTn o0epeXHUMHU MPU KepyBaHHI aBTOTPAHCIIOPTOM
ab0 po0OTI 3 MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 003u.
Crioci0 3acTocyBaHHS
Jj1s epopalibHOro 3aCTOCYBAHHS.
Menitop®, TabneTku, BKPHTI INIIBKOBOIO OGOIOHKOI0, MOKHA 3aCTOCOBYBATH HE3AJIEKHO Bil
npuiiomy xi.

03YBaHHS
PexomenoBaHa j103a craHOBUTH 25 Mr 1 pa3 Ha 100y, epes CHOM.
SAxio uyepe3 2 THXKHI MICHSA MOYATKY Tepamii MOKpaIlaHHsS KIIHIYHOTO CTaHy € HeIOCTaTHIM,
n03y MoxkHa miaBummTu 10 50 mr 1 pa3 Ha 100y, ToOTO 2 TabneTku mo 25 Mr, siki HeoOXiIHO
MIPUIMATH OJTHOYACHO IEepE]] CHOM.
[Ipy npuiHATTI pimeHHS IOA0 30UIbIIEHHS JO03M CIiJ ypaxOBYBaTH 3pPOCTaHHS pPU3HMKY
MIJBUIEHHS pPIBHSA TpaHcamiHa3. 30UIblIeHHS 103U 10 S50 Mr HEOOXiJHO TMPOBOAUTH HA
IHIUBIAyanbHIN OCHOBI AN KOXKHOTO TAIli€HTA MICIs OLIHKH TMOKa3HHKA «KOPUCTBH/PU3UKY 13
000B’I3KOBUM ITPOBEJIEHHSM TEUIHKOBHX MPOO.
VYcim naiieHTaMm HeOOXiAHO MPOBOJUTH MEUYIHKOBI MPOOH 10 MouaTKy JiKyBaHHA. JIikyBaHHS He
CJJI PO3MOYMHATH, SIKIIO PIBEHb TpaHCaMIHA3 MEPEBUIIYE BEPXHIO MEXY HOpMHU y 3 pa3u (IUB.
posaim «IIpotunokazanss» ta «OCcoOIUBOCTI 3aCTOCYBAHHS).
[Tin yac nikyBaHHS HEOOXIJHO MEPIOJUYHO KOHTPOJIIOBATH PIBEHb TpaHCaMiHa3: MPUOIM3HO
yepe3 3 THXKHI, O TWXKHIB (3aBeplieHHS rocTpoi ¢asu), yeped 12 TkHIB Ta 24 THXHI
(3aBeprieHHs1 $a3u MATPUMYBAIBHOI Teparii) 1 Hajall y pa3l HasBHOCTI KJIIHIYHUX IOKa3aHb
(muB. po3nin  «OcobauBOCTI 3acTocyBaHHS»). JIiKyBaHHS CNiJil TNPUIIMHWTH, SKIIO PpiBEHb
TpaHCaMiHa3 BTPHUYi MEPEBUIIUTh BEPXHIO MeXy Hopmu (mauB. posaim «[IpoTHrmokaszaHHS» Ta
«Oco0aMBOCTI 3aCTOCYBAHHS).
[Tpu 30UIbIIEHH] 103U CIIi/I 3HOBY ITPOBECTHU MEUIHKOBI TECTH 3 TIEIO X YACTOTOIO, 1110 1 HA IOYaTKy
JKYBaHHS.
Tpusanicms niKy8anHs
[TamienTam 13 Aempeciero CIiJ MPOXOAWTH JIKYBaHHS BIPOAOBXK IIOHAWMEHINE 6 MICAIB AJis
3a0e3TeueHHs 3SHUKHEHHS Y HUX CHMITTOMIB.
Ilepexio 6i0 mepanii anmudenpecanmamu 2epynu CeileKMuGHUX IH2IOImopie 360pOMHO20
3AXONJIeHHs. CePOMOHIHY/IH2IOIMOPI8 360POMHO20 3AXONJIEHHS CEePOMOHIHY | HOpeniHeppuHy
(CI33C/I33CH) 0o acomenamuny




VY mamieHTiB MOXYTh CIOCTEpITaTHUCS CUMIITOMHU BIIMIHM TIICIs TPUIUHEHHS TNPUHOMY
antugenpecantis rpynu CI33C/I33CH. 3 MeTor0 YHHKHEHHS LHMX CHMITOMIB HEOOXiTHO
BpaxoOBYBaTH PEKOMEHJAIIl W00 MPUITMHEHHS JIIKyBaHHS, IO MICTAThCA B IHCTPYKIII st
MEIMYHOTO 3aCTOCYBAaHHS JIKapCchbkoro 3aco0y, SKWW 3acTOCOBYE TMaIli€HT. Tepariro
aroMeNaTHHOM MOXKHa PO3MOYaTH Ofpa3y MapaliebHO 31 3HIKEHHSIM 103U aHTHAEIpEecaHTta
(muB. po3nin «@apMakoIuHAMIKAY).

Tpununenns nikyeanus

V pasi npuiHATTA pillleHHS 1010 TPUIMHEHHS JIKYBaHHS MOTPeOU y TOCTYIIOBOMY 3HM)KEHHI 03U
HEMaEe.

Oco0auBi TpyNy NAIIEHTIB

Tayienmu nimuvoeo 8iKy

Bbesneka ta epexktuBHicTh aromenatuny (25-50 mr/no0y) Oynu goBeaeHi AJis MAIi€HTIB JITHHOTO
BiKy 3 jemnpeciero (< 75pokiB). Y Tpymi mami€eHTiB BIKOM > 75 pOoKiB HE OyJIO OTPUMAaHO
JOCTOBIPHUX pe3yabTaTiB. ToMy maimieHTaM Iii€l BIKOBOI TpyNH HE CIiJI 3aCTOCOBYBaTH
aroMmesniatuH (auB. po3aiau «OcobarMBOCTI 3acTocyBaHH ) Ta «DapMakonuHamikay). [Totpedu B
KOPEKIii 031 3aJIe’KHO Bifl BIKYy HeMae (IuB. po3aii «DapMaKoKiHETHKAY).

Tayiecumu 3 nopywennam Qyukyii HUpoK

VY mamieHTiB i3 TSHKKUM HOPYIICHHSM (DYHKINT HUPOK pesieBaHTHUX 3MiH (DapMaKOKiHETHYHUX
napaMeTpiB aroMeiaTMHy He croctepiranoch. OAHAaK KIUIBKICTh KITIHIYHUX JaHUX 100
3aCTOCYBaHHS aroMeIaTUHY Y MAIi€HTIB 13 ACMPECI€l0 Ta NOPYHUICHHAM (QYHKIIT HUPOK TSHKKOTO
ab0 MOMIPHOTO CTyIEeHs € oOMexeHor0. OTKe, TAKUM MaIli€eHTaM aroMeJIaTHH CIij] MPU3HAYaTH 3
00epEKHICTIO.

Tayieumu 3 nopywennsam QyHkyii newinku

3acTocyBaHHS aroMeiIaTUHy MPOTUIIOKA3aHO MAIliEHTaM 13 MOPYHIICHHAM (YHKIIIT MEYiHKH (IUB.
pozainu «IIporunokaszanusy», «Oco0MMBOCTI 3acTOCYBaHH» Ta «DapMaKOKIHETUKAY).

Himu.

He pexomenyeThes npusHadaty Memitop® myis mikyBaHHS mempecii B iTelt, ockinbku Gesneka
Ta e(EeKTUBHICTb JAHOTO Mpenapary He OyJu BCTAaHOBIIEHI B il rpymi nauieHTiB. JlaHi BiACyTHI.
VY  KIHIYHUX JOCHUIKEHHSX 3 YyYacTio JiTed 1 NITKIB NpU  3aCTOCYBaHHI 1HIIMX
AQHTHUJENPECAHTIB BUHMKHEHHS CyillMJaIbHOI MOBEAIHKHU (CYIlMIaibHI CIpoOH Ta CyilMJIabHI
TYMKH) 1 BOpOYKOTO CTaBJIEHHs (NIEPEBa)KHO arpecisi, OIMO3ULINfHA TIOBEIIHKa Ta THIB)
CIHOCTEpIrajgoch YacTillle MOPIBHIHO 3 Malll€eHTaMU, K1 NpUiMay mianeoo.

Ilepeoosysanns.

Cumnromu

IcHye oOMexeHa KUIBKICTh JaHUX IIOJI0 BHIMAAKIB Mepeo3yBaHHs aromenatuHoM. I[lpu
nepeo3yBaHHl aroMeNaTUHOM TMOBIJOMIISIIOCS IPO BUHMKHEHHS OOJI0 B emiracTpajibHid
JUISHI, COHJIMBOCTI, BTOMHM, a)KUTallli, TPUBOXHOI'O CTaHy, HAIpPYKEHOCTI, 3allaMOpPOYECHHS,
miano3y abo HesmyxkaHHs. byno 3adikcoBano 1 Bumamok mpuitomy 2450 Mr aromenaTtuHy —
OJly’KaHHsI HaCTaJI0 CIIOHTaHHO 0e3 Kap1i0BacKyJISIpHUX Ta 010J0T1YHUX BiJXUJICHb.

JlikyBaHHs

Bynp-ski cnenu¢iyHi aHTUAOTH aroMmenaTuHy HeBinowmi. JIikyBaHHA NMpH Nepeo3yBaHHI Mae
CKJIaJIaTHCh 13 CHMITOMATHYHOI TepaIlii Ta 3BUYaifHOTO HATJISAIY 32 CTAHOM TarlieHTa. MeaudHe
CIIOCTEPEKEHHS PEKOMEHIYETHCSI TPOBOJIUTH Y CIIEIiaJIi30BAaHOMY 3aKJIaJi.

Il06iuni peaxuii.

Pestome npodisto 6e3nexu

[ToGiuHi peakiii 3a3BMYail BUHUKAJIM MiJ Yac MEpLIMX 2 THXKHIB JIIKyBaHHA Ta Oynu ciabko abo
NOMIpHO BHpaxkeHi. HaifyacTimmuMmu moOGIYHMMHM peakuisiMu OynM TOJOBHHMM Oulb, HymOTa Ta
3anamopoyeHHs. Lli mo6iuHi peakuii 3a3BU4ail Maay TUMYACOBUN XapakTep i, sIK MPaBHIIO, HE
NPU3BOIMITN IO IPUITUHEHHS Tepartii.




[lepenik DOOIYHUX peaKIii

Hwx4uenaBenena TabauIs MiCTUTh MOOIYHI peakilii, BUSBJICHI IiJ] 4ac Miarne00-KOHTPOIbOBAHUX
KIIHIYHUX JOCTI/DKEHBb Ta BUIPOOYBaHb 3 BUKOPUCTAHHSM aKTHUBHOT'O KOHTPOJTIO.

[To6iuHi peakiii 3a3HaUeHI HUKYE 3 TAKOK YaCTOTOK BUHUKHEHHS: Tyxe yacto (> 1/10); wacto (Bix
>1/100 no < 1/10); mewacro (Big > 1/1000 no < 1/100); pimko (Bix > 1/10000 mo < 1/1000); myxe
piako (< 1/10000); gyactoTa HeBigoMa (HE Moke OyTH BH3HA4YCHA 32 HASBHUMHM JaHUMH). YacTota

He OyJia CKOpUroBaHa JIjIsl TpyIu rianedo.

Knacudikarrist 3a cucremamu

; Yacrtora
OpraHiB

[ToGiuyna peakiis

3 00Ky IICUXiKH Yacto

TpuBOXHICT

Hes3BuuHi cHOBUIIHHA*

Heuacto

CyinumanpHi JYMKH 9H MIOBEiHKA (JIUB.
po31in «OcoOIMBOCTI 3aCTOCYBAHHSI)

AckuTariig Ta 1os’s3aHi 3 HEI0 CUMIITOMU *
(Taki K APaTiBIMUBICTh 1 HECTIOKIHN)

ArpecuBHicTp*

Kaxausi cHOBUIIHHA*

Mamnis/rinomanis™*

i cumMOTOMU MOKYTh OYTH 3yMOBJICHI
BiJIMTOBITHAM 3aXBOPIOBAHHSAM (JIUB. PO3JILIT
«Oco0IMBOCTI 3aCTOCYBaHHS)

CryTaHicTh CBIIOMOCTI ™

Pinko

Tamronmuami*

3 60Ky HEPBOBOI CUCTEMU Hyxe yacto

T'onoBHuit 0inb

Yacrto

3anamMopoYeHHs

COHIUBICTH

besconnsa

Heuacto

Mirpesb

[TapecTesis

CHHJIpOM HECTOKIMHMX HIr™*

Pinko

Axarusis*

3 00Ky oprasiB 30py Heuacto

HeuiTkicTs 30py

3 60Ky OopraHiB CIyxy Ta Heuacto
71a0ipuHTY

J13BiH y Byxax*

3 OOKY IUTYHKOBO-KHUIIIKOBOTO Yacro
TPaKTy

Hynora

Hiapes

3amnop

Bine B aboMiHaNBHINA JUIAHI KUBOTA

BiroBanas*




3 Goky renarobisiapHoi cucTeMu

Yacto

[TigBuieHHs piBHSA anaHiHaMiHOTpaHChepa3H
(AJIT) Ta/abo acmapraramiHoTpaHchepazu
(ACT) (y KJIIHIYHHX TOCTIIKEHHIX
nigsuieHHs piBHs AJIT ta/abo ACT Oinbiie
HIXK y 3 pa3u BiJ BEpXHBOI MEXi HOpMHU
cnocrepiraiock y 1,2 % namieHTis, siKi
OTPUMYBAJIM arOMeJIaTHH y 1031 25 mr/no0y,
Tay 2,6 % malieHTiB, Kl OTPUMYBAIH
aromenatuH y n03i 50 mr/mo0y, mopiBHSIHO 3
0,5 % marieHTiB, MO OTPUMYBAIH TUIAIIE00)

Heuacto

[TigBuIieHHS piBHS raMMa-
rrytaminTpadcdepasu™ (I'T'T) (6inbur Hixk y
3 pa3u BiJl BEpXHHOI MEKi HOPMH)

Pinxo

T'enatur

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

[leuinkoBa HegocraTHicTh* (1)

Kosrsaaunsa*

3 00Ky HIKIpH 1 MiIIIKIPHOT
KJIITKOBUHHU

Heuacto

linmeprigpo3

Ex3ema

CepOix*

Kponus’saka*

Pinko

EpHTeMaTOSHi BUCHUIIaHHA

Halpsk o6imyys Ta aHTIOHEBPOTUYHUI
HaOpsK™

3 00Ky OMOPHO-PYXOBOi CUCTEMH
Ta CIOJYYHOI TKAHUHU

Yacto

bisb y cninHi

Heuacto

Mianris*

3 00Ky CeYOBHIITBHOI CUCTEMU

Pinko

3aTpuMKa CEUOBUITYCKaHHS *

3aranpHi po3/ay Ta peakiii y
MICII1I BBEJICHHS

Yacto

Broma

Pesynbratu nabopaTopHux
IOCIIIKEHD

Yacto

301iIBIIIEHHS MacH TL1a*

Heuacto

3MeHIIIeHHs Macy Tuia*

* JacroTa HpOﬂBiB MOOIYHUX peaKL{iﬁ, BUABJICHUX 3a JOIIOMOI'OKO CIIOHTaHHHUX HOBi,Z[OMJ'IeHL, po3paxoBaHa 3a

IAaHAMU KJIIHIYHUX JOCHIDKEHD.

(1) ToBimomIsiTocs MPO MOOMHOKI JIETATBHI BUITAKK 200 BUIIAIKK TPAHCIUIAHTALIII TIEYiHKK Y TAIIEHTIB 13 (hakTopamMu

PYBHKY TIOPYIIEHHS (DYHKIIii IIe9iHKH.

3BIT PO IMiA03POBaHI DO0IYHI peakiii

3BITYBaHHSA PO MiJ03pIOBaHI MOOIYHI peakuii y MicisipeecTpauiiHOMy MHepiofAl JIKapChbKOTo
3aco0y € BaxiauBuM. lle m03Bonsge BecTH Oe3nepepBHUN MOHITOPHHI  CIIBBIJIHOIIECHHS
KOPHUCTI/PU3HUKY 3aCTOCYBaHHs npemnapaTy. CHeriaaicTy B Taily3l OXOPOHH 3/I0pOB’ s 3000B’s13aH1
MOBIIOMJISITH 4Yepe3 HAI[lOHAIbHY CHUCTEMY 3BITHOCTI MpO OyIb-fKi BHUIAAKH ITiJ03PIOBAHUX

MOOIYHMX pPeaKIlii.

Tepmin npuoamnocmi. 3 poKH.

YmoBu 30epiranns.




He moTtpeOye ocobmmBux yMOB 30epiranas. 30epiratu y HeIOCTYITHOMY JUTS TITeH MiCITl.

YnakoBka.

[To 14 Tabnerok, BKPUTHX IUTIBKOBOIO OOOJIOHKOIO, y OJicTepi 3 aIOMiHIEBOI (OJIBIU Ta
[IBX-m1iBKH.

ITo 1 a6o 2, a6o 4 GmicTepu B KOpoOIli 3 KAPTOHY MAKyBAITLHOTO.

Kareropis Binnycky.
3a perenTom.

Bupoonuk.
Jlaboparopii Ceps’e Innactpi/Les Laboratoires Servier Industrie.

Micue3Haxo:keHHsI BUPOOHUKA Ta aJpeca Micls MPOBAJAKEeHHS HOro AislJIbHOCTI.
905 pyt ne Capan, 45520 XKini, @paniist/905 route de Saran, 45520 Gidy, France.

BupooOuuk.
Ceps’e (Ipnannis) Innactpic JIta/Servier (Ireland) Industries Ltd.

Micue3Haxo:keHHsI BUPOOHUKA Ta aJpeca Micls MPOBAAKeHHS HOro AislJIbHOCTI.
Masninenas, ['opeit Poya, Apkiioy, Ko. Biknoy, Ipnanais/Moneylands, Gorey Road, Arklow, Co.
Wicklow, Ireland.

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

Micue3HaxoaKeHHsI 3asiBHHKA.
50, pro Kapno, 92284 Cropen Cenekc, @pannist/50, rue Carnot, 92284 Suresnes Cedex, France.

Jnist orpuManHs Oyb-s1Koi 1H(opMallii 1010 JTiKapchbKOro 3aco0y npocumo 3eprarucs 10 TOB
«CepB’e Ykpainay» 3a tein. (044) 490 3441, daxc: (044) 490 3440.



	Для отримання будь-якої інформації щодо лікарського засобу просимо звертатися до ТОВ  «Серв’є Україна» за тел. (044) 490 3441, факс: (044) 490 3440.

