MHCTPYKLUA

no MeauMUuMHCKOMY NpUMeHeHUIo NieKapCTBeHHOro npenapara

MENAOANT

PernctpaumoHHbii Homep: J1T-Ne(000202)-(PIr-RU)

ToproBoe HaumeHoBaHue: Menagant

MexayHapogHoe HenaTeHTOBaHHOE WU rPynnMpoBOYHOE HauMeHOBaHue:
MenaToHWUH

NekapcTBeHHasa chopma: TabrneTkun, NOKpbITbIE NNIEHOYHOM 000M0YKON

CocrTas:

1 TabneTka coaepXuT:

Helcmeyrouwee seuwjecmeo: menatoHvH — 3,00 mr.

BcriomoecamernbHble geuwjecmea: kanbuus rugpodocdara gurngpat - 143,25 wr,
uenntonosa mukpokpuctannuyeckas (MKL-102) - 100,00 mr, marHus cteapar - 2,50
M, Kpockapmernosa Hatpus - 1,25 wmr.

Cocmae o0bornoyku: nonnuBMHUNOBLIA cnmpT — 2,70 mr, makporon-4000 — 1,30 wr,
TutaHa gnokena — 1,00 wmr.

OnucaHue: Kpyrible OBOSKOBbINYKIble TabneTkn, NOKPbITbIE MIIEHOYHON 060T0YKON
©enoro unm novtn Genoro LBeTa, C PUCKOW C O4HOW CTOPOHbLI. Ha monepeyHom
paspese TabneTku BUAHLI ABa cros: aapo 6enoro nnm 6enoro ¢ xxentoBaTbiM OTTEH-
KOM LiBeTa 1 nneHoyHasi obonoyka.

dapmakoTepaneBTUYeCKas rpynna: ajantoreHHoe cpeacTso.
Kop ATX: NOSCHO1

dapmakonornyeckme cBomcTBa

dapmakogmHammka

MenaToHVH ABMSIETCA CUHTETUYECKMM aHanoroM ropMoHa LUMLLKOBUOHOWN Xernesbl
(3nncmnsa); okasbiBaeT aganTtoreHHoe, ceaaTuBHOE, CHOTBOPHOE AerncTeue. Hopma-
nn3yeT uMpKagHble pUTMbl. YBENUUMBAET KOHLEHTPALMIO raMMa-aMMHOMACISHOWN
kncnotbl (FAMK) n cepoToHvHa B cpeaHeM MO3re 1 rmnoTanamyce, U3MeHsieT akTUB-
HOCTb MMpUAOKCarnbKkMHasbl, ydacTytowen B cuHtese NAMK, godammHa n cepoto-
HWHa. Perynupyet LMKkn coH-604pCTBOBaHNE, CYTOYHbIE U3MEHEHMST TOKOMOTOPHOM
aKTMBHOCTU M TemnepaTypbl Tena, MOMOXWUTENbHO BIUSIET HA WHTENNeKTyanb-
HO-MHecCTMYeckne yHKLUM MO3ra, Ha 3MOLMOHANbHO-NTMYHOCTHYO cdepy.
CnocobcTByeT opraHM3aunm 6MonorM4eckoro putma 1 Hopmanmuaaumm HOYHOro CHa.
Yny4ylaeT Ka4yecTBO CHa, YCKOPSIET 3acbinaHwe, perynupyetr Helpo3HOOKPUHHbIE
dyHKUMKU. AZanTMpyeT OpraHW3M MEeTEeOYyBCTBUTENbHbIX MOAEN K WU3MEHEHUSIM
MOTOAHbIX YCNOBUNA.

PapmakoKMHeTUKa

Abcopbuyus

MenaTtoHvH nocne npvema BHYTpb ObICTPO BCAChIBAETCS B XEMYOOYHO-KALLEYHOM
TpakTe. Y MOXWnbIX MNAUMEHTOB CKOPOCTb BCACbIBAHUS MOXET OblTb CHMXEHa Ha
50%. PapmakokMHETMKA MenaToHnHa B gnana3oHe 4o3 oT 2-8 Mr nuHenHas. MNpu
npveme BHYTPb B 403e 3 MI MakcumarbHasi KoHueHTpaums (Cmax) B nnasme Kposu
N CIIOHe OOCTUraeTcsd cooTBETCTBEHHO Yepe3 20 MuHyT 1 60 MuHyT. Bpems goctu-
XeHnss Cmax B cbIBOpOTKe KpoBY 60 MUHYT (HOpMarnbHbIi Avana3oH 20-90 MUHYT).
Mocne npuema 3-6 mMr menatoHMHa Cmax B CbIBOPOTKE KpOBW, kak npaswuso, B 10
pa3 6onblue 3HAOreHHOro MenaTtoHMHa B CbIBOPOTKE KPOBM HOYbi. OgHOBpEMEH-
HbI NPUEM MULLN CHUXKAET abcopObLnIo MenaToHnHa.

BrogocTynHoCTb MenaToHUHa Npu Npueme BHYTPb korebrnetcs B AvanasoHe oT 9
00 33% (npubnusmtensHo coctaBnset 15%).

PacnpedeneHue

B nccnepoBaHusx in vitro cBsi3b MenaToHnHa ¢ 6enkamMu nnasmbl KPOBU COCTaBNSET
60%. B OCHOBHOM MenaTOHWMH CBA3bIBAeTCA C anbOyMUHOM, O4-KUCMbIM [FMKO-
NPOTEMHOM W NUMONpPOTEMAAMU BbICOKOM nnoTHocTM. OGbem pacnpegeneHus
okono 35 n. BbICTpo pacnpegensieTcs B CrOHE W MPOXOAUT Yepes3 remMartosHLe-
danuyeckun bGapbep, onpegensieTcsa B nnaueHTe. KoHUeHTpauus B CIMHHOMO3IO-
BOW XMAKocTu B 2,5 pasa Huxe, YeM B Nra3me KpPOBW.

Memabonuam

MenaTtoHnH MmeTabonuanpyeTca npeuvMyLLecTBeHHO B nedeHu. [locne npuema
BHYTPb MOABEPraeTcs CyLeCTBEHHOMY MEeTabonuamy npu «nepBUHHOM NPOXOXAe-
HUM» Yepe3 MeyeHb, rae NPOUCXOAUT €ro rMAPOKCUITMPOBAHME U KOHbiOraumsi
cynbgatoM U1 [TIIOKYPOHMOOM C obpasoBaHMeM 6-CynbgaToKCMMENaToOHUHA;
YPOBEHb NMPECUCTEMHOro Metabonuama MoxeT gocturatb 85%. OkcnepumeHTanbs-
Hble MCCreaoBaHUsA MO3BOMSIOT MPeanornoXnTb, YTO B Mpouecce MeTabonusma
MenaTtoHuHa npuHuMatoT yvactue nsodepmeHtsl CYP1A1, CYP1A2 1, BO3MOXHO,
CYP2C19 cuctembl umtoxpoma P450. OcHOBHOM MeTabonmT MenaTtoHnHa - 6-Cyrnb-
haToKCMMEeNaToHWH, HEeaKTUBEH.

BbisedeHue

MenaTtoHvH BbiBogMTCca nodkamu. CpegHun nepuoa nonysbiBeaeHus (T,,) cocTtas-
nset 45 muHyT. BbiBeaeHue ocyuiectensieTcsa novkamu, okono 90% B Buae Cynb-
¢aTHOro U rMKYPOHOBOrO KOHBIOraToB 6-CynbgaToKkCMMenaToHmHa, a okono 2% -
10% BbIBOOMTCS B HEM3MEHEHHOM BUAE.

Ha dapmakokmHeTn4eckme nokasaTenu BAULAIOT BO3pacT, Nnpuem KodeunHa, Tabako-
KypeHue, npuemM nepoparibHbIX KOHTPALENTMBOB. Y KPUTUYECKUX NaLMEHTOB Habnto-
Jaetcsa yckopeHHas abcopbuns 1 HapyLLIeHHas anMMmnHaLms.

Ocobble epynnbl nayueHmos

lNoxunbkie nayueHmMsl

MeTabonuam menaToHuHa, Kak M3BECTHO, 3aMefrisieTcsa ¢ Bo3pacTtoM. [py pasHbix
[o3ax menaTtoHuHa 6onee BbICOKME 3HAYEHUSA nokasaTenen nnoLwlaan noa Kpuson
«KoHUeHTpauus-spems» (AUC) n Cmax nosmy4veHbl y NOXWUMbIX MauWEHTOB, YTO
oTpaXkaeT CHWKEHHbI MeTabonnamM MenaToHuHa y 3TOW rpynnbl NaLMeHTOB.
lNayueHmsi ¢ HapyweHuemM hyHKUUU MoYeK

Mpu oNUTENBHOM NPUMEHEHMN MENATOHUHA KYMYNSLMN HE OTMEYEHO. OTU AaHHbIe
CornacyTcst C KOpoTkuM T4, MenaToHWHa y Nogen.

lMayueHmsi ¢ HapyweHUeM byHKUUU neveHu

[MeyeHb ABMSETCA OCHOBHBIM OPraHOM, y4acTBYHLLMM B MeTabonuame MenaToHnHa,
noaTomy 3aboneBaHusi NeYeHn NPUBOSAT K MOBbILLEHWIO KOHLEHTPaLUN 3HAOTEHHO-
ro MenaToHuHa. Y MauueHTOB C LMPPO3OM MeYeHW MnnasMeHHasi KOHLEeHTpauums
MenaToOHUHa B IHEBHOE BPEMSI CYTOK CYLLECTBEHHO YBENMYMBaNach.

Moka3aHus K NPUMeHeHUIo
Mpn paccTpoiicTBax CHa, B TOM 4ucrie OBGYCMNOBMEHHbIX HapylUeHWeM puTMa
«COH-60pCTBOBAHNEY» TaKMX Kak, 4ECUHXPOHO3 (pe3kasi CMeHa 4acoBbIX MOSICOB).

MpoTuBONOKa3aHuA

[MoBbILWEHHast YyBCTBUTENbHOCTb K MENATOHWHY M OPYrMM KOMMOHEHTaM npenapa-
Ta, TSKenble HapyLeHns YHKUUN NoYeK (KNMpeHc kpeaTuHnHa meHee 30 Mn/MuH)
ayTOMMMYHHblE 3aboneBaHUs (OTCYTCTBYHOT KITMHUYECKME AaHHblE), NevYeHo4YHas
HeAOoCTaTOYHOCTb, 6epeMEeHHOCTb U Nepuoa rpyaHoro BCKapMvBaHus, Bo3pacT Ao
18 net (adheKTMBHOCTL U 6E30NACHOCTL HE YCTAHOBIMEHbI).

C OCTOpPOXHOCTbIO
[MoyeyHas HepgocTaTouHoCTh (KK 6onee 30 Mn/MyH), NOXMION BO3pacT.

MpumeHeHWe Npu 6epeMeHHOCTM U B Nepuo rpyaHOro BCKapMinBaHusi
EepemeHHocmb

OTCyTCTBYHOT A@aHHblE O BO3AENCTBMM MENATOHUHA Ha TedeHne 6epeMeHHOCTMH.
MpumeHeHne npenapata Menagant Bo BpemMs 6€pEMEHHOCTU U Y XKEHLLMH, NNaHn-
pytoLmnx 6epeMeHHOCTb, He pEKOMEHYETCS.

lNepuod epyOHO20 6CKapMIUSaHUsI

B cBA3M € TeM, YTO SHOOMEHHBLIN MeNnaToHWH OonpeaensieTcss B rpyaHOM MOJSIoKe,
BEPOSITHO, 9K30TE€HHbI MENATOHUH TaKKe MOXET NMPOHUKaTb B rpyAHOE MOMOKO.
Mpu HeobxogumocT NpuMeHeHUs npenapata MenaganT B nepuop NakTaumu
rpyaHoOe BCKapMIiMBaHue criefyeT npekpaTuTb.

Cnoco6 npumMeHeHUs U [o3bl

MpuHMMaTL BHYTPb.

Mpwu HapyweHuu cHa no 1 Tabnetke (3 mr) 3a 30-40 MMHYT A0 CHa, OAMH pa3 B CYTKU.
Mpu decuHxpoHoO3e B KA4eCTBE afanToreHa npu CMeHe YacoBbIX NMOSICOB - 3a 1 AeHb
[0 nepeneta u B nocriegytowme 2-5 gHen - no 1 Tabnetke 3a 30-40 MUHYT O CHa.
MakcmmanbHas cyToyHas gosa — 2 Tabnetku (6 mr).

lMpumeHeHue y 0cobbix a2pynn nayueHmos

lNoxunekle nayueHmsi (cmapwe 65 nem)

C BO3pacToM NPOMCXOOUT CHMXEHNe MeTabonuama mMenaToHnHa, YTo Heobxoanmo
yunThiBaTh NpU BbIOOPE pexunma A403VPOBaHUS Y NOXUIbIX NaLUEHTOB.

C y4yeTom 3TOro y mauMeHTOB MOXMUIIOrO BO3pacTa BO3MOXEH NMpueM npenapata
MenaganTt 3a 60-90 MMHYT Ao cHa.

HapyweHus ¢yHKyuu novyek

BrnvsHne pasnuyHou cTeneHu HapylieHUn YHKUMM NodYek Ha PapMaKOKUHETUKY
MenaToOHUHa He U3y4YeHo, No3Tomy npenapat Menagant HeobxoauMO NpUHMMAaTh C
OCTOPOXXHOCTbIO Y MALMEHTOB C FIErkon 1 YMEpPEHHOM CTeneHbi0 NoYe4YHON HegocTa-
TOYHOCTU. lNMprMeHeHne NpenapaTa y NauneHToB C TSHKENon NoYeYHON HeagocTaTou-
HocTbto (KK meHee 30 mn/mMuH) npoTuBonokasaHo (cM. pasgen «[1poTuBonokasa-
HUS».)

Mob6o4Hoe gencreue

[MoboyHble AENCTBUSA CUCTEMATU3NPOBAHLI OTHOCUTENBbHO KaXXaoW U3 CUCTEM opra-
HOB B 3aBMCMMOCTM OT 4acTOTbl BCTPEYAEMOCTM C MUCMONb30BaHWEM Kraccudmka-
unn BcemmnpHOM opraHmsaumm 3apaBoOXpaHeHus: odeHb Yacmo (=1/10), wacmo
(21/100), Hewacmo (=1/1000, <1/100), pedko (=1/10000, <1/1000), oyeHb pedko
(<1/10000, Bkntoyas eavHWYHbIE cnyyau), yacmoma Heu3gecmHa (HeLOCTaTOYHO
[OaHHbIX ANl OLEHKM YacTOTbl pa3BuTUsl).

UHpekyuoHHbIE U napa3umapHble 3abosiegaHusi: pedKo — OMOosICbIBAKOLLNIA
repnec.

HapyweHusi co cmopoHbI Kpogu u siumghamuyeckoli cucmemMbi: peOKO — NENKO-
neHus, TpoMéoumToneHs.

HapyweHust co cmopoHbl UMMYHHOU cucmembl: Yacmoma Heu3geecmHa — peak-
LMW NOBbILLEHHONW YyBCTBUTENBHOCTH.

HapyweHusi co cmopoHbl 06MeHa eewjecme u numarusi: pedKo — rmnepTpurnmn-
Luepvaemmns, rmnokanmeMmsi, rmnoHaTpueMmst.

HapyweHusi co cmopoOHbI MCUXUKU: HeYacmo — pasfpaXxuTenbHOCTb, HEPBO3-
HOCTb, 6eCcrnokoncTBo, 6€CCoHHMLA, HEOObIYHbIE CHOBMAEHMUS!, HOYHbIE KOLUMapbl,
TpeBora; pedko — MNepeMeHbl HACTPOEHUS, arpeccusi, axuTauusi, NIakCUBOCTb,
CUMNTOMbI CTPEcca, Ae30pMeHTaUusl, paHHee yTpeHHee nNpobyxaeHne, NoBbILLEHNE
nnbnao, CHUXXEHUE HACTPOEHUS, Aenpeccus.

HapyweHusi co cmopoHbl HeP8HOU cucmeMbl: HEYacmo — MUTPEHb, rofloBHas
6onb, BANOCTb, MCUXOMOTOPHAS TMNEPaKTUBHOCTb, FONOBOKPY>KEHUE, COHMBOCTb;
pedko — OOMOPOK, HapylleHue namsaTW, HapylleHWe KOHUEHTpauuu BHUMaHMS,
Oenupun, CMHAPOM «BEeCMNOKOMHBIX HOMY», NITOX0e Ka4eCTBO CHa, NapecTe3ns.
HapyweHust co cmopoHbI op2aHa 3peHuUsi: PeOKO — CHKEHNE OCTPOTbI 3pEHUS,
HEYETKOCTb 3PEHWs!, NMOBLILLEHHOE CNe3oTedYeHme.

HapyweHue co cmopoHbI op2aHa ciiyxa u JlJabupuHmHbIie HapyuweHus: peOKo —
BEPTUrO, NMO3ULIMOHHOE BEPTUIO.

HapyweHusi co cmopoHbl cocydo8: HeYacmo — MNOBLILEHNE apTepuanbHOro
OaBneHust; pedKo — «MPUNMBbLI» KPOBU K NULLY.

HapyweHusi co cmopoHbI cepduya: peOKO — CTEHOKAPAUS HanpshKeHus, owyLle-
Hue cepauebneHus.

HapyweHusi co cmopoHbI )esly004HO-KUWe4YHo20 mpakma: Heyacmo — 6onb B
XnBoTe, 60rb B BEPXHEN YaCTW XMBOTA, ANCMENCUS, S3BEHHbIA CTOMATUT, CYyXOCTb
BO PTY, TOLWHOTA; pedKo — racTpoasodareanbHas 60nesHb, Xenyqo4yHO-KULLIEYHbIE
HapyLUEHNA UNN pacCTPONCTBa, OynnesHbI CTOMAaTUT, A3BEHHbIN [MTOCCUT, PBOTA,
YyCUINEHNE NepUCTanbTUKK, B3AYTUE XUBOTA, TMNEPCEKPELMS CIOHbI, HEMPUSTHBIN
3anax uso pTa, AMCKOMAOPT B XUBOTE, ANCKMHE3NS XKenyaKa, racTpuT.
HapyweHusi co cmopoHbI neYyeHU U Xesideebleodsiujux nymeu: Heyacmo —
rmnepounmpyonHemms.

HapyweHusi co cmopoHbI KOXU U MOOGKOXHbIX MKaHel: He4acmo — LepMaTuT,
MOBbLILLIEHHOE MOTOOTAENEHNE MO HOYaM, KOXHbIA 3y4, U reHepanuaoBaHHbIA 3y,
KOXXHasi CbliMb, CyXOCTb KOXW; pedKo — 3K3ema, apuTemMa, epMaTuT pyk, ncopuas,
reHepanun3oBaHHasi CbiMb, 3yasLlas Chinb, MOPaXKeHWe HOrTen; yacmoma Heu3eecm-
Ha — aHrMOHEBPOTMYECKUA OTeK (0Tek KBUHKE), OTEK CrM3NCTON 060MoYKM NONocTn
pTa, OTEK A3blKa.

HapyweHusi co cmopoHbI cKeslemHO-MbIWeYHOU U coeOUHUMeSIbHOU MKaHu:
Heyacmo — 00rnb B KOHEYHOCTSIX; pedKo — apTpuT, cna3m Mmbiwy, 6onb B Llee,
HOYHbIE CYZI0POrK.

HapyweHusi co cmopoHbI MOYeK U MO4Ye8bI80dsiuyUX Mymell: HeYacmo — IMoKo-
3ypusi, NPOTEUHYPUST; peOKO — NONNYpUsl, reMaTypusi, HUKTYpUSI.

HapyweHust co cmopoHbI MoJ108bIX OP2aHO8 U MOJIOYHOL )eJsle3bl: He4acmo —
MeHonay3arbHble CUMNTOMbI; pedKo — NpUanuamM, NPoCTaTuT; Yyacmoma Heu3gecm-
Ha — ranakTopes.

O6uwue paccmpolicmea U HapyuweHus1 8 Mecme 88e0€eHUsI: He4Yacmo — acCTeHNs,
©onb B rpyan; pedko — NoBblLLEHHAsA YTOMIISAEMOCTb, 60b, YyBCTBO XKaxabl.
JlabopamopHbie u UHcmpyMeHmarsnbHble OaHHbIe: HeYyacmo — OTKIIOHEHWEe OT
HOpPMbI NTabopaToOpPHbIX NokasaTenen yHKUMM NedYeHn, yBENUYEHNE MaccChl Tena;
pedKo — MOBbLILLEHVE aKTMBHOCTU «MEYEHOYHBbIX» TpaHCaMuHa3, OTKMNOHEHuEe OT
HOPMbI COOEpKaHWsi 3NEKTPONIMTOB B KPOBW, OTKITOHEHWE OT HOPMbl Pe3yrbTaToB
nabopaTopHbIX TECTOB.

Ecnu npu npumeHeHuu ripernapama nosiensgtomcs fobble U3 yKkasaHHbIX 8 UHCMPYK-
yuu noboYHbIX 3ghghekmos, unu oHu ycyaybnaromcs, unu Bel 3amemunu mobble
Opyaue rnoboyHble aghcheKkmbi, He yKalzaHHble 8 UHCMpPYKUuuU, coobujume o6 amom

epauly.

Mepeno3snpoBka

Cumnmombi

Mo ony6nvkoBaHHBIM AaHHbIM, MPUMEHEHNE MeNnaToHHa B cyTodHon fo3e Ao 300
Ml He BbI3bIBarno KIMHUYECKN 3HAYMMbIX HeXernaTenbHbiX peakumin. Habnioganucs
rmnepemMusi, cna3mbl B OpHOLLIHONM MONOCTU, Anapes, rorioBHas 6onb 1 ckotoMa npu
npumMmeHeHnn menatoHnHa B gosax 3000 - 6600 mMr B Te4eHWe HEeCKOSbKUX Hederb.
Mpu NpUMEHEHMN OYEHB BBICOKMX 403 MeNaToHuHa (8o 1 r) Habnioganacb Henpous-
BOSbHasi NOTEPS CO3HAHWS.

Mpu nepeno3npoBke BO3MOXHO pa3BUTUE COHITMBOCTMU.

JleyeHue: NpombIBaHUE >Xenyaka U nNpueM akTUBUPOBAHHOIO YIMs, CMMMATOMAaTU-
Yyeckas Tepanus. KnupeHc OercTByoLLEero BeLlecTBa npeanonaraeTcs B npegenax
12 yacoB nocne npuema BHYTPb.

B3anmopeicTBue ¢ Apyrumum nekapcTBeHHbLIMU cpeacTBamMu
®apmakokuHemu4eckoe e3aumodelicmaue

3BeCTHO, YTO B KOHLEHTpaUMaX, 3HAYMTENbHO NPEeBbILLAoLLIMX TepaneBTuyeckme,
MenaToHuH uHayumpyet nsodepmeHT CYP3A B ycnosusx in vitro. KnuHuueckoe
3HayeHne 3Toro pakrta OO KOHLA HeusBecCTHO. B criyyae pasBuTUSA Npu3HaKoB
WHAYKLUWN crielyeT pacCMOTPETb BOMPOC O CHUXKEHUU 403bl OL4HOBPEMEHHO MpUMe-
HSeMbIX NleKapCTBEHHbIX NpenapaTos.

B KOHLEHTpauunsix, 3HaUNTENbHO MPEeBbILLAOLLNX TepaneBTUYECKUE, MENATOHNH He
nHayumpyet nsodepmeHTbl rpynnel CYP1A B ycnosusax in vitro. CnegosaTternbHo,
B3aMMOLENCTBME MeNnaToHMHA C JIeKapCTBEHHbIMW Mpenapatamu, BCreacTBuEe
BMUSIHUSA MenaToHnHa Ha m3odepmeHTbl rpynnbl CYP1A, no-eugumomy, He3Ha4u-
TenbHO.

MeTtabonuam menaTtoHWHa, rnaBHbIM 06pa3oM, OMocpedoBaH U3odepMeHTamm
CYP1A. CnepoBaTenbHO, BO3MOXHO B3aMMOAEWCTBME MenaToHMHa C ApyrnMun
nekapcTBeHHbIMU NpenapaTaMu, BCNEeACTBME BMAMSHWUA MenaTOHUHa Ha usodep-
MeHTbI rpynnsl CYP1A.

CnepyeT cobniopaTb OCTOPOXHOCTb B OTHOLUEHUW MaUMEHTOB, MPUHMMAIOLLNX
¢brygokcaMuH, KOTOpPbIV MpU 0OHOBPEMEHHOM MPUMEHEHUM C MENATOHUHOM MOBbI-
LaeT ero KoHueHTpauuto (yenuyeHme AUC B 17 pa3 n Cmax B 12 pas) B nnasme
KpPOBM 3a CYeT WHIrMbMpoBaHMs ero meTabonuama u3ogepMeHTamu CUCTEMBI
untoxpoma P450: CYP1A2 n CYP2C19. Cnepyet usberatb Mx OQHOBPEMEHHOIO
NPUMEHEHUS.

Heobxogumo cobntofgatb OCTOPOXKHOCTb B OTHOLLEHUWN NauMeHTOB, NPUHUMAIOLLMNX
5- u 8-memokcuricopasneH, KOTOPbIA MOBbILIAET KOHLEHTpauUuU MeNaToHWHa B
nnasme KpoBuW BCrneacTBMe MHrMbrpoBaHus ero metabonusma.

Cnenyet cobntofaTe OCTOPOXHOCTb B OTHOLUEHUWM MALMEHTOB, MPUHMMALLMX
uumemuduH (MHrmbuTop nsogepmeHta CYP2D), NOCKOMNbKY OH NOBLILAET KOHLEH-
Tpauuo MenaToHMHa B Mria3Me KPOBW 3a CHET UHIMOUPOBAHUS NOCNEQHETO.
TabakoKypeHue CHWKaeT KOHLEHTpauuio MenatoHvHa B nna3me KpoBW 3a CYeT
UHrMbupoBaHus nsogepmeHta CYP1A2.

Tpebyetcs cobnogatb OCTOPOXHOCTb B OTHOLUEHUWM NALMEHTOB, MPUHUMAIOLLMX
acmpozeHbl (HanpvMep, KOHTpauenTMBbl UMM 3aMECTUTEMbHYD TOPMOHANbHYO
Tepanuio), KoTopble YBENNYMBAIOT KOHLIEHTPaLMIO MenaToHnHa B nNnasmMe KpoBu 3a
cyeT MHrMbrposaHns nx metabonuama nsogpepmeHtamm CYP1A1 n CYP1A2.
WHaubumopsi ndocpepmenta CYPA2, HanpuMep, XUHOIOHbI, CNOCOOHbI NOBLILWATL
3KCMO3MLMI0 MEeNaToOHNHA NPU OAHOBPEMEHHOM MPUMEHEHUW.

WHAykmopb! n3odepmerHta CYP1A2, makue kak kapbamasernuH u pughamnuyuH,
CNOCOBHbI CHMXKATb NNa3MeHHYH KOHLIEHTPaLUo MeNaToOHUHA NpU O4HOBPEMEHHOM
NPUMEHEHUN.

B coBpemMeHHON nuTepaType OnyGrnvMKOBaHO MHOXECTBO [aHHbIX, KacaroLLMXCS
BMWSHWSA arOHNUCTOB/aHTaroHUCTOB afpeHeprnyeckux M OMUOWAHLIX PeLLenTopoB,
aHTMAEeNnpeccaHToB, MHIMOUTOPOB NpocTarnanavHa, 6eH3oamasennHoB, TpunToda-
Ha 1 3TaHomMa Ha CekpeLmio SHAOreHHOro MenaToHuHa. ViccnegoBaHnsi BO3MOXHOTO
B3aUMOLENCTBUSA 3TUX JIEKAPCTBEHHbIX MNpenapaToB Ha apMakoguHaMUKY U
hapMaKkoKMHETHKY MenaToOHUHa He NPOBOAMITUCH.

®apmakoduHamuveckoe gzaumodelicmaue

OmaHon npy 0gHOBPEMEHHOM MPUMEHEHUU C MENATOHNHOM CHUXaeT ero addek-
TUBHOCTb.

MenaganTt noTteHumpyeT cefatuBHoe AencTBue OeH30aMa3enuHoBbIX U HebeH30-
ONa3ennMHOBBIX CHOTBOPHLIX MpenapaToB, TakKWX Kak 3asersioH, 30/nudemM u
30MUKIIOH.

B xofe knuHu4eckoro nccriegoBaHus Habnaanmcb YeTkue Npu3Haky TpaH3UTOPHO-
ro dhapMakogMHaMM4eCcKoro B3anMoaencTBUSA Mexay MenaToHUHOM 1 30NMNMAEeMOM
yepes 1 yac nocne ux npumeHeHunsi. OQHOBPEMEHHOE NPYMEHEHME MOXET MPUBO-
ONTb K MPOrpeccupyoLemMy pacCTpoMCTBY BHUMaHWSA, NamsaTu U KoopavHauum B
CpaBHEHWM C MOHOTEpanuen 301nMaemMomM.

B xoge KnuHMYeCKUX MccnefoBaHWA MeNaTOHUH MPUMEHSINICS OOHOBPEMEHHO C
muopudasuHoOM U UMUMPaMUHOM, IEKapCTBEHHbIMW MpenapaTtamu, KoTopble
BMMSOT Ha LEHTPanbHY HEPBHYO cucTemy. Hu B ogHOM criydae He 6bIno BbisiBre-
HO KIMMHWYECKM 3HAYMMOro (GapMakOKMHETUYECKOrO B3aMMOAEWCTBUS. TeM He
MeHee, OQHOBPEMEHHOEe NMPUMEHEHNe C MeNaToOHUHOM MPUBOAUMO K YBENUYEHUIO
OLLYLLIEHNS1 CMIOKOWCTBUSA U K 3aTPYAHEHUSM B BbINONTHEHUM ONpeaerneHHbIX 3aHATUlA
B CpaBHEHMW C MOHOTepanven UMUMPaMMHOM, a TakkKe K YCUNEHUI0 4yBCTBa
«MOMYTHEHMS B FONOBE», B CPABHEHUN C MOHOTEPaNue TMopuaasMHOM.

Ocob6ble yka3aHusi

B nepuog npumeHeHus npenapata Menagant pekomeHayetcsa usberate npebbiBa-
HWSI Ha SIPKOM CBETY.

Heobxoanmo nponHopMMpPOBaTh KEHLLMH, NIaHNPYOLWLMX 6EPEMEHHOCTb, O Hanu-
4YnM y npenaparta crnaboro KOHTpaLenTUBHOIO AENCTBUS.

OTCYTCTBYOT KIMMHUYECKNE OaHHblE O NMPUMEHEHMU MenaTOHMHA Y MaLMEeHTOB C
ayTOMMMYHHbIMM 3aboneBaHMsIMKW, B CBS3W C 4YeM, NPUMEHeHVe npenapaTta y
[OAHHOW KaTeropumn nauueHToB He pekomeHayetcst (cM. pasgen «[lpoTuBonokasa-
HUAY).

lMpu npumeHeHnn npenaparta MenaganT He cnegyeT ynoTpebnsaTb ankoronb, KOTO-
pbll CHKaET ero aEKTUBHOCTb.

C BO3pacToM MPOUCXOOUT CHKEHNE MeTabonvMama MenaTtoHnHa, YTo Heobxoammo
yunThiBaTh NpY BbIOOPE pexuma 4O3MPOBaHMWS Y NOXMUITbIX NaLMEHTOB (CM. pasgen
«Cnocob npumMeHeHns 1 003bI»).

BnusiHne Ha cnocoGHOCTb YynNpaBnATb TPaHCNOPTHLIMU CcpeacTBamMu,
MexaHu3Mamu

Mpu npumeHeHun npenapata MenaganT cregyeT BO3depXaTbCa OT BOXAEHMWS
TPaHCNOPTHbLIX CPEACTB U 3aHATUN NOTeHUManbHO OnacHbIMW BUgamMun OeATenbHO-
CTK, TpebyoLwmnx NOBbILLIEHHON KOHLEHTPaLMN BHUMAHWS 1 ObICTPOTbI MCUXOMOTOP-
HbIX peakuunin (PUCK pasBUTUS COHIMBOCTN).

®dopma Bbinycka

TabneTtku, NOKPbITbIE NIEHOYHON 060MOYKON 3 M.

Mo 10, 30 TabneTok B KOHTYPHYIO SSHENKOBYIO YNaKOBKY M3 NIIEHKN NMOMMBUHUIIXIIO-
puaHOM 1 onbrn antoMMHUEBOW NeYaTHON NTaKMPOBaHHOM.

Mo 10, 20, 30, 40, 50, 60, 70, 80, 90 unu 100 TabneTok B 6aHKM U3 NONNITUNEHTE-
pedTanata ANg NekapcTBEHHbIX CPeACTB WNU MOMNWMNPONUIIEHOBbIE AN fekap-
CTBEHHbIX CPEACTB, YKYNOPEHHbIE KPbILLKaMW 13 NOMM3TUIIEHA BLICOKOIO AaBrneHns
C KOHTPOneM NepBOro BCKPbITUS, UMW KPbILLKaMW NONMNPONUIIEHOBLIMI C CUCTEMOM
KHaXaTb-NOBEPHYTb» UMK KPbILLKaMM U3 MONNITUIIEHA HASKOTO AaBMEHNS C KOHTPO-
nieM nepBoro BCKPbITHS.

OpHy 6anky unu 1, 2, 3, 4, 5 nnm 10 KOHTYPHbIX SYENKOBbIX YMAakOBOK BMECTE C
WHCTPYKLUMEN NO NPUMEHEHUIO NOMELLAIOT B KAPTOHHYHO YNaKoBKY (Nayky).
[onyckaeTca komnnektauus no 2 unm 3 KapTOHHbIe YNakoBKM (Madkun) B rpynroByto
YNakoBKY (TPaHCMOPTHYIO Tapy).

YcnoBus xpaHeHus
Mpu TemnepaType He Bbiwe 25 °C.
XpaHuTb B HEJOCTYNHOM AN4 AeTen MecTe.

Cpok rogHoCTH
3 roga.
He npyvMeHATb Mo MCTeYeHMN cpoKa rogHOCTU.

YcnoBus otnycka
OTtnyckatoT 6e3 peuenTa.
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