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Perncrpaunonuniii Homep:

COTJACOBAHQ

Toprosoe naumenosanune npenapara: MEJIAJ[PUM ®
Mexynapoanoe HeNaATeHTOBAHHOE WM IPYNIIHPOBOYHOE HAMMEHOBAHME: MEJIATOHHH
JlekapcrBennast popma: TalbiIeTKH, MOKPBITHIE IICHOYHOH 000109KO#

Cocras:

Cocmas siopa:

leticmsyiowee éewecmso.: menaroius — 3,00 mr.
Benomoeamenvnvie éewecmea: marauns creapat — 0,8 mr, syaunpecc” (J1akTo3b1 MOHOTHAPAT —
86,6 mr, nosuaon K-30 — 3.3 Mr, kpocnoBu1oH — 3,3 Mr) — 93,2 mr.

Cocmas naenounoii oborouxu: onaapait KB 310A180023 Genstit (OPADRY® KB 310A180023

White) (cononumep rmoauBUHUIOBOTO criupta U Makporosa (I1217) — 1,40 Mr, TuTana JTHOKCH]L —
0,44 mr, kaomuu — 0,37 mr, konoBuaoH — 0,15 mr, naypuncynsdar natpus — 0,04 mr) — 2.4 wmr,
onmazpaii KB 310A105021 romy6oii (OPADRY®™ KB 310A105021 Blue) (comommep
MOJIMBUHUIIOBOIO cnupta ¥ makporona (IIDIN) — 0,35 mr, xaomun — 0,09 mr, kpacurens
OpwinanToBblil cunuit — 0,06 mr, turana auokeua — 0,05 wmr, xomoumon — 0,04 wmr,

naypuicynbdar Hatpus — 0,01 mr) — 0,6 mr.

Onucanue: KpYI'JIbIC ABOSIKOBBITTYKIIBIC TabJIeTKH, ITOKPBITHIC IJICHOYHOM 000JI0UKOM I‘OJIy60l"0

[BETA; Ha TOIEpEeIHOM pa3pesc AJApo 0es10ro MIIH 1oYTH 0es10ro 1BeTa.

(Dapmalc()'repalwnnmecxaﬂ rpyuiia: aJlaliTorcHHoO¢C CpeACTBO.

Koa ATX: NOSCHO1

DapmMakoJI0rHYecKHe CBOHCTBA
DapMakoOUHaAMUKa
MenaroHHH SIBJISETCS CHHTETHYECKHM aHAIOrOM FOPMOHA ILIHIIKOBHIHOH Kerae3bl (dmHdH3a):

OKasbIBacT analToOr¢HHoe, CCAaTHBHOE, CHOTBOPHOE JICHCTBHE. HopMa.rm3yeT IUpKaJHbIC




PHTMBL. Y BeJIMYHBACT KOHIEHTPALMIO raMma-aMuHoMacisHo# kucaoTsl (I'AMK) u ceporonnna

B CPEIHEM MO3re M FHIoTajamMyce, H3MEHseT aKTHBHOCTD MHPHUIOKCATbKHHA3BI, YYACTBYIOIIEH B
cuarese 'AMK, nodamuna u ceporonuna. Peryiaupyer ki coH-00ApCTBOBaHHE, CYTOYHbBIE
M3MEHEHHS JIOKOMOTOPHOH AKTHBHOCTH M TEMIEpaTypbl Tesla, IOJIOKHTEIBHO BIIMAET Ha
MHTE/UIEKTYAIbHO-MHECTHYECKHE (YHKIIHH MO3ra, Ha 3MOIHOHAIBHO-THYHOCTHYIO cdepy.
CriocoOcTBYeT OpraHu3aiui OHOJIOrHYECKOro PUTMA U HOPMATH3alMd HOYHOTO CHA. YIIydllaeT
KauecTBO CHA, YCKOpSIeT 3achlllaHWe, PeryIupyeT HeHpOdHIOKpUHHbIE (QYHKIMH. AJ@QOTHPYET
OpraHu3M METEOUYBCTBUTENIBHBIX JIFOJACH K H3MEHEHHUSM ITOTOIHBIX YCIOBHA.
DapmMaKoKuHemuKa

Abcopbyus

MenatoHuH nocjie npuema BHYTPh ObICTPO BCAChIBACTCs B JKEIYJOYHO-KHIIEYHOM TpakTe. Y
MOXKHIIBIX MAIMEHTOB CKOPOCTH BCAChIBAaHUS MOXKET ObITh cHuKeHa Ha S0 %. dapmMakoKUHETHKA
MelIaToOHWHA B JiManaszoHe 103 or 2 — 8 wmr suuednas. Ilpu npueme BHYTpHL B Jj103¢ 3 Mr
MakcuManbHas KOHUeHTpauus (Cmax) B MIa3Me KpOBH M CIIIOHE JOCTHIaeTcsi COOTBETCTBEHHO
yepe3 20 munyt u 60 munyr. Bpems npoctikenHusi Cmax B CHIBOPOTKE KpoBH 60 MHHYT
(HopmanbhbIii auanaszod 20 — 90 munyT). Ilocne npuema 3 — 6 Mr menatoHHHa Cmax B CHIBOPOTKE
KpOBH, Kak Ipasuio, B 10 pa3 Gosibiiie 3HA0ON€HHOI0 MEJATOHHHA B CHIBOPOTKE KPOBH HOYbBIO.
O1HOBpeMEHHBIH 1TpHEM MHIIKM CHUKAET a0COpOINIO MellaTOHHHA.

buoaocTynnHOCTh MEIaTOHMHA IIPH TpHeMe BHYTpb Kosiebsercs B aumanaszone ot 9 mo 33 %
(npubnusurensHoO coctasnseT 15 %).

Pacnpeoenenue

B uccnenoBanusix in vitro cBsi3b MenatoHHHA ¢ Oenkamu ria3mbl KpoBH coctariser 60 %. B
OCHOBHOM  MEJIATOHUH  CBS3BIBACTCH €  @ILOYMHMHOM, @-KHUCIBIM  TTIHKOIIPOTEHHOM M
JIMIIONPOTEHAaMM  BBICOKOH 1u10THOCTH. OOBeM pacnpeaeneHus okoio 35 1. Beictpo
pacnpesieNseTcs B CIIOHE M [POXOMT yepe3 reMartodHiedanrnyeckuii Oapwep, ornpejensercs B
nianenTe. KoHneHTpauus B CIMHHOMO3TOBOH KHJIKOCTH B 2,5 pa3a HUIXKe, YeM B 11J1a3Me KPOBH.
Memabonuzm

Menatouun Meraboiu3upyeTcs INpEeMMYLIECTBEHHO B IedeHd. llocne mnpuema BHYTph
MOJIBEPraeTcsi CyUIeCTBEHHOMY MeTaboIM3My MPH «IIEPBUYHOM MPOXOXKJICHHH» Yepe3 IedeHb,
rae MPOHCXOAUT €ro TMAPOKCHIMPOBAHHE H KOHBIOTAlMA ¢ CyIb()aToM M TIHOKYPOHHIOM C
oOpazoBaHHeM 6-CybhaTOKCHMEIATOHHHA; YPOBEHb IIPECHCTEMHOr0 MeTabomu3mMa MOXKET
npocturath 85 %.

DKCIepUMEHTAIbHBIE HCCIIe/IOBAHMS TTO3BOJISIOT MPE/OI0KHTE, YTO B Ipolecce MeTadoam3ma

MmenaToHuHa npuHuMaroT ydactue uzodepmertsl CYPIAL, CYP1A2 u, Bo3moxuo, CYP2C19




cuctembl uToxpoma P450. OcHOBHOH MeTa0OIHT MeTaTOHHHA — 6-Cy/Ib()aTOKCHMETaTOHHH,
HEAaKTHUBEH.

Buigeoenue

Menatonun BeiBoAMTCH mnovkamu. Cpeanuit nepuona nomyseiBenenust (1) coctaBnger 45
MHHYT. BbIBejeHue ocymecTBiasercs noukamu, okono 90 % B Buae cyiab(aTtHOro
[JTFOKYPOHOBOI'O KOHBIOraTtoB O-cylibaTokcumenatonuna, a okono 2 — 10 % BeIBOAMTCS B
HEU3MEHECHHOM BH/IE.

Ha ¢apmakokuHeTnyeckue IokasaTe/d BIMSIOT BO3pacTt, npueM KogeuHa, TabakoKypeHHe,
[pHEM [I€pOpAIbHBIX KOHTPAIECNTHBOB. Y TaKUX [AIMEHTOB HaOMIOZaeTcs YCKOpEHHast
abcopOuMs ¥ HapylIeHHas YTHUMHHALUS.

Ocobvie epynnbi nayueHmos

llodxcunvre nayuenmol

MeTabonu3M MenaToHWHA, Kak HM3BECTHO, 3aMeisiercss ¢ Bo3pacToM. llpw pasHbIX j103ax
MellaTOHHHA 00JieCc BBICOKME 3HAYEHHUS I0Ka3aTeled IJIOLAH 110J{ KPUBOH «KOHIIEHTpalUs-
BpeMa» (AUC) n Cpax NOIY4YEHBl Yy HOXKWIBIX IIAlIMEHTOB, YTO OTPaKaeT CHHKEHHBIH
MeTab0IM3M MEIATOHHHA Y 3TOH IPYMIIbI [TAIHEHTOB.

Ilayuenmoi ¢ Hapywenuem Qynkyuu noyex

[Ipn jumTenbHOM TNPHMEHCHUM MEJIaTOHMHA KyMYJISIMH  HE OTMEYEHO. DTH JaHHbIE
COIJIaCyIOTCS ¢ KOPOTKHM Ty, MenaTOHHHA Y JIHOJIeH.

Ilayuenmut ¢ napyweruem gynkyuu nevenu

[Teuenn sBASETCS OCHOBHBIM OPraHoOM, y4YacTBYIOLIMM B MeTadDOIM3Me MEJIdaTOHHHA, MTOITOMY
3aD0JIEBAHMS [1EUCHH NPUBOJAT K MOBBILICHHUIO KOHUEHTPALMH 3HIOI€HHOIO MeJaToOHHHA. Y
IIAIIMEHTOB € IIMPPO30M IEYCHH IUIa3MEHHAs KOHIEHTpallus MeNaTOHWHA B JIHEBHOE BpeMs

CYTOK CYHICCTBCHHO YBEIIHYHBAIACh.

IToxkaszanust K npUMEHEHHI0
Ilpu paccrpoiictBax cHa, B TOM uyHclae OOYCIIOBIEHHBIX HapyUIEHHEM pPHTMa «COH-

60leCTBOBaHMC)>, TAKUX KaK JICCHHXPOHO3 (pe31<asl CMCHA 4aCOBBLIX HOHCOB).

IIpoTuBONOKA3aHNS

[loBbleHHAs 9yBCTBHTEIBHOCTh K MEJIATOHHHY H APYTHM KOMIIOHEHTaM [pernapara, TsKelble
HapylieHus (QyHKIHM [Oo4YeK (KJMpeHc KpeatuHuHa meHee 30 MJI/MHH), ayTOMMMYHHBIE
3aboneBanus  (OTCYTCTBYIOT  KJIMHHYECKHE  JaHHbIE), I€YEHOYHAs  HEAOCTATOYHOCTH,

OepeMeHHOCTh M IEPHOJ TPYJIHOr0 BCKapMJIMBaHMsA, Bo3pacT 10 18 ner (3ddexkTHBHOCTH H




Oe3omacHOCTh He ycTaHOBIeHbI). HemepeHOCHMOCTb 1aKTO3bl, JePHINT JaKTasbl, [IHOKO30-
rajqakTo3Has MaabadCoOpOIHS.
C 0CTOPOKHOCTHIO

[Toyeunas nenocrarognocts (KK domnee 30 ma/mMuH), noxunoi Bo3pact.

Ilpumenenne npu 6epeMEeHHOCTH U B IIEPHO I'PY/JHOI0 BCKADMIHBAHHS

bepemennocmeo

OTCyTCTBYIOT JIaHHBIE O BO3JICHCTBUH MEIaTOHWHA HA TeYeHHe OePeMEeHHOCTH.

IIpumenenue npenapara MEJIAJIPUM® Bo Bpemsi GepeMEHHOCTH M Y XKEHIIMH, MIAHHPYIONIHX
OepeMEeHHOCTh, HE PEKOMEHIYEeTCS.

Ilepuoo epyonozo sckapmauearus

B cBA3M ¢ TeM, 4TO SHIOTEHHBIH MEIATOHHH ONpeJesseTcss B IPYTHOM MOJIOKE, BEPOSTHO,
IK30TE€HHBIH METATOHUH TAKIKE MOYKET IIPOHUKATH B IPYJIHOE MOJIOKO.

[Ipn HeoOXxojuMocTH mnpumenenus npenapata MEJIAJIPUM® B nepuoji naktauuu rpyjamoe

BCKapMJIHBAHHE CJICIYCT IIPECKPATHTD.

Criocod npuMeHeHus ¥ /103bI

BuyTtps. B3pocibim 1o 1 tadnerke 3a 30-40 MuHYT 1iepe/i CHOM OJIHH pa3 B JICHb.

Kax aoanmozen npu cmene vacoevix noscoe: 3a 1 jieHb J0 nepenera ¥ B Hocaeayiomme 2-5
e no 1 tabnerke 3a 30-40 munyr 10 cHa. MakcumanpHas CyTo4Has J103a 10 2 TableToK B
JICHb.

Ipumenenue y 0codbix zpynn nayueHmos

THoowcunvie nayuenmor (cmapwe 65 nem)

C BO3pacToOM NPOMCXOIUT CHMKEHHE MeTaboJIM3Ma MeJIaTOHHHA, YTO HEOOXO0HMMO YYUTHIBATH
NpH BIOOPE peKUMa JI03UPOBAHMS Y MOKHIIBIX HAIMEHTOB.

C y4eToM 3TOro y NaiHeHTOB TI0XKHIIOr0 BO3pacTa BO3MOXKeH npueM npenapara MEJIAJIPUM™®
3a 60 — 90 MuHyT /10 CHa.

Hapywenus ¢pynkyuu novex

Bnusirue paznuyuHo# creneHu HapyuieHHH (QyHKIUMU NoYek Ha (GapMaKOKHHETHKY MelaTOHWHA
He M3y4eHo, nodtomy npenapatr MEJIAJIPUM® Heo6X0aMMO NPHHUMATH ¢ OCTOPOKHOCTHIO Y
MAlMEeHTOB C JIETKOH H YMEPEHHOH CTENEHBIO IOYE€YHOW HeZ0CTaTOYHOCTH. [IpumeHeHHE
npernapara y IMalHeHTOB C TshKelnod nodeuHoit nepocrarounocteio (KK menee 30 mui/mun)

IPOTHBOINOKa3aHo (cM. pazzaen «lIpoTuBonokasanus»).




[To6o4unoe neiicTBHE

[ToGounble JeHCTBHS CHCTEMATH3UPOBAHBI OTHOCHTEIBHO KakI0H M3 CHCTEM OpraHoB B
3aBHCHUMOCTH OT YacCTOThl BCTPEUAEMOCTH C MCIOJIL30BaHMEM Kiaccupukauuu BceemupHOM
OpraHM3alMy 3/ipaBooxpaHeHus: ouvenv yacmo (>1/10), yvacmo (>1/100), nevacmo (>1/1000,
<1/100), peoxo (=1/10000, <1/1000), ovenv peoxo (<1/10000, BitOYas eAMHHYHBIC CIy4YaH),
yacmoma neuzéecmua (HEI0CTATOUHO JAHHBIX IS OLCHKH 9aCTOThI PA3BUTHSA).
Hugekyuonnvie u napazumapmusie 3a001e6aHusA: peoxo — ONOSICHIBAIOIINE repriec.
Hapywienus co cmoponsl Kpoéu u Jaum@amuqeckon cucmempt: peoxo — IEHKONEeHus,
TPOMOOLIUTOIEHHS.

Hapywenua co cmoponsl UMMYHHON CUCHIEMbI: YACMOmMa HeU36ecmHa — Peakllnu
MOBBIIEHHON YYBCTBHTEIBHOCTH.

Hapywenus co cmoponst obmena eengecme u nuUmManun: peoko — THICPTPHITTHIIEPUAIEMHUS,
TUITOKATHEeMHUsl, TUIIOHATPUEMHS.

Hapywienus co cmopoHsl NCUXUKU: HEYACMO Pa3/IPOKUTENBHOCTh, HEPBO3HOCTD,
OecrokoHcTBO, OecCOHHMIA, HEOOBIUHBIC CHOBM/ICHHS, HOYHBIE KOIIMApbI, TPEBOIa; peoko —
IIEpEMEHBl  HACTPOEHHWS,  arpeccus,  aKUTalMs, I[UJIAKCHBOCTh, CHMIITOMBI  CTpecca,
JIC30pHEHTALMS, PaHHEE YTpeHHee NPo0yIKAeHHe, HOBbIIICHHE JTHOH)I0, CHUKCHHE HACTPOCHHMS,
JIETIPeCcCHsi.

Hapywenua co cmoponst nepenoit cucmemsl: He4acmo — MUTPEHb, IOJIOBHAs 00JIb, BAJIOCTE,
IICHXOMOTOPHAsi  THIIEPAKTHBHOCTH, T'OJIOBOKPY)KEHHE, COHIIMBOCTB;, peoko — 0OMOpOK,
HapyUIeHHE NaMATH, HapyIlCHHEe KOHICHTPAIMM BHUMAHHUS, JICTHPHH, CHHIAPOM «DeCnoKONHBIX
HOI», JI0X0€ Ka4eCTBO CHA, MapacTe3us.

Hapywenus co cmoponst opzana 3penua: peoxko — CHWKEHHE OCTPOTHI 3pCHHs, HEYETKOCThH
3pEHHS, OBBIILICHHOE CIe30TeYECHHUE.

Hapywienus co cmoponst opeana ciayxa u aa0upuHmmusie HaApyWeHus: peoko — BEPTUTO,
MO3UIIHOHHOE BEPTHUTO.

Hapywenus co cmoponst cocy0oe: nevacmo — MoBBIIECHHE apTEPUAIIBHOTO JIABICHHS, PeOKO
«IPHIMBBI» KPOBH K JIHILY.

Hapywenus co cmoponst cepoya: peoko — CTCHOKap/AHs HANPsIKCHHs, OIILYLICHHE
cepaLeOHeHHUs.

Hapywienusa co cmopomst H#ceny0ouHo-KumeuHo20 mpakma: nevacmo — 001b B KHBOTE, 00/1b
B BEpXHEH 4acTH JKMBOTA, AUCIICIICHS, SI3BEHHBIH CTOMATHT, CYXOCTh BO PTY, TOIIHOTA; peOKo —
ractpodsodareabHas  00s1€3Hb, JKETYJA0YHO-KMIIEYHbIE HApPYIIEHWs WKW PacCTPOMCTBa,

Oy/UIe3HBIH CTOMATHT, S3BEHHBIH ITIOCCHT, PBOTA, YCHIICHHE MEPUCTATHTHKH, B3IyTHE KHBOTA,




THTIEPCEKPEINs CIIOHBL, HENpHATHBIN 3amax 30 pra, THCKOM(OPT B KHBOTE, JHCKHHE3USA
KeITy/IKa, FaCTPHT.

Hapywenus co cmoponsl  nevyenHu u  HCeA4e€EbIBOOAWUX  NYMeEU:  Hevacmo — —
rHNEpOUTHPYOUHEMHS.

Hapywenua co cmoponsl KoJcu u ROOKONCHBIX MKAHEN: HeYacmo — JEPMATHT, MOBBIILICHHOE
MOTOOT/E/ICHUE 110 HOYaM, KOXHBIH 3y M TeHEpaJM30BaHHBIA 3y, KOXKHas Cblllb, CyXOCTb
KOXKH; peoko — DK3eMa, IpUTEMa, JIEPMATHT PyK, MCOpHa3, reHepald30BaHHas Chbllb, 3y/s11as
CBlIlb, ITOPAXKEHHE HOITEH; Yacmoma neus6ecmna — aHrMOHEBPOTHYECKUI oTek (oTek KBHHKe),
OTEeK CIU3UCTONH 000I0UKH MOJIOCTH PTA, OTEK SI3BIKA.

Hapywenua co cmoponsl CKe1emHO-MblIUEeYHOU U COCOUHUMENbHOU MKAHU: HEYacmo —
00I1b B KOHEYHOCTSIX; peOKO — apTPUT, CIa3M MbIII, O0JIb B 11ee, HOUHBIE CYJA0POTrH.
Hapywenua co cmoponsl nouexk u Mo4egbl600AULUX NYMeEil: Heuyacmo — TIOKO3YpHs,
IPOTEUHYPHUSA; PEOKO — TIOJIMYPHS, TEMATYPHs, HUKTYPHSI.

Hapywienus co cmoponsl nonoepix o0pzanoe 1 MOJNOYHOU  MCEAEC3bI:  HEYACmo
MEHOIAy3a/IbHbIC CHMITOMBI; peOKO — TpPHAIHU3M, HPOCTATHT, YaACmMoma Heuzeecmua
rasakTopesi.

Oobuque pacempoiucmea u HapyeHus 6 Mecme 66e0CHUA: HeUacmo — actenns, 00Ib B IPYJIH;
PeOKO — IOBBIIICHHAS YTOMIISEMOCTb, D0ITb, HYBCTBO HAaXK/IbI.

Jlabopamopuvie u  UHCMPYMEHMAAbHbIE OAHHbIC: HEHACmoO — OTKIOHEHHE OT HOPMBI
71a00paTOPHBIX MOKazatenel (yHKIHH TeYeHH, YBEJIMUEeHHE MacChl Tela; peoKko — MOBBIIIEHHE
AKTUBHOCTH «I1€YEHOYHBIX» TPAHCAMUHA3, OTKIOHEHHWE OT HOPMBI COJICPIKAHUS IEKTPOJIIMTOR B
KPOBH, OTKJIOHCHHE OT HOPMbI Pe3y/IbTaToOB Jad0OpaTOPHBIX TECTOB.

Ecau npu npumenenuu npenapama nosieisiomes 1o0vie U3 yka3anHvlx 6 UHCMpYyKyuu ROOOYHbIX
sppexmos, wiu onu ycyzybnaiomes, unu Bor 3amemunu nobvie opyeue nobounvie sghghexmol, ne

VKA3AHHbBIE 6 UHCMPYKYUU, (.'()()(;Il{ll)”(’ 00 2mom epavy.

Ilepenosnposka

[To onyOimKkoBaHHBIM JA@HHBLIM, IPUMEHEHHE MEJIATOHMHA B CYTOYHOH jio3e jio 300 mr He
BBI3BIBAIO KJIMHUYECKH 3HAYMUMBIX HekenarejabHbIX peakuuid. HaOmonanmces runepemus,
criasMbl B OpIOIIHOH MOJIOCTH, AHapes, ro/IoBHAs 00/Ib H CKOTOMA IIPH IPUMEHEHHH MEIaTOHHHA
B no3ax 3000 — 6600 Mr B TeueHHe HECKOIBKHX Hejesb. [IpH MpuMeHEeHHH OYeHb BBICOKHX /103
MenaTtoHuHa (10 1 r) Habmoaanace HENPOU3BOIIbHAS IIOTEPS CO3HAHU.

HpH NepeO3uPOBKE BO3MOKHO pa3sBUTUE COHIIUBOCTH.




Jeyenue: [NPOMBIBAHHUE KEITY/AKA U ITPUEM AKTUBHPOBAHHOIO YTII4, CAMIITOMATHYECKAsA TEpaItvs.

Knmpence aedcTBYyromero BeliecTBa MNpeirosnaraeTcs B mnpeaenax 12 yacoB mocie npuema

BHYTDb.

B3aumoeiicTBae ¢ APYrHMH JIeKaPCTBEHHBIMH HIpenapaTaMu

Dapmarkokunemuieckoe 63aumooelcmeue

M3BecTHO, 4TO B KOHIEHTPALMSAX, 3HAYMTEILHO MPEBBIIAIOIIMX TEPANECBTHYECKHE, MEIAaTOHUH
unaynupyet nzopepment CYP3A B ycnoBusx in vitro. Knunuueckoe 3HaucHue 31oro ¢axra 10
KOHIla HEU3BECTHO. B ciyyae pa3zBUTHS NMPH3HAKOB MHIYKIIMH CIIEAYET pPacCMOTPETh BOIPOC O
CHHIKEHHH J103bl OJIHOBPEMEHHO IIPHMEHAEMBIX JIEKapPCTBEHHBIX IIPEIaparTos.

B KoHUIeHTpanusix, 3HaYUTEIHLHO [TPEBILIAIOMINX TCPAICBTHYECKUE, MEJITATOHUH HE HH/IYLIUpYyeT
nzodepmentsl rpymmsl CYPIA B ycnoBusix in vitro. CleloBaTelibHO, B3aMMOJIEHCTBHE
MeJaTOHHHA C JIEKAPCTBEHHBIMHM IperapaTaMu, BCJIEJICTBHE BIMSHHS MeENaTOHHHA Ha
nzodepmentsl rpynmnsl CYPIA, no-BuauMomMy, He3HAYHTEIIBHO.

MeTtabonu3m MenaroHHHa, I7aBHbIM oOpaszom, onocpenoBan  u3zopepmentamu CYPILA.
CrnenoBarenbHO, BO3MOKHO B3aMMOJICHCTBHE MEJATOHMHA C JIDYTHMH JICKapCTBEHHBIMH
npernaparaMmu, BCJICJACTBHE BIMAHUS MelaToHHHA Ha n3odepMenTsl rpynnsl CYPIA.

Crenyer cobmoaTh OCTOPOIKHOCTH B OTHOILICHHUH HMAIIMEHTOB, TIPHHUMAIOLINX (DAy60KCAMUH,
KOTOPBIH [1PH OJHOBPEMEHHOM NPUMEHEHHH € MEJIATOHHHOM TOBBIIACT €r0 KOHIEHTPAIUIO
(yBesmmuenne AUC B 17 pa3 n Chax B 12 pa3) B miia3me KpoBH 3a cyYeT MHIHOMPOBAHHUS €ro
metabonau3ma usodepmentamu cucremsl muroxpoma P450: CYPIA2 u CYP2C19. Cnenyer
n3deraTh UX OJIHOBPEMEHHOTO IPUMEHECHMUS.

Heobxomumo cobmoaTh OCTOPOKHOCTH B OTHOLICHWH NAlMEHTOB, NMPHHUMAIOUMX S5- u 8-
Memokcuncopaier, KOTOPBI IOBbIIAET KOHIEHTPALMIO MeJaTOHMHA B IJ1a3Me  KPOBH
BCJIE/ICTBUE HHIHOMpPOBaHHs ero Meradonusma.

Crneayer cobmojaTh OCTOPOKHOCTL B OTHOLIEHHMH [AIMEHTOB, NMPUHUMAIOLIMX YUMEMUOUH
(uurudurop mzodepmenta CYP2D), nockonbky OH IOBBIIIAET KOHILEHTPAIMIO MEIATOHUHA B
1J1a3Me KpOBH 3a cYeT MHIMOHPOBaHUS MOCIIEIHETO.

Tabaxoxkypenue cHHXKAET KOHICHTPALMIO MEIaTOHMHA B IJIa3Me KPOBH 3@ cHeT MHrHOMpOBaHUS
n3opepmenta CYP1A2.

Tpebyercs coOm0aaTh OCTOPOKHOCTH B OTHOIICHHM IMALMEHTOB, NMPUHHMAIOIIUX CMPO2eHbl
(HampuMep, KOHTPALENTHBBI WM 3aMECTHTEIbHYIO TI'OPMOHAIBbHYIO TEpPaIMI0), KOTOpbIE
VBEIIHYUBAIOT KOHIIEHTPALMIO MEJIaTOHMHA B IUJIa3ME€ KPOBH 3a CYET WHIHOMPOBAHUSA HX

metabosu3ma uzopepmentamu CYPIAT u CYPIA2.




Hueubumopur n3opepmenta CYPA2, Hanpumep, xuHo10Hbl, CTIOCOOHBI MOBBIIATH YKCIO3HIIHIO

MEIaTOHHHA [TPH OTHOBPEMEHHOM IIPUMEHEHHUH.

Huoykmopwr uzodpepmenta CYPIA2, maxue rkax rkapbamasenun u pugamnuyun, crnocoOHbI
CHIJKATB TUIa3MEHHYIO KOHIIEHTPAIMIO METaTOHUHA [IPU O/THOBPEMEHHOM IIPHMEHEHHH.

B coBpemeHHOH JHTeparype OnyO0JIMKOBAaHO MHOMKECTBO [AHHBIX, KacalOIIUXCs BIUAHHS
AroHUCTOB/AHTArOHUCTOB A/PEHCPrHYECKHX M ONHOM/IHBIX PELENTOPOB, AHTH/IEIIPECCAHTOB,
HHTHOMTOPOB IpOCTarjianjuHa, OCH30/Ma3eMHOB, TpHIITOpaHa M HTAaHOJIA Ha CEKPEIHIO
9HJIOFEHHOT0 MenaToHuHa. MceneoBanus BO3MOKHOTO B3aUMOJIEHCTBUS ITHUX JICKAPCTBEHHbBIX
IpernaparoB Ha (papMakoIMHAMHKY ¥ (JapMAKOKHHETHKY MEJIaTOHHHA HE ITPOBO/IHIINCE.
Dapmaroounamuyeckoe 63aumooelcmeue

DOmaron Ipu OJHOBPEMEHHOM NPUMEHEHHH C MEJIATOHHHOM CHHYKAET ero 3(()eKTHBHOCTS.
MenaToHHH MOTEHIMPYET CeAaTHBHOE JeHCTBUE OEH30/IMa3eMMHOBBIX U HeOEH30/1Ma3eITMHOBbIX
CHOTBOPHBIX IPEIApaTOB, TAKUX KAK 3A1€N10H, 301NUOEM U 30NUKIOH.

B Xxome KIMHMYECKOrO MCCIIe/IoBaHHS HAOMIOAAIMCh YeTKHE TPHU3HAKH TPAH3HTOPHOIO
(hapMaKo/IMHAMHUYECKOr0 B3aUMO/ICHCTBHS MEXly MEIAaTOHMHOM M 30/mHaeMoM 4vepe3 1 yac
nocjae  MUX  [PUMEHEHHMS. OnHOBpeMEHHOE  IIPUMEHEHHE  MOXKET  IPHBOJUTL K
MPOIPECCHPYIONIEMY PAcCTPOMCTBY BHUMAHHS, IaMATH M KOOp/JMHAIMH B CpPaBHEHHH C
MOHOTEpanuei 30JMHIeMOM.

B Xo/e KJIMHMYECKHX HCCIIeI0BAHUI MEAaTOHHH MPUMEHSUICS OJHOBPEMEHHO C MUOPUOAZUHOM
H UMURPAMUuHOM, JICKAPCTBEHHBIMH TIperaparaMi, KOTOpbIe BIUSIOT Ha IIEHTPAIbHYIO HEPBHYIO
cuctemy. Hu B oxHoM cinyuae He ObUIO  BBIIBICHO  KJIMHMYECKHM  3HA4YMMOIO
(apMakoKMHETHHECKOTO B3auMOJICHCTBUs. TeM He MeHee, OJHOBPEMEHHOE IPUMEHEHHE C
MEIaTOHMHOM [IPUBOJIMIO K YBEJIMYEHHIO OLLYIICHHS CIOKOMCTBUS M K 3aTPyJAHEHHUSM B
BBITIOJTHEHUM OIIpPEJICTICHHBIX 3aHITHH B CPAaBHEHUH C MOHOTEpanneil UMHIIpAMHMHOM, a TAKXe K

YCHIICHHIO HYBCTBA «IIOMYTHCHHSA B TOJIOBE)» B CPABHCHHH C :\10HOT€paIIHCﬁ THOPHUJIA3UHOM.

Ocobbie ykazanus

B nepuon npumenenus npenapata MEJIAJIPUMY pexomenayercs usberath npeObiBaHusi Ha
SPKOM CBETY.

HeoOxomumo nponHGOPMUPOBATL IKEHIIHH, IUIAHHUPYIOLIMX OEPEMEHHOCTh, O HAIHYHM Y
mpenapara c/1aboro KOHTpalenTHBHOTO JI€HCTBHUS.

OTCyTCTBYIOT ~ KJIMHHYECKHE JIaHHbIE O TPUMEHEHHWH MeJaTOHMHA Yy IANHEeHTOB ¢
ayTOMMMYHHBIMH 3a00JIeBaHUSIMH, B CBSI3H C YeM, IPUMEHEHHE Npenapara y JaHHOH KaTeropuu

MalMEeHTOB He pekoMeHayeTcs (cM. pasaen «ITpoTHBonokasaHus»).




I[lpn npumenennn npenapata MEJIAJIPUM® He crnemyer ynoTpeGiasTh alkorokb, KOTOpBIf
CHHKAET ero 3 (HeKTHBHOCTS.

C BO3pacToM NMPOMCXOIMT CHHKEHHE MeTabosM3Ma MEeTaTOHMHA, 9TO HeOOXOJMMO YYHUTHIBATH
MpH BbIOOpE peXHuMa J03HPOBAHHUS Y MOKHIIBIX NallMeHTOB (cM. pa3aes «Crocod npuMeHeHus u

JI03BIY).

Biusinne Ha ¢nocod0HOCTH K YIPABJACHHIO TPAHCIIOPTHBIMH CPEACTBAMH, MEXaHH3MAMH

MenaroHHH OKa3blBaeT HEraTHBHOE BIMSHHE Ha CIIOCOOHOCTH K YHPABICHHIO TPAHCIIOPTHLIMH
cpeicTBaMu U padoTy € MeXaHHW3MaMH, T.K. MOJKET BbI3bIBATh COHJIMBOCTH. Ha Bpems mpuema
npenapara MEJIAJIPUM® pekomeHtyeTcst BO3JEpKAaThCs OT YHPABIACHUS TPAHCIIOPTHHIMHU

CpeICTBAMH H pa60TbI C MEXaHHU3MaMH.

dopma BbINYyCKa

Tabremxu, nokpsimele nieHOYHOU 000104KOU, 3 M2

[To 6, 10, 12 wm 15 tabimerok B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY M3 ILUICHKH
MOJTHBHHHUIIXJIOPU/IHOH U QOJILIH ATFOMUHHEBOH.

[lo 1 xoutypHO#i siyelkoBoi ynakoBke 1o 6, 10 wmm 12 Tadnerox, uiau 1o 2 KOHTYpHBIE
syerikoBple ynakosku 1o 10, 12 uau 15 Tabnerox, niau 1o 3 KOHTYpHbIE SUEHKOBBIE YIIAKOBKH
o 10 TabneTok, niu 1o 4 KOHTYpHBIE styelHKOBble yrakoBku 1o 10 wiam 15 Tabnetok, Wik 1o 5
KOHTYPHBIX SYEHKOBBIX YIIAKOBOK 110 10 TabneTok BMECTe ¢ WHCTPYKLMEH T10 IIPHMEHEHHIO B

[Ta4Ky H3 KapTOHa.

Yeaosust Xpanennsi
B 3amuiiieHHOM 0T cBeTa MecTe IpH TeMrieparype He Bolme 25 °C.

Xpanmb B HEJIOCTYITHOM JUJTA JieTeit mecre.

Cpoxk roguocrn
3 roja.

HpenapaT HE CJICAYCT IPUMEHSATDH ITOCJIC HCTEYECHH CPOKA I'O/IHOCTH.

YciaoBus 0THycKa

be3 peuenra.

Baajesnen perncTpanuoHHO0 yA0CTOBepeH s

000 «¥Ouudapm», Poccus




115162, r. Mockaa, yn. [1laGonoska, a. 31, ctp. b.

Ten./daxc: +7(495) 995-77-67

IlpousBoauTe/n

O011ecTBO € OrpaHHYEeHHON 0TBETCTBeHHOCTHIO « B-MWH», Poccus
141304, Mockosckas 00:1., 1. Ceprues ITocaa, MockoBckoe mmocce, 68 kv
Ten.: +7 (495) 120-89-00, +7 (496) 548-74-93

e-mail: info@vmin.ru

Opranuzanusi, yroJJHOMOYECHHASI IPHHUMATH HPETEH3HH NoTpedHTe e
000 «}Onupapm», Poccus

115162, r. Mockaa, ya. [1labonoska, ;1. 31, cTp. b.

Ten./dpakc: +7(495) 995-77-67

e-mail: info@unipharm.ru

www.unipharm.ru

JIMpeKTOop OoT/Ie/1a pErucTpaluH,
HAYUYHO-HCCIIE/I0BATEILCKUX padoT

1 (hapmakoHa30pa E.B. Henenena
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