OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPETTAPATA
Mekcu1011, pacTBOP Ut BHYTPUBEHHOTO U BHYTPUMBIIIEYHOTO BBeeHHS, SO Mr/Mi1, 2 M

2. KAYECTBEHHBIHA U KOJIMYECTBEHHBI COCTAB

JlelicTByrolIe€ BEIIECTBO: ATUIMETWITHAPOKCUITUPUINHA CYKIIMHAT.

Kaxnpiit 1 ma pactBopa coaepkut 50 MI 3TUIMETUIATUIPOKCUTTUPUANHA CYKIIMHATA.

Awmnyna 2 ma coaepxkuT 100 Mr 3STUIMETUATUAPOKCUTIMPHUINHA CYKIIMHATA.

BcenoMorarenbHble BellecTBa, HATMYME KOTOPBIX HA/JO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOI'O Iperapara:
HaTpus Mmetadbucyabpur — 0,4 mr B 1 M mpenapara (cM. paszaen 4.4.).

[TomHBIi IEpedeHp BCIIOMOTaTeIbHBIX BEIIECTB MPUBEIEH B pazaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
PactBop /1st BHYyTPUBEHHOTO ¥ BHYTPUMBIIIIEYHOTO BBEJCHUSI.
[Tpo3paunas GecrBeTHAS UM CIIETKA KEITOBATAsl )KUJIKOCTD.

4. KJIMHUYECKUE JAHHBIE

4.1. Tloxka3zaHMsl K NPUMEHEHHUIO

- OCTpBI€ HapyIIEHHUS] MO3TOBOTO KPOBOOOPAIICHHS;

- YepeIHO-MO3TOBasl TPaBMa, IOCIIEICTBHUS Y€PEITHO-MO3TOBBIX TPABM;

- TMCIUPKYIATOPHAS SHIIE(ATOTIATHS;

- XPOHHUYECKAsT UIIIEMHUST MO3Ta;

- CHHJIPOM BETETAaTUBHOW JHCTOHUHU;

- nerkue (YMepeHHbBIC) KOTHUTHBHBIC PACCTPONCTBA,;

- TPEBOXKHBIE PACCTPONCTBA ITPHU HEBPOTHUYECKUX M HEBPO3OTIOAOOHBIX COCTOSIHUSX;

- OCTpbIi HH(pAPKT MHOKap/a (C MEPBBIX CYTOK) B COCTaBE KOMILJIEKCHOW Teparuu;

- NepBUYHASI OTKPBITOYTOJIbHAS TJIAyKOMa Pa3IMYHbBIX CTAIHI, B COCTaBE KOMILJICKCHOH TepaInu;

- KyIIHpOBaHWE aOCTHHEHTHOTO CHHIpOMA IPH aJIKOTOJIM3Me ¢ TpeoliajaHueM HEBPO30IO00HBIX H
BEreTaTUBHO-COCYIUCTHIX PACCTPOUCTB;

- OCTpasi ”YHTOKCUKAIUSI aHTUTICUXOTUYECKUMU CPEIICTBAMH,

- OCTpble THOWHO-BOCTIAJIMTEIbHBIE IPOIECCH OPIOMIHOW TMOJOCTH (OCTPBHIA  HEKPOTHYCCKHIA
MAHKPEATHUT, IEPUTOHUT) B COCTABE KOMIUICKCHOW TEpPaITHH.

4.2.  Pexxum 103UPOBAHUSA U CTIOCOO MPUMEHEHHSI
Pexum no3upoBanus

Bspocnvie: makcumaiibHasi CyTOUHas J103a HE JOJDKHA npeBbimarh 1200 mr.

Ilpu ocmpuix napywienus mo03208020 Kposoobpawenuss Mekcuaona NpuUMeHsoT B nepBble 10-14 nueit
BHYTpHBEHHO (B/B) KarnenbHO 110 200-500 mr 2-4 pa3a B CyTKH, 3aTeM BHYTPUMBIIIEYHO (B/M) o 200-250 mMr
2-3 pa3a B CYTKM B T€UYEHHE 2 HEJelNb, MOCJIE Yero PEeKOMEHJIOBAH IMepexoJl Ha MpHUeM MepopabHBIX
JIEKapCTBEHHBIX (HOPM.

Ilpu uepenno-mo320801 mpagme u NOCIEOCMBUAX UYEPENHO-MO3208bIX mpaém MEKCUI0Jl NPUMEHSIOT B
teuenue 10-15 nueit B/B kanensHo 1o 200-500 mr 2-4 pa3a B CyTKH, [1OCIIE€ YETO PEKOMEHI0BaH Mepexo]] Ha
IIPUEM HEepOPABHBIX JIEKAPCTBEHHBIX (HOPM.

Ilpu oucyupkynamopnoti sHyeparonamuu 6 ¢gasze Odexomnencayuu MEKCHUAON clelyeT Ha3Ha4yaTh B/B
cTpyiHO WM KanesnbHo B 03¢ 200-500 mr 1-2 pa3a B cyTku Ha npoTspkeHuu 14 nueit. 3atem B/M o 100-250
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MI B CYTKM Ha MPOTSHKEHUM IOCIEAYIOIUX 2 HENENb, MOCIE YEro PEKOMEHJIOBaH IEPEXOJ Ha IPUEM
MEepOPATBbHBIX JIEKAPCTBEHHBIX (OPM.

s kypcosoil npoghunakmuku OUCYuUpKyIsmopHo dHyegharonamuy ipenapaT BBOIAT B/M B 1o3e 200-250 mr
2 pa3a B cyTku Ha npotsbkeHuu 10-14 nHeil, mociie 4ero peKkoMeHA0BaH NEPEX0]] Ha MPUEM EPOPATBbHBIX
JIEKapCTBEHHBIX (OPM.

IIpu xponuuecxou uwemuu mosea Mekcuaon cremyer HazHadaTh mo 10 mi (500 mr) 1 pa3 B cyTku B/B
KaleJIbHO WJIM B/B CTPYWHO MEIJICHHO Ha MPOTSHKCHUU 14 nHEH, mocie 4ero peKOMEHJOBaH Iepexo]] Ha
MIPUEM TIepOPATEHBIX JICKAPCTBEHHBIX (OPM.

Ipu neexux (ymepennvix) KoeHumusnvix paccmpoticmeax Mekcuaoa cieayer HazHadaTh mo 10 vt (500 mr) 1
pa3 B CYTKU B/B KalleJIbHO WJIU B/B CTPYWHO MEIUIEHHO Ha MPOTSDKEHUH 14 1HEH, mocie 4ero peKoMeHI0BaH
Mepexo/1 Ha MPUEM NEePOPATbHBIX JIEKAPCTBEHHBIX (POPM.

Ilpu mpesooicnvix paccmpoticmeax TpenapaT NPUMEHSIOT B/M B cyrouHou no3e 100-300 mr B cyTku Ha
npotsokeHuu 14-30 nHel, mocie 4ero peKOMEHJ0BaH IMEpPeXo]l Ha MPHUEM IEepPOpaNbHBIX JIEKaPCTBEHHBIX
bopm.

Ilpu ocmpom unghapxme muoxapoa 6 cocmase KOMNIEKCHOU mepanuu MeKCUI0Jl BBOJAT B/B WA B/M B
TeyeHue 14 cyrok Ha (oHe TpaJWLMOHHOW Tepanuu MH(papKTa MHOKapja, BKIIOYAIOIIe HUTpaThl, Oera-
azpeHo0I0KaTopbl, HMHTUOUTOPHI aHTMOTEH3MHINpeBpamatomero ¢epmenta (AllD), TpomOoIUTHKH,
AHTHKOAryJSHTHBIE U aHTHArperaHTHbIE CPEJCTBA, a TAKKE CUMIITOMAaTHUECKHE CPEJICTBA 0 MOKA3aHUSIM.

B mepBbie 5 cyTok ans AOCTHXKEHHMsT MakcuMaibHOro 3¢d@dexra mpemapar KejaTelbHO BBOAWTH B/B, B
nocieayronme 9 cyrok Mekcu 101 MOKeT BBOJIUTHCS B/M.

BHyTpuBeHHOE BBe[eHME Mperapara MPOU3BOJIAT ITyTeM KamelbHOW MHQY3UU, MEAJIEHHO (BO M30ekaHue
no6ouHbIX 3pdexTon) Ha 0,9 % pacTBOpe HaTpHs XJIopuaa Wiu S5 % pacTBope AEKCTPO3bI (TJIIOKO3bI) B 00beMe
100-150 ma B Teuenune 30-90 munyt. [Ipm HEOOXOAMMOCTH BO3MOKHO MEIJIEHHOE CTPYWHOE BBEICHUE
npernapaTa MpoI0JKUTEIBHOCThIO HE MEHEE 5 MUHYT.

BBenenue npenapara (BHyTpUBEHHOE WM BHYTPUMBIIIEYHOE) OCYLIECTBIISIIOT 3 pa3a B CyTKU Yepe3 Kak]ble
8 gacoB. CyTouHasi TeparneBTHUYECKas 1032 COCTABIAET 6-9 MI/KI MacChl TeJla B CYTKH, pa3oBas jo03a — 2-3
MT/KT Macchl Tesia. MakcumanbHasi CyTodHas 03a He T0JDKHA npeBbimarh 800 mr, pa3oBas — 250 mr.

Llpu omkpwimoy201bHOU 21ayKOMe PA3IUYHBIX CIAOULl 8 COCMAge KOMNIeKCHOU mepanuy MeKCUI01 BBOJISAT
B/M o 100-300 mr B cyTku, 1-3 pa3za B cyTku B TeueHue 14 maHei.

Ilpu abcmunenmuom ankoeonvHom cunopome Mekcunon BBoasT B o3¢ 200-500 mMr B/B KaneabHO WK B/M 2-
3 pa3a B CyTKHM B TeUeHHUE 5-7 THEH.

Ilpu ocmpoti unmokcukayuu aHmMuncuxomuyeckuMu cpeocmeamu npenapar BBoasT B/B B go3e 200-500 mr B
CYTKH Ha IpOTsbKeHUH 7-14 nHei.

Ilpu  ocmpwix 2HOUHO-80CNATUMENbHBIX NPOYECccax OpWHOL NOLOCMU  (OCMPbIl  HEeKPOMUYeCcKull
namkpeamum, nepumoxum) TpenapaT Ha3HAYaloT B IEpPBbIE CYTKM KakK B MPEAONEpallMOHHOM, TaKk U B
MOCJICOTIEPAllMOHHOM ~ Tiepuojie. BBoauMble J03b1 3aBUCAT OT (OPMBI M TSOKECTH 3a00JIeBaHUA,
pacrpoCTpaHEHHOCTH IMpollecca, BapUaHTOB KIMHUYECKOro TedeHus. OTMeHa mpemapara JOJDKHA
MIPOU3BOJIUTECS TOCTENEHHO TOJBKO TIOCHIE YCTOMYMBOTO MOJIOKUTEIBHOTO KIMHUKO-JIA00PAaTOPHOTO
apdexTa.

IIpu ocmpom omeunom (unmepcmuyuanvrom) nankpeamume Mexkcugon HazHauyaroT 1o 200-500 mr 3 pasa B
JIeHb, B/B KaneabHo (B 0,9 % pacTBope HaTpus XJIOpHUaa) U B/M. Jleckas cmenens msajicecmu HeKpomu4eckozo
nanxkpeamuma — 1o 100-200 mr 3 pasa B aeHp B/B kanenbHO (B 0,9 % pacTBope HaTpus XJI0pHIa) U B/M.
Cpeonsia cmenenv msascecmu — 1o 200 mr 3 pasa B aeHb, B/B kanenbHoO (B 0,9 % pacTBope HaTpus XJIOPHIA).
Traocenoe meuenue — B mynbc-no3upoBke 800 Mr B mepBbIe CyTKH, IPH ABYKPATHOM PEeKUME BBEJICHUS; Jlajiee
1o 200-500 mr 2 pa3a B A€Hb C MOCTENEHHBIM CHIKEHHEM CYTOUYHOU N03bl. Kpatine msdcenoe meyeHue — B
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HayajnbHOM 103upoBke 800 MI' B CYTKH IO CTOMKOTO KYIMHPOBaHUS IPOSBIECHUI TaHKPEATOr€HHOIO I0Ka, 110
crabunm3aruu cocrosHus o 300-500 mr 2 pasa B neHb B/B kanenbHO (B 0,9 % pacTBope HaTpus XJIopuaa) ¢
MOCTENEHHBIM CHI)KEHUEM CYTOUYHOU JI03UPOBKH.

Cnoco6 npuMeHeHus

B/M iy B/B (CTpYIHO WM KaleJbHO).
CrpyitHo MeKcu1071 BBOAAT MEIJICHHO B TE€YEHHE 5-7 MHHYT, KalelbHO — cOo cKopocThio 40-60 kamens B

MUHYTY.
WHcTpyKImu 1o NpUroTOBIIEHUIO JIEKApCTBEHHOTO Mpernapara nepes IpuMeHEeHUEM CM. B paszzene 6.6.

4.3. IIporuBonoka3aHus

— FUNEPYYBCTBUTEIBHOCTD K 3TUIMETUITUIPOKCUITUPHUINHA CYKIIUHATY WU K JIIOOOMY 13 BCIOMOTaTeIbHbIX
BEIIECTB, IEPEUNCIICHHBIX B paszene 6.1.;

— OCTpas NMOYEYHAasi HEJOCTAaTOYHOCTH;

— OCTpas Ne4YE€HOYHAs HEAOCTaTOYHOCTb;

— OepeMEeHHOCTh, TPYAHOE BCKapMIIMBaHUE (B CBS3H HEJIOCTATOYHON M3y4E€HHOCTbHIO IEUCTBUS MIpenapara);
— IETCKUU BO3pAcCT (B CBSA3U HEJIOCTATOUHOM M3Yy4EHHOCTBIO JICHCTBUS Mpenapara).

4.4. Oco0ble ykazaHusi 1 Mepbl MPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

B otaenpHBIX ciydasix, 0COOEHHO y MpenpacloiOKEHHBIX MAallMeHTOB C OpOHXMAJbHOM acTMOM mpH
MOBBIIIEHHOW  YYBCTBUTEIBHOCTH K  Cyab(puTaM, BO3MOXKHO  pa3BUTHE  TSKENBIX  pEaKIHi
TUIEePYYBCTBUTEIBHOCTH U OpOHXOCTIa3Ma.

45.  B3aumopeiicTBHE C IPYIrMMH JIEKAPCTBEHHBIMH NTPeNapaTaMu U Ipyrue BUAbI B3auMO/Iel CTBHSA
VYcunuBaer neiicTBre 0€H30IMa3eTMHOBBIX aHKCUOJIMTHKOB, TPOTHUBO CYJIOPOKHBIX CPEICTB (KapOaMa3enuH)
Y POTHBOMAPKUHCOHUYECKUX CPEACTB (JIEBOI0MA). YMEHBIIAET TOKCHUECKHE dPPEKTHI STUIOBOTO CITHPTA.

46. @epTUWILHOCTH, 0eEPEMEHHOCTDb U JAKTALMS
[Ipenapat Mekcua071 MPOTUBONIOKA3aH MPH OEPEMEHHOCTH U B IIEPHOJ TPYTHOTO BCKAPMITUBAHHSL.

4.7. Biansinue Ha CHOCOOHOCTH YIPABJATHL TPAHCHOPTHBIMU CpeacTBaMM W padorath ¢
MeXaHNU3MaMH

B mepuon mpuema mpenapara cieAayeT coOJI0JaTh OCTOPOKHOCTH MPH padoTe, TpeOyromeid ObICTPOTHI
ncuxo(u3nuecKkux peakuui (ynpaBlieHue TPaHCIIOPTHBIMH CPEICTBAMU, MEXaHU3MaMH U T.I1.).

4.8. HexeaTebHbIe peakunu
Pesrome npoduiist OesonacHOCTH

Bo n30exanne BOZHUKHOBEHHUS HEKEIATEIbHBIX peaKuHﬁ PCKOMCHAYCTCA CO6J'IIO,Z[3TL PECKUM NO3UPOBAHHUA
" CKOPOCTb BBCACHUS ITpCIIapara.
Pe3roMe HexenaTeabHbBIX PeaKIui

YacTtoTa HeXeNaTeNbHBIX pEaKIHMi OTmpeensiach B COOTBETCTBUH C Kiaccupukanue BcemupHoOn
opranuzanuu 3apaBooxpanenus (BO3): ouens wacto (> 10 %); yacto (=1 %, Ho < 10 %); Hewacto (> 0,1 %,
HO < 1 %); peaxo (= 0,01 %, vHo < 0,1 %); ouens peaxo (< 0,01 %); yacroTa HEeU3BECTHA (YACTOTA HE MOXKET
OBITh OTpe/ieTieHa Ha OCHOBE UMEIOIIUXCS JaHHBIX).

Hapywenus co cmopoust umMMyHHOU cucmemsl: OYE€Hb PEIKO — aHAQWIAKTHYECKUW IIIOK,
AHTMOHEBPOTUYECKHI OTEK, KPAMBHHUIIA.

Icuxuueckue HapyuwieHus: OYE€Hb PEIKO — COHITUBOCTb.



Hapywenus co cmoponul HepHotl cucmeMmsl: 09€Hb PEIIKO — TOJIOBHAs 00JIb, TOJIOBOKPYKEHUE (MOXKET OBITh
CBSI3aHO C YPE3MEPHO BHICOKOM CKOPOCTBIO BBEJICHUSI M HOCHT KPAaTKOBPEMEHHBIN XapaKTep).

Hapywenus co cmoponwl cocy0og: 04eHb PeIKO — HOHIKEHHE apTepHaIbHOro naBieHus (A/l), moBelieHne
AJl (MoXeT OBITh CBSI3aHO C YPE3MEPHO BBICOKOW CKOPOCTBHIO BBEICHHMS M HOCHUT KPAaTKOBPEMEHHBIN
XapakTep).

Hapywenus co cmopoHbl 0bIXxamenbHOU CUcmeMbl, Op2aHo8 2pyOHOU KNemKU U CPe0OCneHUsl: 0UYeHb PEIKO —
CyXOH Kallejb, NMepuieHne B Topie, TUCKOM(GOPT B TPYAHOUN KIIETKE, 3aTPYJHEHUE JbIXaHHUS (MOXKET OBITh
CBSI3aHO C YPE3MEPHO BBHICOKOW CKOPOCTHIO BBEJICHHUS M HOCUT KPATKOBPEMEHHBIN XapaKTep).
Kenyoouno-kuweunvle napyuienus: 04eHb PEIKO — CYXOCTb BO PTY, TOLIHOTA, OIIYIICHHUE HEMPHATHOTO
3araxa, MeTaJNTNYEeCKUI PUBKYC BO PTY.

Hapywenus co cmoponbl Kodcu U ROOKOHCHBIX MKaHell: 09€Hb PEIKO — 3y, ChIIb, THIIEPEMHUSL.

Obwue napywenus u peakyuu 6 Mecme 66e0eHusl: OUYCHb PEIKO — OIIYIICHUE TEeIlIa.

Coo011eHne 0 moJI03pEBAEMBIX HEXKETATEIbHBIX PEAKIIAIX

BaxxHo cooOmarb 0 MoJ03peBaEMBbIX HEXKENATENbHBIX PEAKIUSAX I0CIe PETUCTPALUU JIEKAPCTBEHHOTO
mpenapara ¢ I1eJIbl0 O00eCNeYeHUs] HEMPEePHIBHOTO MOHUTOPUHTAa COOTHOIIEHUS «I0JIb3a — PHUCK»
JIEKapCTBEHHOI0 Ipemnapata. MEeIUIMHCKUM pa0OTHHKaM pEKOMEHAYeTcs cooOlmaTh O  JIF0ObIX
MOJI03PEBAEMBIX HEXEIATEeIIbHBIX PEaKIUAX JIEKAPCTBEHHOTO Tperapara 4epe3 HalUOHAIbHBIE CHCTEMBI
COOOILIEHNS O HeXeNlaTeIbHbIX PeaklUsiX roCyAapcTB — WieHOB EBpa3uiickoro 3KoHOMHUYECKOTO CO03a.

Poccuiickasa ®@eoepayus

Aopec: 109012, o. Mocksa, Cnaganckasn niowaow, 0. 4, cmp. 1

Deoepanvrasn cnyscba no Haozopy 6 cghepe 30pasooxpanenus Poccutickou Dedepayuu
(Poc3opasnaosop)

Tenegpon: +7 (800) 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

Caum: http://www.roszdravnadzor.gov.ru/

49. Ilepexo3upoBKa

CUMITOMBI

CoHIMBOCTB, OECCOHHHMIIA.

Jleyenme

B cBsi3u ¢ HM3KOW TOKCHYHOCTBIO MEPEI03UPOBKA MaJOBEeposiTHA. JleueHue, Kak mpaBuio, He TpeOyeTcs,
CUMIOTOMBI HCYE3aI0T CAaMOCTOSITENIbHO B TEUYEeHHE CYTOK. [Ipu BBIpRXKEHHBIX MPOSBICHUSIX MPOBOAUTCS
MTOJICPKUBAOIICE U CUMITTOMATHYECKOE JICUCHHE.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA
5.1. dapMakoIHHAMIYECKHE CBOICTBA
dapMakoTepaneBTUYECKas TPyIa: aHTHOKCUAAHTHOE CPENICTBO.

Kox ATX: NO7XX.

MexaHn3M geicTBUSA

MexaHus3M AeHCTBHUS Iperapara Mekcuaon O6YCJ'IOBJ'ICH €r0 AaHTUTUIIOKCAHTHBIM, aHTHOKCHUIAHTHBIM H
MeM6paHOHp0TeKTOpHBIM JIEHCTBHEM. On I/IHFI/I6I/IpyeT npoHecChbl IMEPCKUCHOTO OKUCIICHUA JIMIINIAOB,
MOBBIIIACT AKTUBHOCTb CYHNCPOKCUAANCMYTA3bl, IOBBLIIIACT COOTHOIICHUC J'II/IHI/II[-6CJ'IOI(, YMCHBIIACT
BA3KOCTb MeM6paHBI, YBCINYHUBACT €€ TCKYUYCCTh. MOI[yJ'II/IpyCT AKTUBHOCTDb MeM6paHOCBH3aHHLIX
q)epMeHTOB (KaHBHHﬁHCSaBHCHMaﬂ (I)OC(bonnacTepasa, aJICHUJIATIIMKIIa3a, aI_ICTI/IJ'IXOJ'II/IH3CTep8.38.),

PEIEenTOPHBIX ~ KOMILJIEKCOB  (O€H30/IMa3eNMHOBBINA, ramma-amMmuHoMacnsHo — kucinotel  (TAMK),
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AIleTHIIXOJMHOBBIN), YTO YCHJIMBA€T MX CIOCOOHOCTH CBSI3BIBAHUS C JIMTAHIAMH, ITOMOTAET COXPaHEHUIO
CTPYKTYpHO-(PYHKIIMOHAIBHON OpraHu3anud 0uomMemMOpaH, TpaHCIOPTa HEHPOMEAUATOPOB U YIYUIICHUIO
CUHANTHYECKON mepenaadyu. MEKCHION MOBBIIIAET coAepkaHue No(aMHHAa B TOJIOBHOM MO3re. Bei3bpiBaet
YCUJICHUE KOMIIGHCATOPHOW aKTUBHOCTH a’pOOHOTO TJMKOJM3a W CHUXKCHHE CTCIICHH YIHETCHUS
OKHCJIUTETBHBIX TIpOIlecCOB B ImKiIe KpeOca B YCIIOBHSX THIIOKCHH C YBEJIMYCHUEM COJIEPIKaHUS
anenosuntpudochara (ATD), kpeatundochara u aKTUBANMEH DHEPTOCHHTEIUPYIOMINX (YHKIUH
MUTOXOH/IPUH, CTAOMIIN3AIHIO KIIETOYHBIX MEMOpaH.

dapmakoanaaMmueckie dYhhEKThI

Oxa3blBaeT  aHTUTMIOKCHYECKOE,  MEMOpPaHONPOTEKTOPHOE,  HOOTPOMHOE,  MPOTUBOCYAOPOKHOE,
AHKCUOJINTUYECKOE JICHCTBUE, IMOBBIIIAET YCTOMYMBOCTh OpraHu3Ma K crpeccy. llpemapar mnosbliaer
PE3UCTEHTHOCTh OPraHu3Ma K BO3/IEHCTBHUIO OCHOBHBIX MOBPEKIAIOMINX (PAKTOPOB, K KUCIOPOA3aBUCUMBIM
MATOJIOTUYECKUM COCTOSIHUSIM (IIIOK, THUIOKCHSI M HIIEMMs, HapylIeHHEe MO3IOBOrO KpOBOOOpallleHHs,
WHTOKCHUKAIMs aJKOTOJEM M aHTUIICUXOTHYECKUMHU Tpernapatamu (Heiponentukamu)). CTaOumuszupyet
MeMOpaHHbIE CTPYKTYPbI KIETOK KPOBHU (3PUTPOLMTHI U TPOMOOLIMTHI) ITPH FEMOJIU3E.

Mexkcuaon  ynydmiaeT MO3rOBOM MeTaboiM3M U KPOBOCHAOKEHHE TOJIOBHOTO MO3ra, YilydilaeT
MUKPOIMPKYIISALHIO U PEOJIOTMYECKUe CBOMCTBA KPOBU, YMEHBIIAET arperaunio TpoMOonuToB. OKka3biBaeT
TUTOJUIMNIEMUYECKOE JCHCTBHE, YMEHBIIAeT ypOBEHb OOIIEro XOJIECTEPUHA M JUIOMPOTEHHOB HU3KOU
wiotHoctu (JITTHII).

Mexkcuaon HopManu3yeT MeTaboIMYecKHue MPOLECcChl B MIIEMH3MPOBAHHOM MMOKAap/e, YMEHBIIAET 30HY
HEKpO03a, BOCCTAHABIMBACT U YIYYIIAET IEKTPUUYECKYI0O aKTUBHOCTh U COKPAaTUMOCTh MHOKap/a, a Takxke
YBEJIMYUBAET KOPOHAPHBIH KPOBOTOK B 30HE HIIEMHH, YMEHbBIIAET MOCIEACTBHS penepPpy3uOHHOTO
CHUHApPOMa TpPU OCTPOM KOpPOHAPHOM HeNoCTaTOYHOCTH. [lOBBIIAET aHTHMAHTMHAIBHYIO aKTUBHOCTh
HUTpPOIPENnapaToB.

Mexkcuaoa cnocoOCTBYEeT COXPAHEHUIO TAHTIIMO3HBIX KJIETOK CETYaTKH U BOJOKOH 3PUTEIHHOIO HEpBA IMpU
nporpeccupyronieil HeliponaTuy, NPUYUHAMH KOTOPOH SBJISIIOTCS XPOHHUYECKAsh HUIIEMUS U THIIOKCHUSL
VYiydmaeT GyHKIMOHAIBHYIO aKTUBHOCTh CETUATKU U 3PUTEIBLHOTO HEPBA, YBEJIUYUBASL OCTPOTY 3PEHHUS.
YMmensbIiaetT pepMEeHTaTUBHYIO TOKCEMHIO M HJOTEHHYI0 MHTOKCHUKAIIMIO IPH OCTPOM MaHKpeaTUuTe.

Kinanueckas 3¢ dexkTUBHOCTD ¥ 0€30I1aCHOCTE

PannomusupoBaHHOE ABOWHOE Clenoe IMane00-KOHTPOIUpPYyeMOe B MapalieNIbHbIX IPyMIax HccleJOBaHe
addextuBHOCTH U Oe3zomacHoctd mpemapara Mekcumgon ¢daszer 11 (OIIUMKA) mnpu  pimuTenpHOM
MOCJIEIOBATEIFHOM TEpanuy y MalydeHTOB C MOJYIIAPHBIM UIIEMHUYECKUM UHCYIBTOM B OCTPOM U pPaHHEM
BOCCTaHOBUTEJILHOM IEPHOJaX MPOBOIWIOCH ¢ ydactuem 150 manuenToB B Bo3pacte oT 40 mo 79 ner.
[TarmeHTH! OBLTM paHIOMU3UPOBAHBI B 2 TPYIIILL: IEpBasi IpyIa Mojydana Tepanuro mpemnapaToM Mekcuaon
o 500 Mr B cyTku B/B KamenbHO B TeueHue 10 anelt ¢ mocneayromum mnpueMom 1o 1 tabnetke (125 mr) 3
pa3za B CyTKM B TedeHHe § Heaenb. B rpynme Tepamuu mpenaparoM MeKCHAON MOKa3aHO JOCTOBEPHOE
YMEHbIIIEHHE CUMIITOMOB M ()YHKIIMOHATBHBIX HapylleHWd mo cpaBHeHHIO ¢ [lmane6o. [Ipu mpumMeneHuun
npemnapata Mekcu01 0TMEYaloch JOCTOBEPHO Ooliee BhIpaXKEHHOE 1Mo cpaBHeHUIO ¢ [Inamnebo ymydineHue
KU3ZHEJEATSIbHOCTH: HA MOMEHT OKOHYAHMS TEepaluu CPeaHHil Oann mo MoIudUIIMpOBaHHOM IIKaie
Psnkuna (MILIP) Obln HUKe B rpynne npuMeHeHus npenapata Mekcugon (p = 0,04); Taxoke B 3TOH rpymme
ObLUTa O0Jiee BRIpKEHHON TUHAMHKA yYMEHbIIeHus cpeanero 6amra no MIIP (p = 0,023). ons nanueHTos,
JOCTUTIIIUX BOCCTAHOBJEHHsI, cooTBeTCTBYyomEero 0-2 6amram mo MIIP mo 3aBepinenun Tepamnuu, Obina
JIOCTOBEPHO BHIIIE B TPYIIE MPUMEHEHU mpenapata Mekcuaon mo cpaBHenuto ¢ [Tnamnedo — 59 (96,7 %) u
53 (84,1 %), coorBerctBenHo (p = 0,039). Ha MOMEHT OKOHYAHUS Tepaiy HEBPOJOTUUECKUHN TeDUIUT ObLI
JOCTOBEPHO HWXKE B TPYIIE TEpalnuu mpenaparoM MeKCHUIOJ: MPU TECTUPOBAHUU IO IIKAJle MHCYIbTA
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HanmonansHOro MHCTUTYTa 3/70pOBbS HA MOMEHT OKOHYAHHS TEpallMy CpelHee 3HaueHHe ObUIO HIDKE B
rpymnmne tepanuu npenaparom Mekcunon (p = 0,035). Ilpumenenue npenapara MeKCHI0JI CIOCOOCTBOBAIIO
ayqmemMy (yHKIMOHAIBHOMY BOCCTAaHOBIICHUIO: JI0JISl AIIHEHTOB C OTCYTCTBHUEM MTPOOIIEM C IepeIBUKEHUEM
B mpocTpaHcTBe Obuta moctoBepHo Bbimie (p = 0,022). Ilo pesynpraTam cybaHaimza, 3QPEeKTUBHOCTH
npenapara MeKCHJON MO BCEM HCIIOJIB3yeMBbIM IIKalaM ObUIa pPaBHOM BO BCEX BO3PACTHBIX TPYIIAX.
JIOCTOBEPHBIX PA3IMYHIA [T0 YACTOTE HEXKEIATEIBHBIX PEaKIMi y MAI[MEHTOB 00SHX TPYII BBISIBICHO HE OBLIO,
npouitb 6e30MacHOCTH JUTUTENBHON MOCIIEA0BATEILHON TEpauy mpenapaToM Mekcuaoi OblT COMTOCTaBUM
¢ [Imame6o y marueHToB pa3IuyHbIX BO3PACTHBIX TPYIII.

Mex1lyHapoiHO€ MHOTOLIEHTPOBOE pPAaHJOMU3HPOBAHHOE JBOMHOE cllenoe I1ane00-KOHTPOJINPYEMOe
HCCIIEIOBAaHUE N0 OLEHKE A(P(EKTUBHOCTU U OE30MACHOCTH IMOCJEN0BATENIbHON Tepanuu IpenapaTaMu
Mexkcunon u Mekcunon @OPTE 250 ¢aszer |1l (MEMO) y nmanMeHTOB ¢ XpOHHYECKOW HIIeMHEeH Mo3ra
MPOBOAMIIOCH ¢ yuacTtueM 318 marmenToB B Bo3pacTe oT 40 mo 90 net. [lanueHTsl ObIITN paHI0MU3UPOBAHBI
B 2 rpynmsl: IepBasi rpymmna noiydaia Tepanuto npenaparom Mekcunon no 10 mia (500 mr) 1 pa3 B cyTku B/B
KarejabHO WM BHYTPUBEHHO CTPYHHO MEIJIEHHO Ha MPOTHXKEHUH 14 mHEl ¢ mocieayrolmuMm IpueMom
Mekcunon ®OPTE 250 o 1 Tabnetke 3 pa3a B cyTku B TeueHue nocieaytonmx 60 aueit. [lo pesynpratam
HCCIIEIOBAaHUSI Ha MOMEHT 3aBEpPILEHUS TE€paluy MalUMeHTaMU ObLIM BBISIBICHBI CTATUCTUYECKU 3HAYUMBIE
M3MeHeHHs OaiioB Mo MoHpealbCKON IIKajle OLEHKHM KOTHUTHUBHBIX QyHKIui (MoCA) mpu cpaBHEHUHU
JUHAMHUKU MEXIy rpynmnamu npenapatoB Mekcunon/Mekcunon @OPTE 250 u [Tnanedo (p < 0,000001, t-
KpUTEpUN JJIsl HE3aBUCUMBIX BBIOOPOK). HinkHssa rpanuma 95 % noBepUTENbHOTO UHTEpBAia AJsl pa3HOCTH
CpeIHUX OCHOBHOTO MOKa3aTess 3pPeKTUBHOCTH B rpymnmnax npenaparoB Mekcunon/Mekcunon @OPTE 250
u Ilnane6o cocraBuna 1,51. JlanHas rpaHuUIA SBISETCS TOJIOKHUTEIHHOW BETUYMHOW, YTO TO3BOJISET
KOHCTaTHPOBAaTh MpeBocxoasmyro dddexruBHocTh mpenaparoB Mekcumnon u Mekcunon @OPTE 250 nan
[Inanebo. Takke MO pe3ynbTaTaM UCCIEIOBAaHUS CTAaTUCTUYECKH 3HAUYMMble W3MEHEHHUs OajioB IO
Momnpeanbckoit mkane MoCA Ha dTamne 3aBeplieHus] Tepauy MalieHTOM ObUTH BBISBIICHBI JIJISI CPAaBHEHHS
TUHAMUKH MEXIy Tpynmnamu npenaparoB Mekcuaon u Mekcugon @OPTE 250 u [Tnane6o npu npoBeaecHun
cybaHaim3a A BCEX BO3PACTHBIX TPYII, YTO CBHJIETENILCTBYET O PaBHOM A(PPEKTUBHOCTH NpPENapaToB
Mexkcunon nu Mekcunon @OPTE 250 Bo Bcex Bo3pacTHbIX rpymmnax. [lo pe3ynbrataM OLIEHKH BTOPUYHBIX
KOHEUHBIX Touek dpdexTuBHOCTH TIpenapatoB Mekcuaon u Mekcuaon @OPTE 250 B xoae Tepanuu ObuH
MOJIy4eHBbl CTATUCTUYECKU 3HAYUMBIEC pa3uuMsi MO cpaBHeHUIo ¢ [lnanebo mo cieayronmum mnoxka3aTesiM:
JMHAMHMKA BBIPOXEHHOCTH KOTHUTHUBHBIX HapymieHud no mkane MoCA; nuHamMuKka BBIPAXKEHHOCTH
KOTHUTHBHBIX HApYIIEHUN MO TECTY 3aMEHbI LIU(PPOBBIX CUMBOJIOB; JMHAMHKA BHIPA)KEHHOCTH aCTEHUYECKUX
pacctpoiictB no mkaie acreHuu MFI-20; nuHaMuka BereTaTMBHBIX M3MEHEHMH MO ONpOCHUKY BeliHa;
JMHAMHKA YpOBHS TPEBOTU IO IIKane beka; nuHamuka IBUTATeNbHBIX W3MEHEHUU MO 1IKane TuHeTTH;
JUHAMHKKa 00IIero KIMHUYECKOTO BIIEUaTICHU 110 miKaie ooiero kauaudeckoro Bnevarienus (The Clinical
Global Impressions Scale); nuHamuka KayecTBa >KU3HH MALMEHTOB MO OMPOCHUKY SF-36 (ICUXOIOTHYeCKHid
KOMIIOHEHT 3JI0POBBS).

Pe3ynbTarhl CTaTUCTUYECKOTO aHAM3a YaCTOThl BO3HMKHOBEHMS HEXKENATeNIbHBIX SIBIICHUM, MOKa3aTenen
71a00paTOPHBIX AHAIU30B, (PU3UKAIBHOTO 00CIeI0BaHNS AEMOHCTPUPYIOT OTCYTCTBUE 3HAYMMBIX pa3IHuuil
MEXAYy CpaBHHUBAaEMBIMH TpYNIaMU IO OCHOBHBIM TOKa3aTelsiM O€30MacHOCTH, YTO YKa3blBaeT Ha
COIMOCTAaBUMBIN XapakTep npoduield 0e30MacHOCTH HCCIeAyeMbIX mpenapaToB Mekcuaon U Mekcuuo
®OPTE 250 u Ilnane6o. [Ipu npoBeaeHnu cybaHanu3a y MalMeHTOB Pa3JIMYHBIX BO3PACTHBIX I'PYMI ObLI
J0Ka3aH CXOKUU xapaktep mpodwiel 6e3omacHoctu mpemnaparoB MekcupontMekcumon POPTE 250
(3TUAMETHITHAPOKCUTIMPUANHA CyKIIMHAT) U [Lnare6o.

5.2. PapMaKOKHHETHYECKHUE CBOHCTBA



AbGcopbuus
[Tpr BHYTPHUMBIIICYHOM BBEICHHUU ONPEICISACTCS B IUIa3Me KPOBHM Ha MPOTSHKECHHH 4 9 TOCIE BBCICHHSL.

Bpewms noctmxenust MakcuMaabHOM KOHIEHTpauuu Tmax — 0,45-0,5 4. Cmax pu BBeaeHuu 103s1 400-500 mr
cocrasiseT 3,5-4,0 MKI/MiI.
Pacnpenenenue

BrICTpO mepexoauT U3 KPOBSIHOTO pyciia B OpPraHbl M TKAHW M OBICTPO SIIUMUHUPYET U3 opraHu3Ma. Bpems
yaepskanus npemnapata (MRT) cocrasmser 0,7-1,3 4.
BuoTpancdopmanus

Metaboau3upyercsi B IEYCHU ITyTeM TIIOKYPOHKOHBIOTHpOBaHus. MaeHTruuumupoBano 5 MeTaboauTOB: 3-
okcunupuaHa (Gocdar — oOpaszyercss B IMEYEHHU, MPU YJIaCTHH HIETOYHON (ocdaras3sl pacmagaercss Ha
(bochopHyIO KUCIOTY U 3-OKCUNUPHUANH; 2-U MeTaboJUT — (apMaKoJOTHYECKH aKTUBHBIN, 0Opaszyercs B
OOJBIIMX KOJMYECTBAX M OOHapyKuMBaeTcs B Moye Ha 1-2 cyTku mocie BBeIEHMs; 3-ii — BBIBOJUTCS B
OOJIBIINX KOJIMYECTBAX C MOYOU; 4-11 U S5-I — MIIOKYpPOHKOHBIOTATHI.

DaUMUHAIMS

[IpenapaT BBIBOJMTCS B OCHOBHOM C MOYOH, B OCHOBHOM B TIJIIOKYPOHKOHBIOTMPOBAaHHOM (opme U B
HE3HAYUTENIbHBIX KOJIMYECTBAX B HEU3MEHHOM BH/JIE.

5.3. JlaHHbBIEe TOKJIMHHUYECKOH 0€30MacCHOCTH

B JAOKIIMHHUYCCKUX NaHHBIX, ITOJTYYCHHBIX 11O PE3YyJIbTaTaM CTaHAAPTHBIX I/ICCJ'IG)IOBaHI/Iﬁ (l)apMaKOHOFI/I‘ICCKOﬁ
6G3OHaCHOCTI/I, TOKCUYHOCTH TIpXM MHOTOKPATHOM BBCIACHUHW, TI'€HOTOKCHUYHOCTH, KaHOCPOICHHOTO
IIOTCHIIMAaJ1a, perOJIYKTHBHOﬁ W OHTOTECHETUYECKOU TOKCUYHOCTH, OCO6I)II>1 BpCa A1 4YEJIOBCKa HEC BBISIBJICH.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BcmoMorareJbHbIX BelIeCTB
Harpust Mmetabucynbsdur;

Bonma m1st UHBLEKIHHA.

6.2. HecoBMmecTuMoOCTH
JlaHHBIN JICKApCTBEHHBIN IpermapaT He CJIeyeT CMEIIMBATh C JPYrUMU JICKAPCTBEHHBIMU IIperapaTaMH, 3a
HCKITIOYCHHEM YIIOMSHYTBIX B pasjene 6.6.

6.3.  Cpok rogHoctu (CpoK XpaHeHHs)
3 roxa.
6.4. Oco0ble MepbI NPEeAOCTOPOKHOCTH NPU XPAHECHUH

XpaHHTh B 3alIMIICHHOM OT CBETa MecTe, pH TeMieparype He Boie 25 °C.

6.5. XapakTep u cojep:kaHue NePBUYHON YIAKOBKHU

ITo 2 mn mpemnapara B amiylnbl U3 OECIBETHOTO CTeKIa 1-TO THAPOIUTHYECKOTO Kiacca UM HEUTpaIbHOTO
ctexna Mapku HC-3 ¢ Toukoit paznoma u TpeMs MapKHPOBOYHBIMU KOJIBI[AMU (BEpXHEE — JKEJITOe, Cpe/IHee —
Oenoe, HUKHEE — KpacHOE) UTH 6e3 MapKUPOBOYHBIX KOJIEIl.

Ha ammnyny HakieuBaroT 3TUKETKY U3 OyMaru nucyeu, uin OyMaru 3TUKETOYHOM, U CAaMOKJISSIIYIOCS, MIIH
HAJMKUCHU HAa aMITyJie HAaHOCSIT KPacKOU AJisi TIyOOKOM MM CTPYHHOM MevaTu Ui CTeKJISIHHBIX M3JeNUi UiIn
HAHOCST HAJIICH METO/IOM TIeUaTH dMaJbIO C MOCIEIYIOIIeH TepMOOOpaObOTKOM.

[To 5 ammyn BKIQABIBAIOT B KOHTYPHYIO STYEHKOBYIO YIAKOBKY W3 IUICHKU MOJTMBHHIIXIOpUIHON Trna DI1-
73.

I[J'ISI aMITyJI 11O 2 mi—1o 2 uiu 4 KOHTYPHBIC STYCHKOBBIE YIIAKOBKH BMCCTC C I/IHCTPYKLII/Ieﬁ 10 MCAUIIUHCKOMY
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MPUMEHCHHIO (JTMCTKOM-BKJIAJIBIIIEM) B ITAYKY U3 KApPTOHA JIJISl TOTPEOUTEIBCKOM Taphl.

6.6. OcoOble Mepbl MPeIOCTOPOKHOCTH TPH YHUYTOKEHHH HCHOJIb30BAHHOIO JIEKAPCTBEHHOIO
npenapara ujid 0TX0/J0B, MOJYYeHHBIX MOCJe MPUMEeHEeHHs JIEKAPCTBEHHOT0 Mpenapara, uiu padoThl
¢ HUM

Het oco0pIx TpeGoBaHU K YTUIH3AIHH.

[Tpu uH(y3nOHHOM criocoOe BBeACHHsI Tpernapar ciueayeT pazBoautb B 100-150 mu 0,9 % pactBopa HaTpus
xyopuaa win 5 % pactBopa JeKCTPO3bI (TIIOKO3bI).

7. JAEPKXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccus

000 «HITK «PAPMACODT»

115407, r. Mocksa, yi. CynoctpoutenbHas, a. 41, atax 1, mom. 12

Ten./ daxc: +7 (495) 626-47-55

DnexkrponHas moura: pharmasoft@pharmasoft.ru

7.1. IIpeacraBuTesb aepKaTesisi PEruicTPAUMOHHOIO YI0CTOBEPEHUs
IIperen3uu noTpedUTENIEH HAIPABIITE 10 AAPECY:

B Poccniickoii @enepanuu:

000 «HIIK «DPAPMACO®DTy,

115407, r. Mockga, yin. CynoctpoutenbHas, a. 41, stax 1, mom. 12.
Ten./ pakc: +7 (495) 626-47-55

DnexkrponHas moura: pharmasoft@pharmasoft.ru

8.  HOMEP PETUCTPALIMOHHOTI'O YIOCTOBEPEHMSI
JITI-Ne(000107)-(PT-RU)

9. JATA IEPBOM PEI'’ICTPALIUN (IIOATBEPKJIEHUSA PEI'’ICTPALIUMN,
MNEPEPEI'UCTPALIUN)
Hara nepsoii peructpanuu: 29.12.2020 r.

10. JATA NEPECMOTPA TEKCTA

OO6mrast XxapaKTepHUCTHKA JIEKAPCTBEHHOTO Tpemnapara MeKCUI0J ITOCTyIMHa Ha WH(POPMAIMOHHOM TOpTalie
EBpaSHﬁCKOFO 3KOHOMHYECCKOTO COK3a B I/IH(l)OpMaI_[I/IOHHO-KOMMYHHKaHHOHHOfI CCTHU «I/IHTepHCT»
http://eec.eaeunion.org/.
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