COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 05.03.2025 N= 6043

I/IHCTPYKHI/I;F QCNEOOBATENEHOCTE 0002)

IO MEAUIIUHCKOMY IPUMEHEHUIO JTJEKAPCTBEHHOI'O ITPEITAPATA

IIUTOPEAH®

Toprosoe nassanue: [IUTOPEAH®

['pynnupoBoYHOe HAMMEHOBAHHUE YTHIMETIITHAPOKCUTTUPUITHA CYKIIMHAT.

JlekapcTBeHHas popma: TaOJICTKH, OKPHITHIE TUICHOYHON 000JIOYKOM.

Cocras:

1 TabyieTKa COIePIKUT:

Oeticmeyrowee eujecmao: STUIMETUITHAPOKCUTTUPUINHA CyKHAT — 125,0 mr;
ecnomozamenvHbvle 8ewecmaa. 1aKTo3bl MOHOTUApAT, noBuaoH K-30, maruus creapar,

2omogoe nienounoe noxkpvimue. Onaapait |l 6ensiit 33G28435 (cocTtaB: rumpomensosa, TUTaHa

muokcua (E171), nakTo3bl MOHOTHAPAT, MAKPOT0Jl, TPHALIETHH).

Onucanue
B cnyuae npoussoocmea na OOO «Acnekmyc ¢hapmay: KPyTrible TBOSKOBBITYKIIbIC TaOICTKH,
HOKPBITHIC TUICHOYHOH 000JIOYKOM OT OEJIOro 0 MoyTH 0eJIoro 1BeTa ¢ KPEMOBBIM OTTCHKOM, C

BbIJJABJICHHBIM JIOTOTHUIIOM «ap» Ha OJHOI CTOPOHC.

B cnyuae npouzeoocmea na AO «Dapmnpoexkmy: KpyTible IBOSKOBBITYKJIbIE TaOJIETKH,
HOKPBITBIE INIEHOYHON 000I04KOH OT O€JI0r0 10 MOoYTH OeI0ro 1BeTa C KpEMOBBIM OTTEHKOM 0€3

JIOTOTHIIA.

dapmakoTepaneBTHYecKasi rpynna: /Ipyrue cpeactBa ais JiedeHus 3a00J€BaHUN HEpBHOU

CHUCTCMBI.

Koxn ATX: NO7XX

DapMaKoJIOrHuecKue CBOMCTBA

Dapmaxoounamuka

OTUIMETHWITHAPOKCUTIUPUANHA CYKIMHAT SIBJISETCS WHTHOUTOPOM CBOOOIHOPAJAUKAIBHBIX
IPOIECCOB,  MEMOpPaHONPOTEKTOPOM,  OOJAJAIOIMIMM  AHTUTUIIOKCHMYECKHM,  CTpecc-
IMPOTCKTUBHBIM, HOOTPOIIHBIM, IPOTHUBOCYAOPOXHBIM HW AHKCHOJIMTUYCCKHUM ,Z];el\/’ICTBI/IeM.
[TpenapaT MOBBIIAET PE3UCTEHTHOCTh OPraHU3Ma K BO3JEHCTBHIO Pa3IMYHBIX MMOBPEKIAIOLINX
(akTOpoB (110K, TUIIOKCHUS U UIIEMUs1, HAPYLICHNUS MO3TOBOTO KPOBOOOPAIIIEHU S, MHTOKCUKAIUS
QJIKOTOJIEM M aHTUIICUXOTUYECKMMHU cpelacTBaMu (HeiposenTtukamu)). OTHOCHTCS K Kiaccy

3-OKCUTTUPHUINHOB.
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AQHTHOKCUIAHTHBIM, AHTUTHIIOKCAHTHBIM M MEMOpaHOIPOTEKTOPHBIM jaeicTBHeM. IIpemapar
MHIHOMpPYET NEPEKMCHOE OKUCIIEHUE JIMIHIOB, TOBBIIIAET aKTUBHOCTh CYNEPOKCUAINCMYTA3Hl,
MOBBILIAET COOTHOIICHHUE JTUMUA-0EN0K, YIy4lllaeT CTPYKTYpy U (PyHKIHIO MeMOpaHbl KIIETOK.
OTUIMETUITHIPOKCUIIUPUANHA CYKIUHAT MOJIYJIUPYET AaKTUBHOCTH MEMOpPaHOCBSI3aHHBIX
bepMeHTOB (kanbIUi-HEe3aBUCUMOI docdomurcrepassl, aJICHUIATIINKIIA3bI,
AleTUIIXOJMHACTEPa3bl),  PEIENTOPHBIX  KOMIUIEKCOB  (OenzomuasenunoBoro, ['AMK,
AIETUIIXOJMHOBOI'0), YTO YCUIIUBAET UX CIOCOOHOCTH CBSI3BIBAHMSI C JIMTAHAAMH, CIIOCOOCTBYET
COXPAHEHUIO  CTPYKTYPHO-(QYHKIMOHANBHOM  OpraHu3zauuud  OHOMeMOpaH,  TpaHCIOpTa
HEHpOMEAMATOPOB U YJIYULIEHUIO CHHANTUYECKOM Mepeaayu. DTUIMETUITHIPOKCUTIHPUANHA
CYKIIMHAT [OBBIIIAET COJAEpKAaHME B TOJOBHOM Mo3re jpodamuHa. BbI3bIBaeT ycuiieHue
KOMIICHCATOPHOW aKTHBAIlMK a’pOOHOTr0 TIJIMKOJIW3a M CHIDKEHHWE CTENeHH YTHETCHUS
OKHUCJIUTEIBHBIX MpoIieccoB B ke Kpebca B yCIOBHIX TUIIOKCHH C YBEIMYECHUEM COJEPKAHUS
AT® wu xpeatuHdocdara, aKTUBAIMIO DHEPTOCUHTE3UPYIOMNUX (YHKIUHA MHUTOXOHAPHIA,
CTaOUIIN3aLUIO KIIETOYHBIX MEMOpaH.

[Ipemapar ynydmaer MeTaboiau3M M KPOBOCHAOXKEHHME TOJIOBHOTO MO3ra, YIydllaeT
MUKPOLMPKYJISIIUIO U PEOJIOTHYECKHUE CBOMCTBA KPOBH, YMEHBIIIAET arperamuio TPOMOOIIUTOB.
Crabunusupyer MeMOpaHHbIE CTPYKTYpPbl KJIETOK KPOBHU (IPUTPOLIUTOB U TPOMOOLIUTOB) MpHU
remonuze. OOnanaeT TUNOJUNUAEMUYECKUM JIEWCTBHUEM, YMEHBIIAET COJEp)KaHUE OOIIero
XOJIECTEpUHA U JIMIIONIPOTENI0B HU3KOM MJIOTHOCTH.

AHTHUCTPECCOPHOE JIEHCTBUE NPOSBIAETCS B HOPMAJIM3AaLMM IIOCTCTPECCOBOIO IOBEACHHUS,
COMAaTOBEIreTaTUBHBIX HApyIIEHUN, BOCCTAHOBIEHUH LIUKIOB COH-00ApPCTBOBaHKE, HAPYILIEHHBIX
IIPOLIECCOB 00YYEHMSI U MTaMSATH, CHU)KEHUHU JUCTPOPUUECKUX U MOP(POIOTrHIECKUX U3MEHEHUH B
Pa3IMYHBIX CTPYKTYpax TOJIOBHOTO MO3ra. DTUIMETUITHAPOKCUIIUPUINHA CYKLMHAT 00Ja1aeT
BBIPQ)KEHHBIM AHTUTOKCUYECKUM JIEHCTBHEM INpU aOCTHHEHTHOM cuHiapoMme. OH ycTpaHser
HEBPOJIOTMYECKUE M HEUPOTOKCHUYECKUE MPOSBICHUS OCTPOM aJKOrOJbHOM HMHTOKCHUKAIWH,
BOCCTAHABJIMBAET HApPYLIEHUS MMOBEICHMS, BEreTaTUBHbIE (DYHKIMH, & TAK)KE CIIOCOOEH CHUMATh
KOTHUTHBHBIE HAapYIICHUs, BbI3BAHHBIE JUIMTEIBHBIM IPUEMOM 3TaHoOJa U ero orMeHoil. Ilofg
BIIMSIHUEM ATWIMETHWITUAPOKCUITUPHUINHA CyKI[MHaTa YCHJINBAETCS JeiicTBre
TPaHKBUJIM3UPYIOLIUX, HEHPOJIEeNTUYECKUX, AHTH/ICTIPECCUBHBIX, CHOTBOPHBIX u
MIPOTUBOCYJIOPOKHBIX CPEJICTB, YTO IO3BOJSET CHU3UTh UX J03bI U YMEHBIIUTH MOOOYHBIE
3P PEKTHI.

[Tpenapart ynyuimaer (GyHKIMOHAIBHOE COCTOSHUE WIIIEMU3UPOBAHHOTO MHOKapnaa. B ycroBusx
KOPOHApHOH HEJOCTAaTOYHOCTH YBEITUYUBAET KOJUIaTepaJbHOE KpOBOCHa0XKeHHE

HIOIEMHU3UPOBAHHOI'0O MHOKap/a, CHOCO6CTByeT COXPAaHCHUIO HCJIOCTHOCTU KAapAWMMHOLMUTOB H
2
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MHOKap/1a Ipy 00paTUMOH CepAeYHON TUCHYHKINH.

DapmakoKkunemuka

AGcopbuus

bricTpo BcackiBaeTcs pu npuemMe BHYTpb (nepuos moiayadcopoumu — 0,08 — 1 1). MakcumanbpHas
KOHIIGHTpALUs MPH IpuemMe BHYTpb nocturaercs yepes 0,46 — 0,5 4 u cocrasisier 50 — 100 ar/mi.

Pacnopenenenne

beictpo pacmpenensiercss B opraHax W TkaHsx. CpemHee Bpemsi ylep)KaHHs Iperapara B
opraHu3Me npu rnpueme BHyTpb — 4,9 — 5,2 4.

Buorpancdhopmariusa

Mertabonu3upyercs B TI€UYEHH IIyTeM TIIOKYPOHKOHBIOTHpPOBaHUA. MneHTH(HUIupoBaHO
5 MetabonuToB: 3-okcunupuanHa gocdar — oOpa3yercs B MEUEHU U MPHU yUACTHH LIEIOYHOMN
docdarazsl pacnagaercss Ha GOCPOPHYIO KHUCIOTY U 3-OKCUIUPUIUH; 2-U MeTabonuT —
(apMaKoIOTHIECKN aKTUBHBIN, 00pa3zyeTcs B OOJIBIINX KOJMYECTBAX U OOHAPYKUBACTCS B MOUE
Ha 1 — 2 cyT. mocie BBeACHUS; 3-i1 — BBIBOAUTCA B OOJIBIIMX KOJIMYECTBAX C MOYOU; 4-i u
5-if — MIIOKYPOHKOHBIOTATHI.

DJIMMUHALNS

[Mepron nonyssiBenenus (T 1) mpu npueme BHYTph — 4,7 — 5 4. BBICTPO BBIBOIUTCS C MOYOH B
ocHOBHOM B BHj1e MeTa00muTOB (50 % 3a 12 4) ¥ B HE3HAUUTEIILHOM KOJIMUYECTBE B HEH3MECHEHHOM
Buze (0,3 % 3a 12 4). Hanbosee HHTCHCHMBHO BBIBOJIUTCS B TEUCHHUE MEPBBIX 4 4 MOCIE MpueMa
npenaparta. [lokazaTenu BeIBeJIeHUS ¢ MOYOH HEM3MEHEHHOTO Mpenapara i MeTaboIUTOB UMEIOT

VHAMBUAYaJIbHYIO BapHaOeIbHOCTb.

Iloka3zanus K NPUMEHEHHIO
JlexapcTeennsiit npenapar IIATOPEAH® noka3al k NpUMEHEHHMIO Y B3pOCibIX (cTapiue 18 ner)
B KOMIUIEKCHOM TEpaIlnu.

o IlocnencTBusi OCTpbIX HapyLIEHHH MO3rOBOro KpPOBOOOpAIlEHHs, B TOM YHCIE IOCIHE
TPaH3UTOPHBIX HIIEMHYECKUX arak, B (a3e cyOKOMIIEHCalluh B  KauecTBE
npopHIAKTHIECKUX KYPCOB;

e JIETKas 4YepEIHO-MO3T0Bas TPaBMa, IOCIEACTBUSA YEPEITHO-MO3TOBBIX TPABM;

e DHHIedamonaTMM  PA3NUYHOTO TeHe3a (AMCHUPKYJATOPHBIE, JAUCMETA0OIMYECKUE,
MOCTTpaBMaTHYECKHUE, CMEIIaHHBIE);

e CHHJPOM BEreTaTUBHOU JUCTOHUH;

e JIETKME KOTHUTHUBHBIE PACCTPOMCTBA aTEPOCKIEPOTUYECKOIO IeHE3a;

e TPEBOXKHBIE PACCTPOICTBA MPU HEBPOTHUECKUX M HEBPO3OMOJOOHBIX COCTOSIHUSIX;
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e KyHnUpOBaHHME aOCTHHEHTHOTO CHHIpPOMAa MpU aJKOTOJU3ME C MpeodiasaHueM
HEBPO30IMOJO0OHBIX W  BEreTaTHBHO-COCYJHMCTBIX PAaCCTPOMCTB, IMOCTaOCTUHEHTHBIC
paccTpoicTBa;

e  COCTOSIHMA IIOCJIE OCTPOM MHTOKCHKAIIMK aHTUIICUXOTUYECKMMHU CPEACTBAMU;

e ACTCHHWYECKHE COCTOSHHUS, a TakkKe Ui NPOPWIAKTUKUA PA3BUTHUS COMATHYECKUX
3a00JeBaHUI TI0]] BO3JICHCTBHEM 3KCTPEMAaIbHBIX (DaKTOPOB U HATPY30K;

e BO3JEHCTBUE IKCTPEMAJIbHBIX (CTPECCOPHBIX) (GAKTOPOB.

IIpoTuBONOKa3aHMS
e [unepYyBCTBUTEIHHOCTD K ATHIIMETHITHAPOKCUTTUPHUINHA CYKITUHATY WM K JIFOOOMY U3
BCIIOMOTaTEJIbHBIX BEILIECTB;
e OcTpble HAPYIICHUS CO CTOPOHBI IEYCHH W/UJTH TTOYEK;
e JICTCKHI BO3PACT (B CBS3U C HEJOCTATOUYHOM N3YUYEHHOCTHIO JICHCTBHS ITperapara);
e 0OEpeMEeHHOCTb, TPyJHOE BCKapMJIMBaHUE (B CBSI3U C HEJOCTATOYHOM H3YYEHHOCTHIO
NEeICTBUS Mpernapara);

® HCIICPCHOCUMOCTD JIAKTO3bI, I[e(bI/II_II/IT JJaKTa3bl, I'N'TIOKO30-raJIaKTO3Has1 Manba6cop6u1/m.

Oco0ble yka3aHusi H MepbI IPEI0CTOPOKHOCTH
JlaHHBIN NpenapaTr COAEpk UT JakTo3y. llanuenTam ¢ pelKo BCTpPEHaroLIecsl HACIEACTBEHHON
HENEPEHOCUMOCTBI0  TajlakTO3bl,  JEQUIMTOM  JIaKTa3bl WM  IJIFOKO30-TaJlaKTO3HOU

MalibabcopOIel He ciaeyeT NPUHUMATh 3TOT Ipernapar.

BepemeHHOCTH M I'PyAHOE BCKapMJIMBaHHUE
[IpoTtuBonokasano npumenenue npenapata LIMTOPEAH® npu GepeMEHHOCTH M B NEPUO.

IPYAHOTO BCKapMJIMBAHMS.

Cnocod npuMeHeHus U 103bl

BayTtpb, mo 125 — 250 mr (1 — 2 Tabnerkn) 3 pa3a B CyTKH.

Hauanbnas no3a— 125 —250 mr (1 —2 tabnetku) 1 — 2 pa3za B CyTKHU € OCTEIICHHBIM MTOBBIIICHHEM
0 TONy4YeHHs TeparneBThyeckoro sddekra. MakcumanbHas cytoyHas poza — 750 wmr
(6 TabneToK).

JutensHOCTh JieueHUs — 2 —6 Hexenb. [l KynUpOBaHUS aJKOTOJHHONW aOCTHHEHIMH —
5 — 7 nueii.

[TpomoKUTENBHOCTh Kypca TepanuK y OOJIBHBIX MILIEMHUYECKOW OOJE€3HBbIO Cepilla HE MeHee

1,5 — 2 mecsanes. Jleuenne nmpekpamaT MOCTENEHHO, YMEHbIIIAst 103y B TEYCHHUE 2 — 3 THEH.
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TPAH3UTOPHBIX HIIEMHUYECKUX aTaK, TaOJeTKM HA3HA4Yal0T IOCJIe Kypca mpernapara B BUJE
pacTBOpa AJid BHYTPUBCHHOI'O U BHYTPUMBIIICYHOTO BBCACHUS.
[ToBTOpHBIE KYpCHI (IO PEKOMEHJAIMHM Bpauya) KeJaTeJIbHO IMPOBOJUTH B BECEHHE-OCEHHUE
EPUOBIL.

CTHU
BbesomacHocth u 3 PexTUBHOCTD y AeTeld B Bo3pacTe A0 18 ner He ycTaHOBIeHBI. [laHHBIC
OTCYTCTBYIOT.

Cnoco0 rIpuMeHeHus

TabneTku, MOKPHITHIE TUIEHOYHON OO0O0JIOUKOH, ClieayeT MPUHUMATh BHYTPb, HE pa3jiaMbIBasd,

3amnuBasi BOJIOM.

ITo0ouHOE nelicTBHE

YacroTta mo6ouHbIX 3()(HEKTOB ompeesuiach B COOTBETCTBUU ¢ Kiiaccupukanueidn BecemupHoii
opranu3zanun 3apaBooxpanenus (BO3): ouens wacto (>1/10), wacto (=1/100, o <1/10), HedacTo
(>1/1000, HO <1/100), penko (>1/10 000, Ho <1/1000), ouens penko (>1/10000, Ho <1/10000),
94acTOTa HEU3BECTHA (HA OCHOBAaHMH MMEIOIIUXCS TaHHBIX OLIEHUTh HEBO3MOXKHO).

Hapywenus co cmoponvl UMMYHHOU cucmeMvl: OY€Hb PEAKO — aHTMOHEBPOTHUYECKHUIl OTeK,

KparuBHUIIA.
Ilcuxuueckue HapyuwieHus: 0O4€Hb PEJIKO — COHJIUBOCTD.
Hapywenus co cmoponvl nep6noti cucmembl: 04€Hb PEIKO — TOJIOBHAs 00JIb.

Kenyoouno-kuweynvle napyuwieHus: 04€Hb PEIKO — TOIIHOTA, CyXOCTh BO PTY, 00JIb, AOKEHUE U

I[I/ICKOM(I)OpT B 3HI/IFaCTpaJ'IBHOI71 06J'IaCTI/I, H37K0ra, MECTCOPU3M, JUaAPEC.

HapymeHuﬂ CO CMOPOHbL KOJHCU U NOOKONCHBIX MKAHell: OYCHb PEAKO — ChIIlb, 3y, TUIICPTCPMUA.

Ilepeno3upoBka

CHMITOMEI

COHINBOCTDb, OECCOHHMIIA.

JleueHue

B cBs3u ¢ HU3KOM TOKCHYHOCTBHIO MEPEI03UPOBKA MajoBeposiTHA. JleueHue, Kak MpaBUIo, HE
TpeOyeTcs, CHMIITOMBI MCYE3aI0T CAMOCTOSITEIFHO B TEUCHHUE CYTOK.

HpI/I BBIPAKCHHBIX MPOABJIICHUAX IMTPOBOAUTCA NOAACPKUBAOIICC U CUMIITOMATUYCCKOC JICUCHUC.

B3aumopeiicTBHe ¢ APYTUMH JIeKAPCTBEHHBIMHU NpenapaTaMmu
Coueraercs co BceMH NpenapaTaMu, UCIOJIb3yEMbIMHU ISl JIEYEHUSI COMaTUYECKHUX 3a00JIeBaHU.

YcunuBaer HeﬁCTBHe 6CH30,I[I/133€HI/IHOBBIX openapaToB, aHTHACTIPECCAHTOB, AHKCHUOJHUTHKOB,
5
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MIPOTUBOCYJIOPOKHBIX CPEACTB  (KapOamas3enuH), HI/ITBIa;(;B_IEPP'%OI%EMHIICTOHHQG'CKHX

cpeacTB (JieBosiona). Y MEHbIIAeT TOKCHUECKUe 3(h(HEKThI STUIOBOTO CIUPTA.

Bausinne Ha CcmocoOHOCTH YupaBJsiTb TPAHCHOPTHBIMH CpEACTBAMUA H paGOTaTL C
MEXaHU3MaMHU

B nepuoa JCYCHUA HCO6XO,I[I/IMO COGJ’IIO,I[&TI) OCTOPOXXHOCTE ITPU BOXKIACHUH aBTOTPAHCIIOPTA U
3aHATUU APYTUMHU IOTCHIUAIIbBHO OIMACHBIMHA BUJAAMU ACATCIIBHOCTH, Tpe6YIOH_[I/IMI/I MOBBIIICHHOMN

KOHICHTPAlMX BHUMAHUA U 6BICTpOTBI TICUXOMOTOPHBIX peaKuHﬁ.

®opma BBIILYCKA

TabyeTku, MOKPHITHIC INIEHOYHON 000109KOM, 125 M.

I[To 10 unm 15 TabneTok B KOHTYPHYIO TYCHKOBYIO YIIAKOBKY W3 TUICHKH TTOJIMBUHIIIXJIOPUIHON U
($oJIbru aMFOMUHNEBOH JIAKUPOBAaHHOW II€YaTHOM.

4, 6 w1 § KOHTYPHBIX SIUEHKOBBIX yMakOBOK Mo 15 Tabmetok wiu 6, 9 mnu 12 KOHTYpPHBIX
SAYEUKOBBIX YNakoBOK Mo 10 TabiieTok BMECTe ¢ MHCTPYKLHMEW IO NPUMEHEHHUIO MOMEILAIOT B

IIa4YKy U3 KapTOHA.

Cpoxk rognocTu
3 rona.

He ncnonp3oBaTh M0 HCTEYECHUU CpOKa roAHOCTH.

YciaoBust XxpaHeHust
B 3amumnieHHoM OT cBeTa MecTe pH Temneparype He Boie 25 °C.

XpaHI/ITB B HCAOCTYITHOM JJIsA JIETeH MecTe.

YcaoBus ornycka

OTnycKaroT 1o peLenTy.

IIpousBoaurenn

000 «Acnekryc hapmar», Poccus

142717, MockoBckas 001., r.0. Jlennnckuid, . Pa3Buika, tep. Ksapran 1, Bia. 9
17001

AO «Dapmnpoekt», Poccus

192236, r. Cankr-IlerepOypr, ya. Codwuiickas, 1. 14, mut. A.

Jlep:kaTeb perucTPallMOHHOI0 Y10CTOBEPEHUs

00O «Acmektyc hapmay, Poccust
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nomet. I, kom. 20
Tenedon: +7 (495) 660-94-76

Anpec anekrponHoii moutsl: info@aspectus-pharma.ru

Opranusanus, NPUHAMAKOIIAA IPEeTEeH3UH MOTpeduTe e :

000 «Acnekryc hapmar, Poccus

142717, MockoBckast 0011., r.0. JIenunckwid, . Pazsunka, Tep. Kapran 1, B, 9
https://aspectus-pharma.ru/

Ten.: +7 (495) 660-94-76, +7 (916) 205-06-04

Anpec snekrponnoii moutsl: safety@aspectus-pharma.ru
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