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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

BUHITOLETHUH BEJI®APM, 5 mMr/mi1, KOHIIEHTpAT JIJIs1 TPUTOTOBJICHUS pacTBOpa i HH(Y3Hil.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JlelicTByrol€€e BEMIECTBO: BUHITOLIETHH.
Kax/1p1if M1 KOHIIEHTpaTa 715l HPUTOTOBICHHUS pacTBOPA Uit UH(QY3UI COAEPIKUT 5 MI' BUHIIOLIETHHA.

BemectBa, Hamuume KOTOPBIX HAJO YYUTHIBATH B COCTaBE JICKAPCTBEHHOIO Ipenapara: HaTpHs
aucyabPUT (HATpUsi METaOMCYIb(PHT), OCH3MJIOBBIA CIUPT, COPOUTON (COpPOMT), HATPHHA — CM.
pasnensi 4.3, 4.4.

[TonHbIi epedeHs BCIIOMOTaTEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

KoHneHTpar a1 IpuroToBICHHS pacTBOpa IS HH(Y3HIA.

EGCHBGTHHﬁ 1y CJICTKa )KCHTOBaTbIﬁ, WM 3€JICHOBATHIN npoapaquH?I pacTBOp.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K MPUMEHEHH IO

BUHIIOLIETUH BEJI®APM noka3aH K IPUMEHEHUIO y B3pOCIIbIX NAI[MEHTOB B Bo3pacTte OT 18 jer.

o HeBponorus:  TpaH3uTOpHas  MIIEMHYECKas  aTaka,  MIIEMHYECKUH  HHCYIBT,
CUMIITOMATUYECKas TEPAINs ITOCIEICTBUM HHCYIIBTA, COCYAUCTAs JEMEHLUS, aTEPOCKIIEPO3 COCYI0B
rOJIOBHOI'O MO3ra, MOCTTpaBMaTHYeCKasi U TUIEpTEeH3UBHAsI dHLe(daIonaTus, BepredpodasuisipHas
HEJOCTAaTOYHOCTb. [l yMEHBIICHUS BBIPAJKCHHOCTH HEBPOJIOTMYECKUX U ICUXUYECKUX
HapyLICHU, CBA3aHHBIX C HAPYIICHUSIMH KPOBOCHA0KEHMSI TOJIOBHOTO MO3Ta.

o Od¢ranbMonorus: XpOHUYECKHE COCYAUCTHIC 3a00JIEBaHUS CETUYATKH U COCYIUCTON 000JI0UKH
rnasa (Hampumep, TpoMO03 HIIM OOCTPYKIIKS EHTPAIbHOM apTepUH I BEHbI CETYATKH ).

o Orosyiorus: CHMXKEHHE ClOyXxa IpPH OCTPOM COCYAHCTOM MAaTOJOTMHM, TOKCHYECKOM
(JlekapCTBEHHOM) TOPaXEHUHM WM JPYroro MpOUCXOXACHUS (MAMONATHYECKOIo, BCIIEICTBUE
IIIYMOBOTO BO3/IeiicTBUSA), 607e3HN MeHbepa U IIyma B yIax.

4.2. Pe:xuM 103MPOBaHUS M CIIOCO0 MPUMEHEHHU s

PexxuM 103upoBaHus

OOpruHass HavasbHast cyTouHas pgo3a: 20 mr (2 ammynsl wim ¢aakoHa mo 2 mi) B 500 wmi
MH(Y3MOHHOTO pacTBopa. B 3aBUCHMOCTH OT MEPEHOCHMOCTH, B TeueHue 2—3 IHEH 103y MOXKHO
yBEIUYHUTH He O60see ueM 10 1 Mr/kr/nens. Cpeausis Mpoa0KUTENBHOCTD Jeuenus 10—14 naeil.

Cpennsis cyrouHas go3a npu Macce tena 70 kr — 50 mr B 500 M nH(y3uOHHOTO pacTBOpa.

[locne 3aBepuieHHss Kypca HH(GY3MOHHON Tepaluyd pEeKOMEHAYETCs MPOAOKUTh Teparuio
nepopanbHbIMU opMaMu 1o cxeme: 1 TabneTka mpenapara BUHNOLETHH 3 pa3a B cyTkH (30 Mr/cyT).
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Oco0Oble T'PVYIITBI TAITWMEHTOB

Iayuenmsi ¢ noueyHoll u neueHoYHol HedOCMamoYHOCMbIO
[Tpu 3ab0eBaHMM MEYEHH U MTOYEK KOPPEKIIMH T03bI HE TpedyeTcs.
eTu

bezonacuocth u 3¢ dexkruBHOCTh Tpenapara BUHITOLIETUH BEJI®APM y nereii u moapoCTKOB OT
0 o 18 ner He ycTaHOBIIEHBI. [laHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

[IpemapaT npeqHa3HayeH ISl BHYTPUBEHHOW KamelbHON MH(Y3UH, BBOJUTH MEIIEHHO (CKOPOCTh
nH(]Y3UH HE TODKHA MpeBhIaTh 80 Kareab/MuH)!

3anpeunaercss BBOAMTH BHYTPHMbILIEYHO!

3anpeniaercss BBOAUTH BHYTPUBEHHO 0e3 pa3BeneHus!

WHcTpyKIMy 10 MPUTOTOBIEHUIO JIEKAPCTBEHHOTIO Ipenapara nepes NpUMEHEHUEM CM. B pasjiese
6.6.

4.3. lIpoTuBoONOKAa3aHUSA

— ['MnepyyBCTBUTENBHOCTh K BHHIIOLETUHY WJIM K JIIOOOMY U3 BCIIOMOTaTEIbHBIX BEIIECTB,
[IEPEYUCIICHHBIX B pa3zene 6.1.

— Ocrtpas (a3a reMopparu4eckoro MHCYyJbTa.

— Tsoxenas popma umemMuyeckor O0JIE3HN CepAla.

— Tspxenble HapyIIEHUs puTMa cep/ua.

- bepeMeHHOCTB, TIepHO KOPMJICHHUSI TPYAbIO U NMPUMEHEHHE Y KCHIIUH C COXPaHEHHOU
JIETOPOHON (PyHKIIMEH, HE NCIIONIB3YIONINX HACKHBIN METO KOHTPALICTILIUH .

— HenepenocumocTs  QpyKTO3BI  HWJIM  HEIOCTAaTOYHOCTH  (pepmeHTa  (pyKTO30-1,6-
audocdarassl.

— Hetckuii Bo3pact 110 18 ner.
4.4. Ocobble yKka3aHHus U MepPbl NPeI0CTOPO:KHOCTH NPH NPUMEHEHUH

C 0CTOPOIKHOCTBIO

[ToBbIlIEHHOE BHYTPUYEPENHOE [ABJIICHUE, NMPUEM AHTUAPUTMHUYECKHUX IIPENApaToB, HAPYLICHUS
pUTMa cep/ra, CHHAPOM yITuHEHHOTo nHTepBana QT.

ITpenapatr BUHITOLIETHUH BEJI®APM, koHLIEHTpAT A NPUTOTOBJIEHUS pacTBOpa A HHPY3UH,
MO>XHO HaYMHATh IPUMEHATH TOJBKO MOCJIE TIIATEIBHOIO aHAIN3a MOJIb3bl M PUCKOB, CONPSIKEHHBIX
C €ro IPUMEHEHUEM IIPU HAJIMYUU Y ITALIMEHTA IOBBILIEHHOIO BHYTPUYEPEITHOTO JaBJICHUS, apUTMUHU
WIA CHHApPOMa yaiauHeHHoro wHTepBana QT, a Taxke Ha (oHE MPUMEHEHUS aHTHAPUTMHUYECKUX
[Ipenaparos.

Hammune cuaapoma ymmmHeHHOTO MHTepBaia QT u mpuem npenapaToB, BHI3BIBAIOIINX YUTHHEHHE
untepBana QT, TpedyeT nepuouyeckoro KOHTpoist dnekTpokapauorpamMmmsr (OKT).

BcnoMorarensHble BEIIECTBA

ITpenapat comepxut copouton (E420) 80 mr/1 mi, KOTOpBIHA SBISETCS MCTOUHUKOM (DPYKTO3BI.
Crnemyer yduThIBaTh QIIUTHBHBIN dPQPEKT MPU COBMECTHOM IpPHEME MPENapaToB, COACPIKAIINX
copouron (wm GpykTo3y), ¢ moTpedieHuemM copburona (M GpykTo3bl) B MUALIEBOM paIlOHE.
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IIPUHUMATh JaHHBIA mpenapar. [lepen HazHadyeHUEM DTOrO JIEKAPCTBEHHOI'O CPEACTBA Y Ka)JA0ro
MaIMeHTa JOJDKEH OBITh B3SAT MOJAPOOHBIM aHAMHE3 B OTHOIICHWH CHMIITOMOB HACIIEJICTBEHHOMN
HEMEPEHOCUMOCTH (PYKTO3HI.

[Ipenapar comepxut O6eH3unoBbIA cupT 10 Mr B 1 M1, KOTOPBIN MOXKET BBI3BAaTh aJIEPTHUECKHUE
peakiuu. bonbire 00beMbI ClieAyeT IPUMEHSATh C OCTOPOKHOCTBIO U TOJIBKO IIPU HEOOXOIUMOCTH,
0COOCHHO y MAIMEHTOB C HapylleHHeM (YHKIMM TMEeUEHU WM MOYEeK M3-3a PUCKA HAKOIUICHUS U
TOKCUYHOCTH (META0OINYECKHIA allu03).

[Ipenapar conepxxkut Hatpus aucyabdut (E223) 1 mr B 1 M, KOTOPBIA B PEIKHX CIAydasx MOXKET
BBI3BIBATh CEPHE3HBIC PEAKIIUU THIIEPIYBCTBUTEIIBHOCTH H OPOHXOCIIA3M.

[Ipenapar comepxut MeHee 1 MMoib HaTpus (23 Mr) B KaXJI0i amityine wid ¢JaakoHe, TO €CTh, 10
CyTH, HE COJICPKUT HATPHUSI.

4.5. BzaumojeiictTBue ¢ JAPYIrMMH JIeKADCTBEHHbIMH HpenapaTamMM W Jpyrue BH/bI
B3aMMO/1eliCTBUA

BzaumopeiictBus He Ha6J'IIO,I(a€TC$[ InIpu OAHOBPEMCHHOM IIPUMCHCHUU C 6eTa-az[peHo6n0KaTopaMI/I
(XJIOpaHOJIOJI, HI/IHIIOJIOJI), KJIoImaMuaoM, FJII/I6CHKJI3MI/IIIOM, AUTOKCHUHOM, alCHOKYMAapoJioM,
TuapoxjaopoTuasnaomM, UMHUIIPAMHUHOM.

OI[HOBpeMeHHOC IMPUMCHCHUC BUHIIOLCTHHA H aJII)(l)a-MeTI/IJII[OHI)I HWHOIr'Ja BBI3BIBAJIO HEKOTOPOC
yCUJIEHUE THUIOTEH3UBHOTO 3(deKTa, MOo3TOMY MpU TAKOM JIEUYCHUH TpeOyeTcs peryaspHbIi
KOHTPOJIb apTepuasibHoro nasieHus (AJl).

HeCMOTpH Ha OTCYTCTBUC JAHHBIX, JIIOATBCPKAAOIINX  BO3MOXHOCTb B38.PIMO,Z[€I>1CTBPI$I,
PEKOMCHAYCTCA IPOABIATE OCTOPOXKHOCTHL IPU OJHOBPCMCHHOM HA3HAYCHHU C IIpClapartaMu
HEHTPAJIBHOI'0, IPOTUBOAPUTMHUYCCKOI'O 1 aHTUKOAT'YJITHTHOI'O ﬂeﬁCTBHH.

I[aHHI)If/'I npemnapat XMMUYCCKH HECOBMCCTHUM C I'CIIAPpUHOM, IMO3TOMY HMX HEJIL3d CMCIIMBATL, HO
MOKHO IPOBOAUTH OAHOBPEMCHHYIO TCPAIIMIO AHTUKOAl'YJISIHTAMU.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDH U JIAKTALUSA

Bo Bpems 6epeMeHHOCTH U B IEPHOJ] TPYAHOTO BCKAPMIIMBAHHS, 4 TAKXKE Y KEHIIKUH C COXpaHEHHON
JNETOPOAHON (PYHKIIMEH, HE WCIOIB3YIOMUX HAJASKHBIM METOJ] KOHTpAlENIUUd, MNPUMEHEHHE
BUHITIOLIETUHA IIPOTUBOINIOKA3aHO.

bepemeHHOCTH

BuHnoueTH npoHUKaeT yepes IaleHTapHbIi 6apbep, HO €ro KOHLIEHTPAIMs B IUIALIEHTE U B KPOBU
IJ10/J1a HUKE, 4eM B KpOoBH OepeMeHHOM. VccnenoBanus Ha )KMBOTHBIX [MOKA3aJIl PENPOTYKTUBHYIO
TOKCUYHOCTB, BKIIIOUYasl ITOPOKHU pa3BUTHsA Y KpbIC. B HccieqoBaHUAX HA )KUBOTHBIX IIPU BBEIACHUU
0OJBIINX 03 BO3HMKAJIM IUIALIEHTapHbIE KPOBOTEUEHMS] M CIIOHTaHHbIE a0OpThI, BEPOSITHO, B
pe3ynbTaTe YCUIIEHUs IJIAEHTaPHOI0 KPOBOTOKA.

JlakTarms

BuHNONETMH NpPOHMKAET B TpPyAHOE MOJIOKO. B wuccienoBaHMsX C HNPUMEHEHHEM MEUYEHOIO
BUHIIOIIETHHA PaJIMOAKTUBHOCTH TPYIHOTO MOJIOKA Oblja B JIECSATh pa3 BhIIIE, YEM B KPOBH MaTepH.
B Tedyenue vaca B rpynHoe Monoko nponukaer 0,25 % npunaTol no3el npenapata. [lockosbky
BUHITIOIIETHH MMPOHUKAET B IPYAHOE MOJIOKO, & JAHHBIE O €r0 BIUSHUHN Ha OPIraHU3M HOBOPOKJIEHHOTO
OTCYTCTBYIOT, IPUMEHEHHUE Iperapara BO BpeMsl IPyAHOI0 BCKapMIIMBaHUS IPOTHBOIIOKA3aHO.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCNOPTHBIMH CpeacTBAaMH M padorarh ¢
MeXaHHU3MaMH



HaHHBIe O BJIMAHHH BHHIIOLICTHHA Ha CIIOCOOHOCTD K

paboTy ¢ MeXaHU3MaMH OTCYTCTBYIOT.

4.8. HexenaTelbHbIE peaKkMU

Tabnuaaoe pE3IOMe HEXKENIaTeIbHBIX pPeaKIIni
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COOTBETC TEn'ET -'I-I’_EF'TH 'H-' OTYETY

HexenaTenbHpIEe peakiuu MPUBEACHBI HIKE MO CHCTEMHO-OPTaHHBIM KJIaccaM B COOTBETCTBUU C
knaccupukanueit MedDRA u ¢ yactoroit BosHuKHOBeHHS: HeyacTo (o1 >1/1000 mo <1/100), peaxo
(ot >1/10000 mo <1/1000), ouenb peako (<1/10000).

CucreMHoO-oprannblii kjaace | Yacrora HeskenarenbHble peakuuu
Hapymenust co ctopoHnsl Penxo TpoMOOIUTONICHNUS, aTTITFOTHHALIUS
KpOBH U TUM(paTHIECKON SPUTPOLIUTOB
CUCTEMBI

Ouenb penko | Anemus

Hapymienust co cTopoHsl
VMMYHHOH CHUCTEMBI

OueHb pesiko

Peakuuu TUIICPYYBCTBUTCIBHOCTH

Hapymenus merabonusma u | Penko ['unepxonecrepuHeMusi, caxapHblil [uadeT
MUTaHUS

Ouenb peako | AHOpEKCHs
[Icnxnyeckue HapylIeHUs Heuacto Olidopus

Penxo becnokoiicTBo

Ouens penko | Jenpeccus

Hapymenust co ctoponsl
HEPBHOM CUCTEMBI

Penxo

['onoBHas 607, TOIOBOKPYKEHHE,
OJHOCTOPOHHMI Nape3, COHIMBOCTh

Ouensb penko

Tpemop, moTepsi CO3HAHUS, TUIIOTOHUS,
pe0OMOPOYHOE COCTOSTHHE

Hapymienust co cTopoHsl
OpraHa 3peHus

Penxo

I'ndema, 1anbHO30pPKOCTH, OIU30PYKOCTH,
3aTyMaHEHHOCTh 3PEHUS

Ouensb penko

FI/IHepeMI/IH KOHBIOHKTHBEI, OTCK COCKa
3PUTCIBHOIO HEPBA, JUILJIOIINA

Hapymenus co ctopoHsl
oprasa ciyxa u JabupuHTa

Penxo

Hapymenns ciyxa, runepaxkysus, TUIIOAKy3us,
BEPTUTO

OueHb penko

[IIym B ymax

Hapymienust co cTopoHsl
cepaLa

Penxo

Nmemus/muHpapkT MHOKap/ia, CTCHOKapAus,
apuTMus, OpaguKapans, TaXuKapaus,
HKCTPACHCTOIIHS, OLIYIIEHUE CepaIieOneHHs

OueHb penko

CepaeuHast HEIOCTaTOYHOCTh, PUOPUILIALUS
npeacepauin

4
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HapymeHI/m CO CTOPOHBI Penko CHUKCHIC Aﬂ, MMOBBIIOCHUT A/_L, «upyuu/usbl»
COCYJIOB

Ouensb penko | JlabunsHOCTh AJl, BEeHO3HAs! HEJOCTATOYHOCTD
Hapyienus co ctopoHbl Penko JuckoMpopT B SIUTACTPUH, CYXOCTh BO PTY,
YKETyI0YHO-KHUIIIEYHOTO TOLIHOTA
Tpakra

Ouensb penko | [loBeillieHHOE CIIIOHOOT/IETICHUE, PBOTA
Hapymenust co ctopoHnsl Penxo Oputema, THIEPruapo3, KpanuBHULIA

KOXXHU ¥ TTOAKOKHBIX TKaHEH
Ouensb peaxo | Jepmarur, 3ya

OOuye HapymeHus u Heuacto YyscTBO Xapa
peaKIu B MECTE BBEJICHUS
Penxo AcTteHus, 9yBCTBO AUCKOM(DOpTa B TPyIHOU
KJIIETKE, BOCIIAJICHUE U TPOMOO3 B MECTe
BBEJICHUS
JlabopartopHbie 1 Heuacro Camxenune AJ]
WHCTPYMEHTAJIbHbIEC JaHHbIE
Penxo [ToBwimenue AJl, yanunenue unrepBaia QT Ha

AIIEKTPOKAPINOTPaMMeE, JieTipeccus cermenTa ST
HAa DJIEKTPOKApIUOTPaMMeE, TTOBBIIIICHHE
KOHIICHTPAIlMM MOYEBUHBI CHIBOPOTKH KPOBHU

Odenb penko | YBenuueHHEe akTUBHOCTH JIAaKTaTAECTUAPOTE€HA3bI,
yanuHeHue uurepsaia PR
3JIEKTPOKAPINOTPAMMBI, U3MEHEHHUS Ha
IIEKTPOKAPAUOTrpaMMe

COO6H.I€HI/IC 0 TOA03PEBACMBIX HCKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmiath 0 1oj03peBaeMbIX HEXENATeNbHBIX peaklusiX MOCie perucTpanuu npenapara ¢
1eJIbI0 00eCTIeYeHN s HEMPEPHIBHOIO MOHUTOPHUHIa COOTHOILIEHHS «I10JIb3a — PUCK) JIEKAPCTBEHHOTO
npenapata. MeauIMHCKMM paOOTHHKAM PEKOMEHAYETCs COOOIIaTh O JIOBIX I10/103PEBAEMBIX
HEXXEeJaTeNIbHbIX PEaKIUAX JIEKAPCTBEHHOIO MperapaTa yepe3 HallMOHaIbHbIE CUCTEMbI COOOIIEHUH
0 HEXeJlaTeNbHbIX peaklUsiX rocyaapcTB — WieHOB EBpa3uiickoro 3kOHOMH4ECKOro COr03a.

Poccuiickas ®edepayus

109012, r. MockBa, CraBsiHcKast TuIomiaip, 1. 4, ctp. 1

denepanbHas ciayx0Oa mo Hamz3opy B cdepe 3apaBooxpanenus (Poc3npaBHanzop)

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

Anpec >neKTpOoHHOU mouThl: pharm@roszdravnadzor.gov.ru wmm npr@roszdravnadzor.gov.ru
Anpec unTepHeT-caiTa: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka
HaHHBIe 0 IEPEAO3UPOBKE BUHIIOUCTUHOM OTCYTCTBYIOT. I/I3BeCTHO, 4YTO NPpUMCHCHHUE BUHIIOUCTUHA

B J103€¢ | MI/KT Macchl Te1a MOKET CUUTAThCS 0€30MacHbIM. B CBSI3U C OTCYTCTBHEM JIaHHBIX CIIEAYeT
n30eraTh MPUMEHEHUS BUHIIOIIETHHA B 00JI€€ BBICOKHX J103aX.
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5. PAPMAKOJIOT MYECKHE CBOMCTBA (MOCNEOQBATENBEHOCTE 0004)

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

CDapMaKOTepaHCBTI/I‘IeCKaH I'pyuia: IICUXO0aHAJICIITUKU, ICUXOCTUMYJIIATOPHI, CpeacTBa,
IMPUMCHACMBIC ITPU CUHAPOME I[G(l)I/H_[I/ITa BHHUMAaHHA C TUIICPAKTUBHOCTBIO, 1 HOOTPOITHLIC CPCACTBA,
APYTUue rCUXOCTUMYJIATOPEI U HOOTPOIIHBIE CPEACTBA.

Kox ATX: NO6BX18

MexaHusM aeiictBus U hapMakoauHaMudeckue 3O GhEKTHI

MexaHu3M JAEUCTBUS BHUHIIOLETHHA CKJIAABIBACTCS W3 HECKOJIBKHUX JJIEMEHTOB: OH YJIy4IlaeT
MO3TOBOH KPOBOTOK M MeTa0O0JIM3M T'OJIOBHOI'O MO3ra, OKa3blBaeT OJaronpusTHOE BO3ACHCTBUE Ha
PEO0JIOTMYECKUE CBOMCTBA KPOBHU.

HeiiporiporekTBHOE  jAelicTBHE  pealu3yeTcsi 3a CYeT CHIDKEHUS  HeOIarompusTHOro
[IUTOTOKCHYECKOTO BIIMSHUS BO30YKIAIOIINX aMHUHOKUCIIOT. Biiokupyet norennuan3asucumbie Na*
u Ca?" xamamst NMDA- u AMPA-penentopsl. IToBbIIIAET HEHPONPOTEKTUBHOE IEHCTBUE
aJIeHO3MHA. BUHIIONETHH CTUMYIHPYET METa0O0IM3M TOJIOBHOTO MO3Ta: OH yBEJIHMYMBACT 3aXBaT U
noTpeblieHne TIIIOKO3bl M Kuciopoja. lloBbllIaeT TONEPAaHTHOCTh K TUIOKCUHU; YBEIMYHUBACT
TPAHCHOPT TJIFOKO3bI, €AWHCTBEHHOTO MCTOYHHMKA DHEPTUU JUIsI TKAaHU TOJOBHOTO MO3Ta, 4epes
reMatodHIeQalndeckuil 6apbep; cMeIaeT MeTadoIu3M TIIIOKO3bl B CTOPOHY dHEpreThuyecku Oosee
BBITOIHOTO a’poOHoro mytu. CenekTuBHO uHrHOupyer Ca?-xambMmomymuHzaBucumyo 1l M®-
docdoaurcTepasy; MOBBIMIAET COACPKAHHE UKIUYECKOro ajeHo3uHMoHodochata (UAMD) u
UKIMYECKOro  ryaHo3uHMoHodocdara  (uIM®P)  romoBHOro  Mo3ra,  KOHIEHTPAIHIO
anenosuntpudocdara (ATD) u coornomenne ATO/AMD B TKaHIX FOJIOBHOIO MO3ra; YCHIUBAET
OOMEH CepOTOHMHA M HOPAJPEHAJIMHA B TOJOBHOM MO3T€, CTUMYJIHPYET HOPAIPEHEPTHUECKYIO
HEHPOMEINATOPHYIO CUCTEMY, a TAK)KE OKa3bIBaeT aHTHOKCUJAHTHOE JICUCTBUE; B pe3ybTaTe BCEX
5THX 3()(PEKTOB BUHIIOIIETHH OKA3bIBACT LEPEOPONPOTEKTOPHOE ACHUCTBHE.

VYiydiaeT MUKPOLMPKYIISLMIO B TOJIOBHOM MO3Te 3a CUET MHTMOMPOBAHUS arperaliui TpOMOOLIUTOB,
CHIDKEHHUS MAaTOJIOIMYECKU MOBBIIIEHHON BA3KOCTU KPOBH, MOBBILIEHUSI CHOCOOHOCTH APUTPOLIUTOB
K ehopMaIii ¥ MHrHOMPOBAHUS 3aXBaTa aJIeHO3MHA; CIIOCOOCTBYET EPEX0y KHCIOPOa B KIIETKU
3a CYET CHUIKEHUS K HEMY CPOJICTBA SPUTPOLIUTOB.

N36upaTenbHO yBENTMYMBAET MO3TOBOM KPOBOTOK 3a CYET YBEJIHMYEHHUS MO3TrOBOH (pakiuu
CepJIeYHOr0 BBIOpPOCA, CHIKEHUS LIepeOpabHOTO COCYIMCTOTO CONPOTUBIIEHHS 0€3 CYIIeCTBEHHOTO
BIMSIHMS Ha CUCTEMHBbIE TIOKa3zaTenu KpoBooOpamieHus (A/Jl, cepaedHslif BBIOpOC, YacToTy
CEeplIeUHBIX COKpAIleHMH, olmiee mepudepudeckoe COCYIHCTOE CONPOTHUBIECHHE); HE BBI3BIBAET
apdexT «oOkpanpiBaHus». Ha ¢oHe mpuMeHeHus BHUHIOLETHHA YIy4lllaeTcss KpOBOCHAOXeHHE
MOBPEXJICHHBIX (HO eIle He HEKPOTH3MPOBAHHBIX) YYAaCTKOB HINEMHH C HHU3KOH mepdysueit
(«obpatHbIi 2P PeKT 00KpabIBAHUAY).

5.2. dapmakoKUHEeTHYECKHUeE CBOIiCTBA

Pacnpenenenue

B HOKITMHMYECKHX HMCCIEIOBAHHUAX BBEIEHUS PAJMOAKTHBHO MEUYCHOTO BUHIIOIETHHA BHYTPH OH
OTpeNieNIICsl B HAMBBICIIMX KOHIEHTPALMAX B TEYEHH M IKEIyJOYHO-KHMIIEUYHOM TpPAKTE.
MakcumanbHasg KOHIIEHTpalus B TKaHSAX OTMedaercs depe3 2—4 yaca mociie MpueMa BHYTPb.
KonnyecTBo painoakTUBHOTO M30TOIA B TOJIOBHOM MO3Te HE MPEBBIIIAIO TAKOBOTO B KpoBU. CBS3b
c 6enkaMu B opraHusme uesnoBeka — 66 %. buopoctynHocTs npu npueme BHYTph — 7 %. O0beM
pacripenienienust cocrapisieT 246,7 + 88,5 11, UTO CBUIETENBCTBYET O 3HAYMTEIHHOM CBSI3bIBAHUU C
Tka"smMu. Kinupenc Bunnonetrna (66,7 i1/4) mpeBbIlIaeT CKOPOCTh MEYEHOUYHOT0 KpoBoTOKa (50 11/1),
YTO YKa3bIBaeT Ha BHEIIOUEUHBIH METa0OIU3M.
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Buorpanchopmarius

OCHOBHBIM METa0OIMTOM BHHITOIETHHA SBJISIETCS alloBUHKaMuHOBas kucinoTa (ABK), nomnst kotopoit
y uenoBeka cocraBisier 25-30 %. Ilocie nmpuema BHHMIOLIETHMHA BHYTPh ILIOIIAJb HOJ KPUBOH
«koHLeHTpauus-BpeMsi» ABK B 2 pa3a 0osbllie TakoBOH IOCIE BHYTPUBEHHOIO BBEACHUS. JTO
cBUIETENLCTBYET 0 ToM, uTo ABK o0pa3yercs B mporecce MeTadosiM3mMa MepBOro MPOXOKISHUS
BUHIIOICTHHA. J[pyrUMU H3BECTHBIMU METAOOIMTaMU SBJISIOTCS TUPOKCUBHHITONCTHH, THIPOKCH-
ABK, nuruapokcu-ABK-riauuHar, a Takke uX KOHBIOTAHThI C TIIFOKYPOHUIAMU H/WIH CyJIb(aTamu.
B noxnmHuYecKux MCCIeOBAaHUAX MMOKa3aHO, YTO B HEU3MEHHOM BHJI€ BUHIIOLIETUH BBIICISECTCS B
HeOoJIbIIOM KoJudecTBe. Koppekius 1036l Yy MAllMEHTOB ¢ 3a00J€BaHUSMH TICYCHH M TOYEK HE
TpeOyeTcsl, Tak KaKk BUHIIOLIETUH HE KyMYIIUPYeT.

ONIMMUHAIMSA

[Tocie MHOTOKpATHOTO MpreMa BHYTPb B 103€ 5 uin 10 Mr KUHETHKA BUHIIOLIETHHA HOCUT JTMHEHHBIH
xapakTep. PaBHOBecHas konmeHTpauusi cocraBimser 1,2 += 0,27 wr/mn u 2,1 £+ 0,33 Hr/ma
cooTBeTCTBeHHO. llepuos nmonyBbiBeieHus y yesnoBeka paBeH 4,83 + 1,29 yacos. B uccrnenoBanusix
C PaaMOAKTUBHO MEUEHBIM MPENapaToM yCTAHOBIJICHO, YTO BBIJICTICHUE OCYIIECTBISIETCS MOYKAMHU U
yepe3 KUIIEYHUK B cooTHomeHuu 60:40. B noxiMHHUYECKHX HCCIEIOBaHMUIX HauOOoIblIas
PaZOaKTUBHOCTD OMpEJeNsaiach B JKEM4YH, OJHAKO HE HAiJIEHO MOATBEPXKACHUS 3HAYUTEIHHOU
SHTEPOTeNaTUYECKON LUPKYJISAIUUA. AMNOBUHKAMHUHOBAs KHCIIOTAa BBIBOJUTCS IOYKAMH ITyTEM
MPOCTOM KIIyOOUKOBOW (DMIBTpPAIUU, IEPUOJ] TOTYBBIBEACHHS 3aBUCUT OT MPUHSATONU O3Bl U MYTH
BBE/ICHHS BUHIIOIETHHA.

dapMaKOKMHETHUKA Y 0COOBIX I'pyIiI NanmucHTOB (BO3DaCT, COIIYTCTBYVYIOIIIHNEC 3360HeBaHI/I5{)

BI)ISIBJIGHO, 4qTo Q)apMaKOKI/IHCTI/IKa BHUHIIOLCTHHA Y ITOKUJIBIX MMALIMCHTOB 3HAYUMO HC OTJIINYACTCA OT
TaKOBOM Y MOJIOABIX IMMAIIUCHTOB, KYMYJISINUA IIpCIiapaTta OTCYTCTBYCT. HOBTOMy BHUHITIOLICTHH MOXXHO
Ha3Ha4YaTh NalluCHTaM C HAPYIICHUAMU q)yHKIII/II/I INCYCHHU U ITOYCK JJIUTCIIBHO U B OOBIYHBIX J03ax.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. [lepeuensb BcnoMoraTejbHbIX BelIECTB

AcCKOpOMHOBas KUCIIOTA

Harpus nucynbdut (HaTpust MeTadbucyib(uT)
Bunnas xuciora

ben3nnoselil ciupt

CopouTon (copour)

Boa qi1s uebeKImi
6.2. HecoBMecTHMOCTH

JlaHHBI JIEKapCTBEHHBIM Npenapar HE CIeAyeT CMEIMBaTh € JPYTMMH JIEKApCTBEHHBIMU
IIpenapaTamu, 3a UCKJIFOUEHUEM YIIOMSIHYTHIX B paszzaene 6.6.

HpenapaT XUMHYCCKU HCCOBMECCTHUM C TCIIAPUHOM, IMO3TOMY 3TH ABa JICKAPCTBCHHBIX CPCACTBA
HCJIb3d CMCIINBATL B OJHOM IIIIPHUNIEC WK CUCTEMC IJId BHYTPUBCHHOI'O KAIlICJIbHOT'O BBCACHU .

[IpemapaT Tax)ke HECOBMECTHM C pPacTBOpaMM JUIsi MUH(Y3UH, cCoAep>KallMMH aMHUHOKHUCIOTHI,
nostomy npenapatr BUHITIOLETUH BEJI®APM, koHUEHTpAT A NIPUTOTOBJIEHUS pacTBOpa AJIs
nH(py3uH, B Iporiecce HHPY3MOHHOM Tepanuu Heb3si BBOAUTH BMECTE C paCTBOPaMH, COJAEPKAIIUMHU
AMUHOKHCIIOTBI.
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6.3. Cpok rogHocTH (CPOK XpaHeHMusl)

5 ner.

Nudy3uonnsiii pactBop npenapata BUHIIOLUETUH BEJI®APM cnenayer ucmoab30BaTh B IEPBBIC
3 yaca mocJie MPUroTOBJICHUS.

6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPU XPAHEHUH
XpaHUTh B 3aLIUIIIEHHOM OT CBETa MECTE IpH Temreparype He Boiwie 25 °C.
6.5. XapakTep u coaep:kaHue YNAKOBKH

Jlng amnya (mpoussoautesib Q00 «Bendapmy)

ITo 2 M, 5 M1, 10 Mut ipenapara B aMIyJibl K3 CBETO3ALIMTHOIrO cTeKiIa. Ha ammyibl 1OMOJTHUTENIBHO
MOJKET OBITh HAHECEHO OJTHO, JIBA WJIM TPHU I[BETHBIX KOJIBIIA.

Ha aAMITyJ1y HAKJIICUBAIOT 3TUKCTKY CAMOKIJICAIYIOCS.

5 aMITy)1 IOMEIIAIOT B KOHTYPHYIO SIMEHKOBYIO YIAKOBKY M3 TUICHKH TIOJMBUHWIXJIOPHIHON MapKu
OI1-73 1 neHKH MOIMMEPHOM WK 0e3 MIIEHKU MOJIMMEPHOH.

1, 2 KOHTypHBbIE AYEHKOBbIE YIIAaKOBKU [TOMEILAIOT B [IAYKy U3 KapTOHA.
B kaxyro nauky BKJIaJbIBAIOT JIMCTOK-BKJIA/IbII, CKAPUPUKATOP aMITyJIbHbIH.

CkapudukaTtop aMIyJbHBIH HE BKJIAJBIBAIOT MIPH MCIIOJIB30BAaHUH aMITYJI C KOJBIIOM M3JI0Ma WM C
HAJpe30M U TOYKOM.

Jlna dunakonos (mpoussoaurens OO0 «Bendbapm-My»)

ITo 2 mi, 5 mu1, 10 Mt penaparta Bo priakoHBI U3 CTEKJIA | THAPONUTUYECKOTO Kilacca, YKYIOPEHHBIE
mpoOKaMu  OpOMOYTHIIKAYIYKOBBIMH, OO0KaThle AIOMUHUEBBIMH WM KOMOWHHPOBAHHBIMHU
ATIOMHHHUEBBIMU C TJIACTMACCOBBIMU KPBIIIIKAMU KOJIITaYKaMHU.

Ha ¢nakoH HakIenBarOT ITUKETKY CaMOKJIESIIIYIOCS.

5 (pakoHOB MOMENIAIOT B KOHTYPHYIO SIUEHKOBYIO YIAKOBKY M3 IUIEHKH MOJIMMEPHON, FepMETUYHO
YKPBITOM MJIEHKOM MonuMepHoOn nin 0e3 Hee.

1, 2 KOHTypHBIE sTYEHKOBBIE YNAaKOBKH WiH 10 5, 10 (hmakoHOB MOMEMIalOT B MayKy U3 KapTOHA C
MEePEropoIKaMu/JI0KEMEHTaMH HJIA 0€3 HUX.

B kaxxayro mauky BKJIaAbIBAIOT JTUCTOK-BKIJIAIBIIII.
6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH MPH YTHIM3ALUH MCNOJIB30BAHHOIO J€KAPCTBEHHOI0

npenapara MM OTXOJ0B, IOJYYCHHBIX IOC/Je NMPUMEHEHHs JEKAPCTBEHHOr0 mpenapara, u
Apyrue MAHMIYJSILMY € IPenapaTom

Jlnsa mpurotoBneHUsT UH(Y3UHU MOXKHO HCIIOJIb30BaTh (DM3MOJIOTHUECKUNA PAcTBOP WM PacTBOPHI,
conepxarue nekctposy (Cancoin, Punrep, Punaexc, Peomakpopaexc).

Bech ocraBmimiicst n1ekapCTBEHHBIM Mpenapar U OTXOJbl CIEAYEeT YHUUYTOXKUTh B YCTAHOBJICHHOM
MOPSIIKE.

7. IEPKATEJIb PETUCTPAIIMOHHOTI' O YIOCTOBEPEHU S

Poccuiickas @enepanns

OO11ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
8
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115184, r. Mockga, niep. O3epkoBckuid, 1. 12, atax 1, HOMeH_[.([IlIEI

Ten.: +7 (3522) 48-60-00
E-mail: fsk@velpharm.ru

7.1. IlpeacraBuTeNb AEpAKATE/IS] PETHCTPALMOHHOIO YA0CTOBEPEeHUs!

IIperen3un HOTDC6I/IT€J'ICI71 HanpasJIATh 110 apeCy.

Poccuiickas ®@enepanus

OO6miecTBO ¢ orpaHUYEHHOM OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
640008, Kypranckas o6:., r. Kypran, npocnext Koncturynuu, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPHUs OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

HCKapCTBeHHbIﬁ npemnapat OTHOCUTCA K KaTCTrOpUH OTITYCKa ITO PpCUCIITY.

Oo6mas xapakrepuctuka JiekapctBeHHoro mpermapata BUHIIOLIETUH BEJI®APM nocrymaa B
€IMHOM PEecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIACTB EBpazuiickoro SKOHOMHYECKOTO
Col3a M Ha O(QUUUATBHOM CaiTe YINOJIHOMOYEHHOIO oOpraHa (SKCIEPTHOW OpraHu3alvun)
https://Ik.regmed.ru/Register/EAEU_SmPC.



