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OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOFO-HPEHA APATA—

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITIAPATA

Bunnonernn-AKOC, 5 mr, TabneTku.

2. KAYMECTBEHHBIA U KOJIMYECTBEHHbBINA COCTAB

JelicTBytoliee BENIECTBO: BUHIIOLICTHH.

Kaxxnas Tabnerka conepKUT 5 MI BUHITOIIETHHA.

BcrmiomorarennHbIe BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npenapara: JakTo3sl MoHOTHApaT — 45,5 Mr (cm. paznenst 4.3., 4.4.).

ITomubIi MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0meTku.
Tabnerku 6eI0ro Mk OEI0ro C KEITOBATHIM OTTEHKOM I[BETA, IIOCKOIMIMHIPUIECKON (HOPMBI

C (baCKOﬁ. HOHYCKaeTCSI HC3HAYUTCIIbHAA «MPaAMOPHOCTB).

4. KINMHUYECKUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

Bunnouernn-AKOC noka3aH K NpUMEHEHHUIO y B3POCIIbIX.

— Hesponorus: cuMnTomMaruyeckas Tepamus IOCHEICTBUN  HMIIEMHUYECKOTO0 HHCYJbTA,
BepTeOpO0a3UIIIPHON HEJAOCTATOYHOCTH, COCYAMCTOM JEMEHILIMH, aTepoCKIepo3a COCY/O0B
TOJIOBHOT'O MO3r'a, IOCTTPaBMaTUYECKON U TMIepTOHNYECKOH 3HIedanonaTtuu. [{ns ymeHbieHus
BBIPQKEHHOCTU HEBPOJIOTMYECKUX M IICUXUYECKUX HApYyLIEHWH, CBA3aHHBIX C HapyLIECHUSMU
KPOBOCHA0KE€HUS TOJIOBHOT'O MO3Ta.

— O¢ranbMomorus: XpoOHUUECKHE COCYAUCThIe 3a00I€BaHUs CETYATKU U COCYIUCTON 000T0UYKH
riasa.

— Orosiorusi: CHWXKEHHE CllyXa MEpLEeNnTUBHOro TUMa, 00ie3Hb MeHbepa, OLIylIeHHe IIymMa B
yIax.

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 MPUMEHEHHUs

PexuMm mo3upoBanus

OO6p1yHO cyTouHas no03a cocTtaBiser 15-30 mr (mo 5-10 mr 3 pasa B JieHb).

Hauanphas CyTOYHAad n03a COCTABJISICT 15 mr. MakcumanbHas CyTOYHad n03a — 30 mr.
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HpI/I 3a001€BaHUsAX IIOYEK K II€UYECHHU npenapar—HasHataotr—>s 0OLIHOMH HO3€; VTV}’TCTBHG
KyMYJIALIUA TO3BOJIACT HPOBOAUTDH JJIMTCIBHBIC KYPChI JICUHCHU.

Cnoco0 rmpuMeHeHus

Bnytpsb, nocie epl.

4.3. IlpoTUBONOKA3AHUS

— I'unepuyBCTBUTENLHOCTh K BUHIIOLETUHY WIM K JIFOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MepEUYUCIICHHBIX B pazjene 6.1.

— bepeMeHHOCTb, TepuOJ KOPMIIEHUS TPYIbI0O U TNPUMEHEHHE Yy KEHIIUH C COXpaHEHHOU
JIETOPOTHON (PYHKIIMEH, HE UCIIOJIb3YIONIUX HAEKHBIN METO ] KOHTPAIICTIIIHH .

— Penkue HacnencTBeHHble 3a00Ji€BaHMS:  HEMEPEHOCHUMOCTbh  TaJlaKTO3bl,  JIaKTa3Has
HEJ0CTAaTOYHOCTh, TTIIOKO30-TaJaKTO3HAs MallbaOCopOIIHs.

— Jlerckuii Bo3pacT 110 18 et (BciencTBrue OTCYTCTBHS IaHHBIX KIMHUYECKUX UCCIIEIOBAHUN).
4.4. OcoOble ykazaHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

Hanmuume cunapoma ynauHenHoro wuHTepBaia QT w mpuem mnpenapaTtoB, BbI3BIBAOIINX
ynnuHeHue unrepaia QT, Tpedyet nepuoaudeckoro koutpois IKI .

Tao6nerka Bunnonernn-AKOC conepxut 45,5 Mr 1aKTO36I MOHOTHIpaTAa.

[TarueHTHl ¢ TaKUMH PEAKUMHU HACICACTBCHHBIMU 3a00JIEBAaHUSMHU, KaK HEMEPCHOCUMOCTH
TaJIakTO3bl, Te(OUIUT JAKTa3bl, TITFOKO30-TATAKTO3HAs MallbaOCOpOLHsl, He JOJHKHBI TPHHUMATH
JTAHHBIN TIpernapar.

4.5. B3auMmopeiictBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH NpenapaTamMM M JApyrue BHJbI
B3aMMO/1eiicTBUS

B3aumopeiicteue He  HaAOmOmaeTcss TpPH  OJHOBPEMEHHOM  TPUMEHEHMH C  Oerta-
aZpeHo0IokaTopaMu (XJIOPAHOJIOJ, MUHAOJON), KIOMAMUJIOM, TITHOCHKIAMHUIOM, JUTOKCHHOM,
allEHOKYMapoJIOM, THIPOXJIOPOTHAZUIOM U UMUIIPAMUHOM.

OnHOoBpeMeHHOE MPUMEHEHNE BUHIIONETHHA U alb(a-METHIIIONBI HHOT/a BBI3BIBAJIO HEKOTOPOE
YCHUJIEHUE TUIOTEH3UBHOTO d(ddexTa, ModTOMy MPU TaKOM JICUEHUU TpedyeTcs peryiaspHbIi
KOHTPOJIb apTEPUATILHOTO JaBJICHUSI.

HecmoTrpss Ha OTCyTCTBHE JaHHBIX, TOATBEPXKIAIONIUX BO3MOXKHOCTh B3aWMOJICHCTBUS,
PEKOMEHIYETCSl TIPOSIBIISITH OCTOPOKHOCTh TIPH OJHOBPEMEHHOM HAa3HAYEHUU C TpernapaTaMu,
JIEMCTBYIOIIMMHU Ha LEHTPAIbHYIO HEPBHYIO CUCTEMY U C MpenapaTaMyu MPOTUBOAPUTMUUYECKOTO
Y QaHTUKOATryJISIHTHOTO JIEUCTBHUSI.

4.6. ®epTHIBHOCTD, 0€PEeMEHHOCTD M JIAKTALMSA

Bo Bpemss OepeMeHHOCTH W B TEPUOJ TPYJHOTO BCKApMIIMBAHHS, a TAaKXe y JKCHIIUH C
COXpPaHEHHOHN JETOPOIHON (YHKIMEH, HE HMCIOJB3YIOMNUX HAJACKHBIA METOJ KOHTpAIEHInu,

MPUMCHCHHUC BUHIIOLCTHHA ITPOTUBOIIOKA3aHO.
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bepemeHHOoCTHL

BuHmnoneTH mpoHUKaeT yepe3 IJIaleHTapHBI Oapbep, HO B IUIAIICHTE M B KPOBHU ILIOJA €ro
KOHIIEHTpalusi HWXKe, 4eM B KpoBU OepeMeHHOM. MccrnemoBaHus Ha XKUBOTHBIX I1OKa3alu
PENpPOAYKTUBHYIO TOKCHYHOCTh, BKJIIOUash MOPOKU pa3BUTUS y Kpbic. B uccnenoBaHusax Ha
JKUBOTHBIX MTPH BBEJICHUU OOJIBIITUX 7103 BOSHUKAIHU TUIAIEHTAPHBIC KPOBOTCUCHHSI U CIIOHTAHHBIC
abopThI, BEPOSITHO, B PE3YJIbTATE YCUJICHUS IUIALIEHTAPHOIO KPOBOTOKA.

JlakTanus

BunnonetTun npoHWKaer B TpyJHOE MOJIOKO. B wHccienoBaHUsIX ¢ NMPUMEHEHHEM MEUEHOTrO
BUHIIOIICTHHA PAJUOAKTHBHOCTh TPYJHOTO MOJIOKA ObLIa B JECATH pa3 BHINIC, YeM B KPOBU
Marepu. B teuenue 1 vaca B rpynnoe moinoko nponukaetr 0,25% npuHsaTON A03bI Ipenapara.
[TockonbKy BUHIOLIETUH MPOHUKAET B TPYJHOE MOJIOKO, a IaHHBIE O BIUSHUU BHHIIOLETHHA HA
JeTel TpyAHOro BO3pacTa OTCYTCTBYIOT, IPUMEHEHHUE €ro BO BpPEeMs TPYJHOTO BCKapMIIMBAHUS
IIPOTUBOMNOKA3aHO.

4.7. Bausinue HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CpPeACTBAMH M padorarh ¢
MeXaHU3MaMH

JlanHble 0 BIMSHUM BUHIOLIETHHA HA CIIOCOOHOCTH YMPABISATH TPAHCIIOPTHBIMU CPEJICTBAMHU U
paboTaTh C MEXaHU3MaMHU OTCYTCTBYIOT.

4.8. Hexkes1aTeibHbIE peaKkIUH

Pe3roMe HexkenaTenbHbIX PeaKIIUM

B xone xIMHMYECKUX HCCIEOBAaHUN HauOollee YacTO HEeXeNaTeNbHbIE Peaklud BO3HUKAIU B
CIIETYIOIIUX CHUCTEMHO-OPTaHHBIX Kiaccax (Mo Kiaccuukanuu MeAUIMHCKOTO CIIOBaps IS
PETYISITOPHOM JIEATSIEHOCTH ), KOTOPBIE IPUBEICHBI B COOTBETCTBHH C YaCTOTOW BOSHHKHOBCHHSL:
Heyacto (ot >1/1 000 g0 <1/100), peaxo (ot >1/10 000 1o <1/1 000); ouens peaxo (<1/10 000).
Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemol

Penxo: neifikoneHus, TpOMOOIIUTONIECHUS.

OdeHb pe/IKo: aHEeMUS, arTJIFOTHHAIIAS YPUTPOIIUTOB.

Hapywenus co cmopoHnsl uMMyHHOU cucmembl

OdeHb peKo: PeaKIuu TUIIEPUYBCTBUTEIILHOCTH.

Hapywenus memabonuzma u numanus

Heuwacro: rumepxoiecTepuHEeMUS.

Penko: cHmkeHUe anmeTuTa, aHOPEKCHsl, CaXapHbIi 1uader.

Tlcuxuueckue napywenus

Penko: 6ecconnmia, HapyIeHue cHa, OECIIOKOWCTBO.

Ouensb penko: dopus, JeTpeccHs.

Hapywenus co cmoponvl nepénoti cucmembl
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Heuacto: ronosHas 00b.

Penko: rooBOKpyKeHHE, pacCTpOMCTBO BKyca, CTYNOpP, OJHOCTOPOHHHUI Mape3, COHJIMBOCTH,

aMHe3usl.
OdeHb peKo: TPEMOP, CIIa3MBbl.

Hapywenus co cmoponuvl opeana spenust

Penko: orek cocka 3puTENbHOTO HEPBA.

OdeHb peKo: TUIIEPEMUS] KOHbIOHKTHBBI.
Hapywenus co cmoponwl opeana ciyxa u nabupunma
Heuacro: Bepturo.

Penko: runepakysusi, TMII0aKky3Husi, IyM B yIIax.

Hapywenus co cmoponwl cepoya

Penxo: wmemus / wuHbapkT MHOKapaa, CTEHOKapaus,

IKCTPACHCTOIIHS, OIIYIICHUE CEPAIICONCHHS.

OdeHb penko: apuTMus, GUOPHILISAINS TIPEACeP M.
Hapywenus co cmoponwl cocyoos

Heuacro: camxkenue A/l

Penxo: mossitenue A/l, «rpuiuBeDy, TpoMO0QIeOuT.
Ouenb peaxo: nadbunpHOCTh A/l

Kemyoouno-kuuieunvie HapyueHus

HeuacTo: auckoMdopT B KHBOTE, CyXOCTh BO PTY, TOLIHOTA.
Penko: 601b B anuractpuu, 3anop, 1uapes, AUCIENcus, pBoTa.
Ouenb peako: aucdarus, CTOMaTUT.

Hapywenus co cmoponsl Kodtcu u nOOKOIHCHbIX MKAHel
Penxo: sputema, runeprusipos, 3y, KpanuBHUILIA, ChIMb.
OueHb peaKo: 1epMaTHT.

Obwue napywenus u peakyuu 8 mecme 68e0eHUs.

Penko: acrenusi, HegoMoranue, 4yBCTBO Xkapa.

Opanukapaus,

OueHb peaKo: YyBCTBO AUCKOM(OpTA B IPyTHON KJIETKE, THIIOTEPMHUSI.

Jlabopamopnvle u uncmpymenmanbHbvle OaHHble

Heuacro: camxenue AJl.

TaxXuKapau:d,

Penko: nossimenne AJl, runeprpurnunepunemus, aenpeccus cermenta ST Ha OKI', ymenbpenune

/ YBCIMYCHHUC YHUCJIa 303I/IHO(I)I/IJ'IOB, MHNOBBIIICHHUEC AKTUBHOCTH «IICYCHOYHBIX) q)CpMCHTOB.

OueHb pPEAKO: YMCHBIICHUC / YBCIMYCHHUE YHUCIIa HeﬁKOHHTOB, OPUTPOIICHUA, YMCHBIICHUC

TPOMOUHOBOT'O BPEMEHH, MTOBBIILIEHUE MACChI TENA.

Co0011eHne 0 MOI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX
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BaxxHo cooOmarh 0 TOA03pEBaCMBIX HE
JICKapCTBEHHOTO TIperapara ¢ meibio 00ecrevYeHns HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHHUS
«T10JIb3a-PUCK» JIEKAPCTBEHHOr0 Tpemnapara. MeTuIMHCKUM pabOTHHUKAM pEKOMEHAYETCs
coo0IaTh O JIIOOBIX MOJ03PEBACMbIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipemnapara
Yyepe3 HAlMOHAIBHBIE CHCTEMbI COOOIIEHUSI O HEXKEIATeNbHBIX PEAKIUsIX TOCYAApCTB - YICHOB
EBpa3uiickoro 3K0HOMHU4ECKOro COI03a.

Poccuiickas @enepanust

Anpec: 109012, r. MockBa, CnaBstHCKas IUI1011a/1b, 1. 4, cTp. 1

denepanbHas Ciryx0a o Hag30py B cdepe 3npaBooxpanenus (PocsnpasHamzop)

Tenedon: +7 800 550 99 03

e-mail: pharm@roszdravnadzor.gov.ru

Caiir: http://www.roszdravnadzor.gov.ru/
4.9. llepeno3npoBka
JlanHble O TMEpeo3UPOBKE BHUHIIONETUHOM OTCYTCTBYIOT. OnHOKpaTHbi mnpuem 360 wmr
BUHITOIIETHHA HE BBI3bIBAJT KJIMHUUYECKU 3HAYMMBIX pPEaKlUid, B TOM YHUCJIE CO CTOPOHBI CepAeYHO-
COCYAMCTOM CHCTEMBI.
Jleuenue

HpOMI)IBaHI/Ie JKCIIydKa, IpUEeM aKTUBHUPOBAHHOTI'O YIJId, CUMIITOMATHYCCKas TCPaIius.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOiicTBa

dapmMakoTepaneBTUYECKas Ipymia: MCUXOCTUMYJIUPYIOLEee K HOOTPOITHOE CPEACTBO.
Koxg ATX: N0O6BX18

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

MexaHn3M JEMCTBYSI BHUHIIOLIETHHA CKIIAJIbIBACTCA M3 HECKOJIBKHUX JJIEMEHTOB: OH YJIYYILAEeT
MO3T0BOM KPOBOTOK U METa00JIM3M FOJI0OBHOIO MO3ra, OKa3bIBAeT O1aronpHusITHOE BO3IEHCTBHE HA
PEOJIOrM4eCKrEe CBOMCTBA KPOBH.

HeiiporipoTekTuBHOE  JieficTBHE peanu3yeTcss 3a CYeT CHUXKEHUS HeOIaronpusTHOro
IUTOTOKCUYECKOTO BIUSHHS BO30Y)KJAIOIIUX aMUHOKUCIIOT. BlIoKupyeT noTreHnuan-3aBucCuMble
Na* u Ca®" kanamst 1 NMDA- u AMPA-penentops!. [T0BBIIIaeT HEHPOMPOTEKTHBHOE JEHCTBHE
aJIeHO3MHA. BUHIIOLIETHH CTUMYJIHPYET MeTa00JIM3M FOJIOBHOI'O MO3Ta: OH YBEJIMUYMBAET 3aXBaT U
noTpelsieHue TIIIOKO3bl U KHciaopoja. [IoBblaeT TONEPaHTHOCTh K THUIOKCHU; YBETUYHMBACT
TPAHCIOPT TJIFOKO3bI, €AMHCTBEHHOTO MCTOYHMKA SHEPIUU JUIsl TKAHU T'OJIOBHOIO MO3ra, 4epe3
remMatosHIepannyeckuii Oapbep; cMelaeT MeTadoJIUu3M IIIOKO3bl B CTOPOHY IHEPreTUYECKU

Gornee BHIFOAHOTO a’pobHOro myTH. CenekTHBHO MHrHOupyeT Ca’*-kanpMOTyTHH-3aBUCHMYIO
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(NOCMENOBATENBHO

ul M®-docdoaurcrepasy, MOBBIIIAET COIEP
(TAM®) u nukiaumgeckoro ryanosuaMoHodocdara (I M®) ronoBHOro Mo3ra, KOHIIEHTPALIUIO
AT® u coornHomenne ATO/AM® B TkaHSAX TOJOBHOTO MO3Ta; YCUIUBAET OOMEH CEpOTOHMHA U
HOpaJpeHaINHA B TOJOBHOM MO3T€, CTUMYJIHPYET HOPAAPEHEPruyecKy0 HEeHMpoMeInaTOPHYIO
CHCTEMY, a TaKXKe OKa3bIBaeT aHTHOKCHJAHTHOE JIeHiCTBHE; B pe3yabTaTre BcexX 3Tux 3¢ddexron
BUHIIOLETHH OKa3bIBAET 1IePeOPONPOTEKTUBHOE JICHCTBUE.

VYiydmaeT MHUKPOUUPKYJISIUIO B TOJOBHOM MO3I€ 3a CYET WMHTHOMpPOBAHHS arperanuu
TPOMOOLIUTOB, CHIKEHHUS TATOJIOTMYECKH MOBBIIICHHOW BA3KOCTH KpPOBH, IOBBIIICHUS
CIOCOOHOCTH SPUTPOLUTOB K AehopMaIiy 1 HHTrHOMPOBAaHUS 3aXBaTa aJeHO3MHA; CIIOCOOCTBYET
NEPEX0ly KMCIOPO/a B KJIIETKH 3a CUET CHUKEHUS K HEMY CPO/ICTBA SPUTPOLIUTOB.
W30uparenbHO yBETMYHBAET MO3TOBOM KpPOBOTOK 3a CUET YBEJIMUYEHHUS MO3TOBOM (pakiuuu
CEpJICYHOr0 BBIOpOCA, CHUXKEHHSI 1LepeOpalbHOrO COCYAMCTOTO  CONPOTHUBIEHUS  0Oe3
CYILLECTBEHHOT'O BJIUSHUS Ha CUCTEMHbIE TIOKa3aTeNIl KpOBOOOpallleH s (apTepuaIbHOE JaBIECHNE
(Al), cepnedHbIii BBIOPOC, YACTOTy CEpPJCYHBIX COKpAIICHHH, o0IIee mepudepudeckoe
COCYAMCTOE CONPOTHBJICHHE); HE BBI3bIBACT 3(pPeKT «obkpanpiBanus». Ha done nmpumeHeHus
BUHIIOIIETHHA YJIy4IlIaeTCsl KPOBOCHAOKEHUE MOBPEKICHHBIX (HO elle He HEKPOTHU3UPOBAHHBIX)
YYaCTKOB WUIIEMHUH ¢ HU3KOH nepdysueit («oopaTHblit 3 ekt oOKkpabIiBaHUM»).

5.2. @apMaKkoKHHeTHYECKH e CBOIiCTBA

AGcopbuus

Bunnouerns GpICTpo BcacklBaeTCs MOCie IpUeMa BHYTPb U yepe3 1 4 1ocTuraeT MakCUMaabHON
KOHIIeHTpaluu B KpoBU (Cmax). BcacbiBaHre MPOUCXOIUT IIaBHBIM 00pa3oM B TPOKCUMATbHBIX
oTnenax kumieyHuka. He mnoasepraercss MeTabonu3My MpU MPOXOKIACHUM YEpe3 CTEHKY
KHILEYHHKA.

Pacnpenenenue

B OKIMHMYECKHUX HCCIIE0BAaHUAX BBEACHUS PaJMOaKTUBHO MEYEHOIO BUHIIOLIETHHA BHYTPh OH
ONpeeNscs B HAUBBICIIMX KOHLEHTPALUAX B MEYEHH U JKEITYJAOYHO-KHUIIEYHOM TPAKTE.
MakcumManbHasi KOHIIEHTpalMsl B TKaHSAX OTMedaeTcss depe3 2—4 yaca Iociie IpueMa BHYTPb.
KonnuecTBo pasinoakTUBHOTO M30TONA B TOJIOBHOM MO3I€ HE IPEBBINIAIO TaKOBOT'O B KPOBH.
CBs3b ¢ OenkaMu B opraHusMe yenoBeka — 66%. O0weM pacripeneneHust cocraisier 246,7 +
88,5 11, UTO CBHJETENBCTBYET O 3HAYUTEIBHOM CBSI3bIBAHUU C TKAHSAMHU. BHOIOCTYNMHOCTH MpH
npueme BHYTpb — 7%. Kiupenc cocrasnsiet 66,7%, 4To npeBbIlIaeT MIa3MEHHbINH 00BbEM MeUeHU
(50 n1/4), MmeTaboIM3M MPEUMYILIECTBEHHO BHETIEUEHOUHBIH.

Buorpancdopmarnus

OCHOBHBIM METa0OJMTOM BHHIIOLETHHA SBJSETCS anoBUHKamuHOBas kucinota (ABK), momns

KOTOpoH y denoBeka coctanisieT 25-30%. [locne mprema BUHIONIETHHA BHYTPH IUIOMIAb MO
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KPUBOIf «KOHIEHTpaus-BpeMs» ABK B 2 pasa Oosbine TakoBoi HocHe BHYFPHBEHHOFO BREACHHL-
Orto cBumerenbeTByeT 0 ToM, 4To ABK oOpasyercs B mporiecce MeTa0oiau3Ma TIepBOTO
MIPOXOKICHUS BHHIIOLICTHHA. Hpyrumu HM3BECTHBIMU MeTaboIuTaMu SIBJISTFOTCS
TUJPOKCUBUHITONETHH, Tuapokcu-ABK, nuruapoxkcu-ABK-rnunuHar, a Takyke ux KOHBIOTaThl C
DIIIOKYPOHHUJIAMU /WM cyibdaTaMu. B JTOKIMHUYECKUX HCCIICOBAHUSX BBISBICHO, YTO B
HEU3MCHCHHOM BHJIC BUHIIOICTUH BBIJICIIACTCS B HEOOIBIIIOM KOJIHYECTBE.

[Tpu 3a001€eBaHUAX MEUEHU U MOYEK KOPPEKIIUH J03bI HE TPEOYEeTCs B CBS3U ¢ OCOOCHHOCTHIO
MeTaboJIM3Ma BUHIIONETHHA — OTCYTCTBUEM KYMYJISIIUU.

D IUMHHALMS

[Tpu MHOrOKpaTHOM IpUeMe B 03¢ 5 n 10 Mr KMHETHKa BUHIIOLIETUHA JIMHEIHas1. PaBHOBECHbBIE
KOHIIeHTpanuu coctaBisuid 1,2 + 0,27 vr/mn u 2,1 £ 0,33 Hr/Mn cootBercTBeHHO. Ilepuon
NOJIyBbIBeJleHUsA y yenoBeka — 4,83 + 1,29 4. B wuccienoBaHusX ¢ paguOaKTUBHONW METKOMU
npenapar BBIBOAWICS MOYKaMH M 4epe3 KuinedHuk B mpornopuuu 60:40. B moxmmHuyeckux
MCCJICIOBAHUSAX 3HAYUTENIbHAS YacTh PaJMOAKTUBHOCTH BBISBISIACH B KEJIUM, HO 3HAYMMas
KHUILIEYHO-NICUCHOYHAsT IUPKYJALMS HE HalJieHa. ANOBMHKAMUHOBAs KHUCJIOTa BBIBOJUTCS
MOYKAMHU TyTEM MPOCTON KIYyOOYKOBOW (DUIBTpAllMU, MEPHOJ IMOJYBBIBEICHUS 3aBUCUT OT
MPUHSATOM 1036l U TyTH BBEACHUS BUHIIOLETHHA.

DdapMaKOKHMHETHKA YV OTAEIBHBIX I'PYIII MAIMEHTOB (BO3PACT, COYTCTBYIOIINE 3a00I1eBaHNs)

BI:I?IBJIGHO, qTOo q)apMaKOKI/IHeTI/IKa BUHIIOLCTHHA Y NOXKHWJIBIX MMAIIMCHTOB 3HAYMMO HE OTIINYACTCA
OT TaKOBOH Y MOJIOABIX TMAIIMCHTOB, KYMYJISILUA ITp€riapaTta OTCYTCTBYCT. HOBTOMY BHUHIIOLICTHH
MOKHO Ha3Ha4iaThb IMAllMCHTAM C HApYUICHUAMU (I)YHKI_II/II/I INCYCHU W IIOYCK JJIHUTCIBbHO H B

OOBIUHBIX A03ax.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB
JIakTO3bI MOHOTHJIPAT

[{enmron03a MUKpOKpUCTAIIMYECKAS

Tanbk

Kanbuus creapar

KpeMmHus1 AMOKCHUT KOJITIOUIHBIH

6.2. HecoBmecTHMOCTH

He npumennmo

6.3. Cpok roaHocTH (CPOK XpaHeHus )

5 mer.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH MPH XPAHEHUH



- —

ot 01.03.2023 N= 3879

(MOCNEQC EIHTEJ'II:HC CTb 0002)

COOTBETCTEYET 3KCNEPTHOMY OTY EST'_-,-'

XpaHUTh B 3alIUIIECHHOM OT CBETa MECTE, NIPU TeMHepatype-He Bbie25

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIAKOBKH

ITo 10, 20, 25 TabneTOK B KOHTYPHYIO SSYCHKOBYIO YITIAaKOBKY M3 TUICHKU MTOJIMBUHUIXJIOPUTHOM
1 (OB ATIOMHUHUEBOM IMEYaTHOMN JIAKHPOBAHHOM.

1,2, 5 KOHTYpHBIX YEHKOBBIX YIIAKOBOK C UHCTPYKLIMEN 10 IPUMEHEHHIO ITIOMEILAIOT B MAUKY U3
KapTOHa.

6.6. Oco0Oble Mepbl NPeAOCTOPOKHOCTH TP YHUYTOKEHUHM  HCIOJbH30BAHHOIO
JIEKAPCTBEHHOI'0  Npemapara WIH OTX0A0B, IMOJYYEHHBIX I0CJe TPUMEHEHUs
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMYJIALIUHU C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHU A

Poccniickas @enepanys

[Ty6nuaHoe akmuoHepHOe 00mecTBO «AKnuoHepHOe KypraHckoe oO0IIECTBO MEIMIIMHCKHX
npenaparoB u u3nenuit «Cunres» (ITAO «CunTes»).

640008, Kypranckas o6., r. Kypran, npocnekt Koncrtutyuuu, a. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

7.1. IlpeacTaBUTEb J€PKATE/IsI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[IpereH3un HOTD66I/IT6JICI>'I HaIIpaBJISITh IO aZApecy.

Poccniickas @enepanys

[Tybnuunoe akumoHepHoe oOmmecTBO «AknnoHepHoe Kypranckoe oOOIIECTBO METUITMHCKUX
npenaparo u m3nenuit «Cunres» (ITAO «CunTes»).

640008, Kypranckas o0:1., r. Kypran, npocnekt Koncturynuu, a. 7.

Tenedon: +7 (495) 646-28-68

e-mail: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITI-Ne(001895)-(PT"-RU)

9. IATA TEPBUYHOMN PEIMCTPAIIMM (IIOATBEPXJIEHHNS PETMCTPAIMH,
NEPEPEI'UCTPALIUN)

Hara nepsoii peructpanuu: 03.03.2023

10. JATA IEPECMOTPA TEKCTA


mailto:info@binnopharmgroup.ru
mailto:info@binnopharmgroup.ru

OOmiasi xapakTepHCTUKA JIEKapPCTBEHHOTO

COOTBETCTBYET 3KCI EF'TH' 'Mv CIT'-ET'f
ot 01.03.2023 N= 387

(NOCINEOOBA TEJ'II::HCCT::CI 02)

NnermranaTra T]‘TI‘"I‘\TI‘Q’I‘IITY HFOCTEVHH HAa

pvirapara DyrrooTrTT 1 x;\\_} \./ HOTTY HHa& puey

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» http://eec.eaeunion.org/.




