COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 20.11.2023 N2 23464

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Bunnonerun, 5 mr, TableTku.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BEIECTBO: BUHIIOLICTHH.

Kaxxnas Tabnerka coepKUT 5 MI BUHIIOLIETHHA.

BcnomorarenbHbie BelllecTBa, HaTUYUE KOTOPBIX HAJ0 YYHUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara: JJakTo3bl MOHOTHIpAT (caxap MOJIOYHBIH) (cM. pasaen 4.4).

ITomubIi MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

Ta0OmeTku.
Kpyriibie miocKomIMHApHYECKUe TaOISTKH OEI0r0 MK OEJIOro C )KEITOBATHIM OTTEHKOM I[BETA,

C PUCKOI U (acKoH.

4. KIMHNYECKUE JAHHbIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

[Tpenapat BuHnoueruH npuMeHseTcsl y B3pOCIIbIX MMalluE€HTOB B Bo3pacTe oT 18 neT.
Hesponorus

CuMnToMaTHuecKasi Tepanus MOCIEJCTBUNA HIIEMHUYECKOTr0 HHCYJIbTa, BepTeOpoOa3miIsspHOR
HEJ0CTaTOYHOCTH, COCYJIMCTOM JE€MEHIMH, aTepoCKIepo3a COCYJOB TOJIOBHOTO MO3ra,
MOCTTPaBMAaTHUECKON M TMIEPTOHWYECKOH sHIedanonatun. i1 yMEHbIIEHUs BBIPAKEHHOCTU
HEBPOJIOTUYECKUX M MCUXUYECKUX HapYyLIECHHH, CBSA3aHHBIX C HAPYIIEHUSMH KPOBOCHAOXKEHUS
TOJIOBHOT'O MO3ra.

Odransmoiiorus

XpOHHYECKHE COCYIUCThIC 3a00JIEBAHUS CETYATKH U COCYAMCTON 00O0JIOUKH TITasa.
Otoxorus

CHmKeHne CJIyXa nNepucCrTUBHOIO TUIIA, 0oJ1e3Hb MCHBCpa, OIMYIICHHUE IyMa B yIIax.
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(NOCNEQCBATENEHOCTE 0001)

4.2. Pe:kuM 103UPOBAHUS M CIIOCO0 NMPUMEHEeHUs

PexxuM 103upoBaHus

OO6b14HO cyTouHas no3a cocrapiser 15-30 mr (o 5-10 mr 3 pasa B 1eHb).
HauanpHas cyrounas n1o3a cocrasiser 15 mr. MakcumanbHas cyrouHas go3a — 30 mr.

Oco0nlie T'PYHOIIbI TAIMEHTOB

THayuenmoi ¢ Hapywenuem yHKyuu novex u neyeHu
[Tpu 3aboneBaHMsIX TOYEK M TEYCHHM MpernapaT HAa3HAYAIT B OOBIYHOW J03€, OTCYTCTBHE
KyMYJISIIUU TIO3BOJISIET MPOBOJIUTH AJIUTEIbHBIE KYPChI JI€UCHUSI.

eTu
besomacHocth U 3ddexTuBHOCTE Tpenapara Bunmomerun y nmereit ot 0 mo 18 mer He
yCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

BHYTpB, II0CJIC COBI.

4.3. IIpoTuBONOKA3aHUSA

® TUIEPYYBCTBUTEIBHOCTh K BHHIOIETHHY WM K JIIOOOMY M3 BCIOMOTaTENIbHBIX BELIECTB,
NIEpPEYUCIICHHBIX B pa3zaene 6.1.;

e OEpeMEHHOCTb, IEPUO/] TPYTHOTO BCKAPMIIMBAHUS M IPUMEHEHUE Y KEHIIMH C COXPaHEHHOM

JIETOPOIHOM (PyHKIIMEH, HE NCTIONIB3YIOUINX HACKHBIN METO KOHTPALICTILIHH.

4.4. OcoOble ykazaHMsl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

CunapoMm ynnuHeHHoro wuHTepBana QT, mnpuem mnpemapaTroB, BBI3BIBAIOIIMX YJIMHEHHE
untepsana QT.

Kourpons KT

Hanmuuue cunapoma yanuHeHHoro wuHtepBasia QT M mpueMm npenapaToB, BbI3BIBAIOIIUX
yanuHeHue uatepBana QT, TpeOyeT mepuoguyeckoro KOHTpois aaektpokapauorpammsl (OKI).

BcnomMorarennHble BelecTBa

IIpenapar BunnonetuH conepxutr Jnakro3dy. llamumentaMm ¢ peako  BeTpedaromiencs
HACJIE/ICTBEHHON HETEePEeHOCUMOCTBIO TajlakTO3bl, 1e(UIIMTOM JIaKTa3bl JONapel MU TII0K030-

raJakTO3HOM Mam,a6cop6une171 HC CJIICAYCT IPUHHUMATD I3TOT IIPCIlapar.

4.5. BzaumojeiictTBue ¢ JPYrHMH JeKAPCTBEHHbIMHM IpenaparaMd M JApyrue BH/bI
B3auUMOAeliCTBUSA

BzauMmogeiictBue He Ha6J’IIOI[aeTCH npu OJHOBPCMCHHOM IMPUMCHCHHUU C B-aﬂpeHO6HOKaTOpaMI/I
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(XJ10paHOJI0M, MUHIOJON), KIOMaMHIOM, IJIH eHKnaMﬂléﬁ;-jgv}g@%ﬁgﬂb 1o Ieyll;JI;lBAJ]IOM,

TUAPOXJIOPOTUASUAOM U UMUIIPAMUHOM.
OnHOBpeMEHHOE MPUMEHEHNE BUHTIONETHHA U aTb(a-METHIIIONBI HHOT/IA BHI3BIBAJIO HEKOTOPOE
YCUJIEHUE TUIIOTEH3UBHOrO 3(ddexTa, Mo3ToMy MPU TAKOM JICUEHUU Tpedyercs peryspHbIi
KOHTPOJIb apTepuanbHoro aasienus (AJl).

HecmoTrpss Ha OTCyTCTBHE JaHHBIX, HOJITBEPKIAAIOUIUX BO3MOXKHOCTh B3aUMOJICHCTBUS,
PEKOMEH/IYeTCSl TPOSBIISITH OCTOPOXKHOCTh MPHU OJHOBPEMEHHOM Ha3HAYEHUHU C MpenapaTrami,
JNEHCTBYIOIIMMU Ha LIEHTPAJIbHYIO HEPBHYIO CUCTEMY U C MpenaparaMy MpOTUBOAPUTMHUECKOTO

U aHTUKOAr'yJIIHTHOI'O I[GﬁCTBPIH .

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JIAKTALHSA

Bo Bpemsi OepeMEHHOCTHM M B MEpPHOJ TPYJHOTO BCKapMJIMBAHHUS, a TaKKe y JKEHIIMH C
COXpaHEHHOH NeTOopoIHON (YHKIMEH, HEe HCIONb3YIOIIUX HAISKHBIH METOJ KOHTpaleMIuu,
MIPUMEHEHNE BUHIIOLIETUHA MTPOTHUBOMOKA3aHO.

bepemeHHOCTD

BuHnonernH npoHWKaeT 4epe3 IUIAlCHTapHBIH Oapbep, HO B IUIALIGHTE W B KPOBHU ILJIOJIA €TO
KOHIICHTpallis HIKE, 4eM B KpoBH OepeMeHHOH. lMccrnemoBaHusi Ha J>KMBOTHBIX IIOKa3alld
PENPONYKTUBHYIO TOKCHUYHOCTh, BKJIIOYAs MOPOKH pa3BUTHS y Kpbic. B ucciemoBanusx Ha
JKUBOTHBIX MTPU BBEJICHUHU OOJIBIINX /103 BO3ZHUKAIN IIJIAIIEHTAPHBIE KPOBOTCUECHUSI M CIIOHTAHHBIE
abopThI, BEPOSITHO, B Pe3yJbTaTe YCHIICHHUS TUIAlIEHTAPHOTO KPOBOTOKA. Bo Bpemsi OepeMeHHOCTH
MIPUMEHEHNE BUHIIOLETUHA TPOTUBOMOKA3aHO.

JlakTarms

BunnoneTH mpoHHMKaeT B TpyJHOE MOJIOKO. B mccienoBaHHsX C MPUMEHEHHWEM MEUYEHOTO
BUHIIOIIETUHA PAJUOAKTUBHOCTh TPYJHOTO MOJIOKAa ObUIa B JIECATH pa3 BHINIE, YeM B KPOBHU
Marepu. B teuenue 1 yaca B rpynHoe monoko nponukaer 0,25% npuHSATONH A03bI Ipenapara.
[TockonbKy BUHIIOIETHH MPOHUKAET B TPYAHOE MOJIOKO, a JIAaHHBIE O BIUSHUU BUHIIOIETHHA Ha
JIeTel TPYAHOTO BO3pacTa OTCYTCTBYIOT, IPUMEHEHHE €r0 BO BpeMs TPYIHOTO BCKapMIIMBAHUS
MIPOTHUBOIIOKA3aHO.

JKEHIMHEI ¢ ICTOPOAHBIM TOTSHITHAIOM

KeHIMHBI ¢ COXpaHEHHOM NeTOPOIHOM (QyHKIMEH TOHKHBI MCMOJIb30BaTh HAJEKHBIH METOJ
KOHTpALEIINN BO BpeMsl IPUMEHEHHsI BUHIIOLETHHA. B MPOTUBHOM City4ae, IpueM BUHIIOLIETHHA

IMPOTHUBOIIOKA3aH.
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4.7. BiusiHMe HAa CIOCOOHOCTHL YNPaBJATh pancn&%gﬂﬁﬂ';ﬁﬁxm' “h Tp_ﬁ@(;{:gfb c

MeEXaHu3MaMHu
I[aHHBIG O BJIMJIHHMH BHUHIIOICTHMHaA Ha CIIOCOOHOCTh YIIPpaBJIAThL TPAHCHOPTHBIMH CPEACTBAMU U

pa6OTaTI> C MEXaHU3MaMH1 OTCYTCTBYIOT.

4.8. Hexkenare/ibHbIE peaKINU

PesroMme HexxenaTeabHbBIX PEAKIUT

B xone xiIMHMYECKUX HCCIEeIOBAaHUN HauOoliee YacTO HEeXeNaTeNbHbIE PeaklUd BO3HUKAIU B
CIIEYIOIIUX CHUCTEMHO-OpraHHbIX Kiaccax (mo kiaccuukanud MeAuIMHCKOro cloBaps s
PETyIATOPHON JAEeSTEILHOCTH ), KOTOPBIC IPUBEICHBI B COOTBETCTBUHU C YaCTOTON BOSHUKHOBEHUS
oyenv yacmo (> 1/10); yacmo (> 1/100, no < 1/10); reyacmo (= 1/1000, no < 1/100); peoxo
(> 1/10000, mo < 1/1000); ouens peoko (< 1/10000); uacmoma neuzsecmua (He MOKET OBITH
OIICHEHA HAa OCHOBE MMEIOIIUXCS IaHHBIX ).

Hapywenus co cmopoHbl Kposu u tumgpamuieckoli cucmemyl

Peoko: nelikonieHus, TpOMOOLIUTOIICHNUS,

Ouenwb pedxo: aHeMUs, arTIIOTUHALIUS SPUTPOLIUTOB.

Hapywenus co cmopoHbl uMMyHHOU cucmembl

Ouenv peoko: peakliuy TUIEePUyBCTBUTEIBHOCTH.

Hapywenus memabonuzma u numanus

Heyacmo: runepxonecTepuHeMusi;

Peoxo: cHmXeHUe anmeTHTa, aHOPEKCHUsl, CaXapHbIN 1Ua0eT.

Ilcuxuueckue Hapywenus

Peoko: 6ecconnuiia, HapyieHue cCHa, OECIIOKOICTRO;

Ouens peoko. 3uidopus, Aerpeccusl.

Hapywenus co cmoponvl HepeHotl cucmembl

Heuacmo. ronoBHas 001k,

Peoko: TOonoBOKpyKeHHE, pacCTPOMCTBO BKYCa, CTYMOp, OAHOCTOPOHHHM Tape3, COHJIMBOCTD,
aMHEe3Ns;

Ouenb pedxo: TPEMOD, CIIa3MBbl.

Hapywenus co cmoponvl opeana 3penus

Peoxo: oTek cocka 3pUTEIIEHOTO HEPBA;

Ouenb peoxo. TUNEpeMUs KOHbIOHKTHBBI.

Hapywenus co cmoponul opeana cnyxa u rabupunma

Heuacmo: Bepturo;

Peoko: runepaky3us, TUIIOAKy3us, IIyM B yIIax.
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HapyweHuﬂ CO CMOPOHbL cep()ua (I-II:I:::'_IE"]'C: BATENBEHOCTL 0001 )

Peoxo: niemus/uHpapKT MHOKapaa, CTCHOKApAUs, OpaguKap/Ius, TaXuKapIus, SKCTPACHCTOIHS,
OIIyIIEHUE CepAIIcOneHNS;

Ouenb pedko: apuTMus, GUOPHILIAIIUS IPEACEPIUN.

Hapywenus co cmoponul cocy0os

Heuacmo: camxenue A/l

Peoxo: noseitienne AJl, «npunusey, TpoMO60daeOuT;

QOuenb peoko: mabunbHoCcTh A/l.

Kenyoouno-kuweunvle napyuienus

Heuacmo: nuckoMdopT B )KUBOTE, CyXOCTh BO PTY, TOIIHOTA;

Peoxo: 60nb B anIUTacTpuu, 3a1op, 1uapes, TUCIeTcusi, pBoTa;

Ouenb peoxo: nucdarus, CTOMaTuT.

Hapywenus co cmopoHul Kodicu u noOKONCHbIX MKaHel

Peoko: spurema, Tuepruapo3, KOXKHBIN 3y, KPalMBHUIIA, CHIIIb;

Ouenb pedko: NEPMATHUT.

Obwue Hapywienus u peaxyuu 8 mecme 68e0eHuUs

Peoko: acteHus, HeJOMOTaHUE, YyBCTBO Kapa;

Ouenb pedxo.: 4yBCTBO JUCKOM(DOpTa B TPYAHOM KIETKE, THIIOTEPMHSL.

Jlabopamophvie u uncmpymenmanbHvle OaHHbLE

Heuacmo: camxenue AJl;

Peoxo: mnosbimienue AJl, runeprpuriuuepuaeMusi, nenpeccus cermenta ST Ha OKI,
YMEHBIICHNE/yBETTMUEHHE YHCIa DO3MHO(HIOB, TIOBBIICHHE AaKTHBHOCTH <II€YEHOYHBIX)
(bepMeHTOB;

Ouenb pedko: yMEHbIICHHE/YBETMUYEHUE 4YMCIA JIEHKOIMTOB, JPUTPOINEHUS, YMEHbILIECHHUE
TPOMOHMHOBOI'O BPEMEHH, OBBIIIIEHUE MACCHI TeJIa.

Coo0111eHne 0 moI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxxno cooOmarb 0 NOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUusX I0CNIe PETUCTpaluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eliblo 00ecIeyeHNs HeNPEephIBHOIO MOHUTOPUHTAa COOTHOILICHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOIO Mpenapara. MeIuIUMHCKUM pPa0OTHHKAM PEKOMEHAyeTCs
coo01aTe 0 JIIOOBIX MOJ03PEBAEMbIX HEXKENATENIbHBIX PEaKIUAX JEKapCTBEHHOTo Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMbI COOOIIEHHS O HEKEIATeNbHBIX PEaKIHUSIX IOCyIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.

Poccniickas @enepanvs

109012, r. MockBa, CrniaBstHCKast TUIOIIAab, 1. 4, cTp. 1

®denepanpHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUS
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Tenedon: +7 800 550 99 03 (NOCNEOOBATENEHOCTE 0001)

OnekrponHas mouta: pharm@roszdravnadzor.gov.ru
CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

JlanHbIe 0 Iepe103UPOBKE BUHIIOLETUHOM OTCYTCTBYIOT.

CHMIITOMBI

OnHokpaTHbIN TpueM 360 MI BUHIIOLIETMHA HE BBI3bIBAJI KIMHUYECKH 3HAYUMBIX PEaKIUid, B TOM
YHCJIE CO CTOPOHBI CEPACUHO-COCYTUCTON CUCTEMBI.

JleueHue

PexoMeH10BaHO MpOMBIBaHUE KeNy IKa, TPHUEM aKTUBUPOBAHHOTO YTJIsl, CAMIITOMATHYECKas

TCpaliu:.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoauHaMuyecKne CBOiCTBA

®dapMakoTepaneBTUYECKass TpYIa: ICUXOAHAICNTUKH, ICUXOCTUMYJSTOPBI,  CPEICTBA,
IpUMEHsSeMbIE TpU CUHApPOME NeduIUTa BHUMAHHS C THUIEPAKTUBHOCTHIO, M HOOTPOITHBIE
CPENCTBa; APYTUE MCUXOCTUMYJIATOPHI U HOOTPOITHBIE CPEICTRA.

Kox ATX: NO6BX18

MexaausM aeiicteus, papmakoguaamMuyeckue d3QpPeKTol

MexaHn3M 1eCTBUS BUHIIOLETHHA CKJIA/IIBAETCS U3 HECKOJIBKHMX 3JIEMEHTOB: OH YITy4IIIaeT MO3TOBOM
KPOBOTOK M META00JIN3M FOJIOBHOTO MO3Ia, OKA3bIBAET OJIaronpHsTHOE BO3/ICHCTBHIE HA PEOJIOTUYECKHE
CBOMCTBA KPOBH.

HeiliponpoTekThBHOE JeHCTBHE peaTn3yeTcs 3a CUeT CHUYKEHHUs! HeOJIaronpHaTHOrO IMTOTOKCHYECKOTO
BIMSHUS BO3OY/KIAIOMMX AMUHOKUCIIOT. BriokupyeT motenmmansapucumbie Na'- u Ca?*-kanane! u
NMDA- u AMPA-peuenitopsl. [1oBbiaer HeHpONpOTEKTUBHOE JIECTBHE aJieHO3MHA. BUHIONETHH
CTUMYJIUPYET METa0OJIM3M TOJIOBHOIO MO3ra: OH YBEJIMYMBAET 3axXBaT M MOTPEOJICHWE TIIFOKO3bI U
kucioposa. [loBbIIaeT TOJNEPAaHTHOCT K THUIOKCHM; YBEJIWYMBAET TPAHCIOPT  IJIFOKO3bI,
€IMHCTBEHHOT0 MCTOYHMKA SHEPTUM Ul TKaHEH TOJOBHOrO MO3ra, uepe3 reMaTodHIe(aTndecKuil
Oapbep; CMeIaeT METadoJIM3M TUTFOKO3bI B CTOPOHY SHEPTETHIECKH 00JIee BBITOHOTO a3pOOHOTO ITyTH.
CenextusHo wHrHOMpyeT Ca?'-kampMomymumsaBucuMyo 1l M®-hochommrcrepasy; MOBHIIIAET
COZIEpKaHue LUKJIMYECKOTO aJleHO3UHMOHOdoc(hara (HAM®D) u LUKIIMYECKOTO
ryano3uaMoHodocdara (il M®P) ronosroro mosra, koureHTpaiio AT u cootHorieHne ATO/AMD

B TKaHAX T'OJIOBHOI'O MO3ra; YCHJIMBACT oOMeH CCPOTOHMHA U HOpaApCHAIMHA B TI'OJIOBHOM MO3IC,
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AQHTHOKCUJIAHTHOE JICUCTBHE; B pe3yibTaTe BceX OTUX 3()(PEKTOB BHUHIIOLETHH OKa3bIBACT
1epeOpPONPOTEKTUBHOE JICUCTBUE.

VYirydiaeT MUKpPOIMPKYJISIMIO B TOJIOBHOM MO3T€ 33 CUeT MHTMOMPOBaHUS arperauy TpoMOOILIUTOB,
CHIDKEHHMS TAaTOJIOTUYECKH TOBBIIICHHON BA3KOCTH KPOBHU, TOBBIIIEHHS CHOCOOHOCTH SPUTPOLIMTOB K
nedopmarii 1 HTHrHOUPOBAHUSI 3aXBaTa aJICHO3MHA; CIIOCOOCTBYET MEPEXOy KUCIOpOo/a B KIETKH 3a
CUET CHIKEHHUS K HEMY CPOZICTBA SPUTPOLIUTOB.

N30upatenbHO yBEIMYMBAET MO3TOBOM KPOBOTOK 32 CUET YBEIUYEHHS MO3TOBOM (PpaKIIMK CEpACYHOr0
BBIOpOCA, CHM)KEHHS 11epeOpaibHOrO COCYIMCTOrO COMPOTHUBIICHUS 0e3 CyIIECTBEHHOIO BIMSHUS Ha
CHCTEMHBIC TIOKa3zaTenu KpoBooOpamieHusi (AJl, cepaeuHblii BBIOPOC, YacTOTy CEpACUYHBIX
COKpalleHui, obmiee meprudepudeckoe COCYIUCTOE COINPOTUBIICHUE); HE BBI3BIBACT APQEKT
«oOKpaabBanus». Ha poHe mpuMeHeHns: BUHIOIETHA YITy4IIaeTcsl KpOBOCHAOKEHHE MOBPEKICHHBIX
(HO emle HE HEKPOTU3MPOBAHHBIX) YYACTKOB WINEMUU C HU3KOW mepdysueit («oOpatHbii addext
OOKpaIbIBAHMSD»).

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

Bunnonetnn ObICTpO BcachIBaeTCs MOCTE MprUeMa BHYTPh U Yepe3 1 4 1ocTUraeT MakCUuMaibHON
KoHIIeHTpauu B KpoBH (Cmax). BcackiBaHME MTPOUCXOTUT TIIABHBIM 00pa3oM B MPOKCHMAITBLHBIX
oThenax KumeyHuka. He moaBepraeTcs Merabonm3My NpU MPOXOXKICHHHM dYepe3 CTCHKY
KHILIEYHHKA.

Pacnpenenenue

B noxnuHMYECKHX MCCIeI0BaHUAX BBEACHUS PAIMOAKTUBHO MEUEHOTO0 BUHIIOLETHHA BHYTPb OH
ONpeeNsCcs B HAUBBICIIMX KOHLEHTPALUAX B MNEYEHH U JKEITYJAOYHO-KHIIEYHOM TPAKTE.
MakcumanbHas KOHIIEHTpalusl B TKaHIX OTMeuaeTcs depe3 2—4 yaca 1ocie IpuemMa BHYTPb.
KonnyecTBo paguoakTUBHOIO M30TOMNA B TOJOBHOM MO3T€ HE IPEBBIIIANIO TAaKOBOIO B KPOBH.
Ces3p ¢ Oenkamu B opranu3Me udenoBeka — 66%. O0beM pacmnpeneneHus coctaBisier 246,7 +
88,5 11, YTO CBHIETENBCTBYET O 3HAYMTEIHHOM CBSI3BIBAHHM C TKaHSMH. BHOIOCTYIHOCTH TpU
npueme BHYTpb — 7%. Kiupenc coctasinsietr 66,7%, 4TO IpeBbIIIaeT MIa3MEeHHbIH 00beM NeYeHn
(50 n1/4), MmeTaboIM3M MPEUMYILIECTBEHHO BHETIEUEHOUHBIH.

buorpancdopmarms

OCHOBHBIM MeTa0OJMTOM BHHIIOLETHHA SBJSETCS anmoBHMHKamMuHOBas kucinota (ABK), mons
KOTOpOH y uesnoBeka coctaBisier 25-30%. [locne mpuema BUHIOLIETHHA BHYTPH ILJIOMIAb MO
KpUBOI1 «koHIeHTpanus-Bpems» ABK B 2 paza Gosbliie TaKOBOM MOCII€ BHYTPUBEHHOT'O BBEICHUS.
D10 cBumerenscTBYeT o ToM, 4To ABK o0Opasyercs B mporecce meTtabonm3ma IMepBOTO

MMPOXOKIACHUA BUHIIOIICTHUHA. ﬂpyrI/IMI/I HU3BECTHBIMHU MeTaboJIMTaMu SIBJIISAFOTCSL
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TUJIPOKCUBUHIIONETHH, Tuapokcu-ABK, nuruay OKCH-Aﬁ:%%ﬂ%%?Tﬁ%kygﬁ II(H{%I%-}MH C

TIIIOKYPOHHUJIAMU W/WIK  cyibdaTamMu. B JOKIMHUYECKUX HWCCIEIOBAHUSIX BBISIBICHO, YTO B
HEU3MEHEHHOM BHUJIC BUHIIOICTHH BBIJICISICTCS B HEOONbIIOM KonmdecTBe. [Ipu 3aboseBaHmsIX
MEYCHU M TOYEK KOPPEKIUU J03bI HE TpeOyeTcs B CBSA3M C OCOOCHHOCTHIO METaboJmM3Ma
BHUHIIOLIETUHA — OTCYTCTBUEM KyMYJISIIAH.

DIMMUHALIUA

[Tpu MHOTOKpaTHOM IipueMe B 103€ 5 u 10 Mr KMHETHKa BUHIIOLETHHA JUHEWHA. PaBHOBECHBIE
KoHIIeHTpanuu coctaBismn  1,2+0,27 ar/mn u 2,140,33 Hr/ma cooTtBercTBeHHO. Ilepuon
MOJTYBBIBEJICHUS Y yeioBeka cocTtapisaeT 4,83+1,29 yacoB. B ucciaenoBanusx ¢ paJiuoakTUBHOMN
METKOM IpermapaT BbIBOAWJCS IIOYKaMM M 4Yepe3 KulleyHuk B mnponopuuu 60:40. B
JOKJIUHUYECKUX UCCICAOBAHUAX 3HAUNTEIbHAS YACTh PAJMOAKTUBHOCTH BBISBIISUIACH B JKEITYH, HO
3HaYuMas KUIIEYHO-TIEYCHOYHAss IUPKYISus He HalijieHa. ATNOBMHKaMHHOBas KHCJIOTa
BBIBOJIUTCSl TIOYKAMH ITyTeM IPOCTON KIyOOYKOBOH (MIBTpAIMK, IEPHO] TOTYBBIBEICHUS
3aBUCHUT OT MPUHSATOMN J03bI U ITYTH BBEJICHUS BUHIIOIIETUHA.

Oco0nIe T'pYIIIBI NNAIIMCHTOB

HGL!MEHmbl NnoJHCUNI020 8o3pacma, nayueHnivl ¢ Hapyulenuem (ﬁyHKLjMM ne4yernu u nodexk

BI:I?IBJ'IGHO, qTOo q)apMaKOKI/IHeTI/IKa BUHITIOLCTHHA Y NOKHWJIBIX MMAIIUCHTOB 3HAYMMO HC OTIIMNYACTCA
OT TaKOBOH Y MOJIOABIX IMAIIMCHTOB, KYMYJIALUA ITperiapaTta OTCYTCTBYCT. HOBTOMY BHUHIIOLICTHH
MOKHO Ha3Ha4aThb IIAlIUCHTAM C HApYUICHUIMU q)YHKHI/II/I INCYCHNU M II0YCK OJIUTCIIBHO M B

OOBIYHBIX J03ax.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
e JlakTO3BI MOHOTHIpAT (Caxap MOJOYHBII)
e Ilemmono3a mukpokpuctammmdeckas (MKII-101)
e [loBunon-K25
e KapOokcumerunkpaxman HaTpus
e Maruus creapar
6.2. HecoBmecTHMOCTH
He npumennmo.
6.3. Cpok romHocTH (CPOK XpaHEeHHs)
3 roxa.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

Xpanuts npu Temmneparype He Boie 25 °C.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIJKOBKH

[To 10, 20, 25, 30, 40 unu 50 TaGieTOK B KOHTYPHYIO SYCHKOBYIO YMAKOBKY M3 IUICHKH
MOJIMBUHWJIXJIOPUIHON JMOO TUICHKH TMOJIMBUHIIIXJIOPUTHOM/ TIOMMBUHIIIUACHXIOPUIHON U
(b oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.

W mo 10, 20, 25, 30, 40 wim 50 TabIeTOK B KOHTYPHYIO STYEHKOBYIO YITAKOBKY M3 MaTepHasia
KOMOMHHUPOBAHHOTO Ha OCHOBE (DOJIBIH (TPEXCIOWHBIA MaTepuall, BKIIOYAIOLINN aTFOMUHHEBYIO
¢doIbry, MICHKY U3 OPUCHTUPOBAHHOTO TOJUAMI/IA, TOTUBUHIIXJIOPUIHYIO TJICHKY) U (OIBIH
AJTIOMUHUEBOM NEYaTHOM JTaKMPOBAHHOM.

1, 2,3,4,5,6,7, 8,9 unu 10 KOHTYpHBIX STYEHKOBBIX YINAKOBOK BMECTE C MHCTPYKLMEH MO
MIPUMEHEHHUIO MIOMEIIAIOT B KAPTOHHYIO YIAKOBKY (I1auKy).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus!
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaAaHUIMYJISIIUM C IPenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccus

000 «ATomm»

445351, Camapckas 001., r. XKurynesck, yi. ['uapoctpourenei, 1. 6.

Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpencraBuTe/ib AepaKaTelisi perHCTPALIMOHHOIO YI10CTOBepPeHus

[Iperen3uu HOTDC6I/ITCJ'IGI\;I HalpaBJIATH IO aApPeECy:

Poccus

000 «O308»

445351, Camapckas o0:1., T.0. XKurynesck, r. XKurynesck, yi. ['uapoctpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YAOCTOBEPEHUA

Crpanwnma 9 u3 10


mailto:ozon@ozon-pharm.ru
mailto:ozon@ozon-pharm.ru

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

9. JIATA MEPBUYHOW PErUCTPAIIIF-“GIOATBEPK AL

PETUCTPALIUU, HEPEPETUCTPALIUN)

Jlara nepBoii peructpanumu:

10. JATA IEPECMOTPA TEKCTA

OOmast  XapakTepUCTHKa  JIEKAPCTBEHHOI'O  Mpermapara BUHNOLETHH  JOCTyMHAa  Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-

KOMMYHHUKaIMOHHOM cetn «MuTepHer» https://eec.eaeunion.org/.
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