COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.08.2025 N= 20291

(NOCNEOOBATENBLHOCTE 0002)

OBILIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Bunnonerus, 5 Mr, Ta0JeTKH.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JelcTByrolee BEMECTBO: BUHIIOLIETHH.

Kaxxnas Tabnerka cogepKUT 5 MI BUHITOIIETHHA.

BcenomoratenbHble BelecTBa, HaJIMYKWe KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: jlakrosa (cM. pasnen 4.4).

[TonHbIN TIepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OeTku.
TabneTku 6esoro wim 0eI0ro ¢ KENTOBATHIM OTTCHKOM IIBETA, IIOCKOIMIMHAPUICCKON (HOPMBI

¢ (ackoii.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zanusi K NPpUMEHEHUI0

BunnoneTnH noka3aH K MPUMEHEHHIO y B3POCIIBIX B Bo3pacTe OT 18 jier.

HCBPOJ'IOFI/ISII CUMIITOMAaTHU4YCCKast TCparu-d HOCHGI{CTBI/Iﬁ HUINEMHUYCCKOI'O HWHCYJIbTA,
BepTeOpOO0A3MITSIPHON  HEIOCTaTOYHOCTH, COCYAMCTOW JEMEHIUH, aTepOCKJIepO3a COCYy/IOB
TOJIOBHOT'O MO3Ta, TOCTTPaBMAaTUYECKOM 1 THIEPTOHNYECKOH dHIledanonaTuu. [ yMeHbIIeHNs
BBIPQXEHHOCTH HEBPOJIOTHYECKUX M TMCUXUYECKUX HApYIICHUH, CBS3aHHBIX C HapyIICHUSIMU
KPOBOCHA0KEHUS TOJIOBHOTO MO3Ta.

Od¢ranbmomnorus: XpoOHUYECKHE COCYIUCThIE 3a00JI€BaHUS CETYATKU U COCYAMCTONW OOO0JIOUKH
riasa.

OToorus: CHUKCHUE CJIyXa NepueiuTuBHOIO THUIIA, 00JIe3Hb MeHLepa, OINYIICHHUEC IIyMa B yIIax.

4.2. Pe:xuM 103UPOBAHNS U CIIOCO0 NPUMEHEHU

PexuMm no3upoBanus

OO6p1yHO cyTOUHas n03a cocTaBiuseT 15-30 mr (mo 5—10 mr 3 pasa B 1eHb).

Hauanphas CyTOYHAad n03a COCTaBJISICT 15 mr. MakcumanbHas CYTO4YHas n03a — 30 mr.



ot 14.08.2025 N= 2025

(NOCNEQCBATENEHOCTE 0002)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Oco0Bble IpVIIILI MAIKEHTOB

THayuenmoi ¢ HapyweHuem hyHKyuu nouex u neyeHu
[Ipu 3aboneBaHMsIX MOYEK M MEYEHM IMIpernapaT Ha3HA4al0T B OOBIYHOW J03€, OTCYTCTBHUE

KyMYJIIUHA IIO3BOJIACT IIPOBOAUTH JJIMTCIBHBIC KYPChI JICUCHU .

eTH
besomacHocte U 3ddexTuBHOCTE Tpenapara Bunnomnernn y agereir or 0 mo 18 mer He

YCTaHOBJICHEI. I[aHHBIe OTCYTCTBYIOT.

Croco0 ImpuMeHeHus

BnyTtps, nociie enpl.

4.3. [IlpoTuBONOKA3aHMS

e [unepuyyBCTBUTENBHOCTh K BUHIIOIETUHY WJIH K JIOOOMY M3 BCIIOMOTaTeNIbHBIX BEIECTB,
NIEPEYUCIICHHBIX B pazzaene 6.1.

e bepeMEHHOCTh, MEPUOJ KOPMJICHUS TPYAbI0 M NPUMEHEHUE y KEHIIMH C COXPaHEHHOMU
JNETOPOMHOW  (YHKIMEH, HE HUCHOJB3YIONMX HAACKHBIA  METOJ  KOHTPAICHIUU
(cMm. pasgen 4.6).

e Jlerckuii Bo3pact 10 18 set (BCieaCTBUE OTCYTCTBUS JaHHBIX KIMHUYECKUX UCCIIEIOBAHUIN).

e HacnencrBeHHass HEMEPEHOCHMMOCTh JIAKTO3bl, ACPUIUT JaKTa3bl, TIIOKO30-TallaKTO3HAs

MababCcopOITHs.

4.4. OcoOble yKka3aHusl M MepbI NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

Cungpom yanuHeHHoro wHTepBana QT, mpuem mnpemapaTtoB, BBI3BIBAIOMINX Y/UIMHEHHE
unTepsana QT.
Oco0bble ykazaHus

Koumpons OKT’

Hanmuume cunapoma yanuHeHHoro wuHTepBasia QT W mpueM mpenapatroB, BBI3BIBAIOIINX
yanuHenue unrepaia QT, Tpedyrot nepuoanueckoro koHtpons IKI .

Bcnomozamenvhvie sewyecmasa

IIpenapar BuHIIOLIETHH COEPKUT JIAKTO3Y.

[TaimeHTaM C peaKo BCTPEYAOUIEHCS HACIEICTBEHHOM HENEPEHOCUMOCThIO TalaKTO3bl,
neUIUTOM JaKTa3bl JIOMAaped WM TIIOKO30-TaTaKTO3HOW ManbaOcopOIueil He ciemyer

MNPpUHHUMATB 3TOT IIpCIriapar.
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4.5. B3aumopeiicTBue ¢ JPYrHMH JIeKAPCTBEHHBIMH TMpenapaTamMu H JApyrue BHJbI
B3aUMO/IeHCTBUSA

B3aumoneiictBust HE HaOroMaeTcs npu OJTHOBPEMEHHOM NPUMEHEHHUU c
OcTa-aipeHoOI0OKaTOpaMu  (XJIOPAHOJION,  MHUHIOJION),  KIOHMAaMHUIOM, TNIHOCHKIAMHUIOM,
JTUTOKCHHOM, alleHOKYyMAapOJIOM, THAPOXIOPOTHAZHIOM U UMUIIPAMHHOM.

OnHOBpeMEHHOE MPUMEHEHNE BUHIIONETHHA U allb(ha-METHIIIONBI HHOT/IA BHI3BIBAJIO HEKOTOPOE
YCHJICHHE TUIIOTEH3UBHOTO Y(PQeKTa, MOITOMY MPH TAKOM JICYCHHU TPeOyeTcs peryssipHbINA
KOHTPOJIb apTepuanbHoro aasieHus (AJl).

HecmoTpss Ha OTCyTCTBHE [aHHBIX, MOATBEPKIAIONUX BO3MOXKHOCTh B3aWMOJICHCTBUS,
PEKOMEHIyEeTCS TIPOSBIISITE OCTOPOKHOCTH MPH OJHOBPEMEHHOM HAa3HAYCHWW BHHIIOIICTHHA C
npenapatamMi, JACHCTBYIOIIMMH Ha [EHTPAIbHYIO HEPBHYI CHCTEMY W C IpernaparaMmu

MNPOTUBOAPUTMHUYCCKOI'O U aHTUKOAT'YJIISIHTHOT O ﬂeﬁCTBHH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

Bo Bpems OepeMEHHOCTH W B IEPUOJ TPYJHOTO BCKAPMIIMBAaHHWS, a TAaKXKE y JKEHIIMH C
COXPAaHEHHOHN NeTOopoaHON (yHKIMEH, He HCHOIB3YIONIMX HAIeKHBIH METOJ KOHTpPALEMIHUH,
MPUMEHEHHE BUHIIOIIETHHA IPOTHUBOMOKA3aHO.

bepemeHHOCTD

BunmoneTH npoHWKaeT depe3 IUTAllCHTapHBIA Oaphep, HO B IUIALICHTE W B KPOBU ILIONA €TO
KOHIIGHTpaIlis HIDKE, 4YeM B KpoBU OepemeHHOU. VcciemoBaHus Ha >KMBOTHBIX TOKa3ald
PENpPOAYKTUBHYI0 TOKCUYHOCTb, BKIIFOYAsl MOPOKH pPAa3BUTHUS y KpbIc. B HccimenoBaHusX Ha
JKUBOTHBIX MTPH BBEJICHUU OOJIBIIUX 7103 BOSHUKAIH TIAllEHTapHbIe KPOBOTEUECHHSI U CTIOHTAHHBIE
abopThI, BEPOSITHO, B PE3YJITATE YCHJICHHS IUIAIIEHTAPHOTO KPOBOTOKA. Bo Bpemsi 6epeMeHHOCTH
MIPUMEHEHNE BUHIIOLIETUHA MTPOTHBOMOKA3aHO.

Jlakranus

BuHnouetnH mnpoHUKAaeT B TPyJHOE MOJIOKO. B uccienoBaHusX C NPUMEHEHUEM MEUEHOTO
BHUHIIOLIETUHA PAJMOAKTUBHOCTh TPYJHOTO MOJIOKA ObLIa B JECSITh pa3 BBIINIE, YeM B KPOBU
Matepu. B Teuenue 1 gaca B rpyaHoe Mosioko niporukaet 0,25 % npuHATOM 10361 TIpenapara.
[TockonbKy BUHIIOLETUH MPOHUKAET B IPYJHOE MOJOKO, a IaHHbIE O BIMSHUU BUHIOIIETUHA HA
JIeTel TPYyJHOTO BO3pacTa OTCYTCTBYIOT, IPUMEHEHHE €r0 BO BpeMs IPYJIHOTO BCKapMIIMBAHUS
MIPOTUBOIIOKA3aHO.

}KGHHII/IHI)I C ACTOPOAHBIM IMTOTCHIIMAJIOM

>KCHI_I_II/IHBI C COXpaHeHHOﬁ HCTOpOﬂHOﬁ (I)YHKHHeﬁ JOJDKHBI MCIIOJIB30BaTh HAJCKHBIN METO.

KOHTpalucnuuu BO BpEMs NPUMCHCHH A BUHITIOLICTHHA. B IMPOTHUBHOM CJIy4ac IMPUEM BHUHIIOIICTUHA
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4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMH CpeJCTBaMH M padoTath ¢

MEXaHU3MaMHU

I[aHHBIe O BJIMSIHUHM BHUHIIOLICTHMHA Ha CIIOCOOHOCTH YHOPpaBJIATE TPaHCIIOPTHBIMH CPEACTBAMU U

paboTaTh C MEXaHU3MaMH OTCYTCTBYIOT.

4.8. HexenarejbHbIe peakKuuu

TabanuHoe pE3I0OME HEXKENATEILHBIX PeaKIUH

B X0J€ KIIMHHUYCCKHX I/ICCJ'IC,Z[OBaHI/Iﬁ HauOoJiee YacTo HeKeJaTellbHbIe p€akuuy BO3HHUKAJIU B

CIICAYIOIIMX CHUCTEMHO-OPraHHBIX Kiaccax (mo kiaccupukanuu MeTUIMHCKOTO CIIOBaps JUis

PEryIATOPHOM ACSITEIBHOCTH), KOTOPBIC IIPUBEICHBI B COOTBETCTBUH C YaCTOTOM BO3HUKHOBEHHUS:

Heuacto (> 1/1000, xo < 1/100), peaxo (> 1/10000, uo < 1/1000), ouens peako (< 1/10000).

Heuacto
(>1/1000, no < 1/100)

Penxo
(>1/10000, Ho < 1/1000)

Ouenb peako
(< 1/10000)

Hapywenus co cmopoHul Kposu u tumpamuyeckoil cucmembl

HeﬁKOHeHI/IH, TpOM6OHI/ITOHeHI/I${

aHeMUs, arrJIrOTHHALUSA
SPUTPOLIUTOB

Hapywenus co cmoponvl ummynnou cucmemol

peakiuu
THIIEPYYBCTBUTEIBHOCTH

Hapywenusa memabonuzma u numanus

TUIIEPXOJIECTEPUHEMHUS

CHW)KEHUE allleTHTa, aHOPEKCHS,
caxapHblii auader

Icuxuueckue Hapywerus

OCCCOHHUIIA,
0OECIIOKOMCTBO

HapylLICHHE CHa,

sl opus, genpeccus

Hapywenus co cmopoHbl HepeHOU cucmembl

rojoBHas 00Jb

TOJIOBOKPY’KEHHE, PacCTPONUCTBO
BKYycCa, CTYIIOp, OJHOCTOPOHHHMHA
nape3, COHJIMBOCTh, AMHE3HS

TPEMOP, CHIa3MBbI

Hapywenus co cmoponwl opeana 3penus

OTCK COCKa 3pUTCJIbHOI'O HEPBA

THIICPEMH A KOHBIOHKTHUBbI

Hapywenus co cmoponul opeana ciyxa u 1abupunma

BEPTUTO

TUIEPAKy3Usl, TUIIOAKY3Hs, LIyM
B yIlIax

Hapywenus co cmoponul cepoya

UeMus/MHpapKT MHOKap/a,
CTEHOKapAMs, Opaaukapaus,
TaXMKapaus, OSKCTPACUCTOJIUSA,

OUIYIIEHHE CepIeONeHNUs

apUTMUS,
GbubpmsIMs peacepani

Hapywenus co cmoponwl cocyoos

cHkeHue AJ

‘HOBBIH_IeHI/IC AI[, KIIPHUITUBBIY»,

nabunbHOCTh Al
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Heuacto Peaxo Ouensb peako
(>1/1000, o < 1/100) (=1/10000, Ho < 1/1000) (< 1/10000)
TpoMOodedut

JKenyoouno-kuweunvle napywenus
IUCKOM(pOPT B KHUBOTE, | 00b B AMMracTpUH, 3arop, | Jucdarusi, CTOMaTUT
CYXOCTh BO pTy, | AMapes, TUCTIETICHsI, pBOTA
TOLITHOTA
Hapywenus co cmopoHbl KOJCU U HOOKONCHBIX MKAHEl
JpUTEMa, TUIEPTUAPO3, KOXKHBIN | 1epMaTUT
3yJ, KpanvBHUIIA, CHIITb
Obwue HapywieHus U peakyuu 8 Mecme 88€0eHUs.

aCTCHHMsI, HEJIOMOTAaHUE, YYBCTBO | YYBCTBO quckomdopTa B
xKapa I'PYyAHOM KJIETKE, THIIOTEPMHUS

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

cumxenue AJl [TOBLIIIEHNE AJl, | moBBIIIICHUE/CHIIKEHHE
TUTICPTPUTIUIICPUICMUS, KOJIMYECTBA JIEKOLINTOB,
nenpeccus cermenta ST Ha OKI, | cHmkeHne KOJINYECTBA
CHIDKEHNE/TIOBBIIIIEHNE SPUTPOLMTOB, YMEHbIIICHHE
KOJIMYECTBA 503MHO(DUIIOB, | TPOMOHHOBOTO BPEMCHH,
IIOBEIIIEHNE AKTHBHOCTH | IOBBIIIIEHUE MACCHI TEA

CIICYCHOYHBIX» q)epMeHTOB

COO6H.I€HI/IC O ITOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo cooOmarh 0 TOM03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX TIOCJIe PETUCTPALNN
JICKapCTBEHHOTO TIperapara ¢ meibio 00eCreYeHNus HeMPEPhIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYEeTCs
co00IaTe O JIOOBIX MOJ03PEBAEMBIX HEXENATENbHBIX PEaKIUSIX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJbHBIE CUCTEMBI COOOIICHUS O HEXENaTeNbHBIX PEeaKIUsIX FOCyJAapCTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOTr0 CO03a.

Poccniickas @enepanns

®OenepanbHas ciyx0a 1Mo Ha30py B chepe 31paBOOXpaHeHUs

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl miiomanip, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TEIEKOMMYHHUKAITMOHHON ceTh «IHTepHeT»:

www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka
JlanHbIe O TIepe103UPOBKE BUHITOIIETUHOM OTCYTCTBYIOT.
CuMITOMBI

OIIHOKpaTHHﬁ nmpuem 360 mr BHUHIIOLCTHMHA HC BbI3bIBAJI KIIMHUYCCKU 3HAYUMBIX pCaKHHf/'I, B TOM
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YHCJIE CO CTOPOHBI CEPACUHO-COCYIUCTON CUCTEMBI.
Jleuenue
PexkomMeH0BaHO TpOMBIBAaHWE >KETy/IKa, MPUEM aKTUBUPOBAHHOTO YIJIA, CHMITOMATHYECKas

Tepanus.

5. DPAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHEe CBOMCTBA

dapmakoTepaneBTHUECKass TIPyNNa: INCUXOAHAIENTHKH; ICUXOCTUMYJSATOPBI,  CPEICTBA,
IpUMEHSeMbIe IPU CUHApPOME Je(hUIMTa BHUMAHUSA C THIIEPAKTUBHOCTBbIO, U HOOTPOIIHBIE
CPEICTBA; APYrue ICUXOCTUMYJISITOPBI U HOOTPOIIHBIE CPECTBA.

Kox ATX: NO6BX18

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTbI

MexaHu3M JEeHCTBUS BUHIIOLETUHA CKJIAAbIBAETCS U3 HECKOJIBKMX 3JIEMEHTOB: OH YJIy4IlIaeT
MO3TOBOH KPOBOTOK M METa0O0JIM3M I'OJIOBHOTO MO3Ta, OKa3bIBaeT OJIaronpusTHOE BO3ICHCTBHE Ha
pPEO0JIOrM4eCKre CBOMCTBA KPOBH.

HeiliponpoTekTuBHOE  JeWCTBUE peaju3yeTrcs 3a CUYeT CHIDKEHUS HeOIaromnpusiTHOrO
[UTOTOKCUYECKOTO BIMSIHUS BO30YKAAIOIMIUX aMUHOKHUCIIOT. BlIOKHpyeT moTeHInan3aBucuMbIe
Na* u Ca®" xanamst 1 NMDA- u AMPA-penentops!. [10BbIIIaeT HEHPOIPOTEKTHBHOE JIEHCTBHE
aJIecHO3MHA. BUHIOLIETHH CTUMYNIHUpYET METa00JIM3M FOJIOBHOTO MO3ra: OH YBEIMUYMBAET 3aXBaT U
noTpedyieHue TII0KO3bl U Kuciaopoja. [1oBeIIaeT TOJNEPAaHTHOCTh K THUIOKCHM; YBEIMYMBAET
TPAHCIOPT TIIIOKO3bI, €AMHCTBEHHOIO UCTOYHUKA DHEPIUU I TKAHU T'OJIOBHOI'O MO3ra, 4epes
remMatosHIedanruyeckuii 0apbep; cMemaer MeTaboJu3M IJIIOKO3bl B CTOPOHY SHEpPreTHYeCKU
Gornee BHITOMHOTO a’dpobHOro mytH. CenekTuBHO MHrHOMpyeT Ca?*-KaabMOIyTHH3aBUCHMYIO
ul M®-pocoausrcrepasy; MNOBBILIACT COJAEp)KaHUE LUKINYECKOro aJeHO3WHMOHOdochara
(IAM®) u nuknuyeckoro ryaHosuHMoHodocdara (ul M®D) romoBHOro mMo3ra, KOHIIEHTPALIUIO
aneHosuntpudochara (ATDP) u coorHomenne ATDO/AMP B TKaHIX TOJOBHOTO MO3ra;
yCWJINBaeT OOMEH CEepOTOHMHA U HOpaJpeHaJuHa B TOJOBHOM MO3r€, CTUMYJIHPYET
HOPAJIPEHEPTUYECKYI0 HEHPOMEAMATOPHYI0 CHCTEMY, @ TAaKXKE OKA3bIBACT AHTHOKCHIAHTHOE
neiicTBue; B pe3ynbpTare BceX 3TUX 3((EKTOB BUHIOLETHH OKa3bIBAaeT 11epeOpONpPOTEKTHBHOE
JICUCTBUE.

Viayyimaer MHUKpPOLUMPKYJALHWIO B TOJOBHOM MO3l€ 3a CYeT HMHTUOMpPOBaHUS arperaiuu
TPOMOOILIUTOB, CHMKEHUS TAaTOJOTMYECKH TMOBBIIIEHHOW BA3KOCTH KpOBH, IOBBIIICHUS
CIOCOOHOCTH 3PUTPOLUTOB K AeopMaliui 1 MHTHOMPOBAaHUS 3aXBaTa aJIeHO3MHA; CIIOCOOCTBYET

nepexoay KucjiopozZia B KJIICTKH 3a CUCT CHUIKCHUA K HCEMY CPOACTBA SPUTPOLIUTOB.
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N30upaTenbHO YBEIMYMBAET MO3TOBOM KPOBOTOK 3a CHUET YBEJIMYEHHUS MO3TOBOWM (pakuuu
CEp/IEYHOr0  BBIOpOCA, CHMKEHHUS LEepeOpalbHOTO  COCYAUCTOrO  CONpPOTHUBJICHUS — 0Oe3
CYLIECTBEHHOI'O BIMSIHUS Ha CUCTEMHbIE [T0Ka3aTeau KpoBoooparenus (A/Jl, cepaednslii BBIOpocC,
YacTOTy CEepAEUYHBIX COKpallleHui, oblee nepudpeprudeckoe COCyIUCTOe CONPOTUBIIECHUE); HE
BbI3bIBaCT 3¢ ¢dekT «oOkpanpBanus». Ha ¢oHe mnNpuMEHEeHUs BHHIIONETUHA YIIy4YIIaeTCs
KpPOBOCHA0KEHNE TIOBPEXKICHHBIX (HO €11€ HE HEKPOTU3UPOBAHHBIX ) YUYACTKOB UILIEMHUH C HU3KON

nepdysueit («oopaTHbIi 3HPEeKT 0OKpaIBIBAHHI).

5.2. DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopouus

Bunnonernn OvicTpo abcopOupyercsi, mocie mprueMa BHYTPh MAaKCHMallbHas KOHLEHTpAIHs B
I1a3Me J0CTUraeTcsi B TedeHue 1 yaca. AGcopOupyercs NpeuMyIeCTBEHHO B MPOKCUMAIbHOM
ornene kuileyHuka. llpu mnpoxokaeHHMM uepe3 CTEHKY KHUIIEYHHMKAa HE IOJBEpraercs
MeTaboIH3My.

Pacnpenenenne

B MOKIMHUYECKUX UCCIIEIOBAHUSX ITPH BBEICHUU PAAHOAKTHBHO MEYEHOTO BUHIIOIIETUHA BHYTPb
OH OMNpeNeNsUICs B HAaUBBICIIMX KOHIIEHTPALMSAX B MEUCHW M IKEIYJOYHO-KUIIEYHOM TPAKTe.
MaxkcumanbHasi KOHIEHTpalKs B TKaHSAX OTMEYaeTcs depe3 2—4 yaca mocje npremMa BHYTPb.
KonmdecTBo paimnoakTHBHOTO M30TOMNA B TOJIOBHOM MO3T€ HE MPEBBIIIATI0 TAKOBOTO B KPOBH.

VYV uyenoBeka cBsA3b C OenkamMM IuIa3Mbl cocTaBisger 66 %. buomocTtynmHocTh mpu mpueme
BHYTpb — 7 %. OObeM pacnpeneneHuss — 246,7 =88,5 71, 4yTO CBUIETENBCTBYET O BBICOKOM
CBSI3bIBAaHMU C TKaHsAMU. KiupeHc cocraBisier 66,7 1/4, 4To MpeBbIIaeT IUIa3MEHHBIH 00beM
neuyenu (50 51/4), MeTab0IM3M PEUMYIIIECTBEHHO BHEIICUCHOUHBIH.

buorpancdopmarms

OCHOBHBIM METAa0OJIMTOM BHHIIOIETHHA SBJISETCSA amoBHHKaMuHOBas kucioTa (ABK), mons
KOTOpoii y uenoBeka coctaBisier 25-30 %. Ilocne nmpuema BUHIOLIETHHA BHYTPH IUIOMIAIb MO
KpUBOM «KoHIIeHTpanus-BpeMsi» ABK B 2 pa3a Oosbliie TakoBO# 1OCiie BHYyTPUBEHHOTO BBEICHMS.
D10 cBumeTenscTBYeT o ToM, 4uTo ABK o0Opasyercs B mporecce meTaboim3ma IEepBOTO
MPOXOKIACHHUS BHUHIIOLIETHHA. Hpyrumu W3BECTHBIMU MeTa0oIuTaMuU SIBIIIIOTCS
TUAPOKCUBUHTIONETHH, TuApokcu-ABK, nurunpokcu-ABK-rnunuHar, a Takke WX KOHBIOTATHI ¢
DIIOKYPOHUIaMHA W/WIA CyibdaTaMu. B JOKIMHHYECKUX HWCCIICIOBAHUSAX BBISBICHO, YTO B
HEM3MEHEHHOM BHJI€ BUHITOLIETHH BEIJAEISAETCS B HEOOIBIIIOM KOJTHYECTBE.

[Tpu 3a00neBaHUAX MEUEHU U MOYEK KOPPEKIUU J03bl HEe TPeOyeTCsl B CBA3H C OCOOCHHOCTHIO

MeTaboa13Ma BUHIIOLICTHHA — OTCYTCTBUCM KYMYJIALIUU.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

DIMMUHALIUA

[Tpu MHOrOKpaTHOM IpUeMe B 03¢ 5 U 10 MI KMHETHKA BUHIIOIIETUHA JIMHEITHAs. PaBHOBECHbBIE
MJIa3MEHHBIC KOHIeHTparuu coctaBisiu 1,2 + 0,27 ur/ma u 2,1 + 0,33 HI/MJI COOTBETCTBEHHO.
[lepuon monyBbIBEeNEHUsT Yy 4deloBeka coctaBiser 4,83 +1,29yaca. B wuccnepoBanusx ¢
pPaIuOaKTHBHOM METKOW IpenapaT BHIBOJIMIICS OYKAMH U Yepe3 KUIIEYHUK B iponopuuu 60:40.
B moxnuHUYECKUX UCCIeIOBAaHUSX 3HAUYUTENIbHAS YaCTh PAIUOAKTHBHOCTH BBISIBIISIIACH B JKEITUH,
HO 3HAYMMasl KUIIEYHO-TICYCHOYHAs ITUPKYIIAIus He HaiineHa. ABK BBIBOIUTCS MOYKaMu mMyTeM
MPOCTOM KIIyOOUKOBOM (PrIIbTpaliiu, IEPUO/T TOTYBBIBEICHHS 3aBUCUT OT IPUHATOM O3Bl U MY TH

BBCACHUS BUHIIOLICTHUHA.

Oco0Bble IPVIIILI TAIUEHTOB

HGL!MEHmbl nooJKICus1020 eo3pacma, nayuermosl C HapyueHuem @yHKLﬂlu ne4yeru u nodex

BLISIBJ'IGHO, qTo Q)apMaKOKI/IHeTI/IKa BUHIIOLCTHUHA Yy IMOXUJIBIX MMANUCHTOB 3HAYUMO HE OTJIMYACTCAH
OT TaKOBOH Y MOJIOABIX IMAIIMCHTOB, KYMYJIALMA IIp€riapata OTCYTCTBYCT. HO3TOMy BUHIIOLICTHH
MOXHO Ha3HadaTb IMallMCHTaM C HApYUICHHUSIMU ¢)yHKIII/II/I IICYCHN MU IIOYCK AJIUTCIBHO U B

OOBIYHBIX J03ax.

6. PAPMAIIEBTUUECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB
Kpaxmain kaprodenbHblii

JIakTO3bI MOHOTHJIPAT

[{em1r0103a MUKPOKpUCTAJUTMYECKAs]
['unponoza (E463)

Kapbokcumerunkpaxman HaTpHst

Marnus creapar

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHUs )

2 roja.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NIPH XPAHEHUHU
XpaHuTh ipu Temnepatype He Boiie 25 °C. XpaHUTh B OPUTHHAIBHON YIIAKOBKE (TTa4Ke) JUIs

3alllUTHI OT CBE€TA U BJIaru.



6.5. XapakTep u coep:kaHne NEPBUYHON YNAKOBKHU

[To 10 TabneToK B KOHTYPHYIO SIMEHKOBYIO YIIAKOBKY M3 IJICHKHU IMOJTMBUHWIXJIOPUIHON U (POIBTH
AJTIOMUHUEBOM NEYaTHOM JTaKMPOBAHHOM.

2,3, 5 KOHTYPHBIX SSYEMKOBBIX YITAKOBOK BMECTE C MHCTPYKIUEH IO METUIIMHCKOMY TPUMEHEHUIO

MOMEIIAIOT B MAYKy U3 KapTOHA.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTHM NPH  YHUUYTOXKEHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  TpenapaTra WJIH OTX0JA0B, MOJYYEeHHBIX TOCJe MNPUMEHEHHUs
JIEKApCTBEHHOT0 Mpenapara, u Ipyrue MaHUMYJISIHH C PernapaToM

Het oco0bix TpeGoBaHUil K yTHIN3AIIH.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

000 «I[IPOMOME/] PYC»

Anpec: 129090, r. MockBa, mpocniekT Mupa, mom 13, ctpoenue 1, oduc 13
Tenedon: +7 (495) 640-25-28

DnekTpoHHas mouta: reception@promomed.pro

7.1. IlpeacTaBUTENb A€PsKATE/ISI PETrUCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3uu norpedbuUTENeH HAOPABIATE 110 aAPECY:

Poccniickas @enepanns

000 «I[TPOMOME]J] PYC»

Anpec: 129090, r. MockBa, npocnekT Mupa, nom 13, crpoenue 1, opuc 13
Tenedon: 8 800 222 95 63; 8 800 777 86 04 (kpyriioCyTOUHO)

Onekrponnas moura: hot_line@promomed.pro

8. HOMEP PET'HCTPALHIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PETMCTPAIIMA (IIOJATBEPXKJIEHHS PETHUCTPAIIUH,
HEPEPETUCTPALINN)

Jlata nepBoii perucTpanuu:

10. JATA HEPECMOTPA TEKCTA


mailto:reception@promomed.

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 14.08.2025 N= 20251
(NMOCNEOOBATENEHOCTE 0002)

OOmast  XapakTepuCTUKa  JICKQpCTBEHHOTO  Ipenapata BuHNOLETHMH  JOCTynmHa  Ha
UHPOPMALIMOHHOM TopTanie EBpa3uiickoro 3KOHOMHMYECKOTO Cor03a M HH(OpMAIMOHHO-

KOMMYHHUKaIMOHHOM cetn « HTepHe™» http://eec.eaeunion.org/.
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