COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 13.09.2023 N2 17705

I/IHCTPYKHH;T' QCNEOOBATENEHOCTE 0002)

IO MEAJUIIMUHCKOMY NPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
BAJIN10JI ABEKCUMA

PerncrpanuoHHblii HOMep:

Toprosoe nanmenoBanue: BAJIMJ[OJI ABEKCUMA

MexayHapoaHOe HENMATEeHTOBAHHOE WM I'PYNIIMPOBOYHOE HAUMEHOBaHue: JleBomeHTo1a
pactBOp B MeHTHIIM30Baiepare + [[lekcTposal

JlekapcTBenHnasi popma: TabICTKU MOABI3BITHBIE

Cocras

Oelicmsyrowue geujecmea’ JEBOMEHTOJIa pAacTBOP B MEHTHIIM3OBajepare (Bamuuon) — 60 wr;
JIEKCTPO3bl MOHOTUAPAT (TJIFOKO3bI MOHOTHAPAT) — 188 Mr;

e6cnomoeamenvhble gewyecmsa. caxap (caxaposa) — 540,4 Mr, KpeMHHSI TUOKCH KOJIJIOMIHBINA —

3,5 mr; creapuHoBas kuciaora — 8,1 mr.

Onucanue
TabneTKu TIOCKOIMIMHIPHYECKON (HOpMBI, OeIoro Wil 0eloro ¢ CepoBaThIMH BKPATUICHUSMU

[BETA, C PUCKOM U (hacKoH, ¢ XapaKTepHBIM 3al1axXOM MEHTOJIA.

dapmakoTepaneBTHYeCKass TPYyNNa: KOPOHAPOIWIATHPYIOMIEE CPEACTBO PEQIIEKTOPHOTO
NEeNCTBUSL.

Kox ATX: CO1EX

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Okxka3sbIBaeT ceaTUBHOE JIeiicTBUE, 00Ia/1aeT yMEPEHHBIM PE(PICKTOPHBIM COCYA0PACIIUPSIFOIIUM
neiicTBueM, OOYCIIOBIEHHBIM  pa3paK€HWEM  YYBCTBUTEJBHBIX HEPBHBIX OKOHYAHUIL.
Ctumynupyer BbIpaOOTKY MU OCBOOOXKJEHHE HHKe(aTMHOB, SHIAOPGUHOB M psja APYrux
NEeNTHUJ0B, KHMHUHOB (3a CUET pa3pakeHUsl pPELENnTOpPOB CIM3UCTOM O0O0O0JOYKH), KOTOpHIE
IPUHUMAIOT aKTUBHOE Y4aCTHE B PETYIISILUN MPOHULIAEMOCTH COCYI0B, (POPMUPOBAHUU OOJIEBBIX
omymeHui. [Ipu cyOnuMHrBanbHOM MpueMe TepaneBTHYeCcKHil 3¢ (deKT, B cpeqHeM, HAcTyIaeT
yepe3 5 MuH, mpu 3ToM 110 70% mpenapara BEICBOOOKIAETCS B TEUCHHUE 3 MUH.

JlekcTpo3bl MOHOTHIPAT (TJIFOKO3BI MOHOTHJIPAT) YYacTBYET B PasIMYHBIX Ipolieccax oOMeHa
BEIIIECTB B OpraHu3Me, y4yacTBYyeT B METa0OJIHMUECKUX MpOoIeccax.

DapmakoKkunemuka

[Tpu cyOuHrBaIbHOM IPUMEHEHUH a0COpOMpyeTCs CO CIM3UCTOM 000104KH mosiocTH pra. [Tocne

BCaCbhIBaHUA 6I/IOTpaHC(I)0pMI/IpyeTCSI B IICUCHU U BBIBOAUTCA MMOYKaMH B BUAC TJIIIOKYPOHUIOB.
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(MosiBIICHUE B MOYE SIBJIACTCS MATOJIOTUYECKUM MPU3HAKOM).

IHoka3anusi K NpUMeHEeHUI0
OyHKIHUOHATbHAS KapAHAJITUs, HEBPO3bl, a TAKXKE KaK MPOTUBOPBOTHOE CPEJCTBO MPU MOPCKOM

¥ BO3JIyLITHOM 00JIe3HU.

IMpoTuBonoka3aHust
[ToBbIIeHHAst YyBCTBUTEIBHOCTD K KOMIIOHEHTAM Ipenapara, Ae@UIuT caxapo3bl/H30MallbTa3bl,
HEMEePEeHOCUMOCTh (PPYKTO3bI, TIIOKO30-TalaKTO3HAast ManbadcopOiusi, Boszpact a0 18 ner

(OTCYTCTBYIOT AaHHBIE 11O 3G (HEKTUBHOCTH U O€30MACHOCTH MPUMEHEHHUS Mpernapara y AeTei).

C 0CTOPOKHOCTHIO

Caxapnblil 1ua0ert (mpemnapaT CoIepKHUT caxap).

IIpumeHeHne BO BpeMsl 0€PeMEHHOCTH M B MEPUO/I I'PYIHOT0 BCKAPMJINBAHUSA
bepemennocms

[Tpumenenue mpenapara npu OEPEMEHHOCTH BO3MOYKHO B CiIydae, €CII MpeAroiaraeMas mojb3a
JUTS. MaTE€PH MPEBBIIIACT MOTCHIUAIBHBIA PUCK IS TUIOJIA.

Ilepuoo tpyonoco eckapmausanus

[IpumeHeHne mpenapara B TMEPUOJ TPYAHOIO BCKAPMIIMBAHUS BO3MOXKHO B CiIy4ae, €CIHU

npejoiaraeMas 1oJib3a Jiylsi MaTepy MPEeBbIIIAaeT NOTEHIMAIbHbBIN PUCK U1 peOeHKa.

Cnocod npuMeHeHHs U 103bl

Banunon HasHauarorT B3pociabiM 1o | TabieTke MOJ SI3bIK JI0 €€ IOJHOIO pPaccachblBaHMSL.
[Tpunumarot 1o 1 Tabnerke 2—3 pasa B CyTKH.

KpaTtHOCTh M NMPOJOKUTENBHOCTh MPUEMa OIPENEeNIeTCsl B 3aBUCUMOCTH OT 3¢ deKTuBHOCTH
nedeHus. [Ipu OTCYTCTBUM MM HEJOCTATOYHOM BBIPAKEHHOCTH TeparneBTHUECKOro 3ddexra B
Oonmxkaiime 5-10 MMH mocne mpueMma Ipemnapata HEOOXOJUMO OOpaTHThCS K Bpaudy Ul

Ha3HA4YCHMsI IPyroy Teparnui.

ITo6o4unoe neiicTBue

HexxenatenbHbIe SBJICHUS CTPYIITUPOBAHBI B COOTBETCTBUH C KJIaCCH(UKAIMEH OPTaHOB U CHCTEM
opraHoB MedDRA, B mpezienax KaXIOH TPYNMbl TMEPEYUCICHBI B TMOPSAAKE YMEHBIICHHS
3HAUMMOCTH. YacToTa BCTPEYaeMOCTH OIIEHUBAIACH CIEIYIOIINM 00pa3oM: ouens uacmo (> 1/10);
yacmo (> 1/100 - < 1/10); newacmo (> 1/1000 - < 1/100); peoko (> 1/10000 - < 1/1000); ouenw
peoko (< 1/10000); uacmoma neuzéecmua (He MOXET OBITh OIlEHEHA HA OCHOBE HMMEIOIIMXCS

JTAHHBIX ).
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Hapywenus co cmoponvl uMmynHoU cucmembl

YacToTa HEU3BECTHA: AJUIEPIUUECKUE PEAKIIMU (KOXKHASI ChIIb, 3yJ, HTHOHEBPOTHUUECKUN OTEK).
Hapywenus co cmoponvl HepeHoill cucmembl

YacroTa HEM3BECTHA: FOJIOBOKPYKEHUE.

Hapywenus co cmoponvl opeana 3penus

YacToTa HEU3BECTHA: CIE30TCUCHUE.

Kenyoouno-kuuieunvie napyuenus

YacroTa HeM3BeCTHA: JeTKas TOIHOTA.

Moryt Habm0gaThCS TOIIHOTA, CI€30T€YEHHE, TOJI0BOKpYKeHue. [Ipu oTmeHe mpemapaTta 3TH
10004HbIe 3PPEKTHI OOBITHO MPOXOIAT CAMOCTOATEIHHO. BO3MOXKHO pa3BUTHE AJIIEPTHUECKHUX

peakuuii (Ko>KHas ChIllb, 3y, aHTHOHEBPOTHUUECKHUI OTEK).

ITepexo3upoBka

Cumnmompwi

['onoBHass 0onb, TONIIHOTA, BO30OYXKICHHE, HAPYIICHHE ICATCILHOCTH CEpAla, TaJeHue
apTepHalIbHOTO JIaBIIEHUS, YTHETEHUE [IEHTPATbHONH HEPBHON CHUCTEMBI.

Jleuenue

OtmenuTts npenapar. CumMnToMaTnyecKkas Tepamnus.

B3aumopneiicTBHe ¢ APYrUMH J1eKAPCTBEHHBIMH CpeICTBAMU

[Ipn COBMECTHOM NPUMEHEHHH C HEUPOTPONHBIMHM CPEACTBAMHU YTHETAIOIIErO THIA JEUCTBUS
YCUJIMBAET yrHETAIOIIEe JeHCTBHE MMOCIETHUX Ha [IEHTPAIbHYIO HEPBHYIO CUCTEMY.
OnHOBpeMEHHOE NMPUMEHEHUE BajuAojda C HUTPAaTaMU YMEHBIIAET TOJIOBHYIO 0OJb, KOTOpas

BO3HHUKACT IIPHU UX IPUMCHCHUU.

Oco0ble ykazanust

He pexoMeHyeTcst OTHOBPEMEHHBIN IPUEM AJIKOTOJISL.

C OCTOpPOKHOCTBIO NPUMEHSTHh MNAlMEHTaM C caxapHbIM JuabeToM (Ipernapar COAEPIKUT
caxapo3y). B 1 tabnetke conepxxutcst 188 Mr 1ekcTpo3bsl MOHOTHIpaTa (TJII0KO3bI MOHOTHIPATA),
450 mr caxapa (caxapo3sbl), uto cootBercTByeT 0,054 XE. Ilarmentam ¢ peako BCTpevaromencs

[II0K030-TaJIaKTO3HOM MalibabcopO1Me He clielyeT IPUHUMATh 3TOT Mpemnapar.

Bausinue Ha cIOCOOHOCTH YHupaBJiiTb TPAHCIIOPTHBIMH CpEeACTBAMU, MEXaHU3MAMMU

[Ipu mnpueme mpenapaTa HEOOXOAMMO COOJIIOJIaTh OCTOPOKHOCTh TPHU  BBINOJHEHUU
NOTEHIMAJIBHO ONACHBIX BHUAOB JEATEIBHOCTH, TPEOYIOUIMX MOBBIIIEHHOW KOHIEHTpAlUu
BHUMAaHUS U OBICTPOTHI IICUXOMOTOPHBIX peakuuil (ympaBieHHe TPaHCIOPTHBIMU CPEJCTBAMH,

paboTa ¢ ABMXKYIIUMHCS MEXaHU3MaMH, padoTa JUCTIETYEepa, OTIepaTopa).
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®opMa BbINTYCKA

Ta0neTku NoabsI3bIYHBIC.

[To 10 TabyieTOK B KOHTYPHYIO STYEHKOBYIO YIIAKOBKY.

ITo 1 mam 2 KOHTYPHBIX SYEHKOBBIX YIAKOBOK C MHCTPYKIUEH MO MEAUIIMHCKOMY MPUMEHEHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.

1000 KOHTYpHBIX SIMEUKOBBIX YIIAKOBOK C PaBHBIM KOJIMYECTBOM MHCTPYKIHI 10 MEAULIMHCKOMY

MPUMEHEHHUIO MTOMEIAI0T B KOPOOKY U3 KapTOHA (IS CTAIMOHAPOB).

YciaoBust XxpaHeHUs
Xpanuts npu temmneparype ot 8 go 18 °C.

XpaHUTh B HEAOCTYITHOM JIJIsl IETEH MECTE.

Cpok rognocTu
2 rona.

He MMPUMCHATH 11O UCTCUCHUHN CPOKA 'OAHOCTH, YKA3aHHOT'O HA YIIAKOBKE.

YcaoBus ornycka

OrtnyckaroT 0e3 pelenra.

Baaneseny perucTpanioHHOrO Y/AOCTOBEPEHUs/OPraHu3alusi, NPUHUMAKIIAS NpPeTeH3UH
norpeoureJiei

OAO «ABekcumay»

125284, Poccus, r. Mocksa, Jlenunrpaackuii npocnexr, 1. 31A, ctp. 1.

Ten.: +7 (495) 258-45-28.

IIpousBoaurenn

AO «Mpbutckuii xumbapmM3aBoa»

Buinyckatowuii konmpons kauecmea

CeepanoBckas o0, r. Mpbur, yn. Kapna Mapkca, a. 124, ctp. 1.
Ten/axc: (34355) 3-60-90.



