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MVHWCTEPCTBO 3A4PaBOOXPAHEHNS
Poccuitckon degepaLmm

PEAEPAJIbHAA CNYXXBA MO HAASOPY Cy6'beKTaM 06pa|_|.|,eHI/IF|
B COEPE 3JPABOOXPAHEHWA
PYKOBOAWTENDb
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CL. X0 tD'f— "icA/ffS

HaXo oT

|~6 BHECEHUN U3MEHEHWIT B MHCTPYKLIMIO MO
MPUMEHEHVIO 1 OBLLLYIO XapaKTEPUCTUKY
NeKapCTBEHHOTO npenapaTa BPoHXMNpeT®

(MntoLLa 06bIKHOBEHHOTO NINCTHEB
9KCTPaKT+-TUMbsIHA TPaBbl 3KCTPAKT)

depepanbHaa cnyxba no Hagzopy B c(J)epe 34paBOOXPaHEHMA [LOBOAMT A0
CBefeHuA CybbeKkTOB obpatlLeHus NEKapCTBEHHbIX cpeacTs MMUCbMO
OO0 «buoHOpUKa» O BHECEHWU W3MEHEHWI B MHCTPYKUMUIO MO MeAULUHCKOMY
NPUMEHEHUIO/NMNCTOK-BKNAAbILW N 0OOLWYKH  XapaKTepUCTUKY  NEeKAPCTBEHHOIO
npenaparta bpoHxunpet® (MnoLwa 06bIKHOBEHHOIO /INCTLEB IKCTPAKT+TUMbSAHA TpaBbl
3KCTPaKT), cupor.

[MpunoxeHwe: Ha 2 n. B 13Ks.

A.B. CamownoBa



Bionorica'

Ncx.Ne 185-25/A4M.Wcx ot 24.11.2025

CneyumanmcTam CUCTEMbI
3A4PaBOOXPaHEHUs 1 NOTPEGUTENAM

NH(popMaLnoHHOe NMCbMO

O BHECEHWW U3MEHEHWIA B UHCTPYKLMIO MO
MeZLULLIHCKOMY MPUMEHEHUIO (JIMCTOK-BK/IA,YbIL) U
06LLYH0 XapaKTePUCTUKY NIeKapCTBEHHOr 0 npenapara
BpoHxunpeT. cupon

YBaxkaemble CneunanucTbl 34paBOOXPaHENHS H LLOTPCOHrenu!

Hactoawmm nucemom OOO «buoHopuka». Poccusl, BblpaXkaeT BaM CBOE MOYTEHME U
NHHOPMMPYET O BHECEHUWN U3MEHEHWIA B MHCTPYKLMIO NO MEAULUHCKOMY MPUMenentuo (IMCTOK-
BKNafblll) M 0Oy XapaKTepUCTUKY JIeKapCTBEHHOro npenapata BpoHxunpet*” (MHH:
Mnowa 00bIKNOBEHEKIO /NINCTbEB 3KCTpakKT+TuMbAMNA TpaBbl 3KCTPAKT), cupon
(PY N11-Ka(009391)-(1"-An) ot 24.03.2025) B COOTBETCTBMM C aKTyasbHOW WHMopMaLmeld 06
OnbiTe K/MHWYECKOrO MNPUMEHEHWS MpPenapaToB, COAepXalimMx B KayecTBe [eiCTBYHOLLEro
BeLLecTBa noLLa 06bIKHOBEHHOIO JIMCTLEB 3KCTPAKT.

Ha ocHoBaHuuM nucbma MuH3gpasa Poccum o1  25.10.2024 Ne 25-6/9314,
ony6nmkoBaHHOro Ha noptane MP/IC, B pa3gen «PekoMeHAyemas [03a» BHECEHO W3MEeHeHve
MWHMMAa/IbHOTO AeTCKOro Bo3pacTa A1 NPUMeHeHWs IeKapCcTBEHHOro npenapara bponxunpct’.
cupon. ObpalyaeM Balle BHUMaHWe, YTO Npenapar nokasaH K Nnpu.MeHCHWIO y fIeTeil C ABYX NeT U
cTapLue.

B cooTBeTcTBMM C MnMCTKOM-BKNagbiwem J1M-Ko(009391)-(PI'-Awn) ot 24.03.2025:

PekomeHayemas fo3a
3 pasa B AieHb (YTPOM, AHEM 1 BEYEpPOM) B COOTBETCTBMU C MPUBEAEHHOW HIKE TabnmLel

BospacT Pa3oBas f03a CyTou4Has fo3a

JeTn B Bo.3pacTe 2 -5 neT 3,2 Mn 9,6 Ml

[etn B Bo3pacTe 6-11 net 4.3 Mn 12,9 mn



[eTn B Bo3pacTe'cTapLue 12 net’ B3pocC/ble 5,4 Mn 16,2 mn 1

MprMeHeHVe vV fieTei

MpenapaT NPOTMBONOKa3aH K MPUMEHeHWO Yy [eTeil B Bo3pacTe oT 0 Ao 2 net (M3-3a pucka
YXY/LEHNs PecrnupaTopHbIX CUMMMTOMOB 3a60/MeBaHUs BCMEACTBME MpvieMa npenapara.
06/1a/1a0LLEr0 CEKPETONMUTUYECKNM [eCTBUEM).

BHeceHHOe M3MeHerLle He CBA3aHO C M3MeHeHMeM coCTaBa WAM METOAOB aHanM3a U He

B/INAET Ha KauyecTBO fieKapcTBeHHO 'OnpenapaTa bpoHxunpeTt'?, cupon.

HanomunHaHne
TakKe HanoMmHaeMm, YTO BaKHOM COCTaBASIOLWEN B npouecce (opmMmpoBaHnUs npoduns
6e30NacHOCTM IeKapPCTBEHHOI 0 npenapara ABAseTcs CBOEBPEMEHHOe M MOLPO6HOe coobLleHMe O
HeXenaTe lbHbIX peakuusXx.

O pas3BUTMKN HeXXenaTeNbHbIX peakuuii He06XOorwMo coobLaTh B YNOHOMOYEHHbIN OpraH
Poccuiickori ®efiepaummn - PefepanbHyto cnyxoOy Mo Haf3opy B cepe 34paBooxpanenus
(Poe3apaBHag3op) no agpecy:

109012, r. MockBa, CnaBsiHCKas njowags, 4. 4, ctp. 1
Ten.:+7 800 550 99 03
3n. noyta: pharm@roszdravnadzor,gov.ru

Caint B VIHTepHeTe: https://wvw.roszdravnadzor.gov.ru/

KOHTaKTHbIE laHHbIe

3a no6oin uHopmaumelit 0 npenaparte, a TakXKe MPW HAIMYMN [aHHLIX O PasBUTUK
HeXXenaTeNbHbIX peakuuii No AaHHOMY MUCbMY PEKOMeHAYeTCA 00p/raTbCa K NpeacTaBUTesNto
JepxKaTens perncTpaumnoHHoro yaoctosepeHmsi B Poccuiickont ®egepaunm (OO0 «broHoprKax)
Mo CNnefytoLW MM KOHTaKTam:
115054. r. Mocksa, KocmogamnaHckas Hab., 52, cTp. 4
Ten.: +7 495 502 90 19 (B cy”\e OTCYTCTBUA COTPYAHMKOB, BOCMO/b3YNTECH aBTOOTBETUMKOM)
3An. nouTta: into@bionorica.m

P1./. Konb4yeHKo
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