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WHCTPYKUMS NO MeAULIMHCKOMY NMPUMEHEHUI0 NiekapCTBEHHOro
cpeacTBa

ToproBoe Ha3BaHue NeKapcTBeHHOro cpeacTea

BpoHxunpeT ® cupon

MHH oTtcyTcTByeT

CocTasB

1 r cupona (3kBmBaneHTHo 0,892 mn) cogepxuT:

0,150 r »)uaKoro aKkcTpakTa Tpasbl TUMbsAHA (1:2-2,5);

aKcTpareHT: pacteop ammuaka 10 % (m/m): rmuuepon 85 % (m/m): ataHon 90 % (06/06):
Boga (1:20:70:109).

0,015 rxuakoro aKkcTpakTa nuctbes nnwowa (1:1);

akcTpareHT: ataHon 70 % (06/06).

BcnomoraTenbHble BELWEecTBa: NMMMOHHAsA KUCNoTa MOHOrMaparT, kanusa copbat, ManbTUTon
XNOKWIA, BOAA OYULLEHHaS.

NekapcTBeHHOE cpeacTBo coaepxuT 7 % (06/06) cnupTa.

JlekapcTBeHHas popma

cupon

OnucaHue: Npo3payHas Unm crierka MyTHas XKMAKOCTb CBET0-KOPUYHEBOTO LIBETA, C
apomaTHbIM 3anaxoM U CriagkumM BKycoM. B npouecce xpaHeHus BO3MOXHO BbinajeHne
ocapka

lMoka3aHusa K NPUMEHEHUIO
[Ana obner4yeHns CUMNTOMOB MPW OCTPbIX BOCNanuUTENbHbIX 3aboneBaHusxX AbixaTenbHblX NyTen,

ConpoBOXAaKLWMXCca Kanem n 06p83088HV|eM BSA3KOW MOKPOTbI.

Cnoco6 NnpUMeHeHUs U peXXuM AO03UpoBaHUA

BHyTpb. Ecnu He npegnucaHo wHave, cupon BpoHxunpet® criedyet npuHMMaTh C
NOMOLLbIO NPUNaraeMoro MEpHOro CTakaHyuMka Tpu pasa B [eHb B COOTBETCTBYIOLLEN
BO3pacTy A03UPOBKE COrnacHo HKenpuBeaeHHoh Tabnuue:
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12 net

BospacTt [losupoBka B Mn

P (3 pasa B getb) [lHeBHasA no3a
[detn ot 2 go 5 net 3,2 Mn 9,6 mn
Oetn oT 6 go 11 net 4.3 Mn 12,9 mn
B3pocrnble 1 noapocTku cTapLue 5,4 mn 16,2 mn

Cupon BpoHxunpeT® criefyeT NpuHMMaTh HepasbaBneHHbIM. Mpw XenaHnm MOXHO 3anuTb
HeBOMbLUMM KONMUYECTBOM XWUAKOCTU (NPeanoYTUTENbHO BOAOK).

Mepen ynoTpebneHnem nakoH crefyeT BCTPAXHYTb!

MPOLOMKITENBHOCTE FIEYEHWUSI 3aBUCUT OT TshKecTn  3abonesaHus. Ecnu cumnTombl
coxpaHsoTcs Gonee 7 gHeW Wnv paseBuBaeTCs AUCMHO3, NUXopagka unu KpoBoXapkaHbe,
HeoBXOAMMO NMPOKOHCYSIbTUPOBATLCA C BPAYoM (CM. Takke NHpopmaLmio B pasaenax 4.4n
4.8).

MpoTuBonokKasaHus

[eTckuin BospacT Ao 2 neT. BpoHxunpeT® cupon Henb3s NpUHMMaTh B Criy4anx N3BECTHON
rMNepYyBCTBMTENBHOCTU K MIoLly OBbIKHOBEHHOMY, TUMbAHY UMK K APYrUM pacTeHusM
cemeiicTBa ryboupetHble (Lamiaceae), nmpu WM3BECTHOW annepruyeckor peakuum Ha
Gepe3oBylo Mbirbly, MOMbiHb OBLIKHOBEHHYI, Cenbaepen, wnu Kk nobomy Apyromy
KOMMOHEHTY NeKapCTBEHHOro CpeAcTBa.

Ocobble npeaocTepeXXeHus U Mepbi NPeAoCTOPOXHOCTH

Jlncrtok BKNnaabliLl COAEPXUT  crneayroLlyro WHcopmauuo AN nauueHTa:
Ecnu cumnToMbl coxpaHstoTcs Bonee 7 AgHe unu pasBuBaeTcsA AUCMHOI, nNuxopaaka unv
KpoBOXapkaHbe, HeobxoauMo  HemeAnieHHO  MPOKOHCYNMbTUpPOBaTbCA € BPa4om.
Cupon BpoHxunpeT® He cnegyeT HasHauaTb [eTAM Mragwe 2 neT u3-3a pucka
YTSKENEHUA CUMMMNTOMOB pecnupaTtopHoro 3abonesaHus. [pumeHeHue nekapcTBEHHOro
cpeacTea y AeTel B Bo3pacTe OT 2 A0 4 neT BO3MOXHO TOMbKO Mocne KOHCynbTauuu
Bpava.

NekapcTBeHHoe cpedcTBo copepxuT 7 % (06/06) ataHona, To ectb 300 Mr Ha pasoByto
posy (5.4 mn). U3-3a cogepxaHus 3TUMOBOro CNupTa IeKkapcTBeHHOe CPeAcTBO He
cneayeT nNpUHUMaTh NauveHTam, cTpajalowmm ankoronuamom. CopgepxaHue 3TUNOBOro
cnvpTa cregyeT NpMHMMaTh BO BHUMaHME NMpu Ha3Ha4YeHWU nauueHTam rpynrbl BbICOKOro
pUcka, TaKMM Kak nauueHTbl C 3aboneBaHMeM MeYeHW WU 3nunencueil.
MpUHUMATL C OCTOPOXHOCTbIO MaLUMEHTaM C TracTpUTOM W A3BEHHOW GonesHbio.
MauneHTam C peakoi HacneAaCTBEHHOW HenepeHOCUMMOCTbIo (PpyKTo3bl He cneayet
npuHUMaTb cupon BpoHxunpeT®.

NHdopmaumsi ana 60nbHbIX caxapHbiM anabeTom:
Pa3oBas go3a cupona bpoHxunpet® (5,4 mn) copepxuT B cpeaHem 0,18 pacyeTHbIX
eavHuy yrnesogHoro obmeHa (XE).
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B3aumogencTeuMe ¢ APYrMMM NieKapCcTBEHHbIMU cpeACcTBaMu U apyrue ¢hopmMbl
B3aumMoaencTBus

He pekomeHayeTcs ogHOBpEMEHHOE NPUMEHEHNE C NPOTUBOKALLNEBbIMW NEKAaPCTBEHHBIMU
cpeacrtesamun

MpumMeHeHune B nepmog 6epeMeHHOCTU U KOPMIIEHUs TPYAbIO

MN3-3a OTCYTCTBMS [[OCTaTOMHON MHOpMauun Mo  OnbiTy MNPUMEHEHWs BO  BPEMA
BepeMeHHOCTV 1 B NepUoA nakTauum npumeHeHne bpoHxunpeT ®cupona B OaHHbIN nepuoj
He pekoMeHayeTCs.

BriusiHMe Ha CNoCOBGHOCTL YNpaBMsATbL TPAHCMOPTHLIMK CpeAcTBaMM M paboTaTk ¢
MeXxaHU3MaMm

B nepvog neyexusi Heobxoammo cobnoaaTte OCTOPOXHOCTL NPU BOXAEHUN
aBTOTPAHCMOPTa W 3aHSATUM APYrMMU NOTEHLUMANbHO ONacHbIMU BUaamMu AesTerNbHOCTY,
TpebyoLLMMM NOBbLILLEHHON KOHLEHTPALMN BHUMaHWUSA U BbICTPOTLI MCUXOMOTOPHbIX
peakuuii. JlekapCTBEHHOE CPeACTBO COAepXMUT cnupT 7% (06/06).

Mob6oyHoe pencreue

Mpwn npueme cupona BpoHxunpeT, kak 1 nboro Apyroro nekapcTBEHHOro cpeacTsea, MoryT
HabnaaTbcs NoboYHbIE peakunn.

Mpw oueHke No6oYHbIX 3EKTOB B OCHOBY KNafyTCsi cneaytolme AaHHble No YacToTe ux

BO3HUKHOBEHUSA:
OyeHb YacTo: 21/10 [ ———— e —
Yacro: >1/100, Ho <1/10 '
HevacTo: 21/1000, Ho <1/100
Pepko: 21/10000, Ho <1/1000
OueHb peako: <1/10000
He n3BecTHbI: yacToTa He MOXeT ObITb onpeaeneHa u3 UMeLLUMXCca AaHHbIX

B peakux criy4asix BO3MOXHb! annepriyeckue peakLmm, Takme Kak KoxxHas Cbirb.
B ouyeHb peakux criyyasix BO3MOXHbI Takue peakuun runepyyBCTBUTENBHOCTU Kak OAbILLIKE,
KpanueHULa, oTek nuua, ry6 n/unm roptaHu;

HeyacTo coobLLanoch O HapYLLUEHWAX CO CTOPOHbI XeNyA0YHO-KULLIEYHOro TpakTa (Cnasmbl,
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TOLUHOTA, pBOTA).

Mpu nepBbIX NpU3HaKax anneprwqecxoﬁ peakuuu cnegyet HemeaneHHo npekpaTuTb Npuem

cupona Bporxunpet®.
CoobLeHne 0 nofo3peBaeMbix NOBOYHbIX peakUmaX

BaxHoe 3HauyeHwe uMmeeT cooblieHWe O MNoAOo3peHWn Ha noboyHble peakuun nocne
perncTpauny NekapcTBEHHOro npenapara. 310 No3BOMNsAeT KOHTPONMpoBaTh hanbHewnwee
COOTHOLUEHUE MONb3bl / pucka npenapara. O niobbix NoJ03peBaeMblx MNOBGOUHbIX peaKLMAX
npockba coobwartb Yepe3 HaUMOHanbHyld CUCTeMYy pPenopTUpOBaHUs (YN «UeHtp
3KCMEPTU3 1 UCTbITaHMiA B 3apaBooxpaHeHin M3 Pby, hitp://www.rceth.by).

lMepeno3upoBka

Mpu Nepeo3MpoBKe BO3MOXHbI raCTPOMHTECTUHANbHbIE PAaCCTPOMCTBA, PBOTA, AUAPes.

Mpv Nnpueme BHYTPb 60MNbLUMX KONUYECTB NIUCTLEB MITOLLA MOXET pa3BUTLCA
racTPO3HTEPUT U3-3a COAEPXKaHUA canoHWHa. [Jo HacTosALEero MOMeHTa UMetoTCA
COOBLLEHNS O NPUEMe BHYTPb CBEXMX NIMCTLEB MMtoLLa Tonbko AeTbMu. OnybnunkoBaHHbIe
TOKCUKONOrMYECKUM LIEHTPOM AjaHHble rOBOPSIT 0 TOM, YTo npuem 1-5 unu Gonee, B peakunx
cnyyasx Ao 10 CBeXMX NUCTLEB U NOAOB NIOLLA Bbi3biBanu peoTy 1 aguapeto y 10 %
peteii B rpynne ua 301 pebeHka. ManeHbkUM AeTsiM, NPOrfoTUBLUMM HE MEHEE 2 CBEXWX
NUCTLEB NNIOLLA, PEKOMEHAYETCH NPOBECTU AETOKCUKALMIO 1 Tepanuio C MOMOLLbIO
aKTMBUPOBAHHOrO yrnsi. HUukakmx BbIBOAOB HE MOXET ObiTb CAENaHo U3 3TUX pe3ynbTaToB
B OTHOLLEHWM COOTBETCTBYHOLLEN [03bl NEKAPCTBEHHOro CPEACTBA, B COCTaB KOTOPOro
BXOAST BbICYLUEHHbIE NMUCTbSA NMIOLLA, KaK B Cy4ae AaHHOro fiekapCTBEHHOro npenapara.

®APMAKONOMMYECKUE CBOUCTBA
®dapmakogMHamMMyeckue CBOMCTBa

dapmakoTepanesTuyeckas rpynna: OTxapkuBaioLyme cpeacTsa B KOMOGMHaLMK.
Kog ATX: RO5CA10

PesynbTaTbl aKCNepUMEHTaNbHbIX UCCNEAoBaHWIA in Vitro n nccnefoBaHuin Ha XUBOTHBIX C
npenapatamm TUMbsSiHA W Macna TUMbsHA WM €ro OCHOBHOrO KOMMOHEHTa Tumona
nokasanu Hanuume cnaboro OTXapKUBAKOLWEro W CNasmMonuTUYeckoro agdekTos.
OTxapkuBalollee [JeWCTBME TpaBbl TUMbsiHA, BEPOATHO, CBSA3aHO C yBENUYEHUEM
MYKOLMNUApHOro  KnupeHca OpoHxuanbHOro  anutenus  nytem  pedrieKkTopHoro
BO34ENCTBUA BnyxaaloLero HepBa Ha CrM3NCTylo 060MoYKy XXenyaka, a Takke C NpsAMon
CTUMYNSILMEN KNETOK CEepo3HbIX >Xene3 nocre abcopbuum U NEroYHon IKCKpeuuu.
OTxapkuBawllee [AeUCTBUe NUCTbEB NMiola BO3MOXHO CBS3aHO CO  CTUMYnNAUMeN
CrM3ncTon 06OMoYKN Xenyaka, B TO BPEMSI Kak CEHCOpHble BONOKHa napacumnaTuyeckon
HEPBHOW  CUCTEMbl  PedneKToOpHO  CTUMYMUPYOT  OpOHXManbHYl0  CeKpeuuto.
dapmakonornyeckue UccnefoBaHvsa Ha Mioaax ¢ NPUMEeHeHWEM OTAeNbHbIX 9KCTPAaKTOoB, a
TaKkke ¢ huKcMpoBaHHOM KOMBUHaALMEN HE NPOBEAEHbI.
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dapmaKkoKMHETUYECKUe CBOMCTBA

HeT naHHbIX.

[aHHble AOKNUHUYECKMX UCCneaoBaHUN 6e30nacHOCTHU

TOKCMYHOCTb TpaBbl TUMbsIHA CYATAETCs HWU3KOW. B 3aBUCUMOCTM OT PasHOBUAHOCTY, NAso
KOMMOHEHTa 3chupHOro Macna (c koHueHTpaumeit 1,2%) sapbupyeT ot 1,98 r/kr ao 4.7 r/kr
maccbl Tena. J10so ANs MbilLen cocTaBnaeT 34 Mi/Kr Ans BCEro aKkCTpakTa.

TOKCUYHOCTb 3KCTPAKTa MKoLLA CYUTAETCA HU3KOW Npu NepopanbHom BeeaeHny; J1so
Bonee 3 r/kr ANA MbILER U 3HAYUTENBHO Bbilwe Yem 4,1 r/Kr Ans Kpbic. TpexmecsayHbIv TeCT
Ha CyBXPOHNYECKYIO TOKCUMHOCTb, MPY KOTOPOM Kpbicam BBOAUNM 40 750 Mr/Kr maccel
Tena akcTpakTa nnowia 06bIKHOBEHHOro, nokasan obpaTtumoe yBenu4yeHne reMaTokpuTa,
6e3 opraHocneunuyecknx N3MeHeHun

HecoBMecTUMOCTb
HewnssecTHa.

YcnoBusi XpaHeHUsi U CPOK rOAHOCTH

36 mecaues. [Mocne BCkpbITUS hrnakoHa 6 mecsues. He npuHMMaTh npenapart nocne ncTevyeHus
CpoOKa rofHOCTW. XpaHWTb B OPUriMHanbHoOW yrnakoBke npu Temnepatype He Bbilwe 25 °C. B
HEeAOCTYNHOM ANSA AeTein MecTe.

®dopma BbiNycka U ynakoBka

¢hrakoHbl TEMHOrO CTEKNa C pasnuBoYHbIM ycTpoincTeoM no 50 mn 1 100 Mn 1 MepHbIM
CTaKaH4YMKOM BMECTE C UHCTPYKLUMEN N0 MEQULMHCKOMY NPUMEHEHUIO NOMELLATCA B
CKMNagHyt KapTOHHYHO KOPOOKYy.

MpousBoaurtenn
BEMWOHOPUKA CE
KepwweHwTtanHepwTtpacce 11-15, Jre—
92318 HoiimapkT -
TenedoH: 0049 (0) 9181 / 231-90
®akc: 0049 (0) 9181/ 231-265
WHTepHeT: www.bionorica.de
e-mail: info@bionorica.de

N s

MpeacraBuTtenbcTBo B Pecnybnuvke benapyck

220030, r. MuHck, np-T HesasucumocTtu, 32A, nom. 25,

Ten.. +375 17 388 75 27, +375 17 388 75 28, +375 17 388 75 29
e-mail: office@bionorica.by
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YcnoBus oTnycKa nekapcTBEHHOro cpeAcTBa
Bes peuenTa Bpaya.

k) e v

e ————
CNOFE N f
YBEAHO |

) THHILS



