MHCTPYKUNA MO MEONLIMHCKOMY MPUMEHEHUIO
JIEKAPCTBEHHOTIO MNMPEMAPATA

@ Bionorica’

BpoHxunpet® TN

‘ PerncrpaumoHHbIn Homep:

J1C-001464

‘ ToproBoe HaMmeHoBaHMe:

Bpoxxunpet® TN

‘ Me)KAyHapoAHoe HenaTeHTOBaHHOE UM rpynnMpoBoYHOe HaMMeHoBaHue:

MepBoLiBeTa KOPHEe 3KCTPAKT + TUMbsIHA TPaBbl SKCTPAKT

‘ NekapcreeHHas dopma:

TabneTKn, NOKpbITbIE NIEHOUHON 060/10UKOM.

‘ CocraB (Ha 1Tabnerky):

AKMUBHbIE KOMNOHEHMbI:
MepBoLiBETa KOPHEN 3KCTPAKT CyxoM

(3KcTpareHT - ataHon 47,4 % (06/06)) (6-7 : 1) 60,00 mr
TMbsiHa TpaBbl SKCTPAKT CyXoW
(aKcTpareHT - 3TaHon 70 % (06/06)) (6-10 : 1) 160,00 mr

BcnomozamernbHble Bewecmsa:

NaKTO3bl MOHOMVAPAT, FH0K03a, NOBMAOH K 25, KpOCMOBUAOH, KPEMHUSI ANOKCUA
KOMIONAHbIA 6e3BOAHbIN, LENn03a MUKPOKPUCTanIMueckas, MarHus
cTeapar, TasnbK.

O6onovka:
TuTaHa guokeng (E 171), Tanbk, xnopodunnmHa megHbln komnnekc (E 141)
(xnopodnnnnHa MefHbIM KOMMNIIEKC, MHKO3bl cmpon), pubodnaeuH (E 101),
NPONWEHIIMKOb, TMMNPOMESO3a, nonunakpunar gucnepcums 30 %, AVMMETUKOH,
MSTbl NEpeYHoM apomaTn3saTop (Mac/io MTbl NEepeyHon peKTUdULMpoBaHHOe,
apaBuiickas Kamefb, MafbTOAEKCTPWH, NaKTo3bl MOHOrMApar), HaTpus
caxapuHar.
p N
OnucaHve ‘
Kpyrnble TabneTku, BOAKOBbINYK0M POPMbI, 3€/IEHOTO LiBETA C MOJTyMaTOBOA
NMOBEPXHOCTbIO, MOKPbITbIE MNIEHOUYHON 06010UKOM.
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®dapmakoTepanesTuuecKas rpynna ‘

L )

OTxapKuBatolLiee CpeCcTBO PaCTUTENIbHOTO MPONCXOXKAEHMS.

g N
Kop ATX: |

RO5CA10
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®dapmakonormueckme cBomcTea
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®dapmakoduHamuka

MpenapaT oka3blBaeT  OTXapKuBatoliee, MNPOTMBOBOCNANNTENBHOE,

ceKpeTonuTUUeckoe, GpOHXONNTMUECKOE AECTBIE, CMOCOBCTBYET CHUXEHUIO
BA3KOCTM MOKPOTbI 1 YCKOPEHUIO ee 3BaKyaLuu.

DKCTPAKT TUMbsiHa obnafaeT CNOCO6HOCTbIO MOBbILWATE MYKOLUIMAPHbI
K/IMPEHC; CeKpeToNnTUUeCcKoe AeCTBNEe SKCTPaKTa KOPHS NepBoLBeTa CBsA3aHO
¢ pechIeKTOPHbIM MEeXaHM3MOM MOBbILLEHMs 6POHXUaNbHON cekpeLnu.
BpoHxonuTuueckoe feincTene 6bI/10 NMOKa3aHO AN 060MX 3KCTPAKTOB B
nccnegoBaHusax in vivo v in vitro.

Tak>ke B AOK/IMHUUYECKMX UCCefoBaHuUsX 6bino nokasaHo, uto bpoHxunpet®
TIM o6nagaer cMAruaroWw MM Kalenb geiCTBUEM.

Psap wccnepoBaHuidi in vitro v in vivo nopTBep>kAaeT Bblpa)eHHble
NpoTUBOBOCMNANUTENbHbIE CBOMCTBA Kak npenapata bpoHxunpet® T, Tak n
OTAENbHbIX SKCTPAKTOB U3 €ro cocTaBa.

Kpome Toro, B ccnefoBaHmsx in vitro npenapat BpoHxunpet® TI, Tabnetku,
MoKpbITble MIEHOYHOW 060/10UKOW, MPOAEMOHCTPUPOBAN YMepeHHble
aHTMb6aKTepnanbHble W MNPOTUBOBMPYCHble CBOMNCTBA B OTHOLUEHWUM
nopaxkaroLmx AbixaTesibHble MyTu 6akTepuii (Hanpumep, S. pneumoniae v
S. pyogenes) n LITaMMOB pecnuMpaTopHbIX BUPYcOB (BuMpyC rpunna A,
PecnMpaTopHO-CUHLMTNaNbHbIN BUPYC YenioBeka, PUHOBUPYC YenoBeka).

dapmaKkoKuHemuKka

TuMon, ABNASCb OCHOBHBIM NMUMOMUIbHBLIM KOMMOHEHTOM 3chMpPHOro Macna

TUMbsIHa, BCaCblBAeTCs B KMLLEUYHWUKe 1 06Hapy>X1BaeTcs B Nna3me yenoseka

B BUAe cynbdata TMMona. MepopasnbHbiit npyem npenapara Bpoxxvnper® T,

TabneTkn, NOKpbITbIE NIEHOUHON 060/10UKON, 3A0POBbIMM VICanTyEMbIMVI

NpVBOAMN K CPEAHMM reomeTpuueckmm 3HaueHmsm C = 90 Hr/mn n

AUCo tast = 794 U*HT/MN Ans cynbata Tumona. CpeaHee 3HaueHue nokasarens

cocTaBwsio 2 Yaca, Bpems nosyebiseaeHms (t, ,) - 10 uacos.

L['éHHble no CbapMaKOKVIHeTVIKe n 6wogoc7ynuocm axcrpakra KOPHs nepeoLiBeTa

OTCYTCTBYHOT.
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MokasaHnA K NPpUMEHEHMI0
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B kauecTBe OTXapKMBaloLLEro CpeAcTBa B KOMMEKCHON Tepanumn ocTpbix

M XPOHMUECKMX BOCMaNUTENbHbIX 3aboneBaHWi [AbiXaTe/bHbIX MyTew,

COMPOBOXAAMLMXCA Kalinem W obpa3oBaHWeM MOKpOTbl (Tpaxewur,

TPaxeoObpOHXMUT, BPOHXMT).

MpoTnBonokKasaHus
L )
MoBbILEeHHas YUyBCTBUTENBHOCTb K /TF06OMY 13 KOMMOHEHTOB npenapara (8 Tom
uncne K NepBOLBETY M TUMbSIHY), @ TAKXKe K iPYTMM pacTeHWSIM POAa NepBoLBET
n/vnu cemeincTea rybouBeTHble.
[leTckunit BO3pacT Ao 12 neT B CBA3M C OTCYTCTBUEM KIMHUUECKUX LaHHbIX.
HenepeHocMocTb NaKTo3bl, (pyKTO3bl; AedUUUT NakTasbl, caxapasbl/
MN30ManbTasbl; CMHAPOM T/TFOKO30-ranakTo3Hou manbabcopbumm (B coctas
npenapara BXOAMWT N1aKTO3a U [M10K03a).
3aboneBaHus XenyaouHO-KMLLIEYHOro TpakTa B CTagum obocTpeHmns (B Tom
umncne racTpuT, si3BeHHast 6onesHb xxenyaka). Mepen Hauanom NpUMeHeHUs
npenapara He06X0ANMO MPOKOHCYIbTMPOBATLCS C BPaUOM.
P |

MpumeHeHue Npy 6epeMeHHOCTM U B Nepuof rpyAHOro BCKapMIMBaHUA

B cBS131 C OTCYTCTBMEM AOCTAaTOUHbIX PE3y/bTaToOB MCCNIeA0BaHUIA BpoHxunpet®
TI He cnepyeT NpYMeHsTb BO BpeMs 6epeMeHHOCTU 1 KOPMIEHWs TPYAbHO.
CBefieHs 0 BO3A/CTBUM Npenapara Ha (hepTuIbHOCTb YeI0BEKa OTCYTCTBYHOT.
B xoAe MCCNepoBaHMn Ha XXMBOTHbIX BO3AENCTBME Ha (DEPTUIIBHOCTD He
obHapy>keHo.
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Cnoco6 npumeHeHns u f03bl B3anmopencrens ¢ 4pyrmmmn neKapcTBeHHbIMU CpeacTBaMmn Cpok rogHoOCTH
BHyTpb, B3poc/ibIM 1 AeTsim cTapLue 12 net no 11abnetke 3 pasa B feHb Ao eabl. Tabnetku Bponxunpet® TI He cnepyeT NpuUMeHsTb OBHOBpPEMEHHO C 3 roga.

TabneTku cnepyeTt NpornarbiBaTh HE Pa3XKeBblBasi, 3anuBas [AOCTaTOUHbIM
KonmuecTBoM BofAbl (Harnpumep, 1 ctakaH). MpoAoIKUTENBHOCTD NleUYeHUs
3aBMCUT OT TeueHUs 3aboneBaHus. B cpeHem Kypc neueHus coctaBnsiet
10-14 gHei. YBennueHne NpoAo/KUTENbHOCTU N NpoBeAeHNe NOBTOPHbIX
KYPCOB J/leuyeHs BO3MOXKHO MO peKoMeHaaL M1 Bpaya.

Ecnn uepes 7 gHel neuveHus ynyulleHUsl HE HACTynaeT UM CMMMATOMbI
ycyrybnaiorcs, wWnuM  NosIBASIOTCS  HOBble  CUMMMTOMBI, HeobxoAMmo
MPOKOHCYNbLTMPOBaTbCA C BpauoMm. MprmeHsinTe npenapaT TONbKO COrnacHo
TeM NOoKa3aHUAM, TOMy Crocoby MpUMEHEHNS U B TeX 03aX, KOTOPbIE yKa3aHbl
B UHCTPYKL MU,
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Mo6ouHoe pelicTene ‘

YKa3aHHble HUXKe HeXKenaTesnbHble peakuun npueeaeHbl B COOTBETCTBUM CO
cneayrowmmm rpagaymamm 4actoTbl X BOSHUKHOBEHUA:

OueHb yacTo (> 1/10)

YacTo (> 1/100 go <1/10)

Heuacro (> 1/1000 go < 1/100)

Pegko (> 1/10000 go < 1/1000)

OueHb pefko (<1/10000, Bktouas oTaenbHble CO0bLeHs)

YacTota HeusBecTHa (MO WMMEIOLIMMCS [aHHbIM YCTaHOBUTb 4acToTy
BO3HUKHOBEHWSI He MPeACTaB/SeTCs BO3MOXKHbIM).

HapyLLeHMs o CTOPOHbI >KeNy[0UHO-KMLLIEUHOTO TPaKTa: HeuacTo — TOLLHOTA,
pBOTa, Anapes, cnactmueckme 6onu.

HapyLeHus co CTOPOHbI UMMYHHO CUCTEMbI: OUeHb PefIKO — annepruueckme
peakuum (oAblLLKa, KOXKHAs CbiMb, KpanvMBHMLA, OTEK NMLia, POTOBO MONOCTM
n/vnu rnoTkm).

Mpy nosiBNeHUN nepBbiX MPU3HAKOB annepruyeckon peakuuun cnepyet
npekpaTUTb NpMem npenapara 1 o6paTUTbLCS K Bpauy.

Ecnun'y Bac otmeuatoTcsi no6bouHble 3¢pdekTbl, ykasaHHble B MHCTPYKLIUK MO
MeAULIMHCKOMY MPUMEHEHUIO, NN OHU YCyrybnstoTcs, unm Bel 3ameTnnmu
nobble Apyrve nobouHble 3ddekTbl, He yKasaHHble B WHCTPYKLMM MO
MeANLIMHCKOMY MPUMEHEHUIO, COO6LLMUTE 06 STOM Bpauy.
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Mepepo3uposka

Flpw nepeaosnpoBke BO3SMOXXHbI 60onu B 0bnactu >Kenynka, peoTa, Anapes.
B cnyyae BO3HUKHOBEHUA CMMMNTOMOB NepeaosnpoBKu HeO6XOﬂVIMO nposectn
cMmMmnTomMaTuyeckoe neyeHue.

NpOTUBOKALLIEBbIMY NPenapaTamu, a Takxke € 1eKapCTBEHHbIMY CPeACTBaMMU,

yMeHbLUAOWMMKN  06pasoBaHMe MOKpPOTbl, TaK KakK 3TO 3aTpygHsier

OTKaLL/IMBaHNE Pa3XKMXKEHHON MOKPOTbI.

Kom6unHaums c aHTubakTepuranbHbIMU eKapCTBEHHbIMM CPEACTBAMMN BO3MOXKHA

1 LuenecoobpasHa.
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Ocobble ykasaHuA ‘
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Ecnv Ha ¢doHe npuMeHeHMs npenapata B TeueHve 7 AHEN CUMMNTOMbI

3a60/1eBaHNs COXPAHAKOTCS MM COCTOsIHME 6ONBHOrO yXyALLIAeTCsl, BO3HUKaeT

ofbILLKA, TMXOPafKa, OTMEYAETCs NOSBIEHNE THOS U/ NN KPOBU B MOKPOTE,

cnepyet 06paTUTLCS 3a KOHCY/bTaLMe K Bpauy.

NHdopmaums Ans naumeHToB C caxapHbiM AuabeTom: copepykaHue

yCBaviBaeMblIX yrneBofoB B pa3oBoi gose (1 TabneTka) COOTBETCTBYeT MeHee

uem 0,02 XE, B cyTouHo# fo3e (3 Tabnetkn) — meHee 0,06 XE.

Mpenapat He cogep>X1T rNIoTeH.
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‘ BnusHue Ha cnocobHocTb ynpasnAaTb TPpaHCNOPTHbIMU cpeacTBamMm,

MeXaHu3IMamu
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Mp1meHeHWe npenapara He 0Ka3blBaeT BAUSHUSA Ha CNOCOBGHOCTb K BbIMOMHEHUIO
NOTeHLNANbHO OMacHbIX BUAOB AEATENIbHOCTU, TPEGYIOLMX MOBbILLIEHHOM
KOHLIEHTPAL M1 BHUMaHWs 1 6bICTPOTbI ICMXOMOTOPHBIX peakuuii (ynpaeneHve
TPaHCMOPTHLIMU CpefiCTBaMU, paboTa ¢ iBMKYLLIMMUCA MeXaHM3MaMu, paboTa
AucneTuepa, onepaTopa)
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®dopma Bbinycka
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TabneTtkun, NokpbiTble NAeHOUHON o6onoukoit. Mo 20 mnm 25 TabneTok,
MOKPbITbIX NAEHOUHOM 060n0uKoM, NomeLatoT B 6nnctep us MNBX/MNBOX-
nneHku n antommHmeBoi ¢onbru. Mo 1(no 20 TabneTok), 2 (no 25 TabneTok),
4 (no 25 Tabnetok) nnun 5 (no 20 Tabnetok) 6aMCTEPOB NOMELLAIOT BMECTe C
VHCTPYKLMEN N0 NPYMEHEHWIO B MauKy KapTOHHY!O.
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‘ YcnoBus xpaHeHus

B opurnHanbHoit ynakoBke (nauke) npu Temnepatype He Bbile 25 °C.
XpaHWTb B HEAOCTYMHOM ANA fieTel MecTe.

He NMPUMEHATb NO NCTEUEHUUN CPOKaA rOAHOCTU.

‘ Ycnosus ornycka
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Otnyckatot 6e3 peuenTa.

[ep)kaTenb perucTpayuoOHHOro ya0CTOBEPEHUA
BnoHopuka CE, KepeHwTanHepLutpacce 11-15, 92318, HoimapkT, FepmaHus

MpoussoauTtenn

PotteHpopd Papma N'm6X, OcteHdenbaep LLUTpacce 51-61, 59320 SHHUrepno,
FepmaHus

®dacoska/Ynakoska

Buonopuka CE, KepweHwTanHepwTpacce 11-15, 92318, HoimapkT, FepmaHus
Bbinyckarowuli KOHMposp

BuoHopuka CE, KepweHwTanHepLutpacce 11-15, 92318, HoimapkT, FepmaHus

OpraHusauus, NpMHMMaloLLas npeTeH3um notpeburenei
O6LLecTBO C OrpaHNUYEHHO OTBETCTBEHHOCTBIO «BUOHOPUKa»
119619 r. Mockea, 6-51 yn. HoBble caabl, A. 2, kopn. 1

Ten./dakc: +7 (495) 502-90-19

Appec 3nekTpoHHoI nouTsl: info@bionorica.ru



