MpumeuaHue: nepeBos HeMeLKoW MH(OPMALMOHHOW NINCTOBKM A/15 MaLMEHTOB

NHCTpYKLUS MO MeANLIMHCKOMY NMPYMEHEHMIO:
nHdopmauns ans notpebutens

@ Bionorica’

BpoHxunpet®THN

Ta6neTku, NoKpbITbie NAEHOUHOM 060n0uKOM

[OencTeyrowme BelecTsa:
MepBoLBeTa KOPHA 3KCTPAKT CyXoi TUMbsAHa TpaBbl 3KCTPaKT CyXoW
[nsa B3pocnbix 1 geTen ctaplie 12 net

BHUMaTenbHO O3HaKOMbTeCb C VIHCTPyKI.IVIeﬁ no MmeaguUUHCKOMY
npyMmMeHeHuro, NOCKO/bKY B Hel npepcras/ieHa Ba)kHas qu)opmauml.

[aHHbI NeKapcTBEHHbI NpenapaT MOXXHO npuobpecTtn 6es peuenTa

Bpaua. [ina pocTwkeHua Haubonee >3¢ekTUBHOro pesynbrarta

neueHus cobnopaiiTe peKOMeHAAaLMM NO NPUMEHEHMIO npenaparta

BpoHxunpert TI.

2 COXpaHVITe AAHHYHO UHCTPYKUWIO NO MeAULWHCKOMY NMPpUMEHEHUH
npenapata [ns [anbHenwwero ucnonb3oBaHus. Bo3moxkHo, Bam
NoHaao6nTCA MOBTOPHO O3HAaKOMUTLCS C MPEACTABNIEHHOW B HeW
MHbopMaLnei.

/@ [ns nonyyeHUs AOMNONHUTENbHOM MHMOPMALIUMKU NN peKOMeHAaLNi
obpaTtutech k hapmaueBTy.

/@ Ecnn Kakoe-nnmbo M3 yKazaHHbIX NOGOUHBIX [AENCTBUI 3HAUNTENILHO
yxygwmuno Bawe cocTosiHue, unu Bbl 06Hapyxxunum no6ouHble
[eCTBUS, He yKasaHHble B JaHHOM UHCTPYKLUK, cOobLMTe 06 3TOM
Bpauy unu papmauesTy.

B AaHHON MHCTPYKUMM MO MeAMLMHCKOMY NMpPUMEHEeHWI npenapara
coaepXXuTcs cneayrowas MHdopmayms:

1. UtoTtakoe BpoHxunpeT T 1 ons uero npumeHseTcs faHHbIN npenapar?

2. HauTo HeobxofMMO 06paTVTb BHUMaHMe A0 Hauana nprMema npenapara
Bpoxxunpet TM?

3. Kak npuHumaTtb npenapat Bponxunpet TM?

4. Kakve nobouHble eACTBMS MOXET MMeTb laHHbIN npenapaT?

5. Kak xpaHuTtb npenapat bponxunpert TI?

6. [lononHutenbHas nHdopmaums

1. Uro takoe BpoHxunpert Tl n gns uero npumeHseTca
faHHbIM npenapar?
BpoHuxunper Tl — 3TO nekapcTBEHHbIA MpenapaTt pacTUTENbHOro
NPOUCXOXXAEHUs, MpefHa3sHaUeHHbI [N  NeyYeHus  NpOoCTYAHbIX
3aboneBaHuit AbixaTeNbHbIX NyTei.

[ns neueHns ocTporo OPOHXUTA, COMPOBOXKAANOLIEroCs Kalinem, U
npocTyAHbIX 3a60neBaHMii Cc 06pa3oBaHNEM BA3KON MOKPOTbI.

2. HauTto Heo6xoanMmoO 06paTUTL BHUMaHMeE A0 Hauana
npuema bBponxunper TN?

Bpouxunper TN 3ANPELLAETCS npuHumarhb:

Mpy nNOBbIWEHHOW UYBCTBUTENbHOCTU (anneprum) K [eNCTBYOWMUM
BewecTBaM MW fApyrum rybouBeTHbim (Lamiaceen), 6epese, mosnbiHWM,
cenbAeperd UNM Kakomy-nmbo u3 BCMOMOraTesibHbIX BELLECTB AaHHOroO
npenapara, yKkasaHHbIX B pa3gene 6.

YKa3aHus no 6e30MacHOCTU M Mepbl NPeAO0CTOPOXKHOCTH:

MNepep npvemom BpoHxunpet TI HeO6XO[MMO MPOKOHCYNBTUPOBATHCS C
Bpauom unu dapmauestom. Ecnn cumnTombl 3aboneBaHuns coxpaHsarTCS
nonblie AByX Hefenb, NpW MOBbIWEHWWN TemnepaTypbl, 3aTpyAHEHHOM
AbIXaHMK, a TaK>Ke Npu BblAeNEHNN THONHOW NN KPOBAHUCTOM MOKPOTbI
cnefyeT He3aMeAnuTeNbHO o06paTuTbcs K Bpauy. C OCTOPOXKHOCTbIO
cnepyeT NPpMMEHATbL NpenapaTt NauneHTam, CTpajarownmM raCTputom nunm
A3BEHHOI 6onesHblo Xxenyaka.

Oetn:

Mpenapat BpoHxunpetr TN npoTuBonokasaH K MNPUMEHEHUIO AeTbMU
mnagwe 12 net. OnbIT NpMeHeHUs npenapata AeTbMu mnapwe 12 net
He[l0CTaTOYHO UCC/IeA0BaH.

Mpnem BpoHxunpet Tl oAHOBPEMEHHO C APYrMMW NeKapCTBEHHbIMU
npenapartamu:

MpouHdopmumpyitTe cBoero Bpaua nnu papmaveBta, ecnv Bol npvHumaete/
npuMmeHseTe, HeAaBHO MPUHUMANU/MPUMEHANN WA NNaHupyeTe
NPUHUMaTL/NPUMEHATL ipyrue nekapcTBeHHble npenapatbl. MHdopmaLlms
0B3aMMOAENCTBUN CAPYTMMM TeKapCTBEHHbIMM NpenapaTammn oTCyTCTBYeT.
WccnepoBaHns npenapata bpoHxunpet Tl Ha BOo3MOXKHOe B3aumopelicTene
C ApYrMMM fleKapcTBeHHbIMM NpenapaTamu Npu 0AHOBPEMEHHOM Npreme
He NpoBOAUNNNCD.

bepeMeHHOCTb, TrpyAHOe BCKapM/iMBaHME W  CNOCO6HOCTL K
ONN0A0TBOPEHMUIO / AETOPOXKAECHUIO:

Ecnn Bbl 6epeMeHHbl MM KOpMUTE TPpyAblo, MpeanosiaraeTe BO3MOXKHYO
6epeMeHHOCTb MV NNaHUpyeTe 3abepeMeHeTb, TO Mepef Hauanom npuema
flaHHOro npenapaTta Heob6X0AMMO MPOKOHCYNbTUPOBATLCA C BPaUOM WUMN
¢apmauesTom.

3anpewjaeTcs npuvHUMMatb npenapaT bpoHxunper TM Bo Bpems
6epeMeHHOCTM W TpyfHOro BCKapM/MBaHWA, MNOCKOMbKY TaKoW OnbIT
NpUMeHeHNs HeAOCTaTOUHO NCCNeAoBaH. [laHHble 0 BAVSHMM NpenapaTta
Ha CrnocobHOCTb K OMMIOAOTBOPEHWUIO / [AETOPOXAEHUIO OTCYTCTBYIOT.
Mpv nNpoBefieHMMN OMBbITOB Ha XXMBOTHbIX BO3[€ACTBMS Ha CMOCOGHOCTDL K
ONIOAO0TBOPEHMIO / LeTOPOXKAEHNIO BbISB/IEHO He 6bINo.

Cnoco6HoCTb
MexaHUu3Mamu:
[ononHuTenbHble Mepbl NPEAOCTOPOXXHOCTU He TpebytoTCs.

ynpaBneHusa TPaHCNOPTHbLIMU cpeacTteamu n

BpoHxunpet Tl coaep>XUT rNoKo3y U NaKTo3y.

Ecnun Bbl cTpagaeTe HEMepeHOCUMOCTbIO OTAE/bHbIX BUAOB [HOKO3bl, TO
nepep Hauanom npuema bponxunpet Tl cnepyeT NPOKOHCYNbTMPOBATHLCS
C Bpauom.

3. Kak npuHumarb npenapat bpoHxunpert TM?

Mpun npueme npenapata bponxunper TI Bcerpa cTporo cnepynrte
yKa3aHVAM, NpeAcTaBAeHHbIM B aHHOW MHCTPYKUUN MO MeAULUHCKOMY
npyMeHeHuto. B cnyuae BO3HMKHOBEHMNS COMHEHWI NMPOKOHCYNbTUPYNTeCh
€O CBOMM Bpauom nnu papmaLieBToMm.

Ecnn Bpauom He nmpeanucaH MHOW peXXUM npuema, TO MCMOJb3yeTcs
cnepyowas cTaHAapTHas fO3MpoOBKa:

[eTsam ctape 12 neT v B3pocibiM cieayeT npuHNUmath no 1tabnertke 3 pasa
B i€Hb.
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Cnoco6 npumeHeHUs:

BpoHxunpet Tl cnepyeT NpUHUMaTh [0 €Abl, HE Pa3)KeBblBasi WU 3anunsas
[OCTaTOUHbIM KOMIMUECTBOM >KMAKOCTU (MPeanouTUTENnbHO CTakaHOM
BOAbl).

AnutenbHoCTb Kypca:

[NUTenbHOCTb Kypca neuyeHus 3aBUCUMT OT TeueHus 6GonesHu. Ecnu
CMMMNTOMbI COXpaHstoTcs Gonee ABYX Hefenb, crefyeT He3aMeANNTeNbHO
06paTUTbCs K Bpauy.

Ecnu Bbl npuHAnu cnvwkom 6onbluyio go3y npenapata bponxunpet TMN:
Mpu nepepo3npoBKe BO3MOXHbI 6011 B 06nacTv xXenyaka, ppoTta u guapes.
B 3TOM cnyuae NpoKOHCYNbTUPYMTECH C BpauoM. [pn Heo6xoaMMoCTM Bpau
Ha3HauuT NOAXoAsLLEee NeyeHmne.

Ecnu Bbl 3a6b1ny NpUHATbL OuepeaHyto o3y npenaparta bpouxunper TM:
Ecnu Bbl 3a6binn NpuHATL Npenapat, TO He Hajo yABavBaTb A03Yy Mpu
cnepyrowem npreme.

Ecnun Bbl npepbiBaeTe npuem npenaparta bpoxnxunper Th:
Mpekpatntb npvem npenapata BpoHxunpet T moxHO, Kak npaBuno, B
nto6oi MOMEHT.

Ecnuny Bac octanuch BONPOChI MO NPYMEHEHUIO NeKapCTBEHHOrO CPeacTBa,
obpaTuTech 3a KOHCYyNbTaLMel K CBoeMy Bpauy unm dapmaleBTy.

4. Kakue no6ouHble AeCTBUA MOXKET UMETb faHHbI Npenapar?

Kak n Bce nekapcTBeHHble cpeacTBa, npenapat bpoHxunpet Tl moxeTt
BbI3BaTb NO6OUHbIE [eNCTBUSA, KOTOPble, OAHAKO, NPOSABNSAIOTCSA He y BCeX
nauneHToB. Mpu BbISABNEHUM UYACTOTbl Pa3BUTMS MOGOUHBIX AENCTBUIA
MCNOoNb3yHTCA CrieAytoLne KaTeropmm:

OueHb yacro:

6onee 1 naymneHTa 13 10

Yacro:

ot 11010 naumneHToB 13 100
WHorpa:

ot 14010 naymenTos n3 1000
Pepko:

ot 11010 nauneHToB 13 10 000
OueHb peako:

meHee 1 naymeHTa n3 10 000
HeT gaHHbIX:

OLeHNTb YacToTy pasBMTMS Ha OCHOBAaHMMU [AOCTYMHbIX
npeAcTaBnsaeTcs BO3SMOXKHbIM

AaHHbIX He

Cepbe3sHble No6ouHble AeCTBMA MAN NPU3HAKKU, HAa KOTOpble cnegyeT
06paTMTb BHUMaHMe, M MeponpuATHs NPU NX o6HapyXKeHnu:

Ecnv y naumneHTa nposBnseTcs ofHO M3 NpefcTaBAeHHbIX HUXKe MO6OUHbIX
eACcTBUI, HeobXx0aMMO NpeKkpaTUTL Npuem npenapata bpouxunpet TN u
He3ameannTeNlbHO 06paTUTLCs K Bpauy. Bpau oLeHUT TsXKecTb COCTOAHMUS
M MpUMeT pelleHMe OTHOCMTENbHO HeobXOAMMOCTM MpoBefeHus
AanbHeNLNX MeponpuaTuii.

WMHoraa BO3MOXHbI HapyLleHWs CO CTOPOHbl >Ke/y[OUHO-KMLLIEUYHOro
TpakTa, Harnpumep, cnasmbl, TOLWHOTa, pBOTa U Anapes.

OueHb peaKo BO3MOXHbl NPOSABMEHNA NOBbILWEHHON UYBCTBUTENbHOCTH
(annepruueckux peakuuit), Takne Kak ofblllKa, Cbifb, KPAaNMBHULLA, OTEK
nvua, pta n/mnun rnoTkun. NMpv BO3HNKHOBEHUMN NEPBbIX MPU3HAKOB peakuunn
NOBbILWEHHON YYBCTBUTENbHOCTM ClieayeT NpekpaTUTb NpMem npenapara
BpoHxunpet TI.

UHdopmupoBaHue o No60UHbIX AEACTBUAX

Ecnu Bbl 06HapyxuTe y ce6s no6ouHble aeiicTBuUs, coobLynTe 0 HUX CBoEeMy
Bpauy unun gapmaueBTy. ITO KacaeTcs TakXe NOBOUHbIX AEWCTBUI, He
yKa3aHHbIX B [aHHOM WHdOpMaunoHHOM nucTke. Momumo 3Toro, Bbi
MO>XKeTe HanpaeuTb coobLieHne o No6oUHOM AECTBMN HENOCPEACTBEHHO
B OTaeneHune hapmakoHaasopa PefepanbHOro UHCTUTYTa NEKapCTBEHHbIX
CpeAcTB M MepuumHckux nsgenuii (Bundesinstitut fir Arzneimittel und
Medizinprodukte, Abt. Pharmakovigilanz), Kypt-feopr-Kusuurep-Annee 3,
53175 BoHH, lepmaHus, MHTepHeT-canT: http://www.bfarm.de. Coobuyas
0 No6ouHbIX AeNACTBUSAX, Bbl cnocobcTByeTe NononHeHWto 6asbl AaHHbIX O
6€30MacHOCTU LaHHOTO NEKAPCTBEHHOTO CpefCcTBa.

‘ 5. Kak xpaHutb npenapar bponxunper TIN?

JNlekapcTBeHHble CpeAcTBa crefyeT XpaHWTb B HEAOCTYMHOM [ns AeTei
MecTe. 3anpelyaeTcs MCMofb30oBaTh Npenapart Noc/ie UCTeUeHUs Cpoka
rofHOCTW, YKa3aHHOro Ha KapTOHHOW ynakoBke U 6nuctepe (KOHTypHOM
AueinkoBoi ynakoske). Cpok XpaHeHWUs pacnpocTpaHseTcs Ha nepuop Ao
nocnefHero AHs mecsua.

Ycnoeunsa xpaHeHusa:
XpaHuTb Npu Temnepatype He Bbiwwe 25°C.

6. [lononHuTenbHas nHgopmaums

U3 uero cocrout npenapart Bpouxunper TN:

[enicTeyrowne BelecTBa:

171abnetka BpoHxunpet TI1, NOKpbITas N1€HOUHON 06010UKON, COAEPXKUT:
60 Mr nepBoLBeTa KOPHS 3KCTPaKT cyxoi (6-7:1)

DKCTpareHT: 3TaHonN 47,4 % (B 06beMHOM OTHOLLEHWW),

160Mr TMMbsiHa TPaBbl SKCTPAKT cyxoit (6-10:1)

JKcTpareHT: 3TaHon 70 % (B 06beMHOM OTHOLLEHUN).

BcnomoraTtenbHble BeLecTBa:

KomnnekcHoe coefinHeHWe xnopodunnmHa ¢ meabto TpUHaTpueBas cosb
(E 147), KpOoCNOBUAOH, [VMETUKOH, IMHOKO3bl CUPOM, BbICOKOAMCNEPCHbI
ANOKCUA KPEMHUS, TMMPOMENNI03a, 1aKTo3bl MOHOrUAPAT, MarHus cTeapar,
uennono3a MUKPOKpUCTanamMueckas, apomatMsaTop MsATbl MepeyHown,
nonnakpunatHas paucnepcus (30%), noeupgoH K25, nponuneHrnvkons,
pubodnaeut (E101), HaTpums caxapuH, Tanbk, TUTaHa guokeng (E 171).

WHdopmaumsa ans 60nbHbIX caxapHbiM Anabetom:

OpHa Tabnetka bpouxunper TI copepxuTt B cpegHem 0,02 xnebHoi
eavHuubl (BE), mopnexawein yuety. lNpenapat Bponxunper TI He
COAEPXXUT rNtoTeHa.

BHewHuli Bua npenapaTta BpoHxunpet TN n cogep>kxnmoe ynakoBku:

Mo 20 (N1) TabneTok, MOKPbITbIX MIEHOUYHON 0OOMIOUKOM, B YMNaKOBKe,
1 6nuctep c 20 Tabnetkamu. Mo 50 (N2) TabneTok, NOKPbITbIX NIEHOUHO
o6onoukoi, B ynakoske, 2 6nuctepa no 25 tabnetok kaxpgbiit. Mo 100 (N3)
TabneTok, MOKPbITbIX NIEHOUHON 060104KOI1, B ynakoBke, 4 6nuctepa no
25 TabneTok Kaxpabli BpoHxunpet TIN — 3To TabneTkn 3eneHOro LBeTa,
KPYrnoi hopmbl € iBOSKOBbINYKI0/ NO/IyMaTOBO MNOBEPXHOCTbIO.

tDapmaueBTuuecxaa KOMMaHuA u npoussoanTenb:

BNOHOPUKA CE
KepweHwTaliHepwTpacce 11-15

92318 HomapkT

TenecoH: 09181/ 231-90

®akc: 09181/ 231-265

WHTepHeT-caliT: www.bionorica.de
dnekTpoHHas nouta: info@bionorica.de

CoBMEeCTHbI CObIT:

MNNAHTAMEA ApuHaiimuttens MTM6X
KepweHwTaliHepwTpacce 11-15
92318 HommapkTt

Tenedon: 09181/ 231-0

®akc: 09181/ 21850

MocneaHwnii pas N3IMeHEHUA B AaHHYIO UHCTPYKLMUIO MO MeANLUHCKOMY
npuMeHeHMIo NpenapaTa BHOCUNIUCH B ceHTA6Gpe 2014 roga.
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