MHCTPYKLUMNA
no MEANUMNHCKOMY NMPUMEHEHWUIO JIEKAPCTBEHHOIO NMPEMNAPATA
BpoHxo-MyHan® I

BHumMamesibHo npo4yumadme 3my UHCMPYKU UK neped meM, KaKk Ha4amb Npuem/ucnosib308aHue
3Moe20 lekapcmseHHo20 cpedcmad.

e CoxpaHume UHCMPYKYU, OHa MOXcem NnompebosambCsl BHOBb.

e Ecnuy Bac BO3HUKJ/IU BONPOChI, 0bpamumecsk K 8payy.

PerncTpaumoHHbIin HoMep: N N011633/01

Toprosoe Ha3BaHue npenapaTa: bpoHxo-MyHan® I1.

MeXxayHapoaHoe HenaTeHTOBaHHOE Ha3BaHMe WM FPyNNMPOBOYHOE Ha3BaHMe: J1n3aThbl
6akTepun.

JlekapcTBeHHas $pOpMa: Kancysbl.

CocTaB

1 Kancyna coaepXxuT:

delicmsyroujee sewecmso: nu3aTbl baktepun (Haemophilus influenzae, Streptococcus pneumoniae,
Streptococcus viridans, Streptococcus pyogenes, Klebsiella pneumoniae, Klebsiella ozaenae,
Staphylococcus aureus, Moraxella catarrhalis) B Buae ctTaHAapTU3NPOBAHHOTO IMODNIN3ATA
6akTepuinn (OM-85) (OM-dPapma, Lsenuapwma) - 3,500 mr;

BCnomMozameJibHble seuwjecmaa: nponuarannat (6essoaHbin) — 0,042 Mr, HaTpMA rayTamaT
(6e3BoAaHbIN) — 1,515 Mr, MaHHUTON — A0 20,000 Mr, MarHmsa cteapat — 3,000 Mr; Kpaxman
npe>enaTuHM3anpoBaHHbIn — 110,000 Mmr, MaHHMTON — Ao 200,000 mr;

o0bos104Ka Kancysibl: UHAUIoTKUH E132 — 0,009 mr, TuTaHa amokema E171 — 0,980 Mr, XXenaTuH — He
6onee 50,000 mr.

OnucaHue

Kancysbi: TBepapble XeslaTMHOBbIE Karncy/ibl pa3mepom N2 3 ¢ 6e/1biM Henpo3payHbiM KOPMYCcoMm 1
rosiybo Henpo3payHoi KpbILLEYKON.

Cooepxcumoe KancyJibl: CBETJI0 — 6exXXeBbl MOPOLLIOK.

dapMakoTepaneBTUYecKas rpynmna: MMMyHOCTUMYIMpPYIOLLEe CPeCTBO.

Kopg ATX: LO3AX.

®dapmakosiormueckme CBOMCTBA

Mpenapat BpoHxo-MyHan® I oka3biBaeT MMMYHOCTMMYNPYIOLLIEE AENCTBUE, YCUINBASA
MMMYHUTET NPOTMB MHOEKLNIA AbIXaTeNIbHbIX NyTeMn.

Y nauMeHToB, NoJIy4aloLLmMX npenapaTt BpoHxo-MyHan® [, ycMamBaloTCA 3aLUTHbIE CBOMCTBA
OPraHn3ma npoTme 6aKkTepuit 1 BUPYCOB.

Mocne nprMeMa Kancynbl 6akTepuasibHbIA IN3aT aKKyMyJIMpYeTca B NenepoBbIxX HasLLKax
CAn3NcTon 060J104KM XKeNyaoYHO-KULLEYHOrO TPAKTA, B YaCTHOCTW, PACMO/I0OXKEHHbIX B TOHKOM
KMLIEYHMKE. AHTUIEHMPEe3eHTUPYHOLWME KIETKWN B NeepoBbIX BSWLKAX aKTUBUPYHOTCA
6akTepmasibHbIM IN3aTOM W BNOCAEACTBMM CTUMYJIUPYIOT ApYyrne Tunbl KNetok (B-numdoumntsl),
oTBevalolme 3a cneundnyecknn MMMyHUTET. DTO MPUBONT K YBEJIMYEHNIO KOJIMYECTBA
LuMpKyanpyrowmx B-nnmdoumTtos, 4to BegeT 3a cobon yBennyeHme BbipaboTKN NOANKIIOHASbHbIX
aHTUTEsN, 0cobeHHO IgG CbIBOPOTKM 1 IgA, CEKPETUPYEMBIX C/TIM3MUCTON 060/104KON AbIXaTe IbHbIX
NnyTen 1 CUJIFOHHbIMN XKene3aMu.

TakxXe npenaparT 0Ka3blBaeT BANAHNE Ha Hecneundnyeckmin UMMYHUTET, CTUMYINPYS NIENKOLNTbI,
YTO XapaKTepun3yeTcs BO3PaCTaHNMEM YNCNIA KIETOK MUENONAHOMO M IMMGONAHOIO PAAa, a Takxe
CeJIEKTMBHbIM NOBbILLIEHNEM 3KCMPECCMM PELLENTOPOB Ha MX NOBEPXHOCTMU.

Y naumeHToB, Nosy4atoLmx npenapaTt bpoHxo-MyHan® M, ycManeaoTca 3alMTHbIE CBOMCTBA
opraHv3Ma npoTns 6akTepuit 1 BUPYCOB.

KnuHnyeckn BpoHXxo-MyHan® M yMeHbLUAeT YacTOTY OCTPbIX MHPEKLMI AbIXaTeNbHbIX MyTEN,
COKPALLAET MPOAO/IKUTENIBHOCTb UX TEYEHUS, CHMXKAET BEPOATHOCTb 0B6OCTPEHMIA XPOHMYECKOTO



6pPOHXMTA, a TakXXe YBe/IMYMBAET CONPOTUBIAEMOCTb OPraHn3mMa K MHpeKUUAM AbiXaTe/IbHOM
cmcTeMbl. MNPy 3TOM CHMXKAETCA NOTPEeBbHOCTb MPUMEHEHNA APYrvX JIEKAPCTBEHHbIX MPenapaTos, B
0COH6EeHHOCTM aHTUOBNOTHKOB.

Moka3aH1A K NPUMEHEeHUIo

BpoHxo-myHan® N npuMeHsaeTCcs y AeTeln B BO3pacTe OT 6 mecAueB Ao 12 net:
e B COCTaBe KOMMJIEKCHOM TEPANNN OCTPbIX MHDEKLNIN AbIXaTe/IbHbIX NYyTEMN;
e O21A NpOPUNAKTUKN PELMANBUPYIOLLNX MHDEKLNI AbIXaTe bHbIX NyTeN N 060CTpeHn
XPOHNYecKoro 6poHxXKUTa.
MpoTuBonokasaHus
e  TMOBbILWEHHAA YYBCTBUTENIbHOCTb K KOMMOHEHTAM MpPenapary;
e bepemMeHHOCTb;
e Mepuog rpyaHoOro BCKapMJIMBaHuS;
e  [eTCKWM BO3PACT MJaLle 6 Mecaues.
MpuMeHeHne npy 6epeMeHHOCTH 1 B Nepuop, rpyAHOro BCKapMJIMBaHUSA

NccnenoBaHMA HA XXMBOTHbIX HE BbIABUM OTPULIATEIbHOrO BO3AENCTBUA HA TeYeHne
6epeMeHHOCTU. Be3onacHocTb 1 3G PEeKTUBHOCTb NMPMMEHeHMA npenapaTa npn 6epeMeHHOCTN U B
nepwoj rpyAHoOro BCKapMJ/IMBaHUA He U3y4aacb, MO3TOMY NpUMeHeHne npenapaTta bpoHxo-
MyHan® N Bo BpeMa 6epeMeHHOCTM 1 B Mepuroj, rpyAHOro BCKapMJ/IMBaHNA NPOTUBOMOKA3aHo.
Cnocob npuMeHeHnsa 1 [,03bl

MpenapaTt NnpMHMMAIOT Mo 1 Kancyae B AeHb YTPOM, HaTowWwak, 3a 30 MMH o eapl. JeTam go 3-x ner
NN B CNlydae, ecin pebeHky TPYAHO NPOroTUTb KaMcyJsly, ee c/iedyeT OTKPbITb, COAEPKMMOE
CMeLaTb C He60/IbLUNMM KOIMYECTBOM XMAKOCTM (4ar, MOJIOKO UK COK).

AOna npodurnakTnkm peumanBupyoLmnX MHPEKLMI AbiXaTe lbHbIX NyTen n 060CTpeHNN
XPOHMYeCcKoro 6poHX1Ta Npenapar NpUMeHaIT TpeMa Kypcamu no 10 gHelr, MHTepBas MeXxay
Kypcamu 20 gHel. B cocTaBe KOMMJIEKCHOM Tepannmn oCTPbIX MHEKLNI AbIXaTeNibHbIX NyTen
npenapaT NPUMEHSAIT A0 NCYE3HOBEHNA CUMMNTOMOB, HO He MeHee 10 aHewn. [pu npoBeaeHNN
aHTMbMoTMKOTEpanmm bpoHxo-MyHan® I cnegyeT NPUHUMATL B COMETaHMN C aHTUONOTUKAMMU C
Havasia J1evyeHus.

Mocneayroume 2 MecaLa BO3MOXHO NpodniakTnieckoe NpMmMeHeHne npenapara: kypcamum rno 10
OHen, nHTepBan mexay Kypcamm 20 gHen.
MobouHoe pencrTeue

BpoHXx0-MyHan® M 06bl4HO XOPOLLO NepeHOCnTCA. BoNbLIMHCTBO NOBOYHbIX PEaKLMIN OTHECEHbI K
obLLen KaTeropmn co cpefiHen UM YMEPEHHO-TAXKEION CTeNeHbo NpoaBaeHua. Hanbonee
YacTbIM MpoOABAEHNEM MOOOYHOrO AEeNCTBMA ABNAETCA PACCTPONCTBO XKEJTYyA0YHO-KMLIEYHOro
TPaKTa, KOXXHble peakunn 1 HapyLIEeHNA CO CTOPOHbI OPraHOB AbIXaHMA.

Mo AaHHbIM BceMmpHOM opraHn3aunmn 3apaBooxpaHeHmsa (BO3) HexxenaTenbHble 3dpdekTbl
KN1acCMOULIMPOBaHbI B COOTBETCTBUM C MX YaCTOTOW Pa3BUTMA C1eayoLLIMM 0bpa3oMm:
o4yeHb vacTo (= 1/10); yacTo (=1/100, <1/10); HeuacTo (=1/1000, <1/100); peako (=1/10000,
<1/1000); o4yeHb peako (<1/10000); YacToTa HeM3BecTHa (4aCTOTy BO3HUKHOBEHMA ABNEHNN
HeJib38 onpeaenTb Ha OCHOBAHNN MMEIOLMXCA AAHHbIX).

HapyweHusi co cmopoHbI 3#ce/1y004YHO-KUWEYHO20 MpaKkma

yacmo: anapes, 60/b B XNBOTE;

yacmoma Heu3secmHa: TOLHOTa, PBOTa.

HapyweHus co cmopoHbI ObixamesibHoU cucmembl

yacmo: Kallesnb;

He4yacmo: oAblLLIKa.

HapyweHusi co CmopoHbI KOXCU U NOOKOXCHbIX MKaHel

yacmo: cblinb;

yacmoma Heu3BeCcmHaA: KPannuBHMLA, aHTMOHEBPOTUYECKN OTEK.

HapyweHus co cmopoHbl UMMYHHOU cUCMEMb]



He4yacmo: peakunn runepuyBCTBUTENIbHOCTY (CbIMb 3PUTEMATO3HASA, CbiMb reHEPAIN30BaHHaA,
3pUTEMA, OTEK, OTEK BeK, 0TeK nLa, nepudepuryeckne oTeku, NpUnyxaocTb, MPUNYyXJ0CTb NL3,
3y/l, FeHepasIn30BaHHbIN 3ya).

HapyweHusi co cmopoHbI HepB8HOU cucmemabi

yacmoma Heu3BeCcmHa: roNoBHan 60/1b.

Ob6wue paccmpoticmaa

4Yacmoma Heu3secmHa: NNXOPaaKa, yCTanocCTb.

Mepepo3npoBkKa

HeT coobuieHnin 06 MHTOKCMKaUMK BCIeACTBME Nepeao3MpOBKM Npenaparta. Mpvpoaa npenapara
BpoHx0-MyHan® I v pe3ynbTaTbl M3y4YeHNA ero TOKCMYHOCTM Ha XXMBOTHbIX YKa3bIBalOT Ha TO, YTO
nepezo3npoBKa MasoBEPOATHA.

B3aMmopaencTBue C ApyruMm JIeKapCTBEeHHbIMU NpenapaTaMu

He oTmMeyeHO B3anMoaencTBNA NpenapaTa ¢ ApYyrmMin IeKapcTBeHHbIMKU cpeacTBaMu. MNpenapar
MOXET MPUMEHATLCA OJHOBPEMEHHO C PYrMMMN JIeKapCTBEHHbIMM CPeCTBaMM, BK/OYaaA
AHTMBUOTHKMN.

Ocobble yKkaszaHusa

Bo n3bexxaHve nepeno3npoBKN AeTAM OT 6 MecaLeB A0 12 neT He c/ieayeT NPUMEHATb Npenapar
BpoHX0-MyHan® KancyJsibl 7 Mr, NpegHa3HAYeHHbIN /19 B3POC/biX. BO3MOXHbI NpoABAEHUA
peakumMn NOBbILLEHHOW YyBCTBUTENBHOCTM K Mpenaparty. B ciyyae COXpaHAOLNXCA XeNya04HHO-
KMLLEYHbIX PACCTPOMCTB, KOXKHbIX PEAKLMIA, HAPYLLUEHMN CO CTOPOHbI OPraHOB AbIX3aHWUA NN
OPYrMX CUMNTOMOB HEMEPEHOCMMOCTHM NPenapaTa He0bXo0AMMO OTMEHNTb MPENapaT K1
06paTNTLCA K BpPauyy.

BaiMsAiHMe Ha CNOCO6HOCTb YNPaB/IATb TPAHCNOPTHbIMYU CPeACTBAMU, MEXAaHU3MAMMU

MpenapaT He OKa3bIBAET BJIMAHMA Ha CMOCOBHOCTb K KOHLLEHTPaLWM BHUMaHMA W YNPaBJ/IeHNIO
TPAHCMOPTHbLIMM CPEACTBAMMN, MEX3AHM3MAMMN,

®dopMa BbiNycKa

Kancynbi 3,5 m2

lMepsu4yHas ynakoska

Mo 10 kancyn B An/MBX/MNBAOX 6auncTep.
Bmopuy4Has ynakoska

1 nnn 3 621McTepa B KAPTOHHYHO NayKy BMeCTe C MHCTPYKLMEN Mo NPUMEHEHUIO.
YcnoBusi XpaHeHUs
Mpw Temnepatype o1 15 °C go 25 °C.

XPaHWTb B HEAOCTYMHOM A/19 AeTEeN MecTe.
CpoOK rogHoCTH

5 ner.

He ncnonb3ynTe npenapart Nno MCTEYEHMM CPOKA FOAHOCTH.
YcnoBusa oTnycka

OTnyckatoT 6e3 pevenTa.

MpoussoauTesib

Jepxcamenb PY: CaHpno3 a.4., Beposukoa 57, 1000 Jlio6nsHa, CnoBeHus;

MpoussederHo: OO0 «HoBapTnc PapmacbloTkan MaHblodpekyypuHr», Bepolwkosa 57, 1000
JlobnaHa, CrnoseHus.

BPOHXO-MYHA/I® - Toprosbi 3Hak OM PHARMA, XeHeBa, LLIBenuapus.

Opzanu3ayus, npuHUMarowasi npemeH3uu nompebumenedu:

1.  @edepanbHas cnyxcba no Hao3opy 8 cipepe 30pasooxparHeHus (PoczopasHaozop): 109012,
r.MockBa, CnaBsaHckas niowanp, A.4, ctp.1, (495) 698-45-38; (499) 578-02-30;

2. AO «CaH003»:125315, r. MocKBa, JIeHNHrpaackuii npocnekT, A. 70; TenedoH: (495) 660-75-09;
dakc: (495) 660-75-10.



