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KPATKA XAPAKTEPUCTHKA HA IIPOIYKTA

L Hme na JEKAPCTBEHHS NPOIYKT:

BRONCHO-VAXOM® Adults
BPOHXO-BAKCOM 3a BrapacTHu

2. Kadecreen H KONHYCCTBEH CHLCTAR!

JlexapcTBeHO BEIUECTRO:

I kancyna 3a ev3pacmnu cv0vpoica : CTARAAPTU3NPAH THOGUIN3AT OT GaKTepHaHu
nu3aty 40 mg, ot kouto 17,5 mg MOMOIUHH BelecTsa M 7 mg GakTepHanHu AU3aTH
oT: Haemophilus influenzae ( tun b ), Streptococcus pneumoniae (run 1, Tdn 2, THi
3, Tun 47 ) , Klebsiella pneumoniae subsp. pneumoniae ( 2 mama ), Klebsiella
pneumoniae subsp. ozaenae, Staphylococcus aureus ( 6 wawma ), Streptococcus
pyogenes, Streptococcus viridans ( 3 mama ), Branhamella catarrhalis ( 3 mama ).
JlekapcTBEHOTO BELIECTBO ChABPIKA M TIOMOILHH BEIECTBA: MPONMKI Taar,

HATpPUEB rIyTaMaT ¥ MaHMTONL.

TToMoniHy BemecTra:
I xancyna 3a ew3pacmuu cvowvpoICa:
( Budicm. 6.1)

3. Jexapcrsena dopma

TBbPAY Kancyfu.

4, KInunun KaHun

4.1. Ilokazanug
Hmynorepanua. Ilpexnassane or moBTapsy ce HHQPEKUUM Ha AuxarelHUTe
NETHINA ¥ HHPEKIOo3HY 000CTpAHNS Ha XpOHUYHHTE OponxutH. [loamomarane

JIEYCHHETO HA OCTPY MH(PEKLMH Ha AMXaTEeNHUTE ITHTHINA,

4.2 JIo3HPOBKA M HAYMH Ha NIPHIOKKEHNE

Hpesanmueno neuenve w/unu yrpeneawa mepanus . 1 Kancylna AHEBHO Ha rIajgHo,
3a 10 nocregoBaTenHM IHM B Mecella, 3a 3 MeceLa.

Jlevenne npez ocmpume enusodu: 1 Karcyna AHEBHO HA rMajHO-HO-H3USEBAHE HA
CUMITOMHTE , HO Hali- manko 3a 10 nocrnenosaTelnHH IHU. B/é';lylfa ﬂﬁm";’ Ko (VR
HEOOXOMHMa AHTHOMOTHYHA Tepamus, JIeYeHHeTo cmprfpa jen,ﬂospen‘dk mro c

Broncho-Vaxom.
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4.3.
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4.5

4.6
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4.9.

IIpoTvBoIOKA3aHMA:

YcranoBeHa CBPBXYYBCTBHTERHOCT KBM HAKOA OT CHCTABKHMTE HA
Broncho-Vaxom.

CrenynHo npeaynpexieHye U IpenasHy_ MepKy Ipy ynoTpeda.

IMpuemanero Ha Broncho-Vaxom He ce npenopbuBa mpu fAena noj  6-MecedHa
BB3PACT, IOPAJH HE3PSIOCT Ha HMYHHATA UM CHCTEMA.

JlexapcTBeny B3auMoaeHCTBUA

Ilpy nanueHTH Ha HMYHOCYMpPECHUBHO JiedeHHE HNM ¢ HMYHHA HeJOCTATBYHOCT
ehexTsT 0T Broncho-Vaxom moxe na e no-cnab.

BpeMenHOCT H KEDMEHE

I’ISCJ]G,I[B&HHSI BBEPXY Pa3MHOKABAaHETO IIpH KUBOTHM HE IIOKaspaT HHKaKBa
OINMacHOCT 34 INoJa, HO HiAME AaHHH OT KOHTPOJHH H3CICIBaHHA NpH 6pemeHm1
wend. Koakoto Ao KBpMEHETO, Jocera HE Cca npoBeKaaHHM  HHKaKBH
CHBI.IH(I)H‘:]HI/I H3CJICABAaHMA U HE Ca NIPEAOCTaBAH HUKAaKBH DaHHA.

H_IOLDHQEIHG 1 YIIpAaBJICHUE Ha MamKHHT

Broncho-Vaxom He Bnuste BepXy mwopupanero 1 paborarta ¢ MallMHH.

Hexenanu JACKapCTBEHH PCAKIIHH

YecroTara Ha HexeNaHNUTE BE3AEHCTBIA NIPH KIMHHYHKTE U3CNEABaHNA € MeXKDY

3- 4%. CroMalHo-4peBHH orlakeauus (rajeHe, KopemHa Gosika, MOBPBILAHE), KOXKHH
peakiyiy (0OpHB, YprUKapus), M JUXaTeNHH HapylleHus (Kamnuua, AucriHes, acTMa),
Kakro K oOuwu mpobnemMM (Tpecka, yMopa, ajlleprMyHM peakuud) ca Hall- uecto
ChODILABAHUTE OIHIAKBAHHS.

B cayuaii Ha BpoAbHKUTENIHY CTOMAINHO-YpEeBHY HapyLieHus, leyeHuero TpaOBa Aa
Ce NpeKhCHe.

TIpu ABRAroTpaliny KOXKHA PeaKl|y M JUXATeNHy NpobieMy, NeueHUeTo Tp:a0Ba na ce
NpeyCTaHOBH, ThH KaTO MOraT fia ce OTKIIIOYAT alleprHuHi peakLyH.

TIpenosupane

IMosen Ha npenosupane He ca HabmoaaBaHu,




dapMakoJorHYEH JaHHH

ATCxom: RO7 AX
DapMakonHAMHYHE CBOHCTRA
HMyHOCTUMYNHpALIO CPENCTBO
IIpu orcugomnu: HabnronaBana e NMOBMIEHA PE3UCTEHTHOCT KbM EKCTIEPUMEHTANHU
uHpeKuny, cTuMmynauns Ha makpodarure M B-numdouuTHTe, KaKTO M NOBHILEHA

HMYHOFHOGYHHHOBB CEKPEHHA OT PECIINPATOPHUTE MYKO3HH KIISTKH.

Ilpu xopa: Habmopapan e noBumeH Opol Ha uupkynupawgure T-numdoumty,
[OBHIaBaHe Ha IgA B ciroHKaTa, HAa HecneMUUHMA OTIOBOP KBbM NMONHKIOHANHUTE

3.2

5.3

MHUTOIEHH M Ha CMeceHa THMQOLINTHa peaKLys.
DapMaKOKMHETHYHY CBONCTBa
He ca HarenHO Npoy4eHu.

IlpenknuHyyey JagHy 3a 0e300acHOCT

HzcnenpanysaTa 3a TOKCHYHOCT HE NOKa3BaT HUKAKBH TOKCHYHH BB3JeiicTBUS.

PapmaneBTHYHH 0CO0EHOCTH.

CHHCHK Ha NOMOLIHYUTE BEIleCTBA M TEXHUTE KOJMYECTBA.

1 xancyna 3a évspacmuu CoOwBpIICA: g
-Monuduumpana napesuyHa ckopdsana (npexenaTuHU3upaHa) - 110,000 mg

- Maruesues creapat - 3,000 mg
- Ilponun ranar - 0,084 mg
- Hatpues rinyramar - 3,030 mg
- MauuTon hils] 200,000 mg
Cwemas na kancyna ( cpedna maca 50,00 mg ):

- HegurotHH - 0,03 mg
- ThuTanueB AHOKCHJ - 1,00 mg
- Xenarun o 50,00 mg
Coemas na Macmuiomo:

- lennak - 65.107 mg
- PacTuteneH BBIIeH - - 18.10 2 mg
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DU3NYHKE U XUMHYHH HECHBMECTHUMOCTH

He ca u3sectHu nocera.

Cpok Ha roaHocCT.

CrpxpaHsABaH B OPUTHHANHHU ONAKOBKH, Broncho-Vaxom uma cpok Ha rogHOCT
5 ronuHu.

Crenupaniy YeloBHs HA ChXPAaHEHHUE.

.Hel{apCTBOTO TpﬂﬁBa Jla ce ChXpaHiaBa Ha MACTO, 3alUTEHO OT HarpaBaHe

(15-25°C).

)la HE Ce ynomeﬁﬂaa CHCH, H3THYaHETO Ha CpOKa Ha rojHOCT, obo3HayeH Ha
OHaKOBKaTa.

,ﬂaHHH 3a OIIaKOBKATa.

Kyrus ot 30 kancynu — 3 énucrepa no 10 kancyau ik 10 xancynu — 1 6aucrep no 10

KANCYIH.
(anymunuesn/ PVDC - PVC/PVDC donno).

Ipenoprky 3a ynorpeba

Hsama CIICIIHAIHHA IIPCIOPBKA.

Hme 1 agpec HA HPHTEKATENS HA pA3pelieHHeTo 3a vioTpeda

OM PHARMA
22, rue du Bois-du-Lan
1217 Meyrin 2 / Geneva (Switzerland)

JiaTa HAa WHEDBO paspellleHHe 34 YIIOTPEe0a HA JIeKAPCTBEHMSA NPOIVKT

IiIgeiinapusg — Mapt 6, 1979

PerncrpanHoHen HOMED

20030171

Jata ga (dacTHuHa) aKTVaAIH3ALHA HA TERCTA




