KPATKA XAPAKTEPUCTUKA HA‘FI‘F’O‘EWKTA

1. Ume Ha nekapcrBeHUst NPOOYKT:

/I3HENHITENHA ATEHLIAS R0 JIEKAPCTBATA

Kpamua xapamﬁepucmuxa Ha npodyxma - fipunowesus 1
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EPOHX0O — BAKCOM 3a geua 3,5 mg T8bpan Kancynu
BRONCHO — VAXOM Children 3,5 mg hard capsules

2. KadecTBEH ¥ KONn4YecTBeH cbeTaB.

JfiexapcTBEHO BelUeCcTEO!
1 karicyna 3a oeya CbObPXa:

3,5 mg cTangaptvanpad aknodunu3aT oT DakTepuanun Nu3aT™ Ha:

Haemophilus influenzae (Tvin b),

Streptococcus prneumoniae {tun 1, Tnn 2, Tun 3 n Tun 47 ),
Klebsiella pneumoniae, subsp. pneumoniae ( 2 wamva )

Klebsiella pneumoniae, subsp. ozaenae,

Staphylococcus aureus (6 wama ),
Strepfococcus pyogenes,
Streptococcus viridans (3 wama),

Neisseria (Branhamella) catarrhalis (3 wama).

Momolusy BellleCTBA:

3a NbNMHUA CNMCHK Ha NOMOLLHNTE BELecTBa, BX. ToYKa 6.1.

3. JlexapcTBeHa thopma

TBbpAa Kancyna.
CuHbOo~0enn Kancynu.

4. KrninHUYHW JaHHn
4.1. TepaneBTUYHU NOKa3aHUA

iMyHOTEpanus.

MNpodunaktnka Ha MOBTaApPAWM Ce KHeKuMn Ha JguxatenHute abTuiia u
UHMEKUNO3HU 0DOCTPAHNSA Ha XPOHNYHNTE DPOHXUTU.
CuibTCTBALWO NeYeHne Ha OCTPU UHMEKLIMY Ha auxatesiHuTe NbTula.

4.2. [lo3anpoBKa WU HaYMH Ha NMPUIOKeHNe

[eua Ha eb3pacm om 6 meceya 00 12 200UHU:

(pogpunakmuka: 1 kancyna gHesHo Ha rnagHo, 10 nocriefoBaTtendy AHV B

mMeceua, 3a 3 mecella.

,-""—.m__h*\b
. """'_""ht-_r‘:.'




Tleyerue npes ocmpume cmaduu: 1 Kancyna AHeBHO Ha rmagHo, A0 u3vesBaHe
Ha CUMNTOMMKTE, HO B MpoabrbkeHne Ha mubumym 10 nocnefosaTtenHn gHu. B
criydyante, Korato € Heobxoguma aHTubuoTuU4Ha Tepanusi, NevYeHneTo C
EPOHXO — BAKCOM 3a pneua tpsabea Oa 3anovyHe e4HOBPEeMEHHO ¢
npuraraHeTo Ha aHTUOUOTUKA.

3abenexka: AKo 3a geuara € TpyAHOo Ja npernbTHaT Kancynata, e no-aobpe aa
obaat n3bpann karo opma caweTuTe, Tbil KaTo ca no-noaxoasiun 3a Tesu
nayuuexTu.

4.3. lNpoTuBONOKazaHus

YcTaHOBEHa CBPhXYYBCTBUTEITHOCT KbM aKTUBHOTO BELIECTBO UK KbM HAKOE OT
noMoLlHuTe BellecTBa Ha bBPOHXO — BAKCOM 3a pela.

4.4, CneuuanHu npeaynpexaeHus U npeanasyu Mepku npu ynotpeba

INpuemarHeto Ha bPOHXO — BAKCOM 3a peua Ha ce npenops4sa npu Aeua
nog 6-meceyHa Bb3pacT, Nopagy He3pAnocT Ha MMyHHarTa UM cucTtema.

4.5. BaaumogencTensa ¢ OPYFM RNeKapCTBeHU NMpoRyKTU u Apyrn opMu Ha
B3aUMOOECUCTBUE

Mpyr navKkeHT Ha UMYHOCYNPECUBHO NevyeHne WM ¢ UMyHHa HeJOCTaTb4HOCT
ethexTbT oTr BPOHXO — BAKCOM 3a getta moxe Aa e no-cniad.

4.6. BpeMeHHOCT U KbpMeHe

Hama KNMHUYHW JaHHy 3a ynoTpebaTta npu DpemerHHN XeHy.
ExcnepyMeHTanHuTe npoyyBaHus Npy XXMBOTHU HE NMoKasBaT NPAKO unn HENpPsiKo
BpeOHO Bb3aelcTBue Bbpxy OpemeHHOCTTa, emBpuoHanHoTo/ MeTanHoTo
pasBUTUE, paXxgaHeTo unu NocTHaTanHoTo pasBuThe.

Hama nHdopmaums oTHOCHO eKcKpeLmaTa Ha NpoaykTa € YoBeLlKaTa Kbpma.
MpeanuceBaHeTo Ha OpeMeHHW xkeHn TpAbBa Aa 0bae ¢ NoBULLEHO BHUMAHKE.

4.7. EdbekTu BLpXY cnocobHOCTTa 3a odmpare u pabota ¢ MalukHK

He e u3BecTeH edhekT BBPXY crnocobHOCTTa 3a iuodupane U paborata ¢
MaLUnHN.

4.8. HexxenaHu sieKapcTBeHU peakunum

ObwaTta YecToTara Ha HeXxenaHuTe peakuuy npu KnuHWYHuTe U3cnepBalua e
vexay 3- 4%.
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CoobilicHUTe HEXENaHw peakuuu ca nogpefeHn no-gony crnopes TaxHata
yectoTa (dectu: = 1/100 go < 1/10; nevyectun: 2 1/1,000 po < 1/100; peaku: >1/10
000 go <1/1 000; mHoro peaxu: < 1/10,000, BKNOUNTENHO OTAENHK CLODLLEHUR).

Hexernanun peakuuv (MedDRA knacudbukanus)

HapvlieHus Hapywexu
CromatlHo- By 24 7
pEBHA Ha KoXaTa 1 | PecnupaTtopHu | Ha O6wu
nogxoXHarta | HapylueH HEPBHAT HapyLue
HAPYLLIEHNS OKOXHAT py nsA p a apyLueHus
TbKaH cucTema
Uectu
auapus rmasobonne
Kopemta
P IncrnHes
Heuectn | Bonka Ex3zantema
Kawinvua YmopsiemocT
[[ageHe YpTukapus
AcTma
lloBpbLUAHE
Tpecka
Pegku
A AnepruyHa
peakLus

B cnyyall Ha nepcucTupalyn CTOMailLHO-YPEBHU W PECnupaTtopHK HapylieHus,
rneyeHneTo TpsidBa da ce npexkbeHe.
MNpu gbhroTpaiHyk KOXHU peakuun 1 auxaTtesntHn npobnemu, rnevyeHueTo TpadBa

[a Ce NpeycTaHoBY, Thil KATO TE MoraTt [ja ca CBbp3aHu C anepriyHn peakuun.

e (OTtgenHn cbobuleHns
[aHHnTe OT NpocnefsBaHeTo Ha fiekapcTeeHaTa 6e30MacHOCT MoKa3saT MHOro

HACKA 4ecToTa Ha Te3u HexenaHu IekapcTBenn peakuuu (rno-manko oT
1/10,000) B nonynauuaTa, nekysana ¢ bBPOHXO — BAKCOM 3a neua.

CroflwaBanu ca OTAENHU crydau Ha peakuuu ¢ vunn 0es umyHo-anepruyeH
npousxog. nypnypa ¢ unu 6e3 TpomBoumToneHna, gucnHest ¢ o0puB N KOpeMHW
Kpamny, BRollaBaHe Ha anepruyeH BacKynuT, naunonatuyHa TpoMOoLuMTONeHus,
ypTUKapus WM reHepanuaupada  eksaHTema, efgem Ha  Ksuhke,
AHIMOHEBPOTHYEH OTOK, TEXKa apTpasrus, BrnoillasaHe Ha cuxapom Ha Churg-
Strauss, Taxukapgna v ycewadHe 3a cnabocT kaTo 4acT oT cuHApoma Ha
CBPbLX4YBCTBUTEMHOCT.

3a noeeve ot 500 munnona posu GPOHXO — BAKCOM, npegnucanu Ha
BBH3PACTHY K AeLllad, € cbobLUeH eanHuYeH cny4an Ha cuHgpom Ha Lyell npu
nete. BpbakaTa ¢ npunoxexueto Ha BPOHXO — BAKCOM 3a geua ce otdeTe
KaTO Bb3MOXKHa, HO € OTDernsizaHo, ve 3a Tadn HeXenaHa peakuma morat ga ca
[IONPUHEeCHY ApYri NPUYNHA (KaTO MUKOMasmMeHa nHgekuns).




UecToTaTa Ha HabnogaBaHuTe HeXenaHhn peakumm, ce OUeHsBa KaTo KpauHo
HUCKa, MpeaBu Ha MHOFO BUCOKaTa eKCrno3uuusi Ha nonynaynsita Ha Tosu

[MPOAYKT.

4.9. Npepos3unpaHe

Hocera He e Habnwgaesax cryyan Ha npefosnpate.

Mopagn npuposata Ha BPOHXO - BAKCOM 3a geua u pesynrature oOT
N3NUTBaHKATa 338 TOKCUYHOCT MPU KMBOTHUTE, U3MMexaa € mMmanko BeposATHO Aa
ce JOCTUrHe npegosupaHe.

5. DapMaKostorMyHn CBOUCTBa

ATC kod:. R 07 AX

dapmakoTepaneBTuiHa rpyna: [pyrv npoaykti 3a neveHue Ha pecnvparopHara
cuctema

5.1. dapmaxoanHaMUYyHU CBONCTBA

NmyHocTUMYNupaLlo CpeacTBo

Mpu xopa: Habniogaeak e nosutleH Bpoil Ha uvpKynnpawuTe T-numbounTy,
noBuwaeaHe Ha IgA B CriloHKaTa, Ha HecneUMpuuHWa OTroBoOp KbM
NOMUKNOHANMHUTE MUTOrEHN N Ha cMeceHa NUM@OoLIUTHA peaxkuus.

[pu  xueomHu: HabmopaBaHa €  MoBULWIEHA  PE3NCTEHTHOCT  KbM
eKkcrnepuMeHTanHn undekuny, ctumynauus Ha makpodarute u B-numdounTtuTe,
KakKTo U noBuLUeHAa WMYHOINOOYNMHOBA CeKpeuusi OT pecnupaTopHuTe MYKO3HU
KNETKN.

5.2. dapMaKOKMHETHYHMN CBOUCTBA

[tocera He ca Hafnn4yHK ekcrnepumMmeHTanHn Mogenn.

5.3. lMpeoknMHUYHW faHHK 3a 6e30MacHoCT

iscrieaBanusiTa 3a TOKCUYHOCT He OKa3BaT HMKAKBU TOKCUYHU Bb3LENCTBUS.
6. PapmaLeBTUUHN OaHHK

6.1. CnucbK Ha MOMOLIIHUTE BellecTBa

1 Karicyra 3a della cCbobpXka

moauduLmpana LapesnyHa ckopbana (npexenatuHnanpaHa) ,

MarHesves creapar,
nponunranar,
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FayTamar,
MaHWUTOI,
XernaTtuH,
UHOWTOTUH,
TUTEHOB OUOKCUA.

6.Z. HecbBMEeCTUMOCTH

He e npunoxumo.

6.3. CpOK Ha roaHOCT

5 roguHn.

6.4. CneuunasnHm ycrioBusi Ha CbXpaHeHue

[a ce cbXpaHsiBa Npy TeMnepaTypa nog 25° C.

[la ce cbxpaHsBa B opurnHanHaTta onakoska.

[a He ce ynoTpebsiBa crief M3TUYAHETO Ha CpoKa Ha rofHocT, obosHaveH Ha
onakoBkaTa, crnef ‘rogeH no’.

6.5. f[laHHK 33 onakoBKaTa

Kytua ¢ 30 kancynu (3 6nuctepa no 10 kancynu) nnn ¢ 10 kancynn (1 onucrep
no 10 kancynw).
Anymunueso / PVDC-PVC/PVDC dornino.

6.6. CneumariHu npeanasHU MEPKU NpU U3XBLPIIsiHe ¥ paboTa
Hama cneunanHn u3ancKkBaHus.

7. MputexaTten Ha pa3pelieHUETO 3a ynoTpeda
OM Portuguesa
Rua da Industria No 2, Quinta Grande, 2720-302 Amadora

[TopTyrariusa

8. Homep(a) Ha paspelueHreTo 3a ynotpeda
20030170

9. [laTta Ha NBLPBO pa3pellasaHe/nogHOBsIBaHe Ha paspelueHneTo 3a

ynotpeba
10.03.2003

10. HaTa Ha aKTyasniu3upaHe Ha TeKcTa
HOnwn 2007




