¥ Hapopna anTeka

IHCTpYKUiA ANA 3aCTOCYyBaHHA

MeaAn4vHoro iMyHob6ionoriuHoro npenapary

BpoHxo-Bakcom Acrocii / BpoHx0-Bakcom A

(Broncho-Vaxom® Adults / Broncho-Vaxom® Children)

3AIrAJibHA XAPAKTEPUCTUKA

MixxHapogHa HenaTteHToBaHa Ha3Ba: lyophylisate of bacterial lysates.
OCHOBHI B/1aCTHUBOCTI Jlikapcbkoi ¢popmn:

BpoHxo-Bakcom Acpocni: - TBepai kenaTMHOBI Henpos3opi kancynu N2 3 3
KOpPMyCOM i Kpuleyko 61aKUTHOrMO KOJSIbOpY, HAMOBHEHI MOPOLUIKOM CBIT/O-
6exeBoro KoNnbopy;

BpoHxo-Bakcom A™: TBepai xenaTtuHoBiI Henpo3opi kancynam NQ 3 3 kopnycoMm
6inoro kKonbopy i Kpuweykow 61akKMTHOro Ko/AbOopy, HamnOBHEHiI MOPOLUKOM
CBiTN0-6€XeBoro KonbLopy.

AKICHUN TA KINIbKICHUWA CKJ1AL
1 kancyna BpoHxo-BakcoMm Aorocii MicTUTb:

Aio4di peqdyoBUHW: CTaHAapTu3oBaHUn niodinizat OM-85, wo Mictutb 7 Mr
nioginiszaty bakTepianbHMNX
nizatis: Haemophilus influenzae, Streptococcus pneumoniae, Klebsiella pneu
moniae and ozaenae, Staphylococcus aureus, Streptococcus pyogenes and vi
ridans, Moraxella catarrhalis.

1 kancyna bpoHxo-BakcoM A™ MicTUTb:

Aitodi pedoBuHW: cTaHpaapTusosaHun niodinizat OM-85, wo Mictutb 3,5 Mmr
nioginiszaty bakTepianbHUX
nizartis: Haemophilus influenzae, Streptococcus pneumoniae, Klebsiella pneu
moniae and ozaenae, Staphylococcus aureus, Streptococcus pyogenes and vi
ridans, Moraxella catarrhalis.

JoromixkHi pe4oBuHn: nponinranat 6e3soaHnin (E 310), HaTpito rnyTtamaT (Wwo
Bignosigae HaTtpito rnytamaty 6e3soaHomy), MaHiT (E 421), kpoxmanb
KYKYPYA3SHNI npexenaTuHi3oBaHUM MOAUIiKOBaAHUMN, MarHito
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CcTeaparT; cksiagoBi 060/10HKu karcyim: iHaurotuH (E 132), Tutany aiokena (E
171), xenaTtuH.

®OPMA BUNYCKY
Kancynu.

KOA ATC RO7A X. IHwi 3acobu, Wo AitoTb HA pecnipaTopHy CUCTEMY.

IMYHOJIOIN4YHI I BIOJIOINI4YHI BJIACTUBOCTI

BpOoHX0-BakcoM CTUMYNIOE IMYHHUI 3aXUCT OpraHiamy.

Mpu 3acTocyBaHHi BpoHxo-BakcoMy y ntogen BigMivYaeTbCA NigBULLEHHS PIBHIO
umpkynodnx T-nimpoumnTtie, BMICTY IgA B CUHI, HecneundivHOT peakuii Ha
NONIKNOHAaNbHI MiTOreHu Ta 3MiWwaHoi nimpoumnTapHOi peakuii.

NMOKA3AHHSA AJid SACTOCYBAHHSA

IMyHOTepania. 3anobiraHHA peumamByrOunx iHMEKUIn anxanbHUX LWASXiB Ta
TSOKKUX THPEKUINMHMX 3aroCTpeHb XPOHiIYHOro 6poHxity. CynyTHin 3acié npwu
NiKyBaHHI rOCTpUX pecnipaTopHUX iHMEeKLUiN.

CNOCIb 3ACTOCYBAHHA I 403U

Lopocii Ta nignitkm BikoM Big 12 pokiB

llpeBeHTMBHa Tepanisi/KoMrijieKkcHa Tepanis: no 1 kancyni Ha AeHb
HaTwecepue npotsaroM 10 nocnigoBHUX AHIB Y Micsaub, 3 Micsui nocnifb.
JlikyBaHHS 3aroctpeHb: no 1 kancyni Ha AeHb HaTuwecepue, A0 3HUKHEHHA
cuMnToMiB  (MiHiManbHUn Kypc - 10 pHiB). Y BunNagky CynyTHbOro
NPU3HaYeHHH 3 aHTMbioTUKaMu, BpoHxo-Bakcom peKOMeHAYETbCH
3aCTOCOBYBaTU 3 CaMOro No4vaTKy JiKyBaHHS.

lNegiatpunyHa nonynasauis (4itv BikoM Big 6 MicsauiB Ao 12 pokiB): Kypc Tepanii
He BiAPI3HAETLCA BiA Kypcy Ans Aopocnux. bpoHxo-BakcoMA™ MicTuTb 403y
(3,5 Mr), BaBiui MeHWYy Big A4OPOCOI.

lMpumitka: kancynn bBpoHxo-BakcoMA™ moxHa BigkpuBaTh. HAKWO AWUTUHI
BaXXKO MPOKOBTHYTU Kancyny, ii BMiCT MOXXHa po3MillaTH y BIiANOBIAHOMY HaMoi
(Bo4i, GpyKTOBOMY COKY, MOJIOUI).

NMNOBIYHA AIA

MobivHi sBMLWLA, Npo SKi NOBIAOMAANOCS, KiacndikoBaHi HMXYe BigNoBIAHO A0
MedDRA 3a cuctemMaMm OpraHiB Ta  4acToTol: AyxXe 4vacTto (=1/10),
yacto (Biga =21/100 po <1/10), Heuacto (Big =1/1000 po <1/100), piako
(Big =1/10000 no <1/1000), ayxe pigko (<1/10000), BkAKOYAKOYMN NOOANHOKI
BMMAAKW, 4YacToTa HeBigoMa (He MOXHa OUIHUTK 3@ HAABHUMU OAHUMN).



¥ Hapopna anTeka

3 60Ky IMyHHOI CMCTEMM: HEYacTo — peakuii rinepyyTnnBocCTi (epuUTeMaTo3Hi
BMCUNAHHA, reHepanizoBaHi WKipHi BUCUMAHHSA, epuTeMa, Habpsk, Habpsik
noeik, Habpsk obnnyusa, nepudepnyHnii Habpsk, NPUNYXiCTb, NPUNYXNICTb
o06nnyusn, ceepbix, reHepanizoBaHuni ceepbix, 3aanLLKa).

3 60Ky HEpPBOBOI CMCTEMM: YACTO — roON0BHUI binb.

3 60Ky AnxasibHOI CUCTEMM, OPraHiB rpyAHOI KJAiTKuU Ta cepeaoCTiHHS: 4acTo —
Kawenb.

3 60Ky LWTYHKOBO-KMLLKOBOIO TPaKTy: 4acTo — aiapes, 6iNb y XWBOTIi; HEYacTo
- HyaoTa, 65toBaHHS.

3 60Ky LWKipn Ta MWKIPHUX TKa@HWH: 4acTO — BWUCUNAHHSA; He4yacTo -
KponuB'siHKa; 4acToTa HeBiAOMA — @HMOHEBPOTUYHUIM HabpsK.

3araszbHi  po3nagu Ta CTaH Micys BBEJEHHS: He4YacTto -— nigBuLleHa
BTOMJIIOBAHICTb; pPiAKO — rapsyka.

Y BunagkKy TpuBanuMx LWAYHKOBO-KMUWKOBUX abo AuxanbHUX po3naaiB
NiKyBaHHS HeobXigHO NpUNUHUTK. TpU WKIPpHUX peaKkuisX NiKyBaHHS TakKoX
nepepwvBaoTb, TOMY WO Ui MPOABU MOXYTb HOCUTU anepridyHy rnpumpoay.

MPOTUNMOKA3AHHA
FnepuyyTnmMBIiCTb A0 aKTUBHOI pe4yoBMHN abo Byab-aKOT AOMNOMIKHOT peyOBUHH,
WO BXOAATb A0 ckiagy bpoHxo-Bakcomy.

OCOBJ/INBOCTI 3ACTOCYBAHHA

NMpenapat BbpoHxo-BakcoMm AiTAM BiKOM A0 6 MicsauiB He NMpuU3HAYaETbCA.
Be3neka Ta edekTMBHICTb nNpenapaTty ANns AiTen BiKOM A0 6 MicauiB He
BCTAHOBJ/IEHA.

BpoHxo-BakcoM MoXe CnpuUYMHATU peakuii rinepyyTinBOCTi. Y pasi po3BUTKY
anepriyHnx peakuin abo o3Hak HenepeHOCUMOCTiI npenapaTy NiKyBaHHS Chig
NPUAUHUTU HEramHo.

Brnvs Ha 34aTHICTb KepyBaTn aBTOMObI/IEM Ta KOPUCTYBAHHS MEXaHI3Mamu.

BpoHXx0o-BakcoM He BMAMBAE Ha 34aTHICTb KepyBaHHS aBTOMObineM Ta
KOPUCTYBAHHSA MeXaHi3MaMMu.
BaritHicTb Ta rogyBaHHs rpyagto.
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KniHiyHi gaHi WwoAo 3acToCyBaHHA npenapaTy BariTHUM >XiHKaM BIACYTHI.
EkcnepnMeHTM Ha TBapuHax He nMnoKasa/liM HigKoi MnpsaMol 4Yum  HenpsaMmoi
TOKCWYHOCTI, WO BMNJIMBAE Ha BariTHICTb, pO3BUTOK eMbpiOHY, pO3BUTOK MoAa
Ta NOCTHaTaAbHUN PO3BUTOK. CTOCOBHO BUIrOAOBYBAHHSA rpyaal0, KOHKPETHUX
AOCMiAXeHb TaKOX He npoBoaunocs i 6yab-gKi AaHi BiacyTHi. MNMpenapaT cnig
3acTocoByBaTM 3 06epeXxHICTIo Nig Yac BariTHOCTI Ta rogyBaHHSA rpyaato.

B3AEMOAIA 3 IHWMNMU NIKAPCbKUMUN SBACOBAMMU

B3aemogia npenapaTty 3 iHWUMM MiKapCbKMMKM 3acobaMm Ha AAHWUA MOMEHT
HeBigoma. lepego3yBaHHs. Npo BUNAaAKN nepefno3yBaHHSA Ha AAaHWA MOMEHT
He nosigoMndanocsd. bionoriiHa npupoaa bpoHxo-BakcoMy Ta pe3ynbTatu

TOKCUKOJIOMYHUX A0CMIAXEeHb, WO NMPOBOAMIUCA Ha TBapwuHax, ceigdyaTb Npo
HEMOXJIMBICTb AOCATHEHHA Nepeno3yBaHHA.

YMOBU 3BEPITAHHA

36epiratn npun Temnepatypi Big 15 °C go 25 °C, y HenoCTynHoOMy And AiTen
Micu,.

TEPMIH NPUAATHOCTI: 5 pokiB.

NAKYBAHHA

Mo 10 kancyn y 6nictepi. Mo 1 abo 3 6nictepn B KapTOHHIN KOpobui pa3oMm 3
IHCTPYKUIE A1 3aCTOCYyBaHHS.

KATENrorPisi BIANYCKY

3a peuenTomM.

BUPOBHUK
OM dapma CA

Byn. bya ato JlaH, 22, 1217 MenpeH, 2, XXeHesa, LLBenuapis.
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Y Bunagky nobiyHoi fgii (ycknagHeHHs1) nicnas 3acrocyBaHHsi MIBI cnig
HarpaBnUTN eKCTpeHe rNoBigOM/IEHHS B:

YnpaBniHHs1 nikapcbKknx 3acobiB i megnyHoi npoaykuii MiHiCTepCTBa OXOpPOHM
340poB’s YkpaiHn (01021, M. Kuis, Byn. pyweBcbkoro, 7, ten. (044) 200-07-
93),;

JepxxaBHe nigripneMCTBoO <«/lep>xaBHUM eKcriepTHuii UeHTp MiHictepcTBa
OXOPOHM 3410p0oB’S YkpaiHn» (03151, m. Knis, Bys. YwumnHcbkoro, 40, ten. (044)
393-75-86) i Ha aapecy niaripueMcTBa-BnMpobHMKa.



