IHCTPYKIIA

JJISI METUYHOTO 3aCTOCYBAHHS JTiKaAPpCHhKOT0 3aC00y

Bponxo-Bakcom A°Pecti / Bponxo-Bakcom Aim™
(Broncho-Vaxom® Adults / Broncho-Vaxom® Children)

Cknao:

dirua pevosuHa:

1 xancyna Bponxo-Bakcom A°P°°M victuTh crammapTusoBaHuii mioginizar OM-85, mo MicTuTh
mogimizaTr Oakrepianpuux mizatie 7 mr: Haemophilus influenzae, Streptococcus pneumoniae,
Klebsiella pneumoniae ssp. pneumoniae and ozaenae, Staphylococcus aureus, Streptococcus
pyogenes and sanguinis, Moraxella (Branhamella) catarrhalis;

OONOMINCHI peyuosunu: cmanoapmuzoéanozo aioginizamy OM-85: nponinranat 6e3sonuuii (E 310),
HaTpito rirytaMar (1o BIAMOBIIa€ HATPitO IIyTaMary 6e3BogHomy), MaHiIT (E 421);

iHWi OONOMINCHI pedosuHu. KPOXMallb KYKYpPYA3SHUH TNpeKeTaTHHI30BaHMW, MarHilo cTeapar,
MmaHit (E 421); ob6oronka xancyau: innurotud (E 132), tutany giokcun (E 171), xxenatun;

1 kancyna Bponxo-Bakcom A™ MicTuTh —cTaHmapTu3oBaHuil mio¢inizar OM-85, 1m0 MiCTHTH
modimizar Oaktepianbuux JizariB 3,5 mr: Haemophilus influenzae, Streptococcus pneumoniae,
Klebsiella pneumoniae ssp. pneumoniae and ozaenae, Staphylococcus aureus, Streptococcus
pyogenes and sanguinis, Moraxella (Branhamella) catarrhalis;

O0NOMIDICHT peuosunu: cmanoapmuzoearnozo aioginizamy OM-85: nponinranar 6e3soauuii (E 310),
HaTpito TiyTamar (110 BiMOBia€ HATPIO TiTyTaMaTy 0e3BogHOMY), MaHiIT (E 421);

iHWI OONOMIdICHI pevosuHu: KpOXMallb KyKypyA3sSHHUH MpexenaTHHI30BaHHWM, MarHiro creapar,
MaHiT (E 421); obononka kancynau: inpurotud (E 132), Turany niokenn (E 171), xxenatus.

Jlikapcbka ¢popma. Kancymnu.

OcnosHi hi3uKo-XimiuHi 61aCMUBOCmi.

Bponxo-Bakcom 7°P°: gamcyma Ne 3; kpumeuka: Hempo3opa ONaKUTHOTO KOJBOPY; KOPIIYC:
HEMPO30pHii OITAKUTHOTO KOJIbOPY; BMICT KalCyJIU: MOPOIIOK CBITI0-0€KEBOTO KOJIBOPY;
Bponxo-Bakcom ™: kamcyma Ne 3; Kpuimeuka: HENpo3opa ONAKUTHOTO KOJHOPY; KOPIIYC:
HETPO30pHid O1JIOTO KOIBOPY; BMICT KarCyJId: MMOPOIIOK CBITI0-0€KEBOTO KOJILOPY.

dapmakoTepaneBTHYHA rpyna. [Himi 3aco0u, 10 Ait0Th Ha PECIipaTOPHY CUCTEMY.
Kox ATX RO7A X.

Dapmakonoziuni en1acmusocmi.

Dapmakoounamika.

VY nocniKeHHSX Ha TBapUHAaX MOBIIOMIISUIOCS MPO MIABUILEHUN OMIp OO0 €KCIEPUMEHTAIbHUX
iH(eki, npo cTuMmymsnito MakpodariB Ta B-miMQouuTiB, a TakoX MpO MiABHILEHHS CeKperii
IMYHOIJIOOYITiHIB KJIITUHAMHU CIU30BOi 000JIOHKH OpraHiB IUXaJIbHOT CUCTEMH.

V nrozedt cnocTepiranocs 3pocTaHHs KIIbKOCTI HupKymorounx T-miMdonuris Ta BMicTy IgA y ciuHi,
MOCWJICHHST Hecrenu(iuHoi BIAMOBIAI Ha TOJIKJIOHAJIBHI MITOTE€HHM Ta TIOCHJICHHS 3MIIIAHOT
TiMOIUTApHOT peaKiii.

Dapmarokinemuxa.

ExcnepumeHTanbHOT MOZIETI HE ICHYE.

Jlokniniuni Oani.

VY 4uCIEeHHUX JOCIPKEHHSIX TOKCUYHOCTI OYy/1b-sIKOi TOKCUYHOI /111 HE BUSIBJICHO.

KuiniyHi XapakTepuCTHKH.
Ilokazanns.
[TonepemkeHHs pelANBYOYNX 1HOEKIIH TUXaTbHUX [UISIXIB.

Ilpomunoka3zannus.
[TigBuIieHa 9y TAUBICTH JI0 AIFOY0T PSYOBHHH 200 10 Oy1b-SKO1 3 JOIMMOMIKHUX PEYOBHH.



B3aemooia 3 inwumu nikapcoKumu npenapamamu ma iHuwii 6UOU 63acmooiil.
B3aemogis npenapaty 3 IHIIUMHE JTiKapChKUMHU 3ac00aMH Ha CHOTOIHI HEBiZOMA.

Ocoonueocmi 3acmocyéanns.

Bbponxo-Bakcom Moxke CHpUUMHATH peakiii MIJBUIIEHOI YyTJIMBOCTI. SIKIIO crocrepiraioTbes
ajnepriuxi peakiiii abo 03HaKU HETIEPEHOCUMOCTI, TIKYBaHHS CJIiJl HETralHO MPUITUHUTH.

[Ipenapar mictuth MeHme | MMonb (23 Mr) HaTpito Ha Karcyiy, TOOTO TMPAaKTUYHO BUIBHHUN BiX
HaTpifo.

JlaHi KIIHIYHUX JOCHTIDKEHB, SKi JEMOHCTPYIOTh 3MIaTHICTh JIIKApChKOTO 3aco0y bponxo-Bakcom
3arno0iraTi poO3BUTKY IMHEBMOHIi, BiACYTHI. OTXe, 3aCTOCYBaHHS JIKapchbKOro 3acody bponxo-
Bakcowm [u1st moriepekKeHHsI THEBMOHIT HE PEKOMEH Ty €ThCSI.

3acmocysanns y nepioo eacimuocmi abo 200y8aHHs 2pyooro.

KniniyHi gaHi m010 3aCTOCYBaHHS BAariTHUM JKIHKaM BiJICyTHi. Y JOCTIIKEHHSX Ha TBapuUHAX HE
BHSIBIICHO OyJIb-KOTO TIPSIMOTO YHM HENPSIMOTO TOKCHYHOTO BIUTUBY Ha BariTHICTh, PO3BHTOK
eMOpioHa/ TUIOAa Ta TOCTHATalIbHUW pPO3BUTOK. Sk 3amoODKHUI 3axig OaxkaHO YHUKATH
3acTocyBaHHs Tpernapary bponxo-Bakcom mig wac BariTHOcTi. CremialbHUX JOCITIDKEHB MO0
3aCTOCYBaHHS MpeNapary IijJ] Yac TOAyBaHHS TPy HE MPOBOIWIOCS, MaHi BiacytHi. [lim vac
BariTHOCTI a00 TOMyBaHHS TPYAMIO JIKAPCHKUH 3aci0 PEKOMEHAYETHCS 3aCTOCOBYBATH 3
00epEeKHICTIO.

30amuicms eénaueamu Ha wWEUOKICMb peaxyii npu KepyeaHui aemMOmMpaHCHOPMoM abo iHWUMU
MEXAHIZMAaAMU.

BinmoBigHi mOCHiKEHHS HE MPOBOAMIWCS, OJHAK MaloWMOBipHO, 1m0 bponxo-Bakcom Oyze
BIUTUBATH Ha 3/IaTHICTh KEPYBATH TPAHCIIOPTHUMH 3aCO0AMU Ta MPAIFOBATH 3 IHIIMMH MEXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.

Lopocni ma nionimxu eikom 6i0 12 poxis

Kypc npegenmusnozo nikyeanus: 1 xancymy Bponxo-Bakxcom /P mppitmary Hatme momo60Bo
npotsaroM 10 mocnigoBHUX A10 HA MICSIb 3 MICSIll TOCHITIb.

[IpeBeHTHBHE JTiIKyBaHHS MOXHA PO3MIOYMHATH TTiJ1 9ac ToCcTpoi a3y iH(eKii AMXaTbHIX IUIIXIB Y
MO€THAHHI 3 1HIIMMH METO/IaMU JTIKyBaHHS.

Jimu gixom 6i0 6 micayie 0o 12 poxis

Kypc npesenmuenozo nixyeanus: 1 xancyny bporxo-Bakcom ™ npuiimaTu HaTmeceple moa06080
npoTsirom 10 mocmitoBHUX 10 HA MicSIb 3 MICSII TOCTILITB.

[IpeBeHTHBHE TiKyBaHHS MOKHA PO3MOUYMHATH M1l 4ac TOCTpoi da3u iH(eKiil TuXaaTbHIX NUIIXIB Y
MO€HAHHI 3 HITUMH METOJJaMH JIIKyBaHHSI.

Ipumimka. SIK1I0 TUTUHI BaXKKO MPOKOBTHYTH KarCyy, TO il MOYKHA BIIKPUTHU Ta BUCUIIATH ii BMICT
710 Hafo (Boja, GPYKTOBUH CiK, MOJIOKO TOIIO).

Jimu eixom 0o 6 micsayis

Besneka Ta epeKTUBHICTH 3aCTOCYBaHHSI MIPEMapary MaieHTaM BiKOM JI0 6 MICSIiB HE BCTAHOBJICHI.
Oco6s11B1 BKa31BKH 3 JI03YBaHHS

Tayicumu 3 ne4ink08o0 ab0 HUPKOBOK HEOOCMAMHICHIO

Kuminiuai gani moao eheKTUBHOCTI Ta OE3MeKu 3acTocyBaHHsS mpernapaTy bponxo-Bakcom mum
MarieHTam BiJICYTHi.

Himu.

3aCTOCOBYIOTH JIITSM BIKOM BiJ 6 MICSIIIB.

Ilepeoo3ysanns.

[Ipo Bumagku nepeno3yBaHHs He TOBimoMIsLTocs. biomoriyna npupoaa npenapary bponxo-Bakcom
Ta pe3yJbTaTH TOKCHKOJIOTIYHUX JOCIHIPKEeHb, 110 MPOBOJIWIKMCS Ha TBapHHAax, CBiAYaTh MPO
HEMOJKJIUBICTh TIEPE03yBaHHS.



I o6iuni peakuii.

BusiBneni nmo6iuHi edekTu 3a3Ha4eHO HIDKYE BiAMOBiIHO M0 kinacudikamii MedDRA 3a gacrotoro
BHHUKHCHHS Ta 32 KJIJaCaMH CUCTEM OpPTaHiB, 10 IKUX BOHU HajekaTh. YacToTa 3a3Ha4eHa Yy MOPSIIKY
3HIDKEHHS 32 TaKUMH YMOBHUMH KaTeropismu: mayxe yacti (> 1/10); gacti (= 1/100 mo < 1/10);
Hevacti (> 1/1 000 mo < 1/100); pigki (> 1/10 000 mo < 1/1 000); my»xe piaki (< 1/10 000, BkIrogaroum
OKpeMi BUMAJKH), 4acTOTa HeBioMa (MOBIAOMJICHHS y MOCTMapKETHHTOBUH MEpioJ, CIMOHTaHHI
MTOBIJOMJICHHSI 3 TIOMYJIALIl HEBU3HAYEHOT YNCEITBHOCTI, TOYHA OI[IHKA HEMOYJIHBA).

ITopyuienHs 3 00Ky iIMYHHOI CUCTEMH

Hewacri: migBuieHa YyTJIMBICTH (BHCHII, KPOIWMB SHKA, HAOpPSK, HAOpSK TMOBIK/ OOMHYYs,
reHepati30BaHui cBepOiXK, 3aTUIIKA).

Yacrora HEBiIoMa: aHT1IOHEBPOTUYHHUN HAOPSIK.

ITopyuienHs 3 00Ky HEPBOBOI CHCTEMH

Yacri: roJI0BHUM O1J1b.

PecmipaTopHi, TOpakajJbHI Ta MEIIACTUHAILHI HOPYILIEHHS

YacTi: Kalllelib.

ITopyuienHs 3 00Ky TpaBHOI CHCTEMU

Yacri: miapes, OUTb y )KUBOTI.

Hewacri: HynoTa, O1roBaHHS.

ITopymenus 3 00Ky MIKIPH Ta MAIIKIPHOI KITITKOBUHHI

YacTi: BUCHII.

Heudacri: eputema, epureMaTo3HHI BUCHIL, TEHEPATI30BAHNI BHCHIT Ha HIKipi, CBEPOIXK.

3arajabHi IOpYIIEHHS

Hewdacri: migBumieHa BTOMIIIOBaHICTh, Tepr(eprudHi HAOPSIKH.

Pinki: rimeprepmisi.

V pasi CTIMKHX NOpyIIeHb 3 00Ky TpaBHOT a00 JUXaIbHOI CUCTEMH JIIKYBAaHHS CIIil IPUITUHUTH.

Tepmin npuoammuocmi.
5 poKiB.

YmoBu 30epiranus.
36epiratu npu Temieparypi He Buie 25 °C. 36epiratu y HeIOCTyTHOMY JAJIs iTeH MicCL.

YnakoBka.
ITo 10 xancyn y Gmicrepi; mo 1 a6o 3 GuicTepu B KapTOHHIN KOPOOTIi.

Kareropis Bignycky.
3a perenTom.

Bupoonuk.
OM @apma CA / OM Pharma SA

Micue3Haxoa:KeHHs1 BUPOOHMKA Ta aJpeca Miclsl MPOBAa/zKeHH HOro AisIbHOCTI.
22 pro ato bya-mro-Jlan, 1217 Metipen, 1IBeiimapis /
22 rue du Bois-du-Lan, 1217 Meyrin, Switzerland
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