IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BPOHXO-MYHAJT®

(BRONCHO-MUNAL®)

CKnaao:

Oitoui peuoguHu: 1 Kamcysa mMictuTh 7 Mr mioginizoBanoro mizaty 6akrtepiit Haemophilus influenzae,
Streptococcus (Diplococcus) pneumoniae, Klebsiella pneumoniae and ozaenae, Staphylococcus
aureus, Streptococcus pyogenes and viridans, Moraxella (Branhamella/Neisseria) catarrhalis;

donomidcHi peyo8uHU: TIPOIINTranaT, HaTpito riaoyTaMmat, MaHIT (E 421), MarHito cTeapat, KpoXMaib
IpexkKeNnaTUHi30BaHUY;

obosnoHKa: inpurotuH (E 132), tutany miokcup (E 171), kenaTuH.

Jlikapcbka ¢popmMa. Kamncynu TBepgi.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: Hempo3opa Kancysa Ne 3 671aKUTHOTO KOIbOPY, 10 MiCTUTh
TIOPOIIOK 37IeTKa 6e2KeBOro KOJIbOPY.

QapMaKOTepaneBanHa rpyua.

[nmi 3aco0wu, 110 [itoTh Ha pecmipaTtopHy cucteMy. Kog ATX RO7AX.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

Jlikapcbkuit 3aci6 mMicTuTh niodinizoBanuit mizaT 6aKTepil, 110 HalYaCTillle CIPUYKUHSIOTH iH(eKil
OuXalbHUX MINISXiB, BKIIIO4Yaouu Streptococcus pneumoniae, Haemophilus influenzae, Klebsiella
pneumoniae, Klebsiella ozaenae, Staphylococcus aureus, Streptococcus viridans, Streptococcus
pyogenes, Moraxella catarrhalis.

[IpenapaT CTUMYJIIO€ IPUPOLH] 3aXUCHI BIIaCTUBOCTI OPraHi3My IPOTH iHQEKIi OUXaTbHUX IIJISIXIB,
3MEHIIYI0UM YaCTOTY, TPUBAIICTh Ta BaXkKKiCTh Iepebiry iHeKIiiiHNX 3aXBOPIOBaHb AUXaTbHUX
IIJISXiB, & TAKOXK 3HUXKY€E NOTPely B IpU3HauYeHHI aHTUOIOTUKIB.

[Ipenapat akTHBY€e KJITUHHY i F'yMOpalIbHY iIMyHHY BifTIOBifib CIM30B0I 000IOHKY OUXAbHUX IIJISXIB
Ta IHMKX IMyHOKOMIIETEHTHUX CTPYKTYp OpraHi3aMy. BiH TakoX cTUMYyIO€ HecrenudiuyHy iMyHHY
BifiMOBifb OpraHiaMy. Y mOKIiHIUHUX i KITiHIYHUX OOCTIXKEHHAX OYIM TPOAEMOHCTPOBaHI TakKi epeKTH



IpernapaTty Ha 3aXMCHi MeXaHi3Mu OpraHi3My:

- CTUMYJIIOE aJIbBEOJIIPHI MaKpodary, siki CeKpeTy0Th HUTOKIHY, 1[0 3aXUIIAl0Th OPraHi3M Bif
indexiriy;

- 30inbmye KinbKicTs nonynsanii CD4 T-niM@oiuTis;
- aKTUBYE€ nepudepryHi MOHOHYK/Ie€apHi KIITUHHY, 1110 BUKOHYIOTh 3aXUCHY (QYHKIIIIO;

- MiBUIIY€E KOHIIEHTpAllil0 ceKpeTopHOro IgA Ha cnu30BUX 000JI0HKAX AUXANIbHUX LIIISAXIiB i TPAaBHOTO
TPakKTy;

- CTUMYJIIOE YTBOPEHHS 3aXUCHUX aT€3UBHUX MOJIEKYIL;
- 3HUXKYye BMICT IgE y mna3mi Kposi, 110 MOXKe NPUTHIYyBaTU PO3BUTOK PeakIliy rinepyyTiInuBOCTi.
dapmakoKiHemuka.

[Ticnst nepopasibHOTO 3aCTOCYBaHHS MpenapaTy OakTepianbHU JTi3aT HAKOMUYYETHCS Y TEEPOBUX
O7ISIIIKaxX CIIM30B0i 000JIOHKHM TPABHOTO TPAKTY.

KnitTunu nmeepoBux GJI1I0K TIOTIMHAIOTL aHTUTEH 1 TepefaloTh oro cybeniTenianbHuM TiMboigHUM
KJIITUHAM, IHOYKYIOYY TAKUM YHHOM I'YMOpaJIbHY IMYHHY BIfIIOBiAb, 110 CIPUYUHSIE [iIBUIIIEHE
npoayKyBaHHS IgA y cu30Biit 000JIOHII Ta MoNepe/iKae MPOHUKHEHHS MiKpOOPTaHi3MiB.

AHTHTEH TaKOX CTUMYJIIOE 3a [OIIOMOT0I0 B3a€MOii 3 merepoBUMH OIIIIKaMu TiMGOIigHI KITITUHH,
SIKi IIOTIM MIrpyIOTh Yepe3 perioHapHi JTiM(OBY3/U B TPyAHY IPOTOKY, i Aasi - B KPOBOTIK.

3 KPOBOTOKOM BOHH MITPYIOTh ¥ CJTH30BY 000I0HKY TPABHOTO TPAKTY, AUXAJIbHI IIUISIXH, @ TAKOXK
CnU30Bi 0007I0HKY iHIIMX OPTaHiB, le BUKOHYIOTh 3aXUCHY QYHKIIi0, MiABUINYIOYN iIMyHHUM 3aXUCT
npotu OakTepiii i Bipycis.

KiiniyHi xapaKTepHCTHKH.
Iloka3annsa.

3aCTOCOBYBATH AJIsT MPODITaKTUKY PEIUANBHUX iHDEKITN OuXanbHUX LIJISIXiB.

IIpomunoka3aHHs.

linep4yTnuBicTh 0O aKTHBHOI Pe4OBUHM ab0 OyIb-IKOI JOTIOMIXKHOI PEYOBUHH, I1I0 BXOASATH OO CKIAAy
JIiKapchKOT0 3aco0y.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

B3aeMopis mpenapary 3 iHIIKXMHU JTiKapChKUMU 3aco00aMy Ha JaHWM MOMEHT HeBifoMa.



Oco06.1ue8ocmi 3acmocyeaHHsi.

[Tpenapat Moxe COIPUYUHATU peakllil rimepuyTnuBoCTi. Y pa3i po3BUTKY alepriyHuX peakxiiii abo
O3HaK HeIlepeHOCUMOCTI IIpelnapaTy JIiKyBaHHS CIIi IPUIUHUTY HETalHO.

[Tpuiiom npenapaTy MOXXHa PO3MOYMHATH HE paHillle HiX depes3 4 TUXKHI MiC/IsA BaKIMHALIl JKUBOIO
BaKILIKHOI.

[loroMixkHa pedyoBrHA MaHIT MOXKe YNHUTU MKy IIPOHOCHY [if0.

[TpemapaT MicTUTh MeHIIIe 1 MMOb (23 Mr)/0o3y HaATPil0 Y BUTJISAI HATPitO IIyTamMaTy, TOOTO
IIPaKTUYHO BiJIbHUM Bifi HATPIIO.

3acTocyBaHHS HAHOTO JIIKaPChKOT'0 3ac00y [J1s1 MPOQiTaKTUKY ITHEBMOHII He PEKOMEHIYEThCS,
OCKIJIbKY BiICYTHI BiATIOBiHI JaHi K/TiHIYHUX JOCITiAXKEHbD.

3acmocyeanHs y nepiod eazimnocmi abo 200y8aHHs1 2py0dio.
JlikapcbKui 3acib He 3aCTOCOBYETHCS IIPOTATOM IIEPIINX TPhOX MICSIIiB BariTHOCTI.
[MTamieHTKH, 9Ki MalOTh HaMip 3aBariTHiTH, a0 3aBariTHiNM, MOBUHHI MPoiHGOPMyBaTH IIPO Iie JIiKaps.

Beameka 3acToCyBaHHS IIifi 4ac BariTHOCTI He BCTAHOBJIEHA, TOMY 06aXKaHO YHUKATH 3aCTOCYBAHHS
MaHOTO JIiKapchKOro 3aco0y IIif Yac BaTriTHOCTI.

KopHux mociigkeHb y KiHOK, 10 TOAYIOTh TPYAOI0, He MPOBOOUI0Ch. ToMmy ciig 6yTH o0epekHuMU
IIif Yac rogyBaHHS TPYALIO.

30damuicmsb enaueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

He BunuBa€ Ha 30aTHICTh KepyBaTu aBTOMOOiIEM Ta KOPHUCTYBATHUCA MexXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

[lopocni Ta migiTKX BiKOM Bif 12 pokiB

Luka npoginakmuyHo20 AiKYyB8AHHA peuuduBHUX iHpeKuil OuxaabHUX WAsAXi8:

o 1 xamcysi Ha [IeHb HaTieceplie npoTtaroM 10 mocaifoBHUX OHIB Y MiCslb, 3 MiCSAIi IOCIiIb.

JIikyBaHHST MOKHA PO3MOYMHATH IIifl 4ac rocTpol ¢a3u iHdeKIil JuxanbHUX IIISXiB y TOETHAHH] 3
IHIIUMU MeTOLaMU JIIKyBaHHS.

[Tpemapart crnifg npuiMaTy BpaHII HaTIecepIle.

Ao manieHT 3a0yB MPUUHSTHY IIpernaparT, CIiJ IPUUHITHA KOT0 HACTYIIHOTO PaHKYy.



Himu.

Y nanomy [o3yBaHHI MOXXHa 3aCTOCOBYBaTHU OiTAM BiKOM Bif 12 poKiB.

IIepedo3yeanHsi.

He cmocTepiranocs 4iTKux KIJIiHIYHUX CUMIITOMIB Ilepeio3yBaHH TiKapChKUM 3aco60M. [1po BuMlafiKu
Iepefo3yBaHHs He IMOBIAOMIIANOCS. Y pa3i nepeno3yBaHHs CIIifl 3BEPHYTHUCS [0 JiKaps.

ITobiuni peakuii.

[To6iyHi sBUINA, PO SKi moBigoMiIsiiocs, KnacudikoBani Hux4e BimmoBinHo 1o MedDRA 3a
CHCTEMaMHU OpraHiB Ta 4acTOTO: AyxKe 4acTi (= 1/10), gacri (Big = 1/100 go < 1/10), HewacTi (Bix
= 1/1000 go < 1/100), moomunoki (Big = 1/10000 mo < 1/1000), pigkicHi (< 1/10000), BKMto4auu
IIOOMMHOKI BUIIQ[KK, YaCTOTa HeBioMa (He MOXKHa OI[iIHUTHY 3a HasIBHUMH HAHUMH).

3 boky iMyHHOI cucmemu: HeJacCTi - peakilil TimepyyTIUBOCTI (EpUTEMATO3Hi BUCUIIH, TeHEPaIi30BaHi
MIKipHi BUCUIIM, epuTeMa, HaOpsK, HaOpsK MOBiK, HAOPSAK 00muyys, nepudepnyHnil HabpK,
IPUIYXJICTh, MPUIYXJTICTh 00MYYs, cBepbikK, reHepasizoBaHuil cBepbix, 3aguIIKa).

3 6oky Hepeoeoi cucmeMu: 4acTi - TOJTIOBHUH Oilb.
3 boky OuxanbHOi cucmemu, opa2aHie 2pyO0HOI KAimKu ma cepedoCmiHHA: 9acTi - Kallleb.
3 60Ky WAYHKOBO-KUWKOB020 MpAKmy: 4acTi - miapest, 6inb y JKUBOTIi; HEYaCTi - Hy0Ta, OIFOBaHHS.

3 60Ky wkipu ma nidwKipHUX MKAHUH: 9aCTi - BUCHUIIAHHS; HEYaCTi - KPOIIMB THKA; YacTOTa
HEeBiflOMa - aHTiI0HEeBPOTUYHUYN HAOPSK.

3azanvHi po3aadu: HeYacCTi - MiBUIIIeHa BTOMJTIOBaHICTh; TIOOOUHOKI - raps4Ka.

Y BUnafiKy TPUBAJIUX IITYHKOBO-KUITKOBUX a00 AUXaIbHUX PO3JIafliB JTiKyBaHHS HE0OXigHO
NPUNUHUTHU. [Ipy WKIpHUX peakIligx JIiKyBaHHSA TaKOXK I1epepUBal0Th, TOMY LIO Iii IIPOSIBU MOXYTh
HOCHUTHU aJIepTiuHy NPUPOLy.

Tepmin npudamHocmi.

5 pokKiB.

YmMmoBH 30epiranns.

36epiratu nmpu TeMiepaTypi He Buile 25 °C B OpUTiHaJbHIM YIAKOBI A7 3aXKUCTY Bifl BOJIOTH.



30epiraTu y HEHOCTYITHOMY [JIsI [iTe¥ MiCIIi.

VYnaxoBka.

I[To 10 kamcyn y 6mictepi, mo 1 (10 x 1) a6o 3 (10 x 3) 6micTepu y KapTOHHi#M KOPOOIIi.

Kareropis Bigmycky.

bes penenra.

BupoOHHUK.

Jlex ®apmaneBTuyHa KoMmnaHisa fO. A., Crmosewnis/ Lek Pharmaceuticals d. d., Slovenia (8i0nosidaavHutl
3a sunyck cepii).

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Beposmkosa 57, JTro6nsHa 1526, Cnosewisi/ Verovskova 57, 1526 Ljubljana, Slovenia.



