IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BPOHXO-MYHAJI® I

(BRONCHO-MUNAL® P)

CKnaao:

Oitoui pevoguHu: 1 Kamcyna MicTuTh 3,5 Mr niodinizoBanoro nisaty 6akrepitt Haemophilus
influenzae, Streptococcus (Diplococcus) pneumoniae, Klebsiella pneumoniae and ozaenae,
Staphylococcus aureus, Streptococcus pyogenes and viridans, Moraxella (Branhamella/Neisseria)
catarrhalis;

0onomidcHi peyo8uHU: TIPOIINTranaT, HaTpito riaoyraMmat, MaHIT (E 421), MarHitoo cTeapart, KpoxMaib
IpexkKeNnaTUHi30BaHUK;

obosoHKa: inpurotud (E 132), tutany miokcup (E 171), xkenaTuH.

JIikapcbka ¢popmMma. Kamncynu TBepzi.

OcHo8HI (i3uko-ximMiuHi 81acmusocmi: Hempo3opa Karmcyina Ne 3 6i10-0M1aKUTHOTO KOJIbOPY, ILI0
MICTHUTH IIOPOIIOK 37IeTKa 6e2KeBOT0 KOIbOPY.

®dapMakoTepaneBTUYHA rpyna.

[nmi 3aco6u, 110 [ifoTh Ha pecmipaTtopHy cucteMy. Kog ATX RO7AX.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Jlikapcekui 3acib mictuth miodinizoBanuit nisat 6akTepill, 110 HaWyacTillle COPUYUHSIOTD iHdeKIii
OuXanlbHUX MINSIXiB, BKIIO4Yaouu Streptococcus pneumoniae, Haemophilus influenzae, Klebsiella
pneumoniae, Klebsiella ozaenae, Staphylococcus aureus, Streptococcus viridans, Streptococcus
pyogenes, Moraxella catarrhalis.

[IpenapaT CTUMYJIIO€ IPUPOLH] 3aXUCHI BIaCTUBOCTI OpPraHi3My IpPOTH iH(PEKIiM qUXaIbHUX IIJISIXIB,
3MEHIIYIOUM YaCTOTY, TPUBAJIiCTh Ta BaXKKiCTh mepeldiry iHpeKIinHNX 3aXBOPIOBaHb OUXaIbHUX
IIJISXiB, @ TAKOXK 3HUXKYE MOTPeby B aHTHOIOTUKAX.

[TpemapaT akKTUBYE KIITUHHY i T'yMOpasbHy iMyHHY BiIIOBiAb CIM30BO1 000JIOHKY JUXaTbHUX IIJISIXiB
Ta IHIINX IMyHOKOMIIETEHTHUX CTPYKTYP OpraHiaMy. BiH Takoxk CTUMyIO€ Hecnienupiuny iMyHHY



BiATIOBigb OpraHi3My. Y JOKJIiHIYHUX i KIiHIYHUX OOCTigXKeHHAX Oy IpOAeMOHCTPOBaHi Taki epeKTu
npenaparTy Ha 3aXUCHI MeXaHi3MU OpraHi3my:

- CTUMYJIIOE alIbBEOJIIPHI MakKpodaru, siki CEeKpeTyIOTh IUTOKIHH, 110 3aXUINAI0Th OPraHi3M Bif
indexkIIiy;

- 30inpmye KinbKicTh nomynsanii CD4 T-niM@ouuTis;
- aKTUBYE€ NepudeprudHi MOHOHYKJIeapHi KJTIiTHHHU, 1[0 BUKOHYIOTh 3aXUCHY (QYHKIIiIO;

- MiBHUIIY€E KOHIIEHTpAallil0o ceKpeTopHOro IgA Ha cnu30BUX 000JI0HKaX AUXAbHUX LIIISAXIiB i TPAaBHOTO
TPakKTy;

- CTUMYJIIOE YTBOPEHHS 3aXUCHUX AT €3UBHUX MOJIEKYIL;
- 3HMXKYye€ BMICT IgE y mma3mi KpoBi, 1110 MOXKe IPUTHidyBaTh PO3BUTOK peaklid rinepyyTIuBOCTI.
dapmaxkoKiHemuxka.

[Ticns nepopasibHOTO 3aCTOCYBaHHS IpenapaTy OaKTepialbHU JTi3aT HAKOIUYYETHCS Y IEEPOBUX
OrsIIIKax CIM30B0i 000JIOHKYM TPAaBHOTO TPAKTY.

KnitTunu neepoBux GJI1I0K IIOTIMHAIOTL QHTUTEH 1 IPEe3eHTYIOTh Horo cybermmiTeniaTbHUM
NMiM(OIgHUM KIIiTHHAM, iIHAYKYI0YY TaKUM YMHOM T'YMOpPaJIbHY iMyHHY BiIIOBifb, 10 CIIPUYUHSIE
IifgBUINeHe IPOAYKYyBaHHS IgA y ciu30Biit 000/10HIII Ta IIoNepenXkKae MPOHUKHEHHS MiKpoOpraHi3MiB.

AHTHTEH TaKOX CTUMYJIIOE 3a [OIIOMOT0I0 B3a€MOii 3 eliepoBUMU ONIImKamMu TiMGpOigHI KITITUHH,
SKi IIOTIM MIrpyIOTh Yepe3 perioHapHi J1iM(OBY3/U B TPyAHY IIPOTOKY, i Aasi - B KPOBOTIK.

3 KPOBOTOKOM BOHU MITPYIOTh ¥ CJTH30BY 000I0HKY TPABHOTO TPAKTY, AUXAJIbHI IIISXH, @ TAKOXK
CnU30Bi 000JIOHKY iHIINX OpPTraHiB, e BUKOHYIOTh 3aXUCHY QYHKIIi0, MiABUINYIOYN iIMyHHUM 3aXUCT
npotu OakTepiii i Bipycis.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.

3aCTOCOBYBATH AJIS MPODITAaKTUKY PEIUANBHUX iHDEKIIN AUXaIbHUX LIIAIXiB.

IIpomunoka3aHHA.

['imepuyyTnuBiCTh OO aKTUBHOI PeUYOBUHU ab0 OyIb-SKOI JOTTOMiXKHOI PEUOBHHH, 1[0 BXOASITH IO CKIAMy
niKapcbKoro 3aco0y.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodil.

B3aemogis mpemnapaTy 3 iHIIMMY TiKapCbKUMM 3aco0aMu Ha faHUN MOMEHT HeBiloMa.



Oco6.1ueocmi 3acmocyeaHHsi.

[Ipenapart miTsaM BiKOM [0 6 MicsAIliB He Ipu3Ha4YaeThCsa. be3neka Ta eeKTUBHICTE IIpenaparTy AJist
OiTed BiKOM [0 6 MiCSIIiB He BCTAHOBJIEHA.

[TpemapaT MoXke CIPUYUHSATYU Peakllii rinepuyTnuBoCTi. Y pa3i po3BUTKY ajlepriyHuX peakiliii abo
03HAK HEIIePeHOCUMOCTI IIpenapaTy JIiKyBaHHS CJIifi IPUIIUHUTHA HETalHo.

[TpuitoM mpemapaty MOXKHa PO3MOYMHATH HE paHillle HiX 4epe3 4 THUXKHI ITiCNIs BaKI[MHAIIil JKUBOIO
BaKIMHOIO.

[lomnoMixkHa pedyoBrHA MaHIT MOXKe YNHUTU M’AKY IIPOHOCHY [if0.

[Tpenapat MicTUTh MeHIIe 1 MMOJIb (23 MT)/mo3y HaTPilo y BUTTISAI HATPitO rayTaMaTy, ToOTo
IIPaKTUYHO BiTbHUM Bif HATPIiO.

3acTocyBaHHS JTiKapChbKOT0 3aco0y mist MpodiakKTUKY THEBMOHII He PeKOMEHYETHCS, OCKiTbKU
Bi[ICYTHI BIfIIOBi[IHI faHi KJIIHIYHUX [OCIiIXKEHb.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
JlikapceKui 3aci0d He 3aCTOCOBYETHCS IPOTATOM MIEPIIUX TPhOX MICAIIiB BAriTHOCTI.
[NTauieHTKH, 9Ki MalOTh HaMip 3aBariTHiTH, ab0 3aBariTHiNM, TOBUHHI MPOiHGOPMyBaTH PO Iie JliKaps.

Beameka 3acTocyBaHHS IIifi 4Yac BariTHOCTi He BCTAHOBJIEHa, TOMY 6aXKaHO YHUKATH 3aCTOCYBaHHS
JIiKapChKOT0 3aco0y ITifl 4ac BaTriTHOCTI.

KopHux mociigKeHb y KiHOK, 1[0 TOAYIOTh TPYANI0, HE MPOBOOUI0Ch. ToMy ciig 6yTH 00epekKHUMU
Il Yac rogyBaHHS IPYAII0.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

He BrninBa€ Ha 30aTHICTh KepyBaTu aBToOMOOineM Ta KOPHUCTYBATHUCA MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.

it BikoM Bif 6 MicamiB go 12 poxkis.

Huxka npoginakmuuHo20 AiKYyBAHHA peuuduBHUX IH(PeKyil OuXaabHUX WAAXI8:

o 1 kancysi Ha geHb HaTweceple npotaroM 10 gHIB migpsam 3a MicsAlb, 3 MIiCALi MOCHIb.



[HTEpBa Mixk KypcaMu Mae CTaHOBUTHU 20 OHIB.

JIikyBaHHSI MOKHA PO3MOYMHATH IIifl 4ac TrocTpol ¢a3u iH}eKIill guxanbHUX IUISXiB y TOETHAHH] 3
IHIMMMU MeTOfaMu JIiKyBaHHS.

Kamcynu MoXHa BifKpuBaTy. JKINO AUTHHI BaXXKO IPOKOBTHYTH KAIICYy, 1 BMiCT MOXKHA PO3MIiIllaT!
y BigmoBimHOMY Hamoi (Bofi, GPyKTOBOMY COKY, MOJIOLIi).

[Tpemapart crnifg nmpuiMaTy BpPaHI HaTIecepIle.

Ao 3a0yny gaTu QUTHHI JTiKY, He0OXigHO JaTH X HACTYIIHOTO PaHKY.

Himu.

3acTocyBaHHS JTiKapChKOT0 3aco0y AiTSM BiKOM [0 6 MicsIliB He pEKOMEHOYETHCS Y 3B’SI3KY 3
He3piicTio ixHBOI iMyHHOI cucTemu. [IiTaM BikoM Bif 12 pokiB 3acToCOByBaTH BpOHXO-MyHam",
KaIICYJIX 110 7 MT.

Ilepedo3yeanHsi.

He cmocrepiranocs 4iTKuX KJIiHIYHUX CUMIITOMIB Ilepefio3yBaHH TiKapChKUM 3aco60oM. [1po BulafKu
Iepeno3yBaHHs He MOBIAOMIIANOCS. Y pa3i nepeno3yBaHHS CIIifl 3BEPHYTHUCS [0 JiKaps.

ITobiuni peakuii.

[To6iyni sBUINA, TPO SKi moBigoMiIsiiocs, KnacudikoBani Huxk4e BimmoBinHo 1o MedDRA 3a
CHCTEMaMHU OpraHiB Ta 4acTOTO: AyxKe 4acTi (= 1/10), gacri (Big = 1/100 go < 1/10), HeyacTi (Bix
= 1/1000 go < 1/100), moomunoki (Big = 1/10000 mo < 1/1000), pigkicHi (< 1/10000), BKmo4a4u
IIOOMMHOKI BUIIQ[KK, YaCTOTa HeBioMa (He MOXKHa OI[iIHUTHY 3a HasBHUMH HAHUMH).

3 boky iMyHHOI cucmemu: He4acCTi - peakllil TimepyyTIUBOCTi (EpUTEMATO3Hi BUCUIIH, TeHEPaIi30BaHi
MIKipHi BUCUIIM, epuTeMa, HaOpsK, HaOpsK MOBiK, HAOPSAK 00muyys, nepudepnyHuil HabpIK,
IPUIYXJIiCTh, MPUIYXJTICTh 00NuYYs, cBepbixkK, reHepasizoBaHuil cBepbix, 3aquIlIKa).

3 60Ky Hepeosoi cucmemu: 4acTi - TONOBHUM Oilb.
3 6oky OuxanbHOi cucmemu, opa2aHie 2pyO0HOI KAimKu ma cepedoCMiHHA: 9acTi - Kalllelb.
3 60Ky WAYHKOBO-KUWKOB020 MpAKmMy: 4acTi - miapest, 6i7b y JKUBOTIi; HEYaCTi - Hy0Ta, OIF0BaHHS.

3 60Ky wkipu ma nidwKipHUX MKAHUH: 9aCTi - BUCUIIY; HEYaCTi - KPOIIKMB'THKA; YaCTOTa HeBioMa -
AQHTiIOHEBPOTUYHUH HaOPSK.

3azanvHi po3aadu: HeYacCTi - MiBUIIIeHa BTOMJIIOBaHiCTh; IOOOUHOKI - raps4Ka.

Y BUNlafiIKy TPUBAJIUX IITYHKOBO-KUIITKOBUX a00 AUXaIbHUX PO3JIafliB JTiKyBaHHS HE0OXigHO



IPUIUHUTH. [Ipy MKIPHUX peaklisx TiKyBaHHS TaK0X IE€PEPUBAIOTh, TOMY IO IIi IIPOSIBU MOXKYTb
HOCUTH aJIepriyHy IPUPOAY.

Tepmin npudamuocmi.

5 POKiB.

YMoBu 30epiranHsi.
30epiratu npu TeMiepaTypi He Buille 25 °C B opUTiHabHiMi YIAKOBII 71T 3aXUCTY Bifl BOJIOTH.

36epiraTy y HeIOCTYITHOMY IJISI OiTeH MicIii.

YnakoBka.

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

Kareropis Bignycky.

bes perenra.

BupoOHHUK.
Jlek ®apmMalieBTUYHA KOMITIaHig 1. 1.
abo

Hogsapric ®apmacrioTikan ManydakTtypusr JIJIC

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.
ByJI. BepoBiikoBa 57, JIto06nsiHa 1526, CnoBeHis
abo

ByJ. BepoBmikoBa 57, JIto6nsiHa 1000, CnoBeHist.



