IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BEPOHXO-MYHA/®
(BRONCHO-MUNAL®)

Cknag:

Aitodi pevoBuHK: 1 kancyna MICTUTb 7 Mr fiodinisoBaHoro nisaty 6akTepin Haemophilus influenzae, Streptococcus (Diplococcus) pneumoniae, Klebsiella
pneumoniae and ozaenae, Saphylococcus aureus, Streptococcus pyogenes and viridans, Moraxella (Branhamella/Neisseria) catarrhalis;

[ONOMI>KHI PeYOBUHW: Nponinranar, HaTpito rnyTamar, MaHiT (E 421), marHito cteapaT, KpOXmasib NPeXXenaTuHi3oBaHWiA,

o6onoHka: iHgurotuH (E 132), tTutany giokeug (E 171), >xenatuH.

Jlikapcbka thopma. Kancynu teepai.
OcCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI: Henpo3opa Karicyna Ne 3 61aKMTHOrO KO/Ibopy, WO MICTUTb NMOPOLLIOK 3/1erka 6exXeBoro Kobopy.

dapmakoTepaneBTUYHa rpyna.
IHLWI 3aco6u, Lo AitoTb Ha pecriipaTopHy cuctemy. Kog ATX RO7AX.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

Nikapcbkuid 3acib MicTUTL nioinizoBaHWiA Ni3at 6akTepil, WO HalYacTille CNPUYUHAIOTL TH(EKLIT AMXanbHUX LINAXIB, BKAHOYaoUM Streptococcus pneumoniae,
Haemophilus influenzae, Klebsiella pneumoniae, Klebsiella ozaenae, Staphyl ococcus aureus, Streptococcus viridans, Streptococcus pyogenes, Moraxella catarrhalis.
MpenapaT CTUMYNKOE NPUPOAHI 3aXMCHI BNacTMBOCTI OpraHiamy NpPoTW iHMEKUIA AMXaNbHUX LIAAXIB, 3MEHLLUYOUYM YacToTy, TPMBaNICTb Ta BaXKKICTb Mnepebiry
IH(peKLiNHMX 3aXBOPIOBaHb AMXaSTbHUX LUNAXIB, & TAKOX 3HVXYE NOTPedy B NPU3HAYEHHI aHTUBIOTUKIB.

MpenapaT akTUBYE KMITUHHY i TymMopasibHy iMYHHY BiAMnoBiAb CMM30BOT 060/I0HKM AUXASIbHUX LWAAXIB Ta IHLWMX iIMYHOKOMNETEHTHUX CTPYKTYP OpraHiamy. BiH
TaKOXX CTUMY/IKOE HecrneuugiyHy iMyHHY BifnoBifAb OpraHiamy. Y AOKAIHIYHUX i KNIHIYHUX JOCNIMKEeHHAX Gynn NpoAeMOHCTPOBaHI Taki epeKTV npenapaTy Ha
3aXMCHI MeXaHi3mu opraHismy:

— CTUMY/IOE a/TbBEONISIPHI MaKpodgaru, aKi CEKPETYHOTb LIUTOKIHW, L0 3aXULLAK0Th OpraHi3m Bif iHeKLii;

— 30inbLUYe KinbKicTb nonynauii CD4 T-nimgouuTis;

— aKTUBYE NepupepryHi MOHOHYK/IEapHI KMITUHU, LLO BUKOHYHOTb 3aXUCHY (DYHKL,IO;

— MiABULLYE KOHLEHTPaLit0 CEKPETOPHOIO IgA Ha CNM30BUX 060/TIOHKAX AMXaIbHUX LUAAXIB | TPABHOIO TPaKTY;

— CTUMYJIHOE YTBOPEHHS 3aXUCHUX afire3MBHUX MOJIEKY;

— 3HMXXYE BMICT IgE y nnasmi KpoBi, L0 MOXe NPUrHivyBaTN PO3BUTOK peakLiil rinepyyTanBocCTi.

dPapmakoKiHe TuKa.

[icns nepopasibHOro 3aCTOCYBaHHS NMpenapaTy 6akTepiasibHUiA Ni3aT HAKOMMYYETLCA Y NEEPOBUX BNALLKAX CIM30BOT 060/IOHKM TPaBHOMO TPAKTY.

KniTuHM neepoBmx GNALLOK MOrNMHAKOTL aHTUreH | NepefaroTb Moro cybenitenianbHUM NiMGOTAHUM KNITUHAM, IHAYKYHOUYM TaKUM YMHOM TYMOPaibHY iMyHHY
BiZANOBIAb, LLLO CPUYMHAE NiABULLEHE NPOAYKYBaHHS IgA Y CNM30Bii 006010HLI Ta nonepepkae NPOHUKHEHHS MiKPOOPraHi3miB.

AHTUreH TakoX CTUMY/IHOE 3a [OMOMOrot B3aEMOZIT 3 NerfepoBUMM BAALLIKaMU NIMAPOILHI KNITUHWM, AKi NOTIM MIrpytoTb Yepe3 perioHapHi fiM(oBy3n B rpyaHy



MPOTOKY, i fai — B KPOBOTIK.
3 KpPOBOTOKOM BOHW MIrpytoTb Y CNM30BY 060MOHKY TPaBHOIO TPaKTy, AMXaSbHI LWUAAXW, @ TAKOX C/IM30Bi 0OO/IOHKM iHLIMX OpraHiB, e BUKOHYHKTb 3aXUCHY
(hYHKLit0, NiABULLYIOYM IMYHHWIA 3aXMCT NPOTK BaKTepiid i BipycCiB.

KniHIYHI XapaKTePUCTUKWN.
lNoka3aHHA.
3acTocoByBatu Ans NPOMINaKTUKM PELMANBHMNX IHPEKLIM AMXaNbHUX LUNAXIB.

IMpoTnnNoKasaHHA.
"inepyyTMBICTb A0 aKTUBHOT PEHOBUHM ab0 BY/1b-AKOT 40NOMIXHOT PEHOBUHM, LLLO BXOAATb A0 CKNaay NiKapCbKoro 3acooby.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
B3aemogis npenapaty 3 iHWMMKW NiKapCbKUMK 3ac06aMK Ha JaHWii MOMEHT HeBigoMa.

Oco06/1MBOCTi3aCTOCYBaHHS.

MpenapaT MOXe CMPUUYUHATI peakuii rinepyyTIMBOCTI. Y pasi PO3BUTKY aiepriyHMX peakuii abo 03HaK HenepeHOCMMOCTI npenapaty NikyBaHHS CAif NPUNUHUTY
HerarHo.

Mpuiniom npenaparty MOXKHa PO3MOYMHATK He paHille HiXX Yepe3 4 TUXKHI Nicns BaKUMHaLiT XXMBOK BaKLMHOIO.

JonomikHa peqoBrHa MaHIT MOXE YAHUTU M’ KY NPOHOCHY Ait0.

Mpenapat MiCTUTb MeHLLe 1 MMONb (23 Mr)/[03Y HATPIKO Yy BUTNAAI HATPIKO ryTamaTy, TO6TO NPaKTUYHO BifIbHWI Bif HATPIlO.

3acTocyBaHHSA JaHOM0 NiKapCbKOro3acoby Ans NpoginakTMKM MHEBMOHIT HE peKOMEHAYETLCS,0CKINIbKW BIACYTHI BiNOBIAHI AaHi KNIHIYHMX AOCNIIXKEHb.

3acTocyBaHHSA y nepiof BariTHOCTI abo rogyBaHHs rpyato.

JlikapcbKuii 3aci6 He 3aCTOCOBYETHLCS NPOTArOM NEPLLMX TPbOX MiCALIiB BariTHOCTI.

MawieHTKN, AKi MatoTb Hamip 3aBariTHITW, ab0 3aBariTHINIM, MOBUHHI MPOIH(OPMYBaTU PO Lie NiKaps.

besneka 3acToCyBaHHS Mif, Yac BariTHOCTI He BCTaHOB/IEHa, TOMY 6aXXaHO YHMKaTW 3aCTOCYBaHHSA AaHOro NikapCbKOro 3acoby Mif, vac BariTHOCTI.
YKogHux gocnimpkeHb Y XIiHOK, L0 roayoTb rPYAAt0, He NPOBOAMNOCL. ToMy cnif 6yTy 06epedXXHUMK Nif Yac rogyBaHHS rpyaato.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKU MeXaHi3MaMu.
He BnuBae Ha 34aTHICTb KepyBaTn aBTOMOOI/IEM Ta KOPUCTYBATMUCA MeEXaHi3MamMu.

Cnoci6 3acTocyBaHHs Ta [03W.

Jopocni Ta nigniTku BikoM Big 12 pokiB

LMK npodhinak TUYHOr 0 NiKyBaHHA peunanBHUX IHPEKLin AnXanbHUX LWNAXIB:

no 1 kancyni Ha feHb HaTLecepLe npoTtarom 10 NocnifoBHUX AHIB Y MicALb, 3 MicALi NOCNifb.

JikyBaHHS MOXHa Po3noyMHaTy Mif Yac rocTpoi asu iHPeKLiin AuXanbHUX WASXIB Y NOEAHAHHI 3 IHLUMMW METOAAMM NiKyBaHHS.
MpenapaT cnif NpUiiMaT BpaHL,i HaTLlecepLe.

AKLLO0 NavieHT 3a6yB NPUAHATIY Npenapar, CNif NPUAHATA MOro HaCTYMHOT O PaHKy .




aiTn.
Y faHoMy [03yBaHHI MOXHa 3aCTOCOBYBATU AiTAM BIKOM Bij, 12 pokiB.

Nepeno3yBaHHS.
He cnocTepiranocs YiTKMx KAiHIYHMX CUMNTOMIB Mepefo3yBaHHS NiKapCbKMM 3ac060M. Mpo BMNaAKM Nepeao3yBaHHA He MOBIAOMIANOCS. Y pasi nepefo3yBaHHs Chif
3BEPHYTMCA [0 NliKaps.

Mo6iyHiI peakuil.

Mo6iyHi ABMLLA, NPO AKI NOBIAOMAANOCA, KNacupikoBaHi HK4Ye BignosigHO 40 MedDRA 3a cucTeMamy OpraHiB Ta YacTOTOR: Ayxe yacTi (= 1/10), vacTi (Big = 1
/100 po < 1/10), HeyvacTi (Big = 1/1000 go < 1/100), nooanHoki (Big = 1/10000 go < 1/1000), pigkicHi (< 1/10000), BKIHOYaOuM NOOAMHOKI BMNALKK, YacToTa
HeBifoMa (He MOXKHa OLIHWUTW 3a HasABHUMW JaHUMMW).

3 BOKy IMYHHOI CMCTEeMW: HeyacTi — peakuii rinepyyTanBOCTI (epUTEMATO3HI BUCUMM, FeHepasi3oBaHi LUKIPHI BUCUMKW, epuTeMa, HabpsK, HAbpAK MOBIK, HAOPAK
0611448, NeputepUUHNA HabpSK, NPUNYXNICTb, NPUNYXICTb 06/1MYYs, CBEPOIX, reHepaniaoBaHNii CBEPOIX, 3aAMLLIKA).

3 60Ky HEPBOBOT CUCTEMMU: YacTi — FO/IOBHWUI Biflb.

3 60Ky AnxaNbHOI CUCTEMMU, OpraHiB rpyaHOT KNITKM Ta CepefoCTIHHA: YacTi — Kallesb.

3 6OKY LLNYHKOBO-KMLLIKOBOIO TPaKTY: YacTi — fliapes, 6ifb y XXMBOTI; HeYacTi — Hy0Ta, 6/1F0BaHHS.

3 60Ky LWKipW Ta NiAWKIPHUX TKaHUH: YacTi — BUCUMAaHHSA; HevacTi — KPOMMB’AHKA; YacToTa HeBifjloMa — aHriOHEBPOTUYHUIA HABPSIK.

3ara/nbHi po3najun: HeyacTi — MigBULLEHa BTOM/THOBAHICTb; MOOANHOKI — rapsayka.

Y BMNagKy TPUBAINX LLTYHKOBO-KMLLKOBUX 260 AMXasbHUX po3/1afiB NiKyBaHHSA HEOO6XIAHO NPUNUHUTK. TTpy LWKIPHUX peakuisixX NiKyBaHHSA TakoX NnepepuBatoTh,
TOMY WO Ui NPOSBA MOXYTb HOCUTI aneprivyHy npupoay.

TepmiHNpMAaTHOCTI.
5 pokisB.

YMoBU 36epiraHHs.
36epirati npu Temnepatypi He BuLLe 25 °C B OpuriHasbHIl yYNakoBLi 419 3aXUCTY Bif, BONOT K.
36epiraty HeJOCTYMHOMY A/1s AiTel MicLi.

YnakoBkKa.
Mo 10 kancyny 6nictepi,no 1 (10 x 1) a60 3 (10 x 3) 651icTepn y KapTOHHIN KOPOOLi.

KaTteropis Bignycky.
bes peuenTa.

Bupo6HMK.
INek ®apmaveBTMYHA KOMMaHisA 4. 4., CnoseHis/ Lek Pharmaceuticals d. d., Slovenia (BifnosiganbHuiA 3a BUNYyCK cepit).



Micue3HaxomKeHHA BUPOOHMKaA Ta M0ro agpeca MicUst MPOBagKeHHS AisNIbHOCTI.
BeposLukosa 57, JTiobnsaHa 1526, CnoseHis/ Verovskova57, 1526 Ljubljana, Slovenia.



