JIikapchKi 3ac00H, IKi MiCTATH JTi3aTH 0aKTepiil Ta 3aCTOCOBYHTHCS NMPHU
3aXBOPIOBAHHAX JUXA/TbHHUX ILIAXIB

EMA pekoMeHJye, 11100 JliKapChKi 3ac00H, sIKi MalOTh y CBOEMY CKJafi Ji3aTh
GakTepili ~Ta  fJo3BoJieHi I JIIKYBaHHS ~ PeCHipaTOPHUX  3aXBOPIOBaHb
BUKOPUCTOBYBA/MCh TiTbKM TMPOGiJIaKTUKU peldvBiB pecripaTOpHUX iH(eKIlil, 3a
BUHATKOM THeBMOHii. [licisi orzisgy 3po06sieHO BUCHOBOK, 110 HeMae HaZilHUX
JaHUX, sKi TT0OKa3yIOTh, ITI0 11i JTiKapChKi 3aco0u edheKTHBHI MPH JiKyBaHHi iCHYFOUMX
pecripatopHuX iHbeKIi#, abo 115 TpodiNakKTHKY MTHEBMOHII, TOMY BOHHM He TTIOBUHHI
3aCTOCOBYBATUCh IS 1UX Liijiell. Y 1boMy ormsai KomiteT 3 jikapchbKux 3acobiB
EMA (CHMP) po3rissHyB pe3y/bTaTH KJIiHIYHUX AOC/Ti[KeHb, [JaHi mpo MmobiuHi
peakliil Mpu 3aCTOCYBaHHI LUX TIperiapaTiB i peKoOMeHJaLlii BiJl TPy eKCIepTiB M0
iHdekI[iliHUM 3axBOpIOBaHHsA. Xoua JlaHi oOMexXxeHi, B ormsai Oy/u BUsIBNeHi JiesKi
JoKa3u e(eKTUBHOCTI J/KapcbKuX 3acobiB, sKi MicTATh Jii3datu OakTepiii y
npoiakTUIli pelMIUBYIOUMX iHGMEKIi AUXanbHUX HUISXIiB i mpodisk X 6e3rneku
BiAITIOBila€ TOMy, II0 OUIKY€TbCA [ LbOoro BuAy mnpernaparis. Tomy CHMP
pPeKOMeH/[yBaB BWKODHCTOBYBaTH IIi JiKapchbKi 3acobu s TpodisakTUKW, ase
dapmaleBTHUHi KOMITaHil TOBWHHI HaJaTW [JOAATKOBI faHi 1Moo Oe3meky Ta
e(heKTHBHICTI 3 HOBUX K/IiHIUYHUX A0C/iKeHb 10 2026 poKy.

Indopmaiiis g5 namieHTiB

* bakrepiasbHi J/1i3aTM He MOBMHHI BUKOPUCTOBYBAaTUCA [ JIIKyBaHHSA
icHyrouMx iHbeKLiM AUXa/NbHUX MIISXiB a0 A1 MpodiakTUKK ITHEBMOHIT, TOMY 1110
HeJI0CTaTHbO JaHUX, SIKi MiATBepKYIOTh e()eKTUBHICTh y LIUX BUMAIKaX.

» Jlikapchbki 3acobu, siki MicTsATh OakTepia/ibHi /i3aTM MOXXHA TPOZOBKYBaTU
3aCTOCOBYBaTH [I/isi TPOQINakKTUKU iHGMeKI[ii AuxanbHUX IUIAXIB (32 BUHITKOM
TTHEBMOHI1) y MaLji€HTIB, SIKi peryJispHO XBOPilOTh Ha /JaHi 3aXBOPIOBaHHS.

» S0 y Bac iHQeKIisi AuxXaabHUX UUISXIiB i mpuiiMaeTe JlikapchKi 3acobwu, 1110
MicTSTh OakTepiasibHi Ji3aTy [/s MiKyBaHHS, abo fKIO BU MpPUHAMAaETe OJWH 3 IUX
riperiapaTiB /i1 podilakTUKU MTHEeBMOHII, 3BepHIThbCS []0 JliKapsl 3a MOopajioko 11070
a/lbTepHATUB.

* flkio y Bac BUHUKIM 3amuTaHHS ab0 CyMHIBM 11[0/I0 BAIlIOTO JIiKApCHKOTO
3aco0y, 00roBOpITH 1ie 3 JTiKapeM.

Indopmariis 1A MeMUHUX NMpaLliBHUKIB

» [lokasaHHsA [/ JTiKapCBKUX 3aco0iB, IO MiCTATh Jii3aTh Oakrepii
00MeXXyroTbCs TPOGiNaKTUKOI peLyuBYOUnX iHbeKIl AuXanbHUX MIISXiB, 3a
BUHATKOM IMTHEBMOHIi. bakTepiasbHi j1i3aTh He TIOBUHHI IPU3HAYATUCA [J1s1 JIIKYBaHHS
icHyrounx pecripaTopHux iHdekmiii abo a1a TpodislakKTMKYA ITHEBMOHIl uepe3
BiJICYyTHICTb JAHUX MPO iX e()eKTUBHICTb.

 Indopmaiiis Tpo TpU3HaUeHHs JIiIKAPCHKUX 3aco0iB Oye TOHOB/EHa 3
ypaxyBaHHSM HOBOI'O IIOKa3aHHsA Ta [oMNepeyKeHHsIM IIPOTHM 3aCTOCYBaHHSA [
npodi/IaKTUKN MTHEBMOHIi.



JTok/1aiHilIe Mpo JiKapchKi 3aco0u

Jlikapcbki 3acobu, siKi MicTaTh OakTepiajibHi Jli3aTH BUTOTOBJISIIOTH i3
3pyYHOBaHUX OaKTepianbHUX KIITWH, $IKi MpH3HAYeHi [jIsi CTUMYJ/IFOBAaHHS iMYHHOI
CUCTEMH [I0 poO3Mi3HaBaHHS Ta OopoThbu 3 iHdekiismu. Ili nikapceki 3acobu
3aCTOCOBYIOTHCSI TIepopasnbHO (y BUTJISIAL Karicys, TabjeToK, TpaHy/l/TIOPOLIKY AJis
TIPUTOTYBaHHSI TlepopasibHOI cymimi abo Kparienb), CyOmiHTBasbHO (TaO/IeTKH),
iHTpaHa3anbHO a0 LUISIXOM BHYTPIlLIHBOM sI3€BO1 UM MiAILKipHOT iH’ €KLIiH.

Active substances:

Haemophilus influenzae / klebsiella pneumoniae / moraxella catarrhalis /
staphylococcus aureus / streptococcus mitis / streptococcus pneumoniae /
streptococcus pyogenes,

Haemophilus influenzae / klebsiella pneumoniae / moraxella catarrhalis /
staphylococcus aureus / streptococcus pneumoniae / streptococcus pyogenes,

Streptococcus pneumoniae / streptococcus agalactiae / staphylococcus aureus /
haemophilus influenzae,

Haemophilus influenzae / klebsiella ozaenae / klebsiella pneumoniae /
moraxella catarrhalis / staphylococcus aureus / streptococcus pneumoniae /
streptococcus pyogenes / streptococcus viridans,

Haemophilus influenzae / membrane fraction of klebsiella pneumoniae /
ribosomal fractions of Kklebsiella pneumoniae / streptococcus pneumoniae /
streptococcus pyogenes,

Escherichia Coli/ Klebsiella Pneumoniae / Staphylococcus Aureus /
Staphylococcus Epidermidis / Streptococcus Salivarius / Streptococcus Pneumoniae/
Streptococcus  Pyogenes / Haemophilus Influenzae / Corynebacterium
Pseudodiphtheriticuam / Moraxella Catarrhalis

Jlok/1a/jHilIe po nmpoueaypy

Ornsip ikapchbKux 3acobiB, sKi MicTsaTh ji3aTu OakTepiii posnoudaBcs 28
yepBHs 2018 poKy Ha TpoxaHHs ITamiMCbKOro areHCTBa IO JIiKapChbKUM 3acobawm,
3rigHo 3 Crartda 31 Jupektusu 2001/83 / €C.

Ornsim 6yB mipoBefieHuii KomiteToM 3 jikapcekux 3acobie CHMP. [Iymka
CHMP Tteriep 6yze HarpaBieHa 0 €Bporeiicbkoi Komicii, sika BUjaCTh OCTaTOUHe
IOpUAMYHO 060B’s13K0Be pillleHHs, 1110 3aCTOCOBYETLCA Y BCiX AeprkaBax-uneHax €C.

IHCTpYKILia A1 MeJUUHOr0 3aCTOCYBaHHS.
Y po3gini «IToka3aHHS [0 3aCTOCYBaHHsSI» [jIs JTIKAPCBKUX 3aco0iB 1110
3aCTOCOBYROTHCS MPU iH(DEKI[iIX JUXaTbHUX IUISIXiB Y JOPOCIUX Ta JiTel, MOKa3aHHs



MOBUHHI OyTW HaBeZleHi HACTyMTHUM YWHOM — TIpO(isakKTUKa pPeLyJUBYHOUNX
iH(eKIiM AUXaTbHUX LIISIXIB Y AOPOCIUX/AiTel.

[Tocunanns Ha ripecc-peniz EMA
https://www.ema.europa.eu/en/medicines/human/referrals/bacterial-lysates-
containing-medicinal-products-indicated-respiratory-conditions



https://www.ema.europa.eu/en/medicines/human/referrals/bacterial-lysates-containing-medicinal-products-indicated-respiratory-conditions
https://www.ema.europa.eu/en/medicines/human/referrals/bacterial-lysates-containing-medicinal-products-indicated-respiratory-conditions

