Ckian

0ilo4a pevyosuHa:

Hopoc viicryte cTanmapTusosanuit miodinizar OM-85, mo

1 kanicyna Bporxo-Bakcom
MiCTUTH JTiodinidaT 6akTepianbHUX ni3aTiB 7 Mr: Haemophilus influenzae,
Streptococcus pneumoniae, Klebsiella pneumoniae ssp. pneumoniae and ozaenae,
Staphylococcus aureus, Streptococcus pyogenes and sanguinis, Moraxella

(Branhamella) catarrhalis;

OONOMIJHICHI pe4oB8UHU: cmaHOApmMu308aH020 aiogiaizamy OM-85: nponinranart
6e3BogHuii (E 310), HaTpito riayTaMart (110 BinmoBifga€e HaTpito rayTamMaTy 6€3BOJHOMY),
MmaHiT (E 421);

IHWi 0ONOMIJCHI pe4YoB8UHU: KPOXMaJllb KYKYPYO3sTHUM IIpeXeTaTUHI30BaHUW, MarHiio
cteapat, MaHiT (E 421); o6oa0Hka kancyau: ingurotud (E 132), Tutany miokcup (E
171), xenaTus;

1 xancyna Bporxo-Bakcom M micTuTh cTaHmapTH30BaHui TiodinizaTr OM-85, mo
MiCTUTH JTiodinidaT 6akTepianbHUX ni3aTiB 3,5 Mr: Haemophilus influenzae,
Streptococcus pneumoniae, Klebsiella pneumoniae ssp. pneumoniae and ozaenae,
Staphylococcus aureus, Streptococcus pyogenes and sanguinis, Moraxella

(Branhamella) catarrhalis;

OONOMIJHCHI pe4oB8UHU: cmaHOApmMu308aHo20 aiogiaizamy OM-85: nponinranar
6e3BogHui (E 310), HaTpito riayTaMart (110 BimmoBifga€e HaTpito rayTamMaTy 6€3BOJHOMY),
MmaHiT (E 421);

IHWi 0ONOMIJCHI peyo8UHU: KPOXMaJjlb KYKYPYO3sTHUM IIpeXelaTUHI30BaHUN, MarHiio
cteapat, MaHiT (E 421); o6oa0Hka kancyau: ingurotud (E 132), Tutany miokcup (E
171), xenaTuH.

JIikapcbKa ¢opma

Karncynu.

OcHOBHI (pi3uKOo-xiMiuHI 81aCcCMuBOCMI:

Bporxo-Bakcom MOPOCTIL wancyna Ne 3; KpHuIneuka: HEIpo30pa GIaKUTHOTO KOJIBOPY;

KOPIyC: HEITPO30pui 671aKUTHOTO KOJILOPY; BMICT KaIICyJIX: IIOPOIIIOK CBiT/I0-0€3KEBOTO
KOJIbOPY;



Bpouxo-Bakcom MT¥. kancya Ne 3; KpUIleuka: HEIPO30pa GJIAKUTHOTO KOIBOPY;
KOpHycC: HEITPo30pui 6iJIoro KOJILOPY; BMICT KAIICYJ/IX: IIOPOIIOK CBIiTII0-0€3KEeBOT0
KOJIBODY.

®dapMaKoTepalneBTHYHA Irpyna

[H111i 3aco6u, 1110 Oif0Th Ha PeCIipaTOPHY CUCTEMY.

Kog ATX RO7A X.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

Y mocriigKeHHSAX Ha TBaApUHAX MOBIIOMIIAJIOCSA PO IMiABUIIIEHUN OLIp OO
€KCIIepUMeHTaJIbHUX IHPEKIIii, TPO CTUMYJIALI0 Makpodaris Ta B-miMmdonuris, a
TAaKOXK IIPO MiABUILIEHHS CeKpelii iMyHor100yIiHiB KJIiTUHAMU CIM30BO1 000JIOHKHU
OpraHiB guXajabHOl CUCTEMHU.

Y mopeii criocTepiranocs 3pOCTaHHS KiJTbKOCTI IUPKYJII0I0YnX T-TiMPOLUTIB Ta BMICTY
IgA y cnuHi, TocuIeHHs Hecneln(pivyHol BiAIIOBiAi Ha MOIiKJIOHaIbHI MiTOT€HH Ta
MMOCUJIEHHS 3MilllaHOl T1iM(pOLIMTapHOl pPeakKiiil.

dapmakokKiHemukKa.

AGcopbitist

AkTuBHUM iHTrpenienToM OM-85 € 6akTepianbHUN €KCTPAKT, 1110 MIiCTUTH JTiodinizoBaHi
¢paxiii 21 iHaKTHBOBAaHOT0 OaKTEPiaIbHOIO IIITaMy, 110 HajleXkKaTh 0 BOCbMH Pi3HUX
BupiB: Haemophilus influenzae, Streptococcus pneumoniae, Klebsiella pneumoniae
ssp. pneumoniae and ozaenae, Staphylococcus aureus, Streptococcus pyogenes and
sanguinis, Moraxella (Branhamella) catarrhalis.

3Baxkalo4M Ha MMOXOMXKEHHS Mil0Y0l peYOBUHY, 3BUYaliHe (papMaKOKiHETUUHE
OOCIiI>KEeHHS IMIPOBECTU HEMOXKJINBO 30e0iIbIIIOro Yepe3 MHOXKHWHHICTL KOMIIOHEHTIB
Ta BiICYTHICTb BiAIOBIAHOTrO aHAJIITUYHOTO MeToAy. [loTenep eKCliepuMeHTaIbHOL
MOMeJi He ICHYE.

Poz3nonin
Hemae maHux.

MeTaboJ1i3m

Hemae maHux.



Eniminaris
ExcnepuMeHTanbHOLI MOMENi He iCHYE.
IIoKAIHIUHI OaHi.

Y 4ncneHHUX OOCHIIXKEeHHSIX TOKCUYHOCTI Oyb-IKO0l TOKCUYHOI [Iil He BUSBJIEHO.
Iloka3zaHHs

[TonepenXeHHS PEIUAUBYIOUNX iIHPEKIIY AUXaTbHUX MIJISAXIB.

IIporunnoka3aHHs

[TigBulleHa YyTJIMBICTh OO Hil0Y0Ol pe4OBHUHHU ab0 A0 OyOb-IKOl 3 HOMIOMiKHUX PEYOBUH.
B3aemMoaisi 3 iHIIMMH JTiKapChbKUMH 3aco0aMHu Ta iHIIi BHIH B3a€Moail
B3aemogist mpenapaty 3 iHIIUMHU JTiKapChKUMU 3aco0aMM Ha ChOTO[IHiI HeBimoMa.
Oco00/1MBOCTi MO0 3aCTOCYBaHHSA

Bporx0-BakCcoM MOXKe COPUYMHATHU Peaklil MiABUIIEHOl YyTIUBOCTI. AKIIO
CIIOCTEpPIraroThCs ajiepriuHi peakilil abo 03HaKM HEIIePeHOCUMOCTI, JIIKYBaHHS CIIif
HerauHO IIPUIIUHUTH.

[IpemapatT MicTuTh MeHIlle 1 MMOJb (23 MT') HATpilo Ha Kalcyay, TOOTO IPaKTUYHO
BIIBHUMM Bif HaTpioO.

IaHi KIiHIYHUX OOCHIIXKeHb, IKi IeMOHCTPYIOTh 3IaTHICTh JIIKAPCHKOTO 3aC00y
Bponxo-BakcoM 3anobiratu po3BUTKY ITHEBMOHII, BigcyTHi. OTKe, 3aCTOCYBaHHS
JlikapchbKoro 3aco0y bpoHxo-BakcoM s rmonepenXeHHs THEBMOHI1 He
PEKOMEHYETHCA.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

Hemae mocTaTHIX OOCIIiAXKEHb Ha TBApPUHAX IIIOA0 BIJIMBY IIpenapaTy Ha BariTHICTE,
eMOpioHaIbHUM PO3BUTOK, PO3BUTOK IIJIOofA Ta/ab0 IMOCTHATAIbHUM PO3BUTOK.
[MToTeHIiMHUYM PU3UK IS JTIoOed HeBigomuii. ITig wac BariTHOCTI nmikapchKui 3acid
PEKOMEHYETHCS 3aCTOCOBYBATH 3 00EPEKHICTIO.

CriewianbHUX OOCIIIAXKEHD 00 3aCTOCYBaHHA IIpenapary i 4ac rogyBaHHSA I'PYyOai0
He IPOBOAMIIOCS, OaHi BimcyTHi. [1im 4yac rogyBaHHS IPyAAlo JIiKapChbKUM 3acio
PEKOMEHYETHCSI 3aCTOCOBYBATH 3 00EPEkKHICTIO.



30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.

BigmoBigHI OOCHigXKeHHS He IIPOBOOUIINCS, OOHAK MaJIOMMOBIPHO, 110 bpouxo-BakcoMm
OyIe BIIMBATH Ha 30aTHICTh KEPyBaTH TPAHCHIOPTHUMM 3acoO0aMu Ta IpalioBaTH 3
IHIIMMY MeXaHi3MaMH.

Cnoci0 3acTocyBaHHsS Ta J03H

Ilopocai ma nioaimku gikom 8i0 12 pokia

Hopocmi

Kypc npeseHmugHo20 aikysaHHA: 1 Kancyny bporxo-Bakcom Ipur¥MaTHU

HaTIile 11100000B0 mpoTsarom 10 mocaigoBHUX Ai06 HA MicsAb 3 MiCSIi ITOCITib.

[IpeBeHTUBHE JTIKyBaHHS MOKHa PO3IMOYKMHATH ITifl Yac rocTpol ¢ha3u iHdeKIiiin
OUXaJbHUX LUIJIAXIiB y IOEOHAHH] 3 IHINMMU MeTOOaMU JIIKyBaHHS.

Ilimu sikom 8i0 6 micsuis 0o 12 pokias

Kypc npegenmueHoe2o aikysanHs: 1 kamncyny Bporxo-Bakcom HTE

110m06080 npoTtsiroM 10 mociimoBHUX Oi6 Ha Micsilh 3 MiCSIIi ITOCITiIb.

NpUuUMaTH HaTIIe

[IpeBeHTUBHE JTIKyBaHHS MOKHa PO3IMOYKMHATH ITifl Yac rocTpol ¢ha3u iHdeKITii
OUXaJIbHUX IIISAXIB y IIOEQHAHHI 3 iHIIMMA MeTOdaMH JIiKyBaHHS.

Ilpumimka. Ko DUTUHI Ba’KKO IPOKOBTHYTHU KAIICYJly, TO 11 MOXKHAa BiIKPUTHU Ta
BHCHIIATH 11 BMICT Y JOCTATHIO KiJIbKOCTi Boou, GPYKTOBOTO0 COKY ab0 MOJIOKa/CyMilti.
BMmicT Kancynm po34uHSETHCSA IPU 00epeKHOMY IIepeMilTyBaHHi.

[TamieHTaM PeKOMEHOYETbCSI BUIIMTH BECh OTPUMAHUN PO3YHUH IIPOTATOM KiJTbKOX
XBUJIMH ITiCJISI MPUTOTyBaHHS, 6€3II0CepeIHbo Iepe IIPUHOMOM PO3YNH HEOOXimHO
mobOpe mepeMilraTu.

Ilimu sikom 0o 6 micsauis
IaHi KIiHIYHAX BUIPOGYBaHb MO0 3aCTOCYBAHHS IpenapaTty Bporxo-Bakcom HTH

OiTsSIM BiKOM [0 6 Mics1iB oOMexkeHi. 3acTocyBaHHs IpenapaTy Bporxo-BakcoM Hitn

OiTSIM BiKOM 110 6 MiCSIIiB K 3aro0izKHUY 3aXif He PEKOMEHIYEThCH.

Oco06uBi BKa3iBKH 3 JO3YBaHHS

ITauieHmu 3 neuiHko80r abo HUPKOBO HEOOCMAMHICMI0

Kniniuni mani mjomo epekTUBHOCTI Ta 6€3IeKu 3aCTOCYBaHHS nperapaTy bpoHxo-
Bakcom nyMm mnaijieHTaMm BifCyTHI.



Iimu.

3acTOCOBYIOTH [iTSAM BIKOM Biff 6 MiCSIIiB.
Ilepego3yBaHHs

[Tpo Bunmagku nepeno3yBaHHSA He MOBIOOMIIAIOCS.
ITo6iuni epexkTHn

BusiBneHni mobiuHi epekTH 3a3HaYeHO HUXKYE BiAmoBigHO A0 Kinacudikailii MedDRA 3a
4aCTOTOI0 BUHMKHEHHS Ta 3a KjlacaMHU CHCTEM OPraHiB, 00 IKMX BOHU HajieXkaThb.
YacToTa 3a3Ha4yeHa y IOPAOKY 3HUXKEHHS 3a TAKMMU YMOBHUMU KaTETrOpisIMU: OyxKe
yacTi (= 1/10); gacTi (= 1/100 mo < 1/10); HewacTi (= 1/1 000 mo < 1/100); pigki (=
1/10 000 mo < 1/1 000); myxe pigki (< 1/10 000, BKI04Yai04ud OKPEMi BUIIAOKH);
4acToTa HeBigoMma (MOBiHOMJIEHHS Y IOCTMapKETUHTOBUY IIEPiof, CIOHTAHHI
MMOBiTOMJIEHHS 3 MONYJISIlil HeBU3HAYEHOl YUCEIbHOCTI, TOYHA OIliHKa HEMOXKJ/IUBA).

IMTopyuieHHS 3 O0KY iMYHHOI CUCTEMHU

Hewuacri: migBuilleHa 4yTNUBIiCTb (BUCHUII, KPOIIMB THKA, HAOPsIK, HAOPSAK IOBIK/
00614 Ysi, TeHepasli3oBaHuM cBepOixK, 3aUIIKa).

YacToTa HeBioMa: aHTIOHEBPOTUYHUM HAOPSK.

ITopymieHHsT 3 O0KY HEPBOBOI CUCTEMHU

YacTi: roy1oBHUHA Oilb.

PecrniipaTopHi, TOpaKajbHiI Ta MeOiaCTHHAJIbHI IOPVIIEHHS

YacTi: KaIesmsk.

IMopymieHHs: 3 60Ky TPAaBHOI CUCTEMH

Yacri: miapes, 6inb y 2KHUBOTI.
Heuacri: HymoTa, O/110BaHHS.

IMTopyuieHHS 3 O0KY HIKipH Ta HiOIMKipHOI KJIITKOBUHU

YacTi: BUCHUIL.

HeuacrTi: eputeMa, epuTeMaTO3HUU BUCUII, TeHepasli30BaHUU BUCUII Ha LIKIipi,
cBepOixK.

3arajbHi DOPYIIEHHS




HeuacrTi: migBuIlieHa BTOMJIIOBaHICTh, mepudeprnyHi HaOpPsSIKHU.
Pigki: mipekcis.

Y paasi cTitikux nopyiieHb 3 60Ky TpaBHOI ab0 AUXaIbHOI CUCTEMMU JTiKyBaHHS CIIif
MIPUIIMHUTH.

TepMmin npuagaTHOCTI
5 pOKiB.
VYMmoBHu 30epiranHs

30epiratu nipu Temnepartypi He Buile 25 °C. 30epiraté y HeHOCTYIITHOMY [JIS OiTeu
MicCIii.

YnakoBka

ITo 10 kancyn y 6micTtepi; mo 1 abo 3 GicTepu B KapTOHHiW KOPOOITi.
Kareropis Bignycky

3a peLenTom.

BupoOHUK

OM @apma CA / OM Pharma SA

Micue3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOr o
IisIIHHOCTI.

22 pito oo bya-mro-JIan, 1217 Metuipes, llIBenuapisa /

22 rue du Bois-du-Lan, 1217 Meyrin, Switzerland



