IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

JIAHTITEH b

(LANTIGEN B)

Cknao:

Oitoui pevoguHu: 1 M7 cycmeH3ii MiCTUTh cyMill 6GaKTepialbHUX JTi3aTiB:
Staphylococcus aureus 79,6 AO;

Streptococcus pyogenes rpynu A 126,2 AO;

Streptococcus pneumoniae tumy 3 63,2 AO;

Haemophilus influenzae tuny B 50,2 AO;

Branhamella catarrhalis 39,9 AO;

Klebsiella pneumoniae 39,8 AO;

donoMidcHi peyosuHu: momicopbaT 80, HaTpio MeTunmaparigpokcubensoat (E 219),
XJIOPTeKCUIMHY MialleTaT, BOJa OYHUIIeHa.

JIikapcbka ¢opma. Kpamni opanbHi, CycreH3sid.

OCHOBHI (pi3uKo-XiMiYHI 81acMUBOCMI: CYCIIEeH3id CipO-KOPUYHEBOT0 KOJILOPY 3 OllajeCleHIi€0.

dapMmakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi 3aco6u Oy CUCTEMHOI'0 3aCTOCYBaHHS. BakIWHHU.
BakTepianeHi Bakiuau. [HIT 6akTepianbHi Bakiuau. Kog ATX JO7A X.

Papmakono2iuHi e1acmueocmi.
®apmaxkoduHamika.

JlaHTiren b MicTuTh cycreHsiio 6aKTepiaJbHUX aHTUTEHIB, OTPUMAHUX Y IIPOLieci KOHTPOJILOBAHOTO
aBTOJIi3y OeIKUX BUOIB MIKPOOpPTraHi3MiB, Ki € HaubimbIl YacTUMU 30ygHUKAMU iHQEKIIiN IuXaaIbHUX
msaxiB (S. pneumoniae, S. pyogenes, B. catarrhalis, S. aureus, H. influenzae, K. pneumoniae).

[Tpemapat mpu CcyOIiHrBaJIbHOMY 3aCTOCYBaHHI CIIPUSE CTUMYJISALIL MiCI[eBUX iIMyHHUX IIPOILECIB
msxoM abcopbiii 6akTepiarbHUX aHTUTEHIB Yepe3 CTU30BY 000I0HKY IIOPOXKHUHY POTa Ta I'IOTKHU.



Lle Mpu3BOOUTD O YTBOPEHHS CEKPETOPHUX iMyHOrno6ymiHiB kimacy A (IgA-S) MigCIu30BUMUI
na3MaTUYHUMHU KJIiTUHAMH, SIKi BiIirpaioTh BazKJIMBY POJIb Y 3aXUCTi CJIM30BOi 000JIOHKH
OVXaIbHUX LIIAXIB.

IocmigkeHHs in vitro mOBeH, 10 IpenaparT MIPOsBIIsSe CBOi (papMaKOJIOTiuHi BIIaCTUBOCTI Yyepe3
iMyHOCTHMYTIOI0YY [Iif0, HACIiIKOM SIKOI €:

- BigHOBIEHHS QYHKIIIOHAJIBHUX IIapaMeTpPiB MOIIMOPGHOAAEPHUX HEUTPOPIIiB 1O HOPMAIbHOTO
piBHS;

- 30inbIIeHHS TPOAYKIl iHTEepNerKiny-1 y KyTbTUBOBaHUX MOHOHYKJIEAPHUX KITiTHHAX;

- [ig K [OJIIKJIOHAJIBHOTO aKTHBaTOpa JIM(POUUTY, IKAY Ma€ BUIIY CTUMYJIOI0YY aKTUBHICTh, HiXK
MITOT€H JIaKOHOCY;

- aKTUBHa CTUMYyJAILis BUPoOneHHS IgM y KyIbTUBOBAHUX JTiM(OIHUTIB.
Kpim ToTO, mOCTigKeHHs in vivo moKa3any, 1o JlanTirex b:

- TipBuIlye piBeHb BUPOOJIEHHS CIMHHUX Ta MUpKymolouyux IgA, IgM, IgG;
- 3HUXKYE YaCTOTy Ta IHTEHCUBHICTh PeCIipaTOPHUX 3aXBOPIOBaHb;

- 3MeHIIye HeoOXigHICTh 3aCTOCYBaHHS aHTUOIOTHKIB.

Hocnigxerus LAN-BR-11-001 3a y4actio 120 nauienTiB BikoM Bifg 18 1o 65 pokiB, fKi IpoTAroM
IIOTIIePeqHBOT0 POKY Mau Bif 2 10 6 iHQeKIli BepXHiX AuXalbHUX LIIAXIB, 4aCTO OB I3aHUX 3
pecIipaTOpHUMHU aJIeprivHUMU [IOPYIIEHHIMY, 1 3 9KUX 62 MallleHT! aKTUBHO JIIKYBaJIUCh
JlantirernoMm B, a 58 maiieHTiB oTpuMyBasu mauebo, mokKasany, o KibKicTh iHGeKLil y nepion
OOCHiAXKEeHHS 3Ha4YHO (- 42%) HUXK4a y MallieHTiB, SKi MiKyBanucsd JlanTireHoM b, mOpiBHSAHO 3 TUMH,
XTO OTPUMYBaB Ijaueoo.

[TomiOHi pe3ynbTaTH CIIOCTEPIraaucs i B MiATPYIIi IaIli€HTIB 3 aleprieo.
dapmakoKiHemuka.

Y 3B’513Ky 3 IPUPOAOI0 IIpenapaTy papMaKOKIHETAYHI JOCTIIXKeHHS BUKOHATH He MOXKJIKBO.

KniniuHi xapakKTepuCTHKH.

Iloka3aHnHus.

Iopocai

[TpodinakTuka penuauBYIOYNX iHPEKIi BEPXHIX AUXaIbHUX LIISAXIB.
imu

[TpodinakTKa peruauByOYUX BUNAAKIB OaKTepiambHUX iHQEKITH BepXHiX quXalbHUX IIIIXiB y miTei
BiKOM Bifi 1 poky.



IIpomunoka3aHHs.

[TimBuIieHa YyTIUBICTD OO0 [iI0UMX PEUOBUHU ab0 [0 OYOb-IKOI JOTIOMiXKHOI PEYOBUHHU
Ipemnapary.

AyTOiMyHHI 3aXBOpPIOBAHHS.

TCocTpi KUIIKOBI iH(eKil.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
IocmimXeHHsT B3a€MO{Iii 3 iHIIMMHE JTiKapChKUMH 3acobamMu ab0 BaKIIMHAMHU He IIPOBOIUIIKCS.

IMyHHa BifmoBifb Moxe OyTH NPUTHIYEHOIO Y MAallieHTiB 3 BpogKeHUM abo HabyTuM iMyHOonmepinuToM,
g Yac iMyHOCyIIpecHBHOI Teparil abo mmif 9ac JTikyBaHHS KOPTUKOCTEPOidaMu.

Oco06.1ueocmi 3acmocyeaHHs1.
BiocmeoiceHHs.

11 noneaweHHA giocmedceHHA 6ion02i4HUX niKapcbKux 3acobis, cai0 4yimkKo 3anucamu Hasgy ma
Homep cepii 88e0eH020 NiKapcbKo20 3acoby.

JIikyBaHHSI HEOOXiHO MPUIIMHUTY B Pa3i MigBUIIEHHS TeMIIEPATypH Tilla, 0COOIMBO SKIIO BOHA
BUHUKJIA Ha [I0YATKY JIIKYBaHHA.

[MamienTa cuipm iHGopMyBaTH PO MOKIIMBICTE PifKicHOTO HeOaxKaHOTO MOGIYHOTO ePeKTy, TAKOTO SIK
IigBUINeHHS TeMIiepaTypu Tina Buie 39 °C. lle migBuIeHHs TeMIepaTypu okpeMe, 6e3 BUIUMUX
IIPAYMH, Ta He [IOB’si3aHe 3 II0YaTKOM I'OCTPOT0 PECIipaTOPHOr0 3aXBOPIOBAHHS, SKE
CYIIPOBOIXKYEThCS JJAPUHTOJIOTIYHUMHY, Ha3aJbHUMU YU OTOJIOTIYHMMU NIPOsiBaMU. Y LIbOMY BUIIQAKY
JIIKyBaHHS CIIiJ IPUIUHUTYA 0€3 IIOHOBIEHHS.

Cnip yHMKaTH OHOYACHOT'0 3aCTOCYBaHHS 3 iHIIMMHU JIiKApCHbKUMHU 3aco0aMu 3 Heclenu@igHoo
iMyHOMO[YTI0I0YO0I0 aKTUBHICTIO, HAIIPUKJIIAM 3 TAKUMHU, III0 MiCTATh €KCTPAaKTU OaKTEPIH.

Y mesiKWX MAIiEHTIB, CXUJIBHUX 10 OPOHXiaJbHOI aCTMH, IiCJIg 3aCTOCYBaHHS IIperaparis, 1[0 MiCTATh
y CBOEMY CKafi 6aKTepiajbHi aHTUTEHHU, CIIOCTEPIrauCh HallaAy aCTMU. Y I[bOMY BUIIQ[IKy HE CIIif
3actocoByBatu JlaHTires b.

Y pa3i BUHUKHEHHS peaklliil MiABUIIeHOl YyTINBOCTi 3aCTOCYBaHHA IpelapaTy HeoOXifHO HeralHo
IPUIMHUTY 0€3 TOHOBJIEHHS.

BipcyTHi kiiHiuHI faHi, 110 3acToCcyBaHHs JlaHTireny b Moxe nonepeauTy MHEBMOHIIO, TOMY XOT0
3aCTOCYBaHHS IJI5 TONepeNXKeHHS THEeBMOHI1 He PEKOMEHI0BaHO.

Hartpito MmeTunmnaparigpokcubensoar (E 219), 110 BXoguTh IO CKIaAy JiKapChKOro 3acofy, Moxke
BUKJIMKATH aJiepriyHi peakuii (MOXKJIMBO, YIIOBiIbHEH]) Ta y BUHSITKOBUX BUIIafiKaxX - OPOHXOCIIa3M.

JlanTiren b He peKOMeHYETHCS 3aCTOCOBYBATH IIifl Yac BariTHOCTI. JIlikapchKu#t 3aci ciif
3aCTOCOBYBATH JIUIIIE ¥ BUMTAAKy KPalHbOi HeOOXiMHOCTI Ta i MUIbHUM HATISA0M JTiKaps (IuB.



po3min «3acTocyBaHHS y Iepiod BariTHOCTI abo rogyBaHHS TPYOOIO»).

3acmocysaHHA nayieHmam 3 nopyweHHAM (pYHKUiII NneviHKu/HUpPoOK ma iHWux opaaHis.

Hani mpo 3acTocyBanHs JlaHTireny b naimienTaM 3 mopyieHHIM QYHKIIII MeYiHKU/HUPOK BiICYTHi.
3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

BaritHicTe. [lani mpo 3actocyBaHHd JlaHTireny b BariTHUMU XKiHKaM¥ BiICYyTHi, TOMy PeKOMEH0BaHO
YHUKATH IPUUOMY IIifi YaC BariTHOCTI.

T'opgyBanHd rpyanto. [locnigKeHHs 1000 3acTocyBaHHsA JlaHTireny b mig 4ac rogyBaHHs TPyAAi0 He
IIPOBOUIINCEH, TOMY PEKOMEH0BaHO YHUKATHU IIPUMOMY IIpenapary.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.
IlaHi BiICYyTHI.

Cnocib 3acmocyeaHHsi ma do3u.
Ilopocai ma dimu gikom 8i0 10 pokis

Omny mo3y (15 kpamens) JlauTireny b HakamyroTh Iif s13UK [ABi4i Ha moOy (BpaHIli Ta BBEYepi).
HeoOxifHy KinbKiCTh Kparneb pemnapaTy OTPUMYIOTh, IEpeBEePHYBIIX (HIaKOH Ta HaTUCKAlOUMU Ha
KPUIIKY-KpaleIbHULIO.

Ilimu gikom 8i0 1 do 10 pokis

Opuy mo3y (15 kpamens) JlauTireny b HakamyioTh IIif I3MK OOUH pa3 Ha mo0y BpaHlli, 0axkaHOo HATIIE,
abo monoBuHy ofHiel o3u (7-8 Kparenb) HaKaMyoOTh Iif A3UK ABidUi Ha 00y (BpaHIli Ta BBeUEPi).
HeoOxigHy KinbKiCTh Kpallelb IpenapaTy OTPUMYIOTh, IEPEBEPHYBIIN (PIIaKOH Ta HAaTUCKAIOUM Ha
KPHUILIKY-KpaleJbHUI0.

BaxXnm1Bo: KOXKHY 103y OTPi6HO TpuMaTH B pOTi OIM3bKO 2 XBUJIMH, HE KOBTAIOUH, IJIST TOTO 1100
CYCIIEH3isl PO3YMHUIIACA CIIMHOI, TAKUM YUHOM IIOJIETIIYI0YM BCMOKTYBaHHS IIpernapary.

[Tepen 3acTOCYBaHHSM IpenapaTty (GrakoH HeoOXimHO CTPycuTH. MOXKITHBa IPUCYTHICTH (HaBiTh
iCJIs CTPYIIYBAHHS) IIJITAaBAIOYMX arjioMeparTiB, sSIKi He BIIMBAIOTh Ha 6e3MeKy mpemapary.

Kypc nikyBanHs: nBa ¢hakoHu (36 M) mopociauM Ta onguH ¢hiakoH (18 M) miTsaM BigmoBimHO m0
3a3HayvyeHoro no3yBaHHs. JIiKyBaHHS CJIif MPUIUHUTHY Ha 2-3 TUXKHI. [ToTiM He0OXimfHO TpoOBeCcTH
MIOBTOPHUY KyPC JIiKyBaHHS, BUKOPHACTABIIX OOuH (prrakoHoM (18 M) mOpOCIUM Ta MOJIOBUHY
(dbmakoHa AiTAM BigIOBIAHO [0 3a3HAUYEHOI0 J03yBaHHS.

IIns mocsarHeHHS i 30epezkeHHs HOCTAaTHLOTO 3aXUCTY OPraHi3My IIPOTSTOM BCHOTO 3UMOBOT'0 CE30HY
JiKyBaHHS HEOOXigHO MMOYHMHATHU Y BEPECHI Ta IIOBTOPIOBATH Y CiuHi.

Himu. He 3acToCcoByBaTH AiTAM BiKOM [0 1 POKY.



Ilepedo3yeanHs.

Pu3suku nepeno3yBaHHS HEBiIOMi.

ITo6iuni peakuii.

[Ticns nepIioro 3aCToCyBaHHSA IIperapaTy MOXKIIMBE TUMYaCOBe IIOTIpIIeHHsT CUMIITOMIB, TAKUX SIK
3amop, puHopes.

[To6iuni peakii 3 wactororo pigko (> 1/100001i < 1/1000):

- IiBUII[eHHS TeMIlepaTypu Tina Buiue 39 °C, 0KpeMo i 6e3 BUOVMHUX IPUYNH;

- Y OesIKUX BHITaIkaX MOXKJIMBI Hallafi aCTMU Y CXUJIbHUX 00 OPOHXialIbHOI aCTMU Ialli€HTiB;
- 3a110p;

- puHOpEes.

Taki peaxiiii, IK IpaBUJI0, € HECYTTEBUMHU.

IIogidoMaeHHA Npo nido3pro8dHi nobiyHi peakuii.

[ToBimoMIIeHHS TIPO Mig03pPIoBaHi MOOiIYHI peakiii, 110 BUHUKAIOTH ITiC/IsT PeecTpallii TiKapChKOro
3aco0y, € BaXKJIMBUMH, OCKIJIbKY NO3BOJISIOTH IMMOCTiMHO KOHTPOJIIOBATH CIIiBBiIHOIIEHHS
PU3UK/KOPUCTH TiKapChKOT0 3ac00y.

Tepmin npudamuocmi.
3 POKH.

[Ticns nepioro BigKpUTTS (hakoHa TePMiH MPUAATHOCTI CTAHOBUTH He Oinbiie 28 mib.

YMmoBH 30epiraHHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBIi Ipu TeMIepaTypi He Buille 25 °C y 3aXullleHOMY Bif CBiT/Ia Mictii.
30epiraTy B HEIOCTYIIHOMY [JI51 OiT€M MicCIi.

VYnaxoBka.

[To 18 mn y rmakoHaxX 3 KpUIIKOIO-KpanenbHuIe, mo 1 GprakoHy y KapTOHHIY Mayvlii.

Kareropis Bigmycky. 3a peLentom.



BupoOHHK.

BPYCYETTIHI C.P.JI.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MiCusi IPOBaIXKeHHs HOro Jis/IbHOCTI.

Bia Iconso 6, I'enys (I'E), 16147, ITamis.



