IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

JIAHTITEH B
(LANTIGEN B)

Cknag:

Ait04i peyoBUHK: 1 M/ CyCneHsii MiICTUTb CyMiLL BaKTepiaibHKX Ni3arTis:

Saphylococcus aureus 79,6 AO;

Sreptococcus pyogenes rpynu A 126,2 AO;

Streptococcus pneumoniae Tuny 3 63,2 AO;

Haemophilus influenzae Tuny B 50,2 AO;

Branhamella catarrhalis 39,9 AO;

Klebsiella pneumoniae 39,8 AO;

A0NOMI>KHipeyvoBUHK: nonicop6at80, HaTpito MeTuANaparigpokcnbeHsoa E 219), xnoprekcuanHydialeTar, BoAa OUMLLEHA.

JlikapcbKa thopma. Kpansi opasnbHi, CycrneHsis.
OCHOBHI (pi3MKO-XIMiYHI BNaCTUBOCTI: CYCMEH3if CiPO-KOPUYHEBOI 0 KO/IbOPY 3 OMasieCLEHLIE.

dapmakoTepaneBTUYHa rpyna. MpoTuMiKpo6Hi 3acobu A5 CUCTEMHOTNO 3aCTOCYBaHHSA. BakunHu. bakTepianbHi BakUMHK. IHWI 6akTepianbHi BakynHW. Kog ATX
JO7A X.

dapmako/oriyHi B1acTmBOCTI.

dPapmakofnHamika.

NaHTireH b MICTUTb CycneHsito 6aKTepiaslbHUX aHTUrEHIB, OTPMMaHUX Yy NPOLECi KOHTPO/IbOBAHOIr0 aBTONI3Yy [AesSKMX BWUAIB MIKPOOPraHiamiB, fKi € HanbinbLu
yacTMMM 36yaHMKaMK IHEKLM AmxanbHUX WNsXxis (S pneumoniae, S. pyogenes, B. catarrhalis, S. aureus, H. influenzae, K. pneumoniae).

Mpenapat npu Cy6/iHrBa/IbHOMY 3aCTOCYBaHHI CNpUSE CTUMYNALIT MiCLEBUX IMYHHMX MPOLECIB LUIAXOM abcopbuil GakTepiabHNUX aHTUIEHIB Yepe3 CM30BY
060/10HKY NOPOXHUHW poTa Ta rNoTKW. Lle Nprn3BoAnTb [0 YTBOPEHHA CEKPETOPHUX iMyHOr100yniHiB knacy A (IgA-S) NigcnmM3oBMMU Nia3mMaTuyHUMK KNiTUHaMK,
AIKi BIAIrparoTb BXKIMBY POJib Y 3aXUCTI CNIN30BOT 060/I0HKN AUXaNbHUX LLUNAXIB.

JocnifpkeHHs in vitro gosenu, WO npenapar NposB/se CBOT (DapMaKoiorivyHi BNaCTUBOCTI Yepe3 iIMyHOCTUMY/IHOKOYY [ito, HACNiAKOM SIKOT €:

- Bi[JHOBNEHHA (hyHKLiOHaNIbHUX NapaMeTpiB NoMiMOPMHOAAEPHNX HEATPOINIB 4O HOPMaNbHOMO PiBHS;

- 36iMbLUEeHHA NPOAYKLIT IHTEPNeNKiHY-1 Yy Ky/IbTUBOBaHUX MOHOHYK/1EAPHUX KNITUHAX;

- [if SK NOMIKNOHabHOr0 aKTUBaTopa NiMQoUUTy, AKUIA Mae BULLLY CTUMY/HOKUY aKTUBHICTb, HIXK MITOreH 1lakoHOCY;

- aKTMBHa CTUMYNALIA BUPOGNeHHS IgM Y KyNbTUBOBaHWUX NiMAOLMTIB.

KpiMm TOro, AoCigKeHHS in Vivo nokasanu, Lo J1aHTireH b:

- NifBWLLYE piBEHb BUPOGIEHHS CMHHMX Ta UMpKyounx IgA, IgM, 1gG;

- 3HWXXYE YaCTOTY Ta IHTEHCMBHICTb PECMipaTOPHNX 3aXBOPHOBaHb;



- 3MEHLLYE HeO6XiAHICTb 3aCTOCYBaHHSA aHTUOIOTUKIB.

HocnimpkeHHs LAN-BR-11-001 3a yyacTio 120 nauieHTiB BikoM Big 18 A0 65 pokiB, SKi NPOTAroM nonepeaHbOro poKy Manu Bif 2 A0 6 iH(EeKLin BEpXHIX
OMXaNbHUX LWNAXIB, YACTO MOB’A3aHMX 3 PECNIPATOPHUMM aepriYHMMN MOPYLLUEHHAMM, | 3 AKUX 62 NauieHTW aKTMBHO NlikyBaaunch JlaHtireHoMm b, a 58 naujieHTiB
OTpMMyBa/IM Nnauebo, Nokasanu, WO KiNbKiCTb IH(PEKLIA Y nepiof AOCNIIKEHHS 3HaYHO (— 42%) HMXKYa Y NauieHTiB, AKi ikyBanmcs JlaHTireHom b, NOpiBHAHO 3
TUMW, XTO OTPUMYBAB Mnnate6o.

MoaibHi pe3ynbTat cniocTepiranvcs i B Nigrpyni nawieHTIB 3 asieprieto.

PapmakoKiHe TuKa.
Y 3B’A3KY 3 NPMPOLOKO npenapary GpapmMakoKiHETUYHI SOCNIAXEHHS BUKOHATN HE MOX/NBO.

KniHIYHI XapaKTePUCTUKWN.

lNoka3aHHA.

Hopocrni

MpodhinakTnkKa peunanBytounx iHDEKLIA BEPXHIX AMXabHUX LWAAXIB: Y AeSKMX NauieHTiB, npenapar MoXe CNpuAaTA 3MeHLUEHHIO KiflbKOCTi Ta IHTEHCUBHOCTI
BUMAAKIB IH(IKYBaHHS.

AiTn

MpodinakTnka peumanByoUnX BUNaaKiB bakTepiaibHUX IHPEKLiA BEPXHIX ANXa/IbHUX LWASXIB Y AiTei 3 6ibLUOK KifIbKICTIO BUNaAKiB 3aXBOPIOBaHHA 415 TX BiKY,
Hi>K ouikyBasiocs. MpenapaT MOXKe 3MEHLLUTU KifIbKiCTb Ta IHTEHCMBHICTb BUMNAAKIB IH(iKYBaHHS.

lMpoTnnoKasaHHA.

MigBuLLEHA YYTAMBICTb [0 Ai0UNX PevoBUHM abo A0 Oy Ab-AKOTA0NOMIXHOT PeHOBUHM Npenapary.
AyTOIMYHHI 3aXBOPIOBAHHS.

["OCTpI KNLLKOBI IH(EKLIT.

B3aemogis 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSIN.

[ocnifpxkeHHs B3aeMoAiT 3 iHWIMMUK NiKapCbKMMK 3ac06aMmn He NPOBOAUINCS.

PeKOMeHA0BaHWI iHTepBa/l MiXK 3aKiHYEHHAM NiKyBaHHA J1aHTireHoM B Ta Mo4aTKOM BBeLEHHS BakLUMHW CTaHOBUTb 4 TWdKHI. IMyHHa BifnoBifb MoXxe OyTu
MPUTHIYEHOO Y MAaLiEHTIB 3 BPOAXKEHVM 260 HabyTVM IMyHOLEeILMTOM, Mif Yac IMyHOCYNpPeCcUBHOT Tepanii abo nif yac NiKyBaHHA KOPTUKOCTEPOTLAMU.

Oco6MBOCTI 3aCTOCYBaHHS.

NikyBaHHA He0OXiAHO NPUNUHUTY B pa3i NigBULLEHHS TeMMNepaTypu Tifia, 0CO6/IMBO AKLLO BOHA BUHMK/A HA MOYATKY /iKyBaHHS.

MayieHTa cnif iHpopMyBaTh NPO MOX/MBICTb PiAKICHOrO HebaxaHOro No6iYHOro ethekTy, Takoro AK MigBULLEHHS TeMnepaTypu Tina suule 39 °C, okpemoro, 6e3
BUAMMUX NPUYMH, Ta He MOB’A3aHOro 3 NOYaTKOM rOCTPOro PecnipaToPHOro 3aXBOPHOBAHHSA. Y LIbOMY BUMNaAKY NiKyBaHHSA CNif4 NPUNUHUTY 6e3 NOHOB/IEHHS.

Cnif, yH/KaTn 04HOYACHOr0 3aCTOCYBaHHSA 3 IHLUUMUW IMYHOCTUMYNATOPAMU.

Y [esiKUX NauieHTiB, CXUbHUX A0 6POHXiaNbHOT acTMM, NiCAs 3aCTOCYBaHHSA Npenapartis, WO MICTATb Y CBOEMY CKafi 6akTepianbHi aHTUreHW, crnocTepirainch
Hanagy acTMu. Y LbOMY BUMaAKY He Cnif 3aCTOCOBYBATW J1aHTIreH b.

Y pa3i BUHUKHEHHS peakLiil NiABWLLEHOT Yy TAMBOCTI 3aCTOCYBaHHA npenapary Heo6XifAHO HeraimHoO NPUNUHUTK 6e3 NOHOB/IEHHS.



Hatpito metunnaparigpokcmbensoar (E 219), wo BXOAWUTb A0 CKIaZy /liKapCbKOro 3acoby, MOXEe BUKIMKATK anepriyHi peakuii (MOX/IMBO, YMOBI/IbHEHI) Ta Y
BUHATKOBUMX BUMaAKax — 6poHX0CMnasm.

NaHTireH b He peKOMeHAY€ETLCA 3aCTOCOBYBATM MNif, Yac BariTHOCTI. JTiKapCbKuMiA 3acib c/if, 3aCTOCOBYBATW NnLLE Y BUNAAKY KpariHbOT HeOOXi4HOCTI Ta Nif NUIbHUM
Harns40M nikaps (4UB. po3gain «3acTocyBaHHs y nepiog BariTHOCTI ab0 rofyBaHHA rPYALH0»).

3acTocyBaHHS nauieHTam 3 NopyLUeHHAM (OYHKLUIT NeYiHKU/HUPOK Ta iHLWINX OpraHis.

[aHi npo 3acTtocyBaHHsA SlaHTireHy b nayieHtam 3 nopyLeHHAM QYHKLUIT NeYiHKU/HUPOK BIACYTHI.

3acTocyBaHHA y nepiof BariTHOCTIi abo rogyBaHHs rpyaato.

BariTHicTb. [laHi Npo 3acTocyBaHHA JlaHTireHy b BariTHUMM XiHKaMu BifiCYTHI, TOMY peKOMeHZ0BaHO YHUKATU NpUIAOMY Mif Yac BaritTHOCTI.

CosyBaHHA rpyaao. JocnifXeHHs WOA0 3acTocyBaHHA JlaHTireHy b nig 4yac rogysaHHsA rpyaat0 He MpOBOAMSIUCL, TOMY PEKOMEHOBAHO YHUKATW MpUAoMY
npenapary.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWIMMKU MeXaHi3mamu.
[aHi BiACyTHI.

Cnoci6 3acTocyBaHHs Ta [03W.

[opocni Ta aiTw Bikom Big 10 pokis

OpnHy po3y (15 kpanenb) JlaHTireHy b HakanytoTb Nif A3UK ABidi Ha 400y (BpaHui Ta BBeYepi). HeobXiaHY KinbKiCTb Kparnesb npenapaTty OTPUMYOTb, NepeBepHYBLUN
(pN1aKOH Ta HATUCKAKUM Ha KPULLKY—KpanebHULLO.

[iTn BikomBig 1 fo 10 pokis

OpnHy po3y (15 kpanenb) JlaHTireHy b HakanyoTb Nif 31K 0fMH pa3 Ha 400y BpaHLji, 6axkaHO HaTLe, abo NOMNOBUHY OAHieT 403un (7-8 Kpanesb) HakanyrTb Nif A3UK
[Biui Ha 100y (BpaHLi Ta BBeYepi). HeobxifHY KiNbKICTb Kpanesb npenapaTty OTPUMYHTh, MePeBEPHYBLUIN (hIAKOH Ta HATUCKAKUM Ha KPULLKY—KpanebHULO.
BaXk/iMBO: KOXHY 03y NOTPIGHO TpMMaTtu B poTi 6/IM3bKO 2 XBU/IMH, He KOBTatOuM, 415 TOro W06 CycneHsis po3ymMHUIaca CMHOK, TaKUM YMHOM MOMerLlyun
BCMOKTYBaHHS npenapary.

[Mepen 3acTOCyBaHHAM MpenapaTy @aakoH HeobxigHO CTpycUTU. MOXIMBaA NPUCYTHICTL (HaBIiTb NICNS CTPYLLYBaHHA) NiaBatoymnx arnomeparis, AKi He BMNIMBAOTL Ha
6e3neky npenapary.

Kypc nikyBaHHA: aBa hnakoHu (36 Mn) JOpocvM Ta OAUH (hnakoH (18 mn) giTam Bi4NOBIAHO A0 3a3HAYEHOro A03YBaHHA. JTiKyBaHHA CAif NPUNUHUTA Ha 2—3 TUXHI.
MoTiM Heo6XiZHO MPOBECTV MOBTOPHWUI KYpC NiKyBaHHSA, BUKOPWUCTaBLUM OAMH (hnakoHOM (18 mn) fopocnvm Ta MOMOBWMHY (PnakoHa AiTAM BiAnoBigHO [0
3a3HaYeHOro J03yBaHHS.

[Na LOCATHEHHSA | 36epeXXeHHs AOCTaTHLOMO 3aXMUCTY OpPraHiaMy NpoTAroM BCbOrO 3MMOBOMO CE30HY /NiKyBaHHSA HEOOXiAHO MOYMHATK Y BEPECHI Ta NOBTOPOBATM Y
CiYHi.

[iTwn. He 3acTocoByBaTtu AiTAM BIKOM 10 1 pOKy.

Nepeno3yBaHHSA.
Pu13nkun nepefo3yBaHHS HEBIAOMI.

Mo6iuHI peakuii.



[icns nepLIoro 3acTocyBaHHA NpenapaTy MOX/MBE TUMYacOBe NOripLUEHHS CUMNTOMIB, TaKMX SIK 3amnop, pUHOPES.
Mo6iyHiI peakuii 3 yacToToM pigko (> 1/10000 i < 1/1000):

- NifABULLIEHHS TemnepaTypw Tina Buile 39 °C, oKpeMo i 6e3 BUAMMUX NPUUMH;

- Y AeAKMX BMNafKax MOX/IMBI Hanaam aCTMU Y CXU/IbHUX A0 OPOHXia/lbHOT aCTMU Naui€eHTIB;

- 3anop;

- pUHOpES.

Taki peakuii, K NpaBuso, € HECYTTEBUMMU.

TepMiH NpUAATHOCTI.
3 POKMW.
[icns NepLuoro BigKPUTTA (hiakoHa TepMiH NPUAATHOCTI CTaHOBUTb He GinbLue 28 fib.

YMOoBW 36epiraHHs.
36epirati B OpuriHa/IbHIN ynakoBLi Npy TeMnepaTypi He BuLe 25 °C y 3axumLLeHOMY Bif CBiT/M1a MicLi. 36epiraTvi B HeAOCTYNHOMY A1 AiTei MicLi.

YnakoBKa.
Mo 18 MN1 y (hnakoHax 3 KPULLIKOKO—KpanebHULEer, No 1 (h1akoHy Y KapTOHHIM nauLi.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
BPYCYETTIHI C.P.J1.

Micue3HaxomkeHHs1 BUPOOHMKA Ta afpeca MicLs MPOBaYKEHHS MOro AisiNbHOCTI.
BialcoH3o 6, ey (FE), 16147, ITanis.



