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IHCTPYKUIA
AN MeAMYHOr0 3aCTOCYBaHHS NiKapCbKOro 3acoby

A3E/IbTA
(AZELTA)

Cknap:

Aitoya peyosmHa: oseltamivir;

1 TabneTka MicTUTb 03e/bTamiBipy 75,00 Mr y dopmi o3enbTamisipy ocary 98,50 mr;

[ONOMI>KHI peYyOBMHM: LIeNton03a MikpokpuctanivyHa (Tvn 102), KpocnoBifoH, Lentono3a MikpokpucTaniyHa (tTun 101), KpeMHito AioKcua KOMoIgHUA 6e3BO4HUIA,
MoBIAOH, MarHito creapart.

JlikapcbKa thopma. TabneTku.
OCHOBHI (pi3nKO-XiMiYHi BNacTUBOCTI: KPYri, ABOONYKNi TabNETKM 6iNoro Konbopy.

dapmakoTepaneBTUYHa rpyna. MpoTuBIpyCHI 3acobm Ans CMCTEMHOrO 3acTtocyBaHHS. [MpoTMBIPYCHI 3acobu npamol Aii. IHri6iTopu HelipamiHigasw.
OsenbTamisip.
Kog ATX JO5A HO2.

dapmMakosoriyHi BnacTmBOCTI.

PapmakonHamika.

OsenbTamiBipy hocat € npornpenapaTom akTMBHOIro MeTaboniTy (03eNbTaMiBipy KapboKcunary).

AKTVBHUIA MeTaboNiT € CENeKTUBHUM IHTIBITOPOM (hepMeHTY HelipamiHifasn BipyciB rpuny, Wo ABSe CO60K0 rNiKOMPOTEIH HA MOBEPXHi BipioHa. AKTUBHICTb
BIpYCHOIO (DepMeHTY HeilpamiHifasn € BaX/MBOK 418 MPOHUKHEHHA BIPYCY B HeiH(IKOBaHi KMITUHW, BUBIIbHEHHA HOBOYTBOPEHMX BIPYCHUX YaCTUHOK 3
IH(DIKOBAHUX KMTITUH Ta NOAANbLLIONO NOLUMPEHHS BipyCY B OpraHismi.

OsenbTamiBipy kapbokcunat iHribye HeilpamiHigasdy BipyciB rpuny Tunie A Ta B in vitro. OsenbtamiBipy ocat npurHivye pennikauito Bipycy Ta Moro
MaToreHHICTb in vitro. O3enbTaMiBip Npy NepopasibHOMY 3aCTOCYBaHHI NPUrHivye pernnikayito Bipycis rpuny Tunis A Ta B Ta /A0ro naToreHHicTb Ha MOAensax
FPUNO3HOT IHPEKLIT Y TBAPUH iN ViVO Npy aHTUBIPYCHIN eKCrno3nuiT, WO AOCAraeTbCs Y NIOAVHN MPY 3aCTOCYBaHHI 403K 75 Mr 2 pasu Ha Jo06y.

AHTUBIPYCHa aKTUBHICTb 03e/bTamiBipy Oyna niaTeepixeHa LOA40 BipyciB rpuny Tunie A Ta B B ekCnepuMeHTasIbHUX [LOCNIIKEHHAX 3a y4yacTi 3[40pOBUX
N06POBONbLLIB.

3HaueHHs IC50 o3enbTaMiBipy 415 (hepMeHTY HelipaMiHifasun KNiHiYHUX i30015TiB Bipycis rpuny A konusanucs Big 0,1 HMonb go 1,3 HMornb, a gns Bipycis rpuny
B cTtaHoBMAM 2,6 HMosib. B ony6nikoBaHUX faHUX AOCNiIMKeHb Bif3Havanucsa Byl 3HadeHHs IC50 gng Bipycis rpuny B 3 megiaHoto 8,5 HMorb.
Pe3NCTeHTHICTb A0 03eNbTamiBipy


mailto:

KniHIYHI fOCnig>KEeHHS

P13nK NosiBK BIpYyCiB rpuny 3i 3HWXXEHOK YyTIMBICTIO a60 BUPAXXEHOIO PE3UCTEHTHICTIO 40 03e/bTaMiBipy BMBYABCA Mif Yac KNiHIYHUX AOCNigKeHb. PO3BUTOK
PE3NCTEHTHOCTI A0 03e/lbTaMmiBipy Y Bipycy Nif Yac NiKyBaHHS COCTEPIraBcs YacTille y AiTel, HiXK Yy 4opocnuX, Bapitotoun Big MeHLe 1 % y gopocnmx 1o 18 %y
HeMOB/AT BIKOM 0 1 poky. AiTu, HOCIT BIpyCY, Pe3UCTEHTHOrO 4O 03eNbTaMiBipy, 3araloM BUAINAAN BIPYC NPOTAroM 6ifibll TPMBAIOro nepiogy NOPIBHAHO 3
TaKMMKN i3 HEpPe3UCTEHTHUM BipycoM. OfHaK CNpUYMHeHa NiKyBaHHAM Pe3NCTEHTHICTb [0 O03eNbTaMiBipy He BrvBana Ha BIAMOBiAb HA NiKYBaHHA Ta He
Np13BOAMMA O NOJOBXEHHA CUMMTOMIB rpuny.

3arasiom 6iflbLL BMCOKA YacTOTa Pe3NCTEHTHOCTI 10 03e/IbTaMiBipy criocTepiranacs y JOPoCAnX NauieHTiB 3 0CnabneHnM iMyHITETOM, SiKi OTPUMYBanv CTaHAapTHY
abo noggiviHy fo3y o3enbtamisipy npotarom 10 gHis [14,9 % (10/67) y rpyni ctaHAapTHOI fo3u Ta 2,8 % (2/71) y rpyni NnoABiiHOT A03M], NOPIBHAHO 3 AaHUMK
[OCMiMKeHb 3a Y4yacTo [0opoc/inx 6e3 iHWWMX 3aXBOPHOBaHb, AKI OTPMMYBAIM JliKyBaHHS 03e/IbTamiBipOM. Bi/bLIICTb NaLieHTIB, Y AKMUX PO3BMHY/ACH
PE3UCTEHTHICTb, OyNM NauieHTaMyn nicna TpaHcnnaHTauii (8/10 nauieHTiB y rpyni cTaHAAPTHOI A03M Ta 2/2 nauieHTW y rpyni noAgiliHOI [03K). BinbLWicTb
nawui€eHTIiB i3 BIpYCOM, Pe3UCTEHTHMUM [0 03eNbTaMiBipy, 6ynn iHiKoBaHi BipycoMm rpuny Tuny A Ta BUAINSAN BipyC NPOTAroM 6inbLU TPMBaNoro nepioay.

. . MayieHTn 3 MyTaLiamm peancTeHTHOCTI (%)
Monynayis nawieHTiB
deHoTUNyBaHHA* "eHO- Ta (heHOTUMYBaHHSA*
Jlopocni Ta mig1iTku 0,88 % (21/2377) 1,12 % (27/2391)
[iTn (1-12 pokiB) 3,89 % (66/1698) 4,24 % (72/1698)
HemoBsnsTa (< 1 poky) 18,31 % (13/71) 18,31 % (13/71)

*MoBHe reHOTUMYBaHHS B YCIX JOCNIIXKEHHAX He NPOBOAMIOCS.

[MpodinakTuka rpuny

Hemae nigTBepyKeHHs BUHUKHEHHA PE3UCTEHTHOCTI [0 NiKapCbKOro 3acoby, acouilioBaHOI i3 3aCTOCYBaHHSAM 03e/IbTamiBipy, Y MPOBeLEHNX Ha CbOrOAHILLHIN
[eHb KNIHIYHUX SOCMIIKEHHAX MPOMINaKTUKN TpUny Nicnsa KOHTakKTy (7 AHIB), YneHam CiM’T nicns KOHTakKTy (10 AHIB) Ta Ce30HHOT NPOiNakTUKn rpuny (42 gHi)
y nauieHTiB 3 ocnabneHnm imyHiteTom. Mig vac 12-TMXHEBOrO AOCNIIKEHHS NPOMINAKTUKM Y MauieHTIiB 3 0CNabneHNM iMyHITETOM BUHUKHEHHS PE3NCTEHTHOCTI
He crocTepiranocs.

KniHiYHI AaHi Ta faHi CNoCTepe KeHb

Y Bipycax Tuny A Ta B, BugineHux Bif nauieHTiB 6e3 eKcrnosuyii 03enbTamiBipoM, in vitro 6ynn BUSBNEHI NPUPOAHI MyTauil, acouiiioBaHi 3i 3HMXXEHOHD
YyT/IMBICTIO [0 03e/bTaMiBipy. Pe3sncTeHTHI wramu, BigibpaHi Mig yac NikyBaHHA 03e/ibTaMiBIpOM, 6ynv BUAINEHI Bif NauieHTIB 3 HOPMa/IbHUM Ta 0ClabneHum
IMYHITETOM. Y NauieHTiB 3 0C/labieHUM iMyHITETOM Ta [iTei MOMOALLIOrO BiKy pU3MK PO3BUTKY PE3UCTEHTHOCTI A0 03e/bTaMmiBipy Mij Yac NikyBaHHS Bipycy 6inbLu
BUCOKWIA.

Byno BusABMEHO, WO Pe3NCTEHTHI 40 03e/bTaMiBIpy Bipycu, BUAINEHI Bif NauieHTIB, AKi OTPMMYBaIW fliKyBaHHA 03e/1bTamiBipoOM, Ta Pe3UCTEHTHI 0 03e/bTaMiBipy
NabopaTopHi WTaMu BipyciB rpuny MIicTATb MyTauii B HelpamiHigasax N1 1a N2. MyTauii pesucTeHTHOCTI Mann TeHAeHUito ByTn cneyugivyHMm 4o BipyCHOro
nigTuny. 3 2007 poKy cnopagnyHO BUSBNANACA PE3UCTEHTHICTb, LLIO BUHMKaNA NPUPOAHIM LUNSXOM Ta 6yna acoliioBaHa 3 MyTaujieto H275Y, y Ce30HHUX LuTamax
HAIN1. Ak BUSBUAOCA, YyTAMBICTb [0 03e/IbTaMiBIpYy Ta NOLUMPEHICTbL TaKMUX BiPYCiB 3MIHIOETLCA CE30HHO Ta reorpadivHo. ¥ 2008 poui H275Y 6ynaBusiBneHay >
99 % umpkyntotounx izonaTis rpuny HINL B €sponi. Y 2009 poui Bipyc rpuny HIN1 («CBUHAYMI rpun») 6yB MaliXe OA4HOPIAHO YYT/IMBMM [0 03eNbTaMiBipy,
Mpy LbOMY Ma/i MicLLe CMIOpaLMYHI MOBILOM/EHHS MPO PE3NUCTEHTHICTbL NPW 3aCTOCYBaHHI Npenapary 3 MeTOK /iKyBaHHSA Ta NMPOMINaKTUKN.

PapmakokKiHeTuKa.

BCMOKTYBaHHS

Micna nepopasibHOro Npuitomy 03eNbTaMiBipy hocthaT erko BCMOKTYETbCS Y TPaBHOMY TpaKTi i 3HAYHOK MipOH MEPeTBOPHOETLCA HA aKTUBHWIA MeTaboniT
(o3enbTamiBipy Kapbokcunart) nifg Aieto neyviHKOBMX ecTepa3. He meHwe 75 % MNpUAHATOT BHYTPILLHLO [03M NOTPanise y CACTEMHUIA KPOBOOGIr y BUrNAfi




aKTMBHOro metabonity, MeHwe 5 % — y Burnagi BuxigHoro npenapaty. Mna3moBi KOHUEHTpaLiT, SK nponpenaparty, Tak i akTUBHOrO MeTaboniTy, NPonopuiiHi
[03i, TOMY He 3a/1eXaTb Bifj 04HOYACHOr0 3aCTOCYBaHHS 3 KELO.

Po3nogin

Y noavHn cepegHii 06’em po3noginy akTUBHOMO MeTaboniTy B PiBHOBaXKHOMY CTaHi CTaHOBMTb NpubnnsHo 23 n. Lle 06°eM, eKBiBaNEHTHMIA 06’emy
No3aKNiTUHHOT PianHM opraHiaMy. OCKIiflbKN aKTUBHICTb HelpaMiHifasn € No3akNiTUHHOK, 03eNbTaMiBipy KapboKcmnaT focsrae BCiX OCHOBHMX MiCLb NloKani3auii
FPUNO3HOT IH(EKLT.

3B’A3yBaHHA aKTMBHOI0 MeTaboniTy 3 6ifIkaMu NiasMu NHANHW HU3bKe (MprbnnsHo 3 %).

MeTtab0oni3m

OsenbTamiBipy ocgar 3Ha4HO MiIpPOK MEepeTBOPHETLCA Ha 03e/bTamiBipy Kapbokcunart nif LIt ecTepas, WO 3HAXOAATbCA MepeBaXKHO B rnediHui. Hi
o3enbTaMmiBipy ocat, Hi akTUBHUIA MeTaboniT He € cybcTpaTamm abo iHribiTopaMu i30(epMeHTIB cUCTEMU LUTOXPOMY P450 y AocnigpKeHHsX in vitro. XXoaHux
KOH’toratiB (hasm 2 fns 060X CnofyK BUSB/IEHO iN Vivo He 6yno.

BuBefeHHA

OsenbTaMmiBip, WO BCMOKTABCS, BUBOAUTLCA rOMIOBHUM YMHOM (> 90 %) LUNISXOM NepeTBOPEHHS Ha 03e/bTaMiBipy KapboKcunart, AKUii He NiaLaeTbCa NOAasbLLUil
TpaHcgopmaLii Ta BUBOAUTLCA i3 ceyeto. Y GiNbLIOCTI nauieHTiB MakcMMa/ibHa KOHLEHTpaLisi akTMBHOro MeTaboniTy y nna3mi KpoBi 3HMXKYETbCA 3 Nepiofom
HanieeuBefeHHS 6-10 roAuH. MNOBHICTIO aKTUBHWUIA MeTaboniT BUBOAMTLCA HUpKamu. Hupkosuid knipeHc (18,8 n/roanHy) nepeBuLLye LIBUAKICTb KYyBOUYKOBOT
GinbTpauii (7,5 n/roguHy), WO BKasye Ha Te, WO AOAATKOBO npenapar BMBOAUTLCS LUE M LUNAXOM KaHalbLeBOi cekpeuii. 3 Kanom BMBOAUTLCA MeHLle 20 %
MPUAHATOrO BHYTPILLUHBLO PafioakKTVBHO NO3HAYEHOr 0 Npenapary.

dPapmakoKiHe TMKaB 0CO6AMBUX rpynax.

LiTv BikoM Bif 1 poKy

dapmakoKiHETVKY 03e/lbTaMiBipy BUBYanM Yy fiTell BikOM Bifg 1 fo 16 pokiB y (hapmMakoKiHETUYHOMY AOCNILKeHHI 3 OA4HOPa30oBMM MPUIAOMOM Mpenapary.
dapmakoKiHeTUKa npu 6aratopazoBoMy MPUIAOMI npenapaTty BUBYanacb Y HEBEMKOT KiNbKOCTI AiTeid Yy KAIHIYHOMY [AOCHIIKEHHI e(EeKTUBHOCTI. Y [iTei
MOJIOALLIONO BiKYy BUBeLEHHS nporpenapaTy Ta akTUBHOrO MeTaboniTy BifbyBasiocs LWBMALLE, HDX Y LOPOC/IUX, L0 NPU3BOAMNO 4O 6iflblL HU3bKOI eKCro3nLil,
BUPaXKeHOT y MiflirpaMax Ha Kiforpam macu Tina gosu. Mpuiiom npenapaty y 4o3i 2 MI/Kr gae Taky XX eKCno3uuito 03elbTaMiBipy KapboKcunary, fka AocAracTbes
y AOpOCAUX Nicnsi 04HOPa30BOro npuiioMy 75 Mr npenapaty (L0 eKBiBaIeHTHO NpM6aM3HO 1 Mr/Kr). dapmakoKiHeTMKa 03eNbTaMiBIpY Y AiTeR i NigNiTKIB BiKOM
Bifl 12 pOKiB TaKa X cama, fK i y JOpOCnX.

XBOpIi NiTHLOrO BiKY

Y XBOpUX NITHLOTO BiKY (65-78 pOKiB) eKCNO3uLis aKTMBHOINO MeTabo/iTy B PiIBHOBaXHOMY CTaHi Ha 25-35% BuLa, Hi>XX Y MONOALLNX MaLieHTiB (< 65 pokis) npu
3aCTOCyBaHHI aHanoriyHux Ao3 o3senbTamisipy. IMepiog HaniBBMBEAEHHS npenaparty B OCI6 NITHLOr0 BiKy CYTTEBO He BIAPI3HAETLCA Bif TAKOro 'y MOMOALINX
nauieHTiB. Ha ocHOBI ekcno3uuii npenaparty Ta NePeHOCUMOCTI, HeEMae HeOOXIAHOCTI B KOPUTyBaHHI A03M NaLieHTaM MiTHbOro BiKy, KPiM NauieHTIB 3 NOMIPHOHO
ab0 TAXKKOI HUPKOBOK HEeJOCTATHICTHO (KipeHC KpeaTuHIHY < 60 MA/XB) (auB. po3gin «Cnocib 3acToCyBaHHA Ta [03U»).

XBOpi 3 YpaXXeHHSAM HUPOK

Mpuiiom o3enbTamiBipy ¢ocaty 100 Mr 2 pasm Ha go6y NpoTArom 5 AHIB nalieHTaMu 3 Pi3HUM CTyNeHeM YpaXKeHHs HUPOK MPOAeMOHCTPYBaB, L0 eKCNo3nL,is
03enbTaMmiBipy Kapbokcunaty € 06epHEHO NPONOPLIAHOK 3HWKEHHIO PYHKLIT HUPOK. [Na A03yBaHHA AMB. po3fin «Crnocib 3aCTOCYBaHHA Ta 403W».

XBOpi 3 YPaXKEHHSIM NeYiHKK

3a pesynbratamu in Vvitro JOCHifKeHb, He OYIKYETbCA Hi 3HAYHOrO 30i/IbLUEHHS EKCMOo3uuiT 03eNbTaMiBipy, Hi 3HAYHOrO 3HVKEHHS eKCno3uLii akTUBHOrO
MeTaboNiTy 03e/bTaMiBIpYy Y NaLiEHTIB i3 MOPYLUEHHAMM QYHKLIT NeYviHKK (aMB. po3ain «Crnocib 3acTocyBaHHA Ta [03U»).

BariTHi XiHKK

3BefieHVI NONyNALINHWIA (hapMakOKIHETUYHWIA aHani3 BKa3ye Ha Te, L0 PeXKMM [03YyBaHHS 03eNbTaMmiBipy, SKUiA onucaHo y po3gini «Croci6 3acTocyBaHHA Ta
[10311», NPU3BOAUTbL [0 HMU3bKOT ekcno3uuii (B cepegHbomy 30 % npoTArom BCiX TPUMECTPIB) aKTMBHOI0 MeTaboniTy y BariTHMX XKIHOK MOPIBHAHO 3 HEBAriTHUMMN.




MpoTe nepefbayeHa HM3bKa EKCMO3WLIA 3a/IMLLAETLCA BULLOK Bif iHFiGYHOUMX KOHLEHTpauil (3HaveHHs |C95) Ta fianasoHiB wTamiB Bipycy rpuny Ha
TepaneBTUYHOMY piBHI. Kpim Toro, gaHi HarnsgoBuMx AOCMiIKeHb BifoOpaXKaroTb KOPUCTL Bif NOTOYHOrO PEXMMY A03yBaHHA AN AaHOT KaTeropil nauieHTiB.
Takum 4MHOM, He PeKOMEeHAOBAHO KopuryeaTu O3y ANA BariTHMX >XKIHOK NpW fliKyBaHHI abo npodinaktuyi rpuny (4uB. po3gin «3acTocyBaHHS Y Nepiof
BariTHOCTI ab0o rogyBaHHsA rpyaaro»).

MauieHTn 3 ocnabNeHNM iIMyHITETOM

[aHi nonynauiiHoro apmMakoKiHETUYHOrO aHani3y CBigyaTtb, O /liKyBaHHA 03e/bTaMiBipOM Yy AOPOCAMX MauieHTIB 3 0CnabneHnM iMyHiTETOM (SIK BKasaHO B
po3gini «Cnocib 3acTocyBaHHA Ta [03U») NPU3BEN0 A0 MiABULLEHHA ekcrnosuuii (4o 50 %) akTMBHOrO MeTaboniTy NOPIBHAHO 3 AOPOCAUMK NauieHTaMu 3
HOPMa/IbHUM IMYHITETOM i3 MOPIBHAHHMUM KNiPEHCOM KpeaTUHIHY. Y 3B’A3KY 3 LUMPOKMM Aiana30HOM 6e3neKkn akTUBHOro mMeTabonity AOpocivMM nauieHTam 3
0Cn1abneHM IMyHITETOM KOPUTYBaHHA [031 He NoTpioHe. OfHaK A8 LOPOC/INX MALieHTIB 3 0CNabieHM IMYHITETOM Ta MOPYLUEHHAMU (DYHKLIT HUPOK J03Y CAif
BiZLKOPUryBaTu 3rigHO 3 PeKOMeHAaLisiMW, 3a3Ha4YeHNMM Y po34ini «Cnocib 3acTocyBaHHSA Ta 403U».

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.

NikyBaHHsa rpuny

As3efbTa NoKasaHWin Ans AOpOCAnX Ta AiTei BiKOM Bif 6 pokiB 3 Macoto Tina 6inblue 40 Kr, y IKUX HasiBHI CUMNTOMM XapaKTepHi Ana rpuny, nig vyac uMpkynauii
Bipycy rpuny. EeKTuBHICTb 6yna NpoLeMOHCTPOBaHa, KON fliKyBaHHSA 6y/10 po3rnoyaTo NpoTAroM ABOX AHIB Micas NepLuoi NosBM CUMMITOMIB.

MpodinakTuka rpuny
npoinakTnkKa rpuny y Aopocnmx Ta AiTeil BIKOM Bif 6 pokiB 3 Macoto Tina 6inbwe 40 Kr nicns KOHTaKTy 3 0CO60K0 3 K/iHIYHO AiarHOCTOBaHMM FPUMNOM
nif Yac UMpKynsauii Bipycy rpuny;

BiZNOBiAHE 3aCTOCYBaHHA npenapaTy AsenbTa 3 METOK MPOMINAKTUKN rpuny HeobXiAHO BM3HAYATU B KOXKHOMY KOHKPETHOMY BMNafKY, BPaxoByHOUM
06CTaB/MHM Ta 3BaXKaruM Ha rpyny nauyieHTiB, AKiA NOTPiGeH 3aXUCT. Y BUHATKOBUX CUTYauisx (Hanpuknag, y pasi po36iXHOCTEN MiXK LMPKYIHOHYMUM
BIPYCOM rpuny Ta BipyCOM rpuny, NpoTu AKOro NpoBoAMaca BakumHalis, Ta nif vac naHAemi’) ce3oHHY npoginakTUKy MOXHa NPOBOAUTU B OCI6 BIKOM
Bifl 6 POKiB 3 Macoto Tina 6inbLie 40 Kr.

3acTocyBaHHs npenapaTty A3enbTa He 3aMiHKOE BaKLIMHALLIKO NPOTW rpuny.

3acTocyBaHHSA NPOTMBIPYCHMX 3ac06iB ANA NiKyBaHHA Ta MPOMiNakTUKX rpuny Mae 6a3yBaTuCst Ha OMiLiHMX pekoMeHaauisX. PilleHHs Npo 3aCTOCyBaHHS
03enbTaMiBipy Ans NMiKyBaHHA Ta NPOMINaKTUKX CNif NpuiAMaT 3 ypaxyBaHHAM XapaKTEPUCTUK LIMPKYNHOKUMX BIPYCIB rpuny, AOCTYNHOI iHdopMaLii Wwoao
YyT/IMBOCTI BipYCIB rpuny A0 NiKapCbKMX 3aC00IB Y KOXHOMY CE30HI, BN/IMBY 3aXBOPHOBAHHSA Y PI3HNX reorpadivyHuxX perioHax ta rpynu natieHTis.

IMpoTnnoKasaHHA.

MigBuLLEHa YYTAMBICTb [0 aKTUBHOT PEeYOBMHM ab0 A0 IHLIMX KOMMOHEHTIB npenapary.
MomipHa abo TsXKKa HUPKOBa HeAOCTATHICTb.

Maca Tina meHwue 40 Kr.

B3aemogisi 3 iHLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
dapmakoKiHETUYHI BNACTMBOCTI 03e/bTaMiBipy, Taki fK cnabke 3B’A3yBaHHA 3 Gifikamy Nna3Mu KPOBi Ta MeTabonism, aKuii He 3anexuTsb Big cuctem CYPA50 i
NOKYPOHIAa3n, CBigYaTh, L0 KNiHIYHO 3HaYyLLla B3aEMO/is 3 iHLLUMMW NiKapCbKMMK 3ac06aMy MafIoiMOBIpHa.



MpobeHeumns
Mpn ofHOYacHOMY MNpUIOMI 03e/bTaMiBipy Ta MpobeHeuuay ANS NaUieHTIB 3 HOPMa/lbHOK (PYHKLIEHD HUPOK KOpeKLis fo3n He noTtpibHa. OpHouvacHe

3acTocyBaHHS NpobeHeuunay, SKWI € MOTY)KHUM IHFiGITOPOM aHIOHHOIO LWAAXY HUMPKOBOI KaHaNbLEeBOT CeKpewii, Npu3BoauTb A0 30iNbLUeHHS eKCno3uuil
aKTUBHOI0 MeTaboniTy 03e/ibTamiBipy NpM6M3HO BABIUi.

AMOKCULMNIH

O3senbTaMiBip He NPOSBNAE KiHETUYHOI B3aEMOAIT 3 aMOKCULMNIHOM, eniMiHaLlis AKOro BigOyBaeTbCA TUM XKe LUISAXOM, L0 i 03enbTamiBipy, WO CBig4YMTb Mpo
cnabky B3aEMOAII0 3 03e/1bTaMiBIPpOM AaHMM LLIIIXOM.

BvBeeHHA HUpKamm

KniHiYHO BaXknMBa B3aEMOAIA 3 iHWMMMK NIKAPCbKUMK 3ac06aMK, Sika BK/IHOUAE KOHKYPEHLII0 3a HUPKOBY KaHaslbLEBY CEKPELit0, MasloiMOBIpHa Y 3B 3Ky 3
BiJOMUMU MeXXamy 6e3nekn BiNbLUOCTI 3 UMX NiKapCbKMX 3ac06iB, XapaKTepucTUKaMu eniMiHauil akTUBHMX MeTaboniTiB (Knybo4ykoBa (hinbTpalis Ta aHiOHHa
KaHa/bLieBa CekpeLlis) Ta 06’eMOM eKCKpeLii 3a 4OMOMOror AaHnX Wwsaxis. OfgHak cif NposBAATU 06epPeXXHICTb NP NMPU3HAYEHHI 03e/1bTaMiBipy nauieHTam, AKi
NpuiiMaloTb NiKapcbKi 3aC00M 3 aHaMONYHUM LUASXOM €KCKpeuii Ta BY3bKMM TepaneBTMYHMM [iana3oHoM (Hanpuknag, Xiopnponamif, MeTOTpeKcar,
(heHINGYTa30H).

[JopaTtkosa iHopmalLlis

dapMaKOKiHETUYHI B3aEMOAIT MiXK 03e/1bTaMiBIpOM Ta Or0 OCHOBHWMM MeTaboniTOM NpU OfHOYACHOMY 3aCTOCYBaHHI 3 napaLeTamosioM, aueTuacanilnioBoo
KUCMOTOK, UMMETUANHOM Ta aHTaumgHUMK 3acobamu (rigpokKcui MarHito i ripoKcug antoMiHito, KanbLilo KapboHat), pyMaHTagMHOM abo BapapuHom (Y
nawuieHTiB, SKi 3HAX0AATbCA Ha CTabiNbHUX A03ax BapdapyHy Ta He XBOPitOTb Ha FPWN) He BUSIB/EHI.

Y KniHiYHUX JocnifpkeHHax 111 asn 3acTtocyBaHHS 03e/bTamiBipy N8 NIKYBaHHA | MPOMINAKTUKU TPpUny npenapar npusHadaiv i3 3arajibHOBXWBaHUMU
NiKapCcbKMMKM 3acobamm, TakKuMn K iHri6iTopyu A (eHananpwu, Kantonpwun), TiasugHi giypetukn (6eHgpodnyasmna), aHTMOIoTUKKN (NEHILUAIH, LedasocnopuH,
a3nTPOMILMH, epUTPOMILMH | [JOKCUUMKIIH), 6nokatopu Ho-peuentopisB (paHiTUAWH, UMMeTuauH), 6eTa-6nokaTopu (MponpaHonon), KcaHTUHW (TeodisiH),
cumnaToMiMeTnku (ncesaoedeapuH), onioian (KOAETH), KOPTUKOCTEPOIAN, IHranaLiHi 6poHXxoamnaTaTopy, aHanbreTukKK (aueTuncaniumnnosa KMCNoTa, ibynpodeH
i mapaueTamon). Mpu 3acTocyBaHHI 03e/bTaMiBipy pa3oM i3 nepepaxoBaHUMK NpenapaTamyt 3MiHW NPoQiNto Ge3nekn Ta YaCTOTU BUHUKHEHHS NOGIYHMX peakLiii
He 3apeecTpOoBaHi.

MexaHi3M B3aeMOfii 3 nepopasibHUMN KOHTpaLEenTBaMm BifCyTHIN.

Oco6MBOCTI 3aCTOCYBAHHA.

OsenbTaMiBip e(heKTUBHWIA TiNbKW NpPW  3aXBOPIHOBAHHAX, BUKAMKaHWX BipycamMu rpuny. [aHux w00 egeKTUBHOCTI 03enbTaMiBipy npu OyAb-aKuX
3aXBOPOBAHHSAX, CMPUYNHEHNX IHLWIMMK 30YHNKaMK, KPiM BipyCiB rpuny, Hemae.

3acTocyBaHHA Mpenaparty He 3amiHKE BakUMHALI MPOTW rpuny. 3acTOCyBaHHA MpenapaTty He MOBWHHO BMJ/IMBATM HA OOCTEXeHHs ocib LWoAOo LWOopivHOl
BaKLUMHaUii MpoTy rpuny. 3axucT NpoTu rpuny Tpueae NvLle nif yac npuinomy npenapaty. A3efbTy Cfif 3aCTOCOBYBATU A1 NiKyBaHHA Ta NPOMINakTUKu rpuny
Ve NpU HasiBHOCTI HafiMHUX enigemionoriyHmx faHux, fKi ceigyate Npo UMPKyNsAuito Bipycy. MpoAeMOHCTPOBAHO, WO YYT/AMBICTb LMPKY/IHOKUMX WTaMiB
Bipycy rpvny Ao npenapaTy Mae BMCOKY BapiaGenbHiCTb, TOMY fiKap MOBMHEH BPaxOBYBaTW HalHOBILY iH(OPMaLLi0 WOAO0 YYTAMBOCTI 4O 03e/bTaMmiBipy
LIMPKY/TOUNX Ha JaHWIA Yac BipycCiB nepes NPURHATTAM PiLLEeHHSA NPo 3aCTOCYBaHHA npenapary.

TaKKi LWKIPHI peakwii Ta peakLil rinepyyTiMBoCTi

MMig yac NOCTMapKETMHIOBOrO 3aCTOCYBaHHS 03e/lbTaMiBipy MOBIAOMAANM NP0 BUMaAKM aHainakcii Ta THKKUX LWKIPHUX peakLiid, BKIKYaUM TOKCUYHI
enifgepmanbHUA HeKponi3, cMHapoM CTiBeHCa—[)KOHCOHa Ta MyNbTUQOPMHY epuTemy. Chig BiAMIHUTK 03eNbTaMiBip i NPU3HAYNTK BinoBigHe NiKyBaHHS, SKLLO
CrnocTepiratoTbCs Taki peakuii abo € nifgo3pa LWoAo X BUHUKHEHHS.

TSHKKI CYNYTHI CTaHU




Hemae iH(opmauii Wwoao 6e3nekn Ta eeKTUBHOCTI 3aCTOCYBaHHA 03e/bTaMiBipy NauieHTam i3 TSHKKMMKU abo HeCTabiNbHUMK 3aXBOPHOBAHHAMM 3 HEMUHYUUM
PU3MKOM rocnitanisauil.

MauieHTV 3 0cnabieHUM IMYHITETOM

besneka Ta e(PEeKTMBHICTb 03e/bTaMiBIpy A5 NiKyBaHHA Ta NPOMIiNaKTUKL rpuny y nauieHTiB 3 0cnabneHnm iMyHITETOM He BCTaHOB/eHi. OfHaK TpuBanicTb
NiKyBaHHSA rpuny y AOPOCANX MaLieHTIB 3 0CMabneHUM iMyHITETOM MOBUHHA CTaHOBUTK 10 AHIB, OCKIfMIbKM Y NALiEHTIB LiET rpynu He NPOBOAUNNCA AOCNIIKEHHS
MEHLL TPUBAIOr0 KYpCY NiKyBaHHSA 03e/1bTaMiBipoM.

3axXBOPHOBAHHA CepLs/AnNXanbHOT CUCTEMU

E(eKTMBHICTb 03e/1IbTaMiBipy A1 NiKyBaHHSA OCI6 i3 XPOHIYHMMM 3aXBOPIOBaHHAMM CepLSA Ta/abo 3aXBOPHOBAHHAMY ANXa/lbHOI CUCTEMM He BCTAHOB/EHA. Y TaKuX
nawieHTIB PI3HULA Y YacTOTI YCKNagHeHb MK rpynamu NikyBaHHSA Ta nniauebo He crioctepiranacs.

TsKKa HUPKOBA HEOCTATHICTb

Kopekuia o3 03e/ibTamiBipy NpuW 3aCTOCYBaHHI 4715 NiKyBaHHA Ta NPOMiNaKTUKN PeKOMeHAYETLCA AOPOCAUM Ta nignitkam (1317 pokiB) 3 THXKOK HUPKOBOHO
HeAoCTaTHICTIO. HeaocTaTHbO KIHIYHUX AaHUX LWOA0 3aCTOCYBaHHS npenapaTy AiTAM 3 HUPKOBOK HeJOCTAaTHICTIO BIKOM Bif 1 pOKy AN pekomeHAauii woao
[,03yBaHHS.

HeiponcuxiyHi po3naam

Y XBopux Ha rpun (NepeBaxkHO Y AiTeil Ta NiANITKIB) Npy 3acTOCYBaHHI npenapaty 6ynn 3adikcoBaHi BUMaaKn HeponcuxiyHMX posnagis. Taki po3naam Takox
Oy/NIn 3apeecTpoBaHi y XBOPUX Ha rpu, AKi He 3aCTOCOBYBa/M Lieid npenapat. 3a CTaHOM MauieHTIB C/if peTesIbHO CNoCcTepiratv 415 BUABNEHHS 3MiH Y NOBeiHLi,
a KOpUCTb Ta pU3NK MPOAOBXEHHSA NiKYBaHHA Cif OLIHIOBATM 3 00EPEXHICTIO /15 KOXHOIO navuieHTa.

YTwnisauis HeBUKOPUCTAHOIO npenapaTy Ta npenapaTy i3 NPOCTPOYEHM TEPMIHOM NPUAATHOCTI.

HaaxomkeHHs1 NikapCcbKOro 3acoby y 30BHiLLHE CepeaoBuMLLE HEOOXIAHO 3BECTM A0 MiHIMyMy. JlikapcbKuii 3aci6 He cnif BUKMAATW Y CTiYHi BOAM i NOGYTOBI
Bigxoan. Onsa yTunisauii HeobXiJHO BUKOPUCTOBYBATM TaK 3BaHYy CUCTEMY 300pY BifXO0AiB NPU HAABHOCTI TaKoI.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

["pun acouitoeTbea 3i WKIAIMBUM BNIMBOM Ha nepebir BariTHOCTI, PO3BMTOK M104a Ta PO3BUTKOM 3HAYHUX BPOKEHWX BafL PO3BUTKY, Y TOMY YAC/I BPOLXKEHUX
Baj cepus. Benmka KifbKiCTb [JaHWX LWOAO0 3acTOCYBaHHS O3e/bTaMmiBipy Mif 4Yac BariTHOCTI, OTpMMaHuX Yy MicnspeecTpauiiHoMy nepiogi Ta B NPOLECi
ob6cepBauiinx gocnigpkeHb (6inblie HiXK 1000 HacnigKiB ekcno3wuii nifg Yac NepLuoro TpUMECTpPY), CBig4YaTh NPO BiACYTHICTb Y 03e/bTaMiBipy Maib(OpPMaTUBHOI
abo (heTanbHOI/HeOHaTaIbHOI TOKCUYHOCTI. OfjHaK B 04HOMY 06CepBaLliiHOMY AOCAIAKEHHI Ha TNi BIACYTHOCTI MiABULLEHHA CYKYNHOro PO3BUTKY BPOAKEHMX Baf
PO3BUTKY, Pe3ynbTaTu LWOLO 3HAYHUX BPOKEHUX Baf Cepus, AiarHOCTOBaHWX MPOTAroM 12 micAuiB NiCns HapOKEHHS, He 6y NePeKOHIMBUMUK. Y LbOMY
[OCNIAKeHH]I 4acToTa BUHUKHEHHS 3HAYHUX BPOKEHUX Baf, CEPLA MiCNs eKCno3uuii 03ebTamiBipy Mif yac nepLuoro TpuMecTpy craHosunia 1,76 % (7 HemoBnaT
i3 397 BariTHOCTe) nopiBHAHO 3 1,01 % ana BariTHOCTe 6e3 ekcrno3uLii o3e/bTaMiBipy Y 3araibHOI nonynsauii (BigHOWeEHHSA pu3nkiB 1,75, 95 % aosipunii
iHTepBan Big 0,51 ao 5,98). KniHiyHe 3HaYeHHs LMX AaHUX He3p03yMine, OCKINbKX AaHe JOCNIIKEHHS Mano 06MeXeHN po3mip BUBIPKK. TakoX Lie AOCNIKEHHS
0y/10 HeLOCTaTHLO MacLITabHUM ANA AOCTOBIPHOT OLIHKM OKPEMUX TUMIB 3HAYHUX BPOKEHWNX Baf, OKPIM TOro, 6y/10 HEMOX/IMBO MOPIBHATU Y MOBHOMY 06CA3i
XIHOK 3 eKCno3uLieto 03enbTaMiBipy Ta 6e3 Hel, 30Kpema Te, 4M XBOPI/IN BOHW Ha rpun.

[ocnifpkeHHs Ha TBapuHaX He CBIAYaTb MPO PENpPOAYyKTUBHY TOKCUYHICTD.

3a HeobXiHOCTI, 3aCTOCYBaHHA 03e/IbTaMiBIpy Mif Yac BariTHOCTI MOXKe PO3rnafaTucs 3 ypaxyBaHHAM HasBHOI iH(opMauil 3 6e3nekn Ta KOPWUCTI, a TaKoX
MaToreHHOCTI UMPKYNOKYOro Wramy Bipycy rpuny.

["oflyBaHHA rpyaaro

Y NakTytoumnx LLypiB 03e/bTaMiBIp Ta aKTUBHUI MeTabo/iT NPOHMKAOTL Y TPYAHE MOMOKO. ICHYE AyXXe 0bmeXeHa iH(hopMaLlis LWoJo AiTel, aKi nepebyBain Ha
rpyLHOMY BUrOA0BYBaHHI, a MaTepi SKUX OTpUMyBa/In B Liei Nepiog 03enbTamiBip, Ta WOA0 eKCKpeLil 03enbTamiBipy Y rpyAHe MOJIOKO NioAnHN. OOMeXxXeHi daHi




[EMOHCTPYIOTb, L0 03e/IbTaMiBIip Ta MOro akTUBHWIA MeTaboniT By/v BUSBMEHI Y TPYAHOMY MOJOLi, O4HAaK iX PiBHI 6Y/IN HA3BKUMU, LLO MOXE NPWU3BECTU [0
OTPUMaHHA cy6TepaneBTUYHOI 4031 HEMOB/ATaMU. BpaxoBytouu Lji AaHi, a TaKoX MNaTOreHHICTb LIMPKYNHOKYOro LWTaMy Bipycy rpuny Ta CTaH XIiHKW, AKa rogye
rPYALI0, MOXe 6YTV PO3rNsAHYTO NUTAHHSA NP0 MPU3HAYeHHA 03e/1bTaMiBipy 3a YMOBM OYEBUAHOI MOTEHLINHOT KOPUCTI 4159 XXIHKW, SIKa rOAYye rpyaato.

PepTUIbHICTL
Ha ocHOBI [OKNiIHIYHMX AaHUX A0Ka3W NPO BMNB 03e/IbTaMiBipy Ha (hepTUbHICTb YONOBIKIB 260 XXIHOK BIACYTHI.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.
O3senbTamiBip He BM/NBAE Ha LUBUAKICTb peakLii Npy KepyBaHHI aBTOTPaAHCNOPTOM ab0 iHLLIMMU MeXxaHi3MaMMu.

Cnocib 3acTocyBaHHA Ta [03Mu.

Jopocni Ta nigniTku Bikom Bif 13 pokiB

JiKyBaHHs

PekoMeH0BaHWI pexxyM J03yBaHHA npenapary — 75 Mr o3e/ibTaMiBipy 2 pa3v Ha o6y NpoTAroM 5 AHiB.

NikyBaHHA NOTPIGHO po3noYmMHaTK Y nepLunii abo Ha ApYruii eHb NosBY CUMMTOMIB rpuny.

MpoinakTuKa Nicng KOHTaKTYy 3 XBOPUM Ha rpur

PekomeH0BaHa fjo3a npenaparty AsenbTa Ans NPoMiNaKTUKM rpuny Micns KOHTaKTy 3 XBOPUM Ha rpun — rno 75 Mr o3efbTamisipy 1 pa3 Ha fo6y npotarom 10 gHiB.
Mpuidiom npenapary cif po3noynHaTL He Mi3Hile HIXX Y nepLui 2 AHi NicNs KOHTaKTY.

MpoinakTuKa nif yac Ce30HHOT enigemMii rpuny

PekomeHA0BaHa f03a /19 NPOMiNaKTUKK Mif Yac Ce30HHOT enigeMii rpuny — no 75 Mr o3enstamisipy 1 pa3 Ha fo0y NpoTArom 6 TUXKHIB.

LiTn BikomM = 6 — <13 pokiB

PekoMeH0BaHWI pexxuM [03yBaHHSA npenapaty — 75 Mr o3e/bTaMiBipy 2 pa3u Ha fo6y NpoTaroM 5 AHIB 4iTAM BikOM Bif, 6 poKiB 3 Macoto Tina 6inbLue 40 Kr.
JNiKyBaHHSA NOTPIGHO PO3NOYMHATK Y NepLUIMiA ab0 Ha ApYruii feHb NOSIBU CUMMTOMIB Fpuny.

MpodpinakTunKa Nicng KOHTaKTY 3 XBOPUM Ha rpun

PekomeHz0BaHa fo3a npenapaty AsefibTa 419 NpodifakTuky rpyny nicnsa KOHTaKTy 3 XBOPUM Ha rpun — no 1 tabnetyi 75 Mr 1 pa3 Ha 406y nepopasibHO NPOTAroM
10 gHiB AiTAM BiKOM Bij, 6 poKiB 3 Macoto Tina 6inbLue 40 Kr.

MpoinakTuKa nif yac Ce3oHHOT enigemii rpuny

MpodinakTnka Nig Yac Ce30HHOT enigemii rpuny y AiTel BiKOM 4o 12 pokiB He OCNigKyBanacs.

MpenapaT y BUrNAAI TabNeTOK He 3aCTOCOBYHOTb HOBOHAPOKEHUM Ta AiTAM BIKOM 0 6 poKiB. [laHa nikapcbka (hopma He npusHadeHa 415 NiKyBaHHA AiTei, Maca
Tina AkMx MeHwe 40 Kr, a TakoX ANS 3aCTOCYBaHHSA 03 HMXKYe 75 Mr. Y BCiX BuLLe3a3HaYeHNX BUNagKax Ta AN NayieHTiB, Y AKUX BUHWUKaKOTb TPYAHOLL Npw
KOBTaHHi Tab/1eTOK, peKOMeH0BaHO 3aCTOCOBYBaTW NpenapaTy 03e/bTamiBipy B iHLWIN NikapcbKiil hopmi Ta 4o3i.

J03yBaHHA B 0CO6/IMBUX BUMAAKaxX

MayieHTw i3 NOPYLUEHHAMMN (OYHKLIT MEYiHKM

Hemae HeoOXiAHOCTI Kopuryeatu fo3y AN NiKyBaHHA ab0o MpoginakTUKM nauieHTaM i3 NopyweHHAMW (YHKLUIT nediHku. JocnifkeHHs 3a yyacTi fiTei i3
MOPYLUEHHAMW (DYHKLIT NEYiHKM He NPOBOANINCS.

MayieHTw i3 nopyLweHHAMY (hyHKLIT HUPOK

NikyBaHHa rpuny. Oopocnum Ta nignitkam (13-17 pokiB) 3 MOMipHOK abo TAXKKOK HMPKOBOK HeAOCTATHICTHO Mpuiiom npenapaTy AsenbTa B A03i 75 Mmr
MPOTMNOKA3aHWiA, OCKINIbKM NOTPiOHa KOpeKLis LO3W.

MpodhinakTuka rpuny. fopocnmm Ta nignitkam (13-17 pokiB) 3 NOMipHOH ab0 TSHKKOK HUMPKOBOK HEAOCTATHICTIO Mpuiiom npenapaTy AsefnbTa B 403 75 Mr




MPOTMNOKAa3aHWiA, OCKINIbKM NOTPiBHa KOpeKL,isi LO3W.

HepocTaTHLO KMIHIYHMX AaHUX ANS HafaHHS PeKOMeHaLlii 3 03yBaHHS 4iTAM BiKOM A0 12 poKiB i3 MOPYLLUEHHAMW (DYHKLIT HUPOK.

MauieHTu NiTHLOrO BiKy

Hemae noTpebun Kopurysatu 403y, 3a BUHATKOM HAABHOCTI NOPYLUEHHS PYHKLIT HAPOK MOMIPHOI0 abo TAXKOr0 CTYTEHS.

MauieHTw 3 ocnabneHMm iMyHiTeTOM

NikyBaHHs. PekomeH/[0BaHa [j03a 03eNbTaMiBipy Ans NepopaibHOro 3acToCyBaHHS CTaHOBUTbL 75 Mr 2 pa3u Ha o6y npotarom 10 AHiB Ana gopocnux (4us.
po3finm «OcobMBOCTI 3aCTOCYBaHHA», «[106IYHI peakuii»). JTiKkyBaHHSA Cnif PO3noyMHATV SKOMOTa LUBMUALLE NMPOTArOM NepLunx ABOX AHIB MOSBM CUMMTOMIB
rpuny.

Ce3oHHa npoginakTuka. Y nauieHTiB 3 0cnabneHnm iMyHITeTOM BuBYanacs fAoBlla TpuBanicTb (40 12 TWXKHIB) CE30HHOI MPOMiNakTUKM (AMB. PO3Ainu
«OCc06/MBOCTI 3aCTOCYBaHHA», «[106IYHI peakuii»).

LLinAax BBeAeHHS

MepopasbHo.

TabneTkn HeobXigHO KOBTATU LiSIMMU, 3aNm1Bat0Un BOLOHO.

aiTn.
Mpenapat A3efbTa 3aCTOCOBYBATM AiTAM BiKOM Bif, 6 poKiB 3 Macoto Tina 6inbe 40 Kr.

Nepeno3yBaHHSA.

MoBiAOM/IEHHA NP0 Nepeao3yBaHHA 03eNbTaMiBipy Oy ofepyKaHi Mijg vac KNiHIYHUX LOC/IIpKeHb Ta MPOTArOM NOCTMapKETUHIOBOr0 3aCTOCYBaHHA npenapary. Y
6inbLIOCTI 3aikcoBaHUX BUMaAKiB Nepeao3yBaHHA NPo No6iyHiI peakuii He noBigomnanocd. MobivHi peakwyii, Npo SKi NOBILOMASN0CA NPK Nepeao3yBaHHi, 6y 3a
XapakTepom Ta Bugamu noAibHi 4o Tux, Wo crnocTepiraincs npy 3actocyBaHHI TepaneBTUYHUX 403 03e/bTaMiBIpy.

CneunmivyHOro aHTUAOTY He ICHYE.

4itv

YacTilwe nosigoMnanoca npo nepeaosyBaHHaA y AiTeid, HiXK y JOpoCanX Ta MigniTKiB.

Mo6iyHI peakuii.

Pe3tome npoisto 3 6e3neku

Y uinomy npodinb 6e3nekun o3enbTamiBipy 6a3yeTbca Ha AaHUX NiKyBaHHA rpuny y 6049 gopocnux Ta/abo nignitkis i 1473 piteld, aKi oTpMMyBann 03e/bTaMiBip
abo nnaue6o, Ta Ha gaHux npodinakTukK rpuny y 3990 gopocnux Ta/abo nignitkie Ta 253 Aiteld, ki OTpUMyBanv 03eNbTaMiBip abo nnauebo y KMiHiYHUX
pocnipkeHHax. Kpim toro, 475 nayieHTiB 3 ocnabneHum iMmyHiTeTom (Bkatovatoum 18 pitein: 10 — y rpyni npenapaTy o3e/bTamiBip, 8 — y rpyni nnaue6o)
OTpVYMYyBa/IM 03eNbTaMiBip abo nniauebo Ana NPogiNakTUKK rpuny.

Y popocnux Ta/abo nigniTKie npy npuiioMi Nnpenapaty Ans NikyBaHHSA rpuny HanyacTilyMn HebakaHMK SiBULLAMK By HY0Ta | 6/1K0BaHHS, NPy NpuiioMi Ans
NPO(INAKTUKN TpUny — Hy[0Ta. BOHN Manin TpaH3UTOPHWUIA XapaKTep i BUHUKa/IM 3a3BMYald Y NepLunin-apyruin eHb NiKyBaHHSA Ta 3HUKanu Yepes 1-2 fHi. Y gitein
HalyacTilwmmM HebaxkaHUM ABULLEM OY10 6/1H0BaHHSA. Y 6iNbLLIOCTI BUNaAKiB NoBiYHI peakuii He NpM3BOAUAM 4O BiAMIHW 03e/1bTaMiBipy.

Mg Yyac NOCTMapPKETUHIOBOr0 3aCTOCYBaHHA 03e/lbTaMiBipy piAKO MOBILOMAAN0OCS NPO TaKi Cepino3Hi No6iIYHI peakwii: aHathiNakTUYHI Ta aHaiNnakToIAHI peakuil,
NOPYLUEHHS 3 6OKY NeYiHKKN (6NMCKaBUYHWIA renaTuT, NOPYLLEHHS (YHKLIT NeYiHKM Ta XXOBTSAHWLS), aHrIOHEBPOTUYHWMIA HabpsiK, cuHapoM CTiBeHca-[KOHCOHa Ta
TOKCUYHWIA enifepMasibHUIA HEKPOi3, LLTYHKOBO-KMLLIKOBA KPOBOTEYA Ta HeponcuxiyHi posnagy (LLOA0 HEMPONCUXIYHUX po3nadiB AuB. po3ain «Ocob/MBOCTI
3aCTOCYBaHHA»).

[ns onucy YacToTy NoGIYHMX peakLii BUKOPUCTOBYBa/IM Taki KaTeropii: Ayxe nowwmpeHi (= 1/10), nowwupeHi (= 1/100, < 1/10), HenowumpeHi (= 1/1000, < 1/100),
pigKo nowmpeHi (= 1/10000, < 1/1000), ay>xe pigko nowwmpeHi (< 1/10000), yactoTa HeBigoMa (He MOXe 6yTU BCTAHOB/IEHA Ha OCHOBI HasBHWUX AaHuX). MobiyHi




peakuii BiAHECEHO [0 NEeBHOI KaTeropii 3rigHo 3 aHani3oM 06’ e4HaHNX JaHUX KNIHIYHUX OCNIIKEHb.

JlikyBaHHA Ta npodinakTuka rpuny y A0pocnvx Ta nigniTkis

HaiuacTiwi no6iyHi peakuii, SKi Oynn 3apeecTpoBaHi y AOCNILKEHHAX 3aCTOCYBaHHA 03eNbTaMiBipy ANA NMiKyBaHHS Ta NPOMiNaKTUKKA rpuny y LOPOCIUX Ta
NigNiTKIB, a TaKOX Y MOCTPeECTpaLiiniHOMy nepioAi Npu 3aCTOCyBaHHI PEKOMeHA0BaHOT 403K (75 Mr 2 pa3u Ha 406y NpoTArom 5 AHiB Ans NikyBaHHA Ta 75 Mr 1 pas
Ha 406y TpMBAnICTIO 0 6 TMXKHIB 418 NPOgINAKTUKM), HABOAATHCA HUXKYE.

Mpoinb 6e3nekn, 3a3Ha4YeHNn y NalieHTIB, SKi OTPMMYBa/IN 03e/1bTaMiBIp Y PEKOMEHA0BaHUX 03aX Ans NpoginakTuky (75 mr 1 pa3 Ha fo6y TpuBanicTio 4o 6
TWXKHIB), OyB NOAIGHMM [0 TaKoro, Lo CnocTepirascs y AOCNI[KEHHAX /TiIKYBaHHS, He3BaXKatoum Ha 6iNbLLy TPUBAIICTb AOCIAKEHb 3 METOK NPOMINAKTUKK:
iHCbeKLiT Ta iHBa3il: MowmpeHi — 6POHXIT, NPOCTUIA reprec, IHPEeKLiT BEPXHIX AMXaNIbHUX LUNAXIB, HA30(WaPUHTIT, CUHYCUT;

3 60Ky cMCTeMM KPOBI Ta NiMgaTUYHOI CUCTEMU: PiJKO NOLIMPEHI — TPOMOOLMUTONEHIS;

3 60Ky IMYHHOT CUCTEMM: HENOLUMPEHI — peakLisi rinepyyTANBOCTI; PiAKO NOWNPEHI — aHainaKTUYHI Ta aHaiNaKToIgHI peakLiT;

MCUXiyHi posnagun: pifKo MOWMpeHi — akuTalis, NaTtonoriyHa noBefiHKa, TPMBOXHICTb, CNJYTaHICTb CBIOMOCTI, MapeHHs, Aenipii, ramnoumHauii, HiYHI Xaxu,
camoTpaBMyBaHHS;

3 60Ky HEPBOBOI CUCTEMU: AY>KE MOLIMPEHi — FOIOBHMIA 6iNb; NOWMPEHI — 6@3COHHS; HEMOLLMPEHI — MOPYLLUEHHS CBIAOMOCTI, CYAOMU;

3 6OKy opraHis 30py: PigKo MNOLWNPEHi — NOPYLLEHHS 30pY;

3 60Ky CepLieBOT CUCTEMU: HENOLLNPEHi — CepLeBi apuTMIT;

3 6OKy AMXaNbHOT CUCTEMW, OPraHiB rpyaHOT KNITKW Ta CepefoCTIHHA: MOLUNPEHI — Kalleslb, pUHopes, 6inb y ropi;

3 6OKY LLUNYHKOBO-KMLLKOBOIO TPaKTY: Ay)Xe MOLUPEeHi — HyA0Ta; NoLmpeHi — 6/1t0BaHHSA, 6iflb Y XMBOTI (B TOMY 4MCNi Y BEPXHIX Bigdinax), gucnencis; pigko
MOLUMPEHI — LLNYHKOBO-KMLLKOBA KPOBOTEYa, reMopariyHuii KoniT;

3 60Ky renaTobiniapHOT CUCTEMU: HenowMpeHi — MiABULLEHHSA PIBHA MEeYiHKOBUX (DepMEHTIB; PiAKO MNOLIMPeHi — 6/1UCKaBUYHWIA renatuT, Me4viHKoBa
HeloCTaTHICTb, renaTuT,

3 00Ky LUKIpW |1 MigWKIPHOT KNIiTKOBWHW: HEMOLUMPEHI — AepMaTWUT, BUCMMNAHHA, €K3eMa, KPOMWB’SHKa; PiaKO MNOLIMPeHi — aHrioHEeBPOTUYHUIA HabpSsiK,
MybTUOPMHa epuTeMa, CUHAPOM CTiBeHCa—[)KOHCOHa, TOKCUYHWIA enifepManbHUIA HEKPONi3; YacToTa HeBifoMa — anepris, Habpsk 06mMyus;

3arasibHi po3naam Ta peakuii y Micli BBeEeHHS: MOLMPEHI — 3anamMmopoYeHHs (BKIHOYaOUmM BEPTUIO), CNabKiCTb, 6ifb, rineptepmis, 6i/b y KiHLiBKaX.

JliKyBaHHA Ta npoinakTuKa rpuny y aiTei

3aranom 1473 guTuHKU (BKNKOYaKOUM 3[40POBUX AiTeid BiKOM 1-12 pokiB Ta [AiTeil 3 aCTMOK BIKOM 6-12 pOKIB) B3S/M y4acTb Y KNIHIYHUX LOCNIIKEHHAX
03enbTamiBipy Ansa nikyBaHHs rpuny. Cepef H1UX 851 AUTMHa OTPUMYBana NiKyBaHHS CyCreH3ieto 03enbTaMiBipy. 3aranom 158 fiteil oTprMyBann peKOMeHA0BaHy
[03y o3enbTamiBipy 1 pa3 Ha o6y y AOCNIMKEHHAX MPOMiNaKTUKL NiCns eKcnosuuii npenapaty y goMaliHix ymosax (n = 99), y 6-TMXKHEBUX LOC/IIKEHHAX
Ce30HHOI NpotinakTnkn (N =49) Ta'y 12-T>XKHEBUX AOCNIPKEHHAX CE30HHOT NPOMINaKTUKKL cepeq AiTei 3 ocnabneHnm imyHitetom (n = 10).

HaiuacTiwi no6iuHi peakuii, Aki 6ynn 3apeecTpoBaHi y [OCNIIKEHHAX 3aCTOCYBaHHSA O3e/lbTaMiBipy AnA NiKyBaHHA Ta NPOMinakTuku rpuny y Aiteid (npu
3aCTOCyBaHHI [j03yBaHHSA Ha OCHOBI BiKY — Bif 30 Mr o 75 Mr 1 pa3 Ha o6y):

iH(heKUiT Ta iHBa3il: NOLMpPeHi — CepeaHiin OTUT; YacToTa HEBiAOMa — BPOHXIT, MHEBMOHIS, CUHYCWUT;

3 60Ky HEPBOBOI CUCTEMM: MOLLUMPEHI — FONOBHUI 6iflb;

3 60Ky CcMCTEeMM KPoBi Ta NiMmaTUYHOT CUCTEMU: YacToTa HeBifoma — niMageHonaris;

3 6OKy opraHis 30py: NOLIMPEHI — KOH’FOHKTMBIT (BK/1KOYAKOUM NOYEPBOHIHHSA O4Yeit, BUAINEHHS 3 0Yeld Ta 6inb);

3 60Ky opraHis cnyxy Ta BeCTMOYNApHOro anapaTy: NoLWmMpeHi — 6i/b Y ByXax; HEMOLMPEHI — NOpyLUeHHS 3 60Ky 6apabaHHOT NepeTUHKN;

3 60Ky AVXanbHOI CUCTEMM, OPraHiB rpyAaHOT KNiTKW Ta CepefoCTIiHHA: Ay>Ke NOLUMPEHI — Kallesb, 3aKnafeHiCTb Hoca; MOLWMPeHi — pUHOpes; YacToTa HeBigoma —
acTtma (BK/1H0Yarum 3aroCTPeHHS), HOCOBI KPOBOTeI;




3 BOKY LLNYHKOBO-KMLLIKOBOrO TPaKTY: AyXXe NOLVpPeHi — 6110BaHHA; MOWMPeHi — HyAo0Ta, 6i/ib Y XXMBOTI (B TOMY YMC/i Y BEPXHIX Biaginax), AUCMencis; yactoTa
HeBifoMa — fiapes;
3 BOKY LUKipW i MiALWKIPHOT KNI TKOBUHW: HEMOLUMPEHI — fiepMaTuT (BKIHOYAt0UM a/leprivyHmin Ta aTonivyHWin fepMatur).

Onuc okpeMux No6iYHKX peakLLii

[McuxiuHi Ta HeBPO/orivHi po3naau

I"pun MoXxe 6yTW NOB’A3aHUM i3 Pi3HOMaHITHUMMW HEBPOOTYHUMM Ta MOBEAIHKOBUMY CUMNTOMAaMU, LLIO MOXYTb BK/IKOYATM ra/itouuHalii, fenipiin Ta HeaieKBaTHY
MOBeLiHKY, B [JeAKUX BUMNafKax - 3 fIeTalbHMM Hacnifkom. BkasaHi fBMLLA MOXYTb CMOCTEPIraTUCb K MPOSB eHuedaniTy uu eHuedanionarii, ane MOXyTb
BUHMKATK 63 04EBMAHOIO TSHKKOr0 3aXBOPIOBaHHS.

Y XBOPMX Ha rpun npu 3acToCyBaHHI 03enbTaMiBipy Yy nicnapeecTpauiiHoMy nepiogi Takox 6ynu 3adiikcoBaHi BMNagku CyfoM i fenipito (BKIKOYatoun Taki
CUMMTOMM SIK 3MiHa PiBHSA CBIAOMOCTI, CMN/yTaHICTb CBIJOMOCTI, HeafleKBaTHY MOBeAiHKY, MapeHHS, ra/itoLMHaLil, aXnTalito, TPMBOXKHICTb, HIYHI Xaxu), fKi y
MOOAMHOKMX BUMNaaKax Npu3BOAWAM 4O BUMAAKOBOIO CaMOMOLLKOIKEHHSA ab0 NneTasibHOro Hacnigky. BkasaHi seuila 6ynu 3ahikcoBaHi B OCHOBHOMY Y AiTei Ta
MigNITKIB 1 YaCTO MaiM PanToBUIA NOYATOK Ta LUBUAKE 3aBepLUeHHS. HeBiZoMO, UM NOB’A3aHi NCUXOHEBPO/IOTiYHI NOPYLLUEHHS i3 3aCTOCYBaHHAM 03e/lbTaMiBipy,
OCKIi/IbKW MCUXOHEBPO/IOTIYHI  PO3MaAn TakoX OyNn 3apeecTpoBaHi Yy XBOPUX Ha rpun, fKi He 3aCTOCOBYBa/iN Liei npenapart.

"enaTob6iniapHi NOPYyLLEHHS

Y nauieHTiB i3 rpunonogibHUM 3axBOPKOBaHHAM CMOCTepirainca posnagu renarobiniapHoOi CUCTEMK, BK/IKOYAKOUM BUMNALKM renatuTy Ta NiABULLEHHSA PIBHSA
neviHKOBUX (hepMeHTIB. BKasaHi BUNaAK/ BKIKOYaNN NeTasibHWin (yNbMIHAHTHWIA renaTtuT/neviHKoBY HeAOCTATHICTb.

JoaatkoBa iHpopmaLis MPo OKpeMi rpynu nauieHTiB

MauieH TV NiTHLOrOo BiKy Ta NauieH TN 3 XPOHIYHMMI 3aXBOPHOBAHHSIMK cepls Ta/abo AnxanbHOT cucTemu

[JocnifpxkyBaHa nonynauia Ans NikyBaHHA rpuny BKOYana 340p0BUX LOPOCAUX/NIANITKIB | NauieHTIB i3 akTopaMun pusuky (NauieHTy 3 NiABULWEHUM PU3UKOM
PO3BUTKY YCK/a[HEHb, MOB’A3aHNX 3 TPUMOM, HaNpPUKIag, NaLieHT NiTHLOro BiKy Ta NawuieHTU 3 XPOHIYHUMU 3aXBOPIOBaHHAMY cepus abo AMXasbHOI CUCTEMN).
3aranom npoinb 6e3nekn y MigNITKIB Ta A0POCAMX i3 XPOHIYHMMM 3aXBOPHOBAHHAMMK Cepus Ta/abo 3axXBOPHOBAHHSIMU AMXaNbHOI cUCTeMU OYyB SAKICHO
MOPIBHAHHUM 3 TaKUM Y 30POBUX LOOPOBO/bLIB.

MauieHTw 3 ocnabneHMm iMyHITeTOoM

Y nogginHoMy cninomy AoCNif4KeHHI NiKyBaHHA rpuny BCboro 199 aopocinx nauieHTiB 3 0cnabneHnM iMyHIiTeTOM (L0 06CTEXYBa/IUCA 3 METO OLLiIHKM 6e3neKn)
Oynu paHLOMi30BaHi OTpMMyBaTK 03enbTaMiBip nNpotaroM 10 AHiB: 98 nauieHTIB OTpUMYBa/IM CTaHAAPTHY A03Yy o3enbTaMmiBipy (75 Mr 2 pasu Ha foby) Ta 101
nauieHT oTpumyBaB nNofgiHy ao3y (150 Mr 2 pasu Ha fo6y). Mpodinb 6e3nekn o3enbTamiBipy, O CrOCTePiraBcs B AaHOMy AOCMIIKEHHI, cniBnagas 3 TakMM, LLO
crocTepirascs B MonepefHix KNiHIYHUX SOCNIIKEHHSAX, B AKUX 03e/IbTamiBip 3aCTOCOBYBaBCS A/1 NIKYBaHHA rpumny Yy nauieHTiB 6e3 iMyHoaediuunTy (nawieHTis
6e3 IHWKMX 3axBOPtOBaHb ab0 NaujieHTIB i3 (PAKTOPOM PU3NKY [CYnyTHI 3aXBOPKOBaHHA cepus Ta/abo AuxanbHOT cuctemu]). BiACOTOK NauieHTIB, Yy SKKX
crnocTepirannca nNobiyHi aeuwa, 6yB MEHLWINM Y Fpyni CTaHAAPTHOIO 103YBaHHS MOPIBHAHO 3 FPYMNOK NOABINHOIO A03yBaHHA (49 % Ta 59,4 % BignoBiAHO).

Y 12-TWKHeBOMY AOChifpKeHHI npodinaktukn y 475 ocib i3 ocnabneHum iMyHiTeToM, B TOMYy uuchi y 18 giteil Bikom 1-12 pokis, npoginb 6esnekn y 238
nauieHTiB, AKi OTpPMMyBann 03eNbTamiBip, OyB MOPIBHAHHMM 3 TakMM, L0 CMOCTEpiraBca Yy KNIHIYHUX [AOCMIIKEHHAX 3aCTOCYBaHHA O3e/bTamiBipy Ans
npodinakTnKu.

[0iTwn 3 6poHXiaNbHOK acTMO

3aranom npodinb NoGiYHMX peakuiin y aiTeli 3 6pOHXiaIbHOK aCTMOKO OYB IKICHO MOPIBHAHHUM 3 TaKUM Y 340POBUX BiJHOCHO iHLUNX 3aXBOPHOBaHb AiTeN.

TepmiH NpUAaTHOCTI. 3 POKMW.
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