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IHCTPYKUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

OsenbTamisip
(Oseltamivir)

Cknap:

Aitoya pevyoBmHa: 03e/ibTamiBip;

1 kancynamicTuTb o3enbTamisipy 75,00 Mr y hopmi o3enbTamiBipy ocgaty 98,50 mr;

[OMOMIXKHI PEYOBUHMN: KPOXMaslb MPEeXeNaTuHi30BaHWi, Tanbk, NosigoH K30, HaTpito KpocKapMesnosa, HaTpito cTeapundymapar;
060/10HKa Kancynu:

TuTaHy giokeng (E 171), 3anisa okemg xoBTuin (E 172), 3aniza okcug vepBoHuii (E 172), xenaTuH, HaTpito naypuncynbdar.

JlikapcbKa hopma. Karncynu.
OcHOBHI (i3MKO-XIMIYHI BNaCTUBOCTI: TBEPAI XenaTnHoBI Kancynvm Ne 2 3 KOpnycoM KOPUYHEBOTO KO/IbOPY Ta KPULLIEYKOH KPEMOBOTO KO/MbOPY, 3 BiAOUTKaMu
«OP> Ha KpuLLeyLli Ta «75» Ha KOpnyci, HaHECEHNMN YOPHUM KO/IbOPOM. BMICT Kancyn— nopoLUoK Bif, 6i10ro 4o Maike 6is10ro Konbopy.

dapmakoTepaneBTUYHa rpyna.
MpoTMBIpYCHI 3aC06M ANS CUCTEMHOrO 3aCTOCYBaHHS. MpOTMBIPYCHI 3ac06m NpsamoT Aii. IHriGiTopn HelipamiHigasn. O3enbTamisip.
Kog ATX JO5A HO2.

dapMaKo/oriyHi BnacTmneoCTI.

dapmakogrHamika.

OsenbTamiBipy ocaT € nponpenapaToM akTMBHOro MeTabonity (03enbTamiBipy Kapbokcunaty). AKTUBHWIA MeTaboNIT € CENEKTUBHUM iHTiGITOPOM (hepMeHTY
HelipamiHigasn BIpyciB rpuny, WO SBASE COOOK TNIKONPOTEIH Ha MOBEPXHi BipiOHa. AKTMBHICTb BIpPYCHOro (DEPMEHTY HelpamiHifasn € BaXK/MBOKW [ANs
MPOHUKHEHHA BIPYCY B HeiH(IKOBaHI KNITUHW, BUBIMIbHEHHS HOBOYTBOPEHUX BIPYCHUX YaCTUHOK 3 IH(IIKOBaHUX KMITUH Ta MOAAbLLIONO MOLUMPEHHSA BIpYyCY B
OpraHismi.

OsenbTamiBipy kapbokcunaTt iHribye HeilpamiHigady BipyciB rpuny Tunie A Ta B in vitro. O3enbtamiBipy ocaT NpurHivye pennikauito Bipycy Ta Moro
naToreHHIcTb in vitro. O3enbTaMiBip Npy NepopasibHOMY 3aCTOCYBaHHI NPUrHivye pernikayito Bipycis rpuny Tunis A Ta B Ta /A0ro naToreHHicTb Ha MOAeNsax
rPUMNO3HOT IH(EeKLIT Yy TBapUH N Vivo Npu aHTUBIPYCHIM eKCno3unuit, Wo gocaranacs y NAMHM Npy 3acToCyBaHHI 403K 75 Mr Bidi Ha 006y .


mailto:

AHTUBIpYCHa aKTUBHICTb 03e/ibTamiBipy Oyna nigTBepa)keHa no BifHOLLEHHIO A0 BipyciB rpuny Tunis A Ta B B eKCnepuMeHTaIbHUX AOCMIIKEHHAX Y 340POBUX
[06pOBO/IbLIB.

3HaueHHs ICg 03enbTaMiBipy AN4 PepMeHTY HelpamiHifasn KNiHiYHUX i3014TiB BipyciB rpuny A konmsanucs Big 0,1 HMonb f0 1,3 HMonb, a 415 Bipycis rpuny B
CTaHoBWY 2,6 HMO/b. B ony6nikoBaHMX JaHWUX AOCNILKeHb Bif3HaYanncs BULLL 3HadeHHs 1Cxq 415 Bipycis rpuny B 3 megiaHoto 8,5 HMOSb.

Pe3nCTeHTHICTb A0 03eNbTamiBipy

KniHiYHI_A0CNiAXKEHHS. PU3NK NOSBKU BipyCiB rpuny 3i 3HKEHOK YYT/IMBICTIO ab0 BUPAXKEHOK PE3UCTEHTHICTIO A0 03eNbTaMiBipy BMBYABCS Mig Yac KAIHIYHMX
AocnigpKeHb. PO3BUTOK pe3MCTEHTHOCTI A0 03ebTaMiBipy Y Bipycy Mij Yac NikyBaHHS CNOCTepiraBca yacTille y AiTei, HK y JOpOoCcanX, Bapitoroum Big MeHLue 1 %
y gopocnnx o 18 % y HeMOBAAT BIKOM 40 1 poky. AiTU-HOCIT BipyCy, pe3sUCTEHTHOro [0 03e/bTaMiBipy, 3arasioM BUAINAAN BipyC NPOTAroM 6ibll TPUBaIoro
nepiofy MOPIBHAHO 3 TaKMMM i3 HEPe3NCTEHTHUM BipycoM. OfHaK CnpuUyMHEHa NiKyBaHHAM Pe3UCTEHTHICTb [0 03e/bTamiBipy He BM/vBasia Ha BIAMOBIAb Ha
NiKyBaHHA Ta He NpW3BOAW/IA 40 MOLOBXEHHSA CUMMTOMIB rpuny.

3arasiom 6inbll BMCOKa 4acTOTa Pe3UCTEHTHOCTI A0 03e/bTamiBipy crnocTepiranaca y AOpocaMx Ta NIANITKIB 3 0CnabneHnum iMyHITETOM, SKi OTpUMYBau
CTaHAapTHY abo noAgiliHy f03y 03enbTamiBipy npotarom 10 aHis [14,5 % (10/69) y rpyni cTaH4apTHOT Jo3u Ta 2,7 % (2/74) y rpyni noAgiiHOT 03], NOPIBHAHO
3 AaHVMKM [0CNiIKEHb 3@ Y4aCTO JOPOCnX Ta MigNiTKIB 6e3 iHLWMX 3aXBOPOBaHb, AKi OTPUMYBa/IN JliKyBaHHA 03e/1bTaMiBipOM. BifbLLICTb JOPOCANX NALiEHTIB, Y
AKNX PO3BMHYNACA PE3NCTEHTHICTb, BYNK NauieHTamu nicnsa TpaHcnnaHTauil (8/10 nauieHTiB y rpyni cTaHAAPTHOI 403K Ta 2/2 NauieHTiB y rpyni NoABiNHOT 403M).
BifbLWICTb MauieHTIB 3 BIpyCOM, Pe3UCTEHTHUM [0 03e/bTamiBipy, 6ynn iH(IKOBaHI BipycoM rpuny Tuny A Ta BUAINAIW BipyC MPOTAroM 6ifibll TPpUBaIoro
TEpMiHy.

UYacToTa pesnCTeHTHOCTI A0 03enbTaMiBipy Y AiTeil 3 ocnabneHum iMyHiTeTom (£ 12 pokiB), AKi OTpMMyBann Nikapcbkuid 3aci6 O3enbTamiBip y [ABOX
JocnimxeHHsx, gopisHioBana 20,7 % (6/29). 13 wectn fiTell 3 ocnabneHUM iMyHITETOM, Y SKMUX CMOCTepiraBcs PO3BUTOK PE3UCTEHTHOCTI [0 O3e/bTaMiBipy
NPOTAroM NiKyBaHHSA, 3 NaUieHTX OTPUMYBa/IM CTaHAAPTHY A03y i 3 nauieHTn — BUCOKY (MoABiViHY abo MOTPINHY) A03Y. BiNblWICTb i3 HUX Mann rocTpuii
NiMOIAHNIA NenKo3 i BiK < 5 poKiB.

YacToTa po3BUTKY Pe3NCTEHTHOCTI 40 03e/1bTamiBipy B K/IHIYHUX JOCNIAXKEHHSAX

Monynauis MayieHTn 3 MyTaLiamMy Pe3sUCTEHTHOCTI
nawieHTiB (%)
PeHoTMNYyBaHHA* "eHO- Ta

(heHOTUMYyBaHHA*

Jlopocni Ta 0,88 % (21/2382)| 1,13 % (27/2396)

nigNiTKN

Aitn (1—12 4,11 % (71U1726)| 4,52 % (78/1727)

POKIB)

HemoBnata (<1 |18,31% (13/71) | 18,31 % (13/71)

poKy)

*[oBHe reHOTMNYBAaHHSA B YCiX AOCMIIYKEHHAX He MPOBOAMIOCS.

MpoinakTuka rpuny

Hemae nigTBepmKeHHS BUHWKHEHHSI PE3UCTEHTHOCTI A0 /IiKapCbKOro 3acoby, acouiiioBaHOl i3 3acTocyBaHHAM npenapaTy O3senbTaMiBip, Y NpoBeAeHUX Ha
CbOTrOAHI KNIHIYHMX JOCNIIKEHHAX MNPOMINAKTUKNA TPUMy NIiCAs KOHTaKTy (7 AHIB), YneHam ciM’i nicng KoHTakTy (10 4HIB) Ta Ce30HHOI npodinakTuky rpuny (42



[HI) Yy nauieHTiB 3 ocnabneHum iMyHitetom. lig yac 12-TWXKHEBOro [LOCMNIIKEHHA NPOMINAKTUKM Yy MauieHTiB 3 0CnabneHuM iMyHITETOM BUHWKHEHHSA
PE3UCTEHTHOCTI He CrocTepiranocs.

KniHiYHI AaHi Ta faHi cnocTepe>keHb. Y Bipycax rpuny tuny A Ta B, BugineHnx y nauieHTiB 6e3 eKcrnosuuii 03ensTamMiBipom, in vitro 6ynv BUsBNeHi NPUPOAHI
MyTauii, acoLiioBaHi 3i 3HUKEHOH Yy TMBICTIO 40 03e/bTaMiBipy. Pe3nCTEHTHI WTamu, BigibpaHi nig yac NikyBaHHS 03eNbTamiBipoM, 6ynv BUAINEHI Y NaLieHTIB
3 HOpPMa/lbHUM Ta 0cnabneHMM IMYHITETOM. Y MauieHTiB 3 ocnabneHUM iMyHITETOM Ta AiTed MOMOALLIOrO BiKy PU3MNK PO3BUTKY PE3UCTEHTHOCTI [0 03eNbTaMiBipy
Mif Yac NikyBaHHSA Bipycy, 6ifbLL BUCOKWIA.

Byno BMSBNEHO, WO Pe3NCTEHTHI 40 03eNbTaMiBipy Bipycu, BUAINMEHI Y NaUIEHTIB, SKi OTPMMYBa/IN NiKyBaHHS 03e/lbTamiBipOM, Ta Pe3UCTEHTHI A0 03e/bTaMiBipy
nabopaTopHi WTamMu BipyciB rpuny MIicTATb MyTauil B HelipamiHigaszax N1 ta N2. MyTauii pe3ucTeHTHOCTI Manin TeHAEHUi0 ByTK cneumn@iyHUMK 40 BipyCHOro
nigTuny. 3 2007 poKy cnopafnyHO BUABNANACA PE3UCTEHTHICTb, L0 BUHMKaIA NMPUPOLHIM LLISXOM Ta 6yna acouinoBaHa 3 MyTauieto H275Y, y Ce30HHMX LTamax
HAIN1. Ak BusaBuiocs, YyTamBIiCTb A0 03e/IbTaMiBipy Ta NOLUMPEHICTb TaKMX BipYyCiB 3MIHIOETLCA CE30HHO Ta reorpadivHo. Y 2008 poui H275Y 6yna BUsiBNeHa y
> 99 % yupkyntotoumx izonatis rpyny HINL B €sponi. Y 2009 poui Bipyc rpuny HINL («CBUHAYMIA rpun») 6yB Maiixe 04HOPIAHO YYTIMBUM [0 03e/bTaMiBipy,
Mpy LbOMY HaaX0AUIN CIOPaLMYHI MOBILOMIEHHS NMPO PE3NUCTEHTHICTbL NMPU 3aCTOCYBaHHI Npenapary 3 MeTOH NiKyBaHHA Ta NMPOQIiNaKTUKN.

PapmakoKiHe TuKa.

BCMOKTYBaHHS

Micna nepopanbHOro NpuiioMy o3efbTamiBipy ocaT (nponpenapaT) Nerko BCMOKTYETHCA Y TPaBHOMY TpaKTi | 3HAYHOK MipOK MepPeTBOPHOETLCA Ha aKTUBHMIA
meTabonit (o3enbTaMiBipy Kapbokcunat) nifg Aieto nevyiHkoBuX ectepa3. He MeHLwwe 75 % NpuinHATOT BCepeaMHy A03W NOTpanase y CUCTEMHUIA KPOBOOGIr Y
BUINAAI aKTMBHOTO MeTaboniTy, meHwe 5 % — y BUMNA4I BUXIAHOrO npenaparty. [1a3MoBi KOHUEHTpaLii, K nporpenapaTy, Tak i akTMBHOMO MeTaboniTy,
NPOMopLiiHi f03i, TOMY He 3a/1eXaTb Bif, 0[IHOYACHOr 0 3aCTOCYBaHHS 3 KELO.

Po3nogin

Y NOAWHN cepefiHiii 06’eM po3noginy akTUBHOIO MeTaboniTy y pPiBHOBXKHOMY CTaHi — NpMOaM3HO 23 11, 06’€M, eKBiBa/IEHTHUIA 06’ €My NO3aKMITUHHOT PignHK
opraHiaMy. OCKifIbK/ aKTMBHICTb HeipaMiHifasu € N03aKNiTUHHOK, 03e/lbTaMiBipy KapboKcunaT 4oCArae BCiX OCHOBHMX MiCLb fIoKanisauii rpuno3HoT iHeKLUiT.
3B’ A3yBaHHA aKTMBHOIO MeTaboniTy 3 6iikamu niasMmn NAUHN HU3bKe (NpubnmsHo 3 %).

MeTtab60o/i3m

OsenbTamiBip 3HA4YHOK MIpOKD MEPETBOPHETHCA Ha 03e/bTaMiBipy KapboKcunaT Mif [ieto ecTepas, L0 3HaX0AAaTbCA NepeBakHO B nediHui. Hi o3enbtamisipy
(hocdpat, Hi aKTMBHMIA MeTaboNiT He € cybcTpaTaMm abo iHribiTopaMmyM OCHOBHUX i30(DEPMEHTIB cucTemMy LMTOXpoMy P450 y pocnimpkeHHAX in vitro. XKogHuX
KOH’ torartiB (hasu 2 ans 060X CrnonykK BUABNEHO iN Vivo He 6yno.

BuBegeHHA

O3enbTamiBip, LLLO BCMOKTaBCS, BUBOAUTLCS rOIOBHUM YMHOM (> 90 %) LUISXOM NepPeTBOPEHHS Ha 03e/bTaMiBipy KapboKcunat, SKWii He NMifAaeTbCA NOAabLUINA
TpaHcgopmalii Ta BMBOAMTLCA i3 ceyetd. Y OiNbLIOCTI NaUieHTIB MakKCUMaslbHa KOHLIEHTpaLisi akTUBHOMO MeTaboniTy Yy Mnasmi 3HWXKYETbCS 3 Nepiofom
HanieeuBefeHHS 6—10 roguH. MOBHICTIO aKTMBHWUIA MeTaboniT BUBOAUTLCA HUpKamu. HupkoBuil KnipeHc (18,8 n/rof) nepeBuLlye LUBUAKICTb KYyBOUKOBOT
GinbTpauii (7,5 n/rog), WO BKasye Ha Te, WO [A0AATKOBO NpenapaT BMBOAMTLCS LE 1 LUASIXOM KaHanbLEBOI cekpeuii. 3 Kanom BMBOAUTLCS MeHLe 20 %
NPUAHATOrO BHYTPILLUHLO PajioakTYBHO NO3HAYEHOr 0 Npenapary.

PapmakoKiHe TMKa B 0CO6IMBUX rpynax.

[iTn BiKOM Bif, 1 poKy

dapMaKoKiHETUKY 03e/lbTaMiBipy BMBYaiM y AiTeil BikoM Big 1 g0 16 pokiB y (hapMakOKiHETUYHOMY AOCNiMKEHHI 3 04HOPa30BUM NPUIOMOM npenapary.
dapmakokiHeTVKa Mpy GaraTopa3oBoMy MpUIAOMI NpenapaTy BUBYaNaCb Y HEBE/IMKOI KifIbKOCTI AiTel Yy KNiHIYHOMY [OCNiIKEHHI eqeKTUBHOCTI. Y AiTeid
MOJIOALLIONO BiKY BVMBEAEHHS MpOo-npenapary Ta akTMBHOro MeTabosiTy BifdyBasiocs LWBMALLE, HDK Y [OPOCAMX, L0 NPU3BOAMMO A0 GiNlbll HWU3bKOT eKCro3nLii,
BUpPaXXeHOT y MI/Kr fosu. Mpuidiom npenapaty y A03i 2 Mr/Kr Aae TakKy >XK eKCrosuuito 03efbTamiBipy KapbokcunaTy, fka A0CAraeTbCcs y AOPOCAUX Nicns




0AHOPa30BOro Npuiiomy 75 Mr npenaparty (Lo eKBiBaIeHTHO NPMGAN3HO 1 MI/Kr). ®apMaKoKiHeTVKa 03eNbTaMiBipy Y AiTe i NigniTKiB BiKOM Bif 12 pOKiB Taka X
cama, K i y JOpOC/uX.

MawieHTN NiTHLOrO BiKY

Y XBOPUX NMITHBOrO BiKy (65—78 pOoKiB) eKCno3uLis akTMBHOr0 MeTaboniTy B piBHOBaXXHOMY CTaHi Ha 25—35 % BuLLa, HXX Y MooAWNX nauieHTis (< 65
POKIB) NpW 3aCTOCYBaHHI aHanoriyHMx f[03 o3efbTaMiBipy. lMepiog HaniBBMBeAEHHA MpenapaTy B OCi6 NiTHLOro BiKy € MOAIGHMM [0 Takoro y MOMoALWNX
mauieHTiB. Ha 0CHOBI eKCno3uuii npenapaTy Ta rnepeHoCMMOCTI, HeMae HeobXIAHOCTI B KOPUTYBaHHI 031 NaLieHTam MiTHbOro BiKY, KPiM MauieHTIiB 3 MOMIPHOHO
ab0 TSHKKOH HUPKOBOK HeAOCTaTHICTHO (KNipeHe KpeaTuHiHy < 60 Mn/xB) (AuB. po3ain «Cnocib 3acTocyBaHHS Ta A03U»).

MaLieHTV 3 ypaXkKeHHSIM HUPOK

Mpwitom o3enbTamisipy docaty 100 mr 2 pasu Ha 4oby NpoTAroM 5 AHIB NavieHTaMu i3 Pi3HUM CTYNeHEM YpaXKeHHs HAPOK NPOAEMOHCTPYBaB, L0 eKcrno3uuis
03eNbTaMmiBipy KapbokcunaTy € 06epHEHO NPONOPLIAHOI 3HVKEHHIO (DYHKLIT HUPOK. [Na A03yBaHHA AMB. po3Aain «Cnocib 3acToCyBaHHSA Ta [03U».

MaLieHTV 3 YpaXKEHHAM NeYviHKK

3a pesynbTatamy in vitro JocnifkeHb, He OYIKYETbCA Hi 3HAYHOro 36i/bLUEHHSA eKCno3uuii 03enbTaMiBipy, Hi 3HAYHOrO 3HWXKEHHS eKCMOo3WULiT aKTMBHOIO
MeTaboniTy 03ebTaMiBipy Y NaLieHTIB 3 MOPYLUEHHAM (YHKLIT neviHkK (anB. po3ain «Cnocib 3acToCyBaHHSA Ta [103U1»).

BariTHi XiHKM

3BefileHnn MONyNALINHWIA (hapMakOKIHETUYHWIA aHani3 BKasye Ha Te, L0 peXxum [o3yBaHHA npenapaTy OsenbTamiBip, AKWA onmcaHo Yy posgini «Cnoci6
3aCTOCYBaHHS Ta [03u», NPU3BOAUTL 40 MeHLWOI ekcrnosuuii (B cepegHboMy 30 % MpOTAroM BCIX TPUMECTPIB) aKTUBHOIO MeTabosiTy y BariTHUX XIHOK Yy
MOPIBHAHHI i3 HeBariTHUMW. MpoTe MeHWa nepefdavyBaHa eKCnosuLisa 3aNMWAaETbCA BULLOKD Bif iHriOYHOUMX KOHUEHTpauUiin (3HaveHHs |Cgs) Ta Aianas3oHis

LWTaMiB Bipycy rpuny Ha TepaneBTMYHOMY piBHi. Kpim Toro, gaHi obcepBauiiHUX AOCNiLXeHb Bif0OpaXKatoTb KOPUCTL Bif MOTOYHOIO PEXMMY [03YBaHHA A1
[aHoT Karteropii nauieHTiB. TakuM YMHOM, He PEKOMEHAO0BaHO KOPWUryBaTW [03Yy A/ BariTHMX XIHOK MpW NiKyBaHHI abo npodinaktuui rpuny (4ve. po3gin
«3acTocyBaHHA Yy nepiog BariTHOCTi ab0 roflyBaHHS rpyaaL0»).

MavuieHTv 3 0cnabieHM iMyHITETOM

MonynsauiiHi apmMakoKiHETUYHI aHani3n NPoAeMOHCTPYBann, L0 3aCTOCYBaHHA 03eNbTaMiBipy AopocnuM i Aitam (< 18 pokiB) 3 0cnabneHuM iMyHITETOM (5K
BKa3zaHO B po3fini «Cnoci6 3acTocyBaHHA Ta A03W») NPU3BOAUTbL A0 36i/bLUEHHS MPOrHO30BaHOI eKcrno3uuii (NpubnnsHo Ha 5-50 %) akTMBHOIO MeTabonity
MOPIBHAHO 3 MauieHTaMy 3 HOPMaSIbHUM IMYHITETOM i3 MOPIBHAHHWUM KNIPEHCOM KpeaTuHiHY. Y 3B’A3KY 3 LUMPOKUM fiana3oHoM 6e3nekun akTMBHOro MetaboniTy
nauieHTam 3 oclabnieHnM iMyHITETOM KOPUryBaHHS 031 He NoTpibHe. OgHaK Ana nauieHTiB 3 0cnabneHnM iMyHITETOM Ta MOPYLUEHHAM (DYHKLUIT HAPOK 403y Chif
BiIKOpUryBaTK 3rigHoO 3 peKoMeHaauissMK1 y po3gini «Cnoci6 3acToCyBaHHA Ta J03U».

AHani3 papmMakoKiHETUYHUX | (PapMaKogUHAMIYHUX JaHWX ABOX LOCMNIMKEHb 3a Y4acTiO NauieHTiB 3 0cnabneHum iMyHITETOM MPOAEMOHCTPYBaB BiACYTHICTb
3HaYyL0l [OAATKOBOT KOPUCTI Bif 3aCTOCYBaHHSA [03, L0 NepeBULLYIOTh CTaHAAPTHY A03Y.

KniHIYHI XapaKTepuUcTnKM.
Noka3aHHA.

NikyBaHHs rpuny
OsenbTamiBip MoKasaHWn AN Aopoc/imX Ta AiTel BIKOM Bif 1 poKy, Y AKMX HasBHI CUMNTOMW rpuny, nNif Yac umMpKynauii Bipycy rpuny. EdekTuBHicTb 6yna
MPOLEMOHCTPOBaHa, KONM NiKyBaHHA 6Yy/10 pO3roYaTo NPOTAroM 2 AHIB Mic/isA NepLUoi NOsABY CUMMTOMIB.

MpodinakTuka rpuny:
- npoinakTnkKa rpuny y 4opocanx Ta fAiTei BiKOM Bif 1 poKy MiCnsi KOHTaKTY 3 0CO60H0 3 KiHIYHO [AiarHOCTOBaHWM rpunom nif vac UMpKynauii Bipycy
rpuny;



- BignosigHe 3acTtocyBaHHA npenapaty O3enbTamiBip 3 METOK NPOMINAKTUKIN TPpUny HeobXiLHO BU3HAYATWN B KOXXHOMY KOHKPETHOMY BUMaAKY, BPaxoBYyHUM
06CTaBMHM Ta 3BaXKaruM Ha rpyny nauieHTiB, AKiA NOTPiGeH 3aXUCT. Y BUHATKOBUX CUTYauisx (Hanpuknag, y pasi po36iKHOCTEN MiXK LMPKYHOHYUM
BIPYCOM rpuny Ta BipycOM rpuny, NpoTK AKOro NpoBOAMMACA BakUMHaLif, Ta Mij Yac naHAemir) ce3oHHY NpPogifakTMKy MOXHa NPOBOAUTM Y OCI6 BIKOM
Bif 1 poKy.

3acTocyBaHHsA npenapaty O3enbTamiBip He 3aMiHKOE BaKLMHALLIKO MPOTU rpumy.

3actocyBaHHs NPOTMBIPYCHUX 3ac06iB [/19 NliKyBaHHA Ta NpoiNakTuky rpuny mae 6asyBatuca Ha OQILiHUX pekomeHZauisX. PilleHHs Npo 3acToCyBaHHS
03enbTamiBipy Ans NikyBaHHA Ta NPOMINAKTUKX CNif NpuiiMaTy 3 ypaxyBaHHSIM XapakKTepUCTUK LIMPKY/OKUNX BipyCiB rpuny, AOCTYNHOI iHpopMaLil womo
4yT/MBOCTI BIPYCiB rpMny A0 NiKapCbKUX 3aC00iB Y KOXXHOMY CE30Hi, BN/IMBY 3aXBOPIOBAHHS Y Pi3HUX reorpadiiyHmx perioHax Ta rpynu nawieHTiB.

MpoTunokasaHHs.
MigBvLLeHa Yy TAMBICTb [0 03e/lbTaMiBipy (hoctaTy abo [0 6yab-SKOro KOMMOHEHTA NiKapCbKOro 3acooy.

B3aemogis 3 iHLUMMKW NiKapcbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOAINA.

dapMaKOKiHETUYHI BNaCTUBOCTI 03e/bTaMiBipy, Taki K cnabke 3B’ A3yBaHHS 3 6iflkaMu Ta MeTaboni3Mm, KU He 3anexuTb Bif cuctem CY P450 i rioKypoHigasu
(am.. po3ain «dapmMaKoKiHETMKa»), CBigYaTh, WO KNIHIYHO 3HaYyLLa B3aEMO/is 3 IHLUMMW NiKapcbK1MMM 3acobamm MasioliMoBipHa.

MpobeHeumna

Mpw ogHOYacHOMY NpuiioMi 03eNbTamiBipy i NpobeHeLMay 415 NaLieHTIB 3 HOPMa/IbHOK (PYHKLIE HAPOK KOpPeKLia 103K He NoTpibHa. OfHOoYacHe NpU3HaYeHHs
npobeHeunay, SKUIA € MNOTYXXHUM IHTI6ITOPOM aHIOHHOI O LW/ISXY HUPKOBOI KaHa/bLEBOT CeKpeLii, NpU3BOANTb A0 30i/bLLUEHHS €KCMNO3ULLIT aKTUBHOIO MeTabonity
03e/bTamiBipy NprbaM3HO BABIYI.

AMOKCULIMNIH

OsenbTamiBip He BUSIBNSE KIHETUYHOT B3aEMOMii 3 aMOKCULIMNIHOM, efliMiHaLis SKOro Bif0yBaeTbCA TUM XKe LUMSXOM, WO i 03eNbTaMmiBipy, WO CBiAYNTb NPO
Cnabky B3aEMOAII0 3 03e/1bTaMiBIPOM AaHMM LLIAXOM.

BvBeieHHA HUpKamu

KniHiYHO BaXknMBa B3aEMOAIA 3 iHLWMMMK NIKAPCbKUMK 3ac06aMK, SiKa BK/THOUAE KOHKYPEHLI0 3a HUPKOBY KaHaslbLEBY CEKpeLito, MasloiMoBipHa Y 3B’A3KYy 3
BiJOMUMU MeXamu 6e3nekun 6ifbLOCTi 3 UMX 3aco0biB, XapakTepucTuKamy eniMiHauii akTMBHUX MeTaboniTiB (Kny6oukoBa (ifibTpalis Ta aHIOHHa KaHasbLeBa
cekpewist) i 06’eMOM eKCKpeLiT 3a 4OMOMOror AaHux wnaxie. OfgHak cnif BUABNATU 06epeXXHIiCTb NPU NPU3HaYeHHi 03e/lbTamiBipy nalieHTam, fKi NpuiiMaroTb
NiKapcbKi 3aC061 3 aHANOTYHMM LUMSXOM eKCKpeLiT Ta By3bKUM TepaneBTUYHMM fiana3oHoM (Hanpuknag, Xaopnponamif, MeToTpekcar, (heHinbyTasoH).
JlogaTKoBa iHhopMaLlis

dapmakoKiHETUYHI B3aEMOAIT MiXK 03eN1bTaMiBipOM Ta MOro OCHOBHMM MeTaboNiTOM Mpy OAHOYACHOMY NPU3HaYeHHi 3 napaueTamonoM, aueTuncaniynioBoro
KMCNOTOK, UMMETUAMHOM Ta aHTauuaH1UMK 3acobamu (rifpoKcug MarHito i rifpoKcuf antoMiHilo, KasbLilo KapboHaT), pumaHTaguH abo BapgapuH (y nawieHTIs,
AKi 3HAX0AATbCA Ha CTabiNIbHUX A03ax BapgapyHy Ta He XBOPItOTb Ha FPWN) He BUAB/IEHI.

Y KNiHiYHuX gocnigpkeHHsAx 11 dasm 3acTocyBaHHS 03enbTaMmiBipy AN NiKyBaHHA 1 NpoginakTuky rpuny OsenbTamiBip npusHadanun i3 3aralibHOBXMBaHUMU
NiKapCbKMMK  3ac06aMu, TakMMU AK IHFIGITOPM aHriOTeH3NHMEPETBOPIOBA/IbHOIO (hepMeHTy (AlM®) (eHananpwn, KanTonpwn), TiasuaHi  AiypeTuKu
(6eHapodhnyasmna), aHTUGIOTMKM (MEHIUMNIH, LedanocnopyH, asuTPOMILMH, epUTPOMILMH | AOKCULMKNIH), 6nokaTopn H2-peuenTopiB (paHiTUAMH, UMMETUANH),
GeTa-6nokatopy  (MPONPaHoNon), KCaHTUHW  (TeodiiniH), cuMnaTtoMiMeTMkn  (ncesgoededpuH), onioign  (KOAEIH), KOPTMKOCTEepOigW, iHranauinHi
OpoHxofunaTaTtopy, aHabreTukn (aueTuncaniumiosa Kucnota, ibynpodeH i napauetamosn). MNpu 3actocyBaHHi O3enbTamiBip pasoM 3 MepepaxoBaHMMU
npenapaTaMu 3MiH1 NPoginto 6e3nekn Ta YaCTOTW BUHUKHEHHS MOGIYHNX peakLiil He 3apeecTpOoBaHi.




MexaHi3M B3aEMOZi 3 NepopasibHUMMN KOHTpaLenTUBamm BifCY THIl.

Oco6MBOCTI 3aCTOCYBaHHS.

OsenbTaMiBip e(eKTUBHUIA TifIbKM NPOTW 3aXBOPHOBaHb, CMAPUYMHEHWUX Bipycamu rpuny. [aHux LWOAO0 e(heKTUBHOCTI 03enbTaMiBipy Mpu OyAb-KUX
3aXBOPOBAHHSAX, CMIPUYNUHEHNX IHLWIMMK 30YHNKaMK, KPiM BipyCiB rpuny, Hemae.

3acTocyBaHHd npenapaty O3enbTaMisBip He 3aMiHKOE BaKLMHALLIKO NPOTK rpuny. 3acTocyBaHHsA npenapaTy O3e/bTamiBip HE MOBMHHO BMNAMBATU HA 0OCTEXEHHS
0Ci6 CTOCOBHO LLOPIYHOT BaKUMHaLiT NpoTK rpuny. 3aXMcT NPOTV rpuny TPMBaE NuLLE Nig vac npuitomy npenapaty O3enbTamisip. Mpenapat O3enbTamiBip cnifg
3aCTOCOBYBATU A5t NiIKyBaHHA Ta MPOMiNakTUKN rpuny nvwe npyv HasiBHOCTI HafiiHMX enifeMioNnoriyHmMxX AaHux, SKi CBigvaTb MpPO UMPKYNsUito Bipycy.
[MpoAEeMOHCTPOBAHO, WO YYT/IMBICTb LMPKY/IOKYMX LWTaMIB Bipycy rpuny fo npenapaty O3sefibTamiBip Mae BWCOKY BapiabenbHICTb, TOMY ikap MOBUHEH
BPaxoBYyBaTW HaNCBIXiLY iHhopMaLito 040 YYTAMBOCTI A0 03e/bTaMiBipy LMPKYNOKUMX Ha AaHWiA Yac BipycCiB nepe NPURHATTAM PilLeHHS MPO 3aCTOCYBaHHSA
npenapaty O3enbTamisip.

TaXKKI LWKIPHI peakwii Ta peakLil rinepyyTIMBoCTi

IMig yac NOCTMapPKETUHIOBOro 3acTocyBaHHA O3e/bTaMiBip MOBIAOMISNOCS NPO BUMAAKU aHaiNakcil Ta THKKUX LUKIPHUX peakLuiil, BKIHOYaUM TOKCUYHWIA
enigepMasibHUN HeKponi3, cuHapom CTiBeHca-[)KOHCOHa Ta My/bTUOPMHY epuTeMy. Chig BigMiHUTY O3enbTaMiBip i NPU3HAUMTY BiLNOBIAHE /liKYBaHHS, AKLLO
crnocTepiratoTbCs Taki peakuii, abo € Nigo3pa LWo40 iX BUHUKHEHHS.

THKKI CYNYTHI CTaHu

Hemae iH(opmauii woao 6e3nekn Ta eeKTUBHOCTI 3aCTOCYBaHHS 03eNbTamiBipy Y MauieHTIB 3 TAXKMMU UM HECTAbIIbHMMUN 3aXBOPIOBAHHAMMW 3 HEMUHYUYUM
PU3MKOM rocnitanisauii.

MauieHTV 3 0cNabeHUM IMyHITETOM

Besneka Ta eq)eKTVBHICTb 03eNbTaMiBIpY AN NiKyBaHHA Ta NPOMINAKTUKN TPUNY y nawieHTiB 3 0clabieHnM iMyHITETOM He BCTAHOBJIEHI.

3axBoprOBaHHS cepus/ AnXanabHOI CUCTEMM

E(eKTVBHICTb 03e/IbTaMiBIpy A/19 NiKyBaHHA OCI6 3 XPOHIYHUMIK 3aXBOPIHOBAHHAMY Cepus i/4M 3aXBOPIOBaHHAMMN AUXa/IbHOT CUCTEMU HE BCTAHOBJEHA. Y TaKuX
navyieHTIB PI3HMLA Y YaCTOTi YCKNaAHeHb MDK rpynamMm NikyBaHHSA Ta niauebo He cnocTepiranacs.

TsKKa HUPKOBA HEJOCTATHICTb

Kopekuis go3un npenapaty O3enbTaMiBip Npy 3aCTOCYBaHHI /19 /TIKYBaHHA Ta NPOMINaKTMKM PeKOMeHAYETLCA AopocnvM Ta nignitkam (13-17 pokiB) 3 TAXKO
HMPKOBOK HefOoCTaTHICTIO. HeaocTaTHbO KAIHIYHUX AaHMX LWOAO 3aCTOCYBaHHA AiTAM BIKOM Bif 1 pOKY 3 HMPKOBOK HEAOCTaTHICTIO AN peKoMeHAdauiin 3
[03yBaHHA (AMB. po3aiin «Cnoci6 3acTocyBaHHSA Ta 03u», «PapMakoKiHETUKA).

HelponcuxiyHi po3naam

Y XBOpUX Ha rpun (nepeBaxkHo y AiTel Ta NigNITKIB) Npu 3acTocyBaHHI npenapaty O3enbTamiBip 6ynun 3adiikcoBaHi BUNAAKWM HEMPONCUXIYHMX po3nagiB. Taki
po3nafn TakKoX Oynn 3apeecTpoBaHi Yy XBOPUX Ha rpuM, fKi He 3aCTOCOBYBaiM Lel npenapat. 3a CTaHOM NauieHTIB CMif peTenbHO criocTepirat Ans
BUAB/IEHHA 3MiH Y MOBEfiHLi, @ KOPUCTb Ta PU3MK MPOAOBXEHHS NiKyBaHHSA CNif OUiHIOBaTM 3 00EPeXHICTIO A/19 KOXHOro nauieHTta (ame. posgin «obiyHi
peakuii»).

YTunisalia HeBMKOPUCTAHOrO npenapaTy Ta npenapaTy i3 MPOCTPOYEHUM TEPMIHOM NPUAATHOCTI. HagxomKeHHA NiKapCbKOro 3acoby y 30BHILLHE
cepeioBULLE HEOOXIAHO 3BECTM A0 MiHIMYyMY. JTiKapCbKMii 3acib He cnif BUKMAATW y CTiYHI BoAM | No6yToBI Bigxoan. AN yTunisauii HeobxiAHO BUKOPUCTOBYBATH
Tak 3BaHy cUCTeMy 360pYy BiAXOAiB, NPY HaABHOCTI TaKOI.

3acTocyBaHHs y nepiof BariTHOCTI abo rogyeaHHsa rpyaaio.



BariTHicTb

["pun acouitoeTbea 3i LWKILMBUM BNIMBOM Ha nepedir BariTHOCTI, PO3BUTOK N/iofa Ta 3 PU3MKOM 3HAYHUX BPOMKEHMX Baj, PO3BUTKY, Y TOMY UYAC/I BPOLXKEHUX
Baf, cepus. Benmka KinbKiCTb AaHUX LWOAO 3aCTOCYBaHHS 03e/bTaMiBipy Mij Yac BariTHOCTI, OTPMMaHMX y NicispeecTpayiinHmin nepio Ta B Xo4i o6cepsaliiHNX
pocnifpkeHb (6inbwe HXX 1000 HacniAKiB eKCNO3nLiT Mig Yac NepLuoro TPUMeECTPY), CBiAYaTb NPO BIACYTHICTL Y 03eNbTaMiBipy Maib@OPMaTUBHOI UM (eTaNlbHOT
/HeoHaTaIbHOT TOKCUYHOCTI.

OfHak B ofgHOMY o6cepBaLiiHOMY LOCNiMKeHHI Ha TAi BiACYTHOCTI MNiABULLEHHA CYKYMHOrO pPU3MKY BPOKEHWX Baf PO3BUTKY pe3ynbTaTu LLOAO0 3HAYHMX
BPOPKEHWNX Baf Cepus, AiarHOCTOBAHWX MPOTAroM 12 micsALiB NiCNs HAPOLXKEHHS, He By NEPEKOHIMBUMW. Y LibOMY LOCNILXKEHHI 4acTOTa BUHUKHEHHS 3HAYHUX
BPOMKEHUX Baf cepust Micns BNAMBY 03e/bTaMiBipy B nepLlioMy TPMMeCTpi ctaHoBuna 1,76 % (7 HemoBnAT i3 397 BariTHocTei) nopisHaHO 3 1,01 % ans
BariTHocTein 6e3 BNAMBY 03e/bTaMiBipy Y 3araiibHOT nonynauii (BigHoWweHHs pusnkis 1,75, 95 % fosipunii iHTepsan Big 0,51 go 5,98). KniHiyHe 3HaYeHHs LuX
[aHNX He3po3yMife, OCKINIbKN faHe AO0CNIKEHHS Masio 0OMEXEHWIn po3Mip BMOIPKK. TakoX Le AoCNiKeHHS O6yN0 HeAOCTaTHLO MaclUTabHMM Ans AOCTOBIPHOI
OLiHKM OKpPEMUX TUMIB 3HAYHUX BPOLKEHNX Baf; OKPIM TOro, 6yn10 HEMOX/MBO NOPIBHATIA Y NMOBHOMY 06CS3i XIHOK 3 €KCNO3uLiet0 03e/bTamiBipy Ta 6e3 Hel i,
30Kpema, BU3HaYMTW, YN XBOPINIA BOHM Ha rpun.

JocnimpKeHHs Ha TBapuHaX He CBIAYaTb MPO PenpPoAyKTUBHY TOKCUYHICTb.

3a HeobXigHOCTI 3acTocyBaHHA npenapaty O3enbTamBip Nif Yac BariTHOCTI MOXe PO3rnsafaTucs 3 ypaxyBaHHAM HafBHOI iH(opmalii 3 6e3neky Ta KOpUCTI, a
TaKOoX MaTOreHHOCTI LMPKY/OKYOro Wramy Bipycy rpuny.

"oayBaHHA rpy Ao

Y NaKTylouux LWypiB 03eNbTamiBip Ta akTWBHWIA MeTaboniT NPOHUKAKOThb Y rpyfHe MOJIOKO. ICHYe ayxxe obMexeHa iH(opmalis Lofo AiTeid, maTepi AKMUX
OTPMMYBa/IN 03e/IbTaMiBIp B Mepiof nakTalil, Ta WOoA0 eKCKpeLii 03enbTaMiBipy Y rpyaHe MOJIOKO NoANHN. O6MeXeHi faHi eMOHCTPYHOTb, WO 03eNbTaMiBip Ta
AOro aKTUBHWUIA MeTaboNiT Gynu BUSBMEHI Yy TPyAHOMY MOMOLi, OAHAK iX PiBHI 6Y/IM HU3bKMMMU, WO MOXE MPU3BECTM 40 OTPUMaHHA Cy6TepaneBTUYHOI [03U
HeMOBNAMW. BpaxoBytoum Li [aHi, a TaKoX NaToreHHICTb LMPKY/IOKYOro Wwramy BipyCy Fpumy Ta CTaH XKIHKW, fKa rogye rpyagto, Moxe 6yTu po3rfisHyTo
MUTaHHA NPO NPU3HaYeHHs 03e/bTaMiBipy 38 YMOBM O4EBUAHOI MOTEHLIHOT KOPUCTI /151 XKIHKW, SIKa rOAYeE rpyaato.

PepTUNbLHICTL
Ha ocHOBI JOKNiHIYHMX JaHUX [0Ka3u NPO BB NiKapCcbKoro 3acoby O3enbTamiBip Ha (hepTUIbHICTb YOMOBIKIB a60 XXIHOK BIACYTHI.

30aTHICTb BNMBATM Ha LWBMAKICTb peaku i’ Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MaMu.
Mpenapat O3ebTamiBip He Mae BM/INBY Ha LLIBUAKICTb peakuii Npu KepyBaHHI aBTOTPAHCMOPTOM ab0 iHLLIMMK MexaHi3MaMu.

Cniocib 3acTocyBaHHA Ta [03W.

Cnocib 3acTocyBaHHS

[ns nepopasibHOro 3aCTOCyBaHHS.

MawieHT, AKi He MOXKYTb NMPOKOBTHYTM Kancyny, MOXYyTb OTPUMYBaTW BIAMOBIAHI 403W NpenapaTy 03eNbTaMiBip Y BUTNAAi MOPOLLKY A1 Opa/ibHOT CYCeH3il.
J03yBaHHS

OsenbTamiBip y Karcynax Ta 03e/ibTaMiBip Y BUrNA4I CyCneHsii € 6i0eKBiBa/IEHTHUMMN JTiIKAPCbKNUMU (hopMamu.

Ona pitedl Ta Aopocnvx nauieHTiB, AKi MaloTb TPYAHOLLI i3 KOBTaHHAM Kancyn abo noTpebytoTb HMDKYY 03y MpenapaTy, PeKOMeHAYETbCA 3aCTOCOBYBATU
03eNbTaMmiBip y BUrNA4I MOPOLLKY /15 OpasibHOT cycneHsil (6 mr/mn).

[Jopocni Ta nigniTku BikoM Bif, 13 pokiB

JlikyBaHHSl. PeKoMeHA0BaHWNA pexXnM [03yBaHHS npenapaTy OsenbTaMiBip — Mo 1 Kancyni 75 mr 2 pasu Ha [00y nepopanbHO NPOTAroM 5 AHIB Aopoc/iMm Ta
nignitkam (13-17 pokis) 3 Macoto Tina GinbLue 40 Kr.




[ns nauieHTiB 3 ocnabneHum imyHiTeToM (gopocni Ta nignitkm (13-17 pokiB) 3 macoto Tina 6inblie 40 Kr) peKOMeHA0BaHWUI PeXXUM [03yBaHHS NiKapCbKOro
3acoby OsenbTamiBip — no 1 kancyni 75 mr 2 pasu Ha fo6y nepopanbHo npoTarom 10 AHIB (aMB. nigpo3ain «o3yBaHHA B 0CO6/MBMX BuUMagkax. MauieHTn 3
0CNabneHnM IMyHITETOM>).

JlikyBaHHSA NOTPIGHO PO3MOYNHATI SKOMOTra paHille, NPOTArom NepLUmx ABOX AHIB MOABU CUMMTOMIB rpuny.

MpoinakTuKa nicng KOHTakTy. PekomeHAoBaHa f103a npenapaTy O3enbTamiBip 415 NPpoMiNakTUKK rpuny nicns TICHOro KOHTaKTY 3 iH(iKoBaHOK 0c060k —no 75
mr 1 pa3 Ha fo6y nepopasibHO npotaromM 10 AHiB fgopocanm Ta nigfiitkam (13—17 pokis) 3 macoro Tina 6inblie 40 Kr, y TOMY Yucni nawieHTaMm 3 ocrabnieHnv
iMyHiTeTOM (gopocni Ta nmignitkn (1317 pokiB) 3 macoro Tina 6inblie 40 Kr). JliKyBaHHA CAif PO3rnoYnmHaTV AKOMOra LUBMALLIE NPOTATOM ABOX AHIB NicNs
KOHTaKTY 3 iH(DiKoBaHOK 0C060H0.

[MpoinakTmMKa Nifg 4Yac Ce30HHOI enigemii rpuny. PekomeHA0BaHa 4o3a 415 NpoinakTMKKM Nif Yac cnanaxy Ce30HHOI enigemii rpuny — no 75 mMr 1 pa3 Ha foby
NPOTAroM 6 TWXKHIB (260 A0 12 TWXKHIB /19 NaLEHTIB 3 0CNabNeHUM iIMYHITETOM, AUB. PO3A4iAN «OCo6/IMBOCTI 3aCTOCYBaHHS», «[106IYHI peakLii»).

[iTun BiKom Bif 1 o 12 pokis

JlikyBaHHA. PekomeH0BaHWI peXxmm [03yBaHHA npenapaty O3enbTamiBip — Mo 1 kancyni 75 Mr 2 pasu Ha Jo6y nepopasbHO NpoTAroM 5 AHIiB 4iTAM BikoM Big, 1
POKY 3 Macoto Tina 6inbLue 40 Kr, sKi 30aTHI NPOKOBTHYTW Karcyny.

Ons piteir 3 ocnabneHVM iMyHiTeTOM BikOM Bif 1 poKy 3 macoto Tina 6inbwe 40 Kr, fKi 34aTHI MPOKOBTHYTK Karcyny, PeKOMeHA0BaHWUI PEXUM [03YBaHHA
nikapcbKoro 3acoby OsenbTamiBip — no 1 kancyni 75 mr 2 pasun Ha go6y nepopasibHo npotsarom 10 AHiB (AMB. Nigpo3ain «[o3yBaHHA B 0COONMBUX BUNaKax.
MawieHTn 3 0ocnabneHUM IMyHITETOM>).

AKLLIO NaLieHTV MarTb TPYAHOLLI i3 KOBTAHHAM Karcyn abo moTpebyroTb HMbKYY [03Y Mnpenaparty, PeKOMEeHAYETbLCA 3aCTOCOBYBATW 03e/lbTaMiBip Y BUMNIAAI
MOPOLLIKY ANs opasibHOT cycneHsit (6 mr/mn).

NikyBaHHA NOTPIGHO PO3NOYMHATM SKOMOra LWBKALLE, MPOTArOM NepLUMX ABOX AHIB MOSABY CUMNTOMIB rpumny.

MpodinakTnka nicns KOHTakTy. PeKoMeHA0BaHUI pexxum [03yBaHHSA npenapaty O3enbTamiBip —no 1 kancyni 75 mr 1 pa3 Ha fo6y nepopasibHo npoTtarom 10 gHiB
AITAM BiKOM Bif, 1 poky 3 macoto Tina 6inbLie 40 Kr (y ToMy Ynchi AiTAM 3 0cnabneHnM iMyHITETOM), SIKi 34aTHI MPOKOBTHYTK Karcyny, Ans NpoQinakTukn nicns
KOHTaKTY 3 XBOPMM Ha rpun. AKLLO NauieHTV MarTb TPYAHOLLI i3 KOBTAHHAM Karcyn abo noTpebytoTb HUXKYY L03Y npenaparty, peKOMeHAYETbCA 3aCTOCOBYBATH
03eNbTaMmiBip y BUrNA4i MOPOLLKY 418 OpasibHOT CycneHsil (6 mr/mn).

MpoinakTu1Ka Nif Yac Ce30HHOT enigemii rpuny. MpodinakTuka nif yac Ce30HHOI enigemii rpuny y Aiter Bikom A0 12 pokKiB He JocniKyBanacs.

J103yBaHHSA B 0COOGNMBUX BUNAAKaX

MauieH Ty 3 NOpYyLUEHHAM PYHKLIT NeYiHKM

Hemae HeobXigHOCTI KopUryeaTtu 403y A4/19 NiKyBaHHA ab0 NPoMiakTUKKL NaLieHTaM i3 NopyLueHHAM QYHKLIT nediHKKW. be3neka i hapMakoKiHeTVKa 03e/bTamiBipy
y AiTel i3 NopyLeHHAM (YHKLIT NEYiHKN HE BUBYA/IUCS.

MauieHTN 3 NopyLUEHHAM OYHKLIT HUPOK

NikysaHHsa rpuny. Kopekuis fo3v npenapaty O3enstamiBip HeobxigHa fopocnnm Ta nigiitkam (13—17 pokis) 3 MOMIPHOI ab0 TAXKOK HUPKOBOK HEeLOCTATHICTHO
(ams. Tabn. 1).

Tabnmuysa 1



KnipeHc KpeaTUHIiHY

PekoMeH/I0BaHa 103a At

NiKyBaHHSA
> 60 mn/xB 75 Mr 2 pasu Ha foby
Big > 30 g0 60 mn/x8 30 mr (cycneHsis) 2 pas3u Ha

Aoty

Big > 10 go 30 mn/xs

30 mr (cycneHsis) 1 pa3 Ha o6y

< 10 mn/xB He peKoMeHAyeTbCA (aaHi
BIZICYTHI)
nauieHTn, ki 30 mr (cycneHsist) nicns
nepebyBatoTb Ha KOXXHOr O ceaHCy remogianisy
remogiasnisi
nauieHTu, aKi 30 mr (cycneHsis) oAHOpa30Bo
nepebyBatoTb Ha
nepuTOHealbHOMY
Aianisi*

*  JlaHi OTpUMaHi B pe3ynbTaTi JOCNiMKeHb Yy XBOPUX, SKi 3HAX0AATbCA Ha MOCTIMHOMY ambynaTopHOMy nepuToHeanbHomy aianisi (MAMA); KnipeHc o3enbTamiBipy
KapbokcmnaTy, K O4YiKyeTbCsl, Oyae BULMM MpY BUKOPUCTaHHI aBTOMAaTM30BaHOr0O MOCTIHOIMO UMKNIYHOro nepuToHeanbHoro gianisy (MLUMA). Pexum nikyBaHHS MOXe

3miHtoBaTuck 3 MLUMA Ha MAMA, SKWwo Hethponor BU3HaE Lie 3a HeobxiHe.

MpodinakTuka rpuny. Kopekuis go3n npenapaty O3enbTamiBip HeobxigHa gopocnum Ta nignitkam (13-17 pokiB) 3 MOMIPHOK abo TSXKKOK HMPKOBOH)
HeA0CTaTHICTIO (auB. Tabs. 2).

KnipeHc KpeaTuHiHY

PekomMeHA0BaHa

f03a ons
NpogiNaKkTUKm

> 60 mn/xB 75 mr 1 pa3 Ha
poby
Big > 30 go 60 mn/xB 30 mr
(cycnensis) 1
pas Ha o6y
Big > 10 go 30 mn/xB 30 mr

(cycneHsis)
yepes JeHb

Tabnuus 2



< 10 mn/xs He
PEKOMEHYETHCS
(paHi BigCyTHI)
nawieHTn, aKi 30 mr
nepebyBatoTb Ha (cycneHsis)
remogianisi Nicns KOXHOro
APYroro ceaHcy
remogianisy
nauieHTn, aKi 30 mr
nepebyBatoTb Ha (cycnensin) 1
NepuTOHealbHOMY  |pa3 Ha TVKAEHb
pianisi*

*  JaHi oTpuvMaHi B pe3ynbTaTi JOCNIMKEHb Y XBOPUX, AKI 3HAXOAATbCA Ha MOCTIHOMY amb6ynaTtopHOMY nepuToHeanbHoMy Aianisi (MATML); KnipeHc o03enbTamiBipy
KapbokcunaTy, K O4YiKyeTbCs, Oyae BULMM MpY BUKOPUCTaHHI aBTOMAaTM30BaHOrO MOCTIAHOIMO UMKNIYHOro nepuToHeanbHoro gianisy (MLUMA). Pexum nikyBaHHA MOXe
3miHtoBatuchk 3 MUMNA Ha MAMA, SKWo Heposior BU3HAE Lie 3a HeobXifHe.

HepocTaTHbO KMIHIYHMX AaHUX ANS HafaHHS PEKOMeHALLi 3 L03yBaHHS AITAM 3 NOPYLUeHHAM (YHKLIT HUPOK BiKOM A0 12 poKiB.

MauieHTn NiTHLOrO BiKY

Hemae noTpebu Kopurysatu 03y, 38 BUHATKOM HasABHOCTI MOPYLLEHHS (hYHKLIT HUPOK MOMIPHOI0 ab0 TAXKKOrO CTYTEHS.

MauieHTw 3 ocnabneHMm iMyHITeTOoM

JlikyBaHHs. PeKoMeH0BaHa TPUBAICTb NiKyBaHHSA rpuny y nauieHTiB 3 ocnabneHnM iMyHiTeToM cTaHoBUTb 10 AHIB (aUB. po3ainn «Oco6MBOCTI 3aCTOCYBaHHS,
«[M06iYHI peakuii»). Kopekuisa 1031 He NoTpibHa. JTlikyBaHHS CNif pO3rnoYmMHaTh AKOMOra LWBMALLE NPOTArOM NepLumnx ABOX AHIB NOSBM CUMMTOMIB rpumny.
Ce3oHHa npodifakTuka. Y nauieHTiB 3 0cnabneHnM iMyHITeTOM BuBYanacs fAoBlla TpuBanicTb (40 12 TWXKHIB) CE30HHOI MpPOoMinakTUKM (AMB. PO3Ainu
«OC061MBOCTI 3aCTOCYBaHHA», «[106I4HI peakLii»).

aiTn.

HasBHa iHopmaLis 3 6e3nekn 3acTocyBaHHS npenapaty O3enbTamiBip 415 NliKyBaHHSA rpuny y AiTei BiKOM Bif 1 poKy, OTpUMaHa y Xofi NpoCreKTUBHUX Ta
PETPOCMEKTMBHUX AOCNIKEHb CMOCTEPEXEHHS, Ta [AaHi enigemionorivyHoi 6asm faHuX Ta NicnspeecTpalinHOro 3acTocyBaHHA CBiAgYaTh, WO Npoginb 6e3nekn y
[iTei BikoM Bif, 1 poKy NOPiBHAHHWIA 31 BCTAHOB/IEHUM MPOdineM 6e3nekn y LOPOCUX.

3acToCoBYIOTb AiTAM BIKOM Bifj 1 poKy 3 Macoto Tifa 6isibe 40 Kr, AKi 34aTHI NPOKOBTHYTU Karcyy.

Nepeno3yBaHHA.

MMoBiAOM/IEHHA MPO Nepefo3yBaHHA /liKaPCbKOro 3acoby OsenbTamiBip Oynu ofepxaHi Nif yac KNiHIYHUX AOCNILKEHb Ta MPOTArOM MOCTMapKETUHIOBOro
3aCToCyBaHHA npenapaTy. Y 6iNblIOCTi BUNaAKIB Nepeo3yBaHHSA MPO NO6iYHI peakwyii He MoBiAOM/IANOCS.

Mo6iyHi peakuii, NPo SKi NOBIAOMAANOCSA NPW Nepeao3yBaHHi, 6yNn 3a XapakTepoM Ta Po3noAiioM NOAIGHUMI A0 TKX, WO CNOCTEPirainca npu 3acToCyBaHHiI
TepaneBTUYHNX 403 Npenapaty O3enbTamisip (AMB. po3ain «Io6iuHI peakuii»).

CneungivyHnin aHTUAOT HEBIAOMMUIA.



LiTn
YacTile nosifomsnocs nNpo nepefo3yBaHHS y AiTel, HiXK Yy gopocnmx Ta nigniTkie. Cnif BusBNATA 06epeXkHICTb Npu 3acTocyBaHHI npenapaty OsenbTaMiBip
LITAM.

Mo6iuHi peakuil.

Y uinomy npoinb 6e3nekn nikapcbkoro 3acoby O3enbTaMiBip 6a3yeTbCs Ha AaHWX NiKyBaHHA rpuny y 6049 gopocnux/nignitkie Ta 1473 giteld, aKi oTpUMyBan
OsenbTamiBip abo nnauebo, Ta Ha JaHuX npoginakTuky rpuny y 3990 gopocamx/nigniTkie Ta 253 aitei, ki otpumyBany O3enbTamiBip a6o nnauebo y KMiHiYHUX
pocnimkeHHsax. Kpim Toro, 245 nauieHTiB 3 0cnabneHnm iMmyHiTeTom (BKIOYaroum 7 nignitkie i 39 agiteid) otpumysanm O3enbTamiBip 415 NiKyBaHHA rpuny Ta 475
nauieHTiB 3 ocnabneHnm iMyHiTeTom (BKtoYatoum 18 giteid, 10 —y rpyni nikapcbkoro 3acoby O3senbTamiBip, 8 —y rpyni naue6o) otTpumysann O3enbTamisip abo
nnaue6o Ansg NpoginakTuky rpuny.

Y popocnmx/nigniTkis npu npuitomi npenapaty O3enbTaMiBip Y AOCNIAKEHHAX 3aCTOCYBaHHA 415 NiKYBaHHA FpUMy HayacTiluMMy HebaxKaHUMK sBuLLLaMUN By
Hy[OTa i 6/110BaHHS, Y JOCNIMHKEHHAX 3aCTOCYBaHHA 419 NPOQINaKTUKL rpuny — HygoTa. Mpo 6ifbLicTb i3 UyxX NOBGIYHUX peakLiil NoBigOMAN0CS B MOOAUHOKNX
BMMaAKax, BOHW Ma/li TPAH3UTOPHWUIA XapakTep i BUHUKa/IN, SK NpaBuio, Y NepLuvMin-apyruil AeHb NikyBaHHS Ta CaMOCTIMHO 3HUKanu Yepe3 1—2 AHI. Y pitein
HalyacTilwmmM HebaxkaHM aBULLLEM BY10 6/110BaHHSA. Y 6ifbLLIOCTI BUNaAKiB Wi NO6IYHI peakuii He NpM3BOAMAM A0 BiAMiIHM npenapaty O3enbTaMisip.

MMig yac NOCTMapPKETUHIOBOro 3aCTOCYBaHHS 03eNbTaMiBipy PiAKO NOBIAOMINSNOCA NP0 HaCTYMHi Cepito3Hi NoGiYHI peakuii: aHaginakTUYHI Ta aHadinakToigHi
peakuii, MOpPYLUEHHS 3 60Ky MeYiHKM (6/IMCKaBUYHUIA renaTuT, MOPYLUEHHS (YHKUIT MeYiHKM Ta >KOBTAHMUS), aHriOHEBPOTUYHWUIA HabpsiK, CUHAPOM
CriBeHca->KOHCOHa Ta TOKCUYHWI enigepMaibHUIn HEKPONi3, LWTYHKOBO-KULLKOBA KPOBOTEYA Ta HeMpONCUXivHi po3nagm (CTOCOBHO HEMpPOMNCUXiYHMX po3najis
AMB. po3ain «Oco6NMBOCTI 3aCTOCYBAHHSA»).

[ns onucy 4acToTy NOGIYHMX peakLii BUKOPUCTOBYBaIM HACTYIMHI KaTeropii: gyxe nowmpeHi (= 1/10), nowwmpeHi (= 1/100, < 1/10), HenowwmpeHi (= /1000, < 1
/100), pigko nowwmpeHi (= 1/10000, < 1/1000), ay>ke pigko nowmpeHi (< 1/10000). Mo6iyHi peakuyii BigHeCEHO [0 NeBHOT KaTeropii 3rifHo 3 aHali3oM 06’ egHaHUX
[aHUX KNIHIYHUX JOCNIIKEHD.

JlikyBaHHS Ta npoifakTuKa rpuny y 4opocamx Ta nigniTkiB

HaiuacTiwi no6iuHi peakuii, sAKi 6ynn 3apeecTpoBaHi y AOCNIMKEHHAX 3acTOCyBaHHA npenapaty OsenbTamiBip ANA NiKyBaHHS Ta NPOMiNakTMKK rpuny y
[AopocCnnX Ta NiANITKIB Ta B NicnspeecTpalinHoMy nepioAi Npy 3aCTOCyBaHHI peKOMeHA0BaHOI 103K (75 Mr 2 pa3u Ha fo6y NpoTarom 5 AHIiB Ans NikyBaHHA Ta 75
Mr 1 pa3 Ha o6y NpoTArom 4o 6 TUXKHIB A4/ NPOMINaKTUKKN), HABOAATLCA HIKYE.

Mpoinb 6e3nekun, NOBIAOMNEHWIA Y NaLieHTIB, AKi oTpuMmyBanu npenapat O3enbTamiBip B PeKOMeH0BaHMX Ao3ax And npodinaktnuku (75 mr 1 pas Ha foby
MPOTAroM L0 6 TWXHIB), 6yB MOAIGHNM [0 TaKOro, L0 CnoCcTepirasca y AOCAIIKEHHAX NIKYBaHHA, HE3BaXarouu Ha Oifiblly TPUBaNiCTb LOCNIIKEHb 3 METOH
MPOGINAKTUKN:

iH(DeKUiT Ta iHBa3il: NoLMpPeHi — 6POHXIT, MPOCTUIA repnec, IHGeKLiT BEPXHIX AUXaNbHUX LWNAXIB, HA30(hapUHTIT, CUHYCHUT;

MopYLUEHHS 3 60Ky CUCTEMM KPOBI Ta NiMPaTUYHOT CUICTEMM: PIAKO MOLUNPEHT — TPOMOOLMTOMNEHIS;

MOPYLLEHHSA 3 6OKY IMYHHOT CUCTEMU: HENOLUMPEHi — peakL,is rinepyuyTaMBOCTI; PiAKO NOWMpPeHi —aHaginakTUyHiI Ta aHainakToiaHI peakuii;

MCUXiYHI po3naay: piAKo NOLLUMPEHI — aXuUTaLis, NaToNoriyHa NoBeAiHKa, TPUBOXHICTb, CRIYTaHICTb CBIJJOMOCTI, MapeHHs, AeNipii, rantouuHauii, HiYHi KoLMapw,
camoTpaBMyBaHHS;

MOPYLLEHHS 3 6OKY HEPBOBOT CUCTEMM: AY>KE NOLUMPEHI — FONOBHMIA 6iNb; NOWMpPeHi — 6e3COHHS; HEMOLLMPEHI — MNOPYLUEHHS CBIAOMOCTI, CyOMU;

MOPYyLLEHHSA 3 6OKY OpraHis 30py: piAKO MOLIMPEHI — NOPYLUEHHS 30pY;

MopyLUeHHs 3 60Ky CepLeBoi CUCTEMU: HEMOLUMPEHI — CEPLIEBI apUTMIT;

MOpYLUEHHS 3 60Ky AMXaibHOT CUCTEMU, OPraHiB rpyAHOT KNI TKY Ta CepefOCTIiHHA: NOWMpPeHi — Kallesb, puHopes, 6inb Y ropni;

MOpYLUEHHs 3 GOKY LUTYHKOBO-KULIKOBOTO TPAaKTY: AYXKE MOLUMPEHI — HYAO0Ta; MowwunpeHi — 6/10BaHHA, 6iNb Yy XXMBOTI (B TOMY YWCAI Y BepXHIX Biaginax),




AVCnencis; pigKo NOLMPeHi — LWLTYHKOBO-KULLKOBA KPOBOTeYa, reMopariyHunii Konir;

MOPYLLEHHS 3 6OKY renaTobiniapHol CUCTEMU: HeNOLWIMpPeHi — NiABULLEHHS PiBHA NeYiHKOBUX )epMEHTIB; PifKO NOLIMpPeHi — 6IMCKaBUYHWIA renaTuT, NeviHKoBa
HelOCTaTHICTb, renaTuT,

MOPYLUEHHS 3 BOKY LIKipK i NiAWKIPHOT KNiTKOBUHU: HEMOLLMPEHI — AepMaTUT, BUCUMaHHSA, eK3eMa, KPONuB' iHKa; PiAKo NOLUMPEHI — aHTiOHEBPOTUYHWIA HAOPSIK,
My/bTU(OPMHa epuTeMa, cuHApoM CTiBeHca-)KOHCOHa, TOKCUYHWIA enifepMaibHUIA HEKPONi3; YacToTa HeBifoMa — aneprisi, HabpaK 06nmnyys;

3arasibHi po3nafun Ta peakuil y MiCLi BBEAEHHS: NOLUMPEHI — 3anaMOpPOYeHHs (BK/HOUaKouy BEPTUIO), CabKiCTb, 6inb, rineptepmis, 6inb y KiHLiBKaX.

JliKyBaHHA Ta npodinakTuka rpuny y aiTein

3aranom 1473 OUTUHWU (BKHOYaKOUuM 340pP0OBMX AiTel BIKOM 1—12 pokiB Ta fiTe 3 aCTMOK BiKOM 6—12 pOKIB) B3siM y4acTb Y KAIHIYHUX JOCNIAKEHHAX
o3efibTaMiBipy 415 fikyBaHHA rpuny. Cepef, HUX 851 AnTUHA OTPYMYBasia NiKyBaHHSA CyCreH3ieto o3efibTaMiBipy. 3arasiom 158 aiteit oTpumyBann peKkoOMeHJ0BaHy
[03y NikapcbKoro 3acoby OsenbTamiBip 1 pa3 Ha AeHb Y AOCNIMKEeHHAX NPOoMiNakTUKX MiCNsa 3acTOCYyBaHHA npenaparty y AoMaluHix ymoax (n = 99), y 6-
TVXKHEBUX JOCNIIKEHHSAX CE30HHOI NpodinakTuky (n = 49) Ta 'y 12-TUXXHEBMX AOCNIAKEHHAX CE30HHOT NPOMINAKTUKKN cepef AiTei 3 ocnabneHnum iMyHiTeTom (n =
10).

HaliyacTiwi no6iyHi peakuii, siKi 6ynu 3apeecTpoBaHi y JOCNIMKEHHAX 3acToCyBaHHs npenapaty O3enbTaMiBip AN NiKyBaHHS Ta NPOMIiNaKTUKK rpuny y aiTei
(npwv 3acTocyBaHHI J03yBaHHA Ha OCHOBI BiKY — Bif 30 Mr o 75 Mr 1 pa3 Ha ob6y):

iHbeKLiT Ta iHBa3ii: NOLUMPEHI — CepefiHii OTUT; YacTOTa HEBIAOMA — OPOHXIT, MHEBMOHIS, CUHYCUT;

MopyLUeHHs 3 60Ky HePBOBOT CUCTEMM: MOLLUMPEHI — FON0BHUI 6iflb;

MopyLUeHHs 3 60Ky CUCTEMM KPOBI Ta NiMpaTNYHOT CUCTEMM: YacToTa HeBifoMa — niMgaseHonaris;

MOPYLLEHHSA 3 6OKY OpraHiB 30py: MOLUMPEHI — KOH' OHKTUBIT (BKNHOYAKOUM MOYEPBOHIHHA OYei, BUAINEHHS 3 04Yeil Ta 6inb);

MopyLUeHHs 3 60Ky opraHiB Cnyxy Ta BeCTUOYNAPHOro anapaTy: nowmpeHi — 6inb y ByXax; HEeNOLIMPEHI — MNOPYLUEHHS 3 60Ky 6apabaHHOI NepeTUHKY;

MOpYLUEHHS 3 BOKY AMXabHOT CUCTEMM, OpraHiB rpyAHOT KNI TKM Ta CepefoCTIHHA: Ay>XXe NOWMpPeHi — Kallesb, 3aK1afeHICTb HOCa; MOLLMPEHI — pUHOpes; YacToTa
HeBifoMa —acTma (BK/1H0HaKUM 3aroCTpeHHs), HOCOBI KPOBOTEM;

MOpYLUEHHs 3 GOKY LUTYHKOBO-KULIKOBOTO TPAaKTY: AYXKE MOLUMPEHi — 6N10BaHHSA; MOWWNMPeHi — Hy[oTa, 6ib Yy XXMBOTI (B TOMY YWCAI Y BepPXHIX Biaginax),
Amcnencis; yactoTa HeBigoMa — fiapes;

NOPYLUEHHS 3 6OKY LUKIpK i NiALLKIPHOT KNI TKOBUHU: HEMOLUMPEHI — fiepMaTUT (BK/IKOYAOUM aleprivyHni Ta aTonivyHW fepMatuT).

Onuc oKpeMux NOBGIYHMX peakLLii

[McuxiyHi Ta HeBpo/orivHi po3naau

I"pun Moxe ByTK NOB’ A3aHNM 3 PI3HOMaHITHUMMW HEBPONOTIYHUMM Ta NOBELIHKOBUMMU CUMNTOMaMK, LLLO MOXYTb BK/IKOUATY ra/toLMHaLil, Aenipiii Ta HeaaeKkBaTHY
NoBefiHKY B AeAKMX BUNafKax 3 NeTa/lbHUMW Hacnigkamu. BkasaHi fBuLLa MOXYTb CMOCTEPIraTuch AIK NPOSB eHueaniTy ynM eHuedanonarii, ane MOXyTb
BUHMKATK 63 0YEBMAHOIO THHXKKOI0 3aXBOPHOBaHHS.

Y XBOpPUX Ha rpun npwv 3actocyBaHHi npenapaTy O3enbTaMiBip y NicnspeecTpaliiHoMy nepioAi TakoxX 6y 3aikcoBaHi BUNagKn cyaom i Aenipito (BKIOUaoum
TakKi CUMMNTOMM, IK 3MiHa PiBHA CBIAOMOCTI, CN/YTaHICTb CBILOMOCTI, HeafieKBaTHa NoBeAiHKa, MapeHHs, rallouuHaLii, axuTalis, Tpusora, HiuHi Kowmapn), ki y
NOOAMHOKMX BMMadKax NpU3BOAMAN A0 BMNALKOBOIr0 CaMOYLLKOMKEHHS UM NeTabHOro Hacnigky. BkasaHi siBuwia 6ynm 3adikcoBaHi B OCHOBHOMY Y AiTeli Ta
NigNITKIB | 4acTO Main panTOBMIA MOYATOK Ta LUBMAKE 3aBeplUeHHs. HeBigoMO, un MOB’A3aHi MCMXOHEBPO/IOTiUHI MOPYLLEHHS i3 3aCTOCyBaHHSAM npenapaTy
O3enbTamiBip, OCKi/IbKM NCUXOHEBPOOTNiYHI  pO3Nnajn TakoX Oy/v 3apeecTpoBaHi Y XBOPUX Ha rpun, AKi He 3aCTOCOBYBa/IM Lield npenapar.

"enaTobiniapHi NOPYyLLEHHA

Y nauieHTiB i3 rpunonofdibHUM 3axBOPHOBaHHSAM CroCTepirannca posnaan renatobiniapHOi CUCTEMK, BKIOYAKOUM BUNAAKM renatuTy Ta NiABULLEHHS PIBHS
MeYyiHKOBMX (hepMeHTiB. BkasaHi BUMNaLKW BKNKOYANN NeTalbHUIA (yIbMiHAHTHWUIA renaTunT/nediHKoBY HeJOCTaTHICTb.

Jopatkosa iHhopMaLlig Npo OKpeMi rpynu NauieHTis




MauieHTW NiTHLOrOo BiKy Ta NauieHTW 3 XPOHIYHMMI 3aXBOPOBAHHSAIMU cepls Ta/abo AuxanbHOT cucTemu

JocnifpxkyBaHa nonynauia 4nsa nikyBaHHA rpuny BKAKOYaia 340p0BUX SOPOCAUX/MIANITKIB | NayieHTIB 3 akTopaMu pu3nKy (NauieHTV 3 NiABULLEHUM PU3UKOM
PO3BUTKY YCK/aAHEHb, MOB’ A3aHNX 3 TPUMOM, HaNpPUKIag, NaLieHTN NiTHLOro BiKy Ta MawieHTU 3 XPOHIYHUMU 3aXBOPHOBaHHAMY cepus abo AMXalbHOI CUCTEMN).
3arafiom npodinb 6esrekn y MiANiTKIB Ta AOPOCNMX 3 XPOHIYHWMMK 3aXBOPHOBAHHSMMU cepus Ta/abo 3axBOPKOBaHHAMM AMXaNbHOI CUCTEMM 6YyB SAKICHO
MOPIBHAHHUM 3 TaKUM Y MiAITKIB/LOPOCANX 340POBUX A06POBO/BLLIB.

MauieHTw 3 ocnabneHMm iMyHITeTOM

NikyBaHHA rpuny y nauieHTiB 3 ocnabneHnUM iMyHITETOM OLiHIOBa/IOCA B ABOX AOCMIIKEHHSX i3 3aCTOCyBaHHAM CTaHAapTHOI abo BMCOKOT (MOABIVHOI yun
NoTPIMHOT) 403K Nnikapcbkoro 3acoby O3enbTamisip. Mpodinb 6e3neku nikapcbkoro 3acoby O3efbTaMiBip, WO CroOCcTepirasca B LMX LOCNIMKEHHAX, BignoBijas
TakoMYy, L0 CrocTepiraBcst B nonepeaHix KNiHIYHUX AoCniMKeHHsX, B AKX O3enbTamiBip 3aCTOCOBYBaN ANS NiKyBaHHSA rpuny y nauieHTiB 6e3 iMyHoaediunTy
BCiX BiKOBMX rpyn (nauieHTiB 6e3 iHWMX 3axBOPHOBaHb ab0 NauieHTIB i3 (akTopamy pu3MKy [CYMyTHI 3axXBOPOBaHHA cepus Ta/abo AMXanbHOI cuctemu]).
HaiuacTiwor nobiyHOK peakLuieto y aiTeli 3 ocnabneHnum iMyHiTeTom 6yno 6ntoBaHHS (28 %).

Y 12-TMKHEBOMY [OCNIMLKEHHI NpodinakTukn y 475 ocib i3 ocnabneHVM iMyHiTeToM, B TOMy uucni y 18 gitein Bikom 1—12 pokis, npogins 6e3neku y 238
navuieHTiB, AKi OTPUMYBaIK 03e/IbTaMiBip, 6YB MOPIBHSAHHUM 3 TaKUM, LLLO CNOCTepiraBcs y KAiHIYHMUX AOCNIIKEHHAX 3aCTOCyBaHHA npenapaTy O3enbTamisip Ans
MPOINAKTUKMA.

[iTn 3 6poHXia/IbHOK acTMOH

3aranom npodinb NoGiYHMX peakuiin y aiTeli 3 6pOHXia/IbHOK acTMOKO OYB IKICHO MOPIBHAHHUM 3 TaKUM Y 340POBUX BiJHOCHO iHLUNX 3aXBOPHOBaHb AiTeN.

TepMiH NpUAaTHOCTI.
4 poku.

YMOoBW 36epiraHHs.
36epirat y HeloCTYNHOMY AN Aitei micui. 36epiratv npy Temnepatypi He BuLe 25 °C.

YnakoBKa.
Mo 10 kancyn no 75 Mmr y 6nictepi. Mo 1 6nicTepy B KAPTOHHIN KOPOOLL.

Kateropis Bignycky.
3a peLenTom.

Bupo6HMK.
Ctpainpgc ®apma CaiteHc NlimiTep.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro 4isiNIbHOCTI.
Ne 36/7, CyparamkakkaHaxanni, IHgnasaai Kpocc, AHekan Tanyk, baHranop, KapHartaka 562106, IHAis.



