IHCTPYKIIA

IJIsi MeIUYHOr0 3aCTOCYBaHHS JIIKapChbKOro 3aco0y

A3EJIbTA

(AZELTA)

Cknao:
ditoua pevosuHa: oseltamivir;
1 TabmeTka MicTUTh 03enmbTaMiBipy 75,00 Mr v dhopmi o3enmbTaMiBipy docdaty 98,50 mr;

0onomidcHi peyo8uHU: 1IeMI0I03a MiKpokpucTaniyHa (tun 102), KpoCIOBiOH, 1IeIi0103a
Mikpokpucrasniysa (tTun 101), KpeMHilo giokcun KonoigHui 6e3BOJHUM, TIOBINOH, MarHilo cTeapar.

Jlikapcbka ¢popma. TabneTku.

OcHo8HI (i3uko-XiMiyHI 81acmuBocmi: KPyTiii, IBOONYKJIi TabneTKu 0iloro Kombopy.

dapMakoTepaneBTHYHA rpyna. [IpoTuBipycHi 3aco0u AJisi CHCTEMHOTO 3aCTOCYBaHHS.
[TpotusipycHi 3acobu npsimoi fii. [HridiTopu Helipaminifa3u. O3enbTaMiBip.

Kom ATX JOSA HO2.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.
OsenpTaMiBipy pocdart € mporpenapaToM aKTUBHOTO MeTaboIiTy (03enbTaMiBipy KapOoKCUIaTy).

AkTUBHUY MeTabOJIIT € CeIeKTUBHUM iHTi6iTOpOM pepMeHTy HelpaMiHifa3u BipyciB rpumy,
1110 IBJIS€ 0000 TIIIKOMPOTEIH Ha IOBEPXHI BipioHa. AKTHBHICTD BipyCHOTO (pepMeHTy

HelpaMiHifla31 € BaK/IMBOIO IJIg IPOHUKHEHHS BipyCy B HeiH(piKOBaHI KITiTUHYU, BUBITbHEHHS

HOBOYTBOPEHMX BipyCHUX YAaCTUHOK 3 iH(IKOBAaHUX KJIITHH Ta MOAa/IbIIOr0 MOMIMPEHHS
BIpyCy B OpraHismi.

OszenbramiBipy kapbokcunar inribye HeiipaMiHifa3y Bipycis rpumy tunis A ta B in vitro.
OsenbTaMiBipy docdaT IpUTHiIUYE pemsTiKaliio BipyCcy Ta HOT0 MaTOTeHHICTs in vitro. O3embTaMiBip
IIpY [epopajibHOMY 3aCTOCYBaHHI IPUTHIYY€E PeIlTiKallilo BipyciB rpumny TumiB A ta B ta 1oro
IIaTOTeHHICTh Ha MOJIeIsX TPUII03HOI iH(eKIIil y TBApHH in Vivo IPU aHTUBIPYCHIN €KCIIO3UIlil, 110
[OCATA€EThCS y IIOOUHYU IIPY 3aCTOCYBaHHi 103U 75 Mr 2 pa3u Ha [00y.



AHTUBIpyCHa aKTUBHICTh 03eIbTaMiBipy Oylla migTBepAKeHa II0f0 BipyCiB Irpuny TUliB A Ta
B B eKCliepuMeHTalbHUX OOCTIIXKEeHHAX 3@ Y4acTi 3HOPOBUX T0OPOBOJIBIIIB.

3uadenHs [C50 o3enbpTamiBipy fng hepMeHTY HelipaMiHifa3u KIiHIYHUX i30/14TiB BipycCiB
rpuny A konusanucs Big 0,1 aMonb go 1,3 aMons, a a4 Bipycis rpuny B ctanosunu 2,6
HMosb. B onyOnikoBaHUX JaHUX [OCTiXKEeHb BigdHadanucs Bulli 3HayeHHs [C50 gns BipyciB
rpuny B 3 mepmiaHomo 8,5 HMob.

Pe3ucmenmHicmb 00 o3eabmamisipy

KniHiyHi 0ocaiOxiceHHA

Pu3WK MOSBY BipyCiB rpUmy 3i 3HWKEHOI0 YyTIUBICTIO a00 BUPaXkKeHOI Pe3UCTEHTHICTIO 0
03e/IbTaMiBipy BUBYABCA Iif] YacC KIJIIHIYHUX OOCIIiAXKeHb. PO3BUTOK PE3UCTEHTHOCTI 0
03e/IbTaMiBipy y BipyCy IIif Yac JIiKyBaHHS CIIOCTepPiraBCs 4acTillle y AiTeH, HiXK y JOPOCIHUX,
Bapitotouu Big MeHie 1 % y gopocnux mo 18 % y HemoBnsAT BikoM 0 1 poky. [IiTH, HOCIl
BipyCy, Pe3UCTEHTHOI0 0 03e/IbTaMiBipy, 3arajioM BUMIIJISAIN BipyC IPOTATOM OibIl
TPUBAJIOrO0 IIePioAy MOPIBHAHO 3 TAKMMMU i3 HEPE3UCTEHTHUM BipycoMm. OgHaK CIpUYMHEHa
JIIKYBaHHSAM PE3UCTEHTHICTH A0 03eJIbTaMiBipy He BIIJIMBaJla Ha BiAOBIgb Ha JIIKYBaHHSA Ta
He MIPU3BOAMIa A0 IOA0BXEHHS CUMIITOMIB I'PUILY.

3arasioM OinbIll BUCOKA YacTOTa Pe3UCTEHTHOCTI 0 03e/IbTaMiBipy crocTepiranacs y
IOPOCIIUX TIAI[iEHTIB 3 0Cc/TabieHNM iMyHITETOM, SKi OTpUMyBajIu CTaHAapTHY abo0 MOABINHY
no3y o3enbTamiBipy npotsarom 10 guiB [14,9 % (10/67) y rpymni ctanmapTHOL Ao3u Ta 2,8 %
(2/71) y rpymi nogBiHOI 0031 ], TOPIBHSHO 3 JAHUMH OOCIIiIXKEHb 3a y4acTIO fopociaux 0e3
IHIIKX 3aXBOPIOBaHb, IKi OTPUMYBAJIH JIiIKYBaHHS 03€JIbTaMiBipOM. BilbIIiCTh MTALli€EHTIB, Y
SIKUX PO3BUHYIIACS PE3UCTEHTHICTD, Oynu MmallieHTaMu Iicis TpaHcmiaaHTaril (8/10 marieHTiB
y TPYyIi CTaHOAPTHOIL OO3M Ta 2/2 MallieHTH y TPYMi IoABiiHOI 103K). BinbiIicTh malieHTiB i3
BipyCcOM, pPe3uCTeHTHUM 0 03ejIbTaMiBipy, Oynu iHdikoBaHi BipycoM rpuny Tumy A Ta
BUIIIANN BipyC IPOTSATOM OibIll TPUBAJIOTO MEPIOAY.

. . . [NamienTn 3 MyTaligMu pe3ucTeuTHoCTi (%
[Tonynsuis maiieHTiB I yran p (%)

denoTunyBaHHI* ['eHo- Ta peHOTUTYBAHHS*
Iopocmi Ta mimmiTKH 0,88 % (21/2377) 1,12 % (27/2391)
Hitu (1-12 pokiB) 3,89 % (66/1698) 4,24 % (72/1698)
Hewmognsita (< 1 poky) 18,31 % (13/71) 18,31 % (13/71)

*TIoBHE TEHOTUIIYBAHHS B yCiX HOCIIAKEHHIX HE TPOBOAUIOCS.

IIpogirakmuka epuny

HeMmae migTBepaKeHHsI BUHUKHEHHS PE3UCTEHTHOCTI 0 JIiKapChKOro 3aco0y, acolliioBaHO1
i3 3aCTOCYBaHHAM 03€e/IbTaMiBipy, y IPOBENEHUX Ha CLOTOAHIIIHIN feHb KIIIHIYHUX
MOCTIIXXEeHHAX TPo(iNaKTUKY TPUITY IIic/Is KOHTAKTY (7 OHIB), YleHaM CiM’l mic/ig KOHTaKTy
(10 mHiB) Ta ce3oHHOI TpodinakTuky rpumny (42 gHi) y nalieHTiB 3 ocaableHuM iMyHITETOM.
[Tig yac 12-TUKHEBOTO OOCHIAXKEHHS MTPOPiNaKTAKY y Talli€HTiB 3 0cIabIeHuM iMyHiTeTOM
BUHUKHEHHS PE3UCTEHTHOCTI He CIIOCTepiraaocs.



KniHiyHi 0aHi ma 0aHi cnocmepedceHb

Y Bipycax tuny A ta B, BumineHux Bif maiji€eHTiB 0e3 eKCII03ullii 03eTbTaMiBipoM, in vitro
Oynu BUSIBIIEHI IPUPOOHI MyTallii, acolifioBaHi 31 3HMKEHOI0 YYTJIMBICTIO IO 03e/IbTaMiBipy.
Pe3ucTeHTHI mTaMu, BigibpaHi mif yac nikyBaHHS 03eIbTaMiBipoM, Oyny BUiNEH] Bif
TaIli€HTIB 3 HOPMaJIbHUAM Ta OcjabjleHuM iMyHiTeTOM. Y TMallieHTiB 3 oclnableHuM iMyHiTETOM
Ta OiTeXd MOJIOAIIOTO BiKy PU3UK PO3BUTKY PE3UCTEHTHOCTI OO0 03€e/IbTaMiBipy IIif yac
TMiKyBaHHS BipycCy OiNbIl BUCOKHUIA.

By1no BUsBI€HO, III0 PE3UCTEHTHI 00 03e/IbTaMiBipy BipyCH, BUAIIEH] Bif MaLl€HTIB, AK1
OTpUMYBAIH JIiKyBaHHS 03€/IbTaMiBipOM, Ta PE3UCTEHTHI 10 03eIbTaMiBipy TabopaTOpHi
IITaM# BipyCiB IpUny MiCTATh MyTallil B HeiipaMiHiga3ax N1 Ta N2. MyTailil pe3aucTeHTHOCTi
MaJy TeHpeHIio 0yTu cneundivauMu fo BipycHoro migTuny. 3 2007 poky CIiopaguyHo
BUSIBIISITIAcCS PE3UCTEHTHICTD, 1[0 BUHKKAla IPUPOAHIM IIIAXOM Ta Oysla acoliioBaHa 3
MyTauiero H275Y, y ce3orHux mwramax HIN1. Ak BusgBumocs, 4yTIuUBICTE 40 03€/IbTaMiBipy
Ta MOLIXPEHICTh TaKUX BipyCiB 3MIiHIOETHCS CE€30HHO Ta reorpadivso. ¥ 2008 pomi H275Y
Oyna BusiBieHa y > 99 % mupkymtotounx idonsaris rpuny HI1N1 B €spomi. ¥ 2009 poui Bipyc
rpuny HIN1 («cBuHSYuMi rput») 6yB MalizKe OOHOPITHO YYT/IMBUM [I0 O3€JIbTaMiBipy, IpH
IIbOMY MaJIu MiClle CIIOpafuy4Hi OBiIOMJIEHHS IIPO PE3UCTEHTHICTh IIPY 3aCTOCYBaHHI
npenapaTy 3 MeTO JIiKyBaHHS Ta IPOQiTaKTUKHU.

dapmakoKiHemuka.

BcMOKTYBaHHSA

[Ticns mepopalbHOTO MIPUIOMY 03€eNIbTaMiBipy docdaT 1erKko BCMOKTYETLCS ¥ TPaBHOMY TPaKTi i
3HAYHOIO MipOI0 MePeTBOPIOETLCS HAa aKTUBHUN MeTa0oJIiT (03embTaMiBipy KapOOKCHUIaT) mif mieto
e4iHKOBUX ecTepas. He meHmIe 75 % NpUUHSATOL BHYTPILIHLO HO3U INOTPAIUISE Y CUCTEMHUN
KPOBOOOIT y BUTISIAI aKTUBHOTO MeTaboJIiTy, MeHIe 5 % - y BUTJISA/I BUXiTHOTO Impemnapary. [1i1a3mMoBi
KOHIIEHTPallil, SIK TpoIIpenapary, Tak i akTUBHOT0 MeTab0IiTy, IPOIOPIIiiiHi 1031, TOMy He 3ayieXkaTh
Bifl OHHOYACHOTO 3aCTOCYyBaHHS 3 1Kel0.

Po3nopin

Y mioguHY cepenHili 00’€M PO3IOMiNY aKTUBHOTO MeTaboJIiTy B piBHOBa2KHOMY CTaHi CTAHOBUTD
npubnusHo 23 1. Lle 06’eM, ekBiBasieHTHUY 06’€MY I03aKJIiTUHHOI PifuHYU opraHiaMy. OCKinbKu
aKTHBHICTh HeWpaMiHila3y € I03aK/IITUHHOI0, 03eJIbTaMiBipy KapOOKCHUIaT fOCSATa€E BCiX OCHOBHUX
MiCIlb JIOKaJli3allil rpumo3Hoil indekKiil.

3B’s1I3yBaHHS aKTUBHOTO MeTab0IiTy 3 GiTKaMu IJIa3MU JTIOAUHYU HU3bKe (mpubnu3Ho 3 %).

Mertaboism

OzenbramiBipy ¢hochaT 3HAYHOIO MipOI0 IIEPETBOPIOETHCS Ha 03€IbTaMiBipy KapOOKCUIIAT ITif
Ii€l0 ecTepas, 0 3HAXOASATHCS MepeBaxkHo B meydinni. Hi o3ensTamiBipy docdar, Hi
aKTUBHUY MeTaboJIiT He € cyOcTpaTamu abo iHribiTopamu i30)epMEHTIB CUCTEMU LIUTOXPOMY
P450 y gocnimxkeHHsX in vitro. 2KomHuX KOH'1oraTiB ¢a3u 2 [ 000X CIIOIYK BUSBIIEHO in
vivo He 6yI10.

Bupenenusa



O3zenbTaMibip, 110 BCMOKTaBCS, BUBOAUTHCS TOJIOBHUM YMHOM (> 90 %) MITSIXOM IIepeTBOPEHHS Ha
03eJlbTaMiBipy KapOoKCUaT, SKuit He MigHa€ETHCS MOAaNbIIii TpaHchopMallil Ta BUBOOUTHCS i3
ceuero. Y OinbIIoCTi NalieHTiB MaKCUMasbHa KOHIIEHTPALlisl aKTUBHOTO MeTa0O0JIiTy y Iy1a3Mi KpoBi
3HUKYETHCS 3 IepiofioM HamiBBUBeeHHs 6-10 roguH. [T0BHICTIO aKTHBHUM MeTabO0IIT BUBOTUTHCS
HupKaMu. HupkoBuii kiipenc (18,8 n/ropuny) nepepuillye MBAOKICTL KJTy004KOBOI Pinbrpaiiii (7,5
JI/TOOUHY), 10 BKa3ye Ha Te, 10 JOaTKOBO IIpelapaT BUBOAUTHCS 1Ile U IIISIXOM KaHabIleBOl
cekpetii. 3 KaoM BUBOOUTELCS MeHIIe 20 % IpPUMHATOr0 BHYTPIITHEO PafioaKTUBHO IIO3HaYEHOT 0
npenapary.

dapmakokiHemuka 8 0cob.ausux 2pynax.

[liTy BikoM Bif 1 poKy

dapMaKOKiHEeTHKY 03eJIbTaMiBipy BUBYAIM Yy HiTed BikKoM Bif 1 7o 16 pokiB y
(dhapMaKOKiHETUYHOMY AOCHTiAKEeHHi 3 OMHOPa30BUM IIPUIOMOM IIpernapary.
dapMakoKiHeTHKa Ipu 6araTopa3oBoMy IPUKOMi ITperapaTy BUBYalach Y HEBEJIUKOL
KiTBKOCTI JiTell y KJTIiHiYHOMY AOCTigXKeHHI e()eKTUBHOCTI. Y AiTel MOJIOALIOTO BiKy
BHBEIEHHS IIPOIpenapaTy Ta aKTUBHOT0 MeTaboJIiTy BinOyBaiocs IIBUAIIE, HiXK Y JOPOCIIUX,
10 TPU3BOAUIIO [0 OiNbIll HU3BKOI €KCII03UIlil, BUpaxKeHol y MijlirpamMax Ha Kijorpam Macu
Tina go3u. [IpuiioM npemaparTy y 4031 2 MI/KT Ja€ Taky XK eKCIIO3HUIl0 03eTbTaMiBipy
KapOoKcunary, sika JOCSATAETLCS ¥ HOPOCIIUX IIiC/Is OMHOPA30BOTO IPUHOMY 75 MT Ipenaparty (1o
eKBiBajieHTHO pubau3Ho 1 Mr/kr). PapMaKoKiHeTHKa 03e/1bTaMiBipy y AiTel i miamiTKiB BikoM Big 12
POKiB Taka X caMa, 5K i y JOpOCTIHX.

XBOPi TITHBOTO BiKV

Y xBOpUX NMTHBHOTO BiKY (65-78 POKiB) €KCIIO3UIliSI aKTUBHOTO MeTabO0IiTy B piBHOBAXKHOMY CTaHi Ha
25-35% BwuIa, HiXK y MOJIOAIIXX MaLli€eHTIiB (< 65 POKiB) IpK 3aCTOCYyBaHHI aHAJIOTIYHUX 103
o3enbTaMiBipy. [lepion HamiBBUBEOEeHHS MpenapaTy B 0cib JiTHLOTO BiKy CyTTEBO He Biipi3HSIETHCS
Bifl TAKOT0 Y MOJIOAIIUX TallieHTiB. Ha 0CHOBI eKcno3utii pemnapaTy Ta epeHOCHMOCTi, HEMa€e
HeoOXimHOCTI B KOPUTYBaHHi 103U MallieHTaM JIiTHOTO BiKYy, KpPiM IMallieHTiB 3 TOMipHOI0 af0 TAKKOI0
HHUPKOBOIO HEJIOCTATHICTIO (KJTipeHC KpeaTHHiIHY < 60 M1/xB) (guB. po3pin «Cmocib 3acTocyBaHHS Ta
OO3MU»).

XBOpi 3 ypaxXeHHIM HUPOK

[Tpuiiom o3enbraMiBipy ¢pocdaty 100 Mr 2 pa3u Ha moOy IPOTIroM 5 OHIB NallieHTaMHU 3 Pi3HUM
CTyTIeHeM ypaxkKeHHS HAPOK NPOAEMOHCTPYBaB, 1110 eKCII03UIlisl 03eIbTaMiBipy KapOoKCunary €
00epHEHO MPOIOPIIINHOI0 3HUKEHHIO PYHKIII HUPOK. [I11sT §o3yBaHHS OuB. po3min «Cmocid
3aCTOCYBaHHS Ta OO3U».

XBOpi 3 YypaxKeHHIM NeYiHKU

3a pe3ynbTaTaMu in Vvitro KOCHifXKeHb, He 0YiKy€eThCS Hi 3HaYHOTO 30ibIIIeHHS €KCIIO3UIIil
03eJIbTaMiBipy, Hi 3HaUHOTO 3HUKEHHS €KCII03UIlil aKTUBHOTO MeTabO0JIiTy 03eIbTaMiBipy y Iali€eHTiB
i3 mopymenusMu GyHKIil nevyinku (muB. po3min «Crocib 3acToCcyBaHHS Ta JO3U»).

BariTtHi XiHKHK

3BefieHUY TONYNAIiNHUY (papMaKOKiHETUYHUY aHasli3 BKa3ye Ha Te, 110 PeXUM J03yBaHHS
03e/IbTaMiBipy, IKUH OMUCAHO Y po3fii «Croci0 3aCToCyBaHHS Ta JO3U», MPU3BOAUTH IO HU3BKOI
ekcno3util (B cepeguboMy 30 % MPOTSITOM BCiX TPUMECTPiB) aKTUBHOTO MeTabOoiTy Y BariTHUX KiHOK



MIOPiBHSHO 3 HeBariTHUMHU. [IpoTe nepenbayeHa HU3bKa €KCIIO3UIIis 3aTUITAaE€ThCS BUIIO0 Bifl
inribyrounx KoHIeHTpalil (3HaueHHst IC95) Ta miama30HiB mTaMiB Bipycy T'pUIly Ha TepParneBTUYHOMY
piBHi. KpiMm TOTO0, maHi HAarnsamoBUX OOCIigXKeHb BifoOpaXKaloTh KOPUCTD Biff TOTOYHOTO PEKUMY
NO3yBaHHA AJIS1 [aHOl KaTeropil mamieHTiB. TakuM YUHOM, HE PEKOMEeHI0BaHO KOPUTYBaTH 003y AJIS
BariTHUX XKiHOK IIPU JIiKyBaHHi abo mpodinakTuri rpuny (IuB. po3ain «3acToCyBaHHS y Iepion
BariTHOCTi abo rofyBaHHS TPYAAI0»).

[NanieHTy 3 ocnabIeHUM iMyHITETOM

Hani nonynsauiHoro apMakoKiHETUYHOTO aHali3y CBig4arTh, 10 JIiIKyBaHHSA 03€/IbTaMiBipoM y
IOPOCTUX TAIiEHTIB 3 ocnabieHuM iMyHITETOM (SIK BKa3aHO B po3aini «Crocib 3acTocyBaHHS Ta
MO3HU») MIPU3BEJI0 OO MigBUINEHHS eKcrmo3utlil (o 50 %) akTuBHOTO MeTaboIiTy IOPiBHSIHO 3
NOPOC/IMMH IallieHTaMU 3 HOpMaJIbHUM IMYHITETOM i3 MOPiBHAHHUM KJIIPEHCOM KpeaTHHiHy. Y
3B’3KY 3 IIMPOKUM [ianma30HoM 0e3MeKyu aKTUBHOTO MeTaboJIiTy JOPOCINM IallieHTaM 3 ocjiabieHuM
iMyHiITETOM KOPUTYBaHHS f03U He MoTpiOHe. OfHAaK [AJ1S JOPOC/IUX MAIliEHTiB 3 0clIabieHuM
iMyHITETOM Ta MOpPYIIeHHAMY (YHKIIil HUPOK 403y CJIif BiTKOPUTYBaTH 3TiIHO 3 PEKOMEHAAIiAMY,
3a3HaYeHUMH Yy po3mini «Croci0 3acToCyBaHHS Ta JO3U».

KniniuHi XxapakTepHCTHKH.
Iloka3aHnHus.
JIiKysaHHA epuny

AzernbTa IOKa3aHUU IJ15 JOPOCTIUX Ta [iTel BiKOM Bif 6 pokiB 3 Macoio Tina 6inbire 40 KT, y SKUX
HasiBHI CUMIITOMM XapaKTepHi [AJid TPUIly, i Yac IUpKynsanil Bipycy rpuny. EdekTuBHIiCTh Oynia
IIPOAEMOHCTPOBaHA, KOJIH JIiKyBaHHS OyJI0 PO3M0YaTO IPOTSTOM [IBOX [IHIB ITiC/IS MEPIIIOi I0SBU
CHAMIITOMIB.

IIpoginakmuka 2puny

npodirlakTvKa IT'PUIY y JOPOCINX Ta HiTel BiKOM Bif 6 pOKiB 3 Macoio Tina Oinbine 40 Kr micis
KOHTAKTY 3 0C00010 3 KJTiHiYHO AiarHOCTOBAHMM I'DUIIOM IIifl Yac UUPKYJISLil Bipycy TpHUIy;

BiIIOBigHE 3aCTOCYBaHHS IIpenapaTty A3enbTa 3 METOI0 TPOGiNakKTUKK TPUIY HEOOXITHO
BHM3HAYATH B KOKHOMY KOHKPETHOMY BHUIIQKY, BPaXOBYI0YH 0OCTABUHU Ta 3BaXKAIOYU HA TPYIY
Nali€eHTIB, Kil MOTPibeH 3axuCT. Y BUHATKOBUX CUTYyallisX (HapUKIIaM, ¥ pa3i po3bixkHOCTEN MiXK
[PKYJIIOI0YUM BipyCOM I'pUIly Ta BipyCOM I'pUIly, IIPOTU SKOT'0 IIPOBOAUIIACS BaKLMHALlig, Ta IIif 4ac
naHpeMil) ce30HHY MTPo(dinakKTUKy MOXKHa ITPOBOOUTH B 0Cib BikoM Biff 6 PoKiB 3 Macoio Tina Oinbiie
40 Kr.

3acTocyBaHH4 IpenapaTy A3enbTa He 3aMiHIO€ BaKIMHALI0 IPOTU TPUIY.

3acTocyBaHHS MPOTUBIpyCHUX 3aco0iB [Jg IiKyBaHHS Ta NPodilakTUKU rpumy Mae Oa3yBaTHUCS Ha
odinmiiitHNX peKoMeHAalifaX. PilleHHa Ipo 3aCTOCYyBaHHS 03€IbTaMiBipy AJS JTiKyBaHHS Ta
IPOQINTaKTUKY CIIiT IPUUMAaTH 3 ypaxyBaHHSIM XapaKTePUCTUK IUPKY/II0IYNX BipyCiB rpuUIy,
mocTymHol iHdopMatii oo YyTAUBOCTI BipyCiB Ipuiy Ao JikapChbKuX 3aco0iB ¥ KOXKHOMY CE30Hi,



BIUIMBY 3aXBOPIOBAHHS y pi3HUX reorpadivyHux perioHax Ta rpynu MalieHTiB.

IIpomunoka3aHHA.
[TigBuIleHa YYTIUBICTh MO aKTUBHOI Pe4OBUHHU ab0 O iHIIMX KOMIIOHEHTIB IIpermapary.
[TomipHa abo TSKKa HUPKOBa HEOCTATHICTb.

Maca Tina mentne 40 Kr.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

dapMakoKiHeTUYHI BIaCTUBOCTi 03€/IbTaMiBipy, Taki Ik ciabke 3B’si3yBaHHS 3 OiNKaMu I1a3Mu KPOBi
Ta MeTabo1i3M, SKul He 3aneXuTh Bif cuctreM CYP450 i rimoKypoHifia3u, CBif4aTh, 1110 KITiHIYHO
3HauyIla B3aEMOZis 3 iHIIMMH JIiIKapCbKUMU 3aco0aMy MaJ0o¥MOBipHa.

[Ipobenenun

[Tpu ogHOYACHOMY NpUIiOMi 03eIbTaMiBipy Ta MpoOeHeIUAY AJIs MallieHTiB 3 HOpMalbHOO QYHKITEI0
HUPOK KOpEeKIis No3u He noTpibHa. OfHOYaCHe 3aCTOCYBaHHS IPOOEHEIUAY, SKUH € TIOTYKHUM
iHTiGiTOPOM aHiIOHHOTO XY HUPKOBOI KaHAJbIIEBOI CEKpellil, TPU3BOOUTD OO 30iNbIIeHHS
€KCIO3HIil aKTUBHOT'0 MeTaboJIiTy 03eIbTaMiBipy npubNIU3HO BABiYi.

AMOKCHITUTIH

O3zenbraMiBip He IPOSIBIISIE KIHETUYHOI B3a€EMOIil 3 aMOKCHUIIMITIHOM, eTiMiHallis SKOT0
BinOyBA€ETHCS TUM XKe IIJISTXOM, IO ¥ 03e/IbTaMiBipy, 10 CBIYUTE PO CIabKy B3a€MOII0 3
03€e/1bTaMiBipOM JaHUM IIISTXOM.

BuBeneHHS HUPKaMU

KniniyHo BaxkJivBa B3a€MOZis 3 iHIIMMHU JIiIKAPCHKUMHU 3aco0aMi, siKa BKJII0Yae KOHKYPEHIIio 3a
HUPKOBY KaHaJIbLIeBY CEKpellilo, MaJIoMMOBipHA y 3B'I3Ky 3 BifOMUMHU MexkaMu O6e3meKu OifbInocTi 3
nux JIiIKapChbKUX 3aco0iB, XapaKTepUCTUKaMH eJliMiHallil akTUBHUX MeTa0oIiTiB (KTy60YKOBa
GbinpTpalis Ta aHiOHHA KaHasblleBa CeKpelisi) Ta 06’eMOM eKCKpellil 3a [I0TOMOT0I0 JaHUX
nuisixiB. OgHaK CIIif MPosBISTA 00epeXkHiCTh IPU MPHU3HAYEeHHI 03e/TbTaMiBipy HalieHTam,
SIKi TPUUMAIOTh JTiKapChKi 3ac0o0M 3 aHANIOTiYHUM IIISTXOM €KCKPEIlil Ta By3bKUM
TepaleBTHYHUM [ialta30HOM (HallpUKJIIafl, XJIOPIponaMis, MeToTpekcar, PeHin0yTa30H).

[TomaTKoBa iHdopMalis

dapMakOKiHeTHYHi B3aEMO[Iil MiXkK 03eJIbTaMiBipOM Ta MOT0 OCHOBHHUM MeTabo0JIiTOM Impu
OIHOYACHOMY 3aCTOCYBaHHI 3 ImapaleTaMoJIOM, alleTUJICATIIIUI0OBO0 KUCIIOTOX,
IIIMETUONHOM Ta aHTAlMIHUMHU 3acobaMu (TiTPOKCH[ MarHiio i rimpokcup anoMiHio,
KaJbIlifo KapOoHaT), puMaHTafiuHOM ab0 BaphapuHoM (y MalieHTiB, SKi 3HaXOAAThCS Ha
cTabinbHUX H03aX BaphapuHy Ta He XBOPilOTh Ha I'PUIl) HE BUSABJIEHI.

Y kninigawux gocnigxkenHax I ¢pa3m 3acTocyBaHHS 03€/1bTaMiBipy A JIiIKyBaHHS i



npodinakTUKK TPUILY TIpenapaT Mpu3Haydally i3 3araJlbHOBXKMBaHUMHU JTiIKapChbKUMHU
3acobamu, TakuMu K iHribiTopu AII® (eHanamnpui, KanTOMPHUII), Tia3uaHi [iypeTuku
(6enmpodya3un), aHTUOIOTUKY (MEeHIIMITIH, edaToCIOPHH, a3UTPOMILIMH, EPUTPOMIIIUH i
NOKCHILIMKIIiIH), OnoKaTopu H,-penienTopiB (paHiTUANH, IUMeTUANH), 6eTa-6J10KaTOpU
(mporpaHoon), KCaHTUHU (Teodinin), cumnaToMiMeTnky (mceBgoedenprH), omioigu
(komeiH), KOPTUKOCTEPOiAH, iHTaNsALliHI OPOHXOAUIATATOPY, aHATbT € TUKH
(ameTtuincarinuaoBa KUCnoTa, ibynpodeH i mapareramon). [Ipu 3acTocyBaHHi 03eIbTaMiBipy
pa3oM i3 mepepaxoBaHUMM IIperapaTaMu 3MiHU MPodino 0e3MeKy Ta YaCTOTH BUHUKHEHHS
moOiYHUX PeaklIliii He 3apeECTPOBAHi.

MexaHi3M B3a€EMOfil 3 IepopaJbHUMK KOHTPALeNITUBaMU BifICYTHiH.

Oco6.1ueocmi 3acmocyeaHHs1.

OzenbTaMiBip eheKTUBHUY TiMbKY IIPU 3aXBOPIOBAHHSX, BUKIUKAHUX Bipycamu rpumny. [JlaHUX 0[O0
e(eKTUBHOCTI 03e/IbTaMiBipy Ipu OYOb-IKUX 3aXBOPIOBAHHSX, CIIPUUYMHEHUX IHITUMU 30y THUKAMH,
KpiM BIpyCiB rpuimy, HeMae.

3aCTOCYBaHHS IpenapaTy He 3aMiHIOE BaKITMHAIII0 TPOTH I'PUNIY. 3aCTOCYBaHHS IIpemapary
He TIOBUHHO BIIJIUBAaTHA Ha 00CTEXKEHHS 0Ci0 II0A0 MI0PiYHOI BaKIKMHAIlil TPOTU IPUITY. 3aXUCT

IIPOTY TPUIy TPUBAE JIUIIIE IIiJ Yac IPUKUOMY IIpenapaTy. A3eJbTy CiIif 3aCTOCOBYBATH A1
JIiIKyBaHHS Ta MPOQiNMakKTUKY TPUITY JIAIIE IIPU HASBHOCTI HAMiMHUX €IiIeMiOIOTiYHUX HaHuX,
AK1 CBIgYaTh IIPO LUPKYIIALi0 Bipycy. [IpomeMoHCTPOBaHO, 110 YYT/IUBICTh IUPKYIIIOIYUX
IITaMiB BipyCy T'PHUILy [0 IIpenapaTy Ma€ BUCOKY BapiabelbHIiCTh, TOMY JliKap TOBUHEH
BpaxOByBaTH HAWHOBIIIY iH(pOpPMaLlifo 010 YYTIUBOCTI IO 03€/IbTaMiBipy IIMPKYJIIOI0YNX Ha
IaHWY 4Yac BipyCiB Nepen NPUUHATTSAM PillleHHSA IIPO 3aCTOCYBaHHS Ipenapary.

TsXKi IIKipHi peakilil Ta peakxilil rimepYyTIUBOCTI

[Tig 9ac mOCTMapKeTUHTOBOI'0 3aCTOCYBaHHS 03€/IbTaMiBipy MOBIJOMIISIM IIPO BUIIaAKK aHadinakcil
Ta TSIXKKUX MKIPHUX PeakIliid, BKI0Yalo4Yu TOKCUYHUY elifepManbHUN HEKPOIIi3, CHHOPOM
CriBeHca-]]2k0HCOHa Ta MyIbTU(POPMHY epuTeMy. Ciif BITMIHUTH 03€JIbTaMiBip i IPU3HAYUTHU
BiOIOBigHe JTiKyBaHHS, SKIIIO CIIOCTEPIraloThCs TakKi peakilii abo € mimo3pa 1I0fI0 iX BUHUKHEHHS.

THAXKKi CYyIlyTHiI CTaHU

Hewmae indopwmariii momo 6e3neku Ta eheKTUBHOCTI 3aCTOCYBaHHS 03€/IbTaMiBipy MmaIfieHTaMm i3
TSAKKUMU ab0 HecTabiTbHUMU 3aXBOPIOBAaHHSIMU 3 HEMUHYYUM PU3UKOM TOCITiTasizaril.

[TamieHTH 3 ocnabIeHUM iIMYHITETOM

Besneka Ta epeKTUBHICTh 03eIbTaMiBipy A7 JIiIKyBaHHS Ta MPOGiTaKTUKYU IPUITY Y MAIliEHTIB 3
ocabeHuM iMyHiITEeTOM He BCTaHOBNeHi. OgHAK TPUBAIICTh JTIKyBaHHS I'PUILY Y JOPOCIIUX MallieHTiB
3 ocniabyieHuM iMyHiTeTOM MOBHHHA CTaHOBUTU 10 OHIB, OCKiNMbKM y NALIiEHTIB i€l rpynu He
IIPOBOOUIINCS AOCIIIXKEHHS MEeHII TPUBAJIOr0 KypCy JIiKyBaHHS 03€JIbTaMiBipoOM.

3axBo PIOBAHHA C€E QHHZEHXHHBHOi CHUCTEMHU

EdekTuBHiCTb 03e1bTaMiBipy A1 JiKyBaHHS 0Ci0 i3 XpOHIYHUMU 3aXBOPIOBaHHSIMU Ceplis Ta/abo



3aXBOPIOBAaHHSIMU OUXAJIbHOI CUCTEMU He BCTAHOBJIEHA. Y TaKUX MAI[iEHTIB Pi3HUIA y YaCTOTi
yCKNagHeHb MiX I'pylaMu lTiKyBaHHS Ta mianebo He crocTepiranacs.

TsXKa HUPKOBa HEOCTATHICTD

Kopekiiisg no3u o3enbTaMiBipy Ipu 3aCTOCYBaHHI A7 JIiIKyBaHHS Ta MPO(MiTaKTUKU PEKOMEHOYEThCS
nopocnuM Ta mimmitkaM (13-17 pokiB) 3 TSIXKKO0I0 HUPKOBOIO HeMOCTaTHICTI0. HemocTaTHRO KITiHIYHUX
NaHUX OO0 3aCTOCYBaHHA IIpenapaTy AiTAM 3 HUPKOBOIO HeIOCTATHICTIO BiKOM Bif 1 poKy ansg
PEeKOMeHfalliil IoA0 JO3yBaHHS.

Heliponcuxiyni po3naou

Y xBopux Ha rpul (IepeBaxHO y [iTel Ta IiAIiTKiB) IpU 3aCTOCYBaHHI IIpenapaTy Oynu
3adikcoBaHi BUNIaJIKM HEMPOIICUXiYHUX po37afiB. Taki po3naau Takox Oy/ix 3apeeCTPOBaHi y
XBOPUX Ha I'pUIl, SKi He 3aCTOCOBYBaJIM lleH IIpelapaT. 3a CTaHOM IIallieHTiB CIIifl peTeIbHO
CIIOCTepiraTu [OJis BUSBJIEHHS 3MiH y [TOBEMiHIII, a KOPUCTh Ta PU3UK MPOJOBXKEHHS
JIIKyBaHHS CIIif OLiHIOBaTH 3 00€PEXKHICTIO 11 KOXKHOTO TallieHTa.

Ymuaisauyis HesukopucmaHo20 npenapamy ma npenapamy i3 npocmpoYeHuUM MepMiHOM
npudamuocmi.

HagxomKeHHS TiKapChKOTo 3aco0y ¥ 30BHIIIIHE CepefoBHUIlle HEOOXiTHO 3BECTH OO MiHIMyMYy.
Jlikapcekuii 3acib He CJIiff BUKMATH Y CTiYHi BoAH i moOyTOBi Bigxomgu. [Ing yTumisamii
HeoOXiTHO BUKOPUCTOBYBATHU TaK 3BaHy CHCTeMY 300Dy BiIXOMiB IIpu HaIBHOCTI TaKol.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Barirsicte

['pum acoIifoeThCS 31 MIKIMIMBAM BILIMBOM Ha 1epeOdir BariTHOCTI, pO3BUTOK IIJIofla Ta
PO3BUTKOM 3HAaYHMUX BPOMXKEHUX Baj PO3BUTKY, Y TOMY YKCJIi BpDOOXKEHUX Baf ceplid. Benuka
KIJIbKICTh JaHMX 1100 3aCTOCYBaHHS 03€JIbTaMiBipy IIifi Yac BariTHOCTI, OTPUMaHUX y
micnspeecTpaliiHoMy nepiofi Ta B mpoteci o0cepBaliiiiux pocigxkens (6inbie Hixk 1000
HaCJIiIKiB eKCITO3uIlil ITif Yac ImepIIoro TPUMECTPY), CBiA4YaTh PO BiICYTHICTH Y
o3ebTaMiBipy ManbdopMaTHBHOL abo dheTanbHOI/HEOHATAIbHOI TOKCUYHOCTI. ONHaK B
ogHOMY 00CepBalliiHOMY HOCTiAXKEHH] Ha TJIi BiICYyTHOCTI MiIBUILIEHHST CYKYITHOTO PO3BUTKY
BPOAKEHUX BaJ PO3BUTKY, pe3yIbTaTHU LIOA0 3HAYHUX BPOAKEHUX Baf CepIld,
[iarHOCTOBAHUX IPOTATOM 12 MicAIliB micsa HapoaXKeHHs, He OyIu IepeKOHIUBUMU. Y
IIbOMY OOCIiI2KeHHI YacTOTa BUHMKHEHHS 3HAaYHUX BPOOKEHUX Baj] CepIs MiCsa eKCII03ullil
03eJbTaMiBipy IIif Yac MepIIoro TpuMecTpy craHoBumna 1,76 % (7 semoBnaT i3 397
BariTHocTei) mopiBHsHO 3 1,01 % [ng BariTHOCTeM 0e3 eKCIo3ullil 03eIbTaMiBipy y
3arajbHOI IOMyJAllil (BigHOIeHHs pu3ukKiB 1,75, 95 % mosipuui intepsan Big 0,51 go 5,98).
KniniyHe 3Ha4eHHST IUX HaHUX HE3PO3yMije, OCKiTbKY faHe MOCIiIXKEeHHS Majio 00MexXeHu!
po3mip BuOipku. TakoX 1ie HOCIimKeHHs 0yJI0 HeloCTaTHbO MacCIITaOHUM [IJIsT HOCTOBipHOI
OILIIHKM OKPEeMUX TUIIIB 3HAaYHUX BPOIXKEHUX Bafl, OKPiM TOT0, OY710 HEMOKIIMBO TTOPIiBHATH Y
TOBHOMY 00Cs3i XKiHOK 3 €KCIIO3UITi€I0 03eIbTaMiBipy Ta 0e3 Hel, 30KpeMa Te, Ui XBOPiIu
BOHU Ha T'PUII.



IlocmigXXeHHs Ha TBapHHaAX HE CBigYaTh IIPO PENIPOOYKTHUBHY TOKCUYHICTb.

3a HeoOXiIHOCTI, 3aCTOCYBaHHS 03e/IbTaMiBipy Iif Yac BariTHOCTI MOXe PO3TISOaTUCS 3
ypaxyBaHHSM HasiBHOI iHdopMallii 3 6e3meKu Ta KOPUCTI, @ TaKOXK MTaTOTeHHOCTi IUPKYITI0I0Y0T0
[ITaMy BipyCy I'puIly.

['ogyBaHHSA TPYOOI0

Y nakTyo4ux LUIypiB 03eIbTaMiBip Ta aKTUBHUM MeTa00JIiT MPOHUKAIOTh y TPyHE MOJIOKO. ICHy€E
nyke oOMexKeHa iH(popMariis momo gitTel, siki nepeOyBanu Ha TPyIHOMY BUTOIOBYBaHHi, a MaTepi
SIKUX OTPHMYBaJIH B lLiel mepiox 03eIbTaMiBip, Ta 00 €KCKpellil 03eIbTaMiBipy y I'PyoHE MOJIOKO
mopuHU. OOMeXKeHi maHi eMOHCTPYIOTh, 1[0 03eIbTaMiBip Ta HOT0 aKTHBHUM MeTabomiT Oynu
BHUSIBJIEHI Y TPY[IHOMY MOJIOLli, OfHAK iX piBHi Oy/IM HU3bKUMH, III0 MOXKe ITPU3BECTU 10 OTPHMaHHS
cyOTepaneBTUYHOI 03U HEMOBIISITaMHU. BpaxoByIouH IIi aHi, a TAKOXK MMATOT€HHICTh IUPKYII0I0Y0T0
mITaMy BipyCy I'DUITy Ta CTaH XiHKH, sIKa TOAyeE I'PYAni0, Moxe OyTH PO3TJIAHYTO IUTAHHS IIPO
IIpU3HAYEeHHS 03eJIbTaMiBipy 3a YMOBY O4EBUIHOL IOTEHI[INHOL KOPUCTI AJIS XKIHKY, gKa

roaye Irpynplo.

DepTUNLHICTD

Ha ocHOBI mOKJTiHIYHUX JaHUX OOKA3U IIPO BIIJIUB 03eJIbTaMiBipy Ha GepTUIbHICTL YOIIOBIiKiB a60
XKIHOK BIfICYTHI.

30amuicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

OsenbraMiBip HE BIIJIMBAE Ha LIBUAKICTh peakllil Ipu KepyBaHHI aBTOTPaHCIIOPTOM abo
IHITUMY MeXaHI3MaMHu.

Cnoci6 3acmocyeaHHss ma do3u.
Ilopocni Ta migmiTKy BiKoM Bif 13 pokiB
JIiKysaHHA

PekoMeHIOBaHNWI peXUM A03yBaHHA IIpernaparTy - 75 MT 03eJIbTaMiBipy 2 pa3u Ha fo0y
IIPOTSTOM D [HIB.

JIikyBaHHS ITOTPiOHO PO3MOYKHATH y IeplInii abo Ha APYrui OeHb IOSBU CHUMIITOMIB T'PHUITY.
ITpoginakmuka nicaa KOHMAKmy 3 X0pUM Ha 2pun

PekoMeH[I0BaHa [03a IpenapaTry A3enbTa A1 TPoGiTaKTUKYA TPUITY IIiCIIsT KOHTAKTY 3
XBOPHM Ha T'pHUII - II0 75 MT 03enbTaMiBipy 1 pa3 Ha mo6y mpoTsarom 10 guiB. [Tpuiiom
Ipenapary Cif pO3MOYMHATH He Mi3Hillle HiX y nepil 2 gHi micis KOHTaKTY.

ITpogpinakmuxka nid yac ce3oHHoi enidemii epuny



PekoMeHpOBaHa fi03a [7g IpodilakKTUKY IIif 4Yac Ce30HHO] emigeMil Ipuny - mo 75 mMr
o3enbTaMiBipy 1 pa3 Ha o0y IPOTATOM 6 THXHIB.

ITiTu BikoM = 6 - <13 poxkiB

PekoMeH0BaHUI pexXUM N03YBaHHS MperapaTy - 75 MI 03e/IbTaMiBipy 2 pa3u Ha fo0y IpoTsAroMm 5
OHIB OiTsSM BiKOM Bif 6 pokiB 3 Macoto Tina Oinbiie 40 Kr.

JIikyBaHHS MOTPiOHO PO3MOYMHATH Y MepuIuii abo Ha APYTHUM IeHb 0SB CUMIITOMIB TPHUIILY.
ITpoginakmuka nicaa KOHMAKmy 3 X0pUM Ha 2pun

PexomeHp0BaHa [03a Ipenapaty A3emnbTa O IPO(DIiTakKTUKY TPUITy MiC/Is KOHTAKTY 3 XBOPUM Ha
rpun - o 1 Tabnerti 75 mMr 1 pa3 Ha o6y nepopanbHO npoTsaroM 10 gHIB miTSM BikoM Big 6 poKiB 3
Macoio Tina Oinbire 40 K.

ITpoginakmuka nid yac ce3oHHoI enidemil 2puny
[TpodinakTuka Imig Yac Ce30HHOI emigeMil rpuny y miTei BikoM g0 12 pokiB He AOCIiAXKYyBajacs.

[Tpenapar y Burnsgi TabeTOK He 3aCTOCOBYIOTH HOBOHAPOAKEHUM Ta HiTSM BiKOM 1o 6 pokiB. [JaHa
JikapchKa (popMa He MpU3Ha4yeHa [JId JiKyBaHHS OiTel, Maca Tila skux MeHine 40 Kr, a TaKOX OIS
3aCTOCYBaHHS 103 HUXKYE 75 M. Y BCiX Bullle3a3Haye€HUX BUNAJKaX Ta [JId [MALi€HTIB, Y IKUX
BUHUKAIOTh TPYIHOLI IPY KOBTaHHI TabIeTOK, PEKOMEH0BaHO 3aCTOCOBYBATH IIpenapaTu
03e/IbTaMiBipy B iHIIIM JTiKapChKil ¢popMi Ta [o3i.

ﬂOSyBaHHH B 0COOJIMBHX BHUITaKaAX

IMauieHmu i3 nopyweHHAMU PYHKUiI nediHKu

Hemae He0oOXimHOCTI KOpUTYBaTU OO3Y AJIS JTiIKyBaHHS a00 MpodinakTUKHU MallieHTaM i3
NOpylIeHHAMY GYHKII mTediHnky. [loCTigKeHHSs 3a y4acTi [iTel i3 TopymeHHAME QYHKIIl IeYiHKY He
IIPOBOJUJIUCS.

ITauieHmu i3 nopyweHHAMU PYHKUil HUPOK

JlixyeaHHAa 2puny. [JopocnuM Ta migmiTkam (13-17 pokiB) 3 moMipHOIO ab0 TSIKKOI0 HUPKOBOIO
HEJOCTATHICTIO MPUIOM IpernapaTy A3esnbTa B 103i 75 M MPOTUIIOKA3aHUM, OCKIIbKY MOTPiOHA
KOPEKIIis [O3M.

IIpoginakmuxka epuny. JopocauM Ta migmiTkam (13-17 pokiB) 3 moMipHOI0 a00 TSIXKKOI0
HAPKOBOI HEJOCTATHICTIO IPUKOM IIpenapaTty A3esbTa B 031 75 MI IPOTUIIOKa3aHUH,
OCKiNIbKM TTOTPiOHa KOPEKIis J03H.

HepocTaTHBO KIIHIYHUX JaHUX A1 HaJaHHSA PEKOMEHAIlil 3 J03yBaHHSA OiTSIM BiKOM 10 12 pOKiB i3
NOpPYIIeHHAMH (YHKIIii HUPOK.

ITayieHmu AiMHbO20 BIKY

HeMmae noTpebu KOpUryBaTu 03y, 3a BUHSTKOM HasiBHOCTI ITOPYIIeHHS GYHKIIiI HUPOK ITOMipHOTO
ab0 TAKKOIO CTYIIEHS.



ITayieHmu 3 ocaabaeHuM iMyHimemom

JlikysaHHA. PekoMeHj0BaHa [103a 03€e/IbTaMiBipy [JIs IepOpabHOr0 3aCTOCYBaHHSA CTAHOBUTD 70 MI'
2 pa3u Ha goOy mpotsiroM 10 gHiB g mopocnux (OuB. po3minu «OcobIMBOCTI 3aCTOCYBaHHS»,
«TTo6iuHi peakirii»). JIikyBaHHS CIifl PO3MOYMHATH SKOMOTA IIBUIIE TPOTSATOM IEPIINX OBOX THIB
[I0SBU CHUMIITOMIiB CPHUILY.

Ce3oHHa npoginakmuka. Y nauieHTiB 3 ocabieHUM iMyHITETOM BHBYaacs OOBIIA TPUBAIICTh (1o 12
TUXKHIB) ce30HHOI mpodinakTuku (OuB. po3minu «OcoO6IuBOCTi 3acTOCyBaHHA», «[100iuHi peakiii»).

[I1g9x BBeOeHHSI
[TepopaneHoO.

TabmeTky HeoOXimHO KOBTATHU IIIIMMHU, 3alIUBAIOYX BOMOIO.

Himu.

[Ipemapat A3enbTa 3aCTOCOBYBATH HiTSM BiKOM Bif 6 POKiB 3 Macoio Tina Oinbirne 40 K.

Ilepedo3yeaHHsi.

[ToBimoMIIeHHS IIPO TIEepeNo3yBaHHSA 03eIbTaMiBipy Oynu ofgepxKaHi mif Yac KITiHiYHUX
MOCJTIiIKEeHb Ta IPOTITOM ITIOCTMapKEeTUHTOBOT'0 3aCTOCYBaHHS Ipenapaty. Y OinbimocTi
3adikcoBaHUX BUITAAKIB Iepeno3yBaHHs Ipo mobiuHi peakirii He moBimomsinocs. ITo0iuni
peaxiril, Ipo SKi MOBigOMIISNIOCS IIpHY Nepefo3yBaHHi, Oy/K 3a XapakKTepoM Ta BUIaMU
oMi0Hi MO THX, IO CIIOCTEPIranucs Ipu 3aCTOCYBaHHI TepaneBTUYHUX 103 03eIbTaMiBipy.

CroenudigyHOro aHTUOOTY HE iCHYE.
iTn

Yacriie oBifoMIISINIOCS IIPO lIepefo3yBaHHs Y OiTel, HiXK Y JOPOC/IUX Ta MiJiTKiB.

ITobiuni peakuii.

Pestome npodinio 3 6e3nexku

Y ninomy npodink 6e3mneku o3enbTaMiBipy 0a3yeThCa Ha JaHUX JTiKyBaHHS rpuny y 6049 mopocnux
ta/abo migmiTkiB i 1473 giTeii, 9Ki oTpuMyBanu 03eabTaMiBip abo nnaiebo, Ta Ha JaHUX
npodinaktuku rpuny y 3990 mopocnux Ta/abo migmiTKiB Ta 253 {iTel, SKi OTpUMYBaJIX 03eIbTaMiBip
abo nnanebo y kniniyaux pocuigxkenusax. Kpim toro, 475 narieHTiB 3 ocnabneHuM iMyHiTETOM
(Bkmrouatoun 18 mitewt: 10 - y rpymi mpemapaTy o3enbTaMiBip, 8 - y rpyii maame6o) oTpuMyBaIu
o3ebTaMiBip abo mare6o ois npodinakTUKU T'PUILY.

Y mopocnux Ta/abo migmiTKIB Ipu mpuioMi penapaTy s JTiKyBaHHS TPUIY HaWdaCTillIMMu
HeOaXkaHUMHU SIBUIIaMU OynIu Hy#oTa i O110BaHHS, IpY MPUMOMi AT MPOQiTaKTUKY TPUITY - HYIOTA.



BoHu Manu TpaH3UTOPHUY XapaKTep i BUHUKAIM 3a3BUYall y NEePIIUi-qPYTUll JeHb JIiKyBaHHSA Ta
3HUKanu yepes 1-2 mHi. V giTet HavacTimmm HebGaxXaHUM siBUIeM Oyio 6mioBaHHs. Y GinbuIocTi
BUIIQIKiB MOGiYHI peakilii He TPU3BOOUIIN OO BigMiHU 03eIbTaMiBipy.

[1ig yac mOCTMapKEeTUHTOBOI'0 3aCTOCYBaHHS 03€JIbTaMiBipy PiAKO MTOBIOMIISIOCS PO TaKi Cepio3Hi
nobiuHi peaknii: aHadinakTuyHi Ta aHadimaKTOINHI peakilii, mopyieHHs 3 O0KY MeYiHKH
(6mucKaBUYHMM TeNATUT, IOPYILIEHHS QYHKIII MeYiHKY Ta JKOBTSIHHUILIA), aHTI0HEeBPOTUYHUM HaOPSK,
cuapgpoM CriBeHca-[I;)KOHCOHA Ta TOKCUYHUMU ellifepMasibHUI HEeKPOoJli3, IIIYHKOBO-KUIITIKOBa
KPOBOTEYa Ta HEMPOIICUXiYHi po3nagy (000 HEUPOIICUXIYHUX PO3IadiB AUB. po3min «OcobIuBOCTI
3aCTOCYBaHHS»).

g onucy yacToTu nMoOGIYHUX peakilili BUKOPUCTOBYBAJIM TaKi KaTeropii: oyxe nomupeHi (= 1/10),
nmomupeHi (= 1/100, < 1/10), senommupesi (= 1/1000, < 1/100), pigko momupeHi (= 1/10000, <
1/1000), myxe pigko nomupeHi (< 1/10000), yacToTa HeBifoMa (He MoxKe OyTH BCTaHOBJIEHA Ha
OCHOBI HasiBHUX JaHux). [Io6iuHi peakiril BiTHECEHO OO MEBHOI KaTeropil 3rifHo 3 aHa/Ii30M
00’eMHaHUX JaHUX KITHIYHUX OOCIiIKEHb.

JIiKkysaHHA ma npodisakmuka 2puny y 00pocaAux md nioaimkis

Hattuacrimmi mo6iuHi peakiii, ski Oy 3apeecTpoBaHi y JOCHIIXKEHHSIX 3aCTOCYBaHHS
03eJIbTaMiBipy AJIS TiKyBaHHS Ta NPOQITaKTUKU TPUIY Y HOPOCIIUX Ta MifAJ/ITKIB, a TAKOXK y
IIOCTPEECTPAIiNHOMY IIePiofi IPX 3aCTOCYBaHHI PeKOMEHI0BaHOl 003U (75 MT 2 pa3u Ha
noOy mpoTsaroM 5 OHIB As nikKyBaHHS Ta 75 Mr 1 pa3 Ha J00y TPUBAICTIO 10 6 THXKHIB I
IpodinaKTUKM), HABOOSTLCS HUXKYE.

[Tpodine 6e3neku, 3a3HaYeHUM Y NAlli€HTIB, SIKi OTPUMYyBaJA 03€JIbTaMiBip y
PEKOMeHI0BaHUX o3ax A npodinakTuku (75 Mr 1 pa3 Ha 100y TPHBAJICTIO 70 6 THUXHIB),
OyB OfiOHUM [I0 TAKOTO, 110 CIIOCTEPIraBcs y OOCHigKeHHAX TiKyBaHHS, He3BaXKal4yy Ha
OiNTBIITY TPUBAJCTH JOCIIIXKEHb 3 METOI0 ITPODiTaKTUKY:

iHekuii ma iHeasii: IOMIMPEHi - OPOHXIT, IPOCTHUM reprec, iHeKIlii BEepXHiX AUXaTbHUX
IIJISIXiB, HA30()apUHTIT, CHHYCHT;

3 60Ky cucmemu Kpoei ma AiMpamuyHoi cucmeMu: PiAKo MOUIMPEeHi - TPOMOOLUTOEHIS;

3 60Ky iMYHHOI cucmemu: HETIOLWIKUPEH] - peak1is TinepyyT/IUBOCTI; PIAKO HNOWKUPEH] -
a”adinakTUyHi Ta aHa]iNaKTOIOHI peakiil;

ncuxiuHi po3aadu: PIAKO MOIIKMPEH] - aXUTallisd, IaTONIOTiYyHa MMOBeiHKa, TPUBOXKHICTbD,
CIIJTyTaHICTh CBiIOMOCTI, MapeHHs, Jelipiii, ramioMHallil, HiYHi XKaxy, CaMOTPaBMyBaHHS;

3 60Ky Hepeosoi cucmemu: myxe MOIIUPEeHi - TOIOBHUM 0iflh; MoIMUpeHi - 663COHHS; HETOMINPeHi -
IIOPYIIEHHS CBiIOMOCTI, CYAOMU;

3 60Ky opeaHis 30py: PIAKO IOIIKUPEH] - IIOPYIIEHHS 30DY;
3 60Ky cepuesoi cucmemu: HEIIOMIKUPEH] - ceplieBi apuTMii;

3 60Ky OuxasnvHOI cucmemu, opa2aHia 2pyoHoi KAimKu ma cepedoCmiHHA: TIOMKUPEHi - Kalllesb,
puHopes, 6inb y ropiii;



3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: OyKe MOUIMPEHi - HyNOoTa; NomupeHi - 67110BaHHs, Oinb y
JKUBOTI (B TOMy YUCJIi Y BePXHiX Biffiifiax), AUCHENCis; PifKO MOMKPEH] - MTyHKOBO-KUIIKOBA
KPOBOTEYa, reMOpariyHuil KOJIiT;

3 60Ky 2enamobiniapHoi cucmemu: HETIOIIUPEH] - MiBUIIEHHS PiBHA MEYiHKOBUX (GEPMEHTIB; PifKo
IOIMMPEHi - ONMMCKAaBUYHUY T'eIIaTUT, IeYiHKOBa HeIOCTATHICTh, TeIIaTHUT;

3 60Ky wkipu i nidwKipHOi KAiMKOBUHU: HETIOMKUPEHi - HepMaTHUT, BUCHUIIAaHHS, eK3eMa, KPOIIUB THKA;
pifKo moumpeHi - aHTiOHEBPOTUYHUYN HAOPSK, MyIbTU(GOPMHA €pUTEMA, CUHIPOM
CriBeHca-/I?KOHCOHA, TOKCUYHHUY emifepManbHUM HEKPOJIi3; YacTOTa HEBimoMa - ajepris, Habpsak
00T YS;

3a2a1bHi p034adu ma peakuyii y micui ese0eHHA: MOMIMPEH] - 3alIlaMOPOYeHHS (BK/II0Yal04u BEPTHUTO),
cnabkicTs, Oinb, rinepTepMis, 6inb y KiHI[iBKaXx.

JlikygaHHA ma npogisakmuka epuny y dimeu

3aramom 1473 ouTuHY (BK/TIOYAOYHU 300POBUX AiTel Bikom 1-12 POKiB Ta fiTel 3 aCTMOIO BiIKOM
6-12 pOKiB) B351/IM y4acCTh Y KJIIHIYHUX JOCTIIXKEHHIX 03eIbTaMiBipy [/ JIIKyBaHHS TPUILY.
Cepep HEX 851 guTHMHA OTpUMYyBaJa JIIKyBaHHS CYCII€H3i€10 03eIbTaMiBipy. 3araioM 158
miTel OTPUMYBa/IM PEKOMEHIOBaHY 103y 03e/bTaMiBipy 1 pa3 Ha 0o0y yV MOCIimXKEeHHSIX
npodinakTUKHU MiCsA eKCIIO3KIIil TpenapaTy Yy JoMallHiX yMmoBax (n = 99), y 6-TuxXHeBUX
OOCTIIXKEeHHSIX Ce30HHOI MPOoQiTakKTUKYU (N = 49) Ta y 12-THKHEBUX JOCIIIIXKEHHIX CE30HHOI
npodinakTuKy cepeq AiTel 3 ocnabmenuM imyHiteToM (n = 10).

Hattyacrimni mo6iuni peakitii, ski Oy 3apeecTpoBaHi y JOCTiAKEHHSIX 3aCTOCYBAaHHS 03€JIbTaMiBipy
[JIs TiKyBaHHS Ta TPO(ITaKTUKY TPUIY Y OiTel (IPU 3aCTOCYBaHHI O3yBaHHS Ha OCHOBI BiKy - Bif 30
Mr o 75 mr 1 pa3 Ha mo6y):

iH(ekuii ma iHeasii: TIOMIMPEH] - CepeqHill OTUT; YaCTOTa HeBimoMa - OPOHXIT, THEBMOHIS,
CUHYCUT;

3 60Ky Hepeosoi cucmemu: TIOMIUPEHi - TOTIOBHUM Gifb;
3 60Ky cucmemu Kpoei ma AiMpamuyHoi cucmeMu: 4acToTa HeBimoma - JtiMpamgeHomaTis;

3 60Ky opeaHis 30py: TOIINPEH] - KOH IOHKTHUBIT (BK/II0Yal0YX IOYEPBOHIHHS 04el, BUMIJIEHHS
3 ouell Ta 0inb);

3 60Ky opeaaHis cayxy ma secmuby1ApHO20 anapamy: TOMUPEHi - 6ilb y ByXax; HEIOIIKUPEHi -
nopyiieHHs 3 60Ky 6apabaHHOI MePEeTUHKY;

3 60Ky OuxanbHOI cucmemu, op2aHie epyOHOi KAimku ma cepedocmiHHA: OyKe TOIIUPEeH] -
KallleJIb, 3aK/IafeHiCTh HOCa; MIOLINPEH] - PUHOPEes; 4aCToTa HeBiloMa - acTMa (BKIIOYalo4n
3aroCTPEHHS), HOCOBi KPOBOTEUi;

3 60Ky WAYHKO0BO-KUWKOB020 Mpakmy: OyxKe MOUIUPEH] - 6/10BaHHS; IOUIMPEH] - HygoTa, 6inb y
JKMBOTI (B TOMY YMCJIi Y BEPXHIX Bififiifiax), AUCIEICid; 4aCcTOTa HEBiIOMa - fgiapes;

3 60Ky wKipu i niOwKipHOi KAIMKoBUHU: HETIOMIKPEH] - HepMaTHUT (BKJII0YaOUM aJepriyHui Ta



aTOMIYHUYU OepPMaTHUT).

Omnwuc oKpeMux MoOiYHUX peakilin

IIcuxiuHi ma He8po.a02iuHi po3aadu

['pun Moxke OyTH OB’ I3aHUM i3 Pi3HOMaHITHUMU HEBPOJIOTIYHUMHU Ta MOBENiHKOBUMHU
CHMIITOMaMH, 1110 MOXKYThb BKJIIOYaTH rajllolMHallil, Jellipiil Ta HeaJleKBaTHY ITOBEMiHKY, B
OesIKUX BUMAOKax - 3 JIeTaJIbHUM HacligkoM. BKa3aHi fBUIlla MOXYTh CIIOCTEPIraTUCh K
IposiB eHnedaliTy uu eHledasnomnarii, are MOXyTh BUHUKATH 063 OUEBHUIHOIO TSIXKKOTO
3aXBOPIOBAHHS.

Y XBOpUX Ha I'DUII IIPU 3aCTOCYBaHHI 03e/IbTaMiBipy y micisgpeecTpaliiHoMy nepiofii Takoxk Oyiu
3adikcoBaHi BUMIaAKU CYHOM i Aefipito (BKI0Yal04yy TaKi CHMIITOMH SK 3MiHa PiBHS CBiIOMOCTI,
CIITyTaHICTh CBiZOMOCTI, HeaZleKBATHY IIOBEHiHKY, MapeHHS, TallolMHAIli], a’)KUTaIlil0, TPUBOXKHICTB,
HiYHi XKaxu), IKi y TOOOUHOKUX BUIIaJKaX IPU3BOAUIL IO BUIIATKOBOT0 CaMOIIOIIKOAKEHHS a0
JleTalbHOTO HacTiaKy. Bka3aHi aButia 6yiu 3adikcoBaHi B OCHOBHOMY Y AiTeH Ta MiAJiTKIB i 9acTo
MaJIi panTOBUY [I0YATOK Ta IIBUAKE 3aBeplleHHs. HeBinoMo, 4u mOoB’sI3aHi ICUXOHEBPOJIOTiYH]
TIOPYIIEHHS i3 3aCTOCYBaHHSIM 03€/IbTaMiBipy, OCKiJIbKM IICUXOHEBPOJIOTiYHI po37agu TaKoX Oynu
3apeecTpoBaHi y XBOPUX Ha I'pUIl, IKi He 3aCTOCOBYBaJu 1ied mpemnapar.

I'enamobiaiapHi nopyweHHs

Y martienTiB i3 rpunononi6HUM 3aXBOPIOBaHHSIM CIIOCTEPIranucs po3jany remnartobiniapHol cucTeMy,
BKJIIOYal0OYY BUNA[KHY relaTUTY Ta MifBUIIEHHS PiBHS MeYiHKOBUX ¢hepMeHTiB. Bka3aHi BUmagku
BKJIIOYa/IM JeTaJbHUM QyNbMiHAHTHUN TellaTUT/IIe4iHKOBY HEIOCTATHICTh.

[lomaTKOBa iH@opMallis TPo OKPeMi TPYIIN NaIliEHTIB

ITauieHmu AiMHbO20 BiKY Ma NAUiEHMU 3 XPOHIYHUMU 3AXBOPIOBAHHAMU cepusa ma/abo duxanbHoi
cucmemu

HocnipKyBaHa MONYJIALis OJId JIIKyBaHHSA T'PUITY BKJI04asla 3T0POBUX AOPOCIUX/IIAJIITKIB 1 IallieHTiB
i3 (hakTOpaMu pU3MKY (MALEHTU 3 MiABUIIEHUM PU3UKOM PO3BUTKY YCKJIaAHEHD, II0B I3aHUX 3
TPUIIOM, HalIpUKIIak, Malli€eHTH JIiITHBOTO BiKy Ta MAIliEHTH 3 XPOHIYHMMH 3aXBOPIOBAaHHAMU cepis abo
[UXabHOI CUCTEMHU). 3arajoM npodines 6e3mneku y migaiTKiB Ta HOPOCTUX i3 XPOHIYHUMU
3aXBOPIOBaHHSIMHU Ceplis Ta/ab0 3aXBOPIOBAaHHAMU JUXaJIbHOI CUCTeMU OYB SKiCHO IOPIiBHSAHHUM 3
TAKUM Y 3[0POBUX NOOPOBOJIBIIIB.

ITauienmu 3 ocaabieHum imyHimemom

YV nopgBiftHOMY CITilTOMY HOCTigKeHHi TiKyBaHHS IPUIy Bchoro 199 mopocnux maifieHTiB 3 ocinabieHuM
iMmyHiTeTOM (1110 06CTEXKYBaIUCS 3 METOIO OLiHKY Oe3meKku) OyIu paHOOMi30BaHi OTPUMYBATH
o3esbTaMiBip npotsarom 10 gxiB: 98 maIieHTiB OTpUMYyBaJld CTaHAAPTHY [03y 03eIbTaMiBipy (75 Mr 2
pas3u Ha no0y) Ta 101 maifieHT oTpuMyBaB noABikHy 03y (150 Mr 2 pa3u Ha 7o0y). [Tpodins 6e3mexu
03eJIbTaMiBipy, LI0 CIIOCTEPIraBCcs B JaHOMY AOCIIIZKEHH], CIIiBIIafiaB 3 TAKUM, 110 CIIOCTEPITraBCA B
IIOIepefHiX KIIHIYHUX AOCIIAXKEHHAX, B SIKUX 03€eJIbTaMiBip 3aCTOCOBYBaBCS IS JIIKyBaHHS TPUIY Y
nauieHTiB 6e3 iMyHOmedinuTy (mauieHTiB 6e3 iHIMMX 3aXBOPIOBaHb a0 MallieHTiB i3 paKTOPOM PUIUKY



[cynyTHi 3axBOpIOBaHHS cepllst Ta/abo guxanbHOI cucTeMHu]). BimcoTok mallieHTiB, y SKux
cnoctepiranucs nobiuHi sBuIla, 6YB MEHIINM Y TPYIIi CTAHAAPTHOTO [03YBaHHS MOPIBHSHO 3 TPYIIOI0
nofBi¥HOrOo no3yBaHHA (49 % Ta 59,4 % BiONIOBIKHO).

Y 12-TuxHEBOMY JOCHifXKeHHI mpodinakTuku y 475 ocib i3 ocnabneHuM iMyHITETOM, B TOMY
yucni y 18 miteit BikoMm 1-12 pokis, mpodins Oe3neku y 238 mallieHTiB, Ki OTpUMYyBaIu
03ejIbTaMiBip, OyB MOPIBHIHHUM 3 TaKUM, ITI0 CIIOCTEPIraBCcs Y KITiHIYHUX HOCIIIXKEHHIX
3aCTOCYBaHHS 03€/IbTaMiBipy A MPO(diTaKTUKY.

Iimu 3 6poHXiasbHO0 ACMMOW0

3arasnoM mpodinb mobivHUX peaklliyt y miTert 3 O6poHXiaIbHOI acTMOI0 OYB SIKiCHO
IIOPIBHSHHUM 3 TaKUM Y 3[I0POBUX BiJHOCHO IHIIINX 3aXBOPIOBaHb OiTEM.

Tepmin npudamuocmi. 3 POKHU.

YmoBH 30epiranns.

30epiraTu npu TemnepaTtypi He Buile 25 °C. 30epiraTy B HEJOCTYIITHOMY [JIsS HiTeM MicCIIi.

YnakosBka.

[To 10 Tabnetoxk y GmicTepi, mo 1 GicTepy B mauiii.

Kareropis Bigmycky.

BifmycKaeTsCa 3a perenToM

BupoOHHK.

Biodapm JIth

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs MOro Jis/IbHOCTI.

ByJ. Ban6xkucka 13, 60-198 ITo3naus, [Tonbia

3asiBHHUK.

CminbHe yKpalHCbKO-iCITaHChKe ImignprueMcTBO «CIepKo YKpaiHa».
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