Ckian

Oitova pevosuHa: oseltamivir;

1 TabneTka MicTuTh o3enbTaMiBipy 75,00 Mr y ¢hopmi o3enbTamiBipy dpocdaty 98,50
MT;

O0ONOMIJICHI pedoB8UHU: 1IeJII0JIo3a MiKpokpucTaniuyHa (tun 102), KpocnoBigoH,
11e/110J103a MikpokpucTaniyHa (tun 101), KpeMHito miokcum KomoigHuM 0e3BOIHUIMH,
MIOBIOOH, MarHiio cTeapar.

JIikapcbKa ¢popmMma

TabneTku.

OcHOoBHI (pi3uKo-xiMiuHi 81acmuBoCcmi: KPyTii, IBOOIYKJI TabneTku 6ij1oro KonIbopy.
®dapMaKoTepalneBTHYHA rpymna

[TpoTuBipycHi 3aco0u OJigd CUCTEMHOT'O 3aCTOCyBaHHs. [IpoTUBipyCHi 3acobu mpsMoi
nii. IuribiTopu Hetipaminima3u. O3enbTamiBip. Kog ATX JO5A HO2.

dapMakogHHaMiKa

OsenbTaMiBipy ¢ocdaTt € ImporpenapaToM aKTUBHOTO MeTab0JIiTy (03e1bTaMiBipy
KapOoKcHumiary).

AxTUBHUN MeTabOJIIT € CeJIEKTUBHUM iHTiOiTOpOM hepMeHTy HelpaMiHiga3u BipyciB
TPHUITY, IIIO ABJIsIE COOOIO TJIIKONPOTEIH Ha ITOBEPXHi BipioHa. AKTUBHICTh BipyCHOTO
(bepmeHTY HelipaMiHiga3u € BaXKJIMBOIO OJIs IIPOHUKHEHHS BipyCy B HeiH(piKOBaHi
KJIITUHY, BUBLIbPHEHHS HOBOYTBOPEHUX BipYCHMX YaCTHHOK 3 iH(IKOBaHUX KJIITUH Ta
IIOJaJIbIIOrO MOIIUPEHHS BipyCy B OpraHi3Mmi.

OzenbTaMmiBipy KapOoKcumnar iHridye HelipaMiHifa3y BipyciB rpuny Ttumis A Tta B in
vitro. O3enbTaMiBipy pochaT IpUrHidye pensikailito BipyCy Ta ¥Oro HaTOT€HHICTh in
vitro. O3enbTaMiBip Ipu IepopajbHOMY 3aCTOCYBaHHI IPUTHIUYE pelJikaliiio BipycCiB
rpuny TuiliB A Ta B Ta #0ro maTOreHHICTh Ha MOAENSAX IPUIIO3HO] iH(EeKIIil y TBapHUH in
Vivo IIpY aHTUBIPYCHiM €KCITO3UIIil, 1110 JOCATAETHCS Y JIIOOUHY IIPYU 3aCTOCYyBaHHi 103U
75 Mr 2 pa3u Ha mo0y.

AHTHUBIpYCHa aKTHBHICTh 03enIbTaMiBipy Oyia IigTBepaXKeHa I00 BipyCiB rpuIry
TUMIB A Ta B B eKciepruMeHTaIbHUX OOCJIIIXKEHHSIX 3a y4acTi 300POBUX TOOPOBOJIBIIIB.



3uaueHHsa IC50 o3enbTamiBipy Aia hepMeHTy HellpaMiHiga3u KIiHIYHUX i30/I4TiB
BipyciB rpuny A komnusanucs Big 0,1 aMonb go 1,3 HMons, a gjs BipyciB rpuny B
cTtaHoBuNHU 2,6 HMonb. B ony0mikoBaHUX OMaHUX OOCIIiAXKEeHb Big3Ha4vaaucs BUIIT
3HayeHHd [C50 ginsa BipyciB rpuny B 3 meniasoro 8,5 HMoJib.

Pe3ucmeHnmHticmb 0o o3eabmamisipy

KaiHiuHI OocaioxceHHA

Pu3uk nosiBu BipyciB rpuny 3i 3HMKEHOIO YyTJIMBIiCTIO a00 BUPaXKeHOI0
PE3UCTEHTHICTIO OO0 03eJIbTaMiBipy BUBUYABCA IIi[l YaC KJIIHIYHUX OOCIIiOXKEHb.
P03BUTOK pe3UCTEHTHOCTI 00 03eJIbTaMiBipy y BIipyCy IIifl 4acC JIIKyBaHHS
CIIOCTepiraBcs 4YacTillle y OiTeH, HiXK y OOPOCIIuX, Bapitowyu Big MeHine 1% y
mopocnux go 18% y HemoBnaT BikoM Ao 1 poky. [liTu, HOCIl BipyCy, p€3UCTEHTHOTO [0
03enbTaMiBipy, 3arajioM BUIIJISAIMN BipyC IPOTATOM OiJibIll TPUBAIOTO IIepiomy
IIOPIBHSAHO 3 TAKMMU 13 HEPEe3UCTEeHTHUM BipycoM. OfHaK CIpUYUHEHA JIIKyBaHHAM
PEe3UCTEHTHICTS OO 03eJIbTaMiBipy He BIIJIMBaJia Ha BIOIMOBiAb Ha JIIKYyBaHHS Ta He
IPU3BOAMIIA OO0 NOOOBXEHHS CUMIITOMIB I'DUITY.

3arasoM OilbIIl BUCOKa YaCTOTa PE3UCTEHTHOCTI IO 03eJIbTaMiBipy cocTepiramsacs y
OOPOCIUX IAIliEHTIB 3 ocnabjieHuM iMyHITETOM, SIKi OTPUMYBalli CTaHOAPTHY abo
MOABiNHY J03y o3enbTaMiBipy nmpoTsaroM 10 guiB [14,9% (10/67) y rpymi cTaHOapTHOIL
mo3u Ta 2,8% (2/71) y rpy1i moABifiHOI 03U ], MOPIBHAHO 3 JAaHUMHU OOCIIiIXKEHb 3a
y4acTIO mopocnaux 0e3 iHIIUX 3aXBOPIOBaHb, SIKi OTPUMYBAIU JTiKyBaHHS
o3erbTaMiBipoM. BinbIIicTh MaIli€EHTIB, ¥ SKUX PO3BUHYJIACSd PE3UCTEHTHICTD, OyIu
nallieHTaMHu ITicis TpaHcmnaHTalil (8/10 malieHTiB y rpyni cTaHmapTHOL 0o3u Ta 2/2
MallieHTH y TPyMi MOoABiMHOI [o3u). BilbIIicTh NAIi€EHTIB i3 BipyCcOM, PE3UCTEHTHUM [0
o3enbTaMiBipy, Oynu iHdikKoBaHi BipycoM rpumy TUILy A Ta BUIINISAIU BipyC IPOTATOM
OinbII TPUBAJIOTO Iepiony.

) ) ) [NlamieHTH 3 MyTalisIMHA PE3UCTEHTHOCTI (%)
[Monmynsaiis maiieHTiB
denoTurryBanusa * I'eHo- Ta peHOTHUIIYBAHHS *
Iopocmi Ta miamiTKu 0,88 % (21/2377) 1,12 % (27/2391)
ity (1-12 pokiB) 3,89 % (66/1698) 4,24 % (72/1698)
HemosnsaTa (< 1 poky) 18,31 % (13/71) 18,31 % (13/71)

* IloBHE TeHOTUIIYBaHHS B YCiX OOCIIIAXKEHHAX He IIPOBOAUIIOCS.

ITpogirakmuka 2puny

Hewmae minTBepOKeHHSI BUHUKHEHHS PE3UCTEHTHOCTI IO JIiKapChbKOTro 3acoly,
acolliioBaHOI i3 3aCTOCYBaHHSM 03€JIbTaMiBipy, y IPOBeOeHUX Ha ChOTONHIIIIHIN JeHb



KJIIHIYHUX OOCTiAXKEeHHSIX NPOoPiTaKTUKM IPUILY ITiCJIA KOHTAKTy (7 OHIB), 4jeHaM CiM’l
micnst KoHTakTy (10 gHiB) Ta ce30HHOI ITpodinakTuku rpuny (42 gHi) y maii€HTiB 3
ocnabmenum iMmyHiTeToMm. Ilim yac 12-TUKHEBOTO OOCITiAXKEeHHS IPOGiTaKTUKU Y
MalieHTiB 3 ocabeHuM iMyHiTETOM BUHUKHEHHS PE3UCTEHTHOCTI He CIIOCTepiranocs.

KniHiuHi OaHi ma OaHi cnocmepediceHb

Y Bipycax tumny A Ta B, BumieHux Bif maiieHTiB 6e3 eKCIIo3uIlii 03eabTaMiBipoM, in
vitro 6ymu BHUSBJIEHI IPUPOOHI MyTallii, acollifioBaHi 3i 3HUKEHOIO YyTJIUBICTIO DO
o3enbTaMiBipy. Pe3aucTeHTHi mmTaMu, BimiOpaHi mig 4ac niKyBaHHS 03e/IbTaMiBipoM,
Oynu BUAIJIEH] Bif IMaIliEHTiB 3 HOPpMaJbHUM Ta OcJjiabJIeHUM iMyHiTeTOM. Y Ialli€HTiB 3
ocnabyeHuM iMyHITETOM Ta [iTel MOJIOAIIOTO BiKy PU3UK PO3BUTKY PE3UCTEHTHOCTI
00 O3eJIbTaMiBipy IIif 4ac JiKyBaHHS BipyCy OiJIbIII BUCOKUU.

Byrno BUsiBlIeHO, 1110 pe3UCTEHTHI 10 03eJIbTaMiBipy BipycH, BUOiJIeH] BiJl ALI€HTIB, sKi
OTpUMYyBaJIU JIIKyBaHHSA 03€JIbTaMiBipOM, Ta PE3UCTEHTHI 0O 03eJIbTaMiBipy
nabopaTopHi IITaMU BipyCiB rpUlly MiCTSATh MyTallil B HelipaMiHima3ax N1 ta N2.
MyTallii pe3uCTEHTHOCTI Majiu TEHEHIIiI0 OyTU crienuivHUMY OO0 BipyCHOTO MiATHUITY.
3 2007 poKy Criopagu4yHO BUSABJIAJIACSI PE3UCTEHTHICTD, 110 BUHUKAJIa IPUPOOHIM
IIJITXOM Ta OyJia acollifioBaHa 3 myTaillieo H275Y, y ce3onHHux mramax HIN1. 4k
BUSIBUJIOCS, YYTJIMBICTh OO O3€JIbTaMiBipy Ta MOIUPEHICTh TaKUX BipyCiB 3MiHIOETHCS
Cce30HHO Ta reorpadiuno. ¥ 2008 poui H275Y Oyna BusBineHa y > 99 % IIUPKYIIOI0YUX
izonsaTis rpuny H1IN1 B €Bpomi. ¥ 2009 pouii Bipyc rpuny HIN1 («CBUHSYNY TPUT»)
OyB Malike OHOPiOHO YYTJIUBUM OO O3€eJIbTaMiBipy, IIpU IIbOMY Majlu Micile
CIIOpafWyHi NOBIIOMJIEHHS IPO PE3UCTEHTHICTH IIPU 3aCTOCYBaHHI IIpenapary 3
METOIO JIIKyBaHHS Ta IPOQiTaKTUKH.

dapMaKkoOKiHEeTHKA

BcMOKTYBaHHS

[Ticnss mepopaibHOTO IPUMOMY 03€eJIbTaMiBipy docdaT 1erko BCMOKTYETHCS Y
TPAaBHOMY TPaKTi i 3HAYHOIO MipOI0 ITePeTBOPIOETLCS Ha aKTUBHUYN MeTaboJIiT
(o3enbTaMiBipy KapOoKcuiaT) IIig Oiero mediHKoBUX ectepa3. He meniie 75 %
MIPUNHSATOI BHYTPIIIIHBO MO3U IIOTPAIJISIE ¥ CUCTEMHUM KPOBOOOIT y BUTTISIAi aKTUBHOTO
MeTaboniTy, MeHIlle 5 % - y BUTISAI BUXigHOTO Impemnaparty. [1;1a3MoBi KOHIIEHTpallil,
sIK TIpOITpeIiapaTy, TakK i akTUBHOTO MeTa0oJIiTy, MIPOIOPIIifiHi M03i, TOMYy He 3ajeXkaTb
BiJl OMHOYACHOTO 3aCTOCyBaHHS 3 1K€I0.

Poznonin

Y nmoguHu cepenHii 06’eM PO3MOAiNy aKTUBHOTO MeTaboJIiTy B piBHOBa;KHOMY CTaHi
cTaHOBUTH IMpubnu3Ho 23 1. Lle 06’eM, ekBiBaJIeHTHUM 00’€My MO3aKJIITUHHOI PigUHU



opraHiaMmy. OCKiIbKM aKTUBHICTh HeMpaMiHila3u € M03aKJIITUHHOI, 03eJIbTaMiBipy
KapOOKCHUJIaT JOCSTa€ BCiX OCHOBHUX MIiCITh JIOKasIi3allii rpumo3Hoi iHgexkKIrii.

3B’s13yBaHHS aKTUBHOT0 MeTaboJIiTy 3 OiIKaMU MJjla3MU JIIOAMHU HU3bKe (IpubOIu3Ho 3
%).

MeTaboJ1i3m

O3enbTaMiBipy pochaT 3HaWHOIO MipOIO ITEPETBOPIOETLCS HA 03e€IbTaMiBipy
KapOOKCHUIaT IIif [i€ro ecTepas, 110 3HAXOOSATHCS IepeBaXXHOo B mevinili. Hi
o3enbTaMiBipy ¢ocdaT, Hi akTUBHUYM MeTaboJIIiT He € cybcTpaTaMu abo iHribiTopamu
i3oepMeHTiB cuctemMu nuToxpomMy P450 y mocnigkeHHAX in vitro. 2KogHuX KOH'IOraTiB
das3u 2 gisa 060x CIoIyK BUSBIIEHO in vivo He OyJio.

Busegeunusa

O3zenbTaMiBip, 1110 BCMOKTaBCS, BUBOOUTHCS I'OJIOBHUM YMHOM (> 90 %) miisgxom
IIepeTBOPEHHS Ha 03e/IbTaMiBipy KapOoKcuiaT, SKUM He NiIgaeTbCs MOoaabIIIin
TpaHcdopMallil Ta BUBOOUTHCS i3 cedero. Y OiIbIIIOCTI MaIliEeHTiB MaKCUMaJIbHa
KOHIIEHTpallid aKTUBHOT0 MeTabOoJIiTy y I/1a3Mi KPOBi 3HUKYETHLCS 3 IIepiomoM
HaniBBuBeneHHs 6-10 roguH. [ToBHICTIO aKTUBHUYM MeTa0OJIiT BUBOAUTLCS HUPKAMHU.
HupkoBuii knipesc (18,8 n/roguny) nmepeBullye MIBUAKICTD KITyOOYKOBOI ¢inbTpairii
(7,5 n/roguHy), 110 BKa3ye€ Ha Te, II0 HOOATKOBO IIpelapaT BUBOOUTHCS W€ U IIIJIIXOM
KaHaJbIlleBOl cekpelil. 3 KaoM BUBOOUTHCS MeHIIe 20 % MPUNUHSATOTr0 BHYTPIIIIHBO
panioakKTUBHO IIO3HAYEHOI'0 IIpernapary.

dapmakoKkiHemuka 8 ocobausux 2pynax.

ity BikKOM Bim 1 poky

dapMaKOKiHETHUKY 03eJIbTaMiBipy BUBYasu y OiTeu BikoM Bifg 1 7o 16 pokiB y
(bapMaKOKiHETUYHOMY OOCIiAXKEHHI 3 OMHOPA30BUM IIPUKXOMOM IIpenapary.
dapMakoKiHeTHKa IIpu OaraTopa3oBOMY IPHUMOMI IIpelapaTy BUBYalach Y HEBEJIMKOL
KiJIBKOCTI AiTeN y KJIIHIYHOMY AOCIiAXKEeHHI e(DeKTUBHOCTI. Y OiTe’ MOJIOALIOrO BiKy
BUBEJEHHS IIpoNpenapaTry Ta aKkTUBHOT0 MeTaboJIiTy BinOyBasocs HIBUAIIE, HiXK Y
OOPOCJINX, 10 MPU3BOAMIIO A0 OiJbII HU3bKO1 €KCII03UIlil, BUpaXKeHo1 y MijlirpamMax Ha
KijlorpaM mMacu Tina go3u. [IpuiioMm npemnaparty y 0031 2 MI/KT Ja€ TaKy XK €KCIIO3UIIiI0
03ebTaMiBipy KapOOKCHUJIIaTy, IKa AOCATAETHCS Yy HOPOCIIUX ITiCIsI OMHOPa30BOTO
mpuiioMy 75 Mr npermnapaty (110 eKBiBajeHTHO npubau3Ho 1 Mr/kr). ®apMakoKiHeTHKa
03eJIbTaMiBipy y AiTeu i migIiTKiB BikoM Bifg 12 poOKiB Taka X caMa, SK 1 Y JOPOCIHX.

XBOPI JIITHHOTO BiKY




Y xBopux HMiTHLOTO BiKy (65-78 pOKiB) €KCIIO3UIlisI aKTUBHOT'O MeTabOJIiTy B
PiBHOBaKHOMY CTaHi Ha 25-35% Builla, Hi2K Yy MOJIOAIINX Halli€eHTiB (< 65 pOKiB) mpu
3aCTOCYBaHHI aHAJIOTIYHUX [03 03e/bTaMiBipy. Ilepion HamiBBUBEOEeHHS IIpenapary B
0cib IMiTHBOTO BiKYy CYTTEBO HE BipPi3HSETHCS BiJl TAKOTO Y MOJIOAIINX IallieHTiB. Ha
OCHOBIi €KCITO3UIIil ITperapaTy Ta IIepeHOCUMOCTi, HeMa€ HeoOXimHOCTi B KOPUT'YBaHHI
003U IalliEHTaM JiTHbOTO BiKy, KpiM Mali€eHTiB 3 TOMipHOI0 ab0 TAKKOI0 HUPKOBOIO
HeIOOoCTaTHICTIO (KIipeHC KpeaTuHiHy < 60 MJi/xB) (ouB. po3min «Crocid 3acTocyBaHHS
Ta JO3U»).

XBOPi 3 YpaxKeHHSIM HUPOK

[Tpuiiom o3emnbTaMiBipy ¢pocdaTty 100 Mr 2 pa3u Ha mo0Oy IPOTSATOM 5 OHIB HalliEHTaMu
3 Pi3HUM CTyIleHEM ypaXKeHHS HUPOK IMPOAEMOHCTPYBaB, 110 €KCIIO3UIid
o3enbTaMiBipy KapOoKcusaTy € 00epHEHO ITPONOPIIiHOI0 3HNKEHHIO QYHKIII HUPOK.
[71s1 mo3yBaHHS OUB. po3min «Crocib 3aCTOCYBaHHS Ta HO3U».

XBOPI1 3 YpaKeHHSIM NEeYiHKHA

3a pe3ybTaTaMu in vitro mocmifzkKeHb, He OYiKy€eThCS Hi 3HAYHOTO 30ibIIeHHS
€KCII03UlIlil 03eIbTaMiBipy, Hi 3HAaYHOTO 3HUKEHHS €KCII03Ullil aKTUBHOT O MeTaboiTy
03enbTaMiBipy y Mali€eHTiB i3 mopyireHHAMU QyHKIII1 nedinku (OuB. po3min «Crocio
3aCTOCyBaHHS Ta OJO3U»).

BariTHi XiHKI

3BeieHUU MOMyIAinHNN (papMaKOKIiHETUYHNYM aHali3 BKa3ye Ha Te, 110 PeXUM
OO3yBaHHS 03eIbTaMiBipy, SIKUM OIMHcaHo y po3mdini «Crocib 3acToCcyBaHHS Ta OO3U»,
MIPU3BOOUTH OO HU3bKO1 eKcro3util (B cepegaboMy 30 % IIPOTSATOM BCiX TPUMECTPIB)
aKTHUBHOTO MeTaboJIiTy YV BariTHUX XKiHOK MOPiBHSHO 3 HeBariTHUMHU. [IpoTe
nepenbadeHa HU3bKa €KCIIO3ULIiSI 3aJTUIIIAaETHCS BUIIOO Bif iHTiOyi0ounx KOHIIeHTpallil
(3HauenHs IC95) Ta miama3o0HiB IMITaMiB BipyCy IpUNy Ha TepaleBTUYHOMY piBHI. KpiMm
TOTO, MaHi HarIsOOBUX OOCIIIXKeHb BimoOpaxkaloTh KOPUCTH Bill IIOTOYHOT'O PEXUMY
Oo3yBaHHS OJIS JaHOI KaTeropil maiieHTiB. TaKUM YUHOM, He peKOMEHI0BaHO
KOPUTYBaTH A03y [AJIS BariTHUX KiHOK MpPH JIiKyBaHHI ab0 mpodimakTulli rpuIty (OuB.
po3min «3acTocyBaHHS y Imepion BariTHOCTiI abo rogyBaHHS T'PYOII0»).

INamierTH 3 ocnabJieHUuM iMyHITETOM

[aHi monynAniiHOro (papMaKOKIiHETUYHOI O aHali3y CBig4aTh, IO JIIKyBaHHS
03eJIbTaMiBipOM y DOPOCIHUX IAIli€EHTIiB 3 0c1abIeHUM iMyHIiTEeTOM (K BKa3aHO B
po3mini «Crmocib 3acTocyBaHHS Ta A03W») IPU3BEJIO [0 HiABUINEHHS eKcno3ulil (go 50
%) aKTUBHOTO MeTa0O0JIiTy ITOPiBHAHO 3 JOPOCIUMU NalliEHTaMX 3 HOpMaJIbHUM
IMyHITETOM i3 IOPIBHAHHUM KJIIpDEHCOM KpeaTUHiHY. Y 3B’S3Ky 3 IIUPOKUM



miarma3oHoM 0e3MeKH aKTUBHOI'O MeTabOoJIiTy MOPOCIUM HallieHTaM 3 ocjiabieHuM
iMyHiTETOM KOPUTYBaHHS 403U He NMOoTpiOHe. OgHaK [/Is1 JOPOCIUX ITAIliEHTIB 3
ocnabyieHuM iMyHITETOM Ta MOPYIIeHHSIMHU QYyHKIIi1 HUPOK A03Y CIJif BiIKOPUTyBaTU
3TigHO 3 peKOMeHaallisiMM, 3a3Ha4YeHuMH ¥ po3misti «Crmocib 3acToCcyBaHHS Ta HO3U>.

IToxa3aHHSA

JIiKyBaHHA epuny

A3ernbTa MOKa3aHUM OJIS OOPOCIINX Ta OiTeM BiKOM Bif 6 poKiB 3 Macolo Tina Oinbie 40
KT, ¥ SKUX HasiBHI CUMIITOMM XapaKTepHi oI TPUIly, Iig 4yac HUPKYJIALil Bipycy
rpuny. E¢pekTuBHIiCTh OyJia MpOgeMOHCTPOBaHa, KOJIY JIiIKyBaHHS OyJI0 pO3II0YaTo
MIPOTSITOM OBOX OHIB MiC/IsI MEPINOl ITOSIBA CUMIITOMIB.

Ilpoginakmuka epuny

e mpodiakKTHKa I'PUINY Y JOPOCJIUX Ta AiTeM BiKOM Bifg 6 poKiB 3 Macoo Tina Ginbire
40 Kr micas KOHTaKTy 3 0C0000 3 KJTiHiYHO AiarHOCTOBAHMM T'DUIIOM ITiJl Yac
LUPKYISIlil Bipycy rpuny;

e BIITIOBiZHE 3aCTOCYBaHHS IIpemapaTy A3ejibTa 3 METOI0 TPOQiIaKTUKU TPULY
HeoOXigHO BM3HAYaTH B KOXXKHOMY KOHKPETHOMY BUIIQAKY, BPaXxOBYIOYH
0o0CTaBUHU Ta 3BaKalO4u Ha I'PYIy IAlli€HTIB, sIKik MOTPiOeH 3axucT. ¥
BUHSTKOBUX CUTyallisiX (HallpuKiaf, V pa3i po30izKHOCTEeN MiXK ITUPKYJIIOI0YUM
BIpyCOM I'pPUIIy Ta BipyCOM I'PUILY, IIPOTU AKOTO IIPOBOAMIIACS BaKI[UHAIlis, Ta Mif
4Jac naHmeMil) ce30HHY MpodilTaKTUKy MOKHa IIPOBOAUTH B 0Ci0 BiKOM Bif 6 pPOKiB
3 MacoIo Tina OinbIire 40 Kr.

3acTOCyBaHHS ONpernapaTry A3enbTa He 3aMiHIOE BAaKIIMHAINIO IPOTU T'PUIY.

3acToCcyBaHHS MPOTUBIPYCHUX 3aC00iB [JIs TiKyBaHHS Ta NPOQilaKTUKK TPUTTY Ma€E
06a3yBaTucs Ha oDillitHUX peKoMeHallissx. PillleHHs mpo 3aCTOCyBaHHS 03eIbTaMiBipy
071 JIIKyBaHHS Ta NPOQITaKTUKU CIIi IPUUMAaTU 3 ypaxyBaHHSAM XapaKTEepPUCTUK

LM PKYII0IYUX BipyCiB IpUIly, JOCTYIIHOl iH(opMallil 100 Yy TIUBOCTI BipyCiB rpuny
IO JTiKapChKUX 3aC00iB y KOJKHOMY C€30Hi, BIIZIUBY 3aXBOPIOBAHHS y Pi3HUX
reorpadigyHUX perioHax Ta rpynu Halli€HTIB.

ITporunnoka3aHHs

[TigBuIleHa YyTJIMBICTh 0O aKTUBHOI pe4OBUHU ab0 [0 iHIINX KOMIIOHEHTIB ITperapary.
[TomipHa a60 TAKKa HUPKOBA HEIOCTATHICTh.

Maca Tina menrtmie 40 xr.



B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

dapMaKOKiHETUYHI BIaCTUBOCTI 03enbTaMiBipy, TakKi K cnalbkKe 3B’sI3yBaHHS 3
OinkaMu I1a3Mu KPoBi Ta MeTaboIi3M, siKUi He 3aexkuTh Bim cuctem CYP450 i
IJIIOKYPOHiga3u, CBigYaTh, 110 KJIIHIYHO 3Hayyllla B3aEMO/id 3 IHIIMMU JIiKapChbKUMU
3acobaMu MaJIOMMOBIipHa.

ITpobeHenu

[Tpu omHOYACHOMY ITPUMOMIi 03eJIbTaMiBipy Ta mpoOeHeluay OIS MallieHTiB 3
HOPMaJIbHOI0 QYHKITi€I0 HUPOK KOPEKIlis mo3u He MmoTpidHa. OmHoYacHe 3aCTOCYBaHHS
nmpobeHenuay, SKUHM € IMMOTYKHUM iHTiOiTOPOM aHIOHHOTO IIIJISIXY HUPKOBOI KaHAJIbIIeBOl
cekpellil, TpU3BOAUTD A0 30iNbIIIeHHS €KCIIO3UIlil aKTUBHOTO MeTabOoIIiTy
o3esbTaMiBipy NpuOJIM3HO BABiUi.

AMOKCUIINIIIH

O3enbTaMiBip He TPOSBIISIE KiHETUYHOI B3aEMO/il 3 aMOKCHUIIMIIHOM, eJIliMiHallisl SKOT0
BimOyBa€ThCSA TUM K€ IIJITXOM, 110 ¥ 03eIbTaMiBipy, 10 CBigUYUTH ITPO CIabKy
B3a€EMOJII0 3 03€JIbTaMiBipOM OJaHUM IIJIIXOM.

BuBenmeHHSI HUDKaMU

KitiHiuHO BaxKJIMBa B3a€EMO[isa 3 iHIMMMHU JTiIKaPpChbKUMM 3aco0aMu, SSKa BKIIIOYAE
KOHKYPEHIII0 3a HUPKOBY KaHaJIblIeBY CEKpPEIlito, MaJIOUMOBIpHA Yy 3B’SI3Ky 3 BifOMUMU
MezKaMu 0e31meKHu OiNbIIOCTi 3 IIUX TiKapChbKUX 3ac00iB, XapaKTepUCTUKaMU eliMiHallii
aKTUBHUX MeTaboIiTiB (KiTy0Oo4YKoBa (QinbTpallia Ta aHiOHHa KaHalIblleBa CeKpellis) Ta
00’eMOM €KCKpeIIil 3a JOIIOMOT0I0 OaHuX IINIAxiB. OmHaK CIIiJ TPOosSBIIATH 00epPeXHICTh
IIpY IIpU3HaYeHHi 03e/IbTaMiBipy IallieHTaM, siKi IpUuiMaloTh JTiKapCchKi 3acobu 3
QHAJIOTIYHUM IIJITXOM eKCKpelil Ta By3bKMM TePaleBTUYHUM Iialla30HOM
(HampuKIam, XJIopIponaMia, MeToTpekcar, peHinbyTa3oH).

JomaTkKoBa iHdopMallis

dapMaKOKiHETHYHI B3a€EMO/Iii MixK 03eIbTaMiBipOM Ta ¥Or0 OCHOBHUM MeTaboiToM
IIpU OOHOYACHOMY 3aCTOCYBaHHI 3 IIapalieTaMOoJIOM, alleTUJICaIIlMIOBOI0 KKUCJIOTOIO,
IIMMETUANHOM Ta aHTAUOHUMH 3aco0aMu (TimpoKcug MarHiio i rigpoKcum aaroMiHiio,
KaJbllifo KapOoHaT), pyMaHTaguHOM ab0 BapdaprHOM (y IIalli€HTIiB, SKi 3HaXOOATHCA
Ha cTabimbHUX H03axX BapdapuHy Ta He XBOPiIOTh Ha T'PUII) HE BUSBJIEHI.

Y kniriuanx pocnigxeHHsax Il ¢pa3m 3acTocyBaHHS 03€IbTaMiBipy OIS JIIKYBaHHS i
npodiTakKTUKU TPUNY IIpelapaT Npu3Hadaid i3 3araJbHOBKUBAaHUMMU JIIKAPChKUMU
3acobaMu, TaKUMU SIK iHTiOiTopu AIT® (eHanmanmpua, KaOTONPHUII), Tia3UOHI HiypeTuKu
(6engpodnya3um), aHTUOIOTUKY (MTeHIIUIIiH, 11edaloCIIOpUH, a3UTPOMIIINH,



€PUTPOMIIIUH i MOKCUIIUKITIH), 6510KaTOpu H2-perienTopiB (paHiTUOWH, UTMMETUONUH),
O0eTa-610KaTOpPH (IIPOIIPAHOJION), KCAHTHHHU (TeodiliH), CHMIIaTOMIMEeTUKH
(mceBmoedenpuH), omioiou (KoOeiH), KOPTUKOCTEPOIOH, iHTanaIinHi
OpoHXOOUJIaTaTOPH, aHAJIbTeTUKY (alleTUICaJIilIiIoBa KUCJIOTa, ibynpodeH i
napaneTtaMos). [Ipu 3acTocyBaHHI 03e/1bTaMiBipy pa3oM i3 mepepaxoBaHUMU
ImperapaTaMu 3MiHU ITpodino 0e3reKu Ta YaCTOTU BUHUKHEHHS ITOOIYHUX peakiIliii He
3apeecTpoBaHi.

MexaHi3M B3aeEMOil 3 ITepopaJlbHUMH KOHTPAlleIITUBaMU BiACyTHIH.
Oc006/1MBOCTi 3aCTOCYyBaHHSA

OsenbTaMiBip e(eKTUBHUU TiIBKU IIPU 3aXBOPIOBAHHAX, BUKJIIMKAHUX BipycaMu I'PUIY.
Ianux om0 epeKTUBHOCTI 03ebTaMiBipy npu 6yOb-sIKUX 3aXBOPIOBAHHSX,
CIPUYMHEHUX iHIMMMMU 30yJHUKaMM, KpiM BipyciB rpumy, HeMae.

3acToCcyBaHHs pernapaTy He 3aMiHIO€ BaKILMHAIIII0 IIPOTHU I'PUIlY. 3aCTOCYBaHHSA

ImperapaTy He IIOBMHHO BILJIMBATH Ha 00CTEXKeHHs 0Ci0 IIIo0 HMIOPiYHOl BaKIMHAIlil
IIPOTHU I'PUIY. 3aXUCT IPOTU T'PUILY TPUBAE JIUIIIE IIif YaCc IPUKUOMY IIpenapary.
A3enbTy CIIi 3aCTOCOBYBATH [JIs JTiKYBAHHS Ta NPOGiIaKTUKU TPUILY JIUIE IPU
HasBHOCTI Ha[iMHUX eIigeMiOoIOTiYHUX JaHuX, IKi CBi4aTh IIPO LUPKYIIALIi0 BipycCy.
[TpogeMOHCTPOBaAHO, 110 YYTIUBICTh LIUPKYJIIOIOYUX LITaMiB BipyCy I'PUILY [0
IpenapaTy Ma€ BUCOKY BapiaOesyibHICTh, TOMY JIiKkap IOBHHEH BpaXxOBYBaTU HANHOBIIILY
iH(popMaliio 1040 Yy TJIMBOCTI 40 03€eIbTaMiBipy UPKYIIOIOYNUX Ha JaHUM YacC BipycCiB
rnepepn NpUUHSTTSAM PIIIeHHS IIPO 3aCTOCYyBaHHA Ipenapary.

TsI2KKi IKipHI peakilil Ta peakiiil rinep4YyyTIUBOCTI

ITig yac mOCTMapKETUHIOBOTO 3aCTOCYBaHHSA 03€JIbTaMiBipy MOBIOOMIISAIN PO
BUIIAJKM aHadiaKCil Ta TAKKHUX MIKIPHUX peakllii, BKIII0Yal04YW TOKCUYHUUN
elnigepManbHUX HEKPOJIi3, cuHAPOM CTiBeHCa-II>KOHCOHa Ta MyJIbTU(POPMHY €PUTEMY.
Crig BiAMIHKUTHY O3e/IbTaMiBip 1 IPU3HaYUTH BiANOBiOHE JIIKyBaHHS, SKIIIO
CIIOCTEpPIirarThCs TaKi peakiiii abo € migo3pa Momo iX BUHUKHEHHS.

TsKKi CYITyTHI CTaHHU

Hewmae indopmariii momo 6e3mneku Ta epeKTUBHOCTI 3aCTOCYBaHHS 03€JIbTaMiBipy
ralieHTaM i3 TSIKKuMHU ab0 HecTabiTbHUMHY 3aXBOPIOBAHHSIMHY 3 HEMUHYYUM PU3UKOM
rocmitasilariii.

IMTanienTn 3 ocabjieHUM iMyHITETOM

Bbe3neka Ta e()eKTUBHICTh 03€JIbTaMiBipy AJid NiKyBaHHS Ta NPOQIiIaKTUKUA TPUNY Y
MalieHTiB 3 ocnabieHuM iMyHITETOM He BCTaHOBJIeHi. OOHaK TPUBAJIICTh JIiKyBaHHS



TPUITY ¥ DOPOCIUX IAIliEHTIB 3 ocabieHuM iMyHiTEeTOM ITOBUHHA CTaHOBUTHU 10 OHIB,
OCKIJIBKHY Y TTAIi€HTIB Ili€l TPyNU HEe IPOBOOUINCS OOCIIAXKEHHS MEHII TPUBAJIOT O
KYpPCY JIIKyBaHHS 03€JIbTaMiBipoOM.

3axBOPIOBAHHS CEPIIS/OUXaJIbHOI CUCTEMU

EdekTuBHICTE 03eIbTaMiBipy AJid NiKyBaHHS 0Ci0 i3 XpOHIYHUMHU 3aXBOPIOBAHHSIMU
ceplsi Ta/abo 3aXBOPIOBAaHHAMU OUXAJIbHOI CUCTEMU He BCTAHOBJIEHA. Y TaKUX
Mali€eHTiB Pi3HUIIA Y YaCTOTi YCKIaOHEHb MiXK IpynaMu JIiKyBaHHS Ta Ijaiebo He
CIiocTepirasacs.

Tsi2KKa HUPKOBa HEOOCTATHICTh

Kopeki1is mo3u o3enbTaMiBipy IIPY 3aCTOCYBaHHI O/I4 JIIKyBaHHSA Ta IPOQiTaKTUKU
PEKOMEHOYETHCSA OOPOCauUM Ta ImigyiTkaM (13-17 pokiB) 3 TIKKOK HUPKOBOIO
HepocTaTHICTIO. HemocTaTHRO KITIHIYHUX OaHUX IIOLO0 3aCTOCYBaHHSA IIpernapaTry OiTaM
3 HUPKOBOIO HEOCTaTHICTIO BIKOM Bif 1 pOKy [Jig peKOMeHaallii 11040 JO3yBaHHSI.

HenponcuxiyHi po3nagu

Y xBopux Ha rpum (ImepeBaxHO y OiTel Ta IIiAJIiTKiB) IIPX 3aCTOCyBaHHI IpenaparTy
Oynu 3adikcoBaHi BUIIagKM HEWPOIICUXiYHUX po3nafiB. Taki po3jagu TaKoxk Oyum
3apeecTpoBaHi y XBOPUX Ha I'PUI, IKi He 3aCTOCOBYBaJIu 1iel IIpemapaT. 3a CTaHOM
MalLieHTIiB CJIif peTeJIbHO CIIOCTepiraTy Oy BUSIBJIEHHS 3MiH Yy IIOBEiHIli, 8 KOPUCTh Ta
PU3UK ITPOAOBXKEHHS JIIKYBaHHS CJIi OIliHIOBATH 3 00€PEeKHICTIO [JIsT KOXKHOTO
ralieHTa.

Ymunisauia HegaukopucmaHo20 npenapamy ma npenapamy i3 npocmpo4yeHuUM
mepmiHOM npudamHocmi.

HapxomzkeHHsI MTiKapChbKOro 3aco0y Y 30BHIIIIHE cepeoBuUllle HeOOXimHO 3BECTH IO
MiniMmyMmy. JlikapchKuii 3acib He ciif BUKUAATH y CTiuHi Boau i moOyToBi Bimxomu. s
yTUIi3anil HeoOXiZHO BUKOPUCTOBYBaTHU TaK 3BaHy CUCTeMy 300Dy BiiXOomiB IIpu
HasIBHOCTI TakoOl.

3maTHiCTh BIUIMBATH HA IMIBHIKICTH peakilili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

OsenbTaMiBip He BIJIMBAE Ha MIBUOKICTh peakllil Tpy KepyBaHHiI aBTOTPaAHCIOPTOM abo
IHIIMMY MeXaHi3MaMH.

3acTocyBaHHSA y nepiog BariTHoCTi ad0 rogyBaHHs Ipyaaio

BaritHiCcTb



['puIl acoIlifoeThCS 3i MIKiAJIMBUM BIIJIMBOM Ha ITepelir BariTHOCTi, PO3BUTOK IIJIofia Ta
PO3BUTKOM 3HaYHHUX BPOAKEHUX BaJ PO3BUTKY, Y TOMY UHKCJII BPOOXKEHUX Bal CepL.
Benuka KiJIBKICTh JaHUX IIONO 3aCTOCYBaHHS 03eJIbTaMiBipy IIifl YaC BariTHOCTI,
OTPUMaHMUX Y IIiCIsApeECTpalliiHoOMy Iepiofi Ta B mpoliieci o6cepBalliinx HOCTiAXKeHb
(6inmpire Hizk 1000 HacHigKiB €eKCIO3UIlil Iif] Yac meplIoro TPUMECTPY), CBig4aTh IIPo
BimCyTHICTB y 03enbTaMiBipy Maib¢opMaTuBHOI ab0o peTanbHOI/HEOHATAIbHOI
TOKCUYHOCTi. OfHaK B OOHOMY oOcepBalliiHOMY HOCIiIXKeHHi Ha TJIi BilCyTHOCTI
HigBUIIIEHHS CYKYIITHOI'O PO3BUTKY BPOOXKEHUX BaJ PO3BUTKY, Pe3yJIbTaTHU LIOH0
3HAYHUX BPOAXKEHUX BaJ CepPLs, OlarHOCTOBaHUX NPOTATroM 12 MiCsALiB micisa
HapOOXKeHHS, He Oy/IU NepeKOHIUBUMU. Y IIbOMY OOCIiI?KeHHi YacTOoTa BUHUKHEHHS
3HAYHUX BPOOKEHHUX Baj Cepls Micls eKCIOo3Ullil 03eIbTaMiBipy ITiJ Yac MMepIiIoro
TpuMecTpy cTaHoBumna 1,76% (7 semoBnaT i3 397 BariTtHOCTEel) nopiBHAHO 3 1,01%
OJIs1 BariTHOCTeM 6e3 eKCIO3ullil 03eIbTaMiBipy y 3arajbHOI oMyl (BiTHOIIIEHHS
pu3ukiB 1,75, 95% gosipuuit inTepsan Big 0,51 go 5,98). KniniyHe 3HaYeHHS 1TUX
OaHUX He3POo3yMijie, OCKiNIbKM JaHe OOCIigXKeHHS Majlo 00MexXKeHUM po3Mip BUOIpKH.
TakoxX 1ie gocHiaKeHHs 0yJI0 HeJOCTaTHbO MaCIITaOHUM [JIsi JOCTOBIPHOI OLIIHKHA
OKpEeMUX TUIIIB 3HAYHUX BPOAXKEHUX Baf, OKPiM TOTo, 6YJI0 HEMOXKIIUBO ITIOPIBHSATH Y
TMOBHOMY 00Cs3i KiHOK 3 €KCITO3UIIi€I0 03enbTaMiBipy Ta 6e3 Hel, 30KpeMa Te, YU
XBOPiJIM BOHU Ha T'PHUII.

HocriaKeHHs Ha TBapyUHaX He CBig4aTh IIPO PENPONYKTUBHY TOKCUYHICTD.

3a HeoOXimHOCTi, 3aCTOCYBaHHS 03€JIbTaMiBipy IIiff Yac BariTHOCTiI MOKe pPO3TIsaaaTUCs
3 ypaxyBaHHSIM HasiBHOI iH(popMallil 3 0e3MneKu Ta KOPUCTi, @ TAKOK MaTOTe€HHOCTi
LIAPKYJII0I0Y0T0 ITaMy BipyCy Ipumy.

['ogyBaHHS TPYOOI0

YV nakTyouux IypiB 03e1bTaMiBip Ta aKTUBHUYM MeTaOOJIiT IIPOHUKAIOTh ¥ TPyIHE
MOJIOKO. ICHye nmy»kKe oOMexkeHa iHpopMallis HIoa0 OiTel, siki mepedyBanu Ha
rPYOHOMY BUTOLOBYBaHHI, a MaTepi SKUX OTPUMYBaJIM B 1led IIepion 03eIbTaMiBip, Ta
00 eKCKpellil 03embTaMiBipy Yy TPyAHE MOJIOKO noauau. OOMexXeHi gaHi
OEMOHCTPYIOTh, 1110 03eIbTaMiBip Ta MOr0 aKTUBHUN MeTabOIiT Oy/IHM BUSIBIIEHi y
IPyAHOMY MOJIOIli, OOHAaK IX PiBHI OyIM HU3BKUMHU, 1110 MOXKE IIPU3BECTHU 10 OTPUMaHHS
cyOTepaneBTUYHOI 031 HEMOBJIITaMU. BpaxoByloouH 11i TaHi, a TAKOX IMaTOT€HHICTb
M PKYII0I0YO0ro IITaMy BipyCy I'PUITy Ta CTaH XKiHKM, siKa TOOY€E TPYOOI0, MoXe OyTu
PO3TJISHYTO MUTAHHS PO NIPpU3HAaYEHHS 03e/IbTaMiBipy 3a YMOBU OYE€BUOHOIL
MMOTEHIIMHOl KOPHUCTI AJid XKiHKH, sIKa TOAYy€E IPyaIo.

QepTUNLHICTD

Ha oCHOBIi JOKIiHIYHKX OaHUX OOKA3M IIPO BIJIUB O03eIbTaMiBipy Ha pepTUIIBHICTH
40JI0BiKiB a00 XKiHOK BifiCyTHi.



Cnocid 3acTocyBaHHs Ta 03U

Iopocsi Ta DigIiTKX BiKOM Bifg 13 pokiB

JIiky8aHHA

PexoMeHnoBaHUU pexXXUM JO3yBaHHSA IIpenapary - 75 Mr 03eJibTaMiBipy 2 pa3u Ha
noOy MMpoTSATroM 5 OHIB.

JIikyBaHHS MOTPiOHO PO3MOYMHATHY y Neplinii abo Ha OPyruil JeHb ITOSIBU CUMIITOMIB
TPUILy.

ITpoginakmuka nicaa KoHMakmy 3 Xx80puM Ha 2pun

PekomeHnpoBaHa mo3a npenapaty AsesnbTa O IPOQiTaKTUKN TPUNY ITiCI KOHTAKTY 3
XBOPHUM Ha I'pul - 1o 75 Mr o3enbTaMiBipy 1 pa3 Ha mobOy npoTtsaroMm 10 guiB. ITpuiiom
Ipernapary CJifi pO3IOYMHAaTH He Ii3HIlle HiXK y nepii 2 gHi IicjIg KOHTaKTYy.

IIpoginakmuka nio wac ce3oHHOI enidemii epuny

PekomMeHpoBaHa fgo03a a1 NpodilakKTUKM ITif Yac CE30HHOI enifeMil rpumy - mo 75 mMr
o3enbTaMiBipy 1 pa3 Ha moOy IpOTSIToM 6 TUXKHIB.

IiT; BiIKOM = 6 - <13 pOKiB

PekomeHOoBaHMI peXXUM OO3yBaHHS mpenaparTy - 75 MIr 03enbTaMiBipy 2 pa3u Ha
noOy IMpoTsATroM 5 AHIB AiTsIM BiKoM Bif 6 poOKiB 3 Macoio Tina Oinbirre 40 KT.

JIikyBaHHS MOTPiOHO PO3MOYMHATH Yy Iepinii abo Ha OPyrui HeHb ITOSIBU CUMIITOMIB
TPHUITY.

ITpoginakmuka nicaa KoHMaKkmy 3 Xx80pum HaA 2pun

PekomeHnpoBaHa mo3a npenapaty AsesnbTa O IPOQiTaKTUKY TPUNY ITiCI KOHTAKTY 3
XBOPHUM Ha rpun - 1o 1 tabnerii 75 Mr 1 pa3 Ha moOy nepopa’snbHOo npoTsirom 10 gHiB
OiTSM BiKOM Bif 6 pokKiB 3 Macoio Tina Oinbiie 40 KT.

Ilpoginakmuka nio ywac ce30HHOI enidemil epuny

[TpodinakTuKa Imig 9ac Ce30HHOI enifeMil rpUlly y OiTeu BikoMm g0 12 pokiB He
OOCIIiAXKyBasacs.

[IpemapaT y BUrisami TabieTOK He 3aCTOCOBYIOTh HOBOHAPOIXKEHUM Ta [OiTSIM BiKOM A0
6 pokis. [laHa nmikKapcbKa (popMa He MpU3HaUYeHa [Jid JIiIKyBaHHS AiTel, Maca Tijla SKUX
MeHIIe 40 KI, a TAaKOXK [JIs 3aCTOCyBaHHSA [03 HUXK4Ye 75 Mr. Y BCixX BUIIle3a3HAYEHUX
BUIIQAKaX Ta OJIs IAIi€HTIB, Y IKUX BUHUKAIOTh TPYOHOII TP KOBTaHHI TabJIETOK,



PEKOMEHO0BaHO 3aCTOCOBYBAaTH IIpellapaTd 03e/IbTaMiBipy B iHIIIN TiKapCceKii Gopmi
Ta OOo3l.

[To3yBaHHS B 0COOJIMBUX BUIAOKAX

ITauieHmu i3 nopyweHHAMU PYHKUiII neviHKu

Hemae HeoOXigHOCTI KOPUTYBaTHU OO3Y AJIA JIiKyBaHHSA ab0 mpodilaKTUKY IMalliEHTaM i3
MMOpyHUIeHHSAMU QYHKIIi] mediHKu. [[oCmiaKeHHs 3a y4acTi OiTeH i3 MopyIlIeHHSIMHU
(pyHKIIiI TeYiHKM He ITPOBOOUIINCS.

ITauienmu i3 nopyweHHAMU PYHKUIl HUDPOK

JlikyeaHHs epuny. Hopocnum Ta migniTkaMm (13-17 pokiB) 3 moMipHOIO ab0 TAXKKOIO
HUPKOBOIO HEAOCTATHICTIO IPUMOM ITperapaTy A3ebTa B 4031 75 MI IPOTUIIOKa3aHUH,
OCKIiIbKM TTOTPiOHA KOPEKIlid J03H.

ITpoginakmuka 2puny. Hopocnum Ta nigmiTkaMm (13-17 pokiB) 3 moMipHOI0 abo
TSI2KKOI0 HUPKOBOIO HEOCTATHICTIO IIPUKWOM IpelapaTy A3enbTa B 0031 75 Mr
MMPOTUNIOKA3aHUM, OCKiJIbKY ITOTPiOHA KOPEKIIist JO3U.

HepocTaTHBO KITIHIYHUX JaHUX OJIs HaJaHHS pPeKOMeHalliil 3 JO3yBaHHS OITAM BiKOM
no 12 pokiB i3 mopylieHHAMU GYHKII1 HUPOK.

ITauieHmu AiMHBLO20 BIKY

HeMmae moTpebu KopuryBaTu m03y, 3a BUHATKOM HasIBHOCTI IMOpPYyIIeHH QYyHKIIiI HUPOK
MMOMipHOTO ab0 TSAXKKOTO CTYIIEHS.

ITauieHmu 3 ocaabieHum iMmyHimemom

JIikysaHHA. PeKOMeH0OBaHa [03a 03eJIbTaMiBipy [Jid IIepOopajIbHOI0 3aCTOCYBaHHSA
CTaHOBUTH 75 MTI' 2 pa3u Ha o0y npoTtsaroMm 10 mHiB Ay mopociaux (QUB. po3dinu
«OcobmuBOCTi 3acTocyBaHHs», «[100iuHi peakirii»). JIikyBaHHS CJIii pO3MOYHUHATHU
sIKOMOT'a IIBUAIIE IIPOTATOM IIePIIUX ABOX OHIB IOSABU CUMIITOMIB I'PDUILY.

Ce30HHa npogisakmuka. Y maIieHTiB 3 ocinableHUM iMyHiTETOM BUBYAaacs OOBIIa
TPpUBAIICTE (0 12 THUXKHIB) ce30HHOI npodinakTuku (muB. po3minu «OcobIuBOCTI
3acTocyBaHHs», «[100iUHi peakirii»).

IIInsax BBeOeHHS

ITepopanbHoO.

TabneTku HEOOXimHO KOBTATH LIIJIMMHU, 3alIMBAalOYU BOHOOIO.
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[TpenapaT A3enbTa 3aCTOCOBYBATH AiTAM BiKOM Bif 6 pokiB 3 Macoro Tina 6inbIie 40
KT.

Ilepego3yBaHHA

[ToBimoMiieHHS IPO Mepeno3yBaHHS 03eJIbTaMiBipy Oy ofgepzKaHi I 4ac KIiHIYHUX
OOCIIiOXKEeHb Ta IPOTATrOM IIOCTMapKEeTUHIOBOTO 3aCTOCYBaHH Ipenapary. Y
OinbiocTi 3agikcoBaHUX BUMNAIKIB Iepefo3yBaHHS Npo Mo0ivyHi peakiiii He
noBimoMmiisisiocs. [To6iuHiI peaxiiii, Mpo sIKi MOBimOMIISIIIOCS TPU Iepeno3yBaHHi, Oyiu
3a XxapaKTepoM Ta BUIOAMU ITOMiOHi Mo TUX, 10 CIIOCTEepiraaucs IIpu 3aCTOCyBaHHI
TepalneBTUYHUX N03 03eJIbTaMiBipy.

CrnenudigyHOTO aHTULOOTY HE iCHYE.

it

YacrTiile noBigoMIIsAIOCS IIPO Iepefo3yBaHHAd y OiTel, HiXK Y HOPOCIUX Ta MifJIiTKiB.
ITo6iuni peakii

Peziome npodinio 3 6e3meKn

Y uinomy npodine 6e3neku 03enbTaMiBipy 6a3y€eThCs Ha JaHUX JIIKYBaHHS T'PUILY Y
6049 mopocnux Ta/abo mimmiTkiB i 1473 miTew, AKi oTpuMyBaau o3enbTaMiBip abo
maie6o, Ta Ha maHux npodinakTuku rpuny y 3990 mopocnux ta/abo migimiTkiB Ta 253
OiTed, siKi OTpUMYyBaJiM 03ebTaMiBip abo marebo y KIIiHiYHUX OocimKeHHsX. KpiMm
TOrOo, 475 nauieHTiB 3 ocinabneHuM iMmyHiTeToM (BKItodatouu 18 miteit: 10 - y rpymi
Ipenaparty o3ebTaMiBip, 8 - y rpymi nnaie6o) oTpuMyBaiu 03enbTaMiBip abo
m1are6o aias mpodiTakTUKY TPUITY.

Y mopocnux Tta/abo mimIiTKiB mpu IIpuiioMi mpemnaparty OJjisd JIiKyBaHHS TPULNY
HavyacTilmmMu HebaXkKaHUMU sIBUIIaMU Oy/Iu HyAoTa i 6/110BaHHSA, IPU IPUNOMI OJis
npodilakTUKU I'pUNy - HygoTa. BOHM Manu TPpaH3UTOPHUU XapaKTep i BUHUKAIN
3a3BUYay y NeplInun-opyruu geHb JIiKyBaHHS Ta 3HUKanu 4yepe3 1-2 gHi. V gmiten
HanyvacTimmm HebaxXaHuM siBUIeM OyJio 6JiioBaHHS. Y GinbIIIOCTi BUNIAAKiB MOOiYHiI
peaxiiil He IPU3BOOUIM OO BiIMiHM 03eJIbTaMiBipy.

ITig yac moCTMapKETUHIOBOI'O 3aCTOCYBaHHSA 03€JIbTaMiBipy PiAKO IIOBIOOMJISIIIOCS IIPO
TaKi cepio3Hi mobiyHi peakiiii: aHadiTakKTUYHI Ta aHadiIaKTOIOHI peakilii, HOpylIeHHSI
3 00Ky neuiHKM (6JIMCKaBUYHUM TellaTUT, MOPYIIeHH QYHKIIl NeYiHKU Ta
KOBTSIHUIISI), @aHTiIOHEBPOTUYHNM HaOpsAK, cuHApoM CTiBeHca-[[;KOHCOHAa Ta
TOKCUYHUU ellilepMaJbHNI HEKPOJIi3, IUTYHKOBO-KUIIIKOBA KPOBOTEYA Ta



HeMPOIICUXiuHi po3nanu (11100 HeNPOICUXiYHUX POo3JIadiB OUB. po3ain «OcobIuBOCTI
3aCTOCyYBaHHS»).

I omycy 4acTOTHU MOOIYHUX peaklliii BUKOPUCTOBYBAJIM TaKi KaTeropii: gyxe
nomupeHi (= 1/10), mommpeni (= 1/100, < 1/10), HenmomupeHi (= 1/1000, < 1/100),
pioko nmomupeHi (= 1/10000, < 1/1000), oy=xke pigko nomwupeHi (< 1/10000), vactoTta
HeBimoMa (He Mozke OyTH BCTaHOB/I€HA HA OCHOBI HassiBHUX maHWX). [To0iuHi peakirii
BilHECEHO [0 IIeBHOI KaTeropii 3rimHo 3 aHanmi3oM 06’eqHaHUX JaHUX KITIHIYHUX
OOCIIiAKEHb.

JIikyeaHHs ma npodisakmuka 2puny y 00pocaux ma nioaimkise

HavuacrTimri mobiuHi peakiiii, siki OyJii 3apeeCcTpoBaHi y HOCTiAXKEeHHIX 3aCTOCYBaHHSA
0o3eJbTaMiBipy A4 JIIKyBaHHSA Ta ONPO(iIaKTUKY TPUILY Y JOPOCIUX Ta MiAJIiTKiB, a
TaKOZK y IIOCTPEECTPaLiiHOMY IIepiofi Ipu 3aCTOCyBaHHI peKOMeHA0BaHo1 no3u (75
MT 2 pa3u Ha Jo0Oy IMpoTsaroM 5 OHIB OJid JIiKyBaHHS Ta 75 Mr 1 pa3 Ha mo0y
TPUBAJIICTIO OO 6 TUKHIB A7 IPOPiTaKTUKHA), HABOOSATHCSI HUXKYE.

[MTpodins 6e3meku, 3a3HaUYeHUN y HaIliEHTIB, IKi OTPUMYyBaIu 03eIbTaMiBip y
peKoMeHO0BaHUX mo3ax AJjisg npodinakTukru (75 Mr 1 pa3 Ha moOy TpuBaIicTIO [0 6
TUXKHIB), OyB ITOAiOHUM MO TAaKOTO, II[0 CIIOCTEPITraBCs Y AOCIiAXKEHHIX JIIKyBaHHS,
He3BaXkalo4yu Ha OifbIly TPUBAJICTh AOCIIIXKEHDb 3 METOI0 MPODiTaKTUKM:

e iH(heKUii ma iHeaa3ii: ToIupeHi - OPOHXIT, MPOCTUM repIiec, iHGeKIii BepxHix
OVXaJIbHUX MIJISAXiB, HA30(papUHTIT, CHHYCHUT;

e 3 OOKy cucmemu Kpoegi ma aiMmpamuyHoi cucmemu: pigKo MOIIUPEHi -
TPOMOOLIMTOTIEHIS;

e 3 OOKY IMYHHOI cucmemu: HEIIOIINPEH] - peakKllis Tinep4YyTIUBOCTi; PioKo
MOLIVPEHi - aHadimakTU4YHi Ta aHaPiTaKTOIOHI peakiiil;

e NCuxiuHi po3s1adu: PigKo MOIINPEH] - aXKUTallis, IaTOJIOTiYHa MOBEediHKa,
TPUBOXKHICTh, CIJTyTaHIiCTh CBiTOMOCTi, MapeHHs, OeJlipili, raaonuHalii, HiyHi
JKaxu, caMOTpaBMyBaHHS;

e 3 OOKY HepB8oB8oi cucmemu: Oy¥Ke MOUIUPEHi - TOJIOBHUM Oi/lb; MOIIMPEH] -
0e3COHHS; HEIIOIIUPEHI - MTOPYIIEHHS CBiHOMOCTi, CyqJOMU;

e 3 OOKY Op2aHie 30py: PiIKO MOIIUPEHi - IIOPYIIIEHHS 30DY;

e 3 OOKY cepuesoi cucmemu: HETIOUIUPEH] - ceplieBi apuTMii;

e 3 OOKY Ouxa/sbHOI cucmemu, op2aHie 2pyOHOI KAimKU ma cepedoCmiHHS:
MOV PEHI - Kalllellb, puHOpes, Oilb y TOpi;

e 3 OOKY W/AIYHKOBO-KUWKOB020 Mpakmy: OyKe MOLINPEeHi - Hy0Ta; IMOIINPEeHi -
OmtoBaHHS, 617k y KMBOTI (B TOMY YHCIIi ¥ BEPXHIiX Bifginax), OUCIIENCis; pioKo
MHOIIMPEH] - IIIJTYHKOBO-KUIIIKOBa KPOBOTEYa, reMOparidYHum KOJIiT;

3 60Ky 2enamo0bisiapHoi cucmemu: HEIOINuPeHi - MiTBUINEHHS PiBHS IT€YiHKOBUX
bepmenTiB; pigKO mOIMpPeHi - 6JITMCKaBUYHUM I'eIllaTUT, IeYiHKOBa



HeOoCTaTHICTD, TeIlaTHuT;

e 3 O0OKY WKipu i niOWKipHOI KAIMKOBUHU: HETIOUIUPEHI - MepMaTUT, BUCUTIAaHHSI,
eK3eMa, KPONUB’ sTHKA; PiAKO MOUIUPEH] - aHTiOHEBPOTUYHUM HAOPSIK,
MyJIbTU(OPMHaA epuTeMa, CuHAPOM CTiBeHCa-[I2KOHCOHA, TOKCUYHUU
eligepManbHUM HEKPOJIi3; YaCTOTa HeBiloMa - ajepris, HabpsK o0muyds;

e 3d2a/abHI Po3.a1adu ma peakuii y Micui eee0eHH: TIOUIUPEHi - 3allaMOPOYEHHS
(BKJIIOYAl04Yu BEPTUTO0), cN1abKicTh, Oinb, rinepTepMis, 6inb y KiHIIiBKax.

JIikyeaHHA ma npodisakmuka 2puny y odimeu

3aranom 1473 gutuHH (BKIIOYaAO4YM 300POBUX AiTel BikoMm 1-12 pokiB Ta miTeu 3
aCTMOIO BiKOM 6-12 pOKiB) B3517IM y4acCTh Y KJIIHIYHUX OOCIiAXKEHHAX 03eIbTaMiBipy
Ui JIiKyBaHHA rpuny. Cepen Hux 851 muTuHA OTpUMyBasa JIiKyBaHHS CyCIIEH31€0
o3ebTaMiBipy. 3arasioM 158 giTel oTpuMyBaid PeKOMEHIOBaHy 03y 03ejibTaMiBipy 1
pa3 Ha moly y gociimXeHHSIX TPodiTaKTUKHU ITiCJII eKCIIO3UIIil ITperapaTy y ToMalllHixX
yMoBax (n = 99), y 6-TuKHeBUX OOCIIIXKEHHIX CE30HHOI TpodinakTuku (n = 49) tay
12-TUXKHEeBUX OOCIIOXKEeHHSIX Ce30HHOI npodilakKTUKU cepeq OiTed 3 ociabieHuM
imyHiTeToMm (n = 10).

Hat#tuacrimi mo6iuHi peaxiiii, siki 6y7iu 3apeeCcTpOBaHi y MOCHiIXKeHHSAX 3aCTOCYBaHHS
03eJIbTaMiBipy [AJI4 JIIKyBaHHSA Ta NPOQPIIaKTUKYU I'PUILY V OiTel (IpU 3aCTOCYBaHHI
OO3yBaHHS Ha OCHOBI Biky - Bim 30 Mr mo 75 mMr 1 pa3 Ha mo0y):

e iH(beKUii ma iHea3ii: TIOMINPEHi - cepefHiil OTUT; YacTOTa HeBimoMa - OPOHXIT,
IIHEBMOHIiSI, CHHYCHUT;

e 3 DOKY HepB8oB8oi cucmemu: TIOUIUPEHI - TOJIOBHUM Gifb;

e 3 OOKy cucmemu Kposi ma aimpamuyHoi cucmemu: 4acToTa HeBimoMa -
smiMdaageHonaTis;

e 3 OOKY Op2aHie 30py: MOUIUPEH] - KOH IOHKTUBIT (BKJIIOYAlO4YM ITOYEPBOHIHHSA
ouey, BUiJIEHHS 3 o4Yel Ta 6inb);

e 3 DOKY Op2aHie cayxy ma eecmubyasipHO20 anapamy: TOIIUPeHi - Oinb y Byxax;
HEeIOIUINPEHi - mopylleHHs 3 00Ky OapabaHHOI TepPETUHKY;

e 3 OOKY OuXa/vbHOI cucmemu, op2aHie 2pyoOHOI KAIMKU ma cepe0oCmMiHHA: OyXKe
MOIIMPEH] - KallleJib, 3aKJIafeHICTh HOCa; MOIIKPEH] - pUHOPEs; YacToTa
HeBimoMa - acTMa (BKJII0YalO4YM 3arOCTPEHHSI), HOCOBI KPOBOTEU];

e 3 OOKY W/AIYHKOBO-KUWKOB020 MpAakKkmy: OyKe MOIIuPeHi - OII0BaHHS; MOIIHUPEHi -
HyZoTa, 0ifb y )KUBOTI (B TOMY YHMCIIi ¥ BEPXHiX Bigminax), OUCIEINCis; YacToTa
HeBigoMa - fmiapesd;

e 3 O0OKY WKipu i niOWKIipHOI KAIMKOBUHU: HEIIOUIUPEH]i - JepMaTUT (BKII0Yalo4yu
aJIepriyHui Ta aTOIIIYHUN IePMAaTHUT).

Onuc oKpeMux Ho0IiYHUX peaKIi




ITcuxiyHi ma He8pPo102iuHI po31adu

'pun Moxe OyTH ITOB’sI3aHUM i3 Pi3HOMAHITHUMM HEBPOJIOTiYHMMM Ta ITOBEOiHKOBUMU
CHMIITOMAaMH, III0 MOXKYTh BKJIIOYATH rajlolMHallll, Jelipii Ta HeaJgeKBaTHY
IIOBEiHKY, B OeAKUX BUIlaKax - 3 JIeTaJIbHUM HacCJIigKoM. BKa3aHi gBUIlla MOXKYTh
CIIOCTEpIraTUCh SIK IPOSB eHlledasiTy 41 eHlledasonarili, ajie MOXYyTh BUHUKATHU 0e3
OYEeBHUOHOIO TAXKKOT0 3aXBOPIOBaHHS.

Y xBOopuUX Ha I'pUll IIPpU 3aCTOCYBaHHI 03eJIbTaMiBipy y HiciasgpeecTpaliHoMy Iepioni
TaKoK Oynu 3adikcoBaHi BUNAAKU CYIOM i gesnipito (BKIIOYaO4YU TaKi CUMIITOMU SIK
3MiHa pPiBHSA CBIIOMOCTI, CIIJIyTaHICTh CBIIOMOCTIL, HealeKBaTHY IIOBEeOiHKY, MapeHH4,
rajlrHalil, axkmurallilo, TPUBOXKHICTh, HiUHI Kaxu), SIKi ¥ ITOOAWHOKUX BUITagKax
MIPU3BOOMIIN [0 BUIIAAKOBOTO CAMOMNOIIKOAXKEHHS abo JieTaJllbHOTO HacigKy. Bka3aHi
siBUIlla Oynu 3adikcoBaHi B OCHOBHOMY y HiTeM Ta IiJIiTKIB i YacTO Mald pPanTOBUM
[I04YaTOK Ta IIBUAKe 3aBeplIeHHA. HeBinoMo, YU I1OB’A3aHi IICUXOHEBPOJIOTIYHI
IIOPYILIEHHA i3 3aCTOCYBaHHSAM 03€JIbTaMiBipy, OCKIJIBKY IICUXOHEBPOJIOTIYHI po3jiagu
TaKO0K OyJIM 3apeeCcTpoBaHi y XBOPUX Ha I'PHUII, sKi He 3aCTOCOBYBaIU Liel IIpemnapar.

I'enamobiaiapHi nopyweHHs

Y mairieHTiB i3 rpunononi6HMM 3aXBOPIOBAHHSM CIIOCTEpiraaucs po3janu
renartobimiapHol cuCcTeMU, BKJII0OYal0UX BUMAOKY T'ellaTUTY Ta ITiOBUIIEHHS PiBHSA
nediHKoBUX (pepMeHTiB. BKa3aHi BUIIagKu BKIII0OYaJIH JIeTaJIbHUMN QyIbMiHaHTHUN
rernaTUT/IIeYiHKOBY HEJOCTATHICTb.

ITomaTkoBa iHdopMallisi IPO OKPeMi I'PyIIu HallieHTiB

ITauieHmu AiMHBLO20 BIKY Ma nauieHmMu 3 XPOHIYHUMU 3dX80PHOBAHHAMU cepus
ma/abo duxaavHOI cucmemu

HocnigyBaHa IMONYJIALis O JIIKyBaHHS I'PUNY BKJIIO4Yaja 30OPOBUX
OOPOCHUX/IIIIITKIB 1 MaIli€eHTiB i3 pakTOpaMu PU3UKY (HAIIEHTH 3 MiABUILEHUM
PU3UKOM PO3BUTKY YCKJIaJHEHbD, [I0B'sI3aHUX 3 I'PUIIOM, HAIIPUKJIIAL, HallieHTH
JIITHBOTO BiKYy Ta MAIliEHTH 3 XPOHIYHMMM 3aXBOPIOBAaHHSIMMU ceplid abo muxaabHOI
cuctemu). 3arasoM mpodins 6e3neKu y MiAIiTKiB Ta JOPOCIIUX i3 XPOHIUYHUMU
3aXBOPIOBAaHHSAMU ceplid Ta/abo 3aXBOPIOBAHHSIMHU AUXAJIbHOI CUCTEMU OYB SIKiCHO
MMOPiBHAHHUM 3 TAaKUM Yy 3[J0POBUX IOOPOBOJIBIIIB.

ITauienmu 3 ocaabaeHum iMyHimemom

Y nopgBintHOMY CHiIOMY OOCHIAXKEHHI TiKyBaHHS I'PUILy BChOro 199 mopocnux mali€eHTiB
3 ociabieHuM iMyHITETOM (1110 00CTEXKYBaJIMCS 3 METOIO OLIIHKU Oe3meKu) Oyiu
paHIoOMi30BaHi OTpuUMyBaTHu O3elbTaMiBip nmpotarom 10 gHiB: 98 nanieHTiB
OTPUMYBAJIX CTAaHOAPTHY H03Yy 03enbTaMiBipy (75 Mr 2 pa3u Ha mo0Oy) Ta 101 maitieHT



OTpUMYBaB MoABiMHY mo3y (150 Mr 2 pa3u Ha Oo0y). [Ipodins 6e3mneku o3enbTaMiBipy,
I110 CIIOCTEpPiraBcs B JaHOMY OOCJIIAXKEHHI, CIIiBIIagaB 3 TaKKUM, 110 CIIOCTEpPiraBcs B
IOIlepefHIX KITIHIYHUX OOCHIOXKEeHHAX, B SKUX 03€eJIbTaMiBip 3aCTOCOBYBaBCS OJIA
JIIKYBaHHS TPUITY V TallieHTiB 6e3 imyHomedinuTy (rmauieHTiB 6e3 iHIIUX 3aXBOPIOBaHb
abo marIlieHTiB i3 paKTOpPOM PU3UKY [CYIIyTHI 3aXBOPIOBaHHS cepliisd Ta/abo ouxaiabHOl
cucteMu]). BifcoToK maIli€eHTiB, y IKUX CIIOCTepiranucs mobiuHi sBuilla, 6yB MEHIIIUM
y TPYIIi CTAaHAAaPTHOTO AO3yBaHHS IIOPiBHSHO 3 IPYIOI0 IIOABIMHOTO N03yBaHHA (49 %
Ta 59,4 % BiOIOBIOHO).

Y 12-tukHeBOMY AO0CHiAXKeHHi npodimakTuku y 475 ocib i3 ocnabieHuM iMyHITETOM, B
ToMy 4uciiy 18 giteit Bikom 1-12 pokiB, mpodine 6e3neku y 238 mallieHTiB, AKi
OTPUMYyBaJId 03€eJIbTaMiBip, OyB MOPIBHAHHUM 3 TaKHUM, 110 CIIOCTEPIraBCs y KIIiHIUYHUX
OOCITiIKEeHHSIX 3aCTOCYyBaHHS 03€e/IbTaMiBipy A1 MPOPiTaKTUKMN.

Iimu 3 6poHXia/1bHO ACMMO0

3aranoM nmpodinb mobiyHUX peakilit y miTel 3 OpoHXialbHOI acTMOI0 OyB SIKiCHO
MOPIBHAHHUM 3 TAaKMM y 3IOPOBUX BiJHOCHO IHIIIMX 3aXBOPIOBaHb OiTEU.

TepMmin npuagaTHOCTI
3 POKH.
VYMmoBHu 30epiranHs

30epiraTu nipu Temnepartypi He Buiie 25 °C. 30epiraTu B HeOOCTYITHOMY [JIS OiTel
MicCI1i.

YnakoBka

ITo 10 TabneTok y 6iicTepi, mo 1 GmicTepy B mayiii.
Karteropis Bignycky

BingnyckaeTbcs 3a penenToMm.

BupoOHUK

Biodapm JIta.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJgpeca MiCIisi IpoBaaKeHHsI
IisTILHOCTI



Byn. Ban6xucka 13, 60-198 ITo3Haub, [TomnbIma.
[Ixepeno iHCTPpYyKIil

[HCTPYKIIifo TiKapChKOTro 3aco0y B3sTO 3 o(illiitHOTO mKepesia — [lepKaBHOTO PEECTPY
JIiIKapChKHX 3aco0iB YKpaiHu.
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