TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

Xymipa®

(Humira®)

Ckinan:

miroda pedyoBHHaA: agaTiMmyMa0;
1 monepegHbO HATIOBHEHUM OOHOM030BUM MIpuIl MicTUTh 40 Mr aganiMmymaly y 0,4 M1 pO34uHY;

momoMixHui peuoBunu: MaHit (E 421), monicop6ar-80, Boga njist in’ekImi.

Jlikapceka ¢popma. PO34uH gns iH'ekuin.

OcHoBHi (i3nKo-xiMiuHi BlacTUBOCTi: 6e30apBHUYM BOOHUM PO3YMH Bifl IIPO30POT0 10
OTIa/eCIIiI0I0Y0ro, MPAaKTUYHO BiTbHUM Bifl CTOPOHHIX JOMIIIOK.

dapmMakoTepaneBTHYHA I'PyIa.

ImyHOCymipecanTu. [HTiGiTOPH (haKTOpa HEKPO3y NyxJInHU-anbda. AganiMmymas.

Kom ATX L04A B04.

PapMaKoJI0TriuHi BIaCTHBOCTI.

Xymipa® (agamimyma0) - ne peKoMGiHaHTHUE iMyHOrIoGYIiH (IgG,) MONMHKA, MOHOKJIOHAJILHE
QHTHUTILNIO, III0 MICTUTH TiIBKHU IEITHUOHI IOCHiTOBHOCTI TIOOUHH. XyMipa® Oyna cTBOpeHa 3a
TEXHOJIOTi€l0 (paroBoro BigmoOpazkeHHs, 1110 [faj0 3MOTY OTPUMATH XapaKTepHi TiJIbKY A7 JTI0AUHU
BapiabenbHi OiNSIHKY BaXXKUX Ta JIETKUX JIQHIIOTIB, SIKi IPOSIBNIIIOTH CBOIO CIIEIU(IUHICTS 1010
(dakTopa Hekpo3y nyxiuH (OHII), a Takoxk BaxXKui naHIor IgG, mMoguHY Ta MOCTiTOBHICTh TE€TKUX
JNHIIOTIB Kamnma-TuIly. XyMipa® 3B’I3y€ThCs 3 BUCOKMM CTYIIEHEM CIIOPifHEHOCTI Ta 3i
cnenudiunicTO 3 po3unEuM OHII-anmbdha, ane He 3 miMpoTokcuHoM (PHII-GeTa). Xymipa®
IPOIYKYETHCS IITITXOM OTpUMaHHs pekoMOiHaHTHOI [JHK B ekcrpecyrouiit cucTeMi KITiTHH CCaBIIiB.
CknapmaeTtbest 3 1300 aMiHOKHCIIOT, MOJIEKYJISIPHA Maca CTaHOBUTDL Onu3bKo 148 KinomanmbTOHIB.

Apanimymab crierudiuno 3B’s13yeTbes 3 @HIT Ta HerTpamnidye 6ionoriuni epexru ®HII, 61oKyoun
M0T0 B3a€MOZII0 3 p55- Ta p75-peuentopamu OHII Ha nosepxHi knituru. OHII - 11e npupogHuii



IIUTOKiH, SKuM 6epe ydacTh Y HOPMaJbHUX 3allajibHUX Ta IMyHHUX peaklisax opraHismy. [TigBumeni
piBHi ®HII BUABASAIOTH y CHHOBiaIbHIN PifKHI MAI[iEHTIB 3 peBMaTOIIHUM apTpuToM (PA), 10BE€HITEHUM
peBMaToigHuM apTpuTtoM (FOPA), ncopiatuunauM apTputoM (I1cA) Ta aHKINO3yIOUUM CIIOHOUIIITOM
(AC). ®HII Bigirpae BaXKJIKMBY POJIb Y PO3BUTKY ATOJIOTIYHOTO 3amnajieHHs i pyiHyBaHHI TKaHUH
cyryo0iB, II0 € XapaKTEPHUM [JIs1 IUX 3aXBOpioBaHb. [ligBuireHi piBHi ®HII BUSABNSAIOTHCS TAKOXK Y
TncopiaTHYHKX OIAIIKaX. 3aCTOCYBaHHS JIIKAapCHKOro 3acoby Xymipa® mamieHTaM i3 GIAIIKOBIM
IICOPia30M MOKe 3MEHIIUTH MTOTOBIIEHHS elifepMicy Ta iHGinbTpallilo 3analbHIMU KITiTUHAMU.
B3aeM03B’430K MiX IMMU (papMakKOfUHaMiYHUMU eeKTaMu Ta MeXaHi3MoM(-aMu), yepe3 fAKi
XyMipa® IposIBIIsSiE CBOIO KIIiHIUHY e(peKTUBHICTh, HEBiOMHIL.

ApamiMmyma0 Momayiioe Takox OiosoriuHi peakirii BimmoBifi, 110 iHOyKyooThcst abo perymooTbes OHII,
BKJ/IIOUAIOYY 3MiHU PiBHIB MOJIEKYJI afresii, BignoBifajbHUX 3a Mirpauito gperkonuTis (ELAM-1,
VCAM-1 ta ICAM-1 mpu IC,, 1 - 2 x 10" M).

dapMmakoaguHaMika.

V nanieHTiB 3 PA XyMipa® cipuunHsiiia MBUAKE 3MEHIIEHHS, IOPIBHAHO 3 I0YAaTKOBUMHU
ImapaMeTpaMH, TIOKa3HUKIB rocTpol ¢gas3u 3ananeHHs (C-peakTuBHOro npoteiny (CPII), nuTokiHiB
cupoBaTKu KpoBi (IL-6) Ta IIBUAKOCTI ocifaHHsS epuTpoUUTiB). 3HUKEHHS piBHIB CPII cmocTepiranocs
TakoX i y maiiedTiB 3 FOPA, xBopo6oio KpoHa, BUpa3K0oBUM KOJIITOM Ta THiHUM TifpafeHiTOM IOpsA
3i 3HaYHUM 3MeHIIeHHsIM ekcrpecii ®HII-anbda Ta 3amaabHUX MapKepiB, TaKUX K NEUKOIUTapHUN
antured (HLA-DR) ta mienomepokcuma3a (MPO), y TOBCTOMYy KHIIEYHHUKY TALi€HTIB 3 XBOPOOOIO
Kpona. TakoX crnocTepiranocs 3HUKEHHS PiBHIB MaTPUKCHUX MeTanonpoTteinas (MMP-1 ta MMP-3)
y CUPOBATIIi KPOBi, SIKi CIPUYMHSIOTh PEMOMIEJIIOBAaHHS TKaHNUH, 110 JIEXKUTh B OCHOBI pyHHYBaHHS
xpsima. Y xBopux 3 PA, I1cA ta AC dacTo criocTepiraeTbcs Bifi c1abKoTo 10 IOMIPHOTO CTYIIEHS
aHeMis Ta JTiM(GOIUTOIEHis, a TAKOXK MiABUIIEHHS KiTbKOCTI HEUTPOdiniB Ta TpoMOonuTiB. [1pu
3aCTOCyBaHHi JIiIKapChKoro 3acofy XyMipa® 3a3BuUdail CIOCTepiraeThCsa MOKPAIeHHS IUX
reMaTOJIOTiYHUX O3HaK XPOHIYHOI0 3amajieHHs.

®dapmakoKiHeTHKA.
AGcop0O1isa Ta po3monin

ITicns omHOPa30BOro MiMIIKipHOTO BBeHeHHs 40 Mr miKapchKoro 3acofy Xymipa® abcop6uis Ta
posmofin aganiMmymaly 6ynu MOBiTbHUME, CEPENHS MMiKOBa KOHIIEHTPAIlisl B CUPOBATIIi KPOBi
mocsrasnacst mpubnau3Ho yepe3 5 mHiB micns BBeneHHs. CepenHs abcomoTHa 6i10M0CTyIHICTE
aganiMmyma0ly, po3paxoBaHa B TPhOX HOCIiIKEHHSX, ITiC/IS 3aCTOCYBaHHS OOHOPa30Boi 103U 40 Mr
MigIIKipHO cTaHoBUIa 64 %.

[Ticns ogHOPA30BOTO BHYTPIIIHEOBEHHOT'0 BBeleHHS ¥ no3ax Bif 0,25 mo 10 Mr/Kr KoHILeHTpallil 6yniu
nporopiitiHi mo3am. ITicng 3actocyBanus go3u 0,5 Mr/kr (mpubnusuo 40 Mr) KiipeHc O6yB y giama3oHi
11-15 mn/rom, 06’em po3nominy (VSs) cTaHOBUB Bif 5 10 6 11, cepenHill TepMiHaIbHUY MEpiof
HalliBBMBEJIEHHS CTAHOBUB MpubIu3Ho 2 TuxHi. KoHneHTpariii aganiMmymaby y cuHOBiambHil piguHi y
nmamieHTiB 3 PA cranoBunu 31-96 % Bif piBHS B CHPOBATII KPOBI.

ITicas migmKipHOTo 3aCTOCYBaHH TiKapCchKoro 3aco0y Xymipa®y 1o3i 40 mr 1 pa3 Ha 2 THXKHI y
nauieHTiB 3 PA piBHOBaXHi KOHIIEHTpALlil CTAaHOBUJIHU Bifi 5 MKT/MJI (6€3 CYIIyTHHOTO 3aCTOCYBAHHS
MeTOoTpeKcaTy) mo 8-9 MKr/mi (3 MeToTpekcaToMm). KoHneHnTpatii aganiMmymaby B CHpPOBaTIli KPOBi y
PiBHOBaXXHOMY CTaHi 3p0OCTaIu MalKe MPOMOPIINHO A0 MigIKipHO BBegeHuX 103 20, 40 Ta 80 Mr 1
pa3 Ha 2 THXKHi a00 MIOTUKHS.

ITicna migmKipHOTo 3aCTOCYBaHHA TiKapchKoro 3aco0y Xymipa®y mosi 24 mr/m® (MakcumyM 40 mr) 1



pa3 Ha 2 TUXKHI y naiieHTiB 3 noniaptukynsapauM FOPA Bikom Big 4 1o 17 pokiB piBHOBaXHI
KOHIIEHTpallil (MOKa3HUKU BUMiptoBanuch 3 20-T0 1Mo 48-1 TUXKOEHb) CTAHOBUIM 5,6 + 5,6 MKT/MI
(102 % CV - koedirmienT Bapiartrii) 6e3 CymyTHbOTO 3aCTOCYBaHHS MeTOoTpekcaty Ta 10,9 = 5,2 MKr/Mn
(47,7 % CV) 3 METOTPEKCaTOM.

Y piteu 3 noniaptukynsapauM FOPA BikoM 2-4 poku Ta y AiTeu BiKOM Bif 4 POKiB, Maca Tijla IKUX
MeHIIe 15 Kr, mica 3acTocyBaHHS JTiKapchkoro 3acofy Xymipa®y mo3i 24 Mr/m° 3 METOTPEKCaTOM
cepeqHE 3HAUYEHHS PiBHOBaXXKHUX KOHIEHTpalii ctaHoBumno 7,9 = 5,6 mxr/mia (101 % CV).

TTic/s migmKipHOro 3aCTOCYBaHHS JIIKapCchKoro 3acoby Xymipa®y gosi 24 mr/m” (Mmakcumym 40 mr) 1
pa3 Ha 2 THXKHI y IaI[ieHTiB BiKOM Biff 6 0 17 POKiB 3 eHTe3UT-aCoIL[ii0BAaHUM apTPUTOM pPiBHOBaXKHI
KOHIIeHTPaIllil (MoKa3HWKK BUMipiOBalIuCh Ha 24-My TUXKHi) cTaHOBUIH 8,8 + 6,6 MKr/Mi 6e3
CYNyTHBOTO 3aCTOCYBaHHs MeToTpekcaTy Ta 11,8 + 4,3 MKr/mMi 3 METOTPEKCATOM.

Y mopocnux mali€eHTiB i3 Icopia3oM cepenHs piBHOBaXKHAa KOHIIEHTPAIlisl CTAHOBUIIA 5 MKI/MII
IPOTSITOM MOHOTeparil aganiMmyma6oM y 7o3i 40 mr 1 pa3 Ha 2 THXKHI.

ITicaa migIKipHOTO 3aCTOCYBaHHS JTiKapChKoro 3aco0y Xymipa®y mosi 0,8 Mr/kr (MaxcumyM 40 mr) 1
pas Ha 2 THXKHi y [iTel i3 XpoHiYHUM OISLUIKOBUM IICOpPia30M PiBHOBaXKHI KOHIIEHTpAllil CTaHOBUIN
npubnusHo 7,4 + 5,8 mkxr/mn (79 % CV).

V maIieHTiB 3 THiHAM TifpafieHiToOM Iicisg BBe[ieHHs JTiKapchkoro 3acoby Xymipa® y go3i 160 Mr Ha
TUXKHI 0 3 HacTynHUM BBefeHHSAM 80 Mr Ha TUXKHI 2 KOHI[eHTpallisl y CUPOBAaTIi KPOBi CTAHOBUJIA
npubIM3HO Bif 7 mo 8 MKr/M Ha TUXHI 2 Ta TuxHi 4. CepefHs piBHOBaXKHa KOHIIEHTpALlid 3 TUXKHS
12 mo tuxkHs 36 cTaHoBUIIa MPUOIKU3HO Bim 8 o 10 MKr/mM1 mig yac BBeOEHHS JIIKapChbKOTO 3aco0y
Xymipa®y 5o3i 40 MI KOXKHOTO THXKHS.

BnnuB aganiMmymaly Ha migmiTKiB 3 rigpapfeHiToM 6y10 BU3HaYEHO 3a JOIIOMOT00
(hapMakKOKiHETUYHOI'0 MOJe/TIOBAHHS Ta CUMYJIALIl Ha OCHOBI (papMaKOKIiHETHUKY MIPU iHIINX
TIOKa3aHHSX y fiTel (OISALIKOBUI 1Copias, I0BeHinbHUYN peBMaToiguui (imionatuynuii) aptput (FOPA),
xBopoOa Kpona (XK) Ta eHTe3uT-acollifioBaHul apTpuT). PeKOMeH0BaHUM peXUM J03yBaHHS [JIs
migIiTKiB 3 rigpageniTom - 40 Mr 1 pa3 Ha 2 TuXHi. OCKiNbKY BIIUB afaiMyMaly MoXke 3aiexXaTu
BiJl MacH Tifa, MifJIiTKaM 3 BUCOKOI0 MacoI0 Tijla Ta HEJOCTaTHHOK BiAMOBIAI0 Ha JTiIKyBaHHSA MOXKHa
3aCTOCOBYBaTU PEKOMEHOBAHY 403y [AJIS HOPOCUX - 10 40 MI OOUH pa3 Ha TUXKIEHE.

V marieHTiB 3 XBopo6or0 KpoHa micis BBeeHHs TiKapchkoro 3acoby Xymipa® y mo3i 80 mr Ha TuxkHi 0
3 HAaCTYNHUM BBefleHHSM 40 MI Ha THXKHI 2 KOHIIEHTPAllisl y CUPOBATIi KPOBi CTAHOBUIIA IIPUOIN3HO
5,5 MKT/MJI IPOTSTOM iHAYKIiiHOI Tepaii. [Ticis BBegeHHs JIiKapchkoro 3acoby Xymipa®y gosi 160
Mr Ha TUXHi 0 3 HacTynHUM BBefeHHAM 80 MI Ha TUXKHI 2 KOHIIEHTpallid y CUpOBaTLi KPOBi
CTaHOBUJIa MPUOIKU3HO 12 MKT/MJI IPOTSATOM iHAYKLiKWHOI Teparii. CepenqHs piBHOBaXkKHa
KOHIIEHTpaIlisl CTaHOBHJIA IPUOIM3HO 7MKI/MII IIifl 9ac BBeJeHHs JiKapchKoro 3acoby Xymipa®y
nigTpuMyrodin 1o3i 40 mr 1 pa3 Ha 2 TUXKHI.

Y piteit 3 xBopo6oio KpoHa cepelHbOTO Ta BUCOKOTO CTyTeHS aKTHBHOCTI IT0YaTKOBa 03a
nikapcbkoro 3acoby Xymipa® y BimkpuTOoMy mocmifXeHHi craHoBuna 160/80 mMr a6o 80/40 Mr Ha
TuXKHAX 0 Ta 2 3a7Ie3KHO Big Macu Tina. Ha TuxHi 4 marienTy Oyau paHOOMi30BaHi B CIiBBiOHOIIEHH]
1:1 y rpymu, SKi oTpuMyBajIu 3ajieXkHO Bil Macu Tina abo ctaHmapTHY o3y (40/20 mr 1 pa3 Ha 2
TUXKHi), a00 HU3BKY 03y (20/10 Mr 1 pa3 Ha 2 TUXKHIi) I migTpuMyouoi Teparil. CepenHs
piBHOBaxkKHa KOHIIEHTpallis CTaHOBUIIa TpubIKu3Ho 15,7 + 6,6 MKr/M Ha TUXHi 4 y TAlli€eHTIB 3
Macoio Tina 40 xr a6o Gineie (160/80 mr) Ta 10,6 + 6,1 MKr/MI y mallieHTiB 3 Macoo Tifla MeHIe 40
Kr (80/40 xr).



V mauieHTiB 3 BAPA3KOBKMM KOJIITOM ITiCJIsl BBEIEHHS JIIKapChKOro 3acoby Xymipa®y mo4aTkosiii fo3i
160 Mr Ha TuxkHi 0 3 HacTynHUM BBefeHHIM 80 MI Ha TUXKHI 2 KOHI[EHTpallis y CUPOBATI KPOBi
CTaHOBMWIa MPUOIM3HO 12 MKT/MJI IPOTATOM iHAYKIifiHOI Tepamnii. CepenHsl piBHOBaXkKHa
KOHIIEHTpAllil CTaHOBM/Ia IPUOIM3HO 8 MKI/MII IIifl 9aC BBeIeHHs JiKapChKOro 3acoby Xymipa®y
nigTpuMytodii 1o3i 40 Mr 1 pa3 Ha 2 TUXHI.

Y miTeit 3 BUPa3KOBUM KOJIITOM CepenHs piBHOBaXKHA KOHILIEHTpallis afganiMyMaly y cupoBaTili KPOBi
Ha TUXKHI 52 Micg DigmKipHOT0 BBeIeHHS O03M 3aJie’kHOo Bif Macu Tina 0,6 Mr/kr (makcumym 40 mr)
O[IVH pa3 Ha ABa TUXHi cTaHoBuia 5,01 = 3,28 MKr/mi. Y nami€eHTiB, IKUM BBOAWIH 03y 0,6 MI/KT
(makcumyM 40 Mr) KOXKHOTO TUXKHS, CepelHs (+ cTaHOAapTHE BiIXWJIEHHS) piBHOBaXKHA KOHI[EHTpallisi
aganiMymaly y cCHpOBaTIli KpOBi Ha THXKHi 52 cTaHoBuaa 15,7 = 5,60 MKr/My. V malfieHTiB 3 yBeiTOM
MiCJIs BBE[eHHA JIIKapchkoro 3acoby Xymipa® y moyaTkosiit fo3i 80 Mr Ha TvkHi 0 3 HACTYIIHAM
BBefmeHHAM 40 Mr 1 pa3 Ha 2 TUXKHI, IOYMHAIOYM 3 TUXKHA 1, cepenHs piBHOBaXKHa KOHLIEHTPALIis
CTaHOBHUJIA ITpUOIN3HO Bif 8 mo 10 MKr/MIL.

[TepenOavyyBaHi Ha OCHOBi MOMYJIAIIMHOT0 papMaKOKiHETUYHOTO Ta papMaKOKiHETUYHOT O/
(dhapMaKoOuHAMiYHOTO0 MOLEJIOBAaHHS Ta CUMYJIALl eKCIo3ullis Ta ePeKTUBHICTh afaniMyMatby €
NOPIBHAHHUMU Y TalLli€HTiB, gKi oTpuMyBanu 80 Mr 1 pa3 Ha 2 TUXKHI, Ta y IAI€HTIB, SKi OTPUMYyBaIl
40 Mr mOTHKHS (BKJII0Yal04Y¥ JOPOCIIUX MAIliEHTIB 3 peBMATOIIHUM apTPUTOM, THIHIM
rimpageHiToM, BUpa3KOBUM KOJIiTOM, XBOp0o60i0 KpoHa 4u GISIIKOBUM IICOpPia30M, MallieHTiB
HiAJIITKOBOTO BiKY 3 THIMHUM rigpafeHiToM Ta OiTed 3 Macoro Tifa = 40 Kr 3 BUpa3KOBUM KOJIITOM Ta
xBopo0oio KpoHa).

Hemae knmiHiYHMX maHUX IIPO BIUIMB IIOYATKOBOI 03U afaniMyMaly Ha CTaH [iTel BiKOM [0 6 POKiB.
[IporHoO3yeThCs, 10 3a BiACYyTHOCTI METOTPEKCaTy II0YaTKOBA [03a MOXKe IIOCUJIUTUA CUCTEMHUN
BIIJIUB afianiMyMa0y.

BuBegenus

[Monynsauiiaui papMaKOKiHETUUHUM aHai3 ganux Gineiie Hik 1300 marfieHTiB 3 PA BUSBUB
TEeH[IEHIIi10 10 MiABUIIEHHS SBHOTO KIipeHCy afaniMyMaly 3 migBUIEHHSM MacH Tifla IaIli€HTiB. 3
ypaxyBaHHSM IIOIIPABOK LIOM0 Pi3HMII 3@ Macoio Tisa OyJ0 BCTAHOBJIEHO, 1[0 CTATh Ta BiK MallieHTa
MaloTh MiHiMalIbHMI BIIJIUB Ha KJIipeHC afaniMymaby. PiBHi BinmbHOTO aganiMmymaly (He 3B'sS3aHOTO 3
aHTHUTiNnaMu 0o apanimymady (AAA)) B cupoBaTIli KPOBi OyIM HUKYKMMHU Y MAIli€HTIB, ¥ SKUX
BUSABNIAINACE AAA. He BBYAIoCh 3aCTOCYBaHHS JIiIKapChKoro 3acofy Xymipa® mamienTam i3
MOPYLIEHHAMHU (DYHKIIIN NMEeYiHKYA Ta HUPOK.

oiTn.

be3neka Ta epeKTHBHICTh 3aCTOCYBAaHHS JIIKAaPCHKOI 0
3aco0y Xymipa® giTaAM 3a iHIIMMM NOKa3aHHAMH, HiX Ti, 0
3a3Ha4eHi y po3aini «Iloka3aHHsI», He BCTAHOBJIE€HI.

KiTiHiuHi XapaKTepPUCTHKH.



Iloka3aHHs1.
PeBMmaroinuuii aprpur (PA)
Xymipa® y KoMGiHaIlii 3 MEeTOTpeKCaToOM MoKa3aHa fJIs:

TiKyBaHHS PEBMATOITHOTO apTPUTY CEPEIHbOTO Ta BUCOKOTO CTYIEHS aKTUBHOCTI ¥ JOPOCTUX
TaLliEHTIB, KOJIM afleKBaTHA BifIIIOBigb Ha Teparilo ITPOTHPEBMAaTUYHUMHU MIpelapaTaMy, 1110
MonudikyioTh mepebir 3axBopioBanHs (DMARDs - disease-modifying antirheumatic drugs),
BKJIIOUAIOUX MEeTOTpeKcaT, He Oy/la OTpUMaHa;

JiKyBaHHSI aKTHBHOTO IIPOTPECYI0YOT0 PEeBMATOIIHOTO apTPUTY BUCOKOT'O CTYIIEHS aKTUBHOCTI Y
LNOPOC/IMX MAali€HTIB, Kl paHillle He OTPUMYBaJIA TEPAIlil0 METOTPEKCAaTOM.

Jlikapcekuii 3aci6 XyMipa® MOXHa 3aCTOCOBYBATH SIK MOHOTEPAIIII0 y Pa3i HelmepeHOoCHMOCTI
MEeTOTpeKcaTy a00 KOIM MPOIOBKEHHS Tepallil METOTPEeKCaTOM € HEIPUNHATHUM.

XyMipa® IpoeMOHCTpyBaia IPUTHiYeHHs IPOrpecyBaHHsa CTPYKTYPHOTO YpazxKeHHs CyrIo6iB, 1o
OyJo migTBEepAKEHO PeHTTreHorpadiyHo, Ta MOKpalleHHs QYHKIIOHATBHOTO CTAHY NIPY 0OJHOYaCHOMY
3aCTOCYBaHHI 3 METOTPEKCATOM.

Ilcopiatuunui aprput (IIcA)

Xymipa® mokasaHa Jis TiKyBaHHSI aKTHBHOTO Ta IPOrPECyI0Yoro ICOPiaTUYHOr0 apTPHUTY Y HOPOCIIUX
TallieHTiB, KoK He Oy710 OTPUMAHO afeKBaTHOI BiIIOBiMli Ha IIOMepenHIO Teparriio
NPOTHPEBMATHYHUMH TIpernapaTaMy, 1o MogudiKyoTh nepebir 3axsopiosanHsa (DMARDs). Xymipa®
IIPOJEeMOHCTpYyBaJjia YIOBiIbHEHHS TEMIIiB IPOrPECYyBaHHS ypaKeHHs nepudepudHux cyriobis, 10
BHM3HAYAETHCS 3a JOTIOMOT0I0 PeHTreHorpadil, y malieHTiB i3 CHMETPUYHOIO MOJTiapTUKYIISIPHOIO
(dhopMoI0 3aXBOPIOBAHHS Ta IMOKpalllaHHS (PYHKIIIOHAIBHOTO CTaHYy.

AKcCiaJIbHHH CIIOHIWIOAPTPHUT
Ankinosywuui cnouguiit (AC)

XyMipa® [I0Ka3aHa [Jis JIIKyBaHHS OOPOC/IUX MALl€HTIB 3 BUCOKUM CTYIIEHEM aKTUBHOCTI
aHKiI03yI04YOor0o CIOHOUJIITY, SIKi He BifIIOBINKM Ha TPafULiNHy Teparlilo.

AKciaTbHHI CHOHIHTOAPTPHUT 0€3 PeHTIeHOJIOTiYHOro minTBepaKeHHsi AC

XyMipa® [I0Ka3aHa [JId JIIKyBaHHSA OOPOC/IUX MAlli€HTiB 3 BUCOKUM CTYIIEHEM aKTUBHOCTI aKCiaJIbHOT O
CIIOH[IUJIOAPTPHUTY 0e3 PeHTreHOoNIoTrigyHoro mifnTBepaxkeHHs AC, ane 3 HaIBHUMU O03HaKaMu
3armajeHHs, Ha migcTasi migBuineHoro piBas CPII Ta/a6o 3a pedynbratamu MPT (MaruiTHO-
pe30HaHCHa ToMorpadis).

XBopoba Kpona (XK)

Xymipa® mokasaHa Mijis JiKyBaHHS XBopoGu KpoHa cepenHboro Ta BACOKOTO CTYIIeHSI aKTUBHOCTI Y
IOPOCIIUX TIAIliEHTIB, SKi He BiATOBifanu Ha MOBHUM KypC Tepalil KopTuKocTepoigamu Ta/abo
iMmyHOCYynpecaHTamu, abo Npy HAsIBHOCTI HEIEPEHOCUMOCTI UM MeIUYHUX [IPOTUIIOKAa3aHb 10 TAKUX

BU[IiB Tepartil.



Bupa3kosuu Koiit (BK)

Xymipa® mokasaHa AJis TiKyBaHHSI BUPA3KOBOT0O KOJIITYy CepeHbOr0 Ta BUCOKOTO CTyIeHs aKTUBHOCTI
y DOPOCNUX MAalli€HTiB, AKi He BiONOBifaayd Ha TPafULiMHY Tepallilo, BKIYaldyu Tepalito
KOPTHKOCTepoigamMu Ta/abo 6-MepKanTonypruHoM abo a3aTionmpuHOM, ab0 Py HAsSIBHOCTI
HEIIePeHOCHMOCTi UM MeIUYHUX MPOTUIIOKA3aHb M0 TaKUX BU[IIB TepaIrii.

BiasmmkoBui mcopia3 (BIT)

Xymipa® moka3aHa g JTiKyBaHHS JOPOCIMX MAIieHTIB i3 HOMipHUM a60 TSXKUM mepebirom
XPOHIYHOTO OJIAIMIKOBOTO IICopia3y, IKUM HeoOXiflHa CHCTEeMHa Teparlis.

I'nivaui rigpagenir (IT)

XyMipa® II0OKa3aHa [Jid JIiKyBaHHS aKTUBHOTO IIOMIPHOT0 Ta TSXKKOTr'0 THIMHOTO rigpafeHiTy (acne
inversa) y IOpOCNUX IAlli€eHTiB, SKi He BiANOBifaIy Ha TPafUIiiHy CUCTEMHY Tepalliio.

VBeir

Xymipa® mokasaHa fijis JiKyBaHHS HeiHGEKLIMHOro iHTepMeiapHoro, 3aHL0r0 Ta IaHyBeiTy y
IOPOCTUX TAIliEHTIB, sIKi He BiAMOBiganu Ha Tepariio KOPTUKOCTEPOigaMu, SKUM HeoOXiqHO 3HU3UTHU
03y KOPTUKOCTEPOiiB ab0 Npu HasiBHOCTI HENEPEHOCUMOCTI Y1 MEAUYHUX NIPOTUIIOKAa3aHb [0
Teparii KOpTUKOCTEePOigaMu.

B nepniaTpii
IOBeHinbHUM peBMaToiguuH (imiomaruunuit) aprpur (FOPA)
IMoniapTUKYIsIpHUH I0BEeHITbHUHE PeBMaTOITHUH (iTiomaTHYHUIA) apTPHUT

Xymipa® y KoMGiHaIii 3 MeToTpekcaToM moKa3aHa Ajif JiKyBaHHS aKTUBHOTO IOJiapTHUKYISPHOTO
IOBEHIIbHOTO iTioaTUYHOT0 apTPUTY Y AiTel BiKOM Bifl 2 POKiB, y SKuX He 0yJI0 afieKBAaTHOI BiAmoBifi
Ha Tepario ogHUM ab0 KinTbKOoMa MPOTHPEBMATUUYHUMH IIPeNapaTaMi, o0 MoaudikyioTs mepeoir
3axBoprooBaHHSI (DMARDs).

Jlikapcekuii 3aci6 XyMipa® MOXHa 3aCTOCOBYBaTH SIK MOHOTEPAIIiI0 y Pa3i HemepeHOCHMOCTi
MEeTOTpeKcaTy a00 KOy MPO0BKEHHS Tepallili MeTOTpeKcaToM € HempuiiHaTHUM. He Oyro
TIPOBEMIEHO MOCIIIKEHb 3aCTOCYBaHHs TiKapChKOro 3acoby XyMipa® malieHTaM BiKOM [0 2 POKIB.

EHTe3HT-acoliiOBaHH# apTPUT

Xymipa® mokasaHa AJis TiKyBaHHSI aKTHBHOTO €HTE3HUT-aCcOLi0BaHOT0 apTPUTY Y fAiTel BikoM Bif 6
POKiB, SKi He BiflloBimanu Ha TpagulliliHy Teparito, abo Mpu HasIBHOCTI HEIIEPEHOCUMOCTI Un
MeIWYHUX MPOTUIIOKA3aHb N0 TaKUX BUIIB TepaIrii.

XBopo6a Kpona (XK) y miteu

Xymipa® moka3aHa [y JTiKyBaHHS XBopo6u KpoHa cepeqHbOro Ta BECOKOTO CTYIeHsI aKTUBHOCTI y
IiTell BIKOM Bifi 6 POKIB, gKi He BiANOBifanM Ha TpagULiiHy Tepaiio, BKIYal4yy IePBUHHY
HYTPUTHUBHY Tepalliio, Tepaliio KOPTUKOCTepoigamMu Ta/abo iMyHOMOOy nsiTopamMu, abo TPy HassBHOCTI
HEIIePeHOCHMOCTI UM MeIUYHUX MPOTUIIOKa3aHb A0 TaKUX BU[IIiB Teparril.



Bnssmkosu# ncopia3 (BII) y miren

Xymipa® mokasaHa fijis JiKyBaHHS XPOHIYHOro GJISIIKOBOrO ICOpPiasy 3 TAKKKUM IepebiroM y miTei
BiKOM BifT 4 POKiB, Y SKMX HE OTPHMAHO KJTiHi4HOI BigmoBifi abo € MpoTUIIOKa3aHHS/ HEIIePeHOCUMICTh
MicieBoi Tepairii abo dhoToTeparrii.

T'nivaun rigpagenit (IT) y mimmiTkiB

XyMipa® IIOKa3aHa [Jid JIiKyBaHHS aKTUBHOTO ITIOMIPHOT0 Ta TSKKOT'0 THIMHOTO TigpafeHiTy (acne
inversa) y miaiTkiB BikoM Bif 12 pOKiB, Kl He BiANOBifany Ha TpaguLiiHy cUCTeMHy Tepamito [T.

VBeir y miTeu

XyMipa® ITOKa3aHa [JIg JIiKyBaHHS XpPOHIYHOTO HeiH(EKITINHOT0 TepegHbOT0 YBeITY y [iTell BiKoM Bif
2 POKiB, sKi He BifmoBimanu abo Malu HeIePeHOCHMICTh TPaAUIliiHOI Teparii abo SKUM TpaaulliiiHa
Tepallis IPOTUNIOKa3aHa.

Bupaskosuu koaim y dimetu

Xymipa® mokasasa Mijis JTiKyBaHHS BUPA3KOBOI'O KOJIITY CEPEIHLOr0 Ta BUCOKOTO CTYIIEHsS aKTHBHOCTI
y miTeit BiKOM Bif 6 poOKiB, y SIKUX He OyJI0 OTpUMaHO afeKBaTHOI BiITIOBifli Ha TPaAUIiiHY Tepariio,
BKJ/II0UAIOYH Tepalilo KOpTHKoCcTepoigamu Ta/abo 6-MepKanTonmypuHoM abo a3aTiompuHOM, abo y
SIKUX HasIBHI HETIEPEHOCUMICTh UM MeIUYHi TPOTUIIOKA3aHHS 10 TAKUX BUIIB Teparril.

IIpoTunoka3aHHs.

e [limBuieHa YyTIUBICTH [0 aganiMymaly abo mo Oyab-IKOro iHIIIOTO KOMIIOHEHTAa Ipemnapary.

e AxTuUBHUU TyOepKybo3 abo iHmmi TAXKKi iHQeKIIii, Taki SIK CEeICHUC Ta ONOPTYHICTHYHI iHpeKil
(ouB. po3min «OcoBIMBOCTI 3aCTOCYBaHHS»).

 [TomipHa Ta TsXKKa ceplieBa HegocTaTHICTh (III/IV kimac 3a NYHA) (guB. po3gin «Ocob6nuBoCTi
3aCTOCYBaHHS»).

B3aeMofis 3 iHmIMMH TiKapCLKHMH 3aC00aMH Ta iHII BHIH B3a€MOiH.

» Jlikapcekuit 3aci6 Xymipa® BuBYaIM 3a y4acTio namieHTis 3 PA, FOPA Ta IIcA, sKi oTpuMyBau
mpernapar SK MOHOTEepaIlilo Ta OHOYAaCHO 3 MeTOTpeKcaToM. PiBeHb opMyBaHHS aHTUTIN OyB
HUKYMM IIPY OFHOYACHOMY 3aCTOCYBaHHi TiKapCchKoro 3acofy XyMipa® 3 METOTpeKCcaToM
NOPiBHAHO 3 MOHOTepamielo. BeeeHHs nikapchkoro 3acofy Xymipa® 6e3 MeToTpekcaTy
IIPU3BOMUIIO 10 30ibIIeHHS PiBHSA (OpPMyBaHHS aHTUTIN, 30iNbIIeHHS KITipEHCY Ta 3HUKEHHS
eekTuBHOCTI aganiMyma0y (muB. po3min «®apMaKoguHaMika»).

» He peKoMeHyeThCs OOHOYACHE 3aCTOCOBYBaHHS JTiKapChKOro 3acoby XyMipa® 3 aHaKiHpOIO
(muB. po3min «OcobmuBoCTi 3acTocyBaHHs. OgHOYacHe 3acTocyBaHHs 3 DMARDS a6o 3
auTaronicramu OHII»).

o He peKoMeHyeThCS OAHOYACHE 3aCTOCOBYBaHHS TiKapCchKoro 3acofy XyMipa® 3 abaTalentom
(ouB. po3min «OcobnuBoCTi 3acTocyBaHHsS. OgHOYacHe 3acTocyBaHHg 3 DMARDS a6o 3



aHTtarodicramu ®HII»).

Oco00/71MBOCTi 3aCTOCYBaHHS.
MoxTuBiCTH BiCcTeXKyBaHHS

3 MeTo10 MOKpaIlleHHs KOHTPOJII0 3aCTOCYyBaHHA 6i0IorigyHMX mpernapariB HeoOXigHO 4iTKO QiKcyBaTu
TOPTOBEJIbHY Ha3By Ta HOMED cepii BBeeHOTo Ipemnapary.

Indexkmii

[MauienTH, sKi mpuiiMar0Th auTaroHicty ®HIT, GiybIn CIPUIHATINBI 10 CEPHO3HUX iHDEKIIiH,
[MopymenHs QyHKIil TereHiB Moxe 30iMbIINTH PU3KUK PO3BUTKY iH(eKUil. ToMy mallieHTH OBUHHI
nepebyBaTH IiJ peTeIbHUM HaTJISI0M IIOoA0 iHdeKIil, BKIoYaoun Ty0epKyIb03, [0, Imif vac i micus
JNiKyBaHHA TiKapchKUM 3aco6oM Xymipa®. OCKinbKH BUBeIeHHS afaniMyMaly MoxKe TPHBATH 0
YOTUPHOX MICALIB, MOHITOPUHT CJIif] IIPOAOBXKYBATH IIPOTATOM LILOTO [1Epiofy.

He crig 3acTocoByBaTH NiKapchKuit 3acid XyMipa® MallieHTaM 3 aKTUBHUM iH(GEKIIITHUM IIPOIECOM,
BKJ/TI0UAIOYHX XpOHiYHi abo jToKami3oBaHi iHdeKIIil, moku iHdekis He Oyoe KOHTPOIbOBaHa. Y
NAIiE€HTIB, SKi MAIOTh KOHTAKT i3 XBOPUM Ha TyOepKyIb03 ad0 IOBEPHYIUCS 3 KpalH 3 BUCOKUM
piBHEM 3aXBOPIOBAHOCTI Ha TyOepPKynIb03 ab0 3 eHAeMiYHUX 30H 00 MiK03iB, TaKUX 5K
ricTomma3mMos, KOKIUIioimomMiko3 abo 671aCTOMIKO3, CJIifl OI[iHUTH CITiBBiTHOIIEHHS KOPUCTh/PU3HUK 10
TI0YaTKy 3aCTOCYBaHHs JiKapChKOro 3acoby XyMipa® (muB. HuXKYe «IHIII OIOPTYHICTHYHI iHpeKLii»).

Heo0xifmHO MpoBeCTH MTOBHE 00CTEXKEHHS Ta PETENIBHO CIIOCTEPIraTé 3a CTAHOM TAIliEHTIB, V SKUX i
4ac JiKyBaHHS JIIKapCHKUM 3ac000M XyMipa® po3BUHYIacs HoBa iHbekuisa. CIif NpUIHHATH
TiKyBaHHS IIPU PO3BUTKY TSXKKOI iHGeKIIil abo cemcucy Ta 3aCTOCyBaTH BimIOBifHI MpoTUMiKpPOOHi
abo mpoTurpubKoOBi MpenapaTy, oKX iH}eKIis He Oyme KOHTPoboBaHa. JIikapsaM ciif 6yTu
o6epeXHUMY TIPK PO3TIISAMi MUTAHHS PO IpU3HaYeHHs JIIKapchKoro 3acofy Xymipa® mamieHTam 3
penuguByIOUNME iH(MeKLiIMU B aHaMHe3i a00 3 (GOHOBUMU CTaHaMH (BKJ/II0UAIOYHU CYIIYTHE
3aCTOCyBaHHS iMyHOCYIIPECHUBHUX IIpeapartiB), Ki MOXKYTh OyTU MIPUYUHOI0 CXUJIBHOCTI MAIli€HTIiB 10
iH(peKIin.

Tsxkki indekmii

[ToBimomIIsiIOCS TIPO Cepio3Hi iH(eKIIii, BKTI0Yal0Yu CEeICUc, CIpUYrHeHi 6aKTepiaTbHUMH,
MikoOaKTepialbHUMY, iHBA3UBHUMY I'PUOKOBUMH, ITapa3uTapHUMHU, BipyCHUMU a00 iHITMMUI

OTIOPTYHICTUYHUMMU iHDPEKIIAMHU, TAKUMU SIK JIICTEPio3, IeriOHeNb03 Ta THEBMOIMCTO3, Y Malli€HTiB,
SIKi OTPUMyBAaJIH JTiKapChKUi 3aci6 Xymipa®.

[nmIi cepito3ni indexii, BUSBIIEH] Mmif Yyac KIiHiYHUX BUITPOOYyBaHb, BKIIIOYAIOTh ITHEBMOHIIO,
mieToHePUT, CEITUYHUN aPTPHUT i cenTuiieMiro. IToBimoMsiyiocst Ipo rociiTanisailtiio abo netanbHi
HACJIiIKY, TIOB’sI3aHi 3 iHpeKIisIMHu.

Ty0epKy1b03

[ToBimoMIsinocs Mpo BUIMMAOKW PeaKTHBAIllil Ta ITPO PO3BUTOK HOBOI iH(DEKIIl TyOepKyILO03Y,
BKJIIOYAIOYH JIET€HEBY Ta HeJlereHeBy ¢opMmu (ToOTO quceMiHOBaHUYM TYOEPKYb03), Y NALIEHTIB, SKi
OTPUMYBAJIH JiKyBaHHSA IpernapaToM Xymipa®.

Ilo moyaTKy Teparlil TiKapChKuM 3aco00M XyMipa® HaLieHTiB HOTPiGHO PeTeIbHO 06CTEXUTH OO



aKTHBHOTO Ta HEAKTUBHOTO (JTATEHTHOT0) Ty0epKynb03y. OOCTEKEHHS IOBUHHO BKJIIOYaTH BUYEPIIHY
OLIHKY aHaMHe3y TallieHTa 3 Ty0epKy/1b030M a00 BiTOMOCTi ITPO MOXKJIMBI KOHTAKTH 3 XBOPUMU Ha
aKTUBHUM TyOepKyJbo3 i IPo mornepenHio Ta/abo CymyTHIO iMyHOCYyTIpecuBHYy Teparmito. Crig mpoBecTu
BCiM IalfieHTaM [0 IoYaTKy Teparii mKipHui Ty0epKyiHoBui TecT (mpoba MaHTy) Ta
peHTreHorpadiio rpyHoOI KJIiTKU (MOXKYTh 3aCTOCOBYBATHCS MiCIleBi peKOMeHpallii).
PexomeHOyeThCS, 1100 TPOBEIEHHS Ta pe3ylabTaTU LKMX TECTiB Oy/u 3amnucaHi B iHQopMalliiHy KapTKy
nauieHTa. JlikapsiM, gKi Ipu3HadaloTh IpenapaTy, CJIif TaM’aTaTh IP0 PU3UK XUOHO HeTaTUBHUX
pe3ynbTatiB TyOepKYTiHOBUX WIKIpHUX P00, 0COOIMBO Y TIKKOXBOPUX IallieHTiB ab0 y MmallieHTiB 3
ocitabeHuM iMyHITETOM.

Tepamito miKapcbKuM 3aco6oM XyMipa® He CIIif IPOBOMUTH, SKIIO HiarHOCTYEThCS aKTHBHUN
TyOepKYyTb03 (OUB. Po3Oin «[IpoTUIIOKAa3aHH»).

Y BCiX cuTyalisax, ONUCAaHUX HUXKYe, C/Iif OyKe PeTesIbHO OLHIOBATH CIIiBBIHOLIEHHS KOPUCTL/PU3UK
Teparril.

fKI10 € migo3pa Ha MPUXOBaHUM TYOEPKYIb03, CIIifl TPOKOHCYIbTYBATUCS 3 TiKapeM, SKUi Ma€ OOCBif
TiKyBaHHS TYOEPKYIbO3y.

Y pasi miarHOCTHKM JTaTEHTHOTO Ty6epKyIIb0o3y Iepen MoYaTKOM Teparlil TikapchKuM 3ac060M
Xymipa® noTpiGHO mpoBecTH crnenudiyHe IPOTUTYOEPKYIb03He IPodiTaKTUYHE JTiKyBaHHS
BiITIOBITHO MO MICIIeBUX PEKOMEHOAITIN.

Crnip 3BaxkuTH Ha HEOOXiMHICTh 3aCTOCYBaHHS MPOTUTYOEPKYIHO3HOTO TiKyBaHHS MTepel II0YaTKOM
Teparlil JIiKapCcbKUM 3aco60M XyMipa® marjieHTam, sKi MaoTh GaKTOPY PU3UKY PO3BUTKY
TyOepKyIb03HOI iH(deKIii, ae B IKUX OTPUMAaHO HeTaTUBHUM pPe3yJIbTaT TECTY Ha JaTeHTHUU
TyOepKyJb03, Ta NallieHTaM, IKi Majy B aHaMHe3i TaTeHTHUM a00 aKTUBHUM TyOEpKYJIbO3 i OIS IKUX
He Moxke OyTH IigTBepAXKeHe BiMOBiIHE JTiKyBaHHS.

He3Bakaiouu Ha npodinakTuyHe MPOTUTYOEPKYIbO3He JIiKyBaHHS, BUMIAAKN PeaKTHUBallil
TyGepKy/b03y TPAIJIAIKCS Y HallieHTiB, SIKi 0TpuMyBay npenapat Xymipa®. Ha Tii nikyBaHHS
NiKapChKKUM 3ac060M XyMipa® y AesKux MallieHTiB, SKi paHille IepeHeciI YCIillHy Tepalliio
aKTUBHOTO TyOEpKYIh03Y, CIIOCTEPIraBcsi MOBTOPHUM PO3BUTOK TYOEPKYIILO3Y.

Ycix matieHTiB mOTPiOHO MONepeuTy IPO HEOOXiMHICT KOHCYMIbTAllil JTiKaps y pa3i mosiBu 03HaK, II10
HaragyoTh CUMITOMHU TyOepKYy/Ib03y (Halpukiam, MOCTiHMY Kallleb, 3MeHIIeHHSI MacCH Tina,
cy6bebpuibHa TeMIepaTypa, anaTis) Imif 4ac afo micis JKyBaHHS JIiIKapChKAM 3aco60M XyMipa®.

Inini omopryHicTuyHi indekmii

I[IpoTsarom Tepamii TikapceKuM 3aco6oM XyMmipa® IOBiIOMIIAIOCS PO PO3BUTOK OMOPTYHICTHYHHUX
iHpekwit, y ToMy uncii iHBa3uBHUX TpUOKOBUX iHQeKIi#. [Homi Taki iH(peKIl cBoeuacHO He
OiarHOCTyBalIuCs y Mali€eHTiB, AKi npuiiManu aatarodictu ®HII, 1m0 npu3Boanio [0 Mi3HBOI0
[I0YaTKYy BifIIOBIIHOTO JIIKyBaHHSA Ta iHOMi 3aBepIIyBajIoCs JIETaJIbHO.

[MamieHTy, siki 3acTocoByioTh OmokaTopu OHII, 6inbin CXUIBHI 0 PO3BUTKY CEPHO3HUX I'PUOKOBUX
indexkIriii, TaKMX K TiCTOMIAa3M03, KOKITUAI0imoMiK03, 671aCTOMIKO3, aclepriibo3, KaHAUA03 TOIIO.
Teparmiio miKapcskuM 3aco6oM Xymipa® moTpi6HO HeraiiHO NPUIMHKUTH, IKIIO Y HalicHTa
CIIOCTEPIra€eThCs PO3BUTOK JINXOMAaHKHY, HE3YKaHHS, 3MEHIIIEHHS MaCH Tifa, MigBUIeHHS



IiTIMBOCTI, TOSIBa KA, 3agUIIKX Ta/a0o iH}inbTpaTiB y nerensax abo iHIMNUX 03HaK CEPHO3HOTO
CHCTEMHOTO 3aXBOPIOBAHHS (3 IIOKOM abo 6e3), Ta CIlig 3amigo3puTy iHBa3UBHY I'PUOKOBY iH(EKIIiO.
PimeHHs 1100 3aCTOCYBaHHS eMIIiPHYHOI MPOTUTPUOKOBOI Teparlil TaKuM XBOPUM CJIifl TpUiitMaTH
micys KOHCY bTallii 3 gaxiBieM y chepi miarHOCTHUKY Ta JTiKyBaHHS iHBa3UBHUX I'PUOKOBUX iHDEKIIIH.

PeakTuBanis remarury B

Bunagku peakTuBallil renaTuTy B Tpamasnuch y mamieHTis, ki nputiManu 61okaTopu ®HIT Ta 6ynu
XPOHIYHUMU HOCisiMu Bipycy rematuty B (BI'B), ToOTo B skux Oyj0 BUSBIEHO TIOBEPXHEBUU aHTUTEH
Bipycy. [lesiki Bumanku Oy jeTanbHUMA. [lepef MoYaTKOM JIiKyBaHHs mpernapatoM Xymipa®
MaIliEHTH TTOBUHHI MPOUTH TECT Ha HasiBHICTb BI'B-indexkirii. [TarieHTaM 3 MO3UTUBHUM TECTOM Ha
BI'B-indeKI1ito peKOMeHAyEeThCSI TPOKOHCYIbTYBATUCS 3 JIiIKapeM, IKUU Ma€ OOCBif JTiKyBaHHSI
renaTtury B.

Hocii BI'B, ski notpeGyroTs Teparmii TikapchkuM 3aco6oM XyMipa®, MOBMHHI nmepeGyBaTy i
PEeTeNnbHUM HATJISooM IIOMI0 MOsIBY 03HaK i cuMITOMIB akTuBHOI BI'B-iH(eKIIiil mig yac Teparmil Ta
IIPOTATOM KiJIbKOX MiCSILIB Micyid 1l npunuHeHHsd. HemMae agekBaTHUX HaHUX OO0 JIIKyBaHHS
IalfiexTiB, 9Ki € HociaMmu BI'B, mpoTuBipyCcHMMU IIpeliapaTaMy B [TI0€IHaHH] 3 aHTaroHictamu OHII
niis 3anobiranHg peaktuallil BI'B. [TamienTaM, y IKuX po3BUBa€EThCS peakTuBalisi BI'B, crmin
NPUIMHATY IIPUIAOM JTiKapCchKoro 3acoby Xymipa® Ta po3nodaty eeKTHBHY IPOTHUBIPYCHY Tepaliio 3
BiAIIOBIAHUM MiATPUMYIOYUM JIiIKyBaHHSM.

HeBposnoriuyni po3magu

IIpu 3acTocyBaHHi 610kaTopis ®HII, y ToMy YrkcCIi JliKapchkoro 3acofy Xymipa®, MOBiTOMIISAIOCS IIPO
ITOOJMHOKI BUMIAKH ITOSBH a00 3aroCTPEeHHS KITiHIYHUX CEMIITOMIB Ta/a00 pamiorpadgiuyHux 03HaK
IEeMi€eTiHi3yI0unX 3aXBOPIOBaHb LIeHTPaIbHOI HEPBOBOL CUCTEMH, BK/II0Yal04YU PO3CISHUU CKIIEPO3,
HEBPUT 30POBOT0 HEPBA Ta [ieMieniHi3youi 3axBopioBaHH NeprudepuyHOol HEPBOBOI CUCTEMH,
BK/TI04aiouu cuHApoM [iiieHa - Bappe. Jlikapi, sKi mpu3HadaloTh IpenapaT, HOBUHHI 3 00epexkKHiCTIO
PO3TIAAaTH MOXIIMBICTh 3aCTOCYBaHHS JIIKapChKOro 3aco0y Xymipa® marieHTaM i3 geMieliHi3ylounMu
po3iaflaMu IeHTpaIbHOI ab0 mepudepruIHOi HEPBOBOI CUCTEMH, SIKi CITOCTepiranucs paxime abo
HeIIONaBHO BUHUKIIM; HeOOXiJHO IPUIMHNATH Tepallio JiKapchKuM 3acoboM Xymipa®y pasi
BUHUKHEHHS 3a3HauyeHUX POo3/afiB. BimoMo, 1110 iCHye 3B’I30K MiX iHTepMefiapHUM yBEITOM Ta
neMieTiHi3ylounMy po3jagaMu IeHTpabHOl HeEPBOBOI cucTeMu. HeBposoriuHe 00CTeXKeHHS
HeoOXiTHO ITPOBOAUTH TallieHTaM 3 HeiH(eKIIHNM iHTepMeiiapHUM YBEITOM Tepe[ TUM, SK
PO3IOYATH Tepallilo JiKapChKuM 3aco60M XyMipa®, Ta peryispHO IPOTAroM Tepamii, 106 OL[iHIBaTH
PO3BUTOK AEMi€NiHI3yI0UNX PO3/IafiB lIeHTPaIbHOI HEPBOBOI CUCTEMH, SIKi CIIOCTEPIranucs paHille 4u
HelllOlaBHO BUHUKIIN.

Anepriuni peakii

[Tig yac KniHiYHUX HOCTiAXKEeHb CEPHO3Hi anepriyni peakiiii, moB’si3aHi 3 MTiKapchKUM 3aC060M
Xymipa®, BuHMKamy pigko. Hecepio3Hi anepriyni peaxiiii, HoB’sg3aHi 3 IPUIOMOM JIIKApCHKOTO
3acoby XyMipa®, i Yac KIiHIYHUX OOCTigXKeHb 0y HeYaCTUMH.

[ToBimOMIISIIOCST PO CEPHO3Hi ajlepriuHi peakilii, BKII0Yaouu aHadinakciio, micis BBeIeHHS
nikapceKoro 3aco0y Xymipa®. IIpu BUHUKHEeHHi aHadiTaKTH4HOI peakiii a6o iHIIoI cepiio3Hoi
asepriynol peakiii Heo6XimHO HETalHO IPUIKMHUTH 3aCTOCYBaHHA TiKapChKoro 3acofy Xymipa® i
pO3IoYaTy BifIIOBiIHY Tepalliko.



ImyHOCYynpecis

ITig yac KmMiHIYHEX DOCTiAXKEeHb JTiIKapChKOTO 3aco0y XyMipa® y 64 mauieHTiB 3 PA Bumagkis
IPUTHIYEHHS TiMepuYyTINBOCTI CIIOBIIbHEHOTO TUIY, 3HUXKEHHS PiBHIB iMyHOTr100y1TiHiB 260
KinbKiCHUX 3MiH epekTopHux T- Ta B-KiiTuH, a TakoXK NK-KmIiTHH, MOHOLIIMTiB/MakpodarisB Ta
HeUTPOodiniB HE cocTepiramnocs.

3105KicHi HOBOYTBOpeHHs Ta JdiM@ponposidepaTuBHi 3aXBOPIOBaHHSA

Y KOHTPONIbOBAHUX KITiHIYHUX JocHimxkeHHsX 01okaTopiB ®HIT yacTimie moBiqoMIsiocs mpo
PO3BUTOK 3JI05IKiCHUX HOBOYTBOPEHD, BK/II0UA04H JIiM(pOMY, y MAIi€HTIB, dKi oTpuMyBanu OHII-
6710KaTop, HiXK y MallieHTiB KOHTPONIbHOI rpymu. [IpoTe sBuile 6yo pifkicHUM. Y nocTpeecTpauinuui
nepiof MOBIZOMIISIOCS IIPO BUIIAOKY JIEMKeMil y AIi€eHTiB, gKi oTpuMyBanu antaronictu OHII. Icaye
HigBUILIeHNY (POHOBUM PU3UK PO3BUTKY TiM(GPOMHU i TelKeMil y Ialli€HTiB 3 peBMaTOIIHUM apTPUTOM i3
TPUBAIUM I1epebiroM Ta BUCOKOAKTHUBHUM 3allajIbHUM IIPOIIECOM, 110 YCKIAaOHIOE OLIiHKY PU3UKY.
IaHi, 1m0 iCHYIOTb Ha ChOTO[IHI, He Jal0Th 3MOTY BUKJIIOYNTH PU3UK PO3BUTKY JTiMPOMHU, JTeliKeMil Ta
IHIUX 37I0KICHUX HOBOYTBOPEHD Y IMAIEHTIB, Ki OTPUMYIOTh aHTaroxnictu OHII.

Y nocTtpeecTpalinHuii nepion NOBIAOMIIAIOCS IIPO OKpeMi BUNIAgKU PO3BUTKY 3/10SKICHUX
HOBOYTBOPEHb, iHOfII 3 TeTaJIbHUM HACIiAKOM, y AiTei, MigIiTKiB Ta JOPOCIUX MalliEHTiB MOJIOAOT0
BiKy (Do 22 poKiB), SKi oTpuMyBasnu nikyBaHHs OnokaTopamu ®HII (moyatok Tepamii y Biui < 18
POKiB), BKJIIo4atouu afganiMymal. [Tpubau3Ho B IIOJIOBUHI ITUX BUIMAMKIB 37T0SIKiCHUMMU
HOBOYTBOpPeHHsAMU Oynu niMdpomu. [HII Bunagku Oynu MpefcTaBIeH] pisHUMU BUIAMHU 3JI0SIKiCHUX
HOBOYTBOPEHb, 30KpeMa TaKUMHY, 1110 3a3BUYal [10B'A3aHi 3 iIMyHOCynpecieo. He MOXXHa BUKITIOUUTH
PU3UK PO3BUTKY 3JI0SIKICHUX HOBOYTBOPEHD V AiTEU Ta MifJIiTKIB, 1Ki OTpUMYIOTh aHTaroHictu OHIIL.

Y noctpeecTpauiiHui Iepiof y Malli€HTiB, AKi 3aCTOCOBYBasX afianiMyMa0, AyxKe pPigKo
IIOBIOMIISINIOCS IIPO PO3BUTOK remaToflieHanbHOol T-KniTuHHOI niMdomu. e pigkicHui tumn miMmbpomu
XapaKTepU3yEThCS AyKe arpPeCUBHUM IepebiroM Ta 3a3Buyail € eTanbHUM. [lesKi 3 11X BUMAKiB
renaTosieHanbHol T-KTiTuHHOI niMdoMHu Ha (GOHI IPUIOMY TiKapchKoro 3acoby Xymipa® Tpamisiucs
y MOPOCTIUX IallieHTiB MOJIOMOIO BiKY, SIKi OTpHMYBAJK CYIyTHIO Tepallilo a3aTionpuHoM abo 6-
MepKaNnTOyPUHOM [JIs JTIKyBaHHS 3allajbHUX 3aXBOPIOBaHb KUINEYHUKY. [IOTEHI[INHNY PU3UK
OHOYACHOT'0 3aCTOCYBaHHs a3aTionpuHy abo 6-MepKanTONypHHY 3 TiKapChKuM 3acoGom Xymipa®
Mae OyTH peTesbHO OlLliHeHUM. PU3UK PO3BUTKY remnaTolieHanbHol T-KIiTUHHOIL TiMGOME Y Malli€eHTiB,
SKi IIPUUMAalOTh JTiIKapChKUM 3aci0 XyMipa®, He MOXHa BUKIIoUaTH (OuB. po3min «I1o0iuHi peakirii»).

HocmimKeHb 000 3aCTOCYBaHHS JTIKapChKOTO 3aC00y XyMipa® IalieHTaM 3i 3JI0IKiICHUMHU
HOBOYTBOPEHHSIMK B aHaMHe3i a60 II0/I0 IPOJOBXKEeHHs Tepailil JTiKapcekuM 3acobom Xymipa®
Nalli€HTIB, B IKUX PO3BUHYJIOCS 3/I0SKiCHE HOBOYTBOPEHHS, He mpoBoaunocs. Lle moTpi6HO
BPaxOBYBAaTH Ta 3 00€PEKHICTIO MPUUMATHU PIllIeHHS OO0 IIPU3HaYeHHs JIIKapChKOT0 3aC00y
Xymipa® TakuM xBopuM (AuB. po3pin «ITo6iuHi peakii»).

Y Bcix matieHTiB, 0COGIHMBO y Malli€HTIB 3 iIHTEHCUBHOIO iMyHOCYTIPECUBHOIO TEPAIIi€l0 B aHaMHEe3i Ta Y
MallieHTiB i3 mcopia3oM, sKuM nposogunu PUVA-Teparito, ciig BUKIIOUYUTHA HasIBHICTD
HeMeJIaHOMHOI'0 PaKy HIKipy [0 Ta IPOTAroM Iepiofy 3aCTOCyBaHHS JIiKapChKoro 3acoby Xymipa®.
TakoXK MOBIOMJISIIOCH IPO BUNAAKKA MeJIaHOMU Ta KapLUHOMU 3 KJIITUH MepKens y Mali€HTiB, 1110
OTPUMYBaJU JIiKyBaHHS aHTaroHictamu ®HII, Bkitodaiouu aganiMmymab (ous. po3min «I1o6iuHi
peaxirii»).

Y nourykoBoMy KJTiHiYHOMY OOCIigKeHHi, B SKOMY OIliHIOBa/X 3acTocyBaHHs iHmoro ®HII-61okaTopa



(iHdnikcuMab), y mamieHTiB i3 XpOHiYHUM 0OCTPYKTUBHUM 3aXBOPIOBaHHAM JiereHb (XO3JI)
CEpPEeIHBLOT0 Ta TSIKKOTO CTYIEHS IMOBiIOMIISIIOCS PO OiybIll YacTi BUMTaJKU BUHUKHEHHS
HOBOYTBOPEHb, 3[0e0ibIIOrO0 Y JIereHsx, T0JIOBi Ta Ha HiNIAHII MK, MOPIBHSIHO 3 KOHTPOJILHOIO
rpymoio. Bci marienTu gosruit yac 6ynu KypusiMu. Tomy HeoOXigHO 3 06epeXHiCTI0 3aCTOCOBYBATH
oynb-siki ®HII-6;10KaTOpH IMallieHTaM i3 XpOHiYHOI0 06CTPYKTUBHOIO XBOP00OIO JIereHb Ta MallieHTaM
13 MiABUIIEHUM PU3UKOM BUHUKHEHHS HOBOYTBOPEHbD Ha TJIi a/iHHA.

IoTemnep HEBIOOMO, UM BIIJIUBAE 3aCTOCYBaHHS afjaniMyMaly Ha PU3UK PO3BUTKY AuCIIa3ii abo paky
KUIIEYHUKY. YCi allieHTU 3 BUPA3KOBUM KOJIITOM, L0 BXOAATH J0 IPYNH IiABUIIEHOT0 PU3UKY
PO3BUTKY AMCIIa3ii ab0 paKy KUIIEYHUKY (HAMPUKIaM MalliEHTH 3 JOBTOTPHUBAIMM BUPA3KOBUM
KOJIiTOM a0 IEPBUHHUM CKJIEPO3YI0UMM X0JIaHTiTOM), abo Ti, XTO MaB B aHaMHe3i AucIIa3iio abo pak
KUIIeYHUKY, TOBUHHI IiAIsTraT peryasipHoMy 00CTeKeHHIO 00 HasBHOCTI quCIIa3ii nepen
II04YaTKOM Tepallii Ta TpoTaroM mnepebiry Bciei xBopobu. O6CTeKeHHS Ma€ BKJIIOUYATH KOJIOHOCKOIIiI0
Ta 6ioIICio BiAIOBITHO N0 MiCIIEBUX PEKOMEHMOALIii.

I'emaTtonoriuni po3naou

Pinko nmpu 3acTtocyBaHHi 0;10KaTopiB @HII noBimoMIsijI0Cs PO PO3BHUTOK MAaHIIUTOINEHiI,
BK/IIOYA04H aljlaCTH4YHY aHeMilo. IIpu 3acTocyBaHHi JikapceKoro 3aco0y Xymipa®
MOBiTOMJIsI7IOCsI PO MOOiYHI peakilii 3 00Ky CHCTeMH KPOBi, BK/IIOYal0UH KITiHIiYHO
3HAYYIIY HUTONMEHiI0 (HampPHUK/Iaa TPOMOOIUTOIEHi0, IeHKOIeHi0). Ycix namieHris
MOTPiOHO MONepeIUTH PO HEOOXiAHICTH HeraHHOI KOHCY/IbTalil TiKaps IpH MoABi
CHMIITOMIiB, IPUTaMaHHHX 3aXBOPIOBAHHSIM KPOBi (TaKHX sIK IIOCTiMHA rapsiyka, CHHII],
KpoBOTeda, 0/1iicTh mKipHu Ta CITH30BHX 000JI0HOK), Ha TJIi 3aCTOCYBaHHSA JIIKapChKOT0
3aco0y Xymipa®. Ci1if po3risiHyTH HeoOXigHiCTh NIPUIMHEHHs 3aCTOCYBaHHSA JIIKapChKOT 0
3aco0y Xymipa® y pa3i migTBepakeHHs y Nali€HTa CepHO3HHX NOPYyIIeHb 3 00Ky KpPOBi.

BakuuHaIris

[Tpu poBefeHHi HOCTiAKEHHS 3a y4acTio 226 OOPOCINX NallieHTiB 3 peBMaTOIfHUM apTPUTOM, SKi
OTPUMYyBaJu JIiKyBaHHS afganiMymaboM abo miaiebo, Oyia oTpuMaHa mofi0Ha rymMopasbHa BiNoBiAb
Ha CTaHAapTHY 23-BajJlIeHTHY THEBMOKOKOBY BaKI[MHY Ta TPUBAJIEHTHY BaKIMHY IIPOTU BipyCy pHUILLY.
[aHux Mmoo BTOPUHHOI Iepefadi iH(eKIil narieHTaM, Ki OTpUMyBaIl XKUBi BaKIWHU Ta JTiKapChKUI
3aci6 Xymipa®, HeMmae.

Ins malfieHTiB OUTSAYOTO BiKy peKOMEHIOBAHO IIPOBECTHU BCi HEOOXiMHI IIENIeHHS, SIKIIO 1€
MOKJIMBO, 3TiHO 3 KaJeHgapeM [0 [H0YaTKy Teparlil JiKapCchbKuM 3acoboM XyMipa®.

3acTocyBaHHA XUBUX BakKUUH (Hanpukian BII2K-BakiiHa) HEMOBIIATaM, Kl MifgaBaIuCs BIJIUBY
aganiMymMaly BHYTPIIIHbOYTPOOHO, HE PEKOMEHOYETHCS MPOTATOM 5 MICSINB IiC/Is OCTAHHBOI il €KITil
aganiMymaly MaTepi y mepiof BariTHOCTI.

XponiuHa cepueBa HegocTaTHicTH (XCH)

Y KJiHIYHUX JOCHifXKeHHX 3 inmuM 610KkaTopoM OHII moBimoMisiiocs mpo mnoripiieHHs nepeodiry
XCH Ta migBuilleHy CMepTHICTD, 1T0B’g3aHy i3 XCH. IToBigomMsanocs TakoXK PO BUNALKY MOTiPIIEeHHS
nepe6iry XCH y mauieHTis, SKi OTpAMYIOTh Tepariio JiKapchkuM 3aco6oM Xymipa®. Jlikapchkuii 3aci6
Xymipa® citif 3 06epeXHiCTIO 3aCTOCOBYBATH HALli€HTaM i3 CepleBO HeJOCTaTHICTIO JIETKOro
crynens (I/II knac 3riggo 3 NYHA). Xymipa® npotunokasana namienTtam i3 XCH cepegHboro Ta
TSIKKOTO CTyIeHs (muB. po3nin «I1oGiuni peakiii»). JlikyBaHHS TiKapchKuM 3aco6oM Xymipa®
HeOoOXiTHO IPUNUHUTH y Pa3i BUHUKHEHHS V IallieHTa HOBUX a00 MOripiIeHHsT HasBHUX CUMIITOMIB
XPOHIYHOI CepIeBOl HEOCTATHOCTI Y Malli€HTa.



AyToimyHHi mponecu

JlikyBaHHS NTiKapChKUM 3aco60M XyMipa® MoXe CIPUYMHWUTH [OSBY ayTOAHTUTIN. BIUIMB TPHBAIoOro
3aCTOCYBaHHS JiKapChKOro 3acoby XyMipa® Ha pO3BUTOK ayTOIMyHHHX 3aXBOPIOBaHb HEBiJOMHIL.
SIKI0 mics moYaTKy Tepamil TikapchKuM 3aco60M XyMmipa® BUHHKAIOTh CUMIITOMH, 10 HAragykoTh
BOBYAKOTOAIOHMI CHHAPOM, a TaKOXK IMO3UTHBHI pe3yabTaTu aHalli3y Ha aHTHUTiNa OO0 OBOJIAHITIOTOBO1
IHK, nikyBaHHS TiKapchbKUM 3aco60M XyMmipa® He0OXiTHO IPUIHHATH.

OpnouyacHe 3acTocyBaHHA 3 0iooriunnmu DMARDs a60 3 anTaronicramu ®HII

CnocTepiranucs cepiio3Hi indexii mig yac KIiHIYHUX OOCIigXKeHb CYyITyTHEOTO 3aCTOCYBaHHS
a”akigpu Ta iHmoro astaro”icta OHII - eTaHepuenTy, 10 He Majo TepaleBTUYHUX IIepeBar y
MOPiBHSHHI 3 MOHOTEPAIIIE€I0 eTaHEPIIEITOM. 3 OTJIAAY Ha XapakTep M0o0iYHUX SBHUIII, IO
crocTepiranucs mif yac KoOMOiHOBAHOTO JTiKyBaHHSI eTaHEPIIENITOM Ta aHaKiHpPOIo, ofi0Ha
TOKCUYHICTh MOXKe PO3BUHYTHUCS NpU KoMOiHalil aHakinpu Ta iHmoro 6mokatopa OHII. Tomy
kKoMOiHallisg aganiMymaly Ta aHaKiHpH He PEKOMEHIYETHCS.

OpHoYacHe 3aCTOCYyBaHHS afaniMyMady 3 inmmmu O6ionoriunumMu DMARDS (Hanpukiiaf, aHakKiHpa Ta
abararenT) abo 3 iHmuMu aHTaronictamu ®HIT He peKOMEHIYETHCS 3 OTTISIAY Ha MOXKIIMBE
MigBUILIEHHS PU3UKY iH(QEKIiN Ta IHIKUX IOTEeHIIMHUX (PapMaKOJIOTiYHUX B3aEMOMIiN (IUB. PO3Oin
«B3aeMopis 3 iHIMMMY JTiKapChbKUMHU 3ac00aMu Ta iHIII BUAM B3aEMOIiii»).

XipypriuHi BTpy4aHHA

HocTynHi oOMexXeHi gaHi om0 6e3meKky Xipypriuuux mpoueayp AJd MaIli€eHTiB, IKi OTPUMYIOTh
nikapceKuii 3aci6 Xymipa®. TpuBanuii mepiof HamiBBUBENeHHS afgaaiMyMaly HeoOXiqHo GpaTu 10
yBary, SKIIO MJIaHYEThCS XipypriuHe BTpydaHHs. [larieHTa, iKuit moTpedye XipypriyHoOro BTPy4YaHHS
Ta 3HaXONUTHCS Ha JIIKyBaHHI JIIKapCHKUM 3ac000M XyMipa®, MOTPiGHO peTenbHo 00CTeXUTH Ha
HasIBHICTh iHQEKIIi! Ta BXKUTH HeoOXimHUX 3axomiB. [locTynmHi o0OMexkeHi JaHi 100 6e3meKu
3aCTOCyBaHHS IallieHTaM, SKi MifgaBaauch apTPOIIaCTUIIL i Yac Tepartii JikapcbKuUM 3aco6oM
Xymipa®.

HenpoxigHiCTh TOHKOI KHIIKH

BipcyTHicTh Bigmosifi Ha NikyBaHHS XBopoOu KpoHa Moxe CBif4uTH PO HaABHICTh (iKCOBaHOI
Gi6po3HOI CTPUKTYpPH, SIKa BUMarae JIiKyBaHHS Xipypriunum nuisxoM. [[OCTYIIHI faHi [ai0Th 3MOTY
BBazKaTH, 110 JTiKyBaHHS JiKapChKUM 3aco6oM XyMmipa® He CIpHYMHSAE BAHUKHEHHS a0
IPOTPECYBaHHS CTPUKTYD.

INTanieHTH TITHHOIO BiKYy

YacToTa pO3BUTKY CEPHO3HUX iH(GEKIiN ¥ MallieHTiB BIKOM Bifi 65 POKiB, Ki OTpUMYyBasIu JTiIKapChbKUU
3acib XyMipa®, (3,7 %), Buima, HixK y Mojofmux nauienTiB (1,5 %). [esiki Bunagku OyIu neTalbHUMHU.
[Tpu nikyBaHHI NaLi€HTIiB JITHHOTO BiKy 0COOIMBY yBary CIifi IPUAINIATY OLiHIlI PU3UKY BUHUKHEHHS

indexkIrin.

Oitu

uB. migpo3min «BakmuHalisi» BUIIIe.



3acTocyBaHHA Yy nmepioa BariTHOCTi a00 romyBaHHS Ipyamio.
2KiHKM penpoayKTHBHOIO BiKy

g 3amobiraHHs BariTHOCTI KiHKY PENIPOAYKTUBHOTO BiKy IOBUHHI KOPUCTYBATUCS HaliMHUMHU
MeTOfaMy KOHTpAIeNil i 9ac JIiKyBaHHS Ta MPOTATOM IIOHaUMeHIIe II'STH MiCSIIiB MiCs
BBEIeHHS OCTAHHLOI 03K mpenapaty Xywmipa®.

BariTHicTb

B pe3ymnbTaTi MpOoCIeKTUBHOTO aHali3y [aHUX IIO0 3aCTOCYBaHHS afaniMyMmaby IIif yac BariTHOCTI
(mpubmu3ro 2100 BUMIAIKIB BariTHOCTEH, SIKi 3aBEPITUINCST HAPOIXKEHHSIM XUBUX [iTeH 3 BiTOMUMHU
HaciigkaMy, y ToMy uncii moHan 1500 BunagkiB 3acTOCYBaHHS IIpenapaTy y IepuoMy TPUMeCTpi) He
BUSIBIIEHO 30i/IbIIIEHHS YaCTOTHU BUHUKHEHHS Bajl PO3BUTKY Y HOBOHAPOIXKEHUX.

B npocnekTuBHUN KOTOPTHUM peecTp O0yio BKIoYeHo 257 xkiHoK 3 PA a6o XK, ski oTpuMyBanu
aganiMymab K MiHIMyM IIPOTSITOM IepIIoro TpuMectpy, Ta 120 xkiHok 3 PA a6o XK, ski He
oTpuMyBau amaniMmymad. [TepBUHHOO KiHIIEBOIO TOYKOIO OyJla YaCTOTa PO3BUTKY 3HAYHUX
BPOIKEHUX BaJ Y HOBOHAPOAXKeHUX. YacToTa BUMAJKIB BariTHOCTEM, K1 3aBEPIIUIUCS
HaPOMXKEHHSIM ITPUHANMHI OfHi€el KKWBOI MUTUHY 31 3HAYHOIO BPOMI2KEHOIO Baf0l0, CTaHOBUJIA 6 3 69
(8,7 %) B rpymi xkiHOK 3 PA, siki oTpuMyBanu aganimyma6, ta 5 3 74 (6,8 %) - B rpymni kiHok 3 PA, gki
He 3aCTOCOBYBAJIX IipenaparT (HeckopurosaHe BigHomeHHs maHciB [BII] - 1,31, 95 % mosipuuii
intepsan [[II] - 0,38-4,52). B rpymi xixnok 3 XK, siKi oTpuMyBanu afgaaiMyma0, 4acTOTa TaKUX
BUMAOKIB cTaHOBHUMaA 16 3 152 (10,5 %), a B rpymi kiHoK 3 XK, 5IKi He 3aCTOCOBYBaJIX IIpemnapar,
BigmosigHO 3 3 32 (9,4 %) (HeckopuroBane BIII - 1,14, 95 % [I - 0,31-4,16). B 00’ennaniit rpymi
XkiHOK 3 PA Ta XK ckopurosase BIII (3 monpaBKoi0 Ha BiAMIHHOCTI Ha BUXiTHOMY PiBHi) CTAaHOBHUJIO
1,10 (95 % [IOI - 0,45-2,73). Mix xkiHKaMu, SKi 3aCTOCOBYBaJI Ta He 3aCTOCOBYBa/Iu afasiMymal, He
Oy710 BUSIBJIEHO YiTKO BUPaXKEHUX BiIMiHHOCTEM 1100 BTOPUHHUX KiHIIEBUX TOUOK y BUTJISAMI
CIIOHTAHHMX a0O0pPTiB, HE3HAYHUX BPOOKEHUX Bafl, TepedvyaCHUX IIOJIOTiB, MAacH Tilla Ta 3pPOCTY
HOBOHAPOIKEHUX i cepio3HuX ab0 OMOPTYHICTUYHUX iHGEKIIIN, a TaKOXK He 6yJI0 3apeeCcTPOBAHO
BUIIQ[IKiB MePTBOHAPOMKEeHHS a00 PO3BUTKY 3/M0SIKiCHUX Myx/nH. Ha iHTeprpeTalito faHWX MOTJIH
BIIJIUBATU METOMOJIOTiYHI 00MeKeHHS JOCIiIXKEeHHs, Y TOMY YKCIIi Manui 00’eM BuOipKY Ta
HepaHOOoMi30BaHUM OU3alH OOCHiAXKEHHS.

B ekcnieprMeHTaIbHOMY JOCIi?KeHHi TOKCUYHOCTi Ha MaBIax He OyJI0 BUSBIEHO 03HAK TOKCUYHOI
il Ha MaTepUHCHKUY OpraHi3M, a TaKoXK eMOpiOTOKCHYHOI Ta TepaTOreHHol fil. [JoK/IiHiuHI gaHi
IIO[I0 TIOCTHATAJIbHOI TOKCUYHOCTI afganiMyMaly BifCyTHi.

Ockinpku aganiMmymab inrioye ®HII-a, #0T0 3aCTOCyBaHHS IIiff YaC BariTHOCTiI MOXKe IMOPYIIUTH
HOpMaJsibHi iMyHHi peakilii y HOBOHapokeHoro. BariTHUM XiHKaM CItif 3aCTOCOBYBaTH afaniMymab
JIUIIe Y pa3i oueBUIHOI HEOOXiTHOCTI.

Apanimyma0b MoXke ITPOHUKATH Yepes IJIalleHTy B CUPOBATKY KPOBi HOBOHAPOAXKEHUX, MaTepi SKUX
oTpuMyBanu afaniMymab mig yac BariTHOCTI. TOMy y TaKUX HOBOHapPOMXKEHUX MoxKe OyTu
MigBUIIEHNYU PU3UK iHGIKYBaHHS. 3aCTOCYBaHHS XKUBUX BaKIMH (Hanpuknapg BakiuHu BIK)
HEMOBJISITaM, IO MifnaBanucs BIUIUBY afaliMyMaly BHYTPIIHEOYTPOOHO, HE PEKOMEHAYETHCS
IIPOTSATOM 5 MiCSILIiB MiC/Is OCTaHHBOI iH'eKIlil aganiMyma0y MaTepi y mepiof BariTHOCT.

T'opyBaHHA rpyanro

ObMexkeHi omy0iKOBaHi laHi CBiT4aTh PO Te, 110 afilaniMyMald eKCKPETYETLCS Y TPYOHE MOJIOKO Y
OyKe HA3bKUX KOHIeHTpauiax - Big 0,1 % mo 1 % piBHS y cupoBartiii MaTepi. 3 OT/ISAAY Ha Te, 10



6inku imyHOrn00yIiHY G MiggaloThCS B KUIIEYHUKY IIPOTEO0IIi3y i MaloTh HU3bKY 0i0JOCTYIIHICTD,
CUCTEMHUY BIIJIUB afjaniMyMaly Ha HEMOBJISAT, SIKi 3HAXOASTHCS Ha TPYOHOMY BUTOIOBYBaHHI,
MaroiMoBipHuii. OTXke, mpenapaT XyMipa® MOXHa 3aCTOCOBYBATH B IIepiof] FOAyBaHHS TPYLII0.

®epTHIIBHICTH

Hoxminiuni gaHi mopo BIIUBY afaniMymMaly Ha GepTUIbHICTh BiCYyTHI.

3maTHiCTH BIJIMBATH Ha MIBHAKICTH peakxilili Py KepyBaHHi aBTOTPAHCIIOPTOM
a00 iHmUMH MexaHi3MaMHu.

Xymipa® MoXe MaTV He3Ha4YHHi BIUIMB Ha IIBUAKICTh Peaxilil IpH KepyBaHHI aBTOTPAaHCIOPTOM abo
iHIIMMK MeXaHi3MaMu. 3aCTOCYyBaHHS JIIKApChKOro 3acofy Xymipa® MoXke CIpUYHHATH BUHUKHEHHS
BEPTUTO Ta MOPYIIEHHS TOCTPOTHU 30pY (HUB. po3min «I1o6iuHi peakIii»).

Cmoci06 3acTocyBaHHsI Ta TO3MH.

Teparmiio mikapchkuM 3aco6oM Xymipa® moBMHEH Mpu3HAYaTH JliKap, SKUH Mae fOCBif y
MiarHOCTyBaHHI Ta Tepallil 3aXBOPIOBaHb, IPH SKKX HoKa3aHa XyMipa®. Odramsmonoram
PEKOMEH0BaHO IIPOKOHCYJIbTYBATUCS 3 BIINOBIIHUM CIIEI[iajliCTOM Iepef TUM, K IpU3HadaTu
Teparliio JTikapchkuM 3acoboM Xymipa®. Jlikapcekuii 3aci6 Xymipa® MoXHa BBOGUTH CaMOCTIlHO
TiNBbKY Yy pasi, SKIo naiieHT abo 6aThbKU AUTHUHYU, AKill IPU3HaYeHa Tepalis JlikapchKUM 3aco6oM
XyMipa®, IpOMILIK BiANOBINHMI IHCTPYKTaXK Y JiKaps MO0 TeXHIKK BBeHEeHHs iH €Kil Ta Jikap
MigTBEPOUB, ITI0 1Ie MOXKJIHBO. [I0JaTKOBO HEOOXiTHO 03HAMOMMTHUCH 3 iH(OPMAIIi€0 O[O0
CaMOCTiHOTO BBeIEHHS, SIKa MICTUTBLCS B IIill iHCTpyKIIil. [TalieHT abo 6aThKU OUTHHHU, STKil
NpuU3HadyeHa Tepalis TiKapChbKuM 3aco60M XyMipa®, MarTh 03HAHOMUTHCS 3 iHPOPMAIiHHOIO
KapTKOMo. ITi yac NiKyBaHHS JIiKapChbKUM 3aco60oM XyMipa® iHIIi CymyTHI Bugy Tepail (Hanpukiaz
Teparniio KOPTUKOCTepoifaMu Ta/ab0 iMyHOMOAYTII0YNMY IIpeiapaTaMy) IOTPiOHO MEePerIsSHYTH.

PeBMaTOITHHUH apTPHUT

PekomeHnpoBaHa [03a Oy DOPOCIUX HallieHTiB cTaHOBUTH 40 Mr 1 pa3 Ha 2 TuXHIi migmwkipHo. ITifg
Jac Teparil TiKapchKuM 3aco6oM XyMipa” HeoGXigHO IPOOBXKYBATH 3aCTOCOBYBATH METOTPEKCaT,
TaKO0XK MOXKHa IIPOIOBXKYBATH TePAIlilo IITIOKOKOPTUKOIAaMH, cajlillujiaTaMi, HECTEPOITHUMU
IIpOTHU3aNnaJbHUMU IIpernapaTaMy, aHanbreTukamu. [[ogo 3acToCyBaHHSA IHIINX TPOTUPEBMATUYHUX
Ipernaparis, gKi MogudikyoTh mepebir 3axBopioBaHHsg (DMARDS), nuB. po3ain «Ocob6nuBocTi
3acToCyBaHHS». [I71 IesIKAX XBOpUX Ha PA, 5iKi He 3aCTOCOBYIOTh METOTPEKCAT, MOXKe OyTu
BUIIPaBOaHUM 30iTbIIEHHS YaCTOTH BBefeHHs npemnapaty no 40 mr 1 pa3 Ha TuxpueHb a6o 80 mr 1
pa3 Ha 2 TuXHi nmipgmwkipHo. KniHiyHa BigioBigk 3a3BUYall OCATAETHCS IPOTATOM 12 TUXKHIB
nikyBaHHsA. Crlif IepernsgHyTy HeoOXigHICTh MPOOBXKEHHS Tepallii IS MaIlieHTiB, Y IKUX MPOTSATOM
BKa3aHOI'0 TEPMIHY He CIIOCTepPiraeThCs BiATIOBIl HA JIIKyBaHHA.

Jlikapchkuit 3aci6 XyMipa® MOCTYIHHMI B iHIIKX [03yBaHHAX 3aJIeXKHO Bif| iHAMBiNyanbHUX HOTPEO B
nmikyBaHHi. fAKII0 HeoOXigHO, MOXKHAa ITepepBaTu Teparlilo (HampuKiaf, Iepef XipypriuHum
BTpy4aHHSM abo y pa3i TaxkKoi iHdekii). ICHyIOTh faHi, 1110 Ticis MoBepHEHHS [0 Tepatil yepes3 70
nHiB abo Oinblire KiHiYHA BigmoBimb Ta ITPodins 6e3meKy € MOAIOHUMHU [0 THX, 110 Oy/iu J0 IePEepPBU.



AKCiaTbHHH CIOHTHIOAPTPHUT (AHKIIO3YIOYHH CIIOHIUIIT Ta aKCia/IbHUH CIIOHIHIOAPTPHUT
0e3 peHTreHo/IoriuHoro migrTeepaxkeHuss AC) Ta mcopiaTHYHHH apTPHT

PekomenpoBaHa [o3a Oy DOPOCIUX HaIli€eHTiB cTaHOBUTH 40 Mr 1 pa3 Ha 2 THXKHI MiAMIKIPHO.

KriniyHa BifIOBigb 3a3BUYAl OOCATAETHCSA IPOTATOM 12 TUXKHIB NiKyBaHHS. CIIifi IEPEerIsaHy T
HeoOXiIHICTh MMPOMOBXKEHHS Teparlil g NallieHTiB, y KX IPOTATOM BKa3aHOTO TEPMiHYy HE
CIIOCTEPIraeThCS BiATIOBIAl Ha JTiKyBaHHS.

XBopo6a Kpona

s iHgyKiii peMicii pekoMeHI0OBaHa MOYAaTKOBA 103a JIsA JOPOC/IHX MAli€HTiB CTAHOBHUTH
80 mr Ha TXkHIi 0 (Dens 1) 3 moJaNbLIIMM 3MEHIIEHHSIM T03H 10 40 Mr Ha THXKHI 2 (IeHb
15) migmkipHo. Akn10 HeoO0xigHO oTpHUMaTH OB MIBUAKY KIiHIiUYHY BignoBigb, MOXKHa
CIo4aTKy 3acTocoByBaTH 160 Mr Ha THKHi 0 (meHsb 1), mo3a MozKe OyTH BBeJeHa y BUIISAMI
4-x iH’ €Kil B OMHH TeHb a00 sIK ABi in’eKknii mo 40 Mr mpoTsiroM ABOX AHIiB MOCHijIb, MiC/Is
Yoro Ha THXKHi 2 (ZeHb 15) 3acTocoByBaTH M03y 80 Mr migmkipHo y BUrasami 2-x iH’eKnii B
onuH neHb. HeoOXxigHO B3sATH 0 yBary, o0 Y TAKOMY BHIIAJKy PU3UK BUHUKHEHHS
NoOIYHMX peakni migBumyeThCs. [Ticast iHgyKniiHOl Tepanmii pekoMeHI0BaHa 103a
cTaHOBUTH 40 Mr 1 pa3 Ha 2 THXKHI HiAMKipHO. ATbTePHATHBHO, IKNIO MAalli€HT MIPUIHHUB
Tepamiio i 3HOBY 3’SIBUIHCS CHMIITOMH 3aXBOPIOBAHHS, Tepallilo JTiKapCbKHM 3aC000M
Xymipa® MoKHa po3nodars 3HOBY. ICHYIOTh 00MeXKeHi TaHi 070 MOBTOPHOI Tepamii
nikapcbKuM 3aco6oM Xymipa® micjisi mepepBu 6inbine HiK Ha 8 THXKHIB BiJ BBeJeHHs
OCTaHHBOI 103H. [IpoTsAromM miATPUMY0UY0i Tepalii 103y KOPTHKOCTEPOoiiB MOKHA
3MEHIIHUTH, 3BaXKal04YH Ha KIiHiYHy npakTuky. IIpu 3mMeHmeHHi KiiHiuHol Bignosini geski
MaIi€HTH MOXKYTh NOTPeOyBaTH 30i/IbIIIeHHsSI YaCTOTH BBeIeHHsI nmpemnapary a0 40 Mr 1 pa3
Ha THXKIeHb a00 80 Mr 1 pa3 Ha 2 THXHI migmkipHo. [IesAKUM malieHTaM, y IKHX He
HOCATHYTO K/IiHiYHOI BignmoBigi Ha 4-H THXKIEHb JTiKyBaHHS, CJIil MPOTOBXKHUTH
nigTpUMYylo4y Tepamiio 1o 12-ro TuxkHsi. CIifg peTebHO NeperjaistHyTH HeoOXimHiCcTh
MPOIOBKEHHsI Tepalil [Is mali€HTiB, y IKHX B MezKaX I[bOr0 TepPMiHy He CIIOCTepiraecTbcs
KirinigHol BigmoBigi. JIikapceku# 3acio XyMipa® HOCTYIIHHUH B iHIIHX TO03YBAaHHSAX 3a/I€2KHO
Big iHOMBiTyanbHHX OTPEO B JTiKyBaHHI.

Bupa3KoBHH KOJIIT

PexomeHOBaHa moYaTKOBa [03a OJIS IHOYKIIIl PEMIcCil y JOPOCINX Nali€eHTiB 3 BUPA3KOBUM KOJIITOM
cepenHbOro abo TSXKKOTO CTYIEHST aKTUBHOCTI cTaHOBUTL 160 Mr Ha TuxHi 0 (meHs 1), mo3a Moxke
OyTu BBefleHa y BUTJISAAI 4-X iH'€K1Iii B ONUH ieHb a0o 110 [iBi iH €KIlil B IeHb IPOTSATOM [IBOX OHIB
nocminb Ta 80 Mr yepe3 2 TUXKHI (meHb 15) y BUrnsami 2-x iH’exuii B geHb. [licnsg iHAyKHiiiHOI Tepamil
peKoMeHJoBaHa fo3a cTaHOBUTH 40 Mr 1 pa3 Ha 2 TUXKHI ¥ BUTJIAML MigmKipHOI iH ekil. [TpoTarom
MigTPHMYIOUOl Tepallil J03y KOPTUKOCTEPOIAiB MOXKHA 3MEHIIINTH, 3BaXKal0yu Ha K/IiHIYHY IPaKTHUKY.
[Tpu 3MeHIIeHH] KITiHiYHO]I BiAMOBiAl mesKi mamieHTH MOXKYTb MOTPe0yBaTH 306ibIIeHHS YaCTOTH
BBefleHHs npemnapaTty 0o 40 mr 1 pa3 Ha TuxkmeHb abo 80 Mr 1 pa3 Ha 2 TUXKHI migmkipHo. Kniniuna
BifITOBigh Mae OyTH [OCATHYTa MPOTATOM 2-8 TUXKHIB liKyBaHHS. Tepariio JTikapCbKUM 3aco00M
XyMipa® MOXKHa ITPOLOBXKYBATH TiJIbKU [JIg TUX MALi€HTIB, SKi JOCATIM KJIiHIYHOI BiATIOBiAi IPOTSITOM
TMepIIvX 8-MM THXKHIB JTIiKyBaHHS. JlikapceKuli 3aci6 Xymipa® HOCTYIHWH B iHIIWX HO3yBaHHSX
3aJIeKHO Bif iHAuUBigyanbHUX MOTPe6 B TiKyBaHHI.

BasImKoBHUH IICOpia3

PekomeHnnoBaHa moyaTKoBa [03a OJI9 JOPOCIUX CTaHOBUTH 80 Mr, yepe3 1 TUXKOEeHb 3aCTOCOBYBATH
40 mr nigmkipHo. [ligTpuMytoda Teparis - 40 Mr 1 pa3 Ha 2 TUXKHI DigWKipHO. [/ DalieHTiB, y SKUX



He CIIOCTepiraeThCcs KIIiHIYHOI BiAOBiAi mpoTsaroMm 16 TUXHIB Teparii, Moxke 6yTH e(peKTUBHUM
TiIBUINEHHS YaCTOTH BBemeHHs mo3u no 40 mr 1 pas3 Ha TuxkmaeHb a6o 80 mMr 1 pas Ha 2 TuxHi. Crig
PEeTeINbHO MeperaaHyTH HeOoOXimHICTh IPOOBXEeHHs Tepalii likapchbKuM 3aco6oM XyMipa® aist
MAIl€HTIB, V SKUX He CIIOCTepPiraeThCsA KIIHIYHOI BiATIOBIAL MiCsa MiABUIEHHS YaCTOTH BBEIEHHS
nikapchbKOro 3acoby. Akio Oyna JocATHYTa KiliHiYHa BifMOBiAb Mic/Is MigBUIIEHHS YaCTOTH
BBeJIeHHS, 103y MOXKHa IOCTynoBo 3MeHIIXTH [0 40 Mr 1 pa3 Ha 2 TuXkHi. JIikapchkuil 3acib XyMipa®
IOCTYIIHUY B iHIINX HO3yBaHHSX 3aJIe’KHO Bifl iHAUBigyanpHUX IOTPeO B NiKyBaHHi. JIikapchkuii 3acib
XyMipa® TakoxK MOXHA 3aCTOCOBYBaTH [OPOCIKM NAIi€HTaM i3 MOMipHEM af0 TSXKAM Iepedirom
T1icopia3sy HIirTiB, IKUM HeoOXiflHa CUCTEMHA Teparis (y [03yBaHHi, OKCaHOMY BHUIIE).

Inivaun rigpagenirt (I'T)

PexoMeH0BaHUY peXUM J03yBaHHS [OJIs HOPOCJIUX NALi€HTIB 3 THIMHUM rigpageHitoM - 160 mr
no4aTKoBO Ha THXkHi 0 (meHb 1), 03y MOXKHA BBOOUTH Y BUTJIAAI 4 iH'€K1Ii¥ B ONUH [eHb a00 1o 2
iH’eKIIii B IeHb IPOTSATOM IOBOX [IHIB MOCIIiJb, TOTiM - 80 MT Yyepe3 2 TuXKHi (meHsb 15), mo3y ciifg
BBOAWTH y BUTJIAAL 2 iH'€KIiN B OOUH AeHb. [10 3aKiHYeHHI0 BOX TUXKHIB (OeHb 29) peKOMeHg0BaHa
no3a ctaHoBuTh 40 Mr 1 pa3 Ha TuxkmeHb abo 80 Mr 1 pa3 Ha 2 TUXHI 1o 2 iH’ekil B meHb. [IpoTarom
Teparlil TiKapChbKUM 3aco60M XyMipa® MoXKHa IPOJOBKYBaTH IPUIMaTH aHTUOI0THKHY, SKIIIO Iie
HeoOximHo. TakoX PeKOMEHI0BaHO MPOMOBXKYBATH IIOIeHHEe MicIleBe IPOMUBAHHS aHTUCENTUKAMHU
ypaxKeHuX OinsHOK. CIif peTenbHO NeperisHyTH HeoOXigHICTh MPOIOBXKEeHHS Teparii moxHan 12
TUKHIB [I7Ig TALli€HTIB, y IKUX y MeXKax 1IbOT0 TEPMiHY He CIIOCTepiraeThCcs KIliHiuHOI Bifmosigi. [Tpu
TIepeprBaHHi Teparii MOX/IHBe IOBEPHEHHS [0 3aCTOCYBaHHA JiKapchKoro 3acoby Xymipa® B 7o3i 40
Mmr 1 pa3 Ha TuXpaeHb abo 80 mr 1 pa3 Ha 2 TuxHi. [Ipyu gOBroTpUBaiil Teparii HeoOXiTHO
TIepiOfMYHO OIiHIOBATH CIIiBBiJHOIIEHHS KOPUCTH/pU3uK. Jlikapchkuii 3aci6 Xymipa® mocTymHui B
iHIIMX MO3yBaHHSX 3aJIeKHO Bifl iHOUBiIyanbHUX MOTPEO B JTiKyBaHHI.

VBeirt

PeKOMeH/I0BaHa II0YaTKOBA [03a JIIKapCchKOoro 3acoby Xymipa® ajist JOpOCiKX MAIlieHTIB 3 yBeITOM
CTAHOBUTH 80 MT, IOYMHAIOYH 3 MIEPIUIOTO TUKHS IiCJIT II0YATKOBOI 03U HEOOXiTHO IIepeuTH [0
nigTpuMytouoi Teparmii - 40 Mr 1 pa3 Ha 2 TuXHi migmKipHO. [cCHYI0TH 00MexKeHi faHi 111010 BBeIeHHS
JNuIIe NiKapchKoro 3aco0y Xymipa® sk crapToBoi Tepamii. Tepamnito mKapchkuM 3aco6oM Xymipa®
MOXKHa po3moYaTy B KoMOiHallii 3 KopTUKoCcTepoigaMu Ta/abo 3 iHmuMu HebiomorivHuMu
iMyHOMOZIyTIOI0UUMHU TIpeliapaTamMu. Yepes 2 THXKHI micis moyaTky KoMOiHOBaHOI Tepallil IOCTYIIOBO
MOXKHa ITepeiTy Ha MOHOTEPAIilo JIiIKapChKUM 3ac000M XyMipa® BIifIMOBIAHO [0 KITiHIYHOTO AOCBIfdY.
PexoMeH0BaHO IMIOPIYHO OIiHIOBATH CIiBBiIHOIIEHHS KOPUCTL/PU3UK NOBTOTPUBAJIO] TEpAIil.
Jlikapcekuii 3aci6 XyMipa® JOCTYIHWH B iHIIKX MO3YBaHHSX 3aJI€2KHO Bifl iHIUBIAyaIbHUX OTPEG B
JIIKyBaHHi.

B nepniaTpii.
IOBeHinbHuM peBMaToiguuH (imiomaruunuit) aprpur (FOPA)
IMoniapTHKY/ISIpHUH I0BEHiIbHUH peBMaTOoifHUH (iTiomaTHYHMIA) apTPHUT

PexomeH0BaHa [I03a JIiKapChKOro 3aco0y XyMipa® [J1S1 JiTel BIKOM Bif 2 POKIB 3 MOJIiapTUKYJISIPHOIO
dopmoro FOPA 3anexuts Bif Macu Tina (ta6nuug 1). Jlikapcekui 3aci6 Xymipa® 3acTocoBy0Th 1 pas
Ha 2 TUXHI OiAMKIipHO.



Ta6mums 1. Jo3yBaHHA TiKapCchKoro 3aco0y XyMipa® [1s HalLli€HTiB 3 HOIapTUKYISIPHOI GOPMOIO
HOPA

Maca Tina TTo3a
Big 10 kr go 30 Kr 20 mr 1 pa3 Ha 2 TUXKHI
30 Kr Ta Ginblne 40 mr 1 pa3 Ha 2 TUXKHI

KrniniyHa BifnoBiAb, 3rigHO 3 iICHYIOYMMU JaHUMU, 3a3BUYall JOCATA€EThCI IPOTATOM 12 TUXKHIB
nikyBaHHs. Crlif IeperngHyTy HeoOXigHICTh MPOOBKEHHS Tepallil IS MallieHTiB, Y IKUX MPOTSATOM
BKa3aHOI'0 TEPMIHY He CIIOCTepPiraeThCA BIATIOBIMl HA JIIKyBaHHA.

Jlikapchku# 3acid XyMipa® He 3aCTOCOBYIOTH 3a I[UM IIOKa3aHHAM HIiTAM BiKOM [0 2 POKIB.

Jlikapcekuii 3aci6 XyMipa® HOCTYIHHUI B iHIIKX [03yBaHHAX 3aJI€XKHO Bif| iHAMBiNyanbHUX HOTPeO B
JIIKyBaHHi.

EHTe3HT-aconiioBaHH# apTPUT

PekomeH0BaHa [103a JIiKapChKOT0 3ac0o0y XyMipa® OJId JiTeH BiKOM Bif 6 POKIB 3a1€KUTh Bifl Macu
Tina (tabmuis 2). Jlikapchku# 3acid XyMipa® 3aCTOCOBYIOTH 1 pa3 Ha 2 THXKHI HMigIIKipHO.

Tabmuug 2. JJo3yBaHHS JiKapchkoro 3aco0y Xymipa® AJisl HalLli€eHTiB 3 eHTe3UT-aCOLii0BaHUM
apTPUTOM

Maca Tina ITo3a
Big 15 xr go 30 KT 20 mr 1 pas Ha 2 TMXHI
30 Kr Ta 6inbIme 40 mr 1 pa3 Ha 2 THXKHI

3acTocyBaHHS JTiKapChbKOTO 3aco0y XyMipa® OiTSM BIKOM IO 6 POKiB 3 €HTe3UT-aCcOIlii0BaHUM
apTPUTOM He BUBYAIIOCh. JTiKapChKuii 3aci6 Xymipa® MOCTYNHME B iHIIMX MO3yBaHHSX 3aJI€2KHO Bif
iHguBimyanbHUX NOTPEO B JTiKyBaHHI.

XBopo6a KpoHa y mireu

PekoMeH[i0BaHa 03a JiKapCchKoro 3acoby XyMipa® Ansl MallieHTiB BiKoM Bif 6 1o 17 pokis 3
xBOpo6GoI0 KpoHa 3anexuths Bifg Macu Tina (Tabmung 3). Jlikapcekuii 3aci6 XyMipa® 3aCTOCOBYIOTh
MiOIMKIipHO.

Ta6nums 3. Jlo3yBaHHA TiKapchKoro 3aco0y XyMipa® s miTed i3 xsopo6oro Kpona

[ligTpuMyloda Teparis,
TOYMHAIOYM 3 TUXKHS 4

Maca Tina [[HOyKUidHaA [03a




<40 kr 40 mr Ha TuXkHI 0 Ta 20 Mr Ha TUXKHI 2 20 mr 1 pa3 Ha 2 TUXHI
AK1mo icHye noTpeba B GinbIN MIBUOKIM BiANOBiAi Ha
Teparliio, MoXKHa BUKOPUCTOBYBATH TaKy CXeMY:

80 Mr Ha TuxHi 0 Ta 40 Mr Ha TUXKHI 2. Ane ciig
BPaxOBYBATH, 1[0 PU3UK MOGIYHUX SIBUIL] IIPU
3aCTOCYBaHHI Oi/IbIII BUCOKOI iHAYKIIIMHOI [O3K 3pOCTaE.
= 40 kr 80 mr Ha TuxkHi 0 Ta 40 MI Ha TUXKHI 2 40 mr 1 pa3 Ha 2 TUXHI
k1o icHye noTpeba B GinbIN MIBUOKIM BiAMOBiAi Ha
Teparriio, MoXKHa BUKOPUCTOBYBATH TaKy CXeMY:

160 mr Ha TuxkHI 0 Ta 80 Mr Ha TUXHI 2. Ane chin
BPaxXOBYBATH, 1[0 PU3UK MOGIYHUX SIBUIL ITPU
3aCTOCYBaHHI Oi/IbIII BUCOKOI iHAYKITMHOI D031 3pOCTaE.

Il71s1 maIieHTiB 3 HEIOCTATHHOIO BiITOBIAAI0 MOXKe OYTH HOIMBHUM 30ibIIIEHHS YaCTOTH 3aCTOCYBaHb
niKapchKoro 3acoby Xymipa®:

mallieHTaM 3 Macoo Tina < 40 kr: 20 mr 1 pa3 Ha TUXKOEHb;
natienTaM 3 Macoio Tina = 40 kr: 40 mr 1 pa3 Ha TuXkaeHb abo 80 Mr 1 pa3 Ha 2 THUXKHI.

Crnip peTenbHO MEPETIAHYTH HeoOXiMHICTh TPOAOBXKEHHS Tepallil [AJIs MalieHTiB, y SKUX IpoTaroM 12
THUXKHIB He CIIOCTEePIiraeThCs KIiHIYHOI BigmoBimi.

Jlikapchkui 3acid XyMipa® He 3aCTOCOBYIOTH 3a I[UM IIOKa3aHHAM [IiTAM BiKOM [0 6 POKIB.

Jlikapcekuit 3aci6 XyMipa® HOCTYIHHMI B iHIIMX [03yBaHHAX 3aJI€XKHO Bif| iHAMBiNyanbHUX IOTPeO B
JIIKyBaHHi.

Bupa3koBu# KOMIT v OiTen

PekoMeH[i0BaHa 03a JIiKapCchKoro 3acofy XyMipa® Ajis malieHTiB BikoM Bif 6 7o 17 poKiB 3
BHMPA3KOBUM KOJIiTOM 3aJIeXKUTh Biff Macu Tina (guB. Tabmuiro 4). Jlikapcekuit 3acio XyMipa® BBOOSTH
IMIISIXOM IMAIMKIPHUX iH’ €KITIH.

Ta6nus 4. lo3yBaHHs TiKapCchbKoro 3aco0y XyMipa® [yis miTedl 3 BAPA3KOBUM KOJIITOM

Maca Tina |[HOyKUidHaA [03a [ligTpuMylo4a [03a,
MOYMHAI0UN 3 4-TO TUXHI*
<40 kr - 80 mr Ha TuxHi 0 (BBOOUTHCS LITIIXOM OBOX - Ilo40 mr 1 pa3 Ha 2
in’exuiii mo 40 MTr MPOTSTOM OJHOTO [HS) Ta TUXKHI

40 Mr Ha THXKHI 2 (BBOOUTHLCS K OTHA
iH ex1is 40 mr)
> 40 kr . 160 mr Ha THXKHI 0 (BBOOUTHCS IIJIIXOM - Ilo 80 Mr 1 pa3 Ha 2
YOTUPBLOX iH'€KIiX Mo 40 MT IPOTSATOM OOHOTO OHS  |[THXKHI
a00 mBOX iH'eKIIiH Mo 40 MT B [eHb IIPOTSTOM OBOX
MHIB OCIIiIb) Ta

80 Mr Ha THXHi 2 (BBOOUTHCS HIIIXOM
mBOX iH'€KMii 10 40 MT MPOTSATOM OJHOTO OHS)

* JIikyBaHHS [iTeH, SKMM IIif] Yac JiKyBaHHS JIKapChKUM 3ac000M XyMipa® BUIOBHHUIIOCS 18 POKiB,
CJIiff IPOMOBXKYBAaTU y IpA3HAUEHIY MATPUMYIOYil 403i.



Yepes 8 TUAKHIB CJIifl PETENIbHO IEePeTNISHYTH He0OXigqHICTh MPOIOBKEHHS TiIKyBaHHS [JIS MAlli€HTIB, ¥
SIKMX IIPOTSTOM LbOTO MEPIOAy He CIOCTepiranay BiATOBIAl Ha JTiKyBaHHS.

3acTocyBaHHS JIIKApCHKOro 3aco6y Xymipa® mpH 1jboMy IIOKa3aHHi IiTAM BiKOM [0 6 POKiB He
BUBYAJIU.

Jlikapcepku# 3acié Xymipa® gocTynHHH B iHIIMX N03yBaHHSX 3a/Ie2KHO Bif iHguBigyatbHEX
noTpeod B JTiKyBaHHi.

BIAMIKOBHH 1Copia3 y miTe

PekoMeH[i0BaHa 103a JIiKapchKoro 3acoby XyMipa® Ajis maiieHTis BikoM Bif 4 7o 17 pokiB 3
OJIALIKOBUM IICOPia30M 3a/IeKUTh Bifl MacH Tina (Tabmuis 5). JIlikapchkui 3aci6 Xymipa®
3aCTOCOBYIOThH MiALIKIPHO.

Ta6nums 5. Jlo3yBaHHA TiKapCchKoro 3aco0y Xymipa® mist miTel 3 GIAIIKOBAM IICOPia3oM

Maca Tina [lo3a
Big 15 kr mo 30 kr [TouaTKoBa Jo03a cTaHOBUTL 20 MT Ha THXHIi 0,

rotiMm 20 Mr 1 pa3 Ha 2 THXHI, IOYMHAKYY 3 TUXKHA 1
30 kT Ta Oiftblle [TouyaTkoBa mo3a cTaHoBUTHL 40 Mr Ha TuxHi 0,

rnotiMm 40 Mr 1 pa3 Ha 2 THXKHI, TOYMHAIYHU 3 TUXKHA 1

Cnip peTenbHO MEePerIsaHyTH HeoOXimHICTh TPONOBXKEHHS Tepallii AJIs MallieHTiB, ¥ SKUX IPoTSIrom 16
THUXKHIB He CIIOCTEePIraeThCs KIiHIYHOI BigmoBifi. AKIo Npu3HayeHo IOBTOPHY Tepallilo JTiKapChbKUM
3aco6oM Xymipa®, He06XiIHO JOTPUMYBATHCh CXeMH JIiKyBaHHS, 3a3HadyeHol Bume. besneka
3aCTOCYBaHHS JTiKapChKOro 3aco0y XyMipa® miTaM 3 GIAIIKOBMM ICOPia30M BUBYAIACh B CEPETHLOMY
npotsaroM 13 micsiiB.

3acTocyBaHHS JIIKapChKOro 3acoby Xymipa® miTsaM BiKOM [0 4 POKiB 3 GIAIIKOBAM IICOPia30M He
BUBYAJIOCh.

Jlikapchku# 3acid XyMipa® OOCTYIIHUY B iHIINX NO3yBaHHSX 3a/Ie3KHO Bifl iHAWBiTyanbHUX MOTPED B
JIIKyBaHHI.

ligpagewiT y mipniTkiB (BiKoM Bif 12 pokiB Ta 3 Macolo Tifla He MeHIIe 30 Kr)

HeMae KiHIYHKX JOCIIIKEHb MO0 3aCTOCYBaHHA JIIKapChKOro 3acofy Xymipa® mifmiTkaM 3
rinpapenitToM. [103yBaHHS JTiKapChKOTO 3aC00y XyMipa® TaKUM TalfieHTaM 6yJi0 BU3HaYEeHO METOIOM
(bapMaKOKiHETUYHOTO MOIEJIOBaHHS Ta CUMYIALil (IKUB. po3ain «®apMaKoKiHETHKa»).
PexomeH0OBaHa [i03a JIiKapChKOTo 3aco0y XyMipa® cTta"HoBuThb 80 Mr mouaTkoBO Ha TUXHi 0, motim 40
Mr 1 pa3 Ha 2 TUXKHI, MOYMHAOUM 3 TUXKHA 1, migmKipHo. 1714 MiAmiTKiB 3 HEJOCTAaTHHOIO BiMOBIAIIO
Ha 3aCTOCYBaHHA JiKapCchKoro 3acofy Xymipa® 40 mMr 1 pa3 Ha 2 THXHI MoXke OyTH [OIiIbHAM
TiABUINEHHS YaCTOTH 3aCTOCYyBaHHS mo3u 10 40 Mr 1 pa3 Ha TuxkaeHb a6o 80 mMr 1 pa3 Ha 2 TUXKHI.
I[Iporsirom Teparii TiKapckkuM 3aco6oM Xymipa® MoXKHa MPONOBKYBATH IPUAMATH aHTUOIOTHKY,
SIKIIO 11e HeoOximHo. TaKoXK PeKOMeHI0BaHO MPOMIOBXKYBATH II0fIeHHE MiclieBe TPOMUBAHHS
AHTHUCENTUKAMU YpaxKeHUX [AigHoK. Cifl peTeIbHO MeperasHyTH HeoOXimHiCTh TPOOOBXKEHHS
Teparil moHap 12 TUXKHIB [ NALi€HTIB, V IKUX V¥ MeXaX 1IbOT0 TEPMiHY He CIIOCTepiraeThCs
KJTiHi4HOI Bigmosigi. [Ipu mepepuBaHHi Tepalil MOXK/IMBe TOBEPHEHHS 10 3aCTOCYBaHHS JIIKaPCHKOTO



3aco0y Xymipa®, Ko 1e HeoOxifHo. IIpu HOBroTpuBasiii Tepamii HeoOXifHO HepioaUYHO OLiHIOBATH
CIIiBBIAHOLIEHHS KOPUCThL/PU3UK.

3aCcTOCOBYBaHHA TiKapCchKOro 3acoby Xymipa® miTaM go 12 pokiB 3a MM IIOKa3aHHAM He
0OT'pYHTOBAHE.

JlikapchKui 3acid XyMipa® OOCTYIIHUY B iHIINX NO3yBaHHSX 3a/Ie’KHO Bifl iHAKWBiMyanbHUX MOTPED B
JIIKyBaHHI.

YBeir y miTen

PekomeH0BaHa [103a JIiKapChKOT0 3aCc0o0y XyMipa® OJId JiTeU BiKOM Bif 2 POKIB 3 XpOHIYHUM
HeiHeKIITHUM yBeITOM 3a7eKUTh Bifl MacH Tina (tabnuis 6). Jlikapchkuii 3acib XyMipa®
3aCTOCOBYIOTH MifIKipHO. HeMae mjaHux 1100 3aCTOCYyBaHHS JIiIKapChKOT0 3ac00y XyMipa® oe3
CYIIyTHBOI Teparlii MeTOTpPeKCaTOM [iTSIM 3 YBEITOM.

Tabmuug 6. JJo3yBaHHS JIiKapCchKoro 3aco0y Xymipa® giTsaM 3 yBeiToM

Maca Tina TTo3a

Mo 30 kT 20 mr 1 pa3 Ha 2 THXHI B KoMOiHa1Iii 3
METOTPEKCATOM

30 Kr Ta OiyIbiIe 40 mr 1 pa3 Ha 2 THXKHI B KoMOiHarii 3
METOTPEKCAaTOM

Jlikapcekuii 3aci6 XyMipa® MOXHa 3aCTOCOByBaTH B KOMOiHaIlil 3 MeToTpekcaTtoM abo iHIAMH
He0i0TOTiYHNMY iIMyHOMO/IY/TIOIOUMME IIperapaTaMy BifTIOBigHO M0 KJTiHiYHOTO mocBimy. [TowaTkoBa
HaBaHTaXyBaJIbHa [03a JIIKapCchKoro 3acoby Xymipa® cTaHoBUTH 40 MI 7S DAIi€HTIB 3 MAcO Tijla
mo 30 kr i 80 Mr png marieHTiB, Maca Tina gkux 30 Kr i Oibire; Il MOXKHaA BBECTH 3a TUXKIEHD [0
I0YaTKy MigTPUMYI04ol Teparil. HeMae KIiHIYHUX HaHUX 1000 BBEIEHHS I1I0YaTKOBOI
HaBaHTaXKyBaJIbHOI 03K JIiIKapChKOro 3aco0y Xymipa® miTsM BiKoM [0 6 POKiB. 3aCTOCOBYBaHHS
NiKapceKoro 3aco6y Xymipa® miTsM BiKOM [0 2 POKiB 3a JaHUM IIOKa3aHHAM He 00IPyHTOBaHe.
PexoMeHOyeTHCA IIOPIYHO OIL[iHIOBATYA KOPUCTh Ta PU3UK JOBCOTPUBAJIOTrO JIiKyBaHHA. JIiKapChbKu
3aci6 Xymipa® mOCTyIHHMI B iHIIKX [03yBaHHAX 3aJIeXKHO Bif| iHAMBiAyanbHUX HOTPe6 B MiKyBaHH.

ITayieHmu AiMHbO20 BIKY
Kopexkuist mo3u mjist 1iel rpynu malieHTiB He OTpi0HAa.
IMopymenas GpyHKIii mediHKH Ta/a00 HUPOK

3acTOCyBaHHS JIIKapChKOro 3aco0y XyMipa® TaKMM HallieHTaM He HOCTiAXYyBaJIoCh, TOMY
PeKOMeHpalil o0 3MiHM 034 BiICYTHI.

BBeneHHs1

Jlikapchkui 3acid XyMipa® HeoOXiTHO 3aCTOCOBYBATH IIif HATJIAOM JIiKaps. 3a peKoOMeH/allieo
mikaps naiieHTu abo ixHi 6aThKu/ 6JIKU3bKI TI0OA MOXYTh CAMOCTIMHO BBOJUTHU IIpernaparT Micis



BiTIOBiZHOTO HABYAHHS TEXHiIli MigIIKipHOTO BBeIeHHS.



THCTPYKIIIS IIOJO CAMOCTIMHOI'O BBETEHHSA
[T iHCTDYKITisl TOSICHIOE, STK CAMOCTIi#HO BBOJIUTH TKApChKuil 3aci6 Xymipa®. Bymb nacka, yBaxKHo
mpoynTaiTe il Ta BUKOHYHTE KPOK 32 KDOKOM.
Baru nikap aGo MeIUYHa cecTpa MOSICHATh BaM TeXHIKY CaMOCTiHHOr0 BUKOHAHHS MiAUIKipHOI
iH’exil.
He HamaraiTecst BUKOHATH iH'€KIiI0 [OTH, OKK Bu He GynmeTe BIeBHEHI y IIPaBUIBHOCTI
MPUTOTYBaHHS Ta BUKOHAHHS iH €Kl
[Ticns BifMOBigHOrO HaBYaHHS BU MoXeTe BUKOHYBATH iH'€K1ii caMoCTiitHO ab0 3a HOMIOMOro0
luneHiB poguHy abo ApPy3iB.
BHKOPUCTOBYHTE KOXKEH MOIepeHb0 HAllOBHEHUH IIITPHUI] TIIbKY [T OfHiel i’ eKuii.
TTopmeHs Vnop pns nansLis KoBmavok ronku
He BHKOPHCTOBYHTE IINPHUI Ta HOBifoMTe Bamoro nikaps sikmo:
SIKIIIO PO3YMH IIOMYTHIB, 3MiHUB KOJIp a00 MiCTHTH CTOPOHHI YaCTHHKY
SIKIIIO IPOCTPOYEHHUN TEPMiH IPUAATHOCTL
SIKIIIO PifUHY 3aMOPOXKYyBaIK ab0 3aJIUIIalH i IPSIMUAME COHSYHIMHU IPOMEHSIMHI
SIKIIO INITPHI] BIIAB YH IIOIIKOMKEHUH
He 3niMaiiTe KOBIA40K ax 70 camoi in’ekmii. 36epiraiite nikapchKuii 3acié Xymipa®y
HexOoCTYNHOMY [UIs fiTeH micui.
KPOK 1
BuTsArHITH NTiKapchKMit 3aci6 Xymipa® 3 X0IOAUIBHUKA.
Banmumre nikapchKuit 3aci6 Xymipa® npu KiMHaTHi# TeMnepatypi Ha 15-30 XBUIHH neper
BUKOHAHHSM iH'€KIIii.,
He 3mima¥iTe KOBNAawoK 3 TONKH, OKH JiKapChKuil 3aci6 Xymipa® He gocsrae
[KiMHaTHOI TeMIepaTypH.
He marpiBaiiTe nikapchkuii 3aci6 Xymipa® 6ymb-sKuM iHIIAM cioco6oM (HampuKiIaf B
MiKpOXBHJIBOBIH Imeyi abo y rapsigiil Bogi).
[KPOK 2 [TofuBITHCS HA CTPOK IPUAATHOCTI JIIKapCHKOTO 3aC00y.
He 3acTOCOByHTE IIpEMNapar i3 TepMiHOM ITPUAATHOCTI,
Mnpun 1110 MUHYB.
CepBeTKa IBUKTTaniTh TaKi IpefIMETH Ha YUCTY i PiBHY OBEPXHIO:
OMMH IIMPHI| TSt iH'eKuii 3 nikapchkuM 3aco6oM
[Xymipa®
OJIHY CIIMPTOBY CEPBETKY
IToGpe IIOMUITE Ta BUCYIIITH PYKH.

|KPOK 3
BuGepiTh Miciis s iH’eKuii:
Micus [y iH'exmii - mepeqHs YacTHHA CTeroH abo
Mics WISt iH eKIin g JKUBIT Ha Bi[ICTaHi He MeHIIe 5 CM Bif mynKa
KOXKHa HOBA iH'eKIis ToBHHHA OyTH 3po6ieHa Ha
BincTaHi K MiHIMyM 3 CM Bif MicIig monepenHbOro
IBBE[IEHHS
TTpOTPiTh CIMPTOBOIO CEPBETKOI0 KPYTOBUMH PyXaMHi
BuOpaHe Bamu Mmicue st iH'ekuii.
He BBOABTE JTiKaPCHKHI 3aci6 yepes ofpsr
He BBOABTE JTiKapChKUH 3aci6 B AiITHKY IIKipH,
sIKa € YYTJIUBOIO, e YTBOPUBCS CHHEIDb, II0YEPBOHIHHS,
sIKa € TBEPHOIO UH Ma€ LIPaMH, PO3TIKKH, abo y
MiISHKY 3 ICOpiaTHYHUMH GIIsmIKaMu

[KPOK 4
[TpuMaiiTe IomepefHbO HATIOBHEHUH MINPHI] B OHINK
pyLi.
TlepeBipTe PifUHY B WINPHUII.

TlepekoHANTECH, 10 pinuHa YucTa Ta 6e36apBHA

He BHKOPHCTOBY#HTE LINPHII, SKILO PO3YUH
mOoMyTHIB a0 MiCTHTh CTOPOHHI YaCTHHKHU

He BHKOpHCTOBYMTE IINPHUL, SKILO BiH BIaB YU
MOLIKOMKEHUN
(OGepezKHO 3HIMiTh KOBIIAYOK 3 TOJIKY INITPHUIIA iHIIO0
pykoro. He HapsATalTe 3HOBY KOBIIAUOK Ha TOJIKY.

He TopKaiTeCs manbLsAIMHU TOJIKY i YHUKaHTe
IKOHTAKTY T'OJIKA 3 6y]Z[L-5lKI/IMPI npenMeTaMu

[KPOK 5
[TpuMaiiTe LIIPHI] FOJIKOIO BBEPX OMHIEI PYKOI HA
piBHI ouelt, Tak mo6 Bu Mornu 6ayuTH MOBITPS Y
IpHL.

TI0BIPHO HATHCKAKTE MOPIIEHb, 00 BUIYCTUTH
MOBITPS Yyepes roJKy.

e HOpMasbHO, MOGAYUTH KPAILTIO PIIMHHA Ha KiHLi
TOTIKH.

[KPOK 6 [TpuMaiiTe KOPIyC IINPUIA OFHIEI0 PYKOIO MiXK BETHKHM|
i BKa3iBHUM ITAJIBLSIMU TaK, HiOM TPUMAETE OJIiBEIlb.
[HII0}0 PYKOX0 00€PEKHO Bi3bMiTh [UISHKY OYHIIEHOI
IKipy y CKJIafKy i MinHO yTpuMy#iTe ii.

|KPOK 7 OfHUM IIBUAKUM KOPOTKUM PYXOM BBE[ITh TOJIKY
MOBHICTIO B IIKipY Mif KyToM mpu6Iu3Ho 45 rpanycis,
MiCIIs YOro BifIyCTITh WIKIpY.

T10BiNIPHO HATUCKAWTE Ha MOPIIEHb IIPHULA [0 KiHLs,
MOKH BCsI pinuHa He Oyne BBELeHA.

[KPOK 8
[Konu iH’ex1ilo 3aBeplIeHo, IIOBIIBHO BUTSATHITE TOJKY 3i]
IKipH ITifi TUM CaMUM KyTOM, IO i BBOGHIIH.
TTpUTHCHITL BATHOIO KyJIBKOIO YH MapJIeBO0
mopyIneyKoo Micue in'exiii Ha 10 cexyHp.

He TpiTh WKipy y Micui iH’eknil.

|V mici in’ek1ii MoXKe BUHHKATH HEBeJIMKA KPOBOTEYa

- Ile HOPMAJIBHO.

|KPOK 9

o Ytunisy#ite BUKOPUCTaHUI MINPHI] 3TiAHO 3 iHCTPYyKIisMu Baroro jikaps, MencecTpu
abo (apmarieBTa BiAIOBINHO 0 BUMOT YHHHOTO 3aKOHOIABCTBA.

. HIKOJIH He opsraiiTe KOBIIAYOK Ha TOJIKY IIIIPHUIA micns in'ekuii, Bu MoxeTe
TpaBMyBaTHC.

o He BuKHfaliTe BUKOPUCTAHI INIPULY Pa30M i3 MOOYTOBUM CMITTSM.

. 3aBKaM TPUMaNTe IIITPHUIL TOfiasi Bif miTed.




TiTn.

[Toka3aHu# [Jig 3aCTOCYBaHHS OiTSM 3TifHO 3 po3pinoM «[IokazaHHS».

Ilepeno3yBaHHs.

MakcuMasbHa [03a J1iKapchKoro 3acoby Xymipa®, 1o IepeHoCUThCS TI0AUHOI0, He BCTAHOBJIeHa. Y
XO[Ii KJIiHIYHUX HOCTiIXKeHb afaniMymaby He OyJ10 BUSIBIEHO BUMAMKIB HO30JIIMIiTyI0490i TOKCUYHOCTI.
[TanienTaM mpu3Havanucs 6araTopa3o0Bi 1o3u 1o 10 Mr/Kr, 3aCTOCYBaHHS SKUX He
CYTIPOBOJIZKYBaJIOCh 03HAKaMM TOKCHUYHOCTI, TI0B’s13aHOI i3 mepeo3yBaHHAIM. Y pa3i nepego3yBaHHs
HeoOXi[THO criocTepiraTy 3a CTAHOM ITallieHTa II0A0 MOsABY OyIb-IKUX CUMIITOMIB MOOIYHUX peakii i
HerauHoO IIPOBOOXTH BifiMIOBIAHY CHUMIITOMAaTU4YHY Teparliio.

ITo6iuni peaxirii.

3arasbHa iHGopMalis om0 npodino 6e3nekn

Jlikapcekuit 3aci6 Xymipa® moCmifKyBaay y KOHTPOJIbOBAHUX KITiHIYHKX AOCIIIXKEHHAX Ta
MOCTiMKEHHSIX BIIKPUTOTO Iepiofy TpuBasicTio 6mu3bKo 60 MicsiiB uu Oinbiie 3a yuacTio 9506
narrienTiB. 1li mocmigXeHHS BKITIOYaJIHU MAIli€eHTiB 3 paHHIM Ta MOBTOTPHUBAIMM PEBMATOIMHUM
aptputoM, FOPA (moniapTUuKyIIpHUM IOBEHIIBHUM iMiONaTUYHUM apTPUTOM Ta €HTE3UT-
acoLii0BaHUM apTPUTOM), a TAKOXK i3 aKCiaJIlbHUM CIIOHAWI0aPTPUTOM (aHKIIO3yI0UUY CIIOHOUIIIT Ta
HepeHTreHorpadiuHmil akCiabHUN CIIOHAUI0APTPUT), ICOPiaTUYHUM apTPUTOM, XBopoOoio KpoHa,
BHAPa3KOBUM KOJIiITOM, TICOPia30M, THIMHUM TiApageHiTOM, YBEITOM.

Huxue npuBeneHo faHi, OTPUMaHI il 4aC OCHOBHUX KOHTPOJILOBAHUX HOCHIiAXKEHb, B akux 6089
TnalieHTaM 3aCTOCOBYBAJIH JIiKapChKui 3aci6 Xymipa® Ta 3801 mamieHTy 3acTocoByBa miane6o a6o
penapar IOPiBHAHHS BIPOLOBXK KOHTPOJIBOBAHOTO IEPIOTY.

[TpoTsiTOM OCHOBHUX KIiHIiYHUX BUMIPOOYBaHb 5,9 % MallieHTiB, IKi OTPUMYBaJIU JTiKapChKUM 3acid
Xymipa®, Ta 5,4 % mamieHTiB 3 KOHTPOJIBHOI IPYIY IPUIKNHAIM JiKyBaHHA Yyepe3 MoGivHi peakxiil.

Haityacrime noBigoMsiock po BUHUKHEHHS MOOIYHUX peakiliil y BUTTIAAi iHdeKIii (Takux K
Ha30(apuHTiT, iHbeKIil BepXHiX BigAiliB AUXalbHUX LIIAXiB Ta CHHYCUT), peakliid B MiClli BBeAEeHHS
(mouepBoHiHHS, cBepOikK, remoparii, 6ib a0o HaOPSIK), FONIOBHUY Oi/lb Ta CKEJIEeTHO-M I30BUH Oillb.

TToBimOMIIATIOCS TIPO Cepio3Hi MoGiuHi peakil Ipu 3acTOCyBaHHi TiKapCchKoro 3acoly Xymipa®.
AnTaronictu ®HII, Taki siK Xymipa®, BIJIMBAIOTE Ha iMyHHY CHCTEMY, iX 3aCTOCYBaHHS MOXe
CIIPUYMHUTH 3HUXKEHHS OIMIPHOCTI OpraHi3aMy A0 iHQeKLil Ta 3JI0IKiCHUX HOBOYTBOPEHb.

ITif 9ac 3aCTOCYyBaHHS JTiKapChKOro 3aco0y Xymipa® IOBiIOMIIAIOCS PO BUHMKHEHHS iHQeKLil, aKi
MOXKYTb CTAHOBUTH 3arpo3y KHUTTIO JIIOAUHYU Ta IPU3BECTH [0 CMEPTi (BK/II0YaI04YHu CEIICUC,
OTIOPTYHiCTHYHI iHGeKIIil Ta Ty0epKynb03), IPO PeaKTHUBAIlil0 TeNaTUTy B Ta BUHUKHEHHS Pi3HUX
HOBOYTBOPEHb (BKJII0Yal0uu JieKeMito, TiM¢poMy Ta remnaToieHanbHy T-KIiTUHHY TiMQpoMy).

[ToBimOMIISINIOCH TAKOXK IIPO CEPIO3Hi reMaToNOriyHi, HEBPOJIOTiYHi Ta ayToiMyHHI peakitil. 1li peakitii
BKJII0YaJIM ITOOAMHOKI BUMTaIKX MTaHIIUTOIEHI], allJlaCTUYHOl aHeMil, BUIafKU IIeHTPaJbHUX Ta



nepuepuyHUX OeMieliHi3yl09uX po3/afiiB, BUHNKHEHHS BOBYaKa, BOBYaKONOLiOHUX CTaHiB Ta
curgpoMy CriBeHca - [I)KOHCOHA.

Oitu

3aranom mo0OiuHi peakiril y miTe# Oynu momiOHMMHU 3@ YaCTOTO Ta THUIIOM [0 THX, IO CIIOCTEpiramucs
y DOPOCIIUX Malli€HTiB.

Ta0IuuHUK NepetiK MoOiYHuX peakiin

Y Tabmnuii 7 mpencTaBiaeHo Mepesik Mo0iYHUX peakllii, Ki CIIocTepiraJucs TpoTAToOM KITiHIYHIX
MOCIIXKeHb Ta MOCTPEECTPALIIMHOr0 CIIOCTEPEXKEHHS, 3a OpraHaMHU i CUCTeMaMU OpraHi3My Ta
YaCTOTOI BUHMKHEHHs: = 1/10 - gyxe yacTo, Big = 1/100 mo * 1/10 - yacro; Big = 1/1000 mo * 1/100
- HevacTo, Bim = 1/10000 mo * 1/1000 - pigxko.

Tabnuis 7. TToGiuni peakirii

OpraHu i cucreMu HacToTa IMo6iuni peakmii
oprasizmy
[HdeKil Ta iHBa3ii* nyKe 4acTo [iHGekIil AuxanbHUX UUISXIB (BKII0Ya0un iHPeKIil

HUXXHIX Ta BEPXHIX BigAimiB AUXalbHUX LIISAXIB,
MHEeBMOHII0, CHHYCHUT, (apuHTIT, puHOGapUHTIiT,
MHEBMOHII0, CIPUYUHEHY BiPyCOM repuecy)

qacTO crcTeMHi iH(deKITil (BKITI0Yalouy CElcuc, KaHOumo03 Ta
TDUIL),

KMIIKOBI iH(eKIIi] (BKTI0Yaoun BipyCHUN
raCTPOEHTEPHUT),

indexiril mKipu Ta M’'IKUX TKaHWH (TAPOHIXis, LIETIOMIT,
iMIIeTHTO0, HEKPOTUYHUY (HaCIUIT, ONlepi3yloyuil repiec),
inGexii Byxa,

inGex1ii poTOBOI MOPOKHUHU (BK/II0YAlOUHX BipycC
TPOCTOT0 TePIIeCy, TepIrec POTOBOI IOPOXKHUHHU Ta
indexii 3y0iB),

indexkirii cTaTeBUX OpraHiB (BKIII0O4a0uYy IPUOKOBUM
BYJIbBOBAriHIT),

iHdeKkIril CeYOBUBIOHUX MINISIXIB (BKITIOYAIOYM
ie1oHepPHUT),

rpuOKoBi iH}peKIIii,

indexuii cyrmnobis

HeYacTo HEeBPOJIOTiYHi iH(eKil (BKI0Yalyy BipyCHUN MEHIHTIT),
OTIOPTYHICTHYHI iHGeKIIil i TYOepKyIb03 (BKII0Yaoun
KOKILIHU/II0IAOMIKO03, TiCTOIIIa3M03 Ta iHQEKIIil KOMIIJIEKCY
mycobacterium avium),

baxTepianbHi iHdexmnii, indexuii oka, AuBepTUKY T "




IToOposIKiCHi, 3M0SKIiCHI Ta [d4acTo PakK IIKipH, 3a BUHATKOM MeJIaHOMHM (BKIIOYal04u
HecrmenupivHi 0a3abHOKIIITUHHY KapIMHOMY Ta IJIOCKOKJIITUHHY
HOBOYTBOPEHHS KapLUHOMY),
(BKJIIOYArOUM KiCTH Ta moOPOSKiCHI HOBOYTBOPEHHS
roJjiinu)* HEeYacTo mimpoma**,
HOBOYTBOPEHHS ITapeHXIMaTO3HUX OPTaHiB (BKJII0OYA0YU
PaK MOJIOYHOI 3aJI03H, MyXJIMHY JIET€HIB Ta MyXJIUHY
IMUTOBUIHOIL 32JI03H1),
MesaHoMa**
pinko nefixemis
yacToTa renartonieHanbHa T-KTiTHHHA JTiMpoMa
HeBifoMa KapLUUHOMa 3 KJIITUH Mepkens (HepoeHIOKPUHHA
KaplyuHOMa LIKipu),
capkoMa Kamori
[TopyueHHS 3 00Ky oyXkKe 4acTO |leMKOIeHis (BK/II0Yalyd HEUTPOIIEHio Ta
KPOBOHOCHOI Ta arpaHyJIOLXTO3), aHEMis;
miMpaTHyHOl cCHCTEM* 4acTo TeMKONMUTO3, TPOMOOIIMTOTIEHIS,
HEe4YacTo imiomaTryHa TPOoMOOIMTONEHIYHA TyPIYPa;
PigKO [MAHITUTONEeHis
[TopyureHHS 3 00Ky iMyHHOI [4acTo rinepyyTIUBICTh, alieprid (BK/IH0Yadu Ce30HHY alepriio)
cucTemMm* HEYaCTO capKoifo3 ", BaCKyIIiT
pigko aHadinmakcisa
[lopyiuieHHST 0OMiHY Nye 4acTO |IifiBUILIEHHS PiBHA JIMifiB KPOBI;
pedoBuH, MeTaboJIi3My JaCTO rifoKajieMis, TinepypukeMisi, BIGXuieHHs Bil HOpMU
KOHIIEHTpALlil HaTpPilo y a3Mi KPOBi, TilloKasblLieMis,
rimepriikeMis, rimogocdareMis, merigpaTaris
[Tcuxiuni po3nagu JacTo 3MiHM HAaCTPOIO (BKJIIOUAKYH [eIpecito), TPUBOra,
6e3CoHHSA
HesponoriyHi po3nagu* myzKe 4aCTo [rOnoBHUU 0inb
JaCTO MmapecTe3is (BKII04Yalyy rinecTesiio), MirpeHs,
CTHCHEHHS HEePBOBUX KOPIHIIiB;
HE4acTo MOpYIIEHHS MO3KOBOT0 KPOBOOOIry', TpeMop, HeBpOIaTis
PiOKO PO3CITHUY CKJIEPO3, AeMieNiHi3youi po3nagy (Hanpukiazn
HEeBPUT 30pPOBOTO HepBa, CuHApoM [liiiena - Bappe)”
[TopyureHHsT 3 00Ky OpraHiB [4acTo MOPYIIIeHHS TOCTPOTH 30PY, KOH IOHKTHBIT, 611edapur,
30py HAOPSK OKa
HEe4YacTo MUIIIIONIS
[TopyiieHHS 3 00Ky OpraHiB [4acTo BEPTUTO
CILyXy T4 BECTHOYNIAPHOTO HEeYacTo rIyX0Ta, [A3BiH Y ByXax
amaparty ’
KappianbHi nopymenHs* qacTo Taxikapmis
HEYACTO inpapKT MioKapaa', apuTMis, XpOHiYHa cepleBa
HEeOOCTaTHICTb
PimKoO 3yIUHKA Cepls
CynuHHI po3nagu YacTo apTepiasibHa TrinepTeH3is, IPUIJINBY, TeMaToMa
HEeYyacTo AHEeBpU3Ma aOpTH, OKITI03ig apTepil, TpomMbodediT
[TopyuieHHS 3 00Ky JacTo aCTMa, JUCIHOE, Kallejb
HHX&HPHOT CI/ICT?MI/I; He4YacTo IereHeBa eM60niﬂ”, iHTepCTHULiaIbHE 3aXBOPIOBAaHHSA
OPTaHIB I'PyAHOL KJIITKH Ta mereHiB, XpoHiyHEe 0OCTPYKTUBHE 3aXBOPIOBAHHS JIETEHIB,
CepenoCTinaT* THEeBMOHIT, NIJIeBpaIbHUI BUMIT"
pifKo nerenesuii $pi6po3’




[1I7TyHKOBO-KUIIIKOB1 myKe 4acTo |6inmb y XKUBOTI, HyfoTa Ta 611I0BaHHS;
POo3jIanu 4acTO [IIJTYHKOBO-KUIIIKOBA KPOBOTEYA, JUCIIEIICid,
racTpoe3odareanbHui peQIoKC, CyXuid CHHAPOM
(curgpom Illerpena)
HE4YacTo NaHKpeaTuT, pucdarisi, HabpsIK 06Uy
pimKo nepdopariis KHIIEYHUKY
Po3napu rematobimiapHol  |myXe YacTo |migBHINEHHS PiBHS IEeYiHKOBUX ()EPMEHTIB;
cucTemMu* HEe4YacTo XOJIEIIMCTUT Ta XOJIeJIiTia3, CTeaTo3 IeUiHKY, IiIBUIIeHHSI
piBHs GinmipyOiHy
pinko relaTHT, peaKTUBallis renatuty B, ayToiMyHHNI
renaTuT’
qacToTa nevyiHKOBa HeJOCTAaTHICTD"
HeBimoMa
3MiHM 3 60Ky IIKipH i IyKe 4aCcTo |BUCHI (BKIHOYal4yu eKCHOIiaTUBHUN BUCHUII)
IiAIIKIPHOI KITITKOBMHY JacTo HOBI BUIIagKu a0o moripiieHHs mepebiry mcopiasy (y
TOMY YKCJIi JOJIOHHO-IIOIOBHOI0 IIyCTYIbO3HOT0
ncopia3y)”,
KPOIIVB AHKA,
eKXiMO3H (BKJIIOYalo4u IIypIypy),
mepMaTUT (BKJII0Yaldl eK3eMy),
OHIXOKJIa3id,
MiMBUINEHA MiTIMBICTD, alomeris”,
cBepOix
HEe4acTo HiYyHa MTIUBICTE, PyOi
pimKo MyIbTH(QOPMHA epuTeMa’,
curgpoM CriBeHca - JIKoHCOHA",
QHTiOHEeBPOTHYHMI HAOPIK ",
MKipHUI BaCKyIiT",
niXeHoIgHa peaxilis mKipu"
qacToTa MOTipIIeHHs CUMITOMIB I€PMaTOMiO3HTy "
HeBioMa
[TopyiieHHST 3 60Ky OIIOPHO- [TyKe 4acTO |CKeleTHO-M s130BUi Oiflb
PYXOBOI CHCTEMH Ta JaCTO CITa3MU M’S13iB (BK/II0YAIOYM IIigBUILIEHHS PiBHS
CIIOJTY4HOI TKAHUHH KpeaTHHPOCPOKiHA3M Y IIa3Mi KPOBi)
HEe4acTo paboomioni3, CUCTEMHHUM YePBOHUM BOBYAK
pimKo BOBYAKONOMiOHMI CHHAPOM"
Po3namgu 3 00Ky JaCTO HUPKOBA HEIOCTATHICTB,
CE4YOBUMOINMBHOI CUCTEMU reMaTypis
HEeYacTo HIKTYypis
Po3napiu penpoayKTUBHOI  |[HEYacTo epeKTUNIbHA AUCHYHKILiS
CHCTEMU Ta MOJIOUHUX
347103
3arasibHi po3nagu Ta nmyKe 9acTo [peaxuil y Micli BBeIeHHS (BKJII0Ual0YW IOUEPBOHIHHS Y
peaxiril y Miciii BBemeHHSI* MiCIli BBE[IeHHS)
9acTo 6inb y rpyasx, HaOpsK, mipekcis”

HEe4YacCTO

3allaJICHHS




O0CcTexXeHHI* JacTo KOAaryJislis Ta IOPYIIEeHHS CUCTEMHU 3rOPTaHHS KPOBi
(BKJII0YAIOYM IIOOOBKEHHS aKTHBOBAHOI'0 YaCTKOBO
TPOMOOTIIaCTHHOBOTO Yacy (AYTY)), mo3UTUBHI TECTH Ha
AyTOAQHTHUTINIA (BK/II0UAIOYX aHTUTINA IO OBOJIQHIIOTOBO1
[THK), mifBuIieHHS piBHA JaKTaTAETiAporeHasu y miua3Mi

KPOBI
JacToTa 36ibIIeH ST MacH Tina”
HeBizoMa
[TomKOIXKEeHHS, OTPYEHHS  [4acTo [IOBi/IbHE 3arOl0BaHHS
Ta IIPOLeAypHi
YCKTafHEeHHS

* IIuB. TakKOXK po3minu «IIpoTunoka3anHsa», «OcobIUBOCTI 3acTocyBaHHSA», «I106i4Hi eheKTH».

** BKITI09alo4u BiOKPUTHM MIEPiof HOCTigXKeHb.
Y BKTI0Yarouy MaHi CIIOHTAHHUX 3BiTiB.

» CepegHs 3MiHa MacH Tila BiJl IOYaTKOBOTO PiBHs IPH 3aCTOCyBaHHI aganiMyma0y 3a MOKa3aHHSIMH IS
Dopocaux mamnieHTiB Oyiaa B Mexkax Big 0,3 kr mo 1,0 kr nopiBHsiHO 3 Bin (Minyc) -0,4 kr mo 0,4 Kr ojis1 rpynu
wiane0do MpoTsiroM nepioay nikyBaHHst 4-6 micsaiB. 30inbIIeHHsI MAaCH Tijla Ha 5-6 Kr TaKOX cIocTepiramum
Wil Yac JOBroCTPOKOBHX IOCIIIKEHb i3 cepeIHH0I0 TPHBAJIICTIO eKCHO3uIlil Ipud/Iu3Ho 1-2 poku 6e3
KOHTPOJILHOI I'PYIIH, 30KpeMa, Y MalieHTiB 3 XxBopoooio KpoHa Ta BUpa3KOBHM KOJIiToM. MexaHi3M, sSIKHH
3yMOBJIIO€ TaKHil edeKT, HeBiToMHuH, a/ie, HMOBipHO, BiH OB’ A3aHH 3 MPOTH3AMAILHOIO Ji€I0 agaxiMmymaoy.

T'rivHuH rigpageHiT

[Tpodinb 6e3neku MallieHTiB i3 THITHUM TigpafieHiToM, SKi OTPUMYBaU IIOTUKHEBE TiKyBaHHS
nikapceKuM 3aco6oM Xymipa®, Bigmosigas BigoMoMy mpodiso Ge3neku JIiKapcekoro 3acofy Xymipa®.

VBeir

[Ipodine Gesneku s MAIiEHTIB 3 yBEITOM, Ki OTPEMYBaIH JIKapChKUH 3aci6 Xymipa® KoXKHi [Ba
TUXKHI, BiilIOBiaB BimoMoMy mpodinto 6e3meku miKapchKoro 3acody XyMipa®.

Onuc OKpeMHux MoOIiYHHX peakiin

Peakrii y micii BBemeHHs

Y KOHTPOJIbOBAHUX KJTIHIYHUX JOCHIXKEHHSIX Y IOPOCTIUX Ta [iTel, SKi 0OTpUMyBau JTiKapChbKuil 3acib
Xymipa®, y 12,9 % BuIanKiB pO3BUHYIIKCS Peakiiil y Miclii BBefieHHs (epuTeMa Ta/abo cBepOix,
KPOBOBUIUB, 6ifib a00 HAOPSK), MOPiBHSHO 3 7,2 % mallieHTiB 3 rpyn miaamne6o abo aKTUBHOTO
KOHTPOJI0. Peakiii y MicIii BBeleHHs 3arajioM He moTpeOyBay BifMiHM Mpemapary.

Indexkuii

Y KOHTPOJIbOBaHUX KJTiHIYHUX OOCHIIKEHHIX Y JOPOCINX Ta AiTel piBeHb iH(EKIIi CTaHOBUB
1,51/manieHTo-poKy y Ipymi NalieHTiB, sIKi OTpUMyBasu JTiKapChbKUM 3acid XyMipa®, ta 1,46/maienTo-
POKY y rpynax miaie6o abo akTUBHOTO KOHTPOIIO. [lepeBaxHO 11e 6y Ha30hapuHTiT, iHdeKii
BEPXHIX OUXAJIbHUX IIAXIB Ta CUHYCUT. BiJIBIIICTE MAIli€HTIB IIPOJOBXKUIN 3aCTOCOBYBATH
nikapchKuii 3aci6 Xymipa® micis omyKaHHS.




PiBens cepiio3uux iHpexuii cranosus 0,04/marieHTo-pOKY y IPYIIi MAI[iEHTIB, SKi OTPUMYBaIu
nikapchkuii 3aci6 Xymipa®, Ta 0,03/malLieHTo-poKy y Irpynax miane6o abo akTHBHOTO KOHTPOJIO. Y
KOHTPOJIbOBaHUX Ta BIIKPUTUX OOCIIIXKEHHAX Y JOPOCIIUX Ta HiTel MOBIHOMIISJIOCS IIPO PO3BUTOK
TAKKUX iHbeKnii (pifKo 3 TeTaqbHUM HACHIIKOM): Ty0epKynIb0o3y (Y TOMY YKCIIi MijTiapHOTO Ta
1103ajIereHeBo] JIoKali3allil) Ta iHBa3UBHUX OMOPTYHICTUYHUX iH(EKIIi# (Hampukiiaj, OuCceMiHOBaHUMN
YY 1103aJIeTeHeBUH TicToIIa3Mo03, 671aCTOMIK03, KOKIIAMiOIMOMiK03, ITHEeBMOIIMCTHA ITHEBMOHIS,
KaHOUI03, acleprinboa, aicTepios). binburicTs BUlafKiB TyO0epKy/Ib03y BUHUKAIN IIPOTSITOM IIEPIINX
BOCBMH MICSIIiB MiCJIA TOYATKY Teparii Ta MOXKYTb SBISITA COO0I0 PEILUAUB JIATEHTHOT'0
3aXBOPIOBaHHS.

HoBoyTBOpeHHs Ta jgiMdonpostidepaTuBHi po31agu

[TpoTsiroM KITiHIYHUX JOCTigXKeHb aganiMymMaly y miteit 3 FOPA (moniapTUKyISPHUM apTPUTOM Ta
€HTEe3UT-aCoLlili0BaHUM apTPUTOM) 3JI0IKICHUX HOBOYTBOPEHb He CcrocTepiranocs (n = 249, 655,6
IAIiEHTO-POKY).

IlogaTkoBO He CIIOCTepiranaocs 370sSKiCHUX HOBOYTBOPEHS Yy KITiHIYHUX OOCHIIKEeHHAX y OiTeH 3
xBopo0Ooio Kpona (n = 192; 498,1 nauieHTo-poKy), 6nsamKoBuM mcopiazom (n = 77; 80,0 natieHTo-
POKYy), yBeiToM (n = 60; 58,4 maIieHTo-poKy), BUPa3KoBUM KojiToM (n = 93; 65,3 maIiieHTo-poKy).

[Tig Yac KOHTPO/IBOBaHUX IIEPiOMiB OCHOBHUX JOCIigKEeHb 3aCTOCYBaHHS JIiIKapChKOT0 3aC00y XyMipa®
OOPOCIIUM IIPOTSTOM IIfOHaWMeHIe 12 THXHIB Y MallieHTiB 3 pEBMATOITHUM apTPUTOM Bifl CEPEIHLOTO
[0 BUCOKOT'O CTYIIEHSI aKTUBHOCTI, IAIiEHTIB i3 aKCiaJIbHUM CIIOHOMAJIOaPTPUTOM (aHKIIO3yIOYUM
CIIOH[IUJIITOM Ta HEepeHTreHorpadiuHuM aKCiaJlbHUM CIOHOUI0OaPTPUTOM), ICOPIaTUYHUM apTPUTOM,
1Icopia3oM, THIMHUM TigpageHiToM, xBopoOoio KpoHa, BUpa3KOBUM KOJIiTOM Ta yBEiTOM PiBeHb
HOBOYTBOPEHB (3a BUHATKOM JTiM(GOMHU Ta HEMEJIaHOMHOI'0 paKy LIKipu) cTaHOBUB (95 % moBipuuii
intepsan) 6,8 (4,4; 10,5) #a 1000 martienTo-pokiB y 5291 matrieHTa, sSKi npuiiManu J1iKapChbKui 3acib
XyMipa®, B NIOpiBHAHHI 3 piBHeM 6,3 (3,4; 11,8) Ha 1000 nauienTo-pokiB y 3444 nauieHTiB
KOHTPOJIBHOI I'PYIIU (CepenHs TPUBAIICTh JTiKyBaHHS cTaHOBUIA 4,0 Mics1g y IPyIIi 3aCTOCYBaHHS
nikapceKoro 3aco0y Xymipa® Ta 3,8 Micsld y Hal[i€HTiB KOHTPOILHOI TPYIIH).

PiBenr HeMennaHOMHOT0 paky wKipu (95 % moBipuuii iHTepBan) ctaHoBuB 8,8 (6,0; 13,0) Ha 1000
TaIli€HTO-POKIB Y MAlieHTiB, SIKi MpuiiMaIy TikapchKui 3aci6 Xymipa®, ta 3,2 (1,3; 7,6) Ha 1000
IallieHTO-POKIB y MAlli€HTiB KOHTPOJbHOI rpynu. Cepen HaBefeHUX BUNAAKiB YaCTOTA BUHUKHEHHS
paKy IKip#, II0CKOKIITHHHOL KapuuHoMu (95 % moBipuuii iHTepBan) ctanoBuna 2,7(1,4; 5,4) Ha
1000 marrieHTO-pPOKIB Yy MallieHTiB, SKi MpHUMany TiKapchKui 3acid XyMipa®, ta 0,6 (0,1; 4,5) ma 1000
TIIalliEHTO-POKIB y Malli€eHTiB KOHTPOJIBHOI TPYTIH.

PiBens nmimdom (95 % mosipuuiut inTepBan) ctanosus 0,7 (0,2; 2,7) Ha 1000 maIiieHTO-pOKIB y
TAIlEHTIB, SKi MpUIMay TiKapChKU 3acib XyMipa®, ta 0,6 (0,1; 4,5) va 1000 mamieHTO-pOKIB Y
NallieHTiB KOHTPOJIbHOI TPYIIH.

YacToTa po3BUTKY HOBOYTBOPEHS (3a BUHATKOM JIiM()OMU Ta HEMEJIaHOMHOI'0 PaKy LIKipu),
craHoBuia npubausHo 8,5/1000 namuieHTO-POKiB IIpU MTOEAHAHHI JaHUX, OTPUMaHUX Y
KOHTPOJIbOBAHUX AOCTIAKEHHSX Ta Y BITKPUTUX AOCTiAKEHHSX, SIKi Ile TPUBaTh abo BXKe
3aBepieHi. B nbomy 06’eqHAaHOMY aHalli3i MefliaHa CIIOCTepeXeHHs CKJlana MpuOnIu3Ho 3,3 POKY,
Oy0 BKII0YeHO 6427 marieHTiB Ta Oinbir Hixk 26439 malieHTo-pokKiB Teparii. YacToTa pO3BUTKY
HEeMeJIaHOMHOTO Paky IIKipu cTaHoBuIa mpudnu3no 9,6/1000 mamieHTo-poKiB, a YacTOTa PO3BUTKY
nimpom - mpubausno 1,3/1000 narieHTo-poKiB.

[Tig 9ac nocTtpeecTpaniHoro cnocrepexenHs 3 ciudsa 2003 poky o rpygess 2010 poky nepeBaxHO
y TaIiEHTIB 3 PpEBMATOIIHUM apTPUTOM HaCTOTa 3JI0SIKiCHUX HOBOYTBOPEHbD, IIPO SIKi CIIOHTAHHO



IIOBiIOMJISINIOCE, CTaHOBUJIa Tpubau3Ho 2,7 Ha 1000 nauieHTiB-poOKiB NiKyBaHHS. YacToTa
BUHUKHEHHSI HEMEJIaHOMHOT0 pPaKy IIKipu Ta J1iM(oM, IIPo SIKi CHOHTAHHO IOBiJOMJISNIOCH, CTAHOBUTIA
npub6nu3no 0,2 Ta 0,3 Ha 1000 marrieHTO-pOKIB NTiKyBaHHS BigmoBigHO (OuB. po3min «Ocob6auBOCTI
3aCTOCYBaHHS»).

[ToBigoMIIsinOCS PO PiAKiCHI IOCTPE€ECTpallifiHi BUIaJKHU renaTojlieHaabHOl T-KITiTUHHOI TiMGOMHU y
NallieHTiB, IKi oTpuMyBanu aganiMmymab (ouB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

AyTtoaHTHTIiNTA

Y xomi KNMiHIYHUX [OCHiXKEHb peBMaToIfHOro apTpuTy 1-5 (a3 naiieHTaM AeKinbKa pa3iB IPOBOAMIIN
aHaJli3 KpoBl Ha HASBHICTh QYTOAHTUTLI. Y IIUX [OCIIIAXKEHHAX [IPYU aHali3l IaljieHTiB, 0 109aTKOBO
MaJid HeTaTUBHI TUTPU aHTUHYKJIeapHUX aHTHUTIN, ITOBITOMIISNIOCH IPO ITO3UTUBHI TUTPHU Ha 24-My
TuXKHi y 11,9 % nauieHTis, aKi npuiiMany Iikapchkuii 3aci6 Xymipa®, Ta y 8,1 % mariieHTiB rpym
nnane6o abo aKTUBHOT'O KOHTPOJTIO.

V gBox i3 3441 marjieHTa, SKi OTPpUMyBaIH TiKapChKui 3aci6 Xymipa® IpoTAroM BCiX KIiHIYHUX
BunpoOyBaHb PA Ta [IcA, po3BUHYINUCS O3HAKU BIIEpIIle BUSBIEHOT'0 BOBYAKOMOAIOHOTO CHHIPOMY .
[Ticns mpunMHEeHHS Teparllil CTaH MallieHTiB MOKPAILIXUBCS. Y XKOJHOT0 NallieHTa He PO3BUHYJIUCS
monyc-HepuT abo ypaxKkeHHS LIeHTPaIbHOI HEPBOBOI CHCTEMH.

AKTHUBHICTH Ie4iHKOBUX epMeHTiB

Y KOHTPOJIbOBAHUX KJTIHIYHUX JOCHIXKEHHSIX 3 (a3u 3a y4acTIO MallieHTiB 3 peBMaTOifHUM apTPUTOM
Ta IICOPiaTUYHUM apTPUTOM MIPOTATOM KOHTPOJILOBAHOTO Nepiofy TpuBaiicTio Bif 4 mo 104 TuXHIB
nigsuimenHsa AJIT (ama"iHTpaHcaMiHa3a) y 3 abo Ginblre pasiB Bif BepXHBOI MeXKi HOpMHU
crocrepiranocs y 3,7 % MalieHTiB, SKi 0OTPUMYyBaJIH JTiKapChKuii 3aci6 Xymipa®, Tay 1,6 % maiieHTis
KOHTPOJIBHOI TPYTIX.

Y KOHTPOJ/IbOBAHUX KJIIHIYHUX JOCHIAXKEeHHIX 3 (a3u 3a y4acTio ImarieHTiB BikoM 4-17 pokiB 3
MOTiapTUKYISPHUM I0OBEHIIbHUM PeBMaTOIIHUM (iiomaTHYHUM) apTPUTOM Ta MallieHTiB BikoM 6-17
POKiB 3 eHTE3UT-aColliiioBaHUM apTpuToM mingBuineHHs AJIT y 3 abo GinbIlle pa3iB Bifg BepXHbOI MeXi
HOpPMH criocTepiranocs y 6,1 % mailieHTiB, SKi oTpUMyBasIu JTikapChbKUM 3acid XyMipa®, i1,3%
NallieHTiB KOHTPOJIbHOI Ipynu. BinbiricTs Bunapkis migsumienHs AJIT cnoctepiranocs mig 9ac
CYNIyTHBOI Tepamii MeToTpekcaToM. He cocTepiranocs migBuiienns AJIT y 3 abo Ginbliiie pa3iB Bif
BEPXHBOI MeXKi HOPMHU y KJTiIHIYHUX JOCHIAXKEeHHSIX 3 (a3u y NallieHTiB 3 MOJIiapTUKYIIPHUM
IOBEHIIbHUM DPEBMaTOIgHUM (ifionaTUYHUM) apTPUTOM BiKOM Bif 2 1o 4 pOKiB.

Y KOHTPONIbOBAHUX KITIHIYHUX JOCTIIXKEeHHSX 3 ¢a3u 3a y4acTIo HalieHTiB 3 xBopo6oio KpoHa Ta
BUPaA3KOBUM KOJIITOM 3 TPHUBAJIICTIO KOHTPOJILOBAHOTO nepiony Bif 4 go 52 tuxkHiB migsuinenss AJIT y
3 abo GinbIre pasiB Big BepxHbOI Mexki HopMu crioctepiranocs y 0,9 % matrieHTiB 060X Tpy1.

Y kninivHOMY mocnigxkeHHi 3 ¢a3u 3a yuacTio fiTed 3 xBopoboio KpoHa, e 6yIio oliHeHO
e(heKxTHUBHICTh Ta 6e3MIeKy IBOKPATHOTO BiTHOCHO MacH Tijla peXXUMY [03yBaHHS 3 IIOAaIbIINM
IIPUBEMIEHHSM [I0 PEXKUMY NO3yBaHHS BiTIOBIIHO [0 MaCH Tijla 3 TPUBAJIICTIO Tepallii 10 52 TUXKHIB,
nigsuimenHs AJIT B 3 abo Ginbile pa3iB BUllle BePXHLOI MeXKi HOPMU criocTepiranocs y 2,6 % (5/192)
TMaIi€HTiB, 4 3 IKUX OTPUMYBAJIH JIiKapChKuii 3aci6 Xymipa® Ha TJIi OMHOYaCHOr0 3aCTOCYBAHHS
IMyHOCYIIDECaHTIB.

Y KOHTPOJIbOBAHUX KJTIHIYHUX JOCHIAXKEHHIX 3 (a3u 3a ydacTIO IalieHTiB 3 OJIAIIKOBIM IICOPia30M 3
TPUBAJIICTIO KOHTPOJILHOTO niepiony Bix 12 no 24 tuxwiB nigsumenus AJIT y 3 a6o GinbIte pa3iB Big
BEPXHBOI Mexki HopMmu crioctepiranocs y 1,8 % marrienTiB 060X rpyi.



Y kniHiyHYUX mocTmimXeHHIX 3 ¢a3u y giTed 3 ONISIIKOBUM IICOPia30M He CIIOCTEPIranocs MifiBUINEHHS
AJIT y 3 abo 6inbIte pa3iB Big BEpXHLOI MEXKi HOPMH.

Y KOHTPOJIbOBaHUX KITiIHIYHUX OOCTIAXKEHHAX (ToyaTKoBa fo3a 160 Mr Ha TuxHi 0 i 80 MI Ha TUXHI 2,
a notim 40 mr 1 pa3 Ha TUXKAEHb IOUYWHAKYY 3 TUXKHA 4) 3a y4acTIO allieHTiB 3 THIMHUM
rimpameHiTOM 3 TPUBAJIICTIO KOHTPOIBOBAHOTO mepioxy Bim 12 mo 16 TuxHiB migBummenus AJIT y 3 abo
OinbIre pasiB Bif BepxHbOi Mexki HopMu crioctepiranocs y 0,3 % mallieHTiB, SKi oTpuMyBau
nikapceKumii 3aci6 Xymipa®, Ta y 0,6 % malieHTiB KOHTPOIBLHOI TPYIIH.

V KOHTPOJILOBaHMUX KIIiHIYHKX JOCIIAKEHHAX 3aCTOCYBaHHA JIIKapChKOro 3aco0y XyMipa®y mOpoCux
MallieHTIB 3 yBeiTOM TpHuBaicTio 1o 80 TuxkHiB (moyaTkoBa fo3a 80 mr Ha TuxkHi 0140 mr 1 pa3 Ha 2
TUXKHI, TIOYWHAIOYY 3 TUXKHA 1) 3 MefiaHOo0 TepMiHy JIiKyBaHHA 166,5 OHA B rpymi IiKapCbKOT0
3acoby Xymipa® ta 105,0 gHS B KOHTPOJIbHIiM rpymi, migsuments AJIT y 3 a6o Giybiie pasis Bix
BEPXHL0I MEXXH HOPMH CIocTepiranocs y 2,4 % Mal[ieHTiB rpyny JTiKapchkoro 3acoby Xymipa®© Ta

2,4 % TallieHTiB KOHTPOJIbHOI TPYTIHN.

V KOHTDPOJILOBAaHOMY [OCTiIXKeHHi 3 ¢pa3y 3aCTOCyBaHHS JTiKapChKOro 3acoby XyMipa® miTsaM 3
BHPA3KOBUM KoJIiTOM (n = 93), B sKOMY OIliHIOBanu epeKTHUBHICTh Ta 6e3neKy migTpuMyiodoi no3u 0,6
Mr/Kr (MakcumyM 40 MT) IIpy BBefleHHi OUH pa3 Ha 2 TUXHi (n = 31) Ta nigTpumyioyoi fo3u 0,6
Mr/KT (MakcumyM 40 MT) IIpy BBefleHHi IMOTHUXKHSA (n = 32) mic/isa 3acToCyBaHHS iHOYKIIMHOI [03U
3anexkHo Bif Macu Tina 2,4 mr/kr (Makcumym 160 mr) Ha TuxkHi 0 i TuxkHI 1 Ta go3u 1,2 Mr/Kr
(MakcumyMm 80 Mr) Ha TUXKHi 2 (n = 63) abo micis 3aCcTOCYyBaHHS iHAYKIIWHOI K03 2,4 MT/KT
(MakcumyMm 160 mr) Ha TuxHI 0, nane6o Ha TuxkHI 1 Ta mo3u 1,2 Mr/kr (Makcumym 80 MI) Ha THXKHI
2 (N = 30), mippumennst AJIT y 3 a6o Ginbile pa3iB Big BepXHbOI MexKi HOpMU criocTepiranocs y 1,1 %
(1/93) narieuTis.

Y kniHiyHUX BUNIPOOYBaHHSIX AJIS BCiX MOKa3aHb MalliEHTH Manu 6e3CUMIITOMHE MiBUIIIEHHS PiBHS
AJIT i B GinbIIOCTi BUMQAKiB MigBUINEHHS Oy10 MUHYIIUM i 3HUKAJIO Ha TIIi TPOMIOBXKEHHS TiKyBaHHS.
OpHak Oymu ITOCTPEECTPAllifiHi TOBiIOMIIEHHS PO BUIMIAAKY IIeYiHKOBOI HEOOCTATHOCTI Ta MEHIII
CepHo3Hi MeYiHKOBI peaktii, 10 MOXKYTh IIPU3BECTH [0 MTEYiHKOBOI HEJOCTATHOCTI, TaKi K relaTur,
BKJIIOYAlOYX ayTOIMYHHUM TellaTUT, Y XBOPUX, SIKi OTPUMYyBasu afgaaimymas.

CynyTHA Tepamnisi 3 a3aTionpuHOM/6-MepKanTONyPpHHOM

YV mocnimKeHHSIX y HOPOCTHX TMallieHTiB 3 xBopoOoio KpoHa, sKi oTpuMyBanIu TiKapchbKui 3acid
Xymipa® y KoMGiHarii 3 a3aTioNpHHOM/6-MepKaNTOIypPUHOM, CIIOCTEPiranocs MifBUIIeHHS YaCTOTH
BUHUKHEHHS HOBOYTBOPEHb Ta TAXKKUX iH(EKIIil MOPIBHAHO 3 MallieHTaMy, IKi OTpUMYyBajlu
MOHOTEpaImio TiKapchKuM 3aco6oM Xymipa®.

IToBigoMeHHs1 npo migo3proBaHi MoOiuHi peakii

[ToBimoMrneHHs mpo mo6iYHI peakiii micasg peecTpallii Tikapcbkoro 3aco0y Ma€e BaxkKJInBe
3HauYeHHA. lle gae 3MOry IpOBOOUTHA MOHITOPUHT CIiBBIIHOIIEHHS KOPUCTh/PU3UK IIPU
3aCTOCYBaHHI 1IbOTO JTiKapchKOro 3acoby. MeguuHuM Ta (papMalleBTUUHUM IIpalliBHUKaM, a
TAKOX TaIfieHTaM a0o iXHiM 3aKOHHUM IMpeaCcTaBHUKAM CJIifl IOBIOMIISITH IIPO yCi BUMIAOKU
Iigo3ploBaHUX MOOIYHUX peaklliil Ta BigCcyTHOCTI eeKTHUBHOCTI MiKapchKoro 3aco0y uepes
ABTOMaTH30BaHy iHpOpMaLiiHy cCuCTEMY 3 papMakKOHArNAAY 3a IOCUJIAHHAM:
https://aisf.dec.gov.ua.
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TepMmin npuaaTHOCTI. 2 POKH.

He crig 3acTocoByBaTH IIpernapar Iicisd 3aKiHYeHHSI TePMiHy IPUAATHOCTI.

YMoBH 30epiranus.

30epiraT y HEOOCTYIIHOMY AJig [iTei Micii mpu Temnepatypi Big 2 1o 8 °C (y X0IOOUIEHUKY) B
OpUTiHAJIbHIN KapTOHHIN yiakoBLi. He 3amopoxyBaTu.

MoxnuBe 36epiranHsa npu KiMHaTHiN TeMiepaTypi (He Buire 25 °C) npoTsarom He 6inbiue 14 mi6 y

3axMIIeHOMY Bif cBiTna micii. He BukopucToByBaTu uepe3 14 mi0 micist BUny4eHHS 3 XOIOOUIbHUKA
(HaBiTh KO MpenapaT OyB 3HOBY IOMIIIIEHUH ¥ XOJIOAUIIbHUK).

YnakosBka.

[To 0,4 M1 pO34YKMHY y IIOIIEPEIHL0 HAIIOBHEHOMY OQHOA030BOMY IUIIPULII.

[To 1 mmpuity pa3oMm 3 1 cepBeTKOI0, MPOCAKHYTOI0 70 % i30MpOMiIoBUM CIIUPTOM, BMIIIEH] Y
KOHTYPHY YapyHKOBY yIIakKoBKY. [1o 2 mnpuny (y KOHTYPHIY 4apyHKOBiH yrakoBLi 3 1 cepBeTKo0
KOXKeH) Y KapTOHHil! KOpoOIi.

KarTeropisi Bignycky. 3a peLenToM.

BupoOHHUK.
Bunyck cepii.

E608i Bioteknonomxi 'Mm0X, Himeuunna/ AbbVie Biotechnology GmbH, Germany.

Micue3HaxoKeHHsI BHPOOHHKA Ta HOI'0 ajpeca Micisa
MMPOBAAKEeHHS TisI/IbHOCTI.

Kuonsurrpacce, 67061 Jlrogsircxaden, Himeguunna/ Knollstrasse, 67061 Ludwigshafen, Germany.



