IHCTPYKLUIA
AN MegMYHOro 3acTocyBaHHA NikapcbKoro 3acoby
KOKOKCUB
(COCOXIB )
Cknapg:

girova De‘IOBVIHa:eTOpVIKOKCVI6;

1 TabneTka, BKpuTa NniBkoBOO 060OHKO, MICTUTL eTopukokcnby 30 mr, 60 mr, 90 mr a6o 120 wmr;

OOMNOMIXKHI pe4yoBUHM:LENtoNo3a MikpokpuctanivyHa (E 460), kanbuito rigpodocdat, HaTpito
Kpockapmerosa, marHito cteapart (E 470b);

rnokpummsi mabnemku.:cnvupT nonisiHinosun (E 1203), Tutany giokeug (E 171), rmiuepon MoHocTeapat
(E 471), inanrokapmiH anominin nenk (E 132)*, 3aniza okeupg xostun (E 172)*, Tansk (E 553b), HaTpito
naypuncynbdar.

*He mictuTtbes y go3yBaHHi 90 mr.
Nikapcbka hopmaTabneTkn, BKpUTI NNiBKOBOK 0OOMOHKOH.

OcHoBHi hisuKo-XiMi4yHi BNacTUBOCTI:

Tabnetku no 30 mr: gBoonykni TabneTkn a6nykononidbHoi opMu, BKPUTI NIIBKOBOK 00OOHKOH,
CUHbO-3EMNEHOr0 KONbopy, 3 TMCHEHHAM «30» 3 OOHIET CTOPOHK Ta rnagki 3 iHwoi.TabneTkn no 60 mr:
aBoonykni Tabnetkn a6nykononibHoi hopMu, BKPUTI NNiBKOBOK OBONTOHKOK, TEMHO-3EJ1EHOr0 KOMnbopy,
3 TUCHEHHAM «60» 3 ogHiel CTOPOHK Ta rnagki 3 iHWoi. TabneTkm no 90 Mr: ABOOMYKSi TabneTkn
a6nykonoaibHoT doopmu, BKPUTI MAIBKOBOK 0OOSOHKO, Bifloro konbopy, 3 TMCHEHHAM «90» 3 ogHiel
CTOPOHW Ta rnagki 3 iHwoi.TabneTkm no 120 mr: asoonykni Tabnetkn a6nykononibHoi hopMu, BKPUTI
MNNiBKOBOK OOOSTOHKOLD, B1i0-3ENEHOI0 KOMbOpPY, 3 TUCHEHHSM «120» 3 OfHIEl CTOPOHN Ta rnagki 3
iHLLIOT.

PapmakoTepaneBTUYHA rpyna

HecTepoigHi npoTM3anarnbHi Ta npoTupeBMaTu4Hi npenapatn. Kokenbu. Ko
ATC MO1A HO5.

dapmakonoriyHi BMacTMBoCTi

PapmakoguHaMika

MexaHiam fail.

ETopukokcn® € nepopanbHUM CENEKTUBHUM iHFGITOPOM LmKknookecureHasu-2 (LOIM-2) y mexax
KniHiYHOro fianasoHy 4os3.

Y npoueci KniHiYHMX hapMakooriYyHUX AOCNIMKEHb ETOPUKOKCNO Ao303anexHo iHribysas LIOIM-2 6e3
iHrioyBaHHs1 LIOI-1 npwu 3actocyBaHHi y Ao3ax ao 150Mr Ha goby. ETopmkokcnb He iHribye cuHTes
npocTarnaHgvHiB LUyHKa Ta He BNAnBae Ha dhyHKLUito TpombouuTis. LiMknookcureHasa signosigae 3a
YTBOPEHHS NpocTarnanaunHiB. loeHTundikosaHo agi isopopmu - LIOM-1 ta LJOI-2. LIOI-2 € isogopmoto
depMEHTY, WO iHAYKYETbCS iIMNYIbCOM Npo3ananeHHs Ta po3rnagaeTbCs K OCHOBHMI dhakTop, Lo
BiQMNoBigae 3a CMHTE3 MPOCTaHOIAHMX MediaTopiB 6onto, 3ananeHHst Ta rapsyku. LLOM-2 takox 3agisHa
y npoLecax OBynsLUil, iMAnaHTauil Ta 3akpuUTTa apTepianbHOI MPOTOKN, perynauii gyHKLiT HAPOK Ta
LeHTpanbHOI HEPBOBOI cucTeMM (IHAYKLIS rapayku, BigdyTTa 60010, KOTHITMBHA GOYHKLiS), TAKOX MOXe
©patu yyacTb y npoueci 3aroeHHsa Bupasok. LIOIM-2 6yno igeHTndikoBaHO y TKaHWHI HABKOO BUPa3Ku
LUMYHKA Y NIIOOMHK, ane 3Ha4YeHHS Ans 3aroeHHsi BUPasky He BCTAHOBIEHO.

EdeKkTUBHICTb.

Y navuieHTiB 3 ocTeoapTpuToM eTopmkokcmd y Aosi 60 mr 1 pas Ha o0y 3Ha4YHO MOKpaLLye CTaH npu
0onax Ta OUiHKY naujieHTa WOoAO CTaHy 3axBopoBaHHS. Lli no3nTuBHI edhekTn cnocrepiranmcs BXxe Ha
OpYyrvi AeHb NikyBaHHSA i 30epiranvcs NnpoTarom nepiogy Ao 52TnxkHIiB. Y npoueci AoCnigXeHb i3
3acTocyBaHHAM eTopukokcnby B o3i 30 Mr 1 pa3 Ha Joby edheKTUBHICTb LibOro JlikapCbkoro 3acoby
nepesuLLyBarna nnauedo NnpoTarom 12TWKHIB NiKkyBaHHSA (BUKOPUCTOBYBANMCA TakKi OLLIHKK, LLO i B iHLLMX


https://likicontrol.com.ua/%D0%B4%D1%96%D1%8E%D1%87%D0%B0+%D1%80%D0%B5%D1%87%D0%BE%D0%B2%D0%B8%D0%BD%D0%B0
https://likicontrol.com.ua/%D0%B4%D0%BE%D0%BF%D0%BE%D0%BC%D1%96%D0%B6%D0%BD%D1%96-%D1%80%D0%B5%D1%87%D0%BE%D0%B2%D0%B8%D0%BD%D0%B8
https://likicontrol.com.ua/%D0%BB%D1%96%D0%BA%D0%B0%D1%80%D1%81%D1%8C%D0%BA%D0%B0-%D1%84%D0%BE%D1%80%D0%BC%D0%B0
https://likicontrol.com.ua/%D0%BE%D1%81%D0%BD%D0%BE%D0%B2%D0%BD%D1%96-%D1%84%D1%96%D0%B7%D0%B8%D0%BA%D0%BE-%D1%85%D1%96%D0%BC%D1%96%D1%87%D0%BD%D1%96-%D0%B2%D0%BB%D0%B0%D1%81%D1%82%D0%B8%D0%B2%D0%BE%D1%81%D1%82%D1%96
https://likicontrol.com.ua/atc-%D0%BA%D0%BB%D0%B0%D1%81%D0%B8%D1%84%D1%96%D0%BA%D0%B0%D1%86%D1%96%D1%8F/
https://likicontrol.com.ua/atc-%D0%BA%D0%BB%D0%B0%D1%81%D0%B8%D1%84%D1%96%D0%BA%D0%B0%D1%86%D1%96%D1%8F/
https://likicontrol.com.ua/%D1%84%D0%B0%D1%80%D0%BC%D0%B0%D0%BA%D0%BE%D0%B4%D0%B8%D0%BD%D0%B0%D0%BC%D1%96%D0%BA%D0%B0

pocnimpkeHHnax). MNMigyac gocnigxeHHs niabopy 403K eToOpUKOKenb y fosi 60 Mr 4eMOHCTpyBaB 3HAYHO
BinbLU BUpaXkeHe NokpaLLleHHs, HiX y Ao3i 30 Mr, WoAo YCiX TPbOX OCHOBHMX KiHLIEBUX TOYOK Nicns
B6TWXKHIB NiKyBaHHSA. 3acTocyBaHHA 4031 30 Mr Npu OCTE0APTPUTI KACTI HE BUBYANoCs. YNauieHTiB 3
peBMaTtoigHUM apTpuTom eTopukokemb y fo3si 60 mr ta 90 Mr 1 pa3 Ha Joby 3Ha4YHO MoKpaLlyBaB CTaH
OO0 BMpaXXeHOCTi Bonto, 3ananeHHs, a TakoX PyXnMBOCTI. Ynpoueci 4ocnimMKeHb 3 OLiHKK 003 60 mr
Ta 90 Mr NO3nTMBHI edhekTn 30epiranmca NpoTAarom 12-TXHEBOro nepioay NikyBaHHS. Y NPOLECi
OOCTiAXKEHHS 3 OLiHKK 403K 60 Mr nopiBHAHO 3 go3oto 90 mr, obnaBa [03yBaHHSA ETOPUKOKCMOY - 60 Mr
1 pa3 Ha goby Ta 90 mr 1 pa3 Ha goby - 6ynu Ginbl edbekTUBHI, HxX Nnauebo. Jo3a 90 mr Gyna
edekTuBHiLLA, Hi>XX Ao3a 60 Mr, BignoBigHO Ao MeToay 3aranbHoi ouiHkM 6onto nadieHTie (0-100 mm
BidyanbHa aHarnorosa Lukana) 3i cepeaHim nokpaileHHsam -2,71 (95% [l: -4,98; -0,45).

Y nauieHTiB 3 Hanagamu rocTporo NOAArpPUYHOr0 apTpUTy eTopmkokend y Aosi 120 mr 1 pas Ha [oby
npoTsroMm 8 gHiB nonerwysas Ginb y cyrnobax cepeqHbOoro Ta TSKKOro CTYNeHs Ta 3anareHHs
MOpPIBHAHO 3 iHAOMeTaunHoM y A03i 50 Mr 3 pa3u Ha Ao0y. 3MEHLLEHHSI BUpaXXeHOoCTi 6oro
CMOCTepIraeTbCs BXe Yyepes 4 roguHun nicnga noyaTky nikyBaHHA. YnaLuieHTiB 3 aHKINo3yunm
crnoHauniTom eTopukokend y gosi 90 mr 1 pas Ha goby 3abesnevye 3Ha4YHe NOKpaLLEeHHS nNpu 6osto y
xpebTi, 3ananeHHi, 0GMexeHHi pyxiB, a TakoX NokpaLLye PyHKUioHanNbHy 34aTHICTb. KniHiyHi nepesaru
€TOPUKOKCMOY CrocTepiranncst Ha Apyrui AeHb nicnga novaTky Tepanii i 36epiranncsa ynpogosx 52-
TWXXHEBOTO nepiogy NikyBaHHA. Y npoLueci Apyroro 4OCNIAXEHHS 3 OLiHKM 4o3n 60 Mr MOpiBHSHO 3
no3soto 90 mr, eTopukokemd y nosi 60 mr 1 pas Ha oy ta 90 mr 1 pa3 Ha goby NpoaeMOHCTpyBaB
CXOXY edeKTUBHICTb NOPIiBHAHO 3 HanpokceHoM 1000 Mr WwoAeHHo. Y nauieHTiB, aKi He LEeMOHCTpyBanu
aZekBaTHOI BiAMOBIAi Nig Yac 3acTocyBaHHA 403K 60 Mr WOAEHHO NPOTAroM 6TWXKHIB, NiABULLEHHSA JO3N
00 90 Mr WwoaeHHO NoKpaLlyBaro OLiHKY iHTEHCUBHOCTI 6omto y cnuHi (0-100 mm BidyanbHa aHanorosa
LUKana) NopiBHAHO 3 NPOAOBXEHHSM npunomy 60 Mr LWoAeHHO, 3i cepefHiM nokpaleHHam -2,70 (95%
[l -4,88; -0,52).

IMig Yac kniHiYHOro gocnimKeHHs nicnsonepadiiHoro 3y6Horo 60510 eToprkokeno y gosi 90mr
3acTocoByBanu 1pas Ha goby 4o TpbOX AHIB. Y Mmiagrpyni nawuieHTiB 3 NoMipHUM 601eM y no4aTkoBOMY
cTaHi eTopukokcnb y aosi 90 Mr 4emMoHCTpyBaB 3HebontoBanbHUM edekT, NoaibHMn 4o Takoro B
idbynpodpbeHy 600 mr (16,11 npotn 16,39; P = 0,722), i nepesBuLLyBaB edeKT napavletamony/kogeiny 600
mr/60 mr (11,00; P <0,001) i nnaue6o (6,84; P <0,001), L0 BM3Ha4anocs 3a noka3HMKOM MOBHOrO
nonerweHHs 6onto Yyepes 6 roanH (TOPARG). KinbkicTb nauieHTiB, ki NOBiAOMNSANM NPO 3aCTOCYBaHHS
nikapcbknx 3acobiB ekCcTpeHoro 3HeboneHHst npoTtarom 24 rogvH, cknana 40,8% y rpyni 3acTocyBaHHS
eTopukokenby 90 mr, 25,5% y rpyni 3actocyBaHHs1 ibynpodeHy 600 Mr KoxxHi 6 roguH i 46,7 % y rpyni
3acTocyBaHHA napaueTtamony/kogeiny 600 mr/60 Mr koXxHi 6 roanH NOpPIBHAHO 3i 76,2% nauieHTiB, ki
npunmanu nnauebo. Y uboMy OOCHIOKEHHI NoYaTok aHanre3mBHOI Aii (BigydyTHe nonerweHHsa 6onto) 90
Ml eTOPMKOKCMOY criocTepiranocs Bxe Yepes 28 XBUITWH MiCris NPUIOMY JlikapCbKoro 3aco0y.

Besneka.

MixHapoAHa JochigHuLbKa Nporpama TPUBarnoro 3aCTOCYBaHHA €TOPUKOKCMOY i AMKNodeHaky npu
aptputi (MEDAL).

Mporpama MEDAL 6yna npocnekTMBHO po3pobeHo NporpamMoro BiGHOCHO pesynbTaTiB LWoao
6e3neku 3 6OKy cepLeBO-CYAMHHOI CUCTEMU, OTPUMAHUX 3a 00’ eaHAHMMU AaHUMMK TPbOX
paHOO0Mi30BaHWUX, MOABIAHO CIiMMX, KOHTPOSTbOBAHMUX aKTUBHUM JTiKapCbKUM 3aCOB0M MOPIBHAHHS
pocnigxeHb (gocnigpkeHHs MEDAL, EDGE Il i EDGE).

Y pocnigxeHnHi MEDAL, o 6yno HanpaBneHe Ha BU3HAYEHHs1 BNAMBY Ha CEPLIEBO-CYAMHHY CUCTEMY,
6panu ydactb 17804 nauieHTn 3 octeoaptputom (OA) i 5700 — 3 peBmatoigHnm aptpuTtom (PA), siki
3acTocoByBanu etTopukokend y aosi 60 mr (OA) um 90 mr (OA i PA) abo guknodeHak y aosi 150 mr Ha
[oby npotsarom y cepegHbomy 20,3 micaua (MakcumansHo — 42,3 micsaus, megiaHa — 21,3 micaus). Y
LbOMY OOCTiAKEHHI Oynn 3adiKCOBaHI TiNbKM CEPNO3HI MOBIYHI peakLii Ta MPUNUHEHHSA MPUIROMY
nikapcbkoro 3acoby BHACNiAOK BUHUKHEHHS ByAb-SKMX NOBIYHNX peaKLin.

Y npoueci gocnigxeHb EDGE i EDGEIl nopiBHIOBanu LUMyHKOBO-KULLKOBY NEPEHOCUMMICTb
eTopuKokcnby i auknodeHaky. Y gocnigpxeHHi EDGE 6panu ydactb 7111 nauieHTiB 3 OA, siki
3acTocoByBanu eTopukokend y aosi 90 mr Ha goby (y 1,5 pasa BuLle pekoMeHAOBaHOI 403K AN
nikyBaHHA OA), abo auknodeHak y osi 150 mr Ha foby npoTsarom y cepegHbomy 9,1micaus (Makcumym
— 16,6 micaus, megiaHa — 11,4 micaugq). Y gocnigxenHi EDGE |l 6panu yyactb 4086nauieHTiB 3 PA, dki
OTpUMYBanu nikyBaHHA eTopukokcnbom y osi 90 mr Ha goby abo guknodgeHakom y 0o3i 150 mr Ha
noby npoTarom y cepegHbomy 19,2 micaua (Makcumym — 33, 1micaus, megiaHa — 24 micsi).



Y o6’egHaHii nporpami MEDAL 6paB ydactb 34701 nauieHT 3 OA i PA, skuin oTpumyBaB nikyBaHHS
ynpoaoBX nepiogy B cepegHbomy 17,9 micaus (makcumym — 42,3 micaud, megiaHa — 16,3 micaug);
npnbnusHo 12800 nauieHTiB OTpUMyBanu NikyBaHHA NoHag 24 Micaui. YnauieHTiB, 3apeecTpoBaHnX y
uin nporpami, 6ynu pi3Hi N0YaTKOBI YNHHMKN PU3UKY LLIOAO CEPLIEBO-CYANHHOT CUCTEMM i LLIMYHKOBO-
knwkoBoro Tpakty (LUKT). MNauieHTn 3 HewoaaBHO nepeHeceHnM iHhapKToM Miokapaa,
A0PTOKOPOHAPHUM LLYHTYBaHHAM ab0 YepesLUKIPHOK KOPOHAPHOK aHrionacTUKO YNPOAOBX 6
MicAUiB A0 peecTpauii B AOCNIAXKEHHI Oyny BUKMOYEHI 3 AOCNIMKEHHS. Y OOCNIAXKEHHSAX Oyno
[03BOJSIEHO 3aCTOCYBaHHS racTpONPOTEKTOPHMX MiKapCbKMX 3acoBiB i aueTuncaniumnoBol KUCOTH Y
HM3bKUX o3ax.3azanbHa beasrneka.

He Gyno cyTTeBMX BiAMIHHOCTEN Y 4aCcTOTi TPOMBOOTUYHUX CEPLEBO-CYAMHHUX YCKIaAHEHb Npuy
3aCTOCYBaHHi ETOPUKOKCUOY i anknodeHaky. KapaiopeHanbHi nobiYHi peakLii yacTilwe cnocTtepiranucs
npv 3aCTOCyBaHHi €TOPUKOKCUBY, HxXX AMKNnodeHaky; Lern edekT 6yB 40303anexxHNM (4etansHo npo
pe3ynbTaTti AnB. HMx4e). [NobidHi peakuii 3 6oky LLUKT i nedviHkM BUHMKanN® 3Ha4yHO YacTile npu
3aCTOCYBaHHI ANKNOGEHAKY, HiXXK ETOPUKOKCUOY. YacToTa BUHUMKHEHHS MNOBIYHMX peakLin y
pocnimpkeHHsax EDGE i EDGEII, a Takox nobiyHMX peakLint, LWo po3rnsaanucs sk cepio3sHi abo Taki, Lo
Npu3BOAATbL A0 BiAMIHM nikapcbkoro 3acoby B gocnimxkeHHi MEDAL, 6yna BuLLOK Npu 3aCTOCYBaHHi
€TOPUKOKCUOY, HiXXK ONKNOdEHAKY.

Gesneka wodo cepyeso-cyOuHHOI cucmemu.

YacTtoTa niaTBepaKeHNX TPOMOOTUYHUX CEPLEBO-CYANHHUX CEPNO3HMX NOBIYHMX peaKLin (BKroyaun
peakuii 3 60Ky cepus, LepebpoBacKkynapHi peakuii i peakuii 3 6oky nepugepuyHmx cyauH) oyna
MOPIBHAHHOIO B ETOPUKOKCUBY i AnknodeHaky (gaHi nigcymoBaHo B Tabnuui1). He 6yno cytTeBux
BiAMIHHOCTEN y NOKa3HMKax YacTOTN TPOMOOTUYHUX YCKIMALHEHb NPY 3aCTOCYBaHHI €TOPUKOKCUBY i
OVKnodeHaky B yCix npoaHanizoBaHux nigrpynax, BKNOYaymM NauieHTiB i3 KapaioBacKynspHUM
puankom. MNprokpeMomy po3rnsagi BigHOCHUIN PU3NK BUHUKHEHHS NIATBEPLOXKEHUX CEPNO3HNX
TPOMOOTUYHUX NOBIYHMX peakLi 3 GOKy cepLeBO-CyaUHHOT CUCTEMU NMPU 3aCTOCYBaHHI €TOPUKOKCHOY B
0o3i 60 mr abo 90 mr i guknodgeHaky B Ao3i 150 Mr 6yB 0gHAKOBUM.

Tabnuus1

[Moka3HMKM NiaTBEPAKEHUX TPOMOOTUYHUX YCKITagHEHb 3 BOKY cepLeBO-CyaANHHOT cuctemmn (06’egHaHa
nporpama MEDAL)

ETopukokcnd OuvknodeHak [MopiBHAHHA MiX
rpynamm nikyBaHHsi
(N=16819) (N=16483)
YcknagHeHHs 25836 navjieHTo-pokiB 24766 navjieHTo-pokiB
MNokasHukt NokasHukt BigHocHWIM pur3mk
(95% Al) (95% Al) (95% Al)

MigTBEpoKeHi cepino3Hi TPOMOOTUYHI NOBIYHI peakLii 3 00Ky cepLeBO-CyANHHOT CUCTEMMU

3a NPOTOKOIOM 1,24 (1,11, 1,38) 1,30 (1,17; 1,45) 0,95 (0,81; 1,11)

3a HaMipoM MiKyBaTHCS 1,25 (1,14; 1,36) 1,19 (1,08; 1,30) 1,05 (0,93; 1,19)

MigTBEepoKeHi ycknagHeHHs 3 6oky cepus

3a NPOTOKOIOM 0,71 (0,61; 0,82) 0,78 (0,68; 0,90) 0,90 (0,74; 1,10)

3a HamipoMm nikyBaTuUcs 0,69 (0,61; 0,78) 0,70 (0,62; 0,79) 0,99 (0,84;1,17)

MigTBEpOKEHI LLepebpoBacKynsipHi yCKIagHEHHS

3a NpoTOKONIOM 0,34 (0,28; 0,42) 0,32 (0,25; 0,40) 1,08 (0,80; 1,46)
3a Hamipom 0,33 (0,28; 0,39) 0,29 (0,24; 0,35) 1,12 (0,87; 1,44)
nikyBaTucs

MigTBEpOYKEHI YyCKNagHeHHs 3 60Ky nepmndepuyHnX CyanH




3a npoToKonom 0,20 (0,15; 0,27) 0,22 (0,17; 0,29) 0,92 (0,63; 1,35)

3a Hamipom 0,24 (0,20; 0,30) 0,23 (0,18; 0,28) 1,08 (0,81; 1,44)
nikyBaTucs

TYcknagHeHb Ha 100nauieHTo-pokis; [ - goBipunn iHTepBan.
N - 3aranbHa KifbKiCTb NaUieHTiB y nonynsLil 3a NpOTOKOMOM.

3a NpoTOKONOM: yCi yCKNnagHeHHs nig Yyac gocnigkyBaHoi Tepanii abo npotarom 14 gHis nicns i
NPUNUHEHHS (32 BUHATKOM NALEHTIB, SIKi NPUAHANKN <75% [ocnigKyBaHOro nikapcbkoro 3acoby
abo npuiManu HegocrniaXKyBaHi HecTepoigHi npoTusananeHi 3acodu (HIM33) >10% Bcboro
nepioay).

3a HamipoM nikyBaTUCSA: BCi MiATBEPOXKEHI YCKNAQHEHHS 40 3aKiHYEHHS OOCNIMKEHHSA (Y T. Y. y
naujieHTiB, SIKi MOrMK 3a3HaTy BTPYYaHHS, HE NOB’A3aHOr0 3 AOCIiAKEHHAM, 3 Mo4anbLUMM
NPUNUHEHHAM NPUIAOMY AOCHILKYBAHOrO JiKapCbkoro 3acooy).

3aranbHa KinbKiCTb paHaoMi3oBaHUX nauieHTiB: 17412 y rpyni eTopukokcuby i 17289 y rpyni
ONKNnodeHaky.

[Moka3HMK cepLeBO-CyaNHHOI CMEPTHOCTI, K i 3aranbHOi CMepTHOCTI, OyB NoAibHUM y rpynax nikyBaHHs
€TOPUKOKCNBOM i AUKNOGEHAKOM.

KapdiopeHarsbHi ycKrnaOHeHHS.

Mpun6nmnaHo 50% nauieHTiB, NPUUHATUX Y AgocnigxeHHa MEDAL, manu apTepianbHy rinepTeHsio B
aHaMHe3i Ha noyaTkoBOMY eTarni. Y LbOMy OOCHILXKEHHI YacToTa NPUNMHEHHS NiKyBaHHS YHACIAOK
BUHMKHEHHSA MOBIYHNX peakuii, NoB’a3aHnX 3 apTepianbHo rinepTeHsieto, byna cTaTUCTUYHO 3HAYHO
BULLIOIO Y IpynNi 3aCcTOCyBaHHSI ETOPUKOKCUBY, HiX y rpyni anknodeHaky. Yactota Takoi nobiuHoi peakuii,
SIK 3aCTiiHa cepueBa HegoCTaTHICTb (MPUMMHEHHSI NPUAOMY NiKapCbKOro 3acoby i Cepro3aHi peakuii),
Oyna aHanoriyHor Ak Npy Npunomi eTopmkokcmdy 60 mr, Tak i npy npunomi guknodeHaky 150 wr,
NpoTe YacToTa BUMHUKHEHHSI LIMX peakLin Oyna BULLOK Npu Npunomi eTopnkokcnby 90 Mr nopiBHSHO 3
anknogeHakom 150 Mr (CTaTUCTUYHO 3HaYyLLa Pi3HULS NPW MPUROMi eTOpMKOKCMOy 90 Mr NOPIBHSHO 3i
150 mr gmknodpeHaky B rpyni OA MEDAL). YacToTa nigTBepmkeHnx nobivyHMX peakLini, NoB’a3aHnx i3
3aCTiNHOK CEpPLIEBOID HEQOCTATHICTIO (ABULLA, WO Oynn cepro3HMMu i BUMaranu rocnitanisadii abo
HeBigKnagHoi gonomMoru), Oyna He3Ha4YHO BULLIOK NMPW MPUINOMI ETOPUKOKCUOY MOPIBHSAHO 3 MPUIAOMOM
avknodpeHaky 150 mr, i uen edbekT 3anexan Big 403W. YacToTa NPUNUHEHHS NiKyBaHHA yHACigoK
BUHMKHEHHSA MOBIYHNX peakuin, NoB’a3aHnx 3 Habpsikamu, Gyna 3HayHO BULLIOK NpY NPUAOMI
€TOPUKOKCNBY NOPIBHAHO 3 NpuromMoM auknodeHaky 150 mr, i uen edekT 3anexas Big 403u
(cTaTMcTMYHO 3HauYyLLa pPi3HMLSA NPy NPpUMOMi eTopuKokcrby 90 Mr, ane He eTopuKokcudy 60 mr).

KapgiopeHanbHi pesynbtatu, oTpumaHi B gocnigxkeHHsx EDGE i EDGEII, sBignosiganu gaHum, npo ski
nosigomnanocs B gocnigkeHHi MEDAL.

B okpemux gocnimpkeHHsix nporpamy MEDAL abcontoTHa YactoTa NpUNMHEHHs NMikyBaHHs B Oyab-siKin
rpyni nikyBaHHa eTopukokcmoom (60 mr abo 90 mr) ctaHoBuna o 2,6% npu apTepianbHin rinepTeHsii,
00 1,9% npu Habpsikax i o 1,1% npu 3acTinHin cepLeBii HEAOCTATHOCTI, NPY LIbOMY BULLA YacToTa
BigMiHM nikapcbkoro 3acoly cnocTtepiranacs y pasi npuiomMy eTopukokcnby 90 mr, Hixx 60 mr.

Pe3ynbmamu wiiyHKO80-KUWKOBOI nepeHocumocmi 8 ripozpami MEDAL.

3Ha4YHO MEHLUMI NOKa3HUK BiAMIHM MiKapCbKOro 3acoby BHACMIAOK BUHUKHEHHS Byab-SKOro KniHiYHOro
ycknagHeHHs 3 6oky LUKT (Hanpuknag, gucnencii, abaomiHanbHoro 600, BUpasku) cnoctepirascs npu
3aCTOCYyBaHHi ETOPUKOKCUOBY, HixXK MPX 3aCTOCYyBaHHI AUKNOMEHAKY, B KOXXHOMY 3 TPbOX AOCIiAKEHD
nporpamu MEDAL. NMoka3HMKM BigMiHW NikapcbKoro 3acoby BHACNigoK KMiHIYHUX peakuin 3 6oky LLUKT
Ha 100 nauieHTo-poKiB 3a BeCb Nepioa AOCNIMKEHHS Oynu Takumun: 3,23 Ans eTOpuKokcuoy i 4,96 ons
anknodpeHaky B gocnigkeHHi MEDAL; 9,12 ana etopukokenby i 12,28 ons anknodeHaky B
pocnigkeHHi EDGE; 3,71 onsa etopukokenOy i 4,81 ona guknodeHaky B JOCHiXKEHHI
EDGEIl.Pe3ynsmamu npozpamu MEDAL w000 6e3sneku dns LLKT.

3aranbHi peakuii 3 6oky BepxHboro Biaginy LUKT 6ynun Bu3HayeHi 9k nepdopallii, BUpasku i KpOBOTEM.
Migrpyna 3aranbHux peakuin 3 60oky BepxHboro Biaginy LLUKT, ski BBaxxanucsa ycknagHeHMn, BKoYana
nepdopadii, 06CTpyKLii Ta ycKragHEHi KpOBOTEYI; migrpyna 3aranbHUX peakLi 3 60Ky BEpXHbOro
Bigainy LWKT, ski BBaxkanucsa HeyckrnagHeHMMU, BKIloYana HeycknagHeHi KpoBoTeui | HeyCKnaaHeHi



BMpasky. 3HaYHO MEHLLWI NOKa3HWMK YaCTOTU 3aranbHuX peakuin 3 6oky BepxHix Bigainis LLUKT
crocTepiraBcsi Npy 3aCcTOCyBaHHI ETOPUKOKCMOY, HixXX Npy 3acToCyBaHHi AuknodeHaky. He 6yno
CYTTEBOI Pi3HULi MiXK ETOPUKOKCUBOM i AUKNOEHAKOM LLOAO MOKa3HUKa YaCcTOTK YCKIMaLHEHNX peakLin.
Onanigrpynu Takux peakuin, sk kpoBoTeda y BepxHboMy Biadini LLUKT (o6’eaHaHi ycknagHeHi i
HeycknagHeHi), He B6yno cyTTEBOI BiAMIHHOCTI MiXX eTOpMKOKCUBOM i AnknodgeHakom. MNepesara
€TOPUKOKCMOY LLI0AO0 BMMBY Ha BepxHin Biaain LUKT nopiBHAHO 3 AuknodeHakom He Byna cTaTuCTUYHO
3HaYYLLO0 Y NaLieHTiB, SAKi 04HOYaCHO 3aCTOCOBYBanu aueTuncaniumMnoBy KACNOTY B HU3bKNX J03aX
(npu6nuaHo 33% nauieHTiB).

MokasHuk yacTtoT Ha 100 nauieHTo-poKiB NIOTBEPIPKEHNX YCKITAOHEHMWX | HEYCKNaAHEHUX KNiHIYHMX
peakuin 3 6oky BepxHboro Biaainy LUKT (nepdopalii, Bupasku i kpoBoTeui) ctaHoBuB 0,67 (95% [
0,57; 0,77) npun npuromi etopmkokenody i 0,97 (95% [l 0,85; 1,10) npu npuiiomMi anknogeHaky, Nnpu
LubOMy BigHOCHMI pusnk ctaHosus 0,69 (95% Al 0,57; 0,83). BusHayaBcs NOKa3HWMK 4aCcTOTK
nigTBepKeHUX peakLin 3 6oky BepxHboro Biaainy LUKT y nauieHTiB NiTHbOro Biky; HanbinbLue
3HWKEHHSI cnocTepiranocs y naujieHTiB Bikom =75 pokis (1,35 [95% [ 0,94; 1,87] peakui Ha 100
nauieHTiB-pOKiB NpWU MPUINOMI ETOPUKOKCUOY NOpPIBHAHO 3 2,78 [95% [l 2,14; 3,56] npn npuiiomi
AnknogeHaky).

[MokasHWKKM YacToTu NiATBEPKEHUX KITIHIYHUX peakuin 3 6oky HkHboro Biaainy LUKT (nepdopauis
TOHKOro abo TOBCTOrO KULLEYHMKY, OBCTPYKLisS abo KpoBOTEYa) CTAaTUCTUYHO He BiOPI3HANUCS npu
3aCTOCYBaHHi ETOPUKOKCUOY i AMKIodeHaky.

Pesynbmamu npozpamu MEDAL w000 6e3rneku 0515 neYiHKu.

ETopukokcnb ByB acouinoBaHUn 3i CTaTUCTUYHO 3HAYHO MEHLLIOK YacTOTOR BiAMiHW NiKapCbKOro
3aco0y yHacnigok BUHMKHEHHS MOBIYHUX peakLii 3 GOKyY MeYiHKK, Hixk guknodeHak. Y ob’eaHaHin
nporpami MEDAL 0,3% naui€eHTiB, ki 3aCTOCOBYBarn eTOPUKOKCUO, i 2,7% nauieHTiB sKi
3aCTOCOBYBany AvKIogeHak, NPUNMHUIIN 3aCTOCYBaHHA NiKapCbKoro 3acoby BHACNiAOK BUHUKHEHHS
noGiYHMX peakLi 3 60Ky nediHku. MokasHuk Ha 100nauieHTo-pokiB ctaHoBMB 0,22 Npu 3aCTOCYBaHHI
€TOpUKOKCKOBY i 1,84 npu 3acTocyBaHHi auknodeHaky (p-3HavyeHHst 6yno <0,001 ons eTopukokcuoy
nopiBHSAHO 3 auknodeHakom). MpoTe B nporpami MEDAL 6GinbLuicTe NoGiYHMX peakuin 3 6OKy neviHku
Oynn Hecepno3HMMM.

Oopatkosi AaHi 3 6e3nekun Ans cepLeBo-CyANHHOT CUCTEMM OO0 TPOMOOTUYHUX YCKNaaHEeHb. Y
NPOLIECi KMiHIYHMX AOCHioKEHb, 32 BUHATKOM AocrigxeHb nporpamu MEDAL, npubnuaHo 3100
nauieHTiB OTpUMYyBanu eTopukokcmo y gosax =60 Mr Ha goby ynpodoBx 12 TWxHIB | goBlie. He 6yno
3HaYyLLOl BiAMIHHOCTI NOKa3HWUKIB NiATBEPAXKEHUX CEPNO3HUX TPOMOOTUYHUX CEPLEBO-CYANHHUX
yCKNagHeHb y NaLieHTiB, siKi MpuiManm eTopukokeno y gosi 260 mr, nnaue6o abo iHwi HIM33 (3a
BMHSATKOM HanpoKceHy). [poTe YacToTa Takmx peakLii Oyna BULLIOK Y NaLieHTiB, Ski oTpuMyBanm
€TOPUKOKCNO, MOPIBHSAHO 3 TUMM, XTO OTPMMYBAB HanpokceH y Ao3i 500 mr 2 pa3un Ha foby. BigmiHHICTb
AHTUTPOMOOTUYHOT aKTUBHOCTI Mixk Aeakummn HM33, wo iHridytoTs LLOM-1, i cenektmBHuMY iHriGiTopamu
LIOIM-2 moxxe 6yTW KMiHIYHO 3HAYYLLIOK Y NALEHTIB rPyny PU3NKY BUHUKHEHHSI TPOMBOEMOOIYHUX
ycknagHeHb. CenekTusHi iHriGiTopy LIOM-2 3HNXyOTb YTBOPEHHSA CUCTEMHOrO (i TOMY, MOXIMBO,
eHpoTenianbHOro) NPoCcTaumMKniHy 6e3 BnnmBy Ha TpoMbouuTapHUn TpoMBokcaH. KniHivyHe 3HavyeHHs
LMX JaHUX HeBigome.

HopaTtkoBi AaHi wogo 6esneku ans LLUKT.

Mig yac gBox 12-TXKHEBMX NOABIMHO CAIMUX €HOOCKONIYHNX OOCHIOXEHb KYMYIATUBHA YacToTa
BVMHUKHEHHS racTpoAyoAeHarnbH1X BMpa3ok Oyna 3Ha4yHO HIDKYOK Y MALEHTIB, SIKi 3aCTOCOBYBanm
eTopukokecnb y osi 120 Mr 1 pas Ha goby, Hixk y nauieHTiB, siki 3aCTOCOBYBarnu HanpokceH y Aosi 500 mr
2 pa3n Ha 0oby abo ibynpodeH y 0o3i 800 mr 3 pa3n Ha 4oby. YacToTa BUHUKHEHHST BUPa3ok Oyna
BUMLLOIO MPUM 3aCTOCYBaHHI €TOPUKOKCUOY, Hixk nnauedo.JocnimkeHHss dyHKLIT HAPOK Y NauieHTiB

NiTHLOrO BIKY.

Y npoueci paHgoMi30BaHOro, MOABINHONO Crinoro, nnauebo-KOHTPObOBAHOMO AOCHIIKEHHS 3
napanenbH1UMKU rpynamMm oLiHoBaBcs BNAnB 15-4eHHOro nikyBaHHA eTopukokcmdom (90 mr),
uenekokcnbom (200 mr 2 pasu Ha goby), HanpokceHoMm (500 mMr 2 pasu Ha Joby) i nnauebo Ha
BMBEOEHHS HaTpilo 3i ceyeto, apTepianbHUA TUCK Ta iHLWI MOKa3HUKN PYHKLiT HUPOK Y NaLieHTIB BIkOM
Big 60 go 85 pokiB, Aki goTpumyBanuca gietn i3 Bmictom coni 200 mEks Ha gofy. ETopukokenb,
LileNeKoKenb i HaNpPOKCeH Manu nofibHWI BNAVMB Ha BUBELAEHHS HATPIO 3i ceveto Npu 2-TUXKHEBOMY
niKyBaHHi. YCi akTMBHI Nikapcbki 3acobu NOPIBHAHHSA MoKasanu NigBULLIEHHS Woa0 nnauebo
CUCTOSIYHOMO apTepianbHOro TUCKY, MPOTe eTOPUKOKCNO acoLitoBaBCs 3i CTaTUCTUYHO 3HAYYLLMM
NigBULLEHHSM Ha 14-11 feHb NOPIBHSAHO 3 LIENTEKOKCMOOM i HAanpOKCEHOM (cepeaHsa 3MiHa CUCTOMIYHOMO




TMCKY NMOPIBHSHO 3 NOYATKOBUM PiBHEM: €TOPUKOKCUG 7,7 MM PT. CT., Llenekokcnb 2,4 Mm pT. CT.,
HarnpokceH 3,6 MM pT. CT.).PapmMakoKiHeTUKa

Abcopbuis.

ETopukokcnb 0obpe BCMOKTYETLCSA Npy NepopanbHOMY npunomi. AGcontoTHa 6iogoCTymnHICTb
cTaHoBuUTb Npubnu3Ho 100%. Micna npuromy 120 mr 1 pa3 Ha 4oby A0 AOCATHEHHS PiBHOBaXHOro
CTaHy MakcumarbHa KOHLIEHTpaLis y nra3mi KpoBi (cepeHe reomeTpuyHe 3Ha4eHHst Cmax=3,6 MKr/mit)
crnocTepiraetbcst NpnbnunsHo Yepes 1 rogmHy (Tmax) nicns npuomMy gopocnumn Hatwe. CepeaHe
reomeTpuyHe 3HadeHHss AUCO-24hr ctaHoBuTb 37,8MKrxrog/mn. Y mexax KniHiYHOro 4o3yBaHHS
hapMakoKiHETMKA ETOPUKOKCUDY € MiHINHOLO.

Mpu npuinomi eTopukokcnby B Ao3i 120 mMr nig Yac ign (ia 3 BUCOKMM BMICTOM XXUPIB) He
crocTepiranocs BNAUBY Ha CTyniHb abcopOuii eTopunkokendy. LLiBnakicte abcopbuii amiHoBanacs, Lo
XapaKkTepunayBanoch 3HmkeHHAM Cmax Ha 36% Ta 36inbleHHAM Tmax Ha 2rogunHun. Taki gaHi He
pPO3rnagarnTbCa AK KIiHIYHO 3HadyLwi. [ig Yyac kniHiYHMX gocnigpkeHb eTOPUKOKCMO 3acTocoByBanm
He3aneXHo Bif, BXXUBaHHSA TXi.

Po3snodin.

ETopukokcnb npmnbnnsHo Ha 92% 3B’s3yeTbca 3 Ginkamu nnasMmu KpoBi NMIOANHN 3 KOHLEHTpaLieto Big,
0,05 go 5 mkr/mn. O6’em po3noainy npu piBHOBaXkHOMY cTaHi (Vdss) ctaHoBMTL NpubnunsHo 120 ny
NIOANHN.

ETopurkokcnb npoHuKae Yepes nraueHTapHuin 6ap’ep y LypiB Ta KPOiB, a TaKoX Yepes3
rematoeHueddaniyHun 6ap’ep y Lwypis.

Memabonism.

ETopurkokcn® akTMBHO MeTabonisyeTbesi, MeHwe 1% 0031 BUOINsaeTbCs i3 ceyveto y BUrnsaai He3MiHeHOro
nikapcbkoro 3acoby. OCHOBHUI LWMsIX MeTaboniaMy — Lie hopMyBaHHSA MNOXiAHOI 6'-rigpokcumeTuny
LWNsAXoM kaTanisauii pepmeHTamm umntoxpomy. CYP3A4 cnpusie metaboniamy eTopukokcubyin vivo.
HocnigpxkeHHsin vitro BkasytoTb Ha Te, wo CYP2D6, CYP2C9, CYP1A2 ta CYP2C19 TakoX MOXYTb
KaTanisyBaTu OCHOBHWI LUNAX MeTaboni3amy, ane ix KinbKiCHi XapakTepucTUK/ He BUBYAnucsin vivo

Y noguHu ineHTndikoBaHo 5 metabonitis. OCHOBHMM MeTaborniToM € 6'-kapOOKCUIOBOI KUCNOTH
AepvBaT eTOPUKOKCUOY, LLIO YTBOPIOETLCS NpY NoganbLuiit okcuaauil noxigHoi 6'-rigpokcumeTuny. Lli
OCHOBHI MeTaboniTv abo He BUSABMAOTbL aKTUBHOCTI, 200 € cnaboakTnBHUMK iHriGiTopamu LIOI-2.
XopeH i3 unx meTtaboniTiB He iHridye LOIM-1.BugedeHHs.

IMicna ogHOPa30BOro BHYTPILUHBEOBEHHOIO BBEAEHHSA 340POBUM A0OPOBObLAM 25 MI €TOPUKOKCUBY,
MiyeHoro pagioidotonom, 70% pagioakTMBHOrO Nikapcbkoro 3acoby BuBoauTbes i3 ceyveto i 20% — 3
Kariom, rofiloBHUM YMHOM Yy BUIMAAi MeTaboniTie. MeHwe 2% BUBOANTLCA Y BUNAAI HE3MIHEHOTO
nikapcbKkoro 3acoby.

BuBeneHHs eToprnkokcuby BiaOyBaeTbCS Marke NOBHICTHO LLMASXOM MeTaboniaMmy 3 nogansLumnm
BMBEOEHHAM HUPKaMu. PiBHOBaXHI KOHLIEHTpaLLii eTOPUKOKCUBY JocaraoTbesa Yepes 7 OHIB Npuy
3acTocyBaHHi y 0o3i 120 Mr 1 pa3 Ha go0y 3 MOKa3HMKOM Kymynsuii npnbnmnsHo 2, wo eignoeigae
nepiody HaniseBMBeAeHHsSI NPUBNN3HO 22 rogmHu. KnipeHcnnasmuy KpoBi Nicns BHYTPIiLLHbOBEHHOTO
BBeLEHHs 25 Mr nikapcbkoro 3acoby cTaHoBUTbL NpubnnaHo 50 mn/xs.

Okpemi epynu nayieHmis.

MauieHTn NiTHLOro Biky. PapmakokiHeTMKa y NauieHTiB NiTHLOro BiKy (BikoM Big 65 pokiB) € nogidHow A0
drapMaKkoKiHETUKM Y MOSOALLUMX MaLieHTIB.

Cratb. ®apmakokiHeTMKa eTOPUKOKCMOY € NOAIBHOI y YOMOBIKIB Ta XIHOK.

MMopylieHHA yHKLUIT neYviHkK. Y nauieHTiB 3 NopyLUeHHAMM yYHKLIT NeYviHkn nerkoro ctyneHs (5-6 6anis
3a wkanot Yannga-T'o) npy 3actocyBaHHi eTOPUKOKCMOY B 03i 60 Mr 1pa3 Ha [oby cepeqHin
MOKa3HWK NMoLwi nig doapmMakoKiHETUYHOK KPUBOK «KOHLeHTpauisg-4ac» (AUC) npnbnunsHo Ha 16%
OinbLUMIA, HiX Yy 300pOBMX OOPOBOSbLLIB NMPY TaKOMY X JO3YBaHHI €TOPUKOKCMOY. Y nauieHTIB 3
NopyLUEeHHAMM OYHKLT MeYiHKM NoMipHOro ctynens (7—96anis 3a wkanot Yannga-IT'w) npu
3aCTOCYBaHHi eTOPUKOKCMOY B A03i 60 Mr Yyepes foby cepefHin nokasHmuk AUC 6yB nogibHui o
NnokasHuKa y 300poBuxX 4oOpOBOIbLIB, SKi NpuinmMany eTopukokend y fosi 60 mr 1 pas Ha goby
LLIOAEHHO; 3aCTOCYBaHHA eTopunkokcnby B fo3i 30 mr 1 pa3 Ha goby He BUBYANoCh Y Ui rpyni nauieHTiB.
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HemaekniHiyHux abo pbapMakoKiHETUYHUX JaHUX LWOAO NAUEHTIB 3 MOPYLUEHHAMW PYHKLT NeYviHKu
TSHKKOro ctynens (=10 6anie 3a wkanoto Yannga-'io).

MMopyLieHHa dyHKLIT HUPOK. PapmakoKiHeTUKA OQHOPa30BOI 03K eTOPUKOKCMBY 120 Mry nauieHTiB i3
NOMIPHMMMW Ta TSHXKKUMMW MOPYLUEHHAMUN PYHKLT HUPOK, @ TaKOX Y NaLiEHTIB i3 3aXBOPOBAHHAMMN HUPOK
TepMiHanbHOI cTagji, SKMM NPOBOAATbL reMoiani3a, He Bigpi3HAETbLCSA 3HA4YHMM YMHOM Big
dhapMaKkoKiHETUKM Y 300poBUX J06poBonbLiB. IMpy remogianisi eTOpukokcnb mamxke He BUBOAUTLCS
(knipeHc gianidy — npnbnmaHo 50 mn/xB).

Limu. ®apmakokiHeTUKa eToprKokcnby B AiTen (Bikom 40 12 pokiB) He BMBYarnach. Y npoueci
aocnigxkeHb hapmakokiHeTkn (N=16), Lo NpoBOAMMIOCE 3a y4acTHo NigniTkiB (BikoM Big 1240 17 pokis),
hapmakokiHeTMKa y nauieHTiB 3 Macoto Tina 40—60 Kr, SKMM npu3Hayann eTopukokemo y nosi 60 mr 1
pa3 Ha Joby, Ta y naLieHTiB 3 Macoto Tina GinbLue 60 Kr, AkMM NnpuaHavanu nikapcbkuin 3acio y nosi 90
Mmr 1 pa3 Ha goby, 6yna noaibHow A0 dhapMakoKIHETUKKN y OPOCNNX, SKi 3aCTOCOBYBanM €TOPUKOKCUD y
003i 90 Mr 1 pa3 Ha 0oby. beaneka Ta eheKTUBHICTb 3aCTOCYBaHHS ETOPUKOKCUOY AiTAM He
BCTaHOBIIEHI.

KniHivHi xapaktepucTuku
lNoka3aHHs1.

CumnTomaTtnyHa Tepanis npyM ocTeoapTpuTi, pPEBMATOIGHOMY apTPUTi, aHKISTI03yto4OMY CNOHAWAITI, a
TakoxX npu 6010 Ta 03HaKax 3ananeHHs, NoB’A3aHNX i3 rOCTPUM NoAArPUYHUM apTPUTOM.

HeTpuBane nikyBaHHS MOMipHOro nicrnsionepawiiHoro 60510, NOB’A3aHOr0 3i CTOMAaTOoNONYHMMM
onepauismu.

PilleHHs Npo npu3HaveHHs cenekTUBHOrO iHridiTopy LLOIM-2 NOBUHHO I'PYHTYBATUCA Ha OLHLI BCiX
iHOMBIQYyanbHUX PU3KKIB Y NauieHTa.

lIpomunoka3aHHs.
Jlikapcbkuii 3acib NpoTUNOKa3aHWI:

* NPV riNep4yTnMBOCTI 4O Ait040i peyoBUHM abo 0o Byab-SKOi 3 JOMOMIKHUX PEYOBMH JTiKapCbKOro
3aco0y;

* NPV aKTUBHIN NENTUYHIA BUpa3Li abo akTUBHIN LLITYHKOBO-KMLLKOBIN KPOBOTEMI;

- NauieHTaMm, y SKMx BUHMKaB BPOHXOCMNa3M, roCTPUIA PUHIT, Ha3arbHi NOMINW, aHNOHEBPOTUYHNIA
HabpsiK, KPOMMB'sIHKA abo iHLLI anepriyHi peakuii nicnsi 3acTocyBaHHS aLeTuncaniyunoBoi KUCnoTn abo
HIM33, Bkntoyatoun iHribiTopm LIOTM-2;

- y nepioa BariTHOCTI Ta rogyBaHHA rpyaato;

* NP TSKKMX NOPYLLEHHAX DYHKLIT neYiHkn (anbbymiH cupoBaTkm kpoBi <25 r/n abo 2106anie 3a
wkanot Yannga-Im'w);

* AKLLO pO3paxoBaHMN HAPKOBMUI KNiPEHC KpeaTuHiHy <30 Mn/xB;
- 0iTam Bikom o 16pokiB;

- NPV 3ananbHNX 3aXBOPHOBaHHAX KULLEYHUKY;

- Mpw 3acTivHin cepuesi HegoctaTHocTi (NYHA 1I-1V);

- nauieHTam 3 apTepianbHOI riNnepTeH3IED, Y SKUX NOKa3HMKN apTepianbHOIo TUCKY NOCTIMHO BULL 3a
140/90 MM pT. CT. Ta HEAOCTATHLO KOHTPOIIIOIOTHCS;

* NPV OiarHOCTOBAaHIN iLueMiYHiN XBOpobi cepLs, 3aXBOPIOBaHHAX nepudepnyHnx apTepin Ta/abo
LepebpoBacKynspHUX 3aXBOPHOBAHHSIX.

B3aemoOdis 3 iHwumMu nikapcbkumu 3acobamu ma iHwi eudu e3aemodil.
®apmakoduHamiyHi 83aemMoQii.

lNepoparnbHi aHmMukoa2ynsgaHmu. Y nauieHTiB, CTaH SKMX cTabinisoBaHU NOCTINHUM 3aCTOCYBaHHSM
BapdgapviHy, NpUnomM eTopnkokcuby B Ao3i 120 mr Ha 400y CynpoBOSKYETLCS 30iNbLUEHHAM NPUGIN3HO



Ha 13% npoTpoMBiHOBOro Yacy MiXXHapo4HOro HopmarizoBaHoro BigHoweHHs (MHB). Tomy B
naujieHTiB, sIKi 3aCTOCOBYIOTb NepoparbHi aHTUKOArynaHTK, Criig 4acTo NepeBipAaATU NOKa3HMKK
npoTtpombiHoBoro Yacy MHB, ocobnnBo B nepLui AHi NpuiioMy eTOPUKOKCHBY abo npu 3MiHi Moro
[03YyBaHHS.

Liypemucku, iHeibimopu aHziomeH3uHNepemeoprosasibHo20 hepmeHmy (Al1®) ma aHmaeoHicmu
peuenmopig aHaiomeH3uHy Il. HN33 moxyTb nocnabnioBaTtn epekT giypeTUkiB Ta iHLINX
aHTUriNepTeH3MBHNX 3acoBbiB. Y AesKux nauieHTiB i3 nopyLleHHAMU PyHKLT HUPOK (Hanpuknag, y
nauieHTiB 3 gerigparauieto abo y nauieHTiB NiTHbOro Biky 3 0CrabneHo OyHKLIE HUPOK) 0gHOYaCcHe
3acTocyBaHHs iHribiTopa AlN® abo aHTaroHicTiB peLienTopiB aHrioTeH3uHy |l i nikapcbkux 3acobis, LLO
iHrOYOTb LIMKIMOOKCUIeHasy, MoXe NpU3BOAMUTU 00 NOAAMbLUIOro NOripLUeHHs PYHKLiT HUPOK,
BKITHOYAKOUM FOCTPY HUPKOBY HEAOCTATHICTh, LLIO 3a3BM4Yar Mae 000pOTHUIA xapakTep. Cnig nam’atatu
NpPO MOXMMBICTb TakMX B3AEMOJIN Yy NaLiEHTIB, sIKi 32aCTOCOBYOTb ETOPUKOKCMO OQHOYACHO 3
iHribiTopamun AlN® abo 3 aHTaroHicTamu peLenTopiB aHrioTeH3uHy Il. Tomy Taki komGiHaLii cnig
npusHavaTn 3 00epexHICTIo, 0COBNMBO NaLieHTam NiTHLOro Biky. HeobXxigHO NPOBECTUN HANEXHY
rigpaTtadito Ta po3rnaHyTV MUTaHHA NPO NPOBEAEHHSA MOHITOPUHIY OYHKLIT HAPOK Ha no4vaTky
KOMBIHOBAHOrO NiKyBaHHSA, a TAKoX 3 NEBHOM NEPIOANYHICTIO | Hagani.

Auemurcaniyunosa Kucsoma. Y npoueci JOCNiMKEHHS 3a y4acTHo 300poBUX 4OOPOBOSbLLIB B yMOBaX
PiBHOBaXHOr0O CTaHy 3aCTOCYyBaHHA eTOpuKokcnby B Ao3i 120 mr 1 pa3 Ha Joby He BNnnBano Ha
aHTMarperaHTHy akTMBHICTb aLeTuncaniumMnoBoi kucrnotu (81 mr 1 pas Ha goby). EToprkokcnb moxHa
npu3HayaTy O4HOYACHO 3 aueTuncaniuunoBO0 KUCMOTOK B 403aX, L0 3aCTOCOBYIOTbLCA AMS
NpodinakTnkn cepueBo-CyaMHHUX 3aXBOPIOBaHb (3aCTOCYBaHHSA aueTuncaniumnnoBoi KUCNOTH B
HU3bKkMX Ao3ax). OgHak ogHoYacHe 3aCTOCYBaHHA HM3bKMX 403 aLeTuncaniumMnoBoi KUCAOoTK Ta
€TOPUKOKCUBY MOXKe 30inbLuyBaTh YacTOTY BUHUKHEHHS BUpa3sky LLUKT Ta iHLWKMX ycknagHeHb NOPiBHAHO
3 MOHOTepanie eTopukokcnbom. HepekoMeHLO0BaHO OQHOYACHE 3aCTOCYBaHHA €TOPUKOKCUDY 3
aLeTuncaniumMnoBOoO KUCNOTO, 403U SKOT BULLI 3a NPOdiNakTUyHi, a Takox 3 iHwnmn HIM33.

LluknocrniopuH ma makporsiMmyc. Xo4a B3aeMOAIA ETOPUKOKCMOY 3 UMK NikapCbKnmu 3acobamm He
BMBYanacb, 0gHO4YacHe 3acTocyBaHHs Oyab-skoro HIM33 i3 LmknocnopmMHom abo TakposniMycoM Moxe
NOCUMOBATU HEPPOTOKCUYHUI BB OCTaHHIX. Cnig KOHTPOSoBaTN (PYHKLIKO HUPOK NpU O4HOYACHOMY
3aCTOCYBaHHI ETOPUKOKCMBY 3 ByAb-aKMM i3 Lnx NikapCbknx 3acobis.

®apmakoKiHemu4Hi 83aemMo0il.
Brinue emopukokcuby Ha chapMaKOKiHe MUKy iHUWUX fliKapCbKux 3acobis.

Jlimit. HN33 nocnabntoloTb BUBEAEHHS NiTil0 HUPKaMKU, TUM CaMUM MiABULLYHOUN PIBEHb MiTil0 B NiiasMi
KpOBi. AKLLO HeOOXiAHO, NPOBOAATL PETENbHUA KOHTPOSIb PIBHA NIiTik0 Y KPOBI Ta KOPUryOTh 403Y NiTit0
NPOTAroM OAHOYACHOr0 3aCTOCYBaHHS LMX NikapCbKnx 3acobiB, a TaKoX Npu MNPUNMHEHHI 3aCTOCYBaHHSA
HIM33.

Memompekcam. Y npoueci 4BOX AOCNIMKEHb BUBYANNC epeKkTn eTOPUKOKCUOY Npu 3aCTOCYyBaHHI y
no3ax 60 mr, 90 mr a6o 120 mr 1 pa3 Ha goOy npoTsirom 7 OHiB nauieHTaMu, siki 3actocoByBanu 1 pas
Ha TWXOEeHb MeToTpeKkcaT y 403i Big 7,5 mr Ao 20 Mr npy peBmaTtoigHoMy apTpuTi. ETopukokcmby gosi
60 mri 90 Mr He BNMMBaB Ha KOHLEHTpaLLilo B Nra3Mi Kposi abo HUPKOBUIA KiipeHe MeToTpekcaTy. B
O[HOMY AOCHiIKEHHI MPY 3acTOCyBaHHI eTOPUKOKCUOY B 003i 120Mr He crniocTepiranocs BNivBy Ha
KOHLIEHTpPALLito B Mfa3Mmi KPOBi Ta HUPKOBUIN KNipeHC MeToTpeKcaTy, TOAI SK B iHLLIOMY AOCHIOKEHHI Npu
3aCTOCYBaHHi eTOPUKOKCMOY B A03i 120 Mr KOHLIEHTpaLlig MeToTpekcaTy B nnasmi KpoBi nigsuLLyBanacs
Ha 28%, a HUPKOBWI KripeHC MeToTpekcaTy 3HuxXyBaBcs Ha 13 %. MNpy ogHoYacHOMY NpU3HayeHHi
€TOPUKOKCNOY Ta MeTOoTpeKcaTy chig NPOBOAUTM BiANOBIOHUA MOHITOPUHT LLOAO NOSIBU TOKCUYHOTO
BMMMBY MeTOTpeKcary.

lNepoparnbHi koHmpauenmuesu. ETopukoken® y gosi 60 Mr npy 0gHOYaCHOMY 3aCTOCYBaHHI 3
nepopanbHUMN KOHTpaLenTneamu, Lo MicTsaTb 35 MKr eTuHinectpagiony t1a 0,5-1 Mr HOpeTUHOPOHY,
npotsarom 21 gHa npr3BoamB Ao niasuLleHHst nokasHmka AUCO-24hr y piBHOBaXkHOMY CTaHi s
eTuHinectpagiony Ha 37%. ETopukokcmb y 0o3i 120 mr npu 3acToCyBaHHi 3 BULLEeBKa3aHUMU
nepopanbHMMKN KOHTpaLenTuBamMu ogHodacHo abo Yepes 12roanH nigBuLLyBaB y PiBHOBaXXHOMY CTaHi
3HayeHHss AUCO-24hr etuHinectpagiony Ha 50-60%. Npo Take nigBuLLEHHS KOHLEHTpaLii
eTuHinecTpagiony cnig nam’atatv npu Bubopi nepopanbHOro KOHTpaLenTMBY 3 PisHUM BMICTOM
eTUHInecTpagiony, kM 3acTOCOBYBaTUMETLCS OOAHOYACHO 3 ETOPMKOKCUOOM. [NiaBULLEHHSA ekcno3uLii
eTuHinecTpagiony Moxe 36inbLUyBaTh YacTOTy BUHUKHEHHS NOBIYHMX peakLin, NoB’a3aHNX i3
3aCTOCYBaHHAM NepoparnbHMX KOHTpauenTuBiB (Hanpuknag, TpomboemOonii BEH y XiHOK rpynu pUsmky).



opmorosamicHa mepanis (F3T).Mpunom 120 Mr eTOPUKOKCMOY 3 FOPMOHO3aMICHUMMW JTiKapCbKNMU
3acobamu, Lo BKNoYaloTb KOH'toroBaHi ectporeHu (0,625 mr «lMpemapuHy ™»), npotdarom 28 gHis
36inbLye cepedHivi nokasHuk AUCO-24hr y piBHOBaXXHOMY CTaHi HEKOH'HOroBaHOro eCTpoHy (Ha 41%),
ekBiniHy (Ha 76%) i 17-B-ectpagiony (Ha 22%). BnnnBao3 eTOpMKoKcuby, pekoMeHAOBaHUX AN
Tpuanoro 3actocyBaHHs (30 mr, 60 mr i 90mr), He B1BYaBcS. MMOPIBHAHO 3i 36iNbLUEHHAM A03YBaHHS 3
0,625 mr go 1,25 mr npu MoHoTepanii nikapcbknm 3acobom «lpemaprH™», BNAMB eTOPUKOKCHOY B
no3sax 120 mr Ha ekcnosuuito (AUCO0-24hr) eCTporeHHUX KOMMOHEHTIB «IMpemMapuH™ » 6yB MEHLLUM, HiXK
HanonoBWHy. KniHiyHe 3Ha4yeHHs1 Takoro nNiaBULLEHHS HEBILOME, a NPUMOM BUCOKMX 03 NiKapCbKoro
3acoby «lpemaprH™» ogHOYaCHO 3 ETOPUKOKCMOOM He BUBYaBcs. Cnig 6paTtu Ao yBaru Take
30inbLUEHHS KOHLEHTpaLii eCTporeHy npu BMOOPi ropMOHanbLHOrO JikapCbKoro 3acoty ans
3aCTOCYBaHHs Y nepiof NocTMeHonaysu npu ogHOYacHOMY 3aCTOCYBaHHI 3 ETOPUKOKCUBOM, OCKiNbKY
3POCTaHHsI €KCMO3ULii eCTPOreHy NiaBULLYE PUMNK BUHMKHEHHS MOBIYHMX peakLin Mpu 3amiCHiin
ropmMoHoTeparii.

[TpedHIi30H/MPeOdHI3010H. Y [OCTIIKEHHAX B3aEMOZIT ETOPMKOKCUO He BUABMSB KMiHIYHO 3HaYyLLOro
BMMMBY Ha bapMaKOKiHETUKY NpeaHi30oHY/MpeaHi30MNoHy.

JuzokcuH. MNpwn 3acTocyBaHHi eTopuKokcmby B Ao3i 120 mr 1 pa3 Ha goby npotarom 10 AHIB 300pOBUM
[obpoBonbLAM He criocTepiraBcs BNuB Ha nokasHuk AUCO-24hr y piBHOBaXXHOMY CTaHi Ta Ha
BMBEOEHHS OUIOKCUHY HUpKamu. Cnoctepiranocs 36inbLUeHHsi nokasHnka Cmax AUrokCuHy (npnbnmnsHo
Ha 33%). Take MiaBULLEHHS 3a3BNYal He € CyTTEBMM Yy BinbLUOCTi nauieHTiB. OgHak cnig cnocTepiratu
3a CTaHOM MaUi€HTIB 3 BUCOKUM PU3MKOM TOKCUYHOT AiT AUTOKCUMHY NPY O4HOYACHOMY MPU3HAYEHHI
€TOPUKOKCUOY Ta ANTOKCUHY.

Brinue emopukokcuby Ha nikapcbki 3acobu, wo memaboni3yrombcs
cynbghompaHcghepazamMuETOPUKOKCMO € iHMBITOPOM akTMBHOCTI NoACbKOI cynbdoTpaHcdepasu,
3okpema SULT1E1, a Takox mMoxe MNigBULLYBaTW KOHLEHTPaLi0 eTUHINecTpaaiony B cMpoBaTLi KpoBi.
Ockinbkn potenep AaHux Npo BNAUB YNCEHHMX CyNbdoTpaHcepas HeJoCTaTHBO, a KIiHiYHI edhekTn
BaraTboX nikapcbkux 3acobiB 4OCI BUBYAKOTLCA, AOLINBHO 3 00EPEXHICTIO NpU3HaYaTn eTOPUKOKCUD
O[HOYACHO 3 iHLLIMMMU JiKapCbKMMK 3acobamu, Wo MeTaboni3ytoTbCsl FTONTIOBHUM YMHOM JTHOACHKMMMN
cynbgoTpaHcdepasamu (Hanpuknaza, nepoparnbHui canbbyTamon Ta MiHOKCUAMI).

Brinue emopukokcuby Ha nikapcbki 3acobu, wo memabonidyromscs isogpepmeHmamu CYP.3agaHnmm
JocrnigxeHbin vitro, He o4ikyeTbca NpurHiveHHs untoxpomis P450 (CYP) 1A2, 2C9, 2C19, 2D6, 2E1
abo 3A4. Y npoueci gocnigkeHb 3a y4acTio 300p0oBUX JOOPOBONbLIB LLIOAEHHE 3aCTOCYBaHHS
eTopuKOKCcMby B f03i 120 Mr He BNnMBaro Ha akTUBHICTb neviHkoBoro CYP3A4, Lo BCTaHOBMEHO 3a
€pPUTPOMILNHOBMM ONXanbHUM TECTOM.

Brinue iHwux nikapcbKkux 3acobie Ha hapMaKOKiHEMUKY emopUKOKcUby.

OcCHOBHWMIA LUNSAX 0OMiIHY eTopuKokcMOy 3anexuTb Big depmeHTiB CYP. CYP3A4 cnpusie meTaboniamy
eTopuKoKcmbyin vivo. [locnimpkeHHsIN vitro BkasyoTb Ha Te, wo CYP2D6, CYP2C9, CYP1A2 Ta
CYP2C19 Takox MOXyTb KaTanidyBaT OCHOBHUI LUMSAX OOMiHY €TOPUKOKCUBY, ane ix KinbKiCHI
XapaKTEPUCTUKM HE BUBYANUCKIN Vivo

KemokoHasos. KeTokoHason € noTykHuUM iHribiTtopom CYP3A4. Mpun 3acTocyBaHHi 340pOBMMU
nobpoonbusamMu y gosax 400 mr 1 pa3 Ha goby npoTsarom 11 AHIB KETOKOHA30JST HE YMHUB KIiHIYHO
3Ha4yLLOro BNMBY Ha hapMaKoKiHETUKY eTOPMKOKCMOY B ogHopa3oBin o3i 60 Mr (36inbweHHs AUC Ha
43%).

BopukoHason i mikoHa3o51.0gHo4YacHe 3aCTOCYyBaHHA NepoparnbHOro BOPMKoHa3ony abo MikoHasony y
BMIMSAAI OpanbHOro rento Ansg MicLeBoro 3actocyBaHHA (MOTYXHI iHriGiTopn CYP3A4) 3 eToprkokcMbom
BUKITMKaro HeBemnvke MigBULLEHHS eKCMo3uLii eTOPMKOKCKOY, Lo, OAHAaK, He BBaXarnocs KniHiuHO
3HaYyLLMM 3rigHO 3 onyOniKoBaHMN AaHUMMU.

PugpamniyuH. OgHoYacHe 3acTocyBaHHS eTOPUKOKCMBY Ta pudpamnilmHy (NOTY>KHOro iHAYKTopa
depmeHTiB CYP) Nnpn3Boanno Ao 3HWKEHHS KOHLEHTpaLlii eTOPUKOKCUOY B nna3mi kpoBi Ha 65%. Lle
MOXe CYNPOBOKYBATUCA MOBTOPHUM MPOSIBOM CUMMTOMIB NPy O4HOYACHOMY 3aCTOCYBaHHI 3
eTopukokcnbom. OcCKinbky Taki AaHi MOXYTb BKa3dyBaTu Ha HEOOXiOHICTb 36inbLUEHHS 403U, HE
peKoOMeH0BaHO 3aCTOCOBYBATU ETOPUKOKCUD y 03aX, Lo NePEBULLYIOTL BKa3aHi Ansi KOXXHOro
MoKasaHHS, OCKifbKN He BMBYanNocb KOMOIHOBaHe 3aCTOCYBaHHSA pudamniuuHy Ta eTOPUKOKCMBY B
Takux Jo3ax.

AHmauyudu. AHTauMHI Nnikapcbki 3acobu He MatoTb KIiHIYHO 3HAYYLLIOrO BMMBY Ha hapMaKOKIHETUKY
€TOPUKOKCUOY.



Ocob6nueocmi 3acmocyeaHHs.
Brinue Ha wiryHKO80-KUWKO8UU mpakm.

[MoBigoMnsinocst Npo ycknagHeHHs 3 60Ky BepxHix Biaginis LUKT (nepdpopauii, Bupaskm abo KpoBoTeui),
iHOAi 3 MeTanbHUM HACHiAKOM, Y NAUIEHTIB, AKi 3aCTOCOBYBanu eTopukokcnb.3o06epexHicTio cnig,
npusHadatn HIM33 nauieHTam i3 nigBMLLEHM pU3MKOM ycknagHeHb 3 6oky LLUKT; nauieHTam niTHboro
BiKy, MavujieHTaM, siKi 3aCTOCOBYOTb Oyab-akui iHwmn HIMN33 abo aueTnncaniymnoBy KACNOTY
ofHo4acHo, abo nauieHTam 3i LUYHKOBO-KULLIKOBMMM 3aXBOPKOBAHHSMUW B aHaMHe3i, a caMme BUpaskamm
Ta LWIYHKOBO-KULLKOBUMM KPOBOTEYAMM B aHAMHESI.

IcHye nogaTKoBUIM pU3MK po3BUTKY NOBIYHMX edpekTiB 3 6oky LUKT (LunyHKoBO-KMLLKOBa BUpaska abo
iHWi ycknagHeHHs 3 6oky LLUKT) npy ogHoYacHOMY 3acToCyBaHHI €TOPUKOKCUBY Ta aleTuncaniummnoBoi
KMCNOTK (HaBIiTb Y HU3bKMX 403aX). Y NPOLECi TpMBanux KniHiYHMX AOCNiOKEHb HE CrocTepiranocs
BUpaxeHoI BiaMiHHOCTI y 6e3neli woao LWKT npu 3actocyBaHHi cenektuBHoro iHribitopa LIOIM-2 +
aueTtuncaniymnoBa kucnota Ta HIMN33 +aueTuncaniuunosa kucnoTa.

Brinue Ha cepyego-cyOuHHy cucmemy.

KniHiyHi gocnigpkeHHs BKa3yloTb Ha Te, L0 3aCTOCYBaHHS JikapCbKMX 3ac0biB Knacy CEeNEKTUBHUX
iHribiTopis LIOIM-2 moxe 6yTn NoB’A3aHO 3 pU3UKOM BUHUKHEHHSI TPOMBOTUYHUX YCKNaaHeHb (0Cco6nmMBo
iHgapKTy Miokapaa Ta iHCynbTy) NOpiBHAHO 3 nNnauedo Ta geskummn HM33. Ockinbku pnsmk cepLeBo-
CYAVIHHMX YCKMagHeHb 3pocTae npu 36inbLUEHHI 403K Ta TPMBanocCTi 3aCTOCyBaHHS €TOPUKOKCUBY,
nikapcbkui 3acib cnig npusHavaT Ha SKoMora KOpOTLUMIA Nepiog Yacy Ta B HANHMKYUX ePEKTUBHUX
nobosux gosax. CnignepiognyHo nepernsgaaty noTpeby nauieHTiB y CUMNTOMATUYHOMY MOrerLeHHi
0orto Ta peakLito Ha fikyBaHHS, 0COGMBO Y MaLLiEHTIB 3 OCTE0APTPUTOM.

MauieHTam 3 BUpaxxeHuMmn baktopamm pu3nky po3BuUTKY CEPLEBO-CYAMHHUX YCKITagHEeHb (Hanpuknag,
apTepianbHa rinepTeHsid, rinepninigemis, LykpoBui giabeT, naniHHS) NprM3HayYaT eTOPUKOKCUO crig
nvLle nicnsa peTenbHOI OLHKM PU3NKY PO3BUTKY YCKnagHeHHs. CenekTusHiiHribitopmu LLOIM-2 He
3aMiHIOKTb 3aCTOCYBaHHS aLeTuscaniumMnoBoi KUCIOT Anga npodinakTukm TpomMo6oemobonivHmNX
CepLEBO-CYANHHNX 3aXBOPIOBaAHb, OCKINIbKN HE YMHATb aHTMarperaHTHoOT Aii. Tomy He cnig BigMIiHATK
aHTMarperaHTHi Nikapcbki 3acoou.

Brinue Ha HUpKu.

HwvpkoBi npocTarnaHgmMHu MOXyTb BifirpaBaTtvi KOMNEHCATOPHY Porib Y nigTpumui nepdysii HUPoOK. Tomy
npu CTaHax, Lo CynpOBOAXKYHTHCS NOTipLUEHHSIM HUPKOBOIT Nepdy3ii, 3aCTOCYBaHHS €TOPUKOKCUDY
MOXe MPU3BOANTM 40 NocnabneHHs yTBOPEHHsI NPOCTarnaHauHIB i, K HAcnigoK, - 4O HUPKOBOTO
KPOBOTOKY, TUM CamMUM MOTipLUYHOYN PYHKLi0 HUPOK. BUCOKNMNPU3NK PO3BUTKY TaKol peakLil iCHye y
NauieHTIB 3 y>Ke HAadgBHUM BUPaXKEHUM MOPYLLUEHHAM PYHKLiI HUPOK, HEKOMMEHCOBAHOI CEPLIEBOIO
HeJoCTaTHICTIO abo UMPO30M. YTakMX NauieHTIB Crlid KOHTPOMOBATU (OYHKLIiK0 HUPOK.

Bampumka piOuHU, Habpsiku ma apmepiasibHa 2inepmeHa3is.

Ak i Npy 3acToCcyBaHHI iHLWNX NikapCbkux 3acobiB, WO iHMOYTb CUHTE3 NpocTarnaHauHIiB, 3aTpyMKa
piavHKN, HabpsikM Ta apTepianbHa rinepTeH3isa cnocTepirannca y nNauieHTiB, SKMM 3acTOCOBYBanu
eTopukokcnb. Bei HIM33, Bkntovaroym eTOpuKoKenb, MOXyTb NPU3BOANTM 4O PO3BUTKY abo peunaunBy
3acCTiNHOT cepLeBoi HegocTaTHOCTI. [HhopMaLito Npo peakLito 3anexHo Big 403K AMB. Y po34ini
«®apmakornoriyHi BnactmsocTi. PapmakognHamikay. 306epexkHicTIo Nikapcbkuin 3acib npusHayaTb
nawieHTam i3 cepueBol HEAOCTaTHICTHO, MOPYLUEHHSAM GOYHKLT NiBOro LWyHo4Yka abo apTepianbHOK
rinepTeHsiel0 B aHaMHe3i, a TakoX nauieHTam 3 Habpsikamu, L0 BUHUKW 3 OyOob-SKMX iHLUWMX MPUYKH.
[Mpn KNiHIYHNX O3HaKax NOripLUIEHHS CTaHy TakuxX NauieHTiB cnig BXUTK BiONOBIOHMX 3aX0AiB,
BKIOYaUM BigMiHY €TOPUKOKCUOY.

ETopukokcn®, 0cobnmMBO y BUCOKMX 03aX, MOXE NPU3BOAUTM A0 YACTILLOI Ta TSKYOI apTepianbHoi
rinepTeHsii NopiBHAHO 3 Aeskumu iHwuMm HIM33 Ta cenektnBHmMMu iHridiTopammn LIOIM-2. Tomy
apTepianbHy rinepTeH3ito Cnig KOHTPOMBaTK 4O NoYaTKy fikyBaHHS eTOpUKokcnbom, ocobnmey yBary
cnig, NpuainuTN KOHTPOIIO 3a apTepianbHMM TUCKOM Mif, Yac NikyBaHHS €TOPUKOKCUOOM. ApTepianbHui
TUCK CIiJ KOHTPOOBATN NPOTAroM 2TWXKHIB MiCrs NovaTKy fiKyBaHHS, a NOTiM - NepioAnYHO. AKLWO
apTepianbHUN TUCK CYTTEBO NIABULLYETBCS, Crif PO3rNAHYTU MOXMBICTb anibTEPHATUBHOIO NiKyBaHHS.

Brinue Ha neuyiHky.



MigBuLWeHHs piBHA anaHiHamiHoTpaHcdepa3sn (AJTT) Ta/abo acnaptatamiHoTpaHcdepasn (ACT)
(npubnuaHo y 3 abo binbLue pasiB NOPIBHAHO 3 BEPXHBOI Mexeto Hopmu (BMH)) cnoctepiranocs
NpnbnnsHo B 1% naujieHTiB, Aki Opanu y4acTb Yy KNiHIYHUX OOCNIMXXEHHAX Ta 3aCTOCOBYBaIu
eTopukokenb y gosax 30 mr, 60 mr Ta 90 mr Ha Joby npoTtarom nepioay Ao 1poky. Cnig cnocrepiratu 3a
CTaHOM BCiX NAUEHTIB i3 CUMNTOMaMM NOPYLUEHHS OYHKLIT NEYiHKN, a TaKoX NauieHTIB 3 MaTONOrNYHUMM
nokasHMKkamm gyHKLUIT neYiHkn. Mpu o3Hakax nopyLleHHst QYHKLIT NeYiHK1 Ta Npu CTINKMX NaTONOMNYHNX
3MiHax nokasHukiB oyHKUiT neviHkn (y 3 pasu Buile 3a BMH) eTopukokenb cnig BigMiHUTK.

3azarnbHi 8Kasieku.

AKLLO NPOTAroM NikyBaHHA y NaLlieHTa CNnoCcTepiraeTbCs NOripLeHHs1 OyHKLUIT Oyab-sKoi i3 cuctem
OpraHiB, 3a3Ha4yeHnX BuULE, Crig BXUTKU BIONOBIOHWX 3aX0A4iB Ta PO3rMsSHYTU NUTAHHA NpPO BiAMIHY
eTopukokcnby. Cnig 3abesneunTn BignoBigHE MeANYHE CMOCTEPEXKEHHS NMPU 3aCTOCYBaHHI
€TOPUKOKCMOY MaLlieHTaM NiTHLOro BiKy Ta MaLieHTaM i3 MopyLUEeHHAMKN PYHKLii HUPOK, NeYdiHkn abo
cepus.

3 00epeXxHiCTIO NOTPIOHO NOYMHATK JiKyBaHHS €TOPMKOKCMOOM NauieHTiB 3 AerigpartaLieto.
PekoMmeHooBaHO NpOBECTM perigpaTauito 40 noyaTky 3acToCyBaHHS eTOPMKOKCKOY. MNpopo3BUTOK
CEPVIO3HUX LLKIPHUX peakUin, y AedKUX BUNazKax 3 retanbHUM HacnigkoM, y TOMY Ynchi
ekcdoniatMBHoro gepmatuty, cuHgpomy CriBeHca-[)KOHCOHa 1 TOKCUYHOTO enigepMarnbHOro
HeKponidy, Ay)Xe piako nosigoMnsnocs npu 3actocyBaHHi HIMN33 Ta geskmx cenekTMBHUX iHribiTopiB
LIOl-2 nig 4ac nocTMapKETUHIOBOro cnocTepexeHHs (auB. po3ain «MobiyHi peakuii»). Hansuwmmn
pU3MK PO3BUTKY TaKMX peakLil y nauieHTiB — Ha noyaTky Tepanii, a No4aTokK iX NposiBiB y BinbLUOCTi
BMMNAAKIB — NPOTArOM nepLUoro Micaus nikysaHHA. Ceprio3Hi peakuii rinepyyTnmBocTi (aHadinakcia Ta
aHrOHEBPOTUYHMIA HAOPSIK) cnocTepiranucs y nawieHTiB, Ski 3acTocoByBanu eTopukokecnod. deski
cenekTuBHiI iHribiTopm LIOIM-2 nigBuLLyoTb pU3UK BUHUKHEHHS LUKIDHUX peakLin y NnauieHTiB 3
anepriyHo peakuieto 4o Oyab-sKoro nikapcbkoro 3acoby B aHamHesi. ETopukokcrb cnig BigmiHUTK npu
nepLunx NposiBax BUCUMNaHb Ha LUKipi, YLLUKOAKEHb CrM30BOI 060M0HKKN abo iHLWNX 03HaKax
rinepYyTrMBOCTI.

Mpw 3acTocyBaHHI ETOPMKOKCUOY MOXKYTb MacKyBaTUCS NPOSIBU rapsiuky Ta iHLWi 03HaKM 3ananbHOro
npovecy.

3 0bepexHICTIO NpM3HaYaloTb 0OHOYACHO ETOPUKOKCMO Ta BapdapuH abo iHLWi nepopanbHi
aHTUKOArynsHTu.

3acTocyBaHHA €TOPUKOKCUBY, SIK i iHLIMX NiKapCbKux 3acobiB, Lo iHMOYTb LIMKIIOOKCUreHasy/CUHTe3
npocTarfaHAvHiB, He PeKOMeHO0BaHO XiHKaM, SKi NnaHyrTb BariTHICTb.

Baxnuea iHgbopmauis npo OrnoMiKHI pe4o8UHU.

Llen nikapcbkun 3acié MictTuTb MeHwe 1 mmonb (23 Mr)/go3y HaTpito, TOBTO NPaKTUYHO BiNlbHUI Bif,
HaTpito.

BacmocyeaHHs y nepiod eazimHocmi abo 200ye8aHHs1 2pyddto.

BariTHicTb. Hemae kniHiyHMX AaHuX NpPo 3aCTOCYBaHHS €TOPUKOKCUOY B nepios BariTHOCTI.
JocnigpkeHHs Ha TBapMHax NPOAEMOHCTPYBanu penpoayKkTUBHY TOKCUYHICTb. [MOTEHUiMHMI pU3nK ans
BariTHMX HEBIJOMUIA. 3aCTOCyBaHHSA €TOPUKOKCMOY NPOTArOM OCTaHHbOrO TPUMECTPY BariTHOCTI, SK i
iHLIMX NiKapCbKMx 3acoBiB, LLO iHFiBYHOTb CMHTE3 NpoCcTarnaHAMHIB, MOXe NPU3BOAUTU 0 BiACYTHOCTI
CKOPOYEHb MaTKM Ta nepegvacHoro 3akpuTTs 6oTanosoi NpoToku. [NoBigoMnanoca npo BMnagku
nopyLUeHHs1 OyHKLIT HAPOK nrofa, Lo NPU3BOAUII0 A0 3MEHLIEHHS 06’€EMY aMHIOTUYHOI PianHM
(onirorigpamHioH) y BariTHUX >iHOK, siki npuiManu HIM33 Ha aBaguaToOMy TUXKHI BariTHOCTI abo MisHilue.
Boeskux Bunagkax ue Moxe npu3BoaMTU 40 NOPYLUEHHS OYHKLiT HUPOK Y HOBOHAPOAXKEHUX. 3a3HayeHi
edeKTn MOXyTb BUHMKaTU He3abapoM nicns novaTky nikysaHHA HIM3[; onirorigpamHioH 3a3Buyan €
06OPOTHMM MNiCNSA NPUMMHEHHS TTiKyBaHHS. 3aCcTOCyBaHHS €TOPUMKOKCMOY NPOTMMNOKa3aHo B nepiog
BariTHOCTI. AKLLO XiHKa 3aBariTHina nig Yac nikyBaHHs, eTOPUKOKCMO HEOOXiAHO BiAMIHUTMW.

[Mepioa rogyBaHHg rpyaano. HeBigomMo, Yn NpoHMKae eTOpMKOKCKHG y rpyaHe MOSOKO. Y LypiB
€TOPUKOKCNO BMBOANTLCH 3 MOMOKOM. XKiHKM, SiKi 3aCTOCOBYIOTb €TOPUKOKCUO, HE NOBUHHI rogyBaTu

rpyaaio.

PepTunbHICTb 3acTOCyBaHHSA €TOPUKOKCUOY, SIK i IHLLIMX NikapCbKnx 3acobiB, Wwo iHribytoTb LIOIM-2, He
peKkoMeHO0BaHO XiHKaM, AKi NnaHyoTb BariTHICTb.



30ammHicmb ennusamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcrnopmom abo iHuWuUMuU
MexaHismamu.

MauieHTn, y SkMx nig Yac 3acTocyBaHHSA eTOPUKOKCMOY BMHMKAE 3anaMOpPOYEHHs, BepTuUro abo
COHNMBICTb, HE MOBWHHI KEpyBaTV aBTOTPAHCNOPTOM Ta NpaLoBaTh 3 iHWUMKU MeXaHiaMaMu.

Cnoci6 3acmocyeaHHs1 ma Ao3uU.

Jlikapcbkui 3aci6 Kokokcmb 3acTocoByOTh NepoparbHo. Jlikapcbkui 3acid MoXxHa npurimMaTu
He3anexHo Bif BXMBaHHS ixi. [oyaTok edbekTy HacTae WweuaLle npy npuiromi nepeq igoto. LienotpibHo
BpaxoByBaTh Npu HEOOXiAHOCTI LUBMAKOrO NocrnabneHHs cuMnTomiB. OCKINbKMPU3NK BUHUKHEHHS
nopyLueHb 3 60Ky cepLeBO-CyaANHHOI CUCTEMU MPY 3aCTOCYBaHHI €TOPUKOKCUBY 3pocTae npu
NiABULLIEHHI [03W | TPMBANOCTI eKCcrno3uuii, crig NPoOBOAUTM HAMKOPOTLLI KypCK NiKyBaHHS Mpu
3aCTOCYBaHHi HaMeHLUMX ePEKTMBHMX A000BUX 003. CrignepiognyHO nepeoLiHoBaTh NoTpedy y
nonerLweHHi CUMNTOMIB i BiANOBiAb Ha NikyBaHHSA, 0COBGNMBO Yy NALIEHTIB 3 OCTE0APTPUTOM.

Ocmeoapmpum.

PekomeHpoBaHa fo3a ctaHoBuUTb 30 Mr 1 pa3 Ha [oby. Y Aeskux nauieHTiB Mpu He4OCTaTHbOMY
nocnabneHHi cumnToMiB 36inbLeHHSA Ao3m 0o 60 Mr 1 pa3 Ha o0y MoXe NiABULLMTM e(PEKTUBHICTL. 3a
BiZICYTHOCTI MOMINWeHHA eekTy cnif po3rnaHyTU MUTaHHA NPO iHLI MOXIMBI METOOM JTiKyBaHHS.

PesmamoidHuti apmpum.

PekomeHgoBaHa fo3a ctaHoBUTL 60 Mr 1 pa3 Ha goby. Y Aeskux nauieHTiB Mpy HE4OCTaTHbOMY
nocnabnexHHi cumnTomis 36inbLweHHsa Ao3u 4o 90 mr 1 pa3 Ha 4oby MoXe nokpallyBaTu
TepaneBTUYHUIN edeKT. [pn OOCArHEHHI KniHiYHOI cTabinizauii nauieHTa gouinbHo 3HN3NTKN go3y 4o 60
Mr 1 pa3 Ha goby. 3a BigCyTHOCTI NoninwweHHss edpekTy Crig PO3rnsaHYTU MUTaHHS NPO iHLWI MOXITMBI
MeToaM NiKyBaHHS.

AHKino3syro4yuti crioHousim.

PekomeHpoBaHa fo3a ctaHoBUTL 60 Mr 1 pa3 Ha goby. Y Aesikux nauieHTiB Mpu HE4OCTaTHBOMY
nocnabnexHHi cumnTomis 36inbLeHHa Ao3m 0o 90 mr 1 pa3 Ha o0y MOXe nokpallyBaTu
TepaneBTUYHUIN edeKT. [pn OOCArHeHHiI KniHiYHOI cTabinizauii nauieHTa gouinbHo 3HNM3nTN go3y go 60
Mr 1 pas Ha goby. 3a BigCyTHOCTI NoninwweHHss edpekTy Crig PO3rnsaHYTU MUTaHHS NPO iHLWI MOXITMBI
MeToaM NiKyBaHHS.

Focmputi 6inb.
Y pasi nosiBu rocTporo 6050 eTOPUKOKCUO 3aCTOCOBYIOThL JIULLIE Y TOCTPUI CUMNTOMATUYHWIA Nepioa.
locmputi noGaspuyHuUl apmpum.

PekomeHpoBaHa fo3a ctaHoBuUTh 120 Mr 1 pa3 Ha goby. Mig yac kniHiYHUX JocniaXeHb roCTPoro
nogarpuyHoro apTpuTy ETOPMKOKCMO 3acTOCOBYBanuM BNpoaoBx 8 aHis.[licnsonepauitiHul 6irb,
rnoe’a3aHull 3i cmomamosio2iYHUM orepamusHUM 8mpy4aHHsamMPekomeHaoBaHa go3a - 90 mr Ha 1 pas
Ha goby NpoTAroM Makcumym 3 AHiB. [na geakux nauieHTiB moxe 6yTn HeobXigHMM goaaTkoBe
nicnsonepauiiie 3HeOOMBaHHS.

[o3u, o nepeBuLLYOTE PEKOMEHAOBAHI AMs1 KOXKHOrO NokasaHHs!, He MatoTb 404AaTKOBOT e(DEKTUBHOCTI
abo He BMBYanucs.

Tomy:
- [03a Npu OCTE0APTPUTI HE NMOBMHHA NepeBuLLyBaTn 60 Mr Ha JoOY;

- [03a NPV peBMaToIgHOMY apTpUTi Ta aHKino3yt4yoMy CMoHAMAITI He NoBMHHA nepeBuyBaTt 90 Mr Ha
Aoby;

- [03a Npu rocTpin nogarpi He noBHHa nepesuyBaTy 120 Mr Ha 4OOy BNPOAOBXK MaKCUMarbHOro
nepiogy nikyBaHHA 8 OHIB;

- [o3a Npu rocTpoMy 600 Nicnst CTOMaToNorYHOro ONepaTMBHOrO BTPYYaHHS HE MOBUHHA
nepesuLlysaT 90 Mr Ha 406y BNPOAOBX MakcumarbHOro 3-4eHHOro nepioay.

lMauieHmu nimHbo20 8IKYy.



Hemae HeobXxiaHOCTI B KopeKuil 4o3yBaHHA NS NauieHTIB NiTHLOrO Biky. AK i y pasi 3acTocyBaHHS
iHLIMX NiKapCbKnx 3acobiB, eTOPMKOKCUO cnif npuaHadaTth 3 06epPEXHICTIO NauieHTam NiTHLOro BiKY.

lMopywieHHs byHKUIT nediHKU.

HesanexHo Bif NokasaHHs nauieHTam i3 nopyLleHHAMM dyHKLIT NediHKK nerkoro ctyneHs (5-66anis 3a
wkanot Yannga-ITwo) He cnig nepesuwlysatn fo3y 60 mr 1 pa3 Ha foOy. MauieHTam i3 nopyLueHHAMM
OYHKLUIT MEYiHKM NOMIPHOTO CTYNEHSA TSHKKOCTI (7—9 6aniB 3a wkanoto Yannga-'to) HesanexHo Bia
nokasaHHs He cnig nepesuwyBaTn gody 30 mr 1 pa3 Ha goOy.

KniHi4yHWA gocBig 3acTocyBaHHS 0OMEXEHUIA, 0CODMMBO LLOAO0 NALIEHTIB i3 MOPYLLUEHHAMN OYHKLi
MeyYiHK1 NOMIpHOro CTyMeHs, TOMy nikapCbkuii 3acib cnig npuaHadaTtn 3 obepexHicTio. BigcyTHin
KNiHIYHWI OOCBIA 3aCTOCYBaHHS NikapCbKOro 3acoby nauieHTam i3 TSXKKMMU NOPYLLUEHHAMU QOYHKLT
neviHkn (=10 6aniB 3a wkanot Yannga-IT'), Tomy nikapcbkuin 3acié NpoTUnokasaHuim Takum
nauieHTam.

lNopyweHHs1 hyHKUIT HUPOK.

KopuryBaHHsi o31 He NOTpibHe naujieHTam i3 KnipeHcom KpeaTuHiHy =30 Mi/xB. 3acTOCyBaHHS
€TOPUKOKCUDY navjieHTam i3 KrnipeHcom KpeaTuHiHy <30 Mn/XB NpOTMMNOKa3aHo.

Hdimu.
ETopurkokcnb npoTunokasaHuii Aitsam Bikom 4o 16 pokiB.
lMepedosyeaHHsi.

Y npoueci KniHiMHUX AoCnigXeHb 3aCcTOCyBaHHS OAHOPa30Boi 403K eTopukokecnby ao 500 mr abo
BaratopasoBun npuiiom 4o 150 Mr Ha OBy NpoTAarom 21 AHA HE CAPUYMHANO ICTOTHUX TOKCUYHUX
edekTiB. 3adhikcoBaHO rocTpe nepeno3yBaHHS ETOPUKOKCUMOOM, Xxo4a B BiNbLLOCTI BUMAAKIB MPO NOGIYHi
peakLii He NoBigOMMSNOChH.

Cumnmowmu.TMo6iyHi peakuii, Lo crnocTepiranucs HanyacTile, Bignosiganu npodinto 6esneku
eTopuKoKcnby (peakuii 3 6oky LLIKT, 3 6oky cepus Ta HUPOK).

JlikysaHHs1. Y pasi nepefo3yBaHHA OOUINTbHO BXUTU 3BMYaHUX NiATPUMYBASIbHUX 3aX0A4iB, Hanpukniaz
BuAaneHHsa HeabcopboBaHoro nikapcbkoro 3acoby 3i LUKT, BeAeHHSA KMiHIYHOrO CNOCTEePEXEHHS, Y pasi
HeoOXiQHOCTI - MPOBEAEHHS MiATPMMYBAIbHOIO NiKyBaHHS. ETOPUMKOKCMO HEe BUBOAUTLCA MpU
remogianisi, HeBi4OMO, Y/ BUBOLMUTLCS NMiKAPCLKMIA 3acib Npy NpoBeAEHHI NepuUTOHeanbLHOro Aianiay.

TMob6i4Hi peakuir.

Besneka 3acTocyBaHHS €TOPUKOKCMOY OLiHIOBanachk y NpoLeci KNiHiYHMX AoCNimpKeHb 3a y4acTio 9295
nauieHTiB, BKNoYaroum 6757 nauieHTiB 3 0CTE0apTPUTOM, PEBMATOIAHUM apTPUTOM, XPOHIYHMM Bonem
Y HWDKHIV YaCTWHI CNMHKU ab0 aHKino3yr4umm cnoHaunitom (npubnuaHo 600 nauieHTiB 3 ocTeoapTpUToMm
abo peBMaToigHMM apTPUTOM OAepXKyBanu NnikyBaHHS npoTaroM 1 poky abo gosLue).

MMig yac kniHiYHMX gocnigkeHb Npodinb NoBIYHMX peakuin 6yB OAHAKOBUM Y NAaLEHTIB 3
ocTeoapTpuTom abo peBMaToigHMM apTPUTOM, SIKi 3aCTOCOBYBarnu eTOPUKOKCHG npoTaroM 1poky abo
OoBLUE.

Y npoueci KniHiMHOro JOCMIOKEHHS 3a y4acTio NaLEHTIB i3 FOCTPUM NogarpuyHNM apTpUTOM
eTopuKoKcnb npuaHadanu B 0osi 120 mr 1 pa3 Ha goby npotsrom 8 gHis. MNpodhine NobivHMX peakuin y
LbOMY OOCTiMKEHHI ByB y LinoMy Takum caMum, SK y AOCAISKEHHAX 3a y4acTio NaLuieHTiB 3
OCTE0apTPUTOM, PEBMATOIAHUM apTPUTOM Ta XPOHIYHUM BOMEM Y HUWXKHI YaCTUHI CIIMHMN.

Y nporpami ouiHkn 6e3neku ansi cepLeBO-CYANHHOT CUCTEMU 33 AaHMMM TPbOX KOHTPOSIbOBAHMX
OOChiKEeHb 3 aKTMBHOK PEYOBUHOK MOPIBHSAHHA 17412 nauieHTiB 3 ocTteoapTputom abo
peEBMaToigHNUM apTPUTOM 3aCTOCOBYBasnn eTopukokeunt (y gosax 60 mr abo 90 Mr) B cepeaHbOMY
BMpOOoBX NpnbnusHo 18 micauis. JaHi npo 6e3neky Ta 6inbLu geTanbHa iHopMaLisi Npo L nporpamy
npegcTaeneHi B po3aini «PapmakonoriyHi BNacTMBOCTI». YNPOLEC KNiHIYHMX AOCHiIgKEHb 3a y4acTio
nauieHTiB i3 rocTpMM nicnsionepaviiiimM 6onem nicnsi CTOMaToNoriYHMX XipypriYHMX BTPYYaHb,
BKMOYaoun 614 nauieHTis, siki 3acTocoByBanu eTopukokend (y gosax 90 mr abo 120 mr), npodinb
NobivHNX peakuin ByB y LINTOMY TaknM e, SK y OCAIIKEHHAX 3@ Y4acTHo NaLieHTiB 3 0CTeoapTpPUTOM,
peBMaTOIgHUM apTPUTOM Ta XPOHIYHMM BONEeM y HWXKHIN YacTuHi cnvHK. MpoHmxk4ye3asHaveHi NoGivHi
peakuii noBigomMnANock 3 GinbLLIOK YaCTOTO MPU 3aCTOCYBaHHI ETOPUKOKCUOBY, HiXX Nnauebo, y npoueci



KNiHIYHMX OOCMioKEeHb 3a Y4acCTHO NaLieHTiB 3 0CTE0apTPUTOM, pEBMATOIGHUM apTPUTOM, XPOHIYHUM
©0onem y HKHIN YacTWHI CNHM abo aHKINO3yHuYNM CMOHAMMITOM, SIKi 3aCTOCOBYBarM eTOPUKOKCHG y
0o3i 30 mr, 60 mr abo 90 mr npoTtarom 12 TwxkHIB (gocnigkeHHs 3a nporpamoto MEDAL,
KOPOTKOCTPOKOBI AOCHIMKEHHS LWOJ0 rocTporo 6050 Ta NOCTMapKeTUHIOBUIM LOCBIA).

Tabnunus2
. o Kateropis
Knac cuctemun opraHis MoGiyHi peakuii i
yacToTu
IHbekuii ma iHeaasii ar1bBEONAPHNA OCTUT yacTto
racTpoeHTepPUT, iIHPEKLIT BEPXHIX ANXANbHUX LUNSAXIB, HeYacTo
iHdbeKLjii ce4oBUBIOHOMO TPaKTy
3 60Ky Kposi ma aHeMis (nepeBaXkHO B pe3ynbTaTi LMYHKOBO-KULLKOBOT HEYaCTO
TiMgbamuyHOl cucmemu  [KPOBOTEMI), NENKOMEHis, TPOMOOLIMTOMNEHIS
3 60Ky iMyHHOI cucmemu  [rinepdyTnusicTbl 3 He4yacTo
AHMOHEBPOTUYHUIA HAOPSIK,
aHadiNnakTnyHi/aHadinakToigHi peakuii, y ToMmy vmcni pigko
Lokt
Po3nadu memaboniamy i |Habpsakn/ 3aTpuMKa piganHu yacTto
xapyyeaHHs :
BHVKEHHS a0 MOCUIEHHSA aneTuTy, 30iNbLUEHHA Macu
. He4acTo
Tina
lcuxiyHi mopyweHHs TPUBOXHICTb, Aenpecid, NoripLeHHs po3yMOBOI HEYACTO
NissNbHOCTI, rantoyuHauiit
CMyTaHICTb CBIAOMOCTIit, HeCnokKiiHMM cTaHt pigko
3 60Ky Hep8oesoi cucmemu BanamopoYeHHSs!, rofTOBHUI Binb yacTto
nucreB3id, 6e3coHHSA, NapecTesia/rinecTesis, COHNMMBICTb He4yacTo
3 60Ky opeaHie 30py HEuITKICTb 30pY, KOH'IOHKTUBIT He4acTo
3 60Ky opeaHie cryxy i LYyM Y Byxax, 3anaMOpOYEHHS
secmubyrnspHoO20 HeyacTo
arnapamy
3 60Ky cepus BiOUyTTS cepuebutTts, aputmist yacTto
hibpunsauia nepencepapb, Taxikapgist, sacTiiHa cepuesa
HedoCTaTHICTb, HecrneundiyHi 3miHM Ha EKT, He4yacTo
cTeHokapaist, iHapkT miokapaa§
3 60Ky cyOUHHOI cucmeMmu [apTepianbHa rinepTeHsis yacTto
NPUNANBY KPOBI, MOPYLUEHHS MO3KOBOIO KPOBOODIry§,
TPaH3UTOPHa ileMiyHa aTaka, rinepToHIYHUN KpUsTt, HeyacTo
Backynitt
3 60Ky OuxarbHOI OpoHxocnasmt yacTo
cucmemu, opaaHie 2pyOHOI
Krimku ma cepedocmiHHs [KaLenb, ANCMHOE, HOCOBa KpoBoTEYa He4yacTo
3 60Ky Wir1yHKOBO- Oinb y XMBOTI AyXxe yacTto
KUWKOB020 mpaKkmy : .
3anop, METEOPU3M, racTpuT, Nevia/ KUCNOTHUIA pedorTtoke,
niapesi, aucnencis/anckoMdopT B AiNsHL eniracTpis, Sl
HygoTa, 6ntoBaHHA, e3odariT, BUpasku B pOTOBIN




MOPOXHUHI

30YTTS XKUBOTA, 3MiHA XapaKkTepy nepuctansTukm
KWULLEYHWKY, CYXiCTb Y pPOTi, racTpoayoAeHarnbHi BUpasku,

. ! o HeyacTo
NenTUYHI BUpa3ky, y TOMy Ynchi nepdopadid i KpoBoTeua
LLIKT, cuHapom nogpasHeHoro KULWEeYHUKY, NaHKkpeaTuTt
3 60Ky eenamobiniapHoi  niasuweHHa AT, niguweHHa ACT yacTo
cucmemu :
renatnT pIaKko
nedviHkoBa HeoCTaTHICTbE, KOBTAHMUSAT pigkot
3 60Ky WKipu i MiOWKIipHOI [ekXiMo3 yacTto
K/TIMKOBUHU .
Habpsik 0bnunyys, ceepbix, Bucun, eputemai,
: He4acTo
Kponus’sHkat
cnHgpom CriBeHca-[)KoHCoHat, TOKCUYHMIA
enigepmanbHUM Hekponiat, cTiika MeguKkaMeHTo3Ha pigkot
eputemat
3 60Ky 0ropHo-pyxoeoi  [cnasmu/CyaoMmn M’si3iB, CKENETHO-M 130BUIA Binb/CKyTICTb
cucmemu i criosly4Hor HeyacTo
mKaHUHU
3 60Ky HUPOK i NpoTeiHypis, NiABULLEHHS PiBHA KpeaTuHiHY B CMpOBaTLi

ce4yosuldinibHOi cucmemu  [KPOBI, HAPKOBA HegocTaTHICTL/ancdyHkuiat (amB. po3gin| Hevyacto
‘OcobnmMBOCTI 3aCTOCYBaHHA")

BazarsbHi po3nadu ma AcTeHis/BTOMa, rpynonodibHi cumnTomm yacTto
lpeakuii y micui 6eedeHHsI : E—

0inb y rpyaHiv KNiTui He4acTo
[labopamopHi NiABULLEHHS PiBHS @30Ty CEYOBWUHU KPOBI, NiABULLEHHSA
00C1iIOXKEHHS piBHA KpeaTUHdOCdOoKIHA3W, rinepkaniemMis, NiaBULLEHHS HeyacTo

PiBHA CEYO0BOI KMCMOTU

BHVXKEHHS PIBHA HATPIlO B KPOBI piako

* KaTeropis 4acToTy BU3HaA4aeTbCs AN KOXHOMO TePMiHy NOBGIYHOro ABMLLA 32 YacToTOK B 6asi AaHux
KNiHIYHMX gocnigkeHb: ayxe Yacto (=1/10); yacto (=1/100, <1/10); HewacTo (=1/1000, <1/100); pigko
(=1/10000, <1/1000); ay>xe pigko (<1/10000).

I MNob6iyHa peakuis igeHTudikoBaHa y NpoLeci NOCTMApPKETUHIOBOrO CNOCTEPEXEHHs. YacToTa
BM3Ha4anacs 3a MakCMMarbHOK YacTOTOK Y KIiHIMHUX JOCHiAXKEHHAX (AaHi 3ibpaHi 3a 3aTBepAKEHMU
NnokasaHHAMM Ta JO3aMK).

T KaTeropia yactotu «pigko» BnsHavanacs signosigHo Ao Guideline on summary of product
characteristics (SmPC) (2-nnepernsa, BepeceHb 2009) Ha nigcTasi po3paxoBaHOi BEpXHbOi Mexi 95%
Ol ana 0 aBuwy, 3 ypaxyBaHHSAM KiNTbKOCTi Y4aCHUKIB, SIKi mpuimanu nikapcbkuii 3acib 3 gitoyoto
pPEeYOBMHOK €TOPUKOKCMO, B aHanisi aaHux Il pasun, o6’eaHaHux 3a go3oto i nokasanHsaM (N = 15470).

R Tinep4yTnmMBIiCTb BKNIOYAE NOHATTS: anepris, MeaMKkaMeHTO3Ha anepris, MeavkameHTo3Ha
rinepyyTrMBICTb, riNepYyTnmBICTb, MNepYyTNNBICTb HEYTOYHEHA, peaKLis rinep4YyTrnvBOCTi i HeyToYHeHa
aneprig.

§ 3a pesynbTaTtamu aHanisy TpMBanumx, KOHTPOSIbOBaHMX 3a JOMOMOrOK MsaLebo Ta eTOPUKOKCUBY
NOPIBHAHHSA KIiHIYHMX JOCnigKeHb, cenekTuaHi iHridiTtopm LIOIM-2 6ynu noe’a3aHi 3i 36inbLUEeHHAM
PU3MKY BUHVKHEHHST CEPMO3HUX apTepianbHNX TPOMOOTUYHMX NOAiN, BKITHOYakuM iHbapKT Miokapaa Ta
iHCYnbT. Basylouncb Ha HasiBHUX AaHUX, ManoMMOBIPHO, WO 36iMbLUeHHS aBConTHOIO PU3MKY
BUHUWKHEHHS Taknx aBuLL, nepeBuwntb 1% Ha pik (HeyacTo).

Mpwn 3actocyBanHi HIM33 noBigomnanocs Npo Taki cepnoaHi NobiYHI peakuii: HePOTOKCUYHICTb,
BKIMOYAKUN iHTepCTMLianbHUA HEPUT | HEPPOTUYHUI CUHAPOM, TOMY HE MOXKHA BUKITHOYaTH X
BUHMWKHEHHS MPWU 3aCTOCYBaHHI ETOPUKOKCUODY.



[NosidomreHHs1 npo nido3prosaHi MobiyHi peakuii

MoBigoMneHHs Npo NobiYvHi peakuii nicnsa peecTpadil nikapcbKoro 3acoby mae Baxnunee 3HayYeHHs. Lle
Aae 3MOory NpoBOANTM MOHITOPUHI CMiBBIOHOLLEHHS KOPUCTB/PU3MK NPU 3aCTOCYBAHHI LIbOrO NikapCbKOro
3acoby. MeguyHmMm Ta hapMaLeBTUYHUM MpaviBHMKaM, a TakoX nauieHTaMm abo ix 3aKOHHUM
npeAcTaBHUKaM Chif, MOBIZOMISTL NPO YCi BUNagKky Nigo3proBaHmx nobiYHMX peakuin Ta BigCyTHOCTI
edeKTUBHOCTI nikapcbkoro 3acoby Ao [depxaBHoro ekcnepTHoro LeHTpy MO3YkpaiHu 3a nocunaHHAM:
https://aisf.dec.gov.ua/

TepmiH npudamHocmi.
4 poku.
YMoBuM 36epiraHHA.

36epirati B OpuriHanbHi ynakoBLi Ans 3axXucTy Bifg Bonoru. [ns nikapcbkoro 3acoby He BUMaraeTbCs
crevujianbHUX ymoB 36epiraHHs. 36epiraTtn y HeAOCTYNMHOMY ANs AiTen Micu,.

YnakoBKa.

Mo 7 TabneTtok y 6nictepi; no 1 ado no 4 6nictepy B KAPTOHHIN KOPOOLLI.

KaTteropis Bignycky.

3a peuenTtom.

Bupo6Huk.

POHTIC XENNNAC MELIKAN EHO ®APMACBHIKOTIKAJIC MPOOAKTC C.A.
Micue3HaxogXeHHs1 BUPOOHUKA Ta agpeca Micusi NpoBagXeHHS MOro AisnNbHOCTI.

M.0. BOKC 3012 Napica IHgacTpian Epia, lapica, 41004, peuis.



