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Cknap;

Oitoya peyosuHa: etoricoxib;

1 1abneTka, BkpKTa NNIBKOBOKO 060MOHKOI0, MICTUTL eTOpuKoKkeuby 60 Mrabo 90 mr,

abo 120 mr;

00NOMiXHi pe4osuHu: kanbLito rigpodocdar 6e3BogHUNA, Lentonosa

MiKpOKpUCTaniyHa, HaTpil0 Kpockapmenosa, KpemHilo Aiokcug KOnoigHum

6e3BoaHNI, MarHito cTeapar;

nnigkoge nokpumms: Opadry |1 31G58920 6inwi (rigpokcunponinMeTUnLentonosa,

NaKTo3u MoHoriapar, TuTaHy giokena (E 171), nonietunexrnikoni, Tansk).

TNikapcbka dopma. TabneTkm, BKpUTI NNIBKOBOIO 060MOHKO.

OcHogHi ¢hisuko-ximidHi gnacmugocmi:

TabneTku, BKpUTI NMiBkoBOK 060MOHKOK, MO 60 Mr: oBarbHi TabneTku, BKPUTI
nniBkoBOK 0BOMOHKOK 3 ABOONYKIOK MOBEPXHeto, BiA 6inoro Ao maike Ginoro
Konbopy, 3 PO3MoAiNb4Oot PUCKOKD 3 0HOTO GOKY Ta PIBHOK MOBEPXHEHD 3 iHLIOTO
Boky;

TabneTkw, BKpUTI NniBkoBOKO 060MoHKo, No 90 mr Ta 120 mr: kpyrni Tabnetku,
BKPUTi NNIBKOBOIO 06OMIOHKOIO 3 [ABOOMYKIIO MOBEPXHEID, BiA 6inoro 4o maibke
6inoro konbopy, 3 piBHOK NOBEPXHELD 3 060X BOKiB.

MapmakoTepaneBTUMYHa rpyna.
HecTepoiaHi npoTu3ananbHi Ta npoTupeBMaTUyHi npenapatu. Kokcubu.
Ko ATXMO1AHO5.

dapmakonoriyHi BnacTuBocTi.

®apmakoduHamika.

MexaHiam gii

ETopukokcub € nepopanbHUM CenekTUBHUM iHribiTopom Lmknookeureraaum-2 (LLOr-
2) y Mexax KniHi4HOro flianasoHy 103.

Y npoueci KniHiYHMX hapMakonoriYHuX AOCHIMKEeHb ETOPUKOKCUO [10303aNeXHO
iHribysas L|OT-2 6e3 iHribysaHHs Lyknookcureqasn-1 (LIOM-1) npu 3actocysanHi y
po3ax o 150 mr Ha foby. ETopukokcub He iHribye CuHTe3 npocTarnaHamHiB WiyHka
Ta He BNMBae Ha PyHKLto TpOMBOLNTIB.

LinknookcureHasa Bignosigae 3a yTBOPEHHS MpoCTarnaHauHie. loeHTudikoBaHo
agi isocpopmmn — LLOT -1 ta LIOT-2. LIOT-2 € i3odhopmoto hepMeHTY, Lo iHayKyETbCS
iMnynbCOM Mpo3ananeHHs Ta po3rnaaaeTbes ik OCHOBHWI (hakTop, LLO BignoBifae
3a C1HTe3 NPOCTaHOIAHMX MegiaTopis 60nto, 3ananeHHs Ta rapsuku. LIOr-2 takox
3adisHa y npouecax OBynsLji, iMNNaHTaLii Ta 3akpuUTTS apTepianbHOi NPOTOKM,
perynsii hyHKUiT HUPOK Ta LiEHTpanbHOI HEPBOBOI CUCTEMM (IHAYKLIS rapsiuky,
BiguyTTA Gonio, KOrHiTMBHa (yHKUis). Takox moxe 6paTu yyacTb y NpoLeci
3aroeHHs Bupasok. LIOM-2 6yno ineHTUdikoBaHO Y TKaHWHI HABKOMO BMPa3ku
LUNYHKa Y MIOAVHK, ane 3HaYeHHs ANs 3aroeHHs BUpaskil He BCTAHOBMEHO.
EdekTnBHicTb

Y naujieHTiB i3 ocTeoapTpuToM eTopukokend y fo3i 60 Mr 1 pa3 Ha goby 3HauHO
nokpaLLyBaB cTaH npu 6onsX Ta oLiHKy naLieHTa oo CTaHy 3axBoptoBaHHs. Lli
No3NTUBHI echekTI cnocTepiranics Bxe Ha ApYrii AeHb NikyBaHHs i 30epiranucs
npoTAroMm nepiogy nikyBaHHS [0 52 TWxHIB. Y npoueci gocnimxeHb i3
3acTocyBaHHsAM eTopukokeuby B fo3i 30 Mr 1 pa3 Ha foby edeKTUBHICTb Liboro
npenapaty nepesuuyBana nnayebo npoTAarom 12 TWUXKHIB NiKyBaHHS
(BMKOpPWCTOBYBANMCS Ti OLLIHKW, WO i B iHLLUMX AOCTiZpKeHHX). MiA Yac [ocnimKeHHs
ninbopy o3 eTopukoken6 y Ao3i 60 Mr AEMOHCTPYBAB 3HAYHO BinbLL BUpaxKeHe
noKpaLLeHHs, Hix y 403i 30 Mr, oA YCix 3 0CHOBHMX KiHLIEBIX TOYOK Mics 6 TWKHIB
nikyBaHHs1. 3actocyBaHHs o3v 30 Mr npy 0CTE0apTPUTI KICTi HE BUBYANOCS.

Y naLlieHTiB i3 peBMaToiHUM apTpUTOM eTopukokemnb y Ao3i 60 mrta 90 mr 1 pa3 Ha
no0y 3Ha4yHO MOKpaLlyBaB CTaH LOAO BUPaXeHOCTi 60, 3ananeHHs, a Takox
PYXNMBOCTI. Y NpoLieci AocnigpxeHb 3 oLiHkv 403 60 Mr Ta 90 Mr no3nTMBHIUA echekT
30epiraBcs NpoTsrom 12-TWxHEBOro nepiofy nikysaHHS. Y npoLeci LOCTIMKEHHs 3
OUjiHKW o3 60 Mr nopiBHsHO 3 f030t0 90 Mr 06KaBa [03yBaHHS TOPUKOKCUBY —
60 mr 1 pa3 Ha o6y Ta 90 Mr 1 pa3 Ha Aoby — Bynu GinbL echekTUBHI, Hix nnaye6o.
[o3a 90 mr 6yna edekTuBHiLLa, Hix fo3a 60 Mr BiANOBigHO J0 MeToAy 3aranbHoi
oujiHkv Gonto naujentiB (0-100 MM BidyanbHa aHanoroea Lukana), 3i cepefHim
nokpatyeHHsm 2,71 mm (95 % [1: -4,98 mm, -0,45 Mm).

Y navujeHTiB i3 Hanagamu rocTporo NoAarpUiHOrO apTpuTy €TOPUKOKCHG y 030
120 mr 1 pa3 Ha [oby npoTsirom 8 KB noneriuysas binb y cyrnobax cepeHbOro i
TSKKOrO CTYMeHst Ta 3ananeHHs NopiBHAHO 3 iHooMeTaunHoM y A03i 50 Mr 3 paau Ha
100y. 3MeHLLEHHS BUpPaXeHOCTi 600 CMOCTEPIraeThes BXeE Yepes 4 rognHm nicns
noyaTKy nikyBaHHs.

Y navieHTiB i3 aHKINO3y04nM CnoHaMNITom eTopukoken6 y fo3i 90 mr 1 pa3 Ha aoby
3abe3neuyye 3HauHe nokpaLLleHHst npy Bonio y xpebTi, 3ananeHHi, 0bMexeHHi pyxis,
a TaKoX mokpallye dyHKLioHanbHy 3aaTHICTb. KniHiuHi nepeBarn eTopukokcnby
cnocTepiranucs Ha Apyruid AeHb nicns novaTky Tepanii i 36epiran1cs ynpoposx
52-TWKHEBOro nepiogy NikyBaHHS. Y npoveci Apyroro AOCMIKEHHS 3 OLHKM 03K
60 mr nopiBHsHO 3 fo3ot0 90 mr, eTopukokeub y Ao3i 60 mr 1 pa3 Ha oby Ta 90 mr
1 pa3 Ha §oby NPOAEMOHCTPYBAB CXOXY EEKTUBHICTb MOPIBHSHO 3 HAMPOKCEHOM
1000 Mr wwopeHHo. Y nauieHTiB, Siki He JeMOHCTpyBanu afekBaTHOI Bianogii nig
yac 3acTocyBaHHS 403u 60 Mr LLOAEHHO NPOTAroM 6 TWXKHIB, NiABULLEHHS 403N [0
90 Mr LOAEHHO NOKpaLlyBano OLiHKy iHTEHCMBHOCTI Bomio y cnuHi (0-100 Mm
Bi3yanbHa aHanoroBa Lukana) MOPIiBHAHO 3 MPOAOBXeHHsM npuiiomy 60 mr
LLIOZIEHHO, 3i cepeaHiM nokpalLeHHsm -2,70 mm (95 % []: -4,88 Mm, -0,52 Mm).

i Yac kniHiYHoro JocnimkeHHs nicnsionepaviiiHoro 3y6Horo 6011t eTopukokeud y
po3i 90 mr 3actocoyBanu 1 pa3 Ha Aoby O TPbOX AHIB. Y NiArpyni navjiexTis i3
MoMIpHIM Borem y NoyaTkoBOMY CTaHi eTopukokcib y fo3i 90 Mr AeMOHCTpyBaB
3HebontoBanbHMit edekT, NoaidHMIA fo Takoro B ibynpodeHy 600 mr (16,11 npotun
16,39; P = 0,722), Ta nepeBuLyBaB edekT napaveramony/koaeiHy 600 mr/60 mr
(11,00; P < 0,001) i nnaue6o (6,84; P < 0,001), wo BM3Ha4anocs 3a NokasH1KoM
noBHoro noneriuenHs Gonto yepes 6 rognH (TOPARG). KinbkicTb navieHTis, ki
NOBIAOMASANW NPO 3aCTOCYBaHHS NpenapatiB eKCTPEHOro 3He60NEeHHs NPOTAroM
24 ropwH, cknana 40,8 % y rpyni 3actocyBaHHs eTopukokeuby 90 mr, 25,5 % y rpyni
3actocyBaHHs ibynpodeHy 600 mr koxHi 6 roguH i 46,7 % y rpyni 3acTocyBaHHs
napatetamony/kogeiy 600 mr/60 Mr KoxHi 6 roauH NOPIBHAHO 3 76,2 % naujieHTiB,
AKi npuimanu nnauebo. Y UbOMY AOCMIAKEHHI MOYATOK aHamnbre3uBHoi il
(BipuyTHe monerweHHs 6onto) 90 Mr eTopukokcuby crocTepiranocs Bxe Yepes
28 XBUNWH Nicns npuitoMy npenapary.

Besneka

MixHapoaHa JocnigHvLbka Nporpama TPUBANoro 3acTOCyBaHHS eTOPUKOKCUOY i
avknodeHaky npu aptputi (MEDAL)

lMporpama MEDAL 6yna npocnekTBHO po3pobrieHo mporpamoio BigHOCHO
pe3ynbTaTiB Wono Gesneks 3 GOKy CepLiEBO-CyANHHOI CUCTEMM, OTPUMAHNX 33
06'eaHaHNMM AAHUMW TPbOX PaHAOMI30BaHWX, MOABIAHO CMIMUX, KOHTPOMbOBAHNX
aKTUBHWUM NpenapaToM NOpIBHAHHS focnimkeHb (nocnimkerHs MEDAL, EDGE I1i
EDGE).

Y pocnigkerHi MEDAL, o 6yno HanpaBneHe Ha BU3HAYEHHS BMIMBY HA CepLeBo-
CYAUHHY cuctemy, 6panu yyactb 17804 naujeHt 3 octeoaptputom i 5700 — i3
peBMaTOigHUM apTpPUTOM, sIKi 3aCTOCOBYBanu eTopukokcub y aosi 60 mr
(ocTeoapTpuT) 4n 90 Mr (0CTE0apTPUT i peBMaTOIAHNI apTpuT) abo AnknodeHak y
po3i 150 mr Ha foby npotsarom y cepenHbomy 20,3 micsus (MakcumanbHoO —
42,3 wmicsugs, megiaHa — 21,3 micsaus). Y Uubomy pocnimkerHi 6ynu 3adikcoBaHi
Tinbky cepiio3Hi NobiYHi peakyii i NPUNMHEHHS NpuWItOMY NpenapaTy BHACMiLOK
BUHWKHEHHS! By /1b-KUX NOGIYHINX peakui.

Y npoueci gocnipkeHb EDGE i EDGE Il nopiBHioBanu LimyHKOBO-KULLIKOBY
nepeHoCUMICTb eTOpUKOKCKBY | anknodbeHaky. Y gocnimkerHi EDGE 6panv yyactb
7111 naujeHTiB 3 0CTE0APTPUTOM, SIki 3aCTOCOBYBani eTopukoken6 y Ao3i 90 Mr Ha
no0y (y 1,5 pasa BuLLe pekoMeHZ0BaHOi O3 ANs NikyBaHHs 0CTe0apTpuTy), abo
avknodeHak y fo3i 150 Mr Ha goby npoTsirom y cepeHbomy 9,1 MicsLs (Makcumym
- 16,6 micaugs, megiaHa — 11,4 micsaus). Y pocnimkenni EDGE Il 6panu yyactb
4086 navieHTiB i3 peBMaTOIAHNM apTPUTOM, SIKi 3aCTOCOBYBANM eTOPUKOKCID y A03i
90 mr Ha §oby abo auknodeHakom y aosi 150 Mr Ha o6y NpoTAroM y cepeaHLOMy
19,2 micsius (Makcumym — 33,1 micsiug, megiaHa — 24 micsi).

Y o6'eaHaHin nporpami MEDAL 6panu yyactb 34701 naLieHTiB 3 0CTE0apTPUTOM i
peBMaToifHAM apTpuTOM, SKi OTPUMYyBanmu MikyBaHHS YNpOAOBX nepiody B
cepegHbomy 17,9 micaus (makcumym — 42,3 micaus, megiaHa — 16,3 micsus);
npubnuaHo 12800 navieHTiB OTpUMyBany nikyBaHHS NoHag 24 micsui. Y nauieHTis,
3apEeECTPOBaHNX Yy Lii nporpami, BYnK pisHi NOYATKOBI YMHHWKM PU3NKY LIOAO
CEepLIeBO-CY/ANHHOI CUCTEMM | LLNYHKOBO-KMLLKOBOrO TpakTy (LUKT). MavjieHTy i3
HeLLoAaBHO NepeHeceHM iHapKTOM Miokapaa, a0pTOKOPOHAPHIUM LLYHTYBaHHSIM
abo YepesLKipHO KOPOHAPHOK aHrionmacTukol ynpogoBX 6 Micsuis Ao
peecTpaLii B ocnimpkeHHi Oynn BUKiodeHi 3 LOCNIMKeHHs. Y focnimkeHHsx 6yno
[03BOMEHO 3aCTOCYBaHHS racTPONPOTEKTOPHIX Mpenaparis i aueTuncaniynunosoi
KMCINOTH Y HU3bKWX BO3aX.

3aeanbHa besneka

He Gyno cyTTeBuX BiAMIHHOCTE Yy YacToTi TPOMOOTUYHIMX CepLiEBO-CYANHHIX
ycKknagHeHb npy 3acTocyBaHHi eTopukokcuby i auknodeHaky. KapgiopeHanbHi
noBiuni peakLii yacTie crocTepiranucs Npu 3acTocyBaHHI €TOpUKOKCUOY, Hix
avknodeHaky; Len edekt 6yB 40303anexHUM (4eTanbHO Npo pesynbTaTi avB.
HWkye). Mobiuni peakyji 3 Goky LUKT i neviHkvM BUHMKANM 3HAYHO YacTile npu
3aCTOCYyBaHHi AMKNOdeHaky, HxX eTopukokcnby. YactoTa BUHWMKHEHHS NOGIYHMX
peakuin y gocnimkeHHsax EDGE i EDGE I, a takox nobiyHux peakuiit, Lio
po3rnsganucs Sk cepiio3Hi abo Taki, Wo Npu3BOAATL A0 BiMiHW Npenapaty B
pocnigkeHHi MEDAL, 6yna BuLLOl Npu 3acTOCyBaHHi €TOPUKOKCUBY, Hix
AMKNodeHaky.

be3neka wodo cepuyeso-cyOuHHOI cucmemu

YacroTa nigTBepmKEHNX TPOMOOTUYHUX CEPLIEBO-CYANHHUX CEPIIO3HNX NOGIYHNX
peakLiit (BknroYaroum peakLii 3 6oky cepus, LiepebpoBackynsipHi peakuii i peakyii 3
60Ky nepuepunyHIX CyauH) NOPIBHIOBaNach Mix eTOPUKOKCUBOM i AnKnodeHakom
(naHi nincymoBaHo B Tabnuui 1). He Byno cyTTeBmx BiAMIHHOCTEN Y NOKa3HWKax
4acToTu TPOMBOTUYHMX YCKNagHeHb NpU 3acTOCYBaHHI eTOpMKOKCMOY i
AuKknodeHaky B ycix npoaHanisoBaHux Migrpynax, BKMIOYaOYW NaujiexTis i3
kapaioBackynspHuMm pusnkom. Mpu OKpeMoMy po3rnsAi BiHOCHWA pU3MK
BUHWUKHEHHS! MIATBEPAXKEHNX CEPIO3HNX TPOMOOTMYHMX MOBIYHMX peaKLiit 3 Goky
CEPLIEBO-CYAMHHOI CUCTEMM MpK 3aCTOCYBaHHI eTopukokeuby B o3 60 mr abo
90 mri anknodpeHaky B Aosi 150 mr 6yB ogHaKOBUM.

Tabnmug 1
TMokasHWKM MiATBEPAKEHUX TPOMBOTUYHNX yCKnaaHeHb 3 6OKy cepLeBo-CyaUHHOT
cuctemm (06'eaHaqa nporpama MEDAL)

ETopukokcnb [uknodeHak [TOpIBHSAHHSA MiX
(N=16819) (N=16483) rpynammu
25836 navjeHTo- 24766 navjieHTo- niKyBaHHS
YcknaaHeHHs pokiB pokiB
MokaaHuk' MokasHuk' BigHoCHMiA
(95 % Al) (95 % AN pU3NK
(95 % AI)

[inTBEpAXeHi cepiioaHi TpomMBOTUYHI NOBIYHI peakwii 3 Goky cepLieBo-
CYAVMHHOI cucTeMn
3a npotokonom
3a Hamipom
nikysatucs
[linTBEpXeHi ycknaaHeHHs 3 6oky cepus
3a npotokonom | 0,71(0,61;0,82)
3a Hamipom 0,69 (0,61;0,78)
nikyatucs
[igTBEpAXeHi LepebpoBackynsipHi ycknagHeHHs
3a npotokonom | 0,34 (0,28; 0,42) 0,32 (0,25; 0,40)
3a Hamipom 0,33 (0,28; 0,39) 0,29 (0,24; 0,35)
nikyatucs
[igTBEpMXeHi yeknagHeHHs 3 60Ky nepudepuyHnX CyanH
3a npotokonom | 0,20 (0,15; 0,27) 0,22 (0,17, 0,29)
3a Hamipom 0,24 (0,20; 0,30) 0,23 (0,18; 0,28)
nikyatucs

1,24 (1,11, 1,38)
125 (1,14; 1,36)

1,30 (1,17; 1,45)
1,19.(1,08; 1,30)

0,95 (0,81; 1,11)
1,05 (0,93; 1,19)

0,78 (0,68; 0,90)
0,70 (0,62; 0,79)

0,90 (0,74; 1,10)
0,99 (0,84; 1,17)

1,08 (0,80; 1,46)
1,12 (0,87; 1,44)

0,92 (0,63; 1,35)
1,08 (0,81: 1,44)

"YeknagHeHs Ha 100 nawieHTo-pokis; [l - fosipuwit iHTepsan.
N —3aranbHa KinbkiCTb navjieHTiB y nonynsii 3a npoToKonoM.

3a npoTokomnoMm: yci ycknagHeHHs nig yac JocnimpxysaHoi Tepanii abo npotarom
14 pHiB micns ii NPUNUHEHHS (32 BUHATKOM MaLieHTiB, ski npuiHsamu < 75 %
JocrnigxyBaHoro npenapaty abo npuiiManu HegocnigxyBaHi HeCTepoigHi
npoTu3ananbHi 3acobu (HM33)> 10 % scboro nepiogy).

3a Hamipom nikyBaTucs: BCi MiATBEPIXEHi yCKNagHEHHS A0 3aKiHYeHHS
[OCRMKEHHS (Y T. Y. Y NaLieHTiB, SKi MOTTM 3a3HaTU BTPYYaHHS!, HE MOB'A3aHOro0 3
BOCRILKEHHAM, i3 NOJaMNbLUIMM NPUNUHEHHAM NPUIAOMY LOCHIAXYBAHOrO
npenapaty). 3aranbHa KinbkicTb paH4OMi30BaHWX nauieHTiB: 17412 y rpyni
eTopukokeuby i 17289 y rpyni anknodeHaky.

IMoKa3HWK CepLIEBO-CYANHHOT CMEPTHOCTI, SIK | 3aranbHoi cMepTHOCTI, 6B NOAIGHUM
y rpynax nikyBaHHs ETOPUKOKCMBOM | AKNodEHaKOM.

KapdiopeHanbHi ycknadHeHHs

Mpnbnnato 50 % nauieHTis, npuiHaTX y focnimkeHHs MEDAL, manu apTepiansHy
rinepTeHsilo B aHaMHe3i Ha no4aTKoBOMY eTani. Y LpOoMy AOCHIMKEHH YacToTa
NPUNMHEHHS NiKyBaHHA BHACMILOK BUHWKHEHHS NOGIYHNX peakLilt, NOoB'A3aHnX i3
apTepianbHoOK rinepTeHsieto, Byna CTaTUCTUYHO 3HAYHO BULLOK Yy Tpyni
3aCTOCYBaHHS €TOpUKOKCKOY, HiX Y rpyni 3acTocyBaHHs AuknodeHaky. YacTota
Takoi NobivHOi peakLii sik 3acTiliHa cepLeBa HEeAOCTATHICTb (MPUMUHEHHS NPUAOMY
npenaparty i cepiiosHi peakLii), Gyna aHanoriYHow sk NP1 NpUIOMi eTOPUKOKCMBY
60 mr, Tak i npu npuitomi guknodeHaky 150 Mr, NpoTe YacToTa BUHWUKHEHHS LIUX
peakuiin Oyna Buwot npu npuitomi etopukokcuby 90 Mr nopiBHSHO 3
pvknocdeHakom 150 Mr (CTaTUCTMYHO 3HaYyLLa Pi3HULA NPy NPUAOMI ETOPUKOKCHOY
90 mr nopisHaHo 3i 150 mr auknodenaky B rpyni OA MEDAL). YactoTa
niATBEpAXEHUX NoBIYHMX peakuii, NoB's3aHUX i3 3aCTiNHOKW CEpPLEBOID
HefocTaTHICTIO (sBULWA, Lo Oynu cepiosHUMKM i BMMaranu rocnitanisadii abo
HeBigknaaHoi gornomory), byna HesHayHo BWLLOK NPW MPUIOMI eTOPUKOKCUDY
MOPIBHAHO 3 Mpuitomom Auknoderaky 150 mr, i Lel edekT 3anexas Bifg A03W.
YactoTa NpuUNNUHEHHS MikyBaHHA yHACNiAOK BUHUKHEHHS NOBIYHMX peakujin,
noB'A3aHnx i3 Habpskamu, Gyna 3HayHO BWLIOK MPU MPUIAOMI ETOPUKOKCMOY
MOPIBHSHO 3 npuitomoM AuknodeHaky 150 wmr, i Len edekT 3anexas Big [03u
(CTATUCTMYHO 3HaYyla Pi3HMUA Mpu npuitomi eTopukokcuby 90 mr, ane He
eTopukokcmby 60 mr).

KapgiopeHanbHi pesynbtati, oTpumaHi B pocnigxenHsx EDGE i EDGE I,
BiANOBIZANM JaHUM, Npo siki noBigomnsinocs B gocnimkeHHi MEDAL.

B okpemux pocnigpkeHHsix nporpamu MEDAL abcontotHa 4YacTota MpunuHEHHs
nikyBaHHs B Byab-sikii rpyni nikyBaHHs eTopukokcubom (60 mr abo 90 mr)
cTaHoBWna Ao 2,6 % npu apTepianbHiit rineptenaii, 4o 1,9 % npu Habpsikax i Ao
1,1 % npw 3acTiitHii CepLieBili He[OCTATHOCTI, MPX LbOMY BHLLA YaCTOTa BigMiHM
npenapary cnocTepiranacs y pasi npuiomy etopukokcuby 90 mr, Hix 60 mr.
Pesynbmamu winyHK080-KuUWK08oi nepeHocumocmi g npoepami MEDAL

3HaYHO MEHLUNI NOKa3HVK BigMiHW NpenapaTy BHACNIAOK BUHUKHEHHS Byab-aKkoro
kniHiyHoro ycknagHeHHs 3 Goky LKT (Hanpwknag, awcnencii, abaomiHanbHoro
fonto, BUpa3ku) cnocTepiraBcs Npu 3acTOCyBaHHI eTOPUKOKCMOY, HiX
AMKNOdeHaky, B KOXHOMY 3 Tpbox focnigxeHb nporpamn MEDAL. MokasHuku
BiAMiHVM Npenaparty BHaCNiAoK kniHiYHMX peakLiit 3 6oky LUKT Ha 100 navjieHTo-pokis
3a Becb nepiog mocnimpxeHHs 6ynn Takumu: 3,23 ans etopukokeuby i 4,96 ans
avknoceHaky B pocnimkeHHi MEDAL; 9,12 ans eTopukokcuby i 12,28 ons
puknodeHaky B gocnipkenHi EDGE; 3,71 agns etopukokcuby i 4,81 ans
pvknodeHaky B gocnigxeHHi EDGE II.

Pesynbmamu npozpamu MEDAL wodo 6e3nexu dns LUKT

3aranbHi peakuii 3 6oky BepxHboro Bigginy LLKT 6ynu BusHayeHi sik nepdopadii,
BMpa3ky i kpoBoTeui. Miarpyna 3aranbHux peakLiit 3 60Ky BepxHboro siaginy LIKT,
sIKi BBaXanUcs ycknagHeHMM, Bkodana nepdopadii, o6cTpyKuii Ta ycknagHeHi
KpoBoOTeui; nigrpyna 3aranbHWX peakuiin 3 Ooky BepxHboro Bigainy LUKT, ski
BBaXanucs HeycknagHeHMM, BKIKOYana HeycknagHeHi KpoBoTeui | HeyCcknaaHeHi
BMPa3ku. 3HAYHO MEHLLMA NOKA3HUK YaCTOTK 3aranbHUX peakwiin 3 BoKy BepXHix
Binninie LKT cnocTtepiraBcs npu 3acTocyBaHHi €TOPUKOKCHBY, HiX AUKMOGeHaKy.
He 6yno cyTTeBOI pisHNLi MiX eTOPUKOKCMOOM i AMKIODEHAKOM LLOLO NOKa3HWKa
4acTOTU yCKMafHEHWX peakuin. [ns migrpynu Takux peakuin sk KpoBoTeva y
BepxHbomy Biaaini LLKT (o6'eqHaHi ycknagHeHi i HeycknaaHeHi) He 6yno cyTTeBoil
BiAMIHHOCTi Mix eTopukokcmboMm i anknodeHakom. MNepesara eTopukokcuby LWoao
BnnvBY Ha BepxHin Bigain LUKT nopiBHsHO 3 anknodeHakom He Byna cTaTUcTMYHO
3HAYYLLOI0 Y NALiEHTIB, SiKi OAHOYACHO 3aCTOCOBYBANM aLeTUACaniLMIOoBY KUCAOTY
B HM3bKIX j03aX (MpnBnmnaHo 33 % naieHTis).

MokasHuk yactot Ha 100 nauieHTO-poKIB NiATBEpPAXEHNX YCKNagHEHMX i
HeyCKMafHeHUX KniHiYHUX peakLiin 3 6oky BepxHboro Bigginy KT (nepdopauii,
BMpa3ku i kposoTeui) ctanosus 0,67 (95 % Al 0,57; 0,77) npn npuitomi
eTopukokeuby i 0,97 (95 % [ 0,85; 1,10) npu npuitomi AnknodeHaky, npu LisoMy
BigHoCHWI puank ctaHosms 0,69 (95 % [10,57;0,83).

BuaHauyaBcs NokasHuK YacToTy NATBEPMKEHUX peakLilt 3 GoKy BEpXHbOTO BiAainy
LUKT y navujeHTiB NiTHLOrO BiKY; HalbinbLUE 3HUKEHHS CNOCTEpIiranocs y nawieHTis
Bikom = 75 pokis (1,35 [95 % [l 0,94; 1,87] peakuiin Ha 100 nauieHTiB-poki npu
npuiomi eTopukokenby nopisHsHO 3 2,78 [95 % [l 2,14; 3,56] npn npuitomi
BVKnodeHaky).

[MoKa3HWKM 4acTOTW NiATBEPAKEHNX KMIHIYHMX peakwiit 3 6oKy HWKHBOTO BiAdiny
LUKT (nepchopaLiist TOHKOro abo TOBCTOrO KuLLeYHWKa, 0BCTPYKList abo kpoBoTEYa)
CTATUCTUYHO HE BiAPI3HSNMCS NPY 3aCTOCYBaHHI ETOPUKOKCMOY | AMKNODEHaKy.
Pesynbmamu npozpamu MEDAL ujodo 6e3nexu dnsi neviHku

Etopukokcn6 GyB acowuiioBaHWA i3 CTATUCTUYHO 3HAYHO MEHLLOK YacTOTOH
BiAMiHW NpenapaTty yHacmigoK BUHVKHEHHS MOBIYHMX peakLir 3 60Ky neviHku, Hix
pvknodbeHak. Y ob'egHaniin nporpami MEDAL 0,3 % naujieHTis, iki 3acTocoyBanu
eTopukokeud, i 2,7 % navieHTiB, ski 3acTOoCOByBanM AWKNOMEHaK, MPUNUHAMK
3aCTOCYBaHHS npenapaty BHACMIA0K BUHUKHEHHS NOBIYHIX peaKLjii 3 60Ky NevYiHKu.
MokasHuk Ha 100 navieHTo-pokiB ctaHoBmB 0,22 Npu 3aCTOCYBaHHI eTOPUKOKCMBY
Ta 1,84 npu 3actocyBaHHi AuknodeHaky (p-3HayeHHs 6yno < 0,001 ans
eTopyKkokeuby nopiHsHO 3 auknodeHakom). MpoTe B nporpami MEDAL GinbLictb
noBiyHmMX peakLiiit 3 6oKy neviHky By HecepiosHUMK.

[opnaTkoBi AaHi 3 6e3nekn Ans cepueBo-CyaAMHHOI CUCTEMM 00 TPOMOOTUYHMX
YCKNaaHeHb

Y npoueci KniHiYHMX AoCnigKeHb, 3a BUHATKOM gocnimkeHb nporpamm MEDAL,
npubnmuaHo 3100 navjieHTiB 3acTOCOBYBaANM €TOPUKOKCHG y fo3ax = 60 Mr Ha foby
ynpogoBx 12 TWxHIB i goBwe. He 6yno 3Hauywwoi BiAMIHHOCTI NokasHWKiB
NATBEPAXKEHNX CEPAO3HUX TPOMOOTUYHMX CEpLEBO-CYAUHHWUX YCKNadHEHb Y
navjienTis, ki npuimanu eTopukokemd y Aosi = 60 mr, nnauebo abo iHwi HM33 (3a
BMHSITKOM HanpokceHy). [poTe YacToTa Takux peakLiii Oyna BULLO Y NaLieHTiB, sk
OTPUMYBaNK ETOPUKOKCMD, MOPIBHAHO 3 TUMW, XTO OTPUMYBAB HAMPOKCEH Yy 03I
500 mr 2 pa3su Ha goby. BigMiHHICTb @HTUTPOMBOTUYHOT aKTUBHOCTI MiX AESKUMM
HM33, wo inribytote LIOT-1, i cenektnerumu iHribiTopamm LIOM-2 moxe Gytn
KMIHIYHO 3HAYYLLOK Y MaLliEHTIB TPy pU3UKy BUHUKHEHHS TPOMOOEMOOoMiuHIX
ycknagHeHb. CenektusHi iHribiTopn LIOT-2 3HWXKYI0Tb YTBOPEHHSI CUMCTEMHOTO
(i Tomy, MOXNMBO, eHAOTENianbHOro) NpocTauukniHy 6e3 BNNUBY Ha
TpomboLuTapHuiA TpomBoKcaH. KniHiuHe 3Ha4eHHs X JaHuX HeBigoMe.
[Jopatkosi fani wono 6esneku ang LUKT

Mig yac ABOX 12-TUXHEBWX MOABIAHO CRINUX €HAOCKOMIYHWUX O0CHiAXEHD
KyMyNSITUBHA 4acToTa BUHWKHEHHS racTPOLyOAEHamNbHUX BUPa3ok Byna 3HauHo
HWKYOH0 Yy NaLlieHTiB, siki 3aCTOCOBYBanu eTopukokcub y fo3i 120 mr 1 pa3 Ha foby,
HiX y naLjienTis, ki 3acTocoByBanu HanpokceH y fo3i 500 mr 2 pasu Ha foby abo
ibynpocpeH y posi 800 mr 3 pasu Ha foby. YacToTa BUHMKHEHHS BUpa3ok Oyna
BULLOKO MPU 3aCTOCYBaHHi eTOPUKOKCUBY, Hix nnavedo.

[JocnimkeHHs dyHKUii HUPOK Y NaLlieHTiB NITHLOTO Biky

Y npoueci paHAOMI30BaHOrO NOABIMHOTO CRiNOro nnawebo-koHTPONbOBAHOTO
BOCTIMKEHHS 3 NapanenbHUMM rpynamu oLiHIoBaBCA BNNMB 15-A€HHOrO NikyBaHHS
eTopukokcubom (90 mr), uenekokcubom (200 Mr 2 pasu Ha goby), HanpoKceHom
(500 mr 2 paau Ha £oby) i nnauebo Ha BUBELEHHS HATPIto 3i ceyeto, apTepianbHui
TUCK Ta iHLLi NOKa3HWKL tOyHKLiT HMPOK Y naLlieHTiB Bikom Big 60 Ao 85 pokis, ki
JOTpuMyBanucs gietu i3 Bmictom coni 200 MEks/fo6y. ETopukokeud, Lienekoken6 i
HanpOKCeH Manu NogibHIA BB Ha BUBELEHHS HATPIIO i3 CeYeto Npu 2-TUKHEBOMY
nikyBaHHi. YCi aKkTWBHI npenapaTty MOPIBHSAHHS MOKa3anu NiABWULIEHHS LIOA0
nnatebo cUCTONHHOrO apTepianbHOro TUCKY, MPOTE ETOPUKOKCMO acoLitoBaBcs 3i
CTATUCTUYHO 3HAYYLLMM NiABULLEHHAM Ha 14-11 ieHb NOPIBHSHO 3 Lienekokcnbom i
HanpoKCEHOM (CepefHst 3MiHa CMCTOMIYHOrO TUCKY MOPIBHSHO 3 MOYaTKOBMM
piBHEM: €TOPWKOKCWO 7,7 MM pT. CT., Lienekokeud 2,4 MM pT. CT., HanpoKCeH
3,6 MmprT.cCT.).

®apmakokiHemuka.

Abcopbuist

Etopukokenb nobpe BCMOKTYETBCS MpW nepoparnbHoMy npuiiomi. ABcontoTHa
6iop0CTynHicTb CTaHoBUTL NprbnMaHo 100 %. Micns npuitomy 120 Mr 1 pa3 Ha Aoby
[0 JOCSATHEHHS PIBHOBAXHOTO CTaHy MaKcUMarnbHa KOHLEeHTpaLjis y nnaami Kposi
(cepenHe reomeTpuyHe 3HayeHHs C,,=3,6 mMKr/mMn) crocTepiraeTbest npubnuaHo
yepes 1 roguny (T,,,) nicns npuitomy gopocnumm Hatlie. CepeaHe reoMeTpuiHe
3HauyeHHs AUC,,,, cTaHoBUTb 37,8 MKrxroa/mn. Y Mexax KniHiYHOro [o3yBaHHs
thapmakoKiHeTUKa ETOPUKOKCHOY € MiHINHOK.

IMpw npuitomi npenapaty B 403i 120 Mr nig yac igm (ixa 3 BUCOKM BMICTOM XMpIB) HE
cnocTepiranoch BNMBY Ha CTyniHb abcopbuyii eTopukokenby. LWsnakictb abcopbuji
3MiHIOBaMNach, LU0 XapakTepuayBanoch 3HmkeHHsAM C. ., Ha 36 % Ta 36inbLUeHHAM

max

T.. Ha 2 roguHn. Taki gaHi He po3rnsaatoTbes K KMHIYHO 3Havywi. g vac
KNiHIYHMX JOCAIKEHb ETOPUKOKCHG 3aCTOCOBYBANW HE3ANEXHO Bifl BXXMBAHHS Di.
Poznodin
ETopukokenb npubnmuaHo Ha 92 % 38's3yeTbest 3 Ginkamv nnasmu KpoBi NIOAMHN 3
koHueHTpadieto Big 0,05 o 5 mkr/mn. O6'em po3noainy npu PIBHOBAXHOMY CTaHi
(Vdss) craHoBuTb NpubnmnaHo 120 Ny MoanHK.
ETopukokcub npoHukae yepes nnaveHTapHuii 6ap'ep y LLypiB Ta Kponie, a Takox
yepes rematoeHLiedaniyHmii 6ap'ep y WwWypis.
Memabonizm
ETopukokeub akTnBHO MeTabonisyeTbest, MeHLUe 1 % A03n BUAINSAETLCS i3 ceyeto y
BUIMSAi HeaMiHeHoro nikapcbkoro 3acoby. OCHOBHWMA LWNsx MeTabonismy — ue
hopmyBaHHs MOXiZHOI 6'-rigpokcuMeTnny WNsSXoM KaTanidauii epmeHTamm
yutoxpomy. CYP3A4 cnpusie meTaboniamy etopukokeuby in vivo. [locnimkeHHs in
vitro Bka3yioTb Ha Te, Lo CYP2D6, CYP2C9, CYP1A2 ta CYP2C19 Takox MOXyTb
kaTanisyBaTi OCHOBHMIA LNsAX MeTaboniamy, ane ix KinbKicHi XxapakTepucTuki He
BMBYANMCS in vivo.
Y noauHn igeHtudikoaHo 5 metabonitis. OcHoBHUM MeTabonitom €
6'-kap60oKCUNOBOI KNCNOTK [epuBaT ETOPUKOKCWOY, L0 YTBOPIOETLCS Npu
nofanbLLiv okeugauii noxigHoi 6'-rigpokcumeTuny. Lii ocHoBHi meTabonitu abo He
BUSBNAITb aKTUBHOCTI, ab0 € cnaboakTuHUMK iHribiTopamu LIOT-2. XKogeH i3 unx
meTaboniTis He iHribye LIOT-1.
BusedeHHs
Micns oAHOPa30BOrO BHYTPILLHLOBEHHOTO BBEAEHHS 3A0POBUM [OGPOBOMBLAM
25 Mr eTopukokeuby, MiveHoro pagioizotonom, 70 % pagioakTuBHoro npenaparty
BMBOANTLCS i3 ceveto i 20 % — 3 kanom, 3aebinbLuoro y Burnsai metabonitis. MeHie
2 % BMBOANTLCA Y BUrNAAI HE3MIHEHOrO NikapCcbKoro 3acoby.
BuBenieHHs eTopukokcuby BiAbyBaeTbCA Malixe NOBHICTHO LLNSAXOM MeTaboniamy 3
noAanbLUMM BUBELEHHAM HUpKamu. PiBHOBaXHi KOHLEHTpaLii eTopukokcnby
[OCAraoTbCs Yepes 7 AHiB npu 3acTocyBaHHi y f03i 120 mr 1 pa3 Ha foby 3
MOKa3HWUKOM Kymynsiii npubnusHo 2, Wo BignoBifae nepiofy HaniBBUBEAEHHS
npubnmnaHo 22 roanHu. KnipeHc nna3mm Kposi nicns BHYTPILLHBOBEHHOMO BBEAEHHS
25 Mr npenapary cTaHoBUTb NpubnmuaHo 50 mn/xs.
Okpemi 2pynu nauieHmis
[avieHTV NiTHBOrO Biky.
dapmakokiHeTVKa y MaLieHTiB NiTHLOTO Biky (Bikom Bif 65 pokie) € nogibHoo Ao
thapMaKoKiHETUKI Y MOMOALLMX NaLjiEHTIB.
Crartb.
dapmakokiHeTHKa ETOPUKOKCMDY € NOLIBHOH Y HOMOBIKIB Ta XiHOK.
[opyLUeHH DYHKLi NeYiHky.
Y nauieHTiB i3 nerkumn nopyLieHHamMu GyHKUii neviHkm (5-6 GaniB 3a Lwkanow
Yannpa—I1'to) npu 3actocyBaHHi eTopukokcuby B 4o3i 60 Mr 1 pa3 Ha 4oby cepepHin
MOKa3HWK NAOLLi Nig hapMakoKiHETUYHO KPUBOIO «KOHLieHTpaLjis-yac» (AUC) bys
npubnmuaHo Ha 16 % 6inbluni, HiX y 300poBUX [OOPOBOMBLIB NpU TaKOMy X
[03yBaHHi Nikapcbkoro 3acoby. Y nauieHTiB i3 NOMIPHUMM NOPYLIEHHSMM (yHKLT
neviHku (7-9 6anis 3a wkanoto Yannga-I1'o) npn 3actocyBaHHi €TOPUKOKCHOY B
po3i 60 mr yepes noby cepepnint nokasHuk AUC OyB nogibHuit 1o nokasHuka y
3a0poBuMX A06pOBONbLB, fKi NpuiMany npenapat y Aosi 60 mr 1 pas Ha poby
LLOAEHHO; 3aCTOCyBaHHs eTopukokcudy B f03i 30 Mr 1 pa3 Ha A0BY He BUBYANOCh y
Lin rpyni nauieHTiB. Hemae kniHiyHUX abo hapMakoKIHETUYHUX [aHWX LOA0
naLienTiB i3 TSHKKAMM MOPYLLEHHAMU (OyHKLiT neviHkv (= 10 GaniB 3a Lkanow
Yainga-T'o).
[opyLueHHS PYHKLi HUPOK.
dapmakokiHeTMKa 0iHOpa3oBoi [03u eTopukokcuby 120 mr y nauieHTis i3
MOMIPHAMM Ta TSKKUMM MOPYLUEHHAMM (DYHKLIT HUPOK, @ TakoX Y MalieHTiB i3
3aXBOPIOBAHHAMM HUPOK TepMiHanbHOI cTagiji, SKUM NPOBOAATL remogjania, He
BiOPI3HAETLCSA 3HAYHO Bif (hapmakokiHeTUKM y 3mopoBux AobposonbLis. Mpu
remogianiai nikapcbkui 3acib Martke He BUBOANTLCS (KMIpEHE Aianisy — npnbnunsHo
50 mn/xs).

imm.
dapmakokiHeTuka eTopukokcnby B fiTedt (Bikom 40 12 pokis) He BUB4anach.
Y npoueci gocnigpxeHb dapmakokiHeTuk (n=16), Lo NPOBOANMOCH 33 y4acTo
nignitkie (Bikom Big 12 1o 17 pokiB), hapMakokiHeTHKa Y NaLlieHTiB i3 Macoto Tina
40-60 «r, kM Npu3Hayanm eTopukoken6 y fo3i 60 mr 1 pa3 Ha foby, Ta y nauieHTiB
i3 Macoto Tina binbLue 60 kr, skum npusHadanv npenapar y Ao3i 90 mr 1 pa3 Ha 406y,
6yna nogibHot0 10 hapMaKOKIHETHKM Y BOPOCIINX, SIKi 3aCTOCOBYBaI ETOPUKOKCHO
y 803i 90 mr 1 pa3 Ha 4oby. be3neka Ta eCheKTUBHICTb 3aCTOCYBaHHS ETOPUKOKCHOY
AiTAM He BCTAHOBIIEH.

KniHiyHi xapakTepucTukm.

Moka3aHHs.

CumnToMaTMyHa Tepanis npu 0CTeoapTpuTi, peBMaToigHOMy apTpuTi,
aHKINIO3Y04YOMY CMIOHAMAITI, @ TakoX Npy GOMI0 Ta 03HaKax 3ananeHHs, NoB's3aHnx
i3 rOCTPUM NOAATPUYHIM aPTPUTOM.

HetpuBane nikyBaHHs MomipHOro nicnsionepaliiHoro 6omto, noB's3aHoro 3i
CTOMATOOTYHIMM OnepaLlisiMu.

PiLueHHs npo npusHayeHHs cenekTusHoro iHribitTopa LIOM -2 noBuHHO rpyHTyBaTUCS
Ha OLjiHLIi BCIX iHAMBIAYanbHUX PU3NKIB y NaLjieHTa.

lpomunoka3aHHsi.

Nikapcbkuit 3aci6 Popcarek’ npoTunoKkasaHmii:
o NpK TinepuyTIMBOCTI A0 Aitoyoi abo [0 OyAb-sKOi AOMOMIKHOI PEYOBMHM
npenaparty;
o NPV aKTUBHIA NENTUYHIN BUPa3Li a0 aKTVBHIM LLMYHKOBO-KULLKOB KDOBOTEM;
o NauieHTam, y kWX BUMHUKaB BPOHXOCMa3M, FOCTPUIA PUHIT, Ha3ambHi noninu,
QHriOHEBPOTUYHMI HabpsK, Kponu'sHka abo iHWi aneprivHi peakuii nicns
3acTOCyBaHHS aLeTuncaniywnooi kucnotv abo HM33, Bkntovatoum iHridiTopu
Lor-2
Y nepiog BariTHOCTi Ta rogyBaHHS rpyAaAio;
o NPV TSHKKNX NOPYLUEHHSX (OyHKLLT nediHku (anbBymiH cupoBaTkm KpoBi < 25 1/n
abo = 10 6anis 3a Wwkanoto Yainnga-1'o);
o SIKLLO PO3paX0BaHWI HUPKOBUI KMipeHC kpeaTuHiHy < 30 Mr/xB;
o [AiTAM BikOM 10 16 pokiB;
o NPV 3ananbHUX 3aXBOPIOBAHHSIX KULLEYHNKY;
« Npu 3acTinHin cepuesii HegoctatHocTi (NYHA-IV);
« nauieHTam 3 apTepianbHoIo rinepTeH3ieto, Y AKUX MOKa3HUKN apTepianbHoro
TICKY MOCTiiHO BuLLi 3@ 140/90 MM pT. CT. Ta HEAOCTATHBO KOHTPOMOIOTHCS;
o NMPW AiarHOCTOBAHIN iWeMiyHin xBopobi cepus, 3aXBOpOBaHHAX
nepudepuyHX apTepir Ta/abo LiepebpoBackyspHUX 3aXBOPIOBAHHSIX.

Bsaemodis 3 iHwumu nikapcbkumu 3acob6amu ma iHwi eudu e3aemo0itl.
®apmakoduHamiyHi e3aemoOii

[MepopanbHi aHmukoazynsaHmu.

Y naujeHTiB, CTaH sikux cTabiniaoBaHWi NOCTIMHAM 3acTOCYBaHHSM BapdapuHy,
npuiom eTopukokemby B J03i 120 Mr Ha 106y CynpoOBOMAKYETHCS 30iNbLIEHHSM
npnbnuaHo Ha 13 % npoTpoMGIHOBOTO Yacy MixHapOLHOMO HOpMari3oBaHOMo
BigHoweHHs (MHB). Tomy B nauieHTiB, siki 3aCTOCOBYOTb NepopanbHi
AHTMKOArynsiHTM, CNig 4acTo nepesipATU NokasHuku NpoTpombiHosoro Yacy MHB,
0co6M1BO B NEPLLI AHI NpUitoMy eTOPUKOKCIOY abo Npu 3MiHi 1010 03yBaHHS.
[Liypemuku, iH2ibimopu aHeiomeH3uHnepemsopioganbHo2o hepmermy (AM1®) ma
aHmagzoHicmu peyenmopie aHziomeH3uHy |l.

HM33 moxyTb nocnabntoBaTi edekT AiypeTuKiB Ta iHLWNX aHTUMNEPTEH3NBHNX
npenaparie. Y Aesikunx navjieHTiB i3 nopyLIeHHsMU (yHKUii HUPOK (Hanpuknag, y
nayjienTis i3 ferigpatajeto abo y navieHTiB NiTHLOro Biky 3 0CnabneHot yHKLie
HWPOK) OAHOYacHe 3acTocyBaHHs iHribiTopa AM® abo aHTaroHicTiB peLentopis
aHrioteH3uHy |l i npenapartis, LLO iHriOyH0Tb LIMKNOOKCUreHady, MOXe NPU3BOANTM 0
noAanbWOro NOpYLWeHHs GYHKLii HUPOK, BKMIOYAOYN roCcTpy HUPKOBY
HeAoCTaTHICTb, WO 3a3Bu4ail Mae 06OPOTHWI xapakTep. Cnig nam'stati npo
MOXMMBICTb TakMX B3a€MOAIN Yy NaLieHTiB, SiKi 3aCTOCOBYIOTb ETOPUKOKCUD
0fHOYacHo 3 iHribiTopamn AMN® abo 3 aHTaroHicTamu peLenTopiB aHrioTeH3uHY .
Towmy Taki kombiHayji cnin npusHayatn 3 obepexHicTio, 0cobnMBO nauieHTam
niTHBOTO BiKy. Cnig NpOBECTU HanexHy rigpaTalilo Ta pPo3rnsHyT! MUTaHHS NPo
NpoBeAEHHs! MOHITOPUHTY (YHKL|ii HUPOK Ha noyaTky koMBIHOBaHOTO MiKyBaHHS, a
TaKOX 3 NNEBHOK NePIoANYHICTHO | Haaani.

Auemurncaniyunosa kucroma. Y npoueci [OCTIfXEHHS 33 yvacTio 3[0pOBMX
[00POBONbLLB B YMOBaX PIBHOBAXHOTO CTaHY 3aCTOCYBaHHsi €TOpUKOKCMOY B [03i
120 mr 1 pa3 Ha pgoby He BNAMWBANO Ha aHTWArperaHTHy akTUBHICTb
auetuncaniuunosoi kucnot (81 mr 1 pa3 Ha foby). ETopukokcnb moxHa
npu3HayaTM OAHOYACHO 3 aLETWUNCaniLUMNoBOK KMCMOTOK B [o03ax, Lo
3acTOCOBYKTHCA ANSA NpodinakTUkK cepLeBO-CYLMHHUX 3aXBOPHOBaHb
(3acTocyBaHHs aLeTUnCaniLmnoBoi KUCNOTH B HU3bkMX Ao3ax). OpHak ogHoYacHe
3aCTOCYBaHHS HWU3bKIX 03 aLeTUNCaniLmnoBoi KMCMOTK Ta ETOPUKOKCUOY Moxe
30inbLUyBaTM YaCTOTY BUHWUKHEHHS BUpa3ky KT Ta iHLWMX ycknagHeHb NOpiBHSHO 3
MOHOTepanieto eTopukokcbom. He pekomeH[oBaHO OfHOYAacHe 3acTOCyBaHHS
€TOopuKoKCcMOY 3 aLleTUNCaniLMIOBO KUCMOTOH), 1031 SIKOT BULLi 32 NpOdDiNakTUYHi,
aTaKox 3 iHwmmn HM33.

LuknocnopuH ma makponimyc.

Xoya B3aeMopjst eTOPUKOKCUDY 3 LMW nikapcbkumm 3acobamu He BUBYanach,
0fHO4acHe 3acTocyBaHHs 6yab-skoro HM33 i3 LuuknocnopuHom abo Takponimycom
MOXE MOCWMIOBATU HePOTOKCUYHMIA BNANB OCTaHHiX. Cnig KOHTpomoBaTy
(hYHKLit0 HUPOK NPY OAHOYACHOMY 3aCTOCYBaHHI eTOPUKOKCUBY 3 ByAb-SKUM i3 LinX
npenaparis.

®apmakokiHemuyHi 83aemodii

Bnnue emopukokcuby Ha chapmakoKiHemuKy iHWUX npenapamie.

Timidi.

HM33 nocnabntotoTb BUBEAEHHS MNiTit0 HMPKaMKM, TUM CamMuM MiABMLLYIOYM HOTO
piBeHb y Nnaami kposi. AKLLO HeobXiaHO, NPOBOASATL PETEMNbHUI KOHTPOMb PIBHS
RiTito y KPOBi Ta KOPUYIOTb A03Y NiTil0 NPOTArOM OAHOYACHOTO 3aCTOCYBAHHS LX
npenapari, a TakoX NPy NpunnHeHHi 3actocyBaHHs HIM33.

Memompekcam.

Y npoLieci ABOX OCIMKeHb BUBYANMCS eeKTH eTOPUKOKCMBY Npu 3acTOCYBaHHI y
posax 60 mr, 90 mr abo 120 mr 1 pa3 Ha 4oby npoTArom 7 AHIB navieHTam, siki
3acTocoByBanu 1 pa3 Ha TwxgeHb MeToTpekcaT y Aosi Big 7,5 go 20 mr npu
peBmaroigHomy aptputi. ETopukokenb y posi 60 mr i 90 mr He BnnMBaB Ha
KOHLIEHTpaLjl0 B Nna3mi KpoBi abo Ha HUPKOBWIA KIipeHC MeToTpekcaTy. B ogHomy
JOCRiMKEHHI NpW 3acTOCyBaHHI eTopukokeuby B f03i 120 Mr He cnocTepiranoch
BMMBY Ha KOHLIEHTPALLit0 B Na3Mi KPOBI Ta HUPKOBWIA KNipeHC MeTOTpeKcaTy, ToA
SK B iHWWOMY [OCTIMXeHHI Npu 3acTocyBaHHi eTopukokcuby B fosi 120 mr
KOHLIEHTpALlis MeToTpekcaTy B nna3swmi KpoBi nigsuLysanacs Ha 28 %, a HUpKoBui
knipeHc meToTpekcaty 3HuxyBaBcs Ha 13 %. Mpu ogHOYacCHOMY MpU3HAYeHH
eTopukokcuby Ta MeTOTpeKcaTy Crif NMpOBOAUTY BiAMOBILHWIA MOHITOPVHT LOAO0
NOSIBY TOKCMYHOTO BNIMBY METOTPEKCATY.

[MepoparnbHi KoHMpayenmusu.

Etopukokenb y gosi 60 Mr npu ogHOYACHOMY 3aCTOCyBaHHI 3 MepopanbHUMM
KOHTpaLuenTuBamu, Wo MictatTb 35 Mkr eTuHinectpagiony Ta 0,5-1 wmr
HOPETMHAPOHY, NPOTArOM 21 AHS NPWU3BOAMB A0 NiABULEHHS nokasHnka AUC, ., ¥
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623 mm

PiBHOBAXHOMY CTaHi Ans eTuHinectpagiony Ha 37 %. ETopukokenb y aosi 120 mr
Mpy 3aCTOCYBaHHI 3 BkasaHUMW NepopanbHUMI KOHTpaLenTuBaMu 0AHoYacHo abo
yepes 12 roguH nigBullyBaB y pPiBHOBaXHOMY CTaHi 3HayeHHs AUC,,,.
eTuHinectpagiony Ha 50-60 %. Mpo Take NiABMLWEHHA KOHLEHTpauii
eTuHinecTpagiony cnig nam'statu npu BuGOpi NEPOPanbHOrO KOHTpaLenTuBy 3
Pi3HAM BMIiCTOM €TWHINecTpagiony, skuii 3aCTOCOBYBAaTMMETbCA OAHOYACHO 3
eTopukokcubom. MMiaBuLLEHHS ekcnosuLii eTuHINecTpagiony Moxe 30inbLuyBaTh
4acToTy BWHWKHEHHS NOBIYHWX peakuii, MOB'A3aHMX i3 3aCTOCYBaHHAM
nepopanbHUX KOHTpaLenTuBiB (Hanpuknag, Tpomboembonii BeH y XXIHOK rpynu
PU3NKY).

'opmoHo3amicHa mepanis.

Mpuitom 120 Mr eTopuKokcnBy 3 ropMOHO3aMICHUMY IpenapaTtamu, Lo BKIKYaKTh
koH'toroBaHi ectporenn (0,625 mr «Mpemaputy ™»), npotsarom 28 AHie 36inbLuye
cepepHin nokasHuk AUC,,,, Y PIBHOBaXHOMY CTaHi HEKOH'IOrOBaHOTO CTPOHY (Ha
41 %), exBininy (Ha 76 %) i 17-B-ectpagiony (Ha 22 %). Bnnus 8o3 etopukokcudy,
PEKOMEHAOBAHMX NS TpuBanoro 3actocyBaHHst (60 mr i 90 mr), He BMBYaBCA.
[MopiBHsIHO 3i 36inblUeHHsM Ao3yBaHHs 3 0,625 mr go 1,25 Mr npu MoHoTepanii
npenapaTom «MpemapuH™y, Bnnne eTopukokcnby B gosax 120 mr Ha AUC,,,,
€CTPOreHHNX KOMMOHEHTIB npenapaty «[pemapuH™» OyB MEHWWM, HiX Ha
nonoBuHy. KniHiyHe 3Ha4eHHs Takoro MigBuLLIEHHS HEBIAOME, a NPUAOM BUCOKMX
n03 npenaparty «pemapuH™» ogHoYacHo 3 eTopukokcubom He BuBYaBcs. Cnig
6paTn go yBaru Take 30inblueHHS KOHUeEHTpauii ectporeHy npw Bubopi
rOPMOHANLHOrO npenapaty Ans 3acTocyBaHHs y nepiof MocTMeHomaysu npu
O[IHOYACHOMY 3aCTOCYBaHHi 3 ETOPVMKOKCMOOM, OCKIMbKM 3pOCTaHHS eKCroauLi
€CTPOreHy MiABULLYE PU3MK BUHWKHEHHS MOBIYHWX peakuiit npu 3amicHin
ropmoHoTepanii.

pedHi30H/npedHi30moH.

Y pocnimkeHHsX B3aeMopji eTOpUKOKCME He BUSIBNSAB KMiHIYHO 3HAYYLLOro BIMBY
Ha hapMaKoKiHETUKY NPeAHI30HY/NPEeaHI30MOHY.

[]u20KCUH.

[Mpw 3actocyBaHHi eTopukokenby B 4o3i 120 mr 1 pa3 Ha fo6y npotsarom 10 gxiB
300poBMMM [O6POBOMbLAMK He crocTepiraBcs Bnive Ha nokasnuk AUC,,,, y
PIBHOBAXHOMY CTaHi Ta Ha BMBEAEHHS AUrOKCUHY Hupkamu. CnocTepiranocs
3binbLueHHs nokasuuka C,,, AUrokcuHy (MpubnuaHo Ha 33 %). Take niaBULEHHS
3a3Buyait He € cyTTEBUM Y BinbluocTi naujeHTiB. OaHak cnig cnoctepirati 3a
CTaHOM NaL{ieHTIB i3 BIMCOKAM PU3NKOM TOKCUYHOI Aii AUFOKCUHY MPY OAHOYacHOMY
NpN3HaYeHHi eTOPUKOKCMBY Ta AUTOKCUHY.

Bnnus emopukokcuby Ha npenapamu, wo memabonizyromscs
cynbghompaHcepasamu

ETopukokeub € iHribiTopom akTMBHOCTI MIOACHKOT CynbgoTpaHcthepasm, 3okpema
SULT1E1, a Takox MOXe MigBuLLyBaTW KOHLEHTpaUilo eTuHinectpagiony B
cupoBaTyi kpoBi. Ockinbkn foTenep AaHWX NPO BMAUB YNUCNEHHUX
cynboTpaHcepas HefoCcTaTHLO, a KNiHivHI edekTn BaraTbox npenapartis Aoci
BMBYaIOTLCS, AOLINBLHO 3 0BEPEXHICTIO MpU3HAYaT €TOPUKOKCUO OAHOYacHO 3
iHWWMKW NpenapaTamu, Lo MeTaboni3yloTbC B OCHOBHOMY MOACHKAMM
cynboTpaHcthepasamu (Hanpuknag, nepopanbHuii canbbytamon Ta
MiHOKCUANN).

Bnnue emopukokcuby Ha npenapamu, wo Memaboniayromscs i3ochepmeHmamu
CYP

3a JaHnmu JocnimkeHb in Vitro, He OYikyeTbCA MPUrHIYeHHs LuToxpomis P450
(CYP) 1A2, 2C9, 2C19, 2D6, 2E1 abo 3A4. Y npoueci focnimxeHb 3a yyacTio
3[10pOBUX A0BPOBONBLYB LLOAEHHE 3aCTOCYBAHHS eTOPUKOKCMBY B 03i 120 Mr He
BNAWBANO Ha akTuBHiCTb neyiHkoBoro CYP3A4, wo BCTaHOBNeHO 3a
€PUTPOMILIMHOBUM AUXaNbHUM TECTOM.

Bnnue iHwux npenapamig Ha thapmakokiHemuKy emopukokcuby

OcHOBHWI LWnsix 06MiHY eTopukokcuby 3anexuTs Big depmentis CYP. CYP3A4
cnpusie Metaboniamy etTopukokeuby in vivo. [locnifkeHHs in vitro BkasyioTb Ha Te,
wo CYP2D6, CYP2C9, CYP1A2 ta CYP2C19 TakoX MOXyTb KaTaniyBaTu
OCHOBHWI WnsiX 0BMiHy eTopukokcuby, ane iX KinbKiCHi XapaKkTepucTuki He
BMBYaMNNCh in Vivo.

Kemoxkona3zon.

KeTtokoHason € noTyxHum iHri6itopom CYP3A4. Mpu 3acTocyBaHHi 340pOBUM
nobposonbLsamM y gosax 400 mr 1 pa3 Ha foby npoTsarom 11 gHIB KETOKOHA30M He
UMHWB KMiHIYHO 3HAYYLIOTO BMAMBY Ha (hapMakKOKiHETUKY eTopukokcuby B
0[HOPa30Bi [03i 60 Mr (36inbLueHHA AUC Ha 43 %).

BopukoHa3on i MikoHa3o1.

OpHo4acHe 3acToCyBaHHs BOPUKOHA30y nepopansHo abo MikoHasony y Burnsai
0panbHoro rento Ans MiCLEBOro 3actocyBaHHs (noTyxHi iHriitopn CYP3A4) 3
€TOPVKOKCMOOM BUKNMKano HeBENuKe NiABMLLEHHS eKCNo3nLii eTopuKkokeuby, Lo,
OfHaK, He BBaXarnocs KNiHiYHO 3HaYyLL/M 3rigHO 3 onyBnikoBaHUMM AaHUMK.
PucpamniyuH.

OpHouacHe 3acToCyBaHHs eTOpUKOKeHDY Ta prudamniLyHy (MOTYXHOTO iHAYKTOpa
thepmeHTiB CYP) Npn3Boanmno [0 3HMKEHHS KOHLEHTPaLLi eTopukokcuby B nnasmi
kpoBi Ha 65 %. Lle Moxe cynpoBog)yBaTICS NOBTOPHWM NPOSIBOM CUMMTOMIB Nput
0AHO4aCHOMY 3aCTOCyBaHHi 3 eTopuKkokcGoM. Toai Sk Taki AaHi MOXyTb BkasysaTut
Ha HeoOXigHiCTb 30inblUeHHS A03W, He PEeKOMeHJOBaHO 3acTOCOBYBaTH
€TOPUKOKCHD Y 03aX, LLO NepeBULLYI0Tb BKa3aHi A5 KOXHOMO Noka3aHHS, OCKiNbKM
He BMBYanoch KOMBIHOBaHE 3aCTOCyBaHHs pychamniLiHy Ta ETOPUKOKCMOY B TakuX
fo3ax.

AHmayuou.

AHTaUmMAHI npenapaTii He YAHSATb KNiHIYHO 3HAYYLLIOTO BNAMBY Ha (hapMaKOKiHETUKY
€TOopUKOKCHOY.

Ocobnueocmi3acmocyeaHHsi.

Bnnue Ha LLIKT

[MoBigomnsnocs npo ycknagHeHHs 3 6oky BepxHix Bigainis WKT (nepdopaii,
BMpa3ku abo KpoBoTeYi), iHOAI 3 neTanbHUM HacnigkoM, y nauieHTiB, SKi
3aCTOCOBYBAmNM €TOPUKOKCHO.

3 obepexHicTio cnig npusHadyatn HM33 nauieHtam i3 MigBuLLEHNM PU3MKOM
ycknagHeHb 3 6oky KT, nauieHTam niTHBOro Biky, naLjieHTam, siki 3aCTOCOBYHOTb
Oyab-skui iHwuin HN33 abo aueTtuncaniumnoBy KWCNoOTy ofHoyacHo, abo
nalieHTam 3i LNyHKOBO-KMLIKOBUMM 3aXBOPIOBAHHAMW B aHaMHe3i, a came:
BMPa3kami Ta LLNYHKOBO-KWLLKOBUMM KPOBOTEYAMM B aHAMHESI.

€ [0aaTKOBMIA pU3NK po3BNTKY NOBIYHMX peakyin 3 Boky LLIKT (wnyHkoBo-kuLwKoBa
BMpaska abo iHWi ycknagHeHHs 3 Goky LKT) npu opHovacHomy 3acTocyBaHHi
€TOpMKOKCMOY Ta aLeTUnCcaniLuunoBoi KUCIOTY (HaBIiTb Y HU3bKKX 403aX). Y npouec
TPUBaNMX KIMiHIYHUX AOCMIZXEHb He CrOCTepiranocs BUPAXEHO! BiAMIHHOCTI
y 6es3neui wopo WKT npn 3acTtocyBaHHi cenekTuBHOro inribitopa
LIOr-2 + aueTtuncaniuyumnosa kucnota Ta HM33 + aueTuncaniuunoa kucnota.
Bnnue Ha cepyeso-cyduHHy cucmemy

KniniyHi mocnigpxeHHs BkasyoTb Ha Te, L0 3aCTOCYBaHHS NiKapcbKix 3acobiB kracy
cenekTuBHuX iHribiTopis LOM-2 mMoxe 6yTv noB's3aHe 3 PU3VKOM BUHUKHEHHS
TPOMOOTMYHIX yCKnaaHeHb (0co6nMBO iHGhapKTy MiokapAaa Ta iHCYMbTy) MOPIBHAHO
3 nnauebo Ta geskumn HIM33. Ockinbkv puank cepLeBo-CYAUHHIX YCKNaaHEeHb
3pocTae npu 36inblieHHi 403U Ta TPWUBANOCTi 3acTOCYBaHHS €TOPUKOKCHOY,
npenapar crif Npu3HayaTi Ha sIKoMora KOPOTLUWIA NEpioA Yacy Ta B HaMHWKUIN
edheKTVBHIl A060BIl f03i. MoTpibHO NnepioanyHo nepernsaaTv noTpedy nauieHTiB y
CMMNTOMaTUYHOMY MoneriuerHi Bomo Ta peakuitlo Ha nikyBaHHs, 0cobnmBo y
nawjieHTiB 3 0CTE0aPTPUTOM.

[MaujieHTam i3 BUpaxeHUMWU akTopamn pU3NKy PO3BUTKY CEPLEBO-CYANHHUX
yCKnagHeHb (Hanpuknag, apTepianbHa rinepTeHsis, rinepninigemis, LyKpoBui
piabeT, naniHHs) NpuaHayaTi eTopukokcub Cnif Nuwwe Micnst peTenbHOI OLiHKK
PU3KKY PO3BUTKY YCKMaAHEHHS.

CenekTugHi iHribiTopn LIOM-2 He 3aMiHIONTb 3acTOCyBaHHS aLeTWnCcaniuunoBoi
KMCNOTM Ans npodhinakTkm TpoMBoeMOoniYHNX CepLEBO-CYAMHHUX 3aXBOPIOBAHb,
OCKINbKYM HE YMHATb aHTWarperaHTHoi Aii. ToMy He crif ckacoByBaTW MpUIiOM
aHTUarperaHTHUX npenaparis.

Bnrnug Ha HUpKU

HupkoBi NpocTarnaHanHy MOXyTb BifirpaBaTv KOMNEHCATOPHY POrb Y NiATPUML
nepdysii HMpok. ToMy npy cTaHax, LLO CyNPOBOMAXYIOTHCS MOPYLUEHHSM HUPKOBOT
nepdyaii, 3acTocyBaHHsi €TOPUKOKCUOY MOXe NpU3BOAMTM A0 mocrnabneHHs
YTBOPEHHS NpoCTarnaHAuHIB i, Sk HACNIAOK, A0 HUPKOBOrO KPOBOTOKY, TMM CaMuUM
noripwyyn yHKUito HUPOK. Bucoknit puank po3BMTKYy Takoi peakuii
CNOCTEPIraeTbCsa Y NALIIEHTIB 3 Y)Ke HasiBHUMU BUPAXEHUMM NMOPYLLEHHAMM (YHKLi
HWPOK, HEKOMMEHCOBAHOK CEPLIEBOI0 HEAOCTaTHICTIO abo LMpo3oMm. Y Takux
navieHTiB Clifl KOHTPOMOBATM (PYHKLIiIO HUPOK.

3ampumka piduHu, HabpsKu ma apmepiasnbHa 2inepmeH3is

£K i Npyn 3acTOCYBaHHI iHLLIMX Npenaparis, LLO iHriby0Tb CUHTE3 NpoCTarnaHAuHIB,
3aTpUMKa pigvHW, Habpsikn Ta apTepianbHa rinepTewsis cnocTepiranucs y
nauieHTiB, skum 3actocoByBanu etopukokcn6. Bci HM33, Bkntouatoun
€TOPVKOKCMO, MOXYTb NPU3BOAMTY A0 PO3BIUTKY aBO peLamBy 3acTiitHoi cepLieBoi
HepocTaTHOCTI. IHhopMmaLliio Mpo peakuilo 3anexHo Big J03W AWB. Y PO3Aini
«bapwmakonoriyHi Bnactusocti. ®apmakoguHamika». 3 obepexHicTo HeobxigHo
npu3HayaTi npenapat nawieHTam i3 CepLeBO HEOOCTATHICTIO, MOPYLIEHHAMM
chyHKUiT niBOro WnyHouka abo apTepianbHOK rinepTeHsielo B aHaMHESi, a Takox
navieHTam i3 Habpsikamu, L0 BUHWKINK 3 ByAb-sIKMX iHLWINX NpU4uH. [y KniHivHWX
03HaKax MOTiPLUEHHS CTaHy TakuX MalieHTiB Crif BXWTW BiAMOBIOHMX 3axoAis,
BKITK04at04M BiMiHY €TOPUKOKCHDY.

ETtopukokenb, 0cobnmBo y BUCOKMX [03aX, MOXEe MPU3BOAWTY O YacTiloi Ta
TSKYOi apTepianbHoOi rinepTeHsii nopiBHAHO 3 Aeskumu iHwuMn HM33 Ta
cenekTnBHuMY iHribiTopamn LIOM-2. Tomy apTepianbHy rinepTeHsito cnig
KOHTPOIKOBATY {0 MOYATKY 3aCTOCYBaHHs €TOpuKoKcuby, 0cobnuBy yeary noTpibHo
NPWAINKTI KOHTPOIO 3a apTepianbHUM TUCKOM N Yac fikyBaHHS ETOPUKOKCUOOM.
ApTepianbHui TUCK CRif KOHTPOMBaTU MPOTArOM 2 TWXKHIB Nicns nodvatky
nikyBaHHs, a NoTiM — nepioguyHo. AKWO apTepianbHU TUCK CYTTEBO
NiABULLYETBLCS, CNiA PO3IASHY T MOXIMBICTb anbTEPHATMBHOIO MiKyBaHHS.

Bnnius Ha neyiHky

MigBuWeHHs piBHA anaHiHamiHoTpaHcdepasn (ANIT) talabo
acnaptaTamiHotpaHcdepasau (ACT) (npubnusto B 3 abo GinbLue pasis NOPIBHSHO 3
BEPXHbOK Mexeto Hopmu (BMH)) cnocTepiranocs npunmaHo B 1 % navieHTis, ski
Bpanu yyacTb y KNiHIYHUX JOCTIZKEHHSIX Ta 3aCTOCOBYBANW ETOPUKOKCHO Yy f03ax
30 mr, 60 mrta 90 Mr Ha 4oby npoTsirom nepiogy A0 1 poky.

Cnipg cnocTepiraTit 3a CTaHOM BCiX MaUi€HTIB i3 CUMMTOMaMM MOPYLUEHHS (yHKLT
MeviHKA, @ TakoX 3a CTAHOM MALieHTIB i3 NATOMOMYHUMI NOKa3HUKaMK (PYHKLT
neviHku. Mpy 03Hakax NOpyLUEHHS PYHKLT NeYiHKkN Ta Npy CTIKMX NaToNorivHNX
3MiHax nokasHukiB dyHkuji neviHku (y 3 pasu Buwe 3a BMH) etopukokenb cnig
BiJMIHUTW.

3acanbHieKasigku

FAKLO NpoTArom NikyBaHHs y NaLjieHTa crnocTepiracTbCs NoripLUeHHs hyHKLT Byab-
SIKOI i3 CICTEM OpraHiB, 3a3HayeHux BHLLE, CMif BXWTM BigMoBiAHMX 3axofiB Ta
PO3rNAHYT MUTaHHS NPO BiAMiHY eTopukokcuby. HeobxigHo 3abeaneynTu
BiANOBIAHE MeLNYHE CNOCTEPEXEHHS NP 3aCTOCYBaHHI ETOPUKOKCUDY naLjieHTam
NiTHBOrO BiKy Ta NALiEHTaM i3 NOPYLLIEHHSMM (YHKLT HUPOK, NeviHku abo cepus.

3 obepexHicTio cnig noynHaTu nikyBaHHS €TOPUKOKCMOOM nauieHTam i3
perigpaTauieto. PekomeH[oBaHO NpoOBECTW perigpaTtauil Ao no4yatky
3aCTOCYBaHHS ETOPUKOKCHOY.

po po3BUTOK CEPIMO3HMX LLKIPHUX peakLiit, y Oeskux Bunagkax 3 netanbHuM
Hacnigkom, 30kpema ekcdoniaTUBHOroO AepMaTuTy, CUHAPOMY
CriBeHca—[>XOHCOHa 1 TOKCMYHOrO enigepManbHOro HEKponisy, Ayxe piako
nosigoMnsnocs npu 3actocysanHi HM33 i aesikux cenekTuBHuX iHribiTopis LIOT-2
nig yac MOCTMAapKETWMHIOBOrO cnocTepekeHHs (amB. po3ain «MobivHi peakuii»).
Hamuwmin pusnk po3BUTKY Takux peakwiil y nauieHTiB — Ha nmovaTtky Tepanii, a
noyaToK ix NposBiB y BinbLIOCTI BMNaAKIB — NPOTATOM NEPLLOro MicsiLA MikyBaHHS.
Cepito3Hi peakuii rinepuyTnuBoCTi (Taki Sk aHadinakcis i aHrioHeBPOTUYHWIA
Habpsk) cnocTepiranics y MmavieHTiB, ki 3acTOCOBYBanuM eTOpUKOKCKG. [eski
cenekTuBHi iHribitopn LIOM-2 nigBuLLYIOTb pU3NK BUHUKHEHHSI LUKIPHUX peakLiit y
nauieHTiB 3 anepriyHo peakuieto [o Oyab-skoro npenaparty B aHaMHesi.
ETopukokeub cnip BigMIHUTY Npy NepLUnX NposiBax BACNAHb Ha LUKIpi, YLIKOMKEHb
Cn130B0oi 060M10HKN ab0 iHLLKX O3HaKaX rinepYyTIMBOCTI.

[Mpyn 3acTocyBaHHi €TOPUKOKCMOY MOXYTb MackyBaTuUCS MPOSIBY rapsiuki Ta iHLUi

03HaKy 3ananbHOro NpoLiecy.

3 obepexHiCTIo Npu3HayaloTb 0JHOYACHO eTopukokcnb Ta BapapuH abo iHwwi
nepopasnbHi aHTUKOArynsHTY.

3acTocyBaHHs €TOpMKOKCcMOY, K i iHWMKX npenapaTiB, Wo iHribyoTb
LIMKNOOKCUreHasy/CMHTe3 NpocTarnaHamHiB, He PEKOMEHAO0BAHO XiHkaM, siki
MNaHyoTb BariTHICTb.

LlonomixHi pe4osuHu.

Nikapcbknit 3aci6 dopcaHek® MiCTUTL NakTody. KO Y navjeHTa BCTaHOBMEHa
HenepeHoCUMICTb [esikiX LIyKpiB, HEOOXIOHO MPOKOHCYNbTYBATUCA 3 Tikapem,
NepLL HiX NpUAMaTK Liei nikapcbkuii 3aci6.

Lleit nikapcbkuit 3acid MicTuTb MeHwe 1 Mmonb (23 Mr)/go3y Hatpito, To6TO
NpaKTYHO BiNbHWIA Bif HATPItO.

3acmocysaHHs y nepiod 8azimHocmi abo 200y8aHHs 2pydoro.

BaritHictb

Hemae KniHiYHMX AaHMX MPO 3acTOCyBaHHs e€Topukokcuby B nepiod BariTHOCTI.
[ocnifxeHHst Ha TBapWHax NMpOLEMOHCTPYBANN PEenpoAYyKTUBHY TOKCWYHICTb.
[MOTEHLiHWIA PU3MK NS BariTHUX HEBIAOMWA. 3acToCyBaHHSI €TOPUKOKCHOY
MPOTSrOM OCTAHHBOTO TPMMECTPY BariTHOCTI, K i iHLLWX Npenaparis, Lo iHribyoTb
CUHTE3 MpOCTarnaHamHiB, MoXe NPU3BOAMTI [0 BIACYTHOCTI CKOPOYEHb MaTK/ Ta
nepesyacHoro 3akputTs 60TanoBoi npoToku. [oBigoMnsnocs npo BUNagku
MOpPYLUEHHsI (yHKUii HUPOK Mnoda, Lo NMPU3BOAMIO [0 3MEHLIEHHs 06'emy
aMHIOTUYHOI pignHY (onirorigpamHioH) y BariTHUX XIHOK, SIKi NpUiAMany HeCTepOiaHi
npoTu3ananbHi npenapatv (HM3M) Ha ABaaLsATOMY TVKHI BariTHOCTI abo nisHile. B
AesknX BWNagKkax Lie MOxe Npu3BOAWTM A0 MOPYLWeEHHS (YHKLii HUPOK Y
HOBOHapPOKEHMX. 3a3HayeHi CheKTM MOXYTb BUHUKATM He3abapom nicns noyaTky
nikyanHs HM3[; onirorigpamHioH 3a3Buyaii € 0BOPOTHUM MiCMS MPUMMHEHHS
nikyBaHHs. 3acTocyBaHHS €TOPUKOKCMOY MpOTMMOKA3aHO B Mepiod BariTHOCTI.
KO XiHKa 3aBariTHina nig Yac nikyBaHHs!, ETOPUKOKCHO HEODXIZHO BIAMIHUTY.
[epioa roayBaHHA rpyaaio

HeBigomo, i NpoHWKae eTOpUKOKCHO y rpyaHe MOMOKO. Y LUypiB eTOPUKOKCHD
BMBOANTLCS 3 MOMOKOM. XKiHKW, SIki 3aCTOCOBYIOTb €TOPUKOKCWO, HEe MOBUHHI
rofysaTturpyaao.

depTunbHicTb
3acTocyBaHHs eTopukokemby, Sk i iHWKX npenaparis, Wo iHribyiots LIOT-2, He
PEKOMEHA0BAHO XiHKaM, SKi NNaHyoTb BariTHICTb.

30amHicmb gnnusamu Ha weudKicmb peakuii npu kepysaHHi aamompaHcnopmom
abo iHWUMU MexaHi3mamu.

MavieHTn, y SIkNX N Yac 3acToCyBaHHS ETOPUKOKCMBY BUHUKAE 3anamMOpOYEHHS,
BEPTUro ab0 COHMMBICTb, HE MOBIMHHI KepyBaTW aBTOTPAHCNOPTOM Ta MpaLjtoBaTh 3
iHLIMMW MexaHi3MaMu.

Cnoci6 3acmocyeaHHs ma do3u.

Nikapcbkuit 3aci6 GopcaHek” 3acTocoBysaTit nepopanbHo. Jlikapchkuit 3aci6
MOXHa MpuUiAMaT He3anexHo Bif BXMBaHHS ixi. [ovaTok edekTy nikapcbkoro
3aco0y HacTae LWBWALLE Npy NpuitoMi nepeg ifoto. Lie noTpibHo BpaxoByBaTth npu
HeoOXiHOCTi LLBIAKOrO NocnabneHHs CUMMNTOMIB.

Tabnemky 60 me MoxHa po3dinumu Hasnin. Tabnemku 90 me ma 120 me — He
dinumu.

OckinbKku pU3nK BUHUKHEHHS NOpYLUEHb 3 BOKy CepLeBo-CyANHHOI cucTeMu npu
3aCTOCyBaHHi eTopuKokcUby 3pocTae nmpw NiABULLEHHI [03U | TpUBanocTi
ekcno3ni, cnig NpPoBOANTM HANKOPOTLLI KypcW NiKyBaHHS MpW 3aCTOCYBaHH
HaliMeHLLMX epekTuBHIUX 0B0BNX A03. Cnig nepioanyHo nepeoLyiHioBaTh NoTpedy
y MonertieHHi CUMNTOMIB i BigNOBIgb HA MikyBaHHS, 0COBNMMBO Y NaLjieHTiB 3
0CTE0apTPUTOM.
Ocmeoapmpum
PekomerpoBaHa fo3a cTaHoBuUTb 30 Mr 1 pa3 Ha Joby. Y feskux nauieHTis npu
HefocTaTHbOMY nocnabneHHi cumnTomie 36inbLLeHHs 1031 4o 60 Mr 1 pa3 Ha foby
MOXe NigBULLMTI eDeKTUBHICTb. 3a BIACYTHOCTI €heKTy Crif pO3rNsiHYTH NUTaHHS
NpPO iHLLi MOXMMBI METOAN MiKYBaHHS.
PesmamoioHul apmpum
PekomerpoBaHa fo3a ctaHoBuTb 60 Mr 1 pa3 Ha aoby. Y Aesikux naujieHTis npu
HefocTaTHbOMY nocnabneHHi cumntomis 36inbLeHHs 4o3u Ao 90 mr 1 pa3 Ha foby
MO3Xe MoKpalLLyBaTV TepaneBTUYHII edekT. Mpu AOCATHERHI KNiHiYHOT cTabinisaLii
naljieHTa JouinbHO 3HM3WUTM o3y Jo 60 mr 1 pas Ha foby. 3a BigcyTHocTi
MoninwWeHHs edekTy Crig PO3rNsHYyTM MUTAHHA NpPO iHWi MOXNWBI METOAM
NiKyBaHHS.
AHKino3ytoyut cnoHounim
PekomeHpoBaHa [o3a cTaHoBuTb 60 Mr 1 pa3 Ha 4oby. Y Aesikux nauieHTis npu
HefocTaTHbOMY nocnabneHHi cumntomis 36inbLeHHs 4o3u Ao 90 mr 1 pas Ha foby
MOXe MOKpaLLyBaTV TepaneBTUYHIA edoekT. [Mpu JOCArHEHHI KniHivHOT cTabinisaLii
navieHTa AouinbHo 3Hu3nT gody o 60 mr 1 pa3 Ha goby. 3a BigcyTHoCTi
noninweHHs edekTy cnig po3rnaHYTW NUTaHHS MPO iHLWi MOXNWBI MeToAM
NiKyBaHHS.
Tocmputi binb
Y pasi nosiBu roctporo Gomo €TOPUKOKCMO 3acTOCOBYKTb MMLIE Y TOCTPUI
CUMMTOMATUYHII NEPIOA.
Tocmputi no0aepu4Hul apmpum
PekomenpoBaHa fo3a craHoButb 120 mr 1 pa3 Ha goby. Mig yac KniHiYHMX
AOCRifXeHb TOCTPOr0 MOAArpUYHOr0 apTpUTY ETOPUKOKCKMG 3acTOoCOBYBanm
BMPOJOBX 8 AHIB.
MicnsonepayitHull 6inb, nos'a3aHull 3i cmomMamosnoeiyHuM onepamueHuUM
8MpyyaHHaIM
PekomeHpgoBaHa fgosa — 90 mr 1 pa3 Ha goby npoTarom Makcumym
3 gHiB. [ns peskmx nauieHTiB Moxe byTu HeobxigHMM AozaTKoBe nicnsionepadjnHe
3HebontoBaHH.
[loan, Wo nepesuLLyi0Tb PEKOMEHAOBAHI AN KOXHOTO MOKasaHHs, He MaloTb
A0LaTKOBOI eheKTUBHOCTI ab0 He BUBYanuCs, TOMY:
® [103a Npy 0CTE0apTPUTI He NOBIHHA NepeBuLLyBaTI 60 Mr Ha A00Y;
® [103a Npy PEBMATOIAHOMY apTpUTi Ta @HKINO3YK4OMY CMIOHAWNITI He MOBUHHA
nepeswLyBati 90 MrHa foby;
® [103a NpW rocTpii noparpi He MoBMHHA nepesuiyyBatM 120 mr Ha Aoby
BMPOZOBX MakCUMarnbHoro nepiogy nikysaHH 8 AHis;
® [103a Npu rocTpomy 60110 MiCAst CTOMATOMOMYHOMO ONEPATUBHOTO BTPYYaHHS!
He noBuHHa nepesuyBat 90 Mr Ha Joby BNPOAOBXK MaKcUManbHoro 3-
[ieHHoro nepiogy.
MayjieHmu nimHp020 8Ky
Hemae HeobXigHOCTI B Kopekwjii JO3yBaHHs 41151 NaLieHTiB NiTHBOro BiKy. AK i y pasi
3aCTOCYBaHHA iHLKX Npenaparis, naLieHTam NiTHbOro Biky nikapcbkii 3acit cnig
npu3HayaTh 3006ePEXHICTIO.
opyweHHs pyHKUiT neviHku
HesanexHo Bia nokasaHHs naLieHTam i3 NopyLLEeHHAMM (yHKLiT NeYiHKM nerkoro
cTyneHs (5-6 6anis 3a Wwkanoto Yannaa-1'o) He cnig nepesuLysat 403y 60 Mr
1 pa3 Ha Jo6y. MavjieHTam i3 nopyLeHHsMU (YHKLi NEYiHKM NOMIPHOTO CTYNeHs!
TspkkocTi (7-9 BaniB 3a wkanot Yannaa—I1'0) HesanexHo Bif Noka3aHHs He cnif
nepeswuLLyBaTh o3y 30 Mr 1 pa3 Ha 1oby.
KniHiyHmin goceig 3acTocyBaHHs o6MexeHWn, ocobnuBo WOAO NaLieHTiB i3
nopyLweHHAMU (yHKLiT NedviHkW NOMIpHOro CTyneHs, TOMy npenapat cnia
npuaHayaTi 3 0bepexHICTIo. BiacyTHIN kniHiYHWIA [OCBIA 3aCTOCYBaHHS npenapary
nawjieHTam i3 TSKKUMU NOpyLLEHHAMK DyHKUiT neviHku (= 10 6aniB 3a Lwkanoto
Yarnga-IT't0), Tomy nikapcbkuit 3acib npoT1noKka3aHUi Takim NavieHTam.
MopyweHHs hyHKUiT HUPOK
KopwryBaHHs §o3n He noTpibHe naLjieHTam i3 KiipeHcoM kpeaTuHiHy = 30 mn/xB.
3acTocyBaHHs eTOpUKOKCMBY naljieHTam i3 KnipeHcoM kpeaTwHiHy < 30 mn/xs
npoTUNoKasaHe.

Limu.
Nikapcbkuit 3aci6 PopcaHek’ NPOTUNOKa3aHNiA AiTAM BikoM A0 16 pokis.

MepedosyearHsi.

Y npoueci KniHiYHUX AocnigxeHb nicns 3acToCyBaHHS O4HOPA30BOi A03K
eTopukokenby ao 500 mr abo GaratopasoBoro npuitomy fo 150 mr Ha poby
npoTsarom 21 4HS He cnocTepiranocs 3HaYHNX TOKCUYHIX edbekTiB. MNosigomnsanocs
npo rocTpe nepefo3yBaHHS eTOPUKOKCMOOM, Xo4a B BinblIOCTi BANAAKIB Mpo
nobiyHi peakyii He nosigomnsnock. MobiyHi peakuii, Wo cnoctepiranuch
Hamvacrilwe, Bignosiganv npodinto 6e3neku etopukokeuby (peakuii 3 oky LWKT, 3
60Ky cepLisi Ta HUPOK).

Y pasi nepefo3yBaHHs [OLINBHO BXUTW 3BUYaltHUX NIATPUMYBambHUX 3aXOfiB,
Hanpuknap, BuganeHHs HeabcopbosaHoro npenaparty 3i LUKT, BeaeHHs kniHiYHOrO
CNOCTEPEXEHHS, y pasi He0OXiAHOCTi — NPOBEAEHHS NiATPYMYBANBHOTO NiKyBaHHS.
ETopukokcub He BMBOAMTLCS MpW remofianisi; HEBIAOMO, YU BUBOAWUTLCS
nikapcbKii 3acid Npy NPoBEAEHHI NEPUTOHeaNbHOTO fianiay.

Mo6iuHi peakyil.

Beaneka 3acTocyBaHHs eTOpuKokcuOy OUiHKOBanach y NPOLECH KMiHIYHMX
pocnigkeHb 3a yyactio 9295 nauieHTis, Bkmovatoun 6757 nauieHTiB 3
0CTe0apTPUTOM, PEBMATOILHUM apTPUTOM, XPOHIYHUM BOMEM Y HUXHIA YacTWHI
CNUHM abo aHkino3ywuum cnonaunitom (npubnnsHo 600 nauieHTiB 3
0CTeoapTpuUTOM abo peBMaTOIgHUM apTPUTOM OAEPXKYBamnu NikyBaHHs NPOTSrOM
1 poky abo foBLue).

Mig yac kniHiYHMX pocnimkeHb Npodinb HebaxaHux sBuL, OyB OfHAKOBUM Y
nawjieHTiB 3 octeoapTpuTom abo peBMaToigHUM apTPUTOM, siki 3aCTOCOBYBamu
eTopukokcmb npoTarom 1 poky abo oBLue.

Y npoueci KniHiYHOro JOCTIXKEHHS 3a y4acTHO NaLieHTiB i3 rOCTPUM NogarpudHuM
apTpUTOM eTOpUKOKCKG NpuaHayany B 4o3i 120 mr 1 pa3 Ha goby npoTsirom 8 HiB.
MMpodhinb HebaxaHMx SBILL Y LibOMY AOCHILXEHHi OyB Y LiNOMy Takum camum, K y
BOCTIZKEHHSIX 3@ Y4aCTIO NALJEHTIB 3 0CTE0APTPUTOM, PEBMATOIAHAM apTPUTOM Ta
XPOHIYHUM BONEM Y HIKHIV YaCTUHI CTIMHN.

Y nporpami ouiHki 6e3neku ans cepLeBo-CyANHHOI CUCTEMM 3a JaHUMU TPbOX
KOHTPONbOBAHWX AOCNILKEHb 3 aKTUBHMM npenapaTtom MOPIBHAHHA 17412
nauieHTiB 3 octeoapTputoM abo peBMaToifHUM apTPUTOM 3acTOCOBYBANM
eTopukokend (y gosax 60 mr abo 90 mr) B cepeHbOMy BMpOZOBX NpUBMM3HO
18 micswis. [ani npo 6eaneky Ta Binbl feTansHa iHopmaLis Npo Lo nporpamy
npeacTaBneHi B po3aini « PapmakonoriyHi BnacTuBoCTi».

Y xogi KNiHiYHNX JOCRIMKEHb 3a Y4acTo NaLieHTiB i3 roCTpUM nicnsionepavinHnm
Honem nicrnst CTOMATOMNOMYHUX XipypriYHUX BTPYYaHb, BKMoYatoumn 614 navieHtis,
sKi 3acTocoByBanu eTopukokemd (y gosax 90 mr abo 120 mr), npochinb HebaxaHnx
aBuly O6yB y LiNOMy TakuM xe, Sk Y AOCRIMKEHHSX 3a y4acTio NalieHTiB 3
0CTe0apTPUTOM, PEBMATOIAHIM apTPUTOM Ta XPOHIYHM 6ONEM Y HUXHI YacTUHI
CMNHA.

MMpo 3a3HadveHi aani nobivHi peakLii noBiAOMNANOCHL 3 BINbLIOK YacTOTOW Mpu
3acTocyBaHHi npenapary, Hix nnawebo, y npoLeci KniHiYHNX LOCNimKeHb 3a y4acTio
naLyieHTiB 3 0CTE0aPTPUTOM, PEBMATOISHIM apTPUTOM, XPOHIYHUM BONEM Y HUXKHIl
4aCTWHI CNUHK aB0 aHKINO3YyK04MM COHAMIITOM, ki 3aCTOCOBYBanM €TOPUKOKCHO y
po3i 30 mr, 60 mr abo 90 Mr npoTarom 12 TWXHIB (BOCMILKEHHS 3a NPOrpamoto
MEDAL, kopOTKOCTPOKOBI [OCRiAXEHHS wWojo roctporo 6onio Ta
MOCTMapKETUHIOBIA JOCBIA).

Tabnuus 2
Knac cucremn opranis Mo6iuHi peakuii Kareropis
yactoTn®
[HekuiT Ta iHBasii anbBeonsApHUIi OCTUT 4acTo
racTPOEHTEPUT, iHEKL|ii BEPXHiX HeYacTo
AuXxanbHUX LWnsxis, iHexuji
CEYOBMBIHOTO TPAKTY

3 60Ky KpoBi i aHeMisi (nepeBaxHo B pe3ynbTari Hevacto
nimghaTnyHoi cucTemu LLNYHKOBO-KULLKOBOI KPOBOTEM),
neiikoneHisi, TpomboLuToneHis
3 6oky iMyHHOT cucTemn | rinepuyTAMBICTL " HevacTo
aHriOHEBPOTUYHII HABPSIK, pinko

aHadhinakTuyHi/aHadinakToiaHi
peakuii, y ToMy uncni Lwok*

Poanagu metaboniamy i Habpsiku/ 3aTpuMKa pignHN yacTo

XapyyBaHHA 3HWKEHHS ab0 NOCUMEHHS Heyacto
aneTuTy, 36inbLUeHHs Macy Tina
TCuXiuHi NOPYLLEHHS TPMBOXHICTb, iENpecis, HevacTo
MOripLUEHHS PO3yMOBOI
AiSNbHOCTI, ranoLuHaLii
CMNYTaHICTb CBIIOMOCTH', pigko
HecrokiiHuit cran®
3 Boky HepBOBOI 3amnamMOpPOYEHHS, ronoBHuiA Binb 4acTo
cucTemmn pucreB3isi, 6e3COHHS, HevacTo
napecTesis/rinecTesis,
COHMBICTb
BHYTPILLHbOYEPEnHNI HeBiLOMO
KkpoBoBumye’
3 60Ky opraHiB 3opy HEYITKICTb 30pY, KOH'tOHKTUBIT HeyacTo
3 BoKy opraHiB Cryxy i LUYM y ByXaXx, 3anamopoyeHHst HeyacTo
BECTUOYNSAPHOTO
anaparty
3 Boky cepus BIAUYTTS CEpLEBUTTS, apUTMis’ 4acTo
GibpunaLia nepencepab, Taxikapais'| HevacTto
3acTiiiHa cepLeBa HefoCTaTHICTb,
HecneuudiyHi 3miHn Ha EKT,
cTeHokapais, iHhapkT miokapaa®
3 60Ky CyAnHHOT rinepTeH3is 4acTo
cucTemm MPUNAVBY KPOBI, NOPYLLEHHS! Heyacto
MO3KOBOTO KPOBOOBiry', TPaH3UTOpHa
iluemiyHa aTaka, rinepTOHIYHMI KpKa',
Backynit’
Tpomb03 rInbOoKNX BeH HeBIOMO
3 Boky anxanbHoi BpoHxocnasm’ yacTo
cucTemm, opraia Kallerb, AUCMHOE, HOCOBa HeyacTto
TPYAHOI KIITKY i KpoBoTeYa
CEPEAOCTIHHA nereHesa embonis HEeBiAOMO
3 6oky LLKT 6inb y X1BOTI ayxe
yacto
3anop, MeTeopU3M, racTpu, yacto
nevisi/KNCNOTHMIA pedbrioke, Aiapes,
Aucnencis/amckoMgopT Y insHuj
eniracTpisi, Hynota, bntoBaHHs,
e3odariT, BUpasku B poTOBIl
NOPOXHMHI
30yTTS KWBOTa, 3MiHa XapakTepy Heyacto

nepucTanbTUKA KULLIEYHMKY,

CYXiCTb Yy pOTi, FaCcTpOZyOfeHasbHi
BMPa3Ky, NENTUYHI BUPa3Ky, Y TOMY
uncni nepcropalist i kposoteya KT,
CYHAPOM NOApPa3sHEHoro

KULLIEYHIKY, NaHKpeaTuT'

3 6oky renatobiniapHoi nigBuwenHs ANT, niguwenHs ACT | yacto

cucTemm renatut’ pigko
neyiHKoBa HefloCTaTHICTS, pigko’
KOBTAHNLS'

3 60Ky LKipy i ekxiMo3 yacTo

NiALIKIPHOT KMITKOBUHM Habpsik 06nmyys, ceepbix,

BUCUNAHHS, epuTeMa’, Kponue'sHka
cuHapom CriseHca—[KOHCOHa", piko’
TOKCUYHWI enigepmarnbHui
Hekponia®, cTiitka

MeauKkaMeHTO3Ha epuTema’

He4vacTo
F

3 60Ky OMopHO-pyX0BOi cnasmu/cyoMmu M'si3iB, CKeneTHo- HeyacTo
CUCTEMM i CMIOMyYHOT M’s130BuIA Binb/CKyTiCTb
TKaHUHM
3 BOKy HUpOK i NpOTeiHypisi, MiABULLEHHS piBHS HevacTo
CE40BUAINbHOI cUCTEMN KpeaTWHiHy B CUPOBATLLi KPOB,

HPKOBA HEJOCTATHICTL/ANCHYHKLS*

(am.. po3gin «OcobnmeocTi

3aCTOCYBaHHS»)
MopyLueHHs 3aranbHoro | acTeris/BToMa, rpunonoAibHi yacto
CTaHy Ta MopyLLEHHs, CYMNTOMM
nog's3aHi 3i cnocobom Binb y rpyAHin kniTw HeyacTo
3aCToCyBaHHs
Jlabopatopi MIABULLIEHHS PIBHS @30Ty CEYOBMHN | HEYACTO
LOCTIDKEHHS KPOBI, MiABULLEHHS PiBHS

KpeaTnHOCchOKiHa3N,

rinepkaniemis, NiaBULIEHHS piBHA

CEYOBOI KICMOTH

3HVKEHHS PIBHS HATpito B KPOBI pigko

* KaTeropist 4acToTu BU3Ha4YaeTbCs ANst KOXHOTO TepMiHy nobiyHoro sBuwia 3a
4acToTo B 6asi AaHux KMiHiYHUX SOCTiMKeHb: Ayxe yacto (= 1/10); vacto (= 1/100,
< 1/10); HevacTo (= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000); gyxe pigko
(< 1/10000); HeBigOMO (HEMOXMMBO OLHWTA 3a HasBHAMW AaHuMK). YacToTa
nobiYHNX peakLii, Npo ki NOBIAOMNANOCL B NEpiof NOCTMAPKETUHIOBOrO
3acToCyBaHHs, He Moxe OyTW BU3HaYeHa, OCKinbku iHchopmaLlilo npo Hux 6yno
OTPMMaHO 3 BUNaZKOBMX NMOBIAOMIEHb.

* Mo6iyHa peaklis ineHTUdIKOBaHA Y NpoLeci NOCTMapKeTUHIOBOrO
CNoCTepexeHHs. YacToTa Br3Hauanacs 3a MakCiMasbHOK YacTOTO Y KITHIYHNX
LOCTIIKEHHSIX (faHi 3ibpaHi 3a 3aTBepAKEHNMM NOKA3aHHSMU Ta [103aMK).
"Kateropis uacToTi «pifko» BU3Ha4anacs signosiaHo no Guideline on summary of
product characteristics (SmPC) (2- nepernsg, Bepecedb 2009) Ha nigcTasi
po3paxoBaHoi BepxHboi Mexi 95 % [l ana 0 fBuLy 3 ypaxyBaHHAM KinbKOCT
YYacHUKiB, siki npuiAmanu etopukokeud, B aHanisi aanux Il chasm, 06'eaHaHNx 3a
[03010 i nokasaHHaM (n=15470).

T BHyTpiLIHLOYEPEnHII KPOBOBUNVMB CMIOCTEPIraBCs B NALEHTIB 3 40AATKOBUMM
hakTopamn puU3nKy, TakuMi K rinepTeH3is, TPOMBOLMTONEHIA Ta 3aCTOCYBaHHS
BapapyHy.

¢ [inepyyTnuBICTb BKNIOYAE MOHATTS: anepris, MegukamMeHTO3Ha anepris,
MeVKaMeHTO3Ha rinepyyTNBICTb, NiNePYyTNNBICTb, NiNEPYYTNNBICTb HEYTOYHEH,
EeaKLLiﬂ rinepyyTNWUBOCTI | HEYTOYHEHa anepris.

3a pesynbTatamu aHanisy TpUBanKX, KOHTPONLOBAHNX 33 AONOMOrOH NnaLedo i
aKTUBHOrO Mpenapaty MOPIBHAHHS KMiHIYHUX JOCMIZKEHb, CENeKTUBHI iHribiTopy
LIOr-2 6ynu nos's3aHi 3i 36iNblEHHAM PU3NKY BUHWUKHEHHSI CEPIAO3HMX
apTepianbHUX TPOMBOTUYHUX MOZIA, BKIOYAKYM iHapKT Miokapaa Ta iHCYnbT.
Basylounch Ha HasBHWX [aHWX, ManoiMOBIpHO, LU0 36inblueHHs abCcomoTHOrO
PU3MKY BUHWKHEHHS! TaKiX SBULL NepeBULLUTSL 1 % Ha pik (HeyacTo).

Mpu 3actocyBaHHi HIM33 nosigomnsnocs npo Taki cepiio3Hi NobivHi peakLii:
HE(POTOKCMYHICTb, BKMKYAKOUM iHTEPCTULianbHUA HedpuT i HePOTUYHMI
CMHPOM, TOMY He MOXHa BMKIHYATK iX BUHUKHEHHS MPU 3aCTOCYBaHHI
€TopuKOKCHBY.

[NoBigomMneHHs npo nigoaptoBaHi nobiyHi peakwii.

MosigomneHHs npo nobiuHi peakuii nicns peecTpaLii nikapcbkoro 3acoby mae
BaXnuBe 3HauyeHHs. Lle Aae 3mory npoBOAMTW MOHITOPWHI CMiBBIAHOLIEHHS!
KOpUCTB/PU3NK MpK 3aCTOCYBAHHI LibOr0 Nikapcbkoro 3acoby. Meanynum Ta
thapmalLieBTMYHMM NpaLiBHMKaM, @ Takox nauieHTam abo iXHiM 3aKOHHUM
npeacTaBHUKaM Crig NOBILOMMSTM MPO YCi BUMAZKW Nigo3proBaHUX MOBIYHNX
peakLii Ta BinCyTHOCTi eheKTUBHOCTI NikapcbKoro 3acoby Yepea ABTOMaTI30BaHy
iHpopmayinHy cuctemy 3 cdapmakoHarnagy 3a NOCUNAHHAM:
https://aisf.dec.gov.ua.

TepmiH npudamHocmi.
3 poku.

YmoB# 36epiraHHs.
30epiraTy B opuriHanbHiit ynakosLj npu Temnepartypi He BuLe 25 °C.
30epiratvy HeQOCTYMHOMY Ans AiTeN MicLyi.

YnakoBka.
Mo 7 Tabnetoky BricTepi; no 1a60 4 bricTepu y KApTOHHI ynakoBLyi.

Kateropis Bianycky.
3apeuenTom.

Bupo6Huk.
KYCYMXENTXKEP MBT NTH/
KUSUMHEALTHCARE PVTLTD.

Micue3HaxoaxeHHs BUpoOHMKA Ta agpeca Micusi NpoBafXeHHS KOro
LiANbHOCTI.

Mot Ne M-3, Ingop Cnewwen IkoHomik 3oyH, ®eis-II, Mitamnyp, Qict. Oxap, Magxbs
MpageLw, MiH 454774, IHgis/

Plot No. M-3, Indore Special Economic Zone, Phase-ll, Pithampur, Distt. Dhar,
Madhya Pradesh, Pin 454774, India.

[araocranHboro nepernsgy. 22.12.2023.
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5. INDORE

PACKING MATERIAL SPECIFICATION

PRODUCT NAME:

FORSANEC TABLETS INSERT

MATERIAL CODE:

DIMENSION:

4004283

COUNTRY:
AW CODE: 30428393000806A  sPECIFICATIONS: 40 gsm BIBLE PAPER

UA (Ukraine)

OPEN SIZE 280X623 MM, BOOKLET SIZE 40X60 MM/ TAPING

SUPERSEDED A/W CODE:

30428393000806 (OLD)

COLORS:

REASON FOR CHANGE A/W:

B BLACK

VARIATION
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