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Cknao:

diroua pevosuna: hedyKkcocTar;

1 TabneTka, BKpUTa IUTIBKOBOIO 00OJIOHKOIO, MicTUTH (pedykcoctaty 80 mr abo 120 mr;

OONOMINCHI PeHoBUHU: LIEJTI0J103a MIKpPOKPHCTAJIIYHa, JIAKTO3H MOHOT1JIpar,
TIPOKCUTIPOMUIIIEIION03a, HATpilo JIaypuicyiab(dar, HATPi0 KpPOocKapMmeno3a, JlakTo3a Oe3BoJHa,
KPEMHIIO JIOKCH KOJIOiIHUI O€3BOIHMIA, MarHito cTeapar,

IiBkoBa o6ononka: crupt mnodiBiHoBuid (E  1203), Tturanmy miokcux (E 171), makporon
3350 (E 1521), tansk (E 553b), 3amiza okcup sxostwii (E 172).

Jlikapcbka ¢opma. TabneTku, BKpUTI TUTIBKOBOIO 000JIOHKOIO.

OcHogHi Qi3uKo-XiMiuHi 61aCMUBOCMI:

TaOJICTKU, BKPHTI IJIiBKOBOIO O00OJOHKOI, 1O 80 Mr: TabIETKH NpPOJOBryBaTi, JTBOOMYKJ, BKPHTI
TUTIBKOBOIO OOOJIOHKOIO, BijA 0J1/10-)KOBTOTO JO >KOBTOI'O KOJBOPY, 3 TUCHEHHSM «80» Ha OjHIi
CTOPOHI Ta TJIaJIKi Ha 1HIIIH,

Ta0JIeTKH, BKPUTI ILIIBKOBOIO 000JOHKO, 10 120 Mr: TabJIeTKu MpPOAOBIYBaTi, ABOOMYKII, BKPUTI
IUTIBKOBOIO OOOJIOHKOIO, Bi OJJJO-KOBTOTO JI0 ’KOBTOTO KOJbOPY, 3 TUCHEHHSIM «120» Ha oaHii
CTOPOHI Ta TIaJKi Ha 1HIIIH.

dapmakoTepaneBTUYHA rpymna.
JlikapcbKi 3acobu IS JIKyBaHHA nogarpu. Jlikapchki 3aco0M, 1110 MPUTHIYYIOTH YTBOPEHHS CEUYOBOI
kucinotu. Kog ATX M04A A03.

Dapmaxonoziuni enacmueocmi.

Dapmarxoounamixa.

MexaHi3Mm aii

CeuoBa KHCIIOTa € KIHIIEBUM IMPOJYKTOM METabO0d13My MYpPUHIB y JIOAUHHU 1 YTBOPIOETHCS IMiJ 4ac
TaKoi peakiii: TiMOKCaHTUH — KCAaHTHH — ce4oBa KucyioTa. KcaHTMHOKCHAA3a € KaTani3aTopoM 000X
eramiB 1€l peakmii. @edykcocTaT € MOXiTHOK 2-apHiITia30iy, TEPAeBTUYHA JIis SKOTO OB’ s3aHa 31
3MEHIIEHHSM KOHIIEHTpAIlil CeY0BOi KMCIOTH B CUPOBATIL KPOBI IIJISIXOM CEIEKTUBHOTO MPUTHIYEHHS
KCaHTHHOKcuAa3u. PebykcocTtaT — 1€ MOTY)KHUH 1 CENeKTUBHUM HEmypUHOBHI 1HTIOITOD
kcanTuHOKcuaasu (NP-SIXO), ioro K; (koHcTaHTa mnpurHideHHs) IN VItr0 CTaHOBHTH MEHIIE
1 nanomosns. Byno nokasano, 1o gpedykcocTat 3HauHOK MIPOIO MPUTHIUYE aKTUBHICTh K OKHMCHEHOI,
TaKk 1 BiJHOBJIEHOi ()OPMH KCAaHTHHOKCHAA3H. Y TEparneBTUUYHUX KOHIEHTpaliax (ebdykcocrar He
BIJIUBAE Ha 1HII (epMeHTH, 110 OepyTh ydyacTb y MeTa0oii3Mi MypUHIB a00 MIPUMIINHIB, TAKUX SIK
ryaHiHJe3aMiHa3a, rinokcanTuHryatindocopudosunrpancdepasa,
opotaTtdochopubdozuntpanchepasa, opotuaguHMOHOoCchaTAeKapOOKCHIasa, abo
nypuHHYyKIeo3uahocopuiasa.

KriniyHa eekTHUBHICTb Ta Oe3neka

Ilooazpa. EdextuBHicTh pebykcocrary Oyna minrBepmaxkeHa y ¢asi III TppoX OCHOBHHUX JOCIHIKEHb
(mBa ocuoBHuX nocmimkeHHs APEX 1 FACT ta momarkoBe mocmimxenHs CONFIRMS, omwucani
HIKYe), sKi BKItoyanu 4101 namienTa 3 rinepypukeMiero 1 moaarporw. Y KOKHOMY 3 LIUX OCHOBHHUX




nocnimkensb ¢aszu I1I hedykcocTaT 611bIT €hEKTUBHO 3HIKYBAB CHPOBATKOBY KOHIIEHTPAIIII0 CEUOBOI
KHUCJIOTH 1 MIATPUMYBaB ii Ha HaJIC)KHOMY PiBHI MOPIBHAHO 3 aJoMypuHOJIOM. [IepBUHHOIO KIHIIEBOIO
Toukoto edextuBHOCTI B mociuipkeHHsXx APEX 1 FACT Oyna yacTka Mami€HTiB, y SAKUX MPOTSATOM
OCTaHHIX TPHOX MICSIIIB KOHIICHTpAIisl CEYOBOI KHCJIIOTH B CHPOBATII He mepeBuiryBaia 6,0 mr/mi
(357 mxmomb/n). Y nmomarkoBomy apociimkeHHi CONFIRMS dasu I, pesyapraTd sIKOro craiu
JOCTYIHI Micis mepinoi peectparii ¢pedykcocTaTy, IEPBUHHOIO KiHIIEBOIO TOUKOIO €(PeKTUBHOCTI OyIa
YacTKa MAI€HTIB, Y IKUX KOHIICHTPAIlis CEY0BOT KUCIIOTH B CHPOBATIII HE MepeBunyBaia 6,0 Mr/man Ha
MOMEHT OCTAaHHBOT'O BI3UTY. Y Il JOCHI/DKEHHS HE BKIIOYAIM TAlli€HTIB, SKI IepeHecIH
TPAHCIUIAHTAIIi}0 OpraHiB (IuB. po3aii «OcoOIUBOCTI 3aCTOCYBAHHSY).

Hocnimxenns APEX: nmocmimkenHs edekTuBHOCTI (edykcocTary 3 KOHTpoJieM Iutanebo Ta
anomypunony ¢asu III (Allopurinol and Placebo-Controlled Efficacy Study of Febuxostat, APEX)
OyJ0 paHAOMI30BaHUM, IMOJBIHHO CIIMHUM, OaraToleHTPOBUM TpUBAIICTIO 28 TwkHIB. Bechoro Oyio
panmomizoBano 1072 marientu: miamne6o (n = 134), dedykcocrar 80 mr 1 pa3 Ha mo0y (n = 267),
bedykcocrar 120 mr 1 pa3 Ha 100y (n = 269), dhedbykcocrar 240 mr 1 pa3 ma 100y (n = 134) ta
anomypunon (300 mr 1 pa3 Ha m00y (n = 258) i mamieHTIB 3 BHUXIAHOI CHPOBAaTKOBOIO
KOHIIeHTpali€er kpeaTuHiny < 1,5 mr/mim a6o 100 mr 1 pa3 Ha 100y (n = 10) a1 MaImi€eHTiB 3 BUX1IHOIO
CHUPOBAaTKOBOIO KOHIIGHTpalieo KpearuHiny > 1,5 mr/mr 1 <2,0 mr/mm). Jns orminku Oe3meku
bebykcocTat npuszHayanu B 1031 240 mr (y 2 pa3u BUIIE MAKCUMAIIbHOT peKOMEHI0BAHO1 103H1).
Hocmimpkennss APEX mokaszano CTaTHUCTHYHO JOCTOBIpHY TepeBary 000X pEXHMIB JIIKYBaHHS —
¢dedbykcoctar 80 mMr 1 pa3 Ha nmoby i debykcoctar 120 mMr 1 pa3 Ha 100y — NOpPIBHAHO 3
ayorypuHosioM y 3Buuaitii 1031 300 mr (n = 258) / 100 mr (n = 10) y 3MEHIIICHHI CHPOBATKOBOI
KOHIIEHTpAILlii Ce4oBOi KUCIOTH HIbKYe 6 Mr/mi (357 mxmons/in) (auB. tada. 1 mmkue). Ha puc. 1
MOKa3aHO CepeqHI KOHIIEHTpAIllii CeYOBOi KHCIOTH B CHPOBATI 3AJIEKHO BiJl 4Yacy Ui KOXKHOL
TeparneBTHUYHOI IPYIH JIIKyBaHHS B 000X OCHOBHHX AociimkeHHsXx dasu 1.

Pucynok 1. CepenHi KOHIIEHTpaIlil CEYOBOi KMCIIOTH B CHPOBATIII 32 JAaHUMH 00’ € JTHAHUX OITOPHUX
nocmimpkens (dasa III)
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[Ipumitka: 509 namieHTiB orpumyBaimu anomypuHon B 1031 300 mr 1 pa3 ma noOy; 10 mnamieHTiB 3
CHPOBATKOBOIO KOHIICHTpAII€I0 KpeaTuHiny > 1,5 Mr/mr 1 < 2,0 Mr/anm oTpuMyBaii anomypiuHou B 1031 100 mMr
1 pa3 Ha 100y (10 3 268 marnienTiB y gocmimkerni APEX). ®edykcocrat B 1031 240 Mr nmpu3HaYaiy s OLIHKH
Oe3neku npu 71031, 0 B 2 pa3u NepeBUIllyBaja MAaKCUMaJIbHY PEKOMEHIOBAHY.

Hocaimxenns FACT: nocnmimpkeHHs edexkTuBHOCTI (heGykcoctaTy 3 anmomypuHoi-koHTposieM (The
Febuxostat Allopurinol Controlled Trial, FACT) ¢a3u III 6ysi0 panaoMizoBaHHM, TOIBIHHO CIIINUM,
0araTtoreHTPOBUM TPHUBATICTIO 52 TXKHI. Behoro Oymo pangomizoBano 760 marmieHTiB: ¢edykcocTart
80 mr 1 pa3 Ha 100y (n = 256), debdykcocrar 120 mr 1 pa3 Ha 100y (n = 251) Ta anomypunon 300 Mr
1 pa3 Ha 100y (n = 253).

Hocnimkenns FACT mokasano cTaTUCTUYHO JIOCTOBIpHY IepeBary o0ox pexumiB — ¢eldykcocTar




80 mMr 1 pa3 Ha m00y i1 ¢ebykcocrar 120 mMr 1 pa3 Ha g00y — TOPIBHSHO 3 AJIOMYPUHOJOM Y
3BuYaiiHii 1031 300 Mr y 3MeHIIEHHI 1 MITPUMII CHPOBATKOBOI KOHIEHTpalii CeYOBOi KHCIOTH
Hk4e 6 Mr/mt (357 MKMOJTB/1T).

VY T1abn. 1 mpencrasiieHi pe3yabTaTH OI[IHKYA IEPBUHHOI KiHIIEBOI TOYKU €()EKTUBHOCTI.

Tabmuns 1
YacTka MamieHTiB 3 KOHIIEHTPAIIE CeYOBOI KUCIOTH B cupoBatili < 6,0 Mr/mi (357 MKMOJIB/T) Mmia
9ac TPhOX OCTAHHIX MOMICSIYHUX BI3UTIB

®debdykcocrar | dedykcocrar AJlonypuHOI
JlocmiKeHHs 80 mr 1 pazna | 120 mr 1 pa3 300/100 mr 1 pa3 Ha
00y Ha 700y 100y 1

APEX 48 %" 65 % " * 22 %
(28 THKHIB) (n=262) (n=269) (n=268)
FACT 53 %" 62 %" 21 %
(52 TwKHi) (n = 255) (n = 250) (n=251)
O06’enHaH1 pe3ynbTaTH 51%" 63 %" * 22 %

(n=517) (n=519) (n=519)
! Pesynpratu cepen mamieHTis, ski orpumyBaau 100 mr 1 pas ma 106y (n = 10: mamieHT 3 BHXiZHOIO
CHpPOBATKOBOIO KOHIIEHTpAIli€ro KpeaTuHiny > 1,5 mr/mn 1 < 2,0 mr/mn) a6o 300 mr 1 pa3 Ha 100y (n = 509), B
TpoIieci aHamizy Oyiu 00’ €THaHi.
*p < 0,001 mopiBHAHO 3 aIOMYPHUHOIOM.
#p < 0,001 mopiBHAHO 3 103010 80 MT.

3naTHicTh PedyKcocTaTy MIBUIKO 3MEHIIYBATH CHPOBATKOBY KOHIIEHTPAIIID CEYOBOI KHCIOTH Oyia
IIBUJIKOIO Ta JJOBFOTPUBAJIO0. 3MEHIIEHHS KOHLEHTpAIlil ce40BOi KUCI0TH B cuposarui < 6,0 mr/mi
(357 MxMoOnB/iT) Big3HAYATIOCS BXKE Ha JIPYTOMY THDKHI JOCITIDKEHHS 1 30epiranocst Hajgall MpoTSroM
JKyBaHHSI.

Hocaimxenns CONFIRMS: nocnimxenass CONFIRMS Oyno panaomMi3oBaHUM, KOHTPOJIbOBAHUM
nociimpkeHasM  ¢aszu I, TpuBamicTio 26 THXHIB, SKE MPOBOAMIOCS JMJIsS OILIHKK O€3MeKH Ta
edexTuBHOCTI (edykcoctaTy B g03ax 40 mr i 80 Mr mopiBHSHO 3 anomypuHoioM B go3ax 300 mr i
200 mr asis mamieHTIB 3 MOAArporo i rimepypukemieto. Bevoro Oynno panmomizoBano 2269 mnamieHTiB:
¢debykcocrar 40 mr 1 pa3 Ha m00y (n = 757), pebykcocrar 80 mr 1 pa3 Ha 100y (n = 756) Ta
anorypurods 300/200 mr 1 pa3 Ha 100y (n = 756). lllonaiimeniie 65 % maIrieHTIB Majlyd MOPYIICHHS
¢GyHKLIT HUPOK BiJ] JIETKOTO A0 TOMIPHOTO CTymeHs (3 KiipeHcoM kpeaTuHiHy 30-89 mu/xB).
[TpodinakTruka HanmaAiB moaarpu Oyna 000B’SI3KOBOIO IPOTATOM 26 THXKHIB.

YacTka MaiieHTIB 3 KOHIIEHTPALI€I CEYOBOI KUCIOTU B cupoBatii < 6,0 mr/am (357 MKMoub/1) B
ocTaHHI{ BI3UT ckiana 45 % y rpym ¢eOykcocrary 40 mr, 67 % — y rpyni ¢pedykcoctary 80 mr 1
42 % — y rpymi anonypusoiry 300/200 mr.

IlepBrHHA KiHIIEBA TOYKA B HIAIPYHI HAIICHTIB 3 MOPVIIEHHAMH (VHKIUII HUPOK. Y IOCIIIKEHHI
APEX omniHtoBanu e(heKkTUBHICTb Mpenapary 3a y4dacTio 40 MmamieHTiB 3 NOpymeHHsIMHU (YHKIIT HUPOK
(ToOTO 3 BUXITHOIO CHPOBATKOBOKO KOHIIEHTpamlielo kpeaTwHiny > 1,5 mr/mr i < 2,0 mr/mn). Takum
nalieHTam, paHJOMi30BaHUM Y IpyIy aJOMypHUHOIY, A03Yy INpenapary 3meHumysain g0 100 mr 1 pa3s
Ha 1100y. [lepBuHHa KiHIIEBa TOUKa €EKTUBHOCTI Oysa JOCATHYTa B rpynax npuiiomy ¢gedykcocrary
y 44 % nauienTiB (80 Mr 1 pa3 Ha 100y), y 45 % (120 mr pa3 Ha 100y) Ta 'y 60 % (240 mr 1 pa3 Ha
n00y) mopiBHsiHO 3 0 % y rpymax anomypunosry 100 mr 1 pa3 Ha 100y 1 mane6o.

[Ipy 1poMy KIIIHIYHO 3HAUYYHIMX BIAMIHHOCTEH Y 3HM)KEHHI CHPOBATKOBOI KOHIIEHTpALli CeuOBOi
KHCJIOTH Y BIJCOTKaX Yy 3J0pPOBUX JIOOPOBOJBIIIB BiA3HAYEHO HE OyJIO HE3aJIeKHO BiJ
¢GyHKLIOHATBHOTO cTaHy HUPOK (58 % y rpymi 3 HOpMaibHOIO (YHKIIE€0 HUPOK Ta 55 % y rpymi 3
TSKKUM MOPYIIEHHSM (QYHKIT HUPOK).

[IpocniekTuBHUI aHalli3, MPOBEIACHUN 3a YYacTIO MAI[EHTIB 3 MOJArpol0 i MOPYIIEHHSIMH (YHKII{
Hupok 3a gomomorow nocmimkeHHs CONFIRMS, mnokazaB, mo ¢ebykcoctar OyB 3HA4YHO
e(EeKTUBHIIIUM: PIBEHb CEYOBOi KHUCJIOTH B CHPOBATI 3HMXKYyBaBcsi < 6,0 MI/AT TOPIBHSAHO 3
anmorypurosioM 300 mr / 200 Mr y mami€eHTiB 3 MOJarporo i MopyieHHsM (GyHKIT HUPOK BiJl JETKOTO
710 cepenHboro crymnens (65 % BunpoOOByBaHHX).

IlepBrHHA KiHIIEBA TOYKA VY HIUATPYII IAIEHTIB 3 CHPOBATKOBOK KOHIIEHTPAIIICIO CEYOBOI KHUCIOTH
> 10 mr/nn. BuxigHa cupoBaTKOBa KOHIIGHTpalis ceyoBoi kucimotu > 10 wmr/mn Bia3Haudanacs




npuom3Ho y 40 % mamienTtiB (komOiHoBaH1 gociimxkeHHss APEX 1 FACT). Cepen nux mari€HTiB
NEepBUHHA KiHIEBA TOYKAa €(EKTUBHOCTI (CHPOBATKOBA KOHIICHTpALis CEYOBOI KUCIOTH MEHIIE
6 Mr/an B octanHi 3 Bi3UTH) Oyna gocsrHyTa B miarpymnax ¢ebykcocraty: y 41 % mnauienti (80 mr
1 pa3 Ha n00y), y 48 % mauientis (120 mr 1 pa3 Ha 100y) i y 66 % namientiB (240 mr 1 pa3 Ha 100y)
nopiBHSHO 3 9 % y rpymi anomypusory 300 mr/ 100 mr 1 pa3 Ha 100y Ta 0 % y rpymi miame6o.

3a manumu pociimkeHHs CONFIRMS, gactka marfi€HTiB, sKi AOCATIIM NEPBUHHOI KIHIIEBOI TOYKH
€(eKTUBHOCTI (3 CHPOBATKOBOIO KOHIICHTPAIIIEI CEYOBOi KUCIOTH < 6,0 MI/mi B OCTaHHIN BI3WT), Y
Ipyni TAIlieHTIB 3 BUXITHOK CHPOBATKOBOIO KOHIICHTPAIE€D CcedoBOi kuciaotu > 10 mr/mm, ski
orpumyBanu pedykcocrar 40 mr 1 pa3 Ha 100y, cknana 27 % (66/249), pedbykcoctar 80 mr 1 pa3 Ha
100y — 49 % (125/254), anomypuno:n 300 mr /200 mr 1 pa3 va 1006y — 31 % (72/230).

KitiHiuHi pe3y/ibTaTu: BiICOTOK MAIli€HTIB, SIKi HOTPEOYIOTh Tepallii HanaJiB moaarpu

Hocnimxenus APEX: npotsarom 8-TrkHEBOro nMpogiIakKTUYHOTO MEePioAy MaIli€HTIB 3 TEPANeBTUIHOL
rpynu ¢pedykcocraty 120 mr (36 %), ski morpeOyBanu Teparii HamaliB MOJarpy, MOPIBHIOBAIH 3
namieHTamH, ki 3actocoByBaiu pedykcocrat 80 mr (28 %), anomypunon 300 mr (23 %) abo mianedo
(20 %). Yacrora HamaniB Oyna BHIIOK Micis NPOQUIAKTUYHOTO MEpiogy 1 3 4acoM IOCTYIOBO
3HWKyBanacsa. Bix 46 % no 55 % marieHTaM MPOBOJMIIMN JIIKYBAaHHS HAIaJlIB MMOJArpH 3 8 THXKHSA 1 3
28 trxHs. Hananm mogarpu, 1o BUHUKIIH MPOTATOM OCTaHHIX 4 THXKHIB BUIIPOOYBaHb (24—28 TrkHi),
cnocrepiranu y 15 % nanientiB (dhedykcoctat 80, 120 mr), 14 % nanientis (aonypunon 300 mr) ta
20 % marnienTiB (miamne6o).

Hocnimxenuss FACT: npoTsrom 8-TuXHEBOro NpoQLIaKTUYHOTO MEepioay MAI[iEHTIB 13 TepaneBTUUHOT
rpymu ¢pedykcocraty 120 mr (36 %), siki morpeOyBanu Teparii HamalaiB MOJarpy, MOPIBHIOBAIH 3
o0oma TepaneBTUYHHMHU Tpynamu, siki 3actocoByBanu gedykcocratr 80 mr (22 %) abo anomypuHOI
300 mr (21 %). IlpoTsirom 8-THKHEBOTO MPOQIITAKTUIHOTO TIEPioly YaCcTOTa HaMadiB 301IbIIMIacs 1 3
4acoM NocTynoBo 3Hu3mnacs (64 % 1 70 % nauieHTiB, sIKi OTPUMYBAJIU JIIKYBaHHS 3 IPUBOAY HarasiB
nojmarpu 3 8 g0 52 TwkHs). Hamagum momarpu mpoTsSroM ocTaHHIX 4 TWXKHIB BHIIPOOYyBaHb (49—
52 TikHi) cnoctepiranucsa y 6—8 % manientiB (pedykcocrar 80 mr, 120 mr) ta y 11 % mnamienris
(anomrypuno:n 300 mr).

YacTtka manieHTiB, sKi MoTpeOyBaiu JiKyBaHHs 3aroctpenb noaarpu (mociimkenHs APEX 1 FACT),
Oya HIDKYOK B rpymnax, JIe CepeIHs] KOHIIEHTPAIlis CEYOBOI KHCIOTH B CHPOBATII MICIHIS JIIKyBaHHS
3MeHIryBanacs 10 < 6,0 mr/mi, < 5,0 mr/mn a6o < 4,0 Mr/u1 B HOPiBHSAHHI 3 TPyMaMH, B IKUX CepeaHii
PIBEHb CEUYOBOI KMCJIOTH CTAaHOBUB > 6,0 Mr/mi B octanHi 32 TrkHi JikyBaHHS (3 20—24 TrxHs 1o 49—
52 TUX]ICHB).

[Tix gac nocmimxennss CONFIRMS wacTka mariieHTiB, siKi MOTpeOyBaliM JIIKyBaHHS HaIaJiB Mojarpu
(1 nenn koxHi 6 micsuiB), cknana 31 % 1 25 % y rpynax, siki OTpUMyBaJIM BiANOBIAHO (hedykcocTaT
80 Mr 1 anmomypuHoi. BigmiHHOCTEH y CHiBBIJIHOIIEHHI MAalll€HTIB, SIKI MOTpeOyBalu JIKyBaHHS
HamaJiB noJarpy, Mix rpyrnami, siki 3acrocoByBaiu pedykcocrar 80 mr i 40 mr, He Big3Ha4aIoCs.
JIOBrocTpokoBi po3imupeni Biakputi gociipkenns. Jlocmimkenas EXCEL (C02-021): EXCEL 6yno
TPUPIYHUM, BIJKPUTUM, MYJIBTHIEHTPOBUM, PAaHIOMI30BaHUM, pPO3LIMPEHUM, aJOMypUHOI-
KOHTPOJIBbOBAHUM JOCIIIKEHHAM Oesnieku ¢aszu 11, sike mpoBoauan 1uist OLiHKK O€3MEKH 3a y4acTio
MaIi€eHTIB, K1 npoinum ocHoBHI aochikeHHs ¢as3u [l (APEX a6o FACT). Beroro B mocmiixeHHS
Oymo BkimoueHo 1086 martientiB, siki mpuiimanu: (edykcocrar 80 mr 1 pa3 Ha 100y (n = 649),
debykcocrar 120 Mr 1 pa3 Ha 100y (n = 292) abo amomypuron 300/100 mr 1 pa3 Ha 100y (n = 145).
[Ipubnuzno nuas 69 % manieHTIB KOPEKIis Tepamii A JOCATHEHHS OCTaTOYHOIO CTaOlIbHOTO
JiKyBaHHS He Oyna nmotpiOHa. [lamieHTun, piBHI CHPOBAaTKOBOI KOHIIEHTPALl CEYOBOT KUCIIOTH Yy SIKUX
IpU TPUPA30BOMY IIOCHIIOBHOMY BHUMIpIOBaHHI cTaHOBWIM > 6,0 Mr/mn, Oyinu BUKIIIOYEHI 3
JIOCITIKEHHS.

PiBHI cupoBaTKOBOI KOHIIEHTpAIii C€YOBOi KHUCIOTH 3 IUIMHOM Yacy HE 3MIHWIHCS (HampHUKIad, Y
91 % 1 93 % mnamieHTiB, AKi CHOYATKy 3aCTOCOBYBalM (edykcocTaT y ao3ax BiamoBiaHo 80 Mr i
120 mr, piBHI CHPOBAaTKOBOi KOHIIEHTpAIIil CEYOBOI KHCIOTH CTaHOBHIN MeHme 6,0 mr/mam Ha 36-my
MiCSIIIi).

3a JaHUMHU TPUPIYHOTO CIIOCTEPEXKEHHS y MeHII HiXK 4 % maiieHTiB, sIKI MOTpeOyBalM JIIKYBaHHS
HamajaiB, BiAMIYEHO 3MEHIIEHHS YaCTOTH HamafiB mojarpu Ha 16—24 micsami i 30-36 micsmi (TodTo
OutbIr HIXK y 96 % martienTiB He OyJI0 HEOOXITHOCTI y JTIKYBaHHI HAMa/IiB).

Y 46 % 1 38 % mnauieHTiB, SKI OTPUMYyBaJM OCTAaTOYHE CTaOULIbHE JiKyBaHHS (edykcocTaToM
BimoBiAHO B 7031 80 abo 120 mr 1 pa3 Ha noOy, crmoctepirajgocsi MOBHE 3HUKHEHHS MEPBUHHOTO




MaJbII0BaHOTO TOQYCY BiJ MOYATKY /10 OCTAHHBOTO BI3HTY.

Hocmimpkennss FOCUS (TMX-01-005) Oyno m’ATUpiYHMM, BIIKPHUTUM, MYJIbTHIEHTPOBUM,
PO3MIUPEHUM JOCHIDKEHHAM Oe3reku (as3u |1, 1o mpoBoauIocs 3a y4acTio TaIll€HTIB, K1 3aKIHYUIH
4-twxHeBU# npuiiom (pedykcocTaTy 3 MOJABIHHO CINIMUM J03yBaHHSAM Yy BunpoOyBanHi TMX-00-004.
JocnimkenHs Bkitouyango 116 marieHTiB, ki oTpuMyBasid criodaTky (edykcocrar 80 mr 1 pa3 Ha
n00y. YV 62 % mamieHTiB AJi1 TIATPUMKU PiBHS CHPOBATKOBOI KOHIICHTPAIIl CEYOBOI KMCIOTH MEHIIIE
6,0 Mr/mn kopekiis 1034 He Oyma motpiOHa, a 38 % mamieHTiB MOTpeOyBaM KOPEKIii J03U ISt
JOCSITHEHHS OCTaTOYHOI CTa0lIbHOT KOHIIEHTpAIIi].

YacTka mMalieHTIB 3 piBHEM CHPOBATKOBOI KOHIEHTpAIlii ce4oBOi KHUCIOTH MeHie 6,0 mr/mi
(357 MKMOIIB/TT) HA MOMEHT OCTaHHBOTO Bi3UTY ckiasa Oiabine 80 % (81-100 %) y xoxkHiit 3 rpym 3a
no3or edykcocrary.

VY dazi Il kmiHIYHEX AOCHIIKEHb Y MAIEHTIB, sIKI OTpUMYBalu ¢eOdyKcocTar, CIOCTepiraaucs
HE3HAYHl 3MIHM TMEYiHKOBUX MOKa3HHKIB (5,0 %). Yacrora mux 3miH Oyina cxoka 3 Takow y pasi
npuitomy anonypunony (4,2 %) (auB. po3nain «OcoOnIMBOCTI 3aCTOCYBaHHS»). Y JTOBrOCTPOKOBUX
BIIKPUTUX PO3IIUPEHUX JOCIIDKEHHSIX y MAIl€HTIB, SKi oTpuMyBain ¢edykcocrat (5,5 %) abo
anonypunon (5,8 %) mpoTATOM TPUBAIOrO 4Yacy, BiA3Hauajocs miaBumieHHs piBHa TTT
[TupeoTporHuii ropMoH] (> 5,5 MKMO/min) (uB. po3in «OCcoOIMBOCTI 3aCTOCYBAHHS).
[MicnspeecTpaniiini  goBrocrpokoBi  jpocaikeHas. Jocmmkenns CARES  sBmsio  coboro
0araToIeHTPOBE paHIOMI30BaHE MOBIHHO CIiNe JOCITIKEHHS BIACYTHOCTI MEHIIOI e()eKTHBHOCTI,
miJl 4Yac SKOTO TIOPIBHIOBAJIIM PE3YJIbTaTH CEPLEBO-CYJIMHHUX 3aXBOPIOBaHb IIPH 3aCTOCYBaHHI
¢debykcocTaTy W alONypHHONY Y TMAIliEHTIB 3 MOJArpol0 Ta OCHOBHUMH CEpIEBO-CYIMHHHUMHU
3aXBOPIOBAHHSMHU B aHaMHe3l, BKJIIOYaOud 1HGApPKT Miokapja, TrocmiTaii3alilo 3  MPUBOIY
HECTaOUTLHOT CTEHOKap/Iii, Mmpolueaypy KOpoHapHOi abo IepeOpalibHOT peBacKyJIsIpu3allii, 1HCYIBT,
TOCIITaNI3aIiI0 3 MPUBOAY TPAH3UTOPHOI IIEMIYHOT aTaKu, 3aXBOPIOBAHHSA MEePUPEPUIHUX CYIUH a0
IyKpOBHiA 7ia0eT i3 03HaKaMu MiKpoaHTionarii 4u Makpoanrionartii. s nqocsrHeHHsT piBHS CE4OBOL
KUCJIOTH B cupoBaTiii KpoBi (SUA) Menie 6 mr/an no3y ¢hedykcocrary tutpysaiu 3 40 mr g0 80 mr
(re3ayiexHO BiJ PyHKIIT HUPOK), a 103y aonmypuHOIy TUTpyBaimu 3 KpokoM 100 mr 3 300 g0 600 mr
JUIS TAIIIE€HTIB 13 HOPMAIbHOIO (PYHKIIIE€I0 HUPOK T4 HUPKOBOIO HEIOCTATHICTIO JIETKOTO CTYIEHS 1 3
200 o 400 Mr 11 TAi€HTIB 13 HUPKOBOO HEJTOCTATHICTIO MOMIPHOTO CTYIEHS TSKKOCTI.
[lepBuHHOO KiHIEBOIO Toukot0 B pociikeHHi CARES 6yB uac nepioi mosiBu cepilo3HuX MOOIYHUX
cepueBo-cyauHHux sBumy (CIICCH), cknanoBoi HesneTanbHOro 1HGApKTY MioKapJa, HEIeTaJbHOTro
1HCYJIBTY, CMEpTI BijJ CepLEBO-CYIMHHUX MATOJIOTi Ta HECTaOUIbHOI CTEHOKap.ii 3 HEBiAKJIAAHOIO
KOPOHAPHOIO PEBACKYIISIPHU3AIIIEIO.

KinneBi mokasHukd (NEpBHHHI Ta BTOpWHHI) oriHoBaaun MerogoMm ITT-amamizsy (ITT — awen.
intention-to-treat), BkO4arO4YM BCiX CyO’€KTiB, siKi Oy/iM paHAOMI30BaHI Ta OTPUMAaM HpPUHAWMHI
OJIHY 7103y TMpemnapaTy y X0/ MOABIIHO CIIMOro AOCHTiKEHHS.

3aranoMm 56,6 % mnaiieHTiB NPUNUHUIN IPOOHE JIIKYBaHHS IepeIyacHo, a 45 % namieHTiB 3aBepIInIN
HE BC1 BI3UTH JOCTiIKEHHS.

3aranoM, 6190 mnami€eHTIB 3HAXOMWIMCS IiJ CIOCTEPEKEHHSIM MpOTAroM 32 MICSLIB, CEepeaHs
TPUBAJIICTh BIUIMBY CTaHOBMJA 728 AHIB y maiieHTiB rpynu ¢gebykcoctary (n = 3098) ta 719 aniB y
Hali€eHTiB rpynu anomypuHory (n = 3092).

[lepBuHHa KiHIIEBa TOYKa CHOCTEpiraizacs 3 aHaJOTIYHMMM TOKa3HUKaMU y Tpymax JiKyBaHHS
dhebykcoctaTom 1 anmonmypunoiaom (10,8 % npotu 10,4 % marieHTiB BIAMOBIIHO; BITHOIICHHS PU3UKIB
[BP] 1,03; nBocToponHiii moBTOpHUit 95 % mosipuwuii intepsan [/1] 0,89-1,21).

[Tpu ananizi okpemux CIICCS wacToTa CMEPTHOCTI BiJl CEPIIEBO-CYIMHHUX TATOJIOT1H Oyiia BUIIOK Y
rpyni pebykcocrary, Hix anomypunony (4,3 % npotu 3,2 % nauienris; BP 1,34; 95 % /11 1,03-1,73).
Yacrora iHmux CIICCS Oyna cxoxa y rpymax ¢elGykcocTaty W aJomypHUHONY. HEJIETAIBHOTO
iHpapkTy Miokapaa (3,6 % mpotu 3,8 % mamientis; BP 0,93; 95 % /I 0,72—1,21), HeneranpHOTO
iHCymeTy (2,3 % mpotu 2,3 % mamienti; BP 1,01; 95 % I 0,73-1,41) ta TepmiHOBOI
peBacKyisipu3allii yepe3 HecTabibHy creHokapaito (1,6 % npotu 1,8 % nanientis; BP 0,86; 95 % /11
0,59-1,26).

YacToTa CMEpTHOCTI 3 yCiX MPUYUH TaKoX Oyla BUIIOK y Tpymi (edykcocTaTy, HiX allOMypUHOIY
(7,8 % mpotu 6,4 % mamientis; BP 1,22; 95 % I 1,01-1,47), 10 B OCHOBHOMY OOYMOBITIOBAIOCS
OUTBII BHUCOKMM pIBHEM CMEpPTHOCTI BiJI CEpLEBO-CYAMHHUX MATONOTIH y Wil rpymi (AMB. po3aii
«OCOo0IMBOCTI 3aCTOCYBaHHS).




PiBH1 rocmiTanizamii 3 TpUBOIY CEPIIEBOi HEIOCTATHOCTI, TOCHITANI3AIli 3 MPUBOIY aApUTMIi, IO HE
MOB’si3aHa 13 IMIEMi€I0, BEHO3HUMH TPOMOOEMOONIYHUMH SBUIIAMHU, 1 TOCHITami3alii 3 MPUBOLY
MepeXiTHUX IMEMIYHUX HarnaaiB OyIu MOPIBHAHHUMU y rpynax (pedykcocTaTy i altonmypuHOITY.
Hocnimkenuss FAST Oyno nmpocrneKTUBHUM, PaHIOMI30BaHUM, BIIKPUTHUM, 13 3aCHIIUICHHSAM KiHIIEBOT
TOYKH, y SKOMY MOpiBHIOBAIH Npodiap Oe3neku ¢edykcocTary W alomypuHONY IMPU CEPIEBO-
CYAMHHHUX 3aXBOPIOBAHHAX Y MAIIEHTIB 13 XPOHIYHOIO TIEPYPUKEMI€I0 (B YMOBAX, KO BIAKIAICHHS
ypatiB yxe BinOynocs) Ta (akTopamu CeprieBO-CyIHMHHOTO PHU3UKY (TOOTO MAIlIEHTH BIKOM BiJ
60 pokiB 3 mpuHAWMHI OAHUM (PAKTOPOM CEPLEBO-CYAMHHOTO pU3HKY). IlamienTu, siki BigmOBiganu
KpUTEpisiM, OTPUMYBAIM JIKYBaHHS aJOIyPHUHOJIOM JI0 paHaoMizalii, i 3a MOoTpedu BUMaraiocs
KOPHUT'YBaHHS JI03W BIAMOBIAHO 10 KiiHiuHOI oriHku, pekomengamiii EULAR [European League
Against Rheumatism — €spomneiicbka Jjira 600poThOM 3 PEeBMATH3MOM| Ta 3aTBEP/DKEHOI J03H.
Hampukinmi mnouyatkoBoi ¢a3u mpuiioMmy anomypuHony mnarieHTd 3 piBHeM sUA < 0,36 mmoub/n
(<6 Mr/mn), siKi OTpUMYBaJH MaKCUMajbHY IEPEHOCHMY 1103y a00 MaKCHMAJIbHY JO3BOJICHY 03y
aJIOIyPHUHOJTY, OyJIM paH0MI30BaHi y CiBBigHOMIEHHI 1:1, 1106 oTpuMatu jikyBaHHs GedykcocTaToM
abo anomypuHoioM. [IepBUHHOIO KiHIIEBOIO TOuKoro pociimkeHHss FAST OyB wac 1o mepioi nosiBu
Oy/b-sIKOTO SIBHINA CYKYITHOI KIHIICBOT TOYKH, sKa BKJIOYania: 1) rocmitanizamiio 3 MpuBoay iHGapKTy
miokapra (IM), mo He 3arpoxkye >KUTTIO / TIO3UTHBHOrO OioMapkepa TOCTPOrO0 KOPOHAPHOTO
cugapomy (I'KC) ; 2) iHCYABT, IO HE 3arpoxKye KHUTTIO; 3) CMEPTh BHACIIAOK CEPIEBO-CYIMHHUX
nopyiueHb. [lepBunnuii anani3 6aszysascs Ha OT-ananizi (OT — on-treatment).

3aranoM Oyno panjpomizoBaHo 6128 mamientiB: 3063, sxi orpumyBaiu (edykcocrat 1 3065 —
QJIOTTYPUHOIT.

VY nepBunHoMy OT-anani3i ¢ebykcocTaT HE IOCTYNaBCs aJONypUHOIY 3a YacTOTOK IEpBUHHOI
KIHIICBOI TOYKH, sika crioctepiranacs y 172 mamientiB (1,72/100 marmieHTO-pOKiB), IO OTPUMYBAIU
¢bebykcoctat, mopiBHAHO 3 241 mamientom (2,05/100 mamieHTO-poOKIB), SKi OTPUMYBAIU aOMYPHHOM,
31 ckopuroanum BP 0,85 (95 % JI1: 0,70, 1,03), p < 0,001. OT-anaii3 1ist IEpBUHHOI KiHIIEBOT TOUKH
B miarpymi nauieHTiB 3 IM, iHcynsrom ab6o I'KC B aHamHe31 He MOKa3aB CYTTE€BOI PI3HHUII MIX
rpynamu JiKyBaHHS: y Tpymi pebdykcocrary O0ymno 65 (9,5 %) namienTiB i3 HeOa)KaHUMH SBUIIAMHU Ta
83 (11,8 %) mamientd — B Tpymi anonypuHoay; ckopuroBane BP 1,02 (95 % JI: 0,74-1,42);
p=0,202.

JlikyBaHHSI (eOyKCOCTaTOM HE acOLIOBAIOCS 31 30UIBLICHHSAM CEpLEeBO-CYJMHHOI CMEPTHOCTI YM
CMEpTI Bl yCIX NMPUYMH 3arajoM 1 B miarpymni nauieHTiB 3 IM, iHcynpTom abo I'KC B anamHesi.
3aranoMm y rpymni edykcocraty Oyino MeHIne cmepreit (62 BUMaaku cepreBo-cyauHHoi cmepTi Ta 108
BUIIJIKIB CMEPTI BiJ] YCIX MPUYMH), HIXK Y TPYI aJloMypHHOIY (82 BUNIAJAKHU CEpLEeBO-CYyIUHHOI CMEPTI
Ta 174 BUMajKiB CMEPTI Bl yCIX MPUUUH).

Crnocrepiranu Ouibllle 3HUKEHHS PIBHS CEYOBOI KUCIOTH IPHU JIIKYBaHHI (peOyKcOoCcTaTOM MOPIBHSHO 3
JKYBaHHSAM aJIOITYPUHOJIOM.

Cunopom nizucy nyxaunu (CJIII). EdextuBHICTH Ta 0Oe€3leKky 3acTocyBaHHs (edykcocTary st
npodinaktuku 1 sikyBawHs upu CJIII ouinroBanmu B nocimimkenHi FLORENCE (FLO-01).
®delykcocTar MpOJIEMOHCTPYBaB HailKpally 1 OUIbII MIBUAKY /10 BIJHOCHO 3HMKEHHS PIBHS ypaTiB
MOPIBHSHO 3 JIOIYPHUHOJIOM.

FLORENCE sBnsno coboro pangomizoBane (1:1), moasiitHo ciine, onopHe gociimxeHHs dazu 111,
IpoBe/IeHe /sl MOpiBHAHHA (ebykcoctaty B no3yBaHHI 120 mr 1 pa3 Ha noOy i anomypuHONIy B
no3yBanHi 200—600 mr Ha 100y (cepemHs no0oBa J03a aJOMYPUHONY + CTaHJAPTHE BIAXUIICHHS:
349,7 £ 112,90 mr) B ymMoBax KOHTPOJIO KOHIEHTpalii ce4oBOi KUCIOTH B cupoBarTiii. Bubpani
Mali€eHTH TOBUHHI Oy OyTH KaHAWAATaMH IS JIIKYBaHHS aJIOyPUHOJIOM a00 HE MaTH JIOCTYITY 0
pacOypukasu. IlepBuHHI KiHIIEBI TOYKU SIBJSUTM COOOIO IUIOIY ITiJ] KPUBOI KOHIIEHTpALlli CeuOBOi
kucnotu B cupoBatii (AUC sUA1g) 1 3MiHYy piBHA KpeaTuHiHy B cuposatui (sC) 3 mepuioro mno
BOCbMHUH JIEHb KOXKHA.

Jo nmochmimkeHHs Oyno BKIIOYEHO 346 malieHTIB 3  TEMaTOJOTIYHUMH  3JI0SIKICHUMH
HOBOYTBOPEHHSIMHM, SIKI OTPUMYBAJIM XIMIOTEpamil0 1 Malud CepelHii/BUCOKHIA CTYMiHb PHU3MKY
po3Butky CJIII. Cepenne 3nauenHss AUC sUA1 g (Mrxroa/min) Oyao 3HAQYHO HUXKYE MPH HpUioMi
¢dedykcocrary (514,0 £ 225,71 nopiBusiHo 3 708,0 + 234,42; cepenHe HaliMEHIIUX KBaJpaTiB AJIs
pizaumi: —196,794 [95 % JII: —238.600; —154.988]; p < 0,0001). Kpim Toro, cepeaHiii cupoBaTKOBHit
piBEHb CEUOBOi KHUCIOTH OyB 3HAYHO HWXKYMH NpHM 3acTOCyBaHHI (eOyKcocTaTy, MOYMHAIOYU 3
nepmux 24 roauH JIKyBaHHS 1 B Oyab-IKM HacTymHUW MOMEHT d4acy. CTaTUCTMYHO 3HAUYMMHUX



BIIMIHHOCTEH 3a cepeAHiM BMICTOM cHpoBaTkoBoro kpeatuHiny (%) Mk ¢ebykcocTtaToM i
anonypuHosioMm He O0yno (—0,83 + 26,98 nopiBHaHO 3 —4,92 £ 16,70 BiAMOBIIHO; CepeHE HANMEHIIIUX
KkBaapartiB s pisami: 4,0970 [95 % JI: —0,6467; 8,8406]; p = 0,0903). 3 ypaxyBaHHSIM BTOPHHHUX
KIHIICBUX TOYOK, CTAaTHCTUYHO 3HAYUMHUX BIJIMIHHOCTEH 3a YacTOTOIO PO3BUTKY JIaOOPATOPHO
nigrBepxerHoro CJIIT ne 6yno (8,1 % 1 9,2 % s debykcocTary 1 ajgonypuHony BignosiaHo; BP:
0,875 [95 % /JII: 0,4408; 1,7369]; p = 0,8488) i kiIiHIKK CHHAPOMY po3maay nyxjuHu He 0ymno (1,7 % i
1,2 % s ¢ebykcocrary i amomypuHoiay Bimmosimno; BP: 0,994 [95 % JII: 0,9691; 1,0199];
p = 1,0000). YacroTa BCiX O3HAK i CHMITOMIB, [0 BUHUKJIM i/ Yac JIKyBaHHsS, a TaKOX MOOIYHHIX
peakui, ckiana 67,6 % mopiBasHO 3 64,7 % 1 6,4 % mopiBHHO 3 6,4 % mia debOykcocraty i
anonypuHody BianosigHo. Y gociimkeHHi FLORENCE debykcocTar nmpoieMoHCTpyBaB HalKpary i
IIBUMIY JIiO I[0JI0 3HUKCHHSI PIBHS CE€YOBOI KHCIIOTH B CHPOBATIII MTOPIBHIHO 3 ajomypuHoioM. lani
oo mopiBHAHHA (pebykcocTaTy 1 pacOypukasu Ha 1ei vac BiacyTHi. EdexTuBHICTH Ta Oe3meka
3acrocyBaHHsa (heOykcocrtaTy He OyId BCTAaHOBIEHI JJsi TamieHTiB 3 roctpuMm Tsokkum  CJIIT,
HaIPUKJIAJ JJIs MMali€HTIB, Y SKUX 1HIII BUIX Tepamii JJisi SHUKEHHS ypaTiB HE JIIIOTh.

Dapmakokinemuxa.

VY 310poBHX 100POBOJIBLIB MAaKCUMaJIbHA KOHIICHTpaIlisl y mia3mi KpoBi (Cmax) Ta IUIOIIA 1111 KPUBOKO
(AUC) 36imbimyBanucsi MPOMOPLIAHO 1031 Micas OJHOPa30BOro Ta 0araropa3oBOro 3acTOCYBAaHHS
debykcocrary y mo3ax Big 10 mr go 120 mr. IIpu go3ax Bix 120 mr mo 300 mr 30utemenHs AUC Oymno
OibLINM, HIX mpornopuiiHo no3i. [Ipu 3acrocyBanHi 103 10—240 mr xoxHi 24 TOIWHU HaKOMUYCHHS
¢debdykcocrary He Bimmivanocs. [lepenbauyBanuii cepenHiii TepMiHAIBHUIA MEPiOA HaIiBBUBEICHHS
(tue) debykcocraTy craHOBUB TUpHOIM3HO 5-8 romuH. ByB mpoBeneHWid MOMYJISMiHHHA aHaTi3
(apMakoKiHETHKH/(papMaKoJUHAMIKH 32 JaHUMHU 1040 211 marieHTiB 3 rinepypuKeMi€ero i moaarporo,
sKi 3actocoByBaiu (ebdykcocraT B no3ax 40-240 mr 1 pa3 Ha no0y. B mizomy orpumani 3HauYEHHS
(apMakOKIHETHYHHUX TapaMeTpiB OyJIM CXOXi 3 TAKUMH Y 3[J0POBUX JTOOPOBOJIBIIIB, IO € XOPOIIO
MOJIEJUTIO JIJIsl OLIHKH (papMaKoOKiHeTUKH/(PpapMaKOAMHAMIKY Mpernapary y Halli€eHTiB 3 TOJarporo.
Bcemokmysanns. @ebykcocTaT MBUIKO (tmax (Wac JOCATHEHHS MaKCUMAIbHOI KOHIEeHTparrii) 1,0—
1,5 ronunu) 1 nodpe (mpunHaiimui 84 %) BcMmoktyetbes. [Ipu ogHOpazoBoMmy Ta OGaratopa3zoBoMmy
3acTocyBaHHI (heOykcocTaTy nepopainbHo y mo3ax 80 mr a6o 120 mr 1 pa3 Ha 100y Cmax BiIIIOBITHO
CTaHOBUTH 2,8-3,2 Mkr/mia 1a 5,0-5,3 Mkr/mia. A6conoTHY 6100CTYIHICTh TabIeToK (hedykcocTaTy
He anamidyBaim. l[lpu OararopaszoBomy 3actocyBaHHi y m031 80 mr 1 pa3 Ha m00y abo mnpu
OJIHOPA30BOMY 3aCTOCYBaHHI y 1031 120 Mr y moeaHaHHi 3 XHPHOIO TKet0 Cmax 3MEHITyBalacs Ha
49 % Tta 38 %, a AUC — Ha 18 % Ta 16 % BignoBimHo. OHaK 1€ HE CYyNPOBOKYBATIOCS KITIHIYHO
3HAYYyIIMMU 3MIHaMHM CTYINEHS 3MEHIIEHHS pIBHSA CEYOBOi KHUCIOTH Yy Iula3Mi KpoBi (mpu
Oararopa3zoBomy 3actocyBaHHl y 1031 80 mr). Takum umHOM ¢edykcocTaT MOKHA 3aCTOCOBYBATH
HE3aJIeKHO BiJ] BYKHUBAHHS TXKI.

Posnoodin. TlepenOauyBanuii o0’em pos3noiauty y piBHoBakHOMY cTaHl (Vss/F) ¢ebdykcocraty
3MiHIOEThCSL Bi 29 1o 75 1 micng mepopanbHOro 3acrtocyBaHHs y 1031 10-300 wmr. CryniHb
3B’sI3yBaHHs 3 OUIKaMU IJIa3MU KpOBI (TOJIOBHUM YMHOM 3 anbOyMiHOM) CTaHOBHUTH 99,2 % 1 He
3MIHIOETBCS TIPH MiABUIIEHH] 103U Bix 80 mr go 120 mr. J{ns akTuBHHX MeTaOoiTiB (edyKkcocTary
CTYIIHb 3B’sI3yBaHHs 3 OLJIKaMu IU1a3MH KpOBI KoiuBaeTbes BiJ 82 10 91 %.

Memabonizm. ®elOykcocTaT aKTUBHO METAa0OMI3yeThCsl LUIAXOM KOHIOramii 3a  y4acTio
ypuauaaudocharrmoryporinTpancepasn (Y AD-rmokypoHinTpancdepasu) Ta OKHUCHEHHS 3a
yuacTio hepmenTiB cuctemu nuroxpomy P 450 (CYP). Ycworo onucano 4 gpapMakonoriyHo akTHBHUX
riApoKCUIbHUX MeTabonitu (ebykcoctaTy, 3 3 HuUX Oyinu BUSBIEHI y JIOJUHHM Y IUIa3Mi KpOBI.
JlocmipkenHs In Vitr0 Ha MiKpocoMax TEUiHKU JIFOJMHU 3aCBIIYMIIN, MO 1[I OKHCHEHI MeTaboiTH
yrBOprotoThes nepeBaxHo min aiero CYP1AL, CYPIA2, CYP2C8 ta CYP2C9, Toxi sik pedykcocrary
TJIIOKYPOHIJl YTBOPIOEThCS TOJIOBHHUM 4YMHOM Tia aieto Y/ d-rmokypoHintpanchepasu 1A1, 1AS,
1A9.

Bugeoenns. debykcocTaT BUBOAUTHCS 3 OPTaHi3My depe3 MediHKy Ta HupkamH. [licias mepopanbHOTo
3actocyBaHHA *C-(ebykcocTary y m03i 80 Mr mpu6mmsHo 49 % BHBOAHMIIOCA i3 CEUEI0 Yy BUTIIAMI
He3MiHeHoro (edykcocraty (3 %), anuirnrokypoHiay airouoi pedoBunu (30 %), BIZOMUX OKMCHEHUX
MeTabomiTiB 1 ix koH’roratiB (13 %) Ta iHmmMX HeBimomux MmetabomTiB (3 %). Kpim HupKoBoi
eKckpenii, mpubiu3zno 45 % BUBOAMIOCS 3 KaloOM Y BUIJIAI He3MiHeHoro ¢ebdykcocraty (12 %),
AIWINTIOKYPOHIAY Airouoi peuoBunu (1 %), BITOMUX OKHCHEHHX METaOOMITIB i iX KoH toratiB (25 %)



Ta IHIIMX HeB1AOMUX MeTabomiTiB (7 %).

Hupxosa neoocmamnicme. Ilpu Garatopa3zoBoMy 3acTocyBaHHI (ebykcocraTy y 1031 80 mMr He OyIo
BiMiueHO 3MIH Cmax (eOyKcocTaTy y TMaIi€HTIB 3 JIETKOIO, MOMIPHOK a00 TSKKOH HUPKOBOIO
HEJOCTATHICTIO TIOPIBHSHO 3 MAIlEHTaMU 3 HOpMaibHOIO (GyHKIier0 HUpOK. Cepenns 3aranbaa AUC
(dhebykcocTaTy 30iIbITyBasIacs npubau3Ho y 1,8 pa3a Big 7,5 MKrXroa/mi y mami€eHTiB 3 HOpMaIbHOIO
¢byHKLi€0 HUPOK 10 13,2 MKIrXToa/mMil y Mali€HTIB 3 TSHKKOI HUPKOBOKO HENOCTATHICTIO. Cmax Ta
AUC akTUBHUX METa0OJIITIB MiABUINYBAIUCS Y 2 1 4 pa3u BianosinHo. [Ipore mamieHTamM 3 HUPKOBOIO
HEJOCTATHICTIO JIETKOTO a00 MOMIPHOTO CTYIEHsI KOPEKIIisl 03U JIKapChbKOro 3aco0y He moTpiOHa.
Ileyinxosa neoocmamuicmo. Ilpu 6aratropazoBoMy 3actocyBanHi peOykcocrary y mo3i 80 mMr He Oyi0
BiMiueHO cyTTeBUX 3MiH Cmax Ta AUC ¢ebOykcocTaTy 1 #oro MeTaboJiTIB y MAII€HTIB 3 JIETKOIO
(xmac A 3a mkanoro Yaiinna — [110) Ta momipHo®O (ki1ac B 3a mkanoro Yaiinnga — I1°10) me4iHKOBOIO
HEJIOCTATHICTIO TOPIBHAHO 3 TAaIllEHTaMHd 3 HOPMAaJIbHOI (YHKIIE€0 mMediHKd. JlocmimKeHHs
JKapCchKOro 3aco0y y MAaIlieHTIB 3 TSHKKOIO IMEYiHKOBOIO HenocraTHicTio (kimac C 3a mMIKaoro
Yaitnna — [1’10) He mpoBOAMIIOCS.

Bix. Tlpu Gararopa3oBoMy MepopaibHOMY 3acTOCyBaHHI (heOykcocTaTy He OyJo BIAMIYEHO CYTTEBHX
3min AUC ¢ebykcocTaTy Ta HOro MeraboJiTIB y MAI[i€HTIB JITHHOTO BIKY MOPIBHSAHO 3 MOJIOJIUMH
3I0POBUMU JOOPOBOJIBIISIMH.

Cmams. llpu Oararopa3zoBoMy TmepopaidbHOMY 3actocyBaHHi (ebykcoctaty Cmax Ta AUC
¢bebdykcocrary y kiHok Oy Ha 24 % Tta 12 % Bumummu, HK y donoBikiB. OmHak Cmax Ta AUC,
CKOPUTOBaHi 3a Macolo Tija, Oyau cXoxi B 000X rpymnax, ToMy 3MiHa 03 PeOyKcocTaTy 3aJIe:KHO Bij
CTaTi He OTPiOHA.

Kuainiuni xapakrepucTuku.

Ilokaszannsa.

Jliksectis® 80 mr Ta Jliksectia® 120 mMr

JIikyBaHHSI XPOHIYHOI TiNEpypUKeMii IpU 3aXBOPIOBAHHAX, L0 CYHNPOBOJKYIOTHCS BiAKJIAIAHHAM
KPHUCTAJIB ypaTiB, y TOMY YHCJI IIPH HAsBHOCTI TOQyCiB Ta/abo MoJarpuvyHOrO apTPUTy B JNaHUH Yac
YM B aHAMHE31.

Jlixectia® 120 mr

JlikyBaHHS Ta mpo(ijakTHKa TinepypukeMii y JOpOCIUX MAali€HTIB, SKI MAAI0ThCs XiMioTeparii 3
MIPUBOJIY T€MATOJIOTIYHHUX 3JIOSIKICHUX HOBOYTBOPEHD 3 IMOMIPHUM a00 BUCOKHM PHU3UKOM CHHJIIPOMY
nizucy nyxaunu (CJIIT).
Jlikapcekuit 3aci0 JlikBecTis

® noka3aHumii JTOPOCITUM MALliEHTaM.

Ilpomunoxazanus.
lnepuyTauBICTh 10 aKTMBHOI PEYOBMHU a00 10 OyIb-sKOI JOMOMDKHOI PEYOBHHHU JIKapCHKOTO
3aco0y, 3a3HaueHo1 y po3aut «CKaamgy.

B3aecmooia 3 inwumu nikapcoKkumu 3acooamu ma iHuii 6UOU 63acMO0Il.
Mepkanmonypun/azamionpuH.

BiamoBigHo 1m0 MexaHi3My cBO€i mii (eOykcocTaT MpPUTHIYYE KCAHTHHOKCHIA3y, TOMY CYITyTHE
3aCTOCYBaHHS HE pEKOMEHAYeTbca. [IpUTrHIYeHHS KCAaHTMHOKCHAA3M MOXE TMPU3BOAUTH JO
MIJBUIIEHHS. KOHIEHTpalii 000X MpemnapariB y Iia3mi KpoBi, IO MOX€ BUKJIMKATH MI€JOTOKCUYHY
peaxirito.

VY pa3i ogHOuUacHOro 3acTocyBaHHsS 3 (edyKcocTaToM J03y MEpKanTONypUHY/a3aTIONpPUHY CHij
sMeHIUTH 10 20 % abo MeHIIe BiA paHimie npu3HaueHoi A03u (auB. po3ain «OcobauBOCTI
3aCTOCYBaHHSI»).

AJIEKBaTHICTh 3alpPOIIOHOBAHOTO KOPUTYBAaHHS [I03HM, sKe O0a3yBajocsi Ha MOJENIOBaHHI Ta
IMITalIfHOMY aHaji31 JOKIIHIYHUX JaHUX Ha LIypax, Oyia miITBep/aKeHa pe3yibTaTaMu KIHIYHOTO
JOCIIJIKEHHSI B3a€MOJIIT JIIKApChKUX 3ac00iB 3a Y4acTIO 30POBHUX JOOPOBOJIBLIB, SIKI OTPUMYBAJIH
azationpuH 100 Mr okpemo Ta 3MEHILEHY 103y a3aTionpuHy (25 mr) y koMmOiHamii 3 ¢pedykcocTatoMm
(40 a6o 120 mr).

Hemae nanux mono 0e3nexu 3actTocyBaHHs peOyKcocTaTy i yac HUTOTOKCHYHOI XIMIOTeparii.
HocnipkeHHss B3aemofii  ¢edykcocTaTy 3 IHIIMMHM LUTOTOKCHYHUMH XiMioNpernaparaMu He
TIPOBOTUITHCS!.



Posuenimaszon | cyocmpamu CYP2CS8.

debdykcoctar € cnabkum iHrioiropom CYP2CS8 in vitro. B mpoueci nocimimkeHHs mapajeinbHe
BBeneHHs 120 mr ¢ebOykcoctaty 1 pa3 Ha m0o0y Ta OJHOPA30BUM MEpPOpaIbHUNA TPUHOM 103U
PO3UIITITa30HYy 4 MI' y 3J0pOBUX JTOOPOBOJBIIIB HE BIUIMBAIO Ha (papMaKOKiHETHKY PO3UTIITa30HY i
roro metabomity N-Ie3MeTHIIPO3UTIIITa30HY, IO AEMOHCTpYye, 10 ¢GedyKcocTaT HE MPUTHIYYE
CYP2C8 ¢epment in vivo. TakuM urHOM, OJHOYACHE BBEACHHS (eOyKCOCTaTy 1 pO3UIIIITa30Hy abo
iHmux cyoctparie CYP2C8 He Bumarae KOpeKIlii 03U IUX Mpenaparis.

Teoghinin. TIpoBeneHo AOCHTIHKEHHS B3aeMOil pedyKcocTaTy 3a y4acTio 3JI0POBUX JOOPOBOJIBIIIB JIJIS
OLIIHKM BIUIMBY NMPUTHIYEHHS KCAaHTUHOKCHJA3W Ha 30UIBIICHHS PIBHS TEO(UIIHY B IHUPKYIIOOYii
KpOBI, IO CIOCTEpirajgocs 3 IHIIMMH 1HTIOITOpaMu KCaHTHHOKcHAazu. OJHOYacHE 3aCTOCYBaHHS
debykcocTaty y 1031 80 Mr Ta Teodininy y 1031 400 MT HEe CIIPUYHUHSIO KOJAHUX (apMaKOKIHETHUHUX
B3aeMoJii abo BBy Ha Oe3neky Teodininy. Takum umHoM, (edykcocrar y m031 80 Mr mMorkHa
3aCTOCOBYBAaTH OJIHOYACHO 3 TeoduTiHOM 0e3 O0cOoOMMBHUX 3acTepekeHb. JlaHuWX II0J0 J03H
dhedykcoctaTy 120 Mr HEmae.

Hanpoxcen ma inwi inci6imopu entokypouizayii.

Merabomnizm ¢edykcocTaTy 3aleXuTh BiJ akTUBHOCTI (pepmeHty VY D-rmokypoHinTpaHchepasu.
JlixapceKi 3aco0u, 10 TPUTHIYYIOTh MPOLEC TIIOKYPOHi3allii, HAMPUKIIaJ HECTEPOiHI MPOTH3AMaJIbHI
3acobu (HII33) Ta mpoOeHenua, TEOPETHYHO MOXKYTh 3MIiHIOBaTH BHUBEICHHS (eOykcocrtary. Y
3JI0pPOBUX JOOPOBOJIBIIIB MPU OJHOYACHOMY 3acCTOCyBaHHI (heOykcocTaTy Ta HampokceHy mo 250 mr
2 pa3u Ha 100y cnioctepiranocs nocusieHHs aii pedykcocrary (Cmax cranoBUTH 28 %, AUC — 41 %,
ty2 (mepion HamiBBUBEACHHS) — 26 %). Y mporeci KIHIYHUX JTOCIIHKCHb 3aCTOCYBaHHS HAIIPOKCEHY
ta iHmmx HII33 / inriditopis 1JOI'-2 He cympoBOKYBaIOCS KIIHIYHO 3HAYYIIMM 30LTBIICHHIM
MOOIYHUX PEaKIIii.

®debykcocTaT MOXKHA OJTHOYACHO 3aCTOCOBYBATH 3 HAIIPOKCEHOM 0€3 3MiHM iX J103H.

Inoyxmopu entoxypoHizayii.

[TotyxHi iHpykropu VYJ®-rmokypoHinTpaHcdepasd MOXYTh HOCWIIOBAaTH METa0OI3M  Ta
3MCHINYBaTH C(QEeKTUBHICTh  (ebykcocrtary. VY  TaIli€eHTIB, SKi  3aCTOCOBYIOTh  IMOTYXHi
IHAYKTOPHU TIIIOKYPOHi3allii, pPEKOMEHIYETbCS KOHTPOIFOBATH PiBEHb CEUOBOI KUCIOTH Y IJIa3Mi KpOBi
gyepe3 1—2 TkHI ogHOYacHOi Teparii. [Tpu BinMiHI iIHAYKTOpa TIIOKYpPOHi3amii MOKIUBE i IBULIICHHS
piBHSA QedyKcocTary y mia3Mi KpoBi.

Konxiyun/inoomemayun/2iopoxnopomiazud/sapghapun.

debOykcocTaT MOKHA OJTHOYACHO 3aCTOCOBYBATH 3 KOJXIIIMHOM ab0 1HAOMETAIIMHOM 0€3 3MiHU 103U
Ipenaparis.

Takox He mnoTpiOHO 3MiHIOBaTH JA03y ¢edykcocTaTy IpH OJHOYACHOMY 3aCTOCYBaHHI 3
T1APOXJIOPOTIA3UIOM.

OnHouacHe 3acTocyBaHHS (eOykcocTary 3 BaphapUHOM HE BHMMAarae 3MIHH JI03M OCTAaHHBOTO.
3actocyBanHs (ebykcocraty (80 mMr a6o 120 mr 1 pa3 Ha no0y) 3 BappapuHOM Y 370pPOBHUX
JIOOpOBOJIBIIIB HE BIUIMBAJIO Ha (ApMaKOKIHETUKY OCTaHHboro. OJHOYacHE 3aCTOCYBAaHHS 3
¢ebykcocTaToM Takok He BrumBaio Ha MHB (MibkHapoaHe HopMaii3oBaHE BIJHOIICHHS) Ta
akTUBHICTb (pakTopa VII.

Heszunpamin | cyocmpamu CYP2DG6.

3a JgaHuUMH, OTpUMaHHMH IN Vitro, dedOykcoctar € crmabkum inribitopom CYP2D6. ¥V mporeci
JOCTIKEHb 32 y4YacTIO 3JJ0pPOBHX J0OpPOBOJIBLIB, siKi oTpuMyBanu 120 mr ¢edykcocraty 1 pa3 Ha
100y, cnoctepiranocs 36unbieHHss AUC nesunpaminy (cyocrpar CYP2D6) na 22 %, mo cBiI4uTh
po ciabKy MpUrHivyBanbHy 1o Gpedykcoctaty Ha hpepment CYP2D6 in vivo.

TakuMm YMHOM, MpH OJHOYACHOMY 3acTocyBaHHI (ebykcoctaty Ta cyOctpaTiB CYP2D6 nHemae
HeOoOX1IHOCTI 3MIHIOBATH 1X IO3U.

Anmayuoui 3acoou.

[Ipn omHOYacHOMY 3acTOCYBaHHI 3 aHTAIMJAAMH, IO MICTATh MAar”ilo TIAPOKCHI Ta AJTIOMIHIIO
TiIPOKCU, BIIMIYAa€ThCS 3aTpPUMKa BCMOKTYBaHHS (ebykcocraty (mpubiauzHo Ha 1 roauny) i
3meHmeHHsT Cmax Ha 32 %, oqnak AUC ¢deOykcocTaTy CyTTEBO HE 3MIHIOEThCS, TOMY (pedykcocrTar
MO>KHA [TO€THYBATH 13 aHTAIMIHUMH 3ac00aMHU.



Ocoobnusocmi 3acmocy8anusi.

Cepye6o-cyOuHHi 3axX60pH08AHHL.

VY mamieHTiB 13 CEepHO3HUMH CEPICBO-CYAMHHUMH 3aXBOPIOBAHHSAMHU (HAmpuUKIan i1H(ApKTOM
MiOKap/a, iIHCYyJbTOM a00 HECTaOUIHbHOIK CTEHOKAP/IEI0) IiJl 9ac po3pOOKHU IpemapaTy Ta B OJHOMY
nicisapeectpamiitnomy aociimkenHi (CARES) cnocrepiranu Oinblny KUTBKICTh CEPIIEBO-CYAMHHHUX
MOPYUICHbD, 1110 3arPOKYIOTh JKUTTIO, IPU 3aCTOCYBaHHI (PeOyKCOCTAaTy MOPIBHIHO 3 aJIOMyPHHOJIOM.
Onnak HactynHe micnsapeectpamiiine gociimkeHHs (FAST) mokazano, mo 3acTocyBaHHS
¢debykcocTaTy HE TOCTYMAJIOCS QJIOMYPUHONIY 32 YacTOTO0 BHUHUKHEHHS CEPLEBO-CYAMHHUX
MOPYIIIEHb, 13 3arp0o3010 Ta 0€3 3arpo3u IS KUTTS.

JlikyBaHHS 11i€1 TPYNH MAIIEHTIB CJIiI TPOBOIUTH 3 00EPEKHICTIO Ta PETYISAPHO KOHTPOJIIOBATH TXHIM
craH. binpm neraneHO mpo Oe3meky 3acTocyBaHHS (eOyKcocTaTy JUIsl CepLeBO-CYAMHHOI CUCTEMHU
muB. y po3ainax «PapmakoguHamikay Ta «[1o0iuHI peakiiiy.

Ipogpinakmuxa i nikyeanns cinepypuxemii y nayicumis iz puzuxom possumxy CJIII.

[TamienTn, sKi mMamarThCs XiMioTepanii 3 IPUBOJY IeéMaTOJIOTIYHUX 3JIOSKICHUX HOBOYTBOPEHBb 3
nomipauM a6o BucokuM pusukoMm CJIII Ta 3acTocoBYIOTH Jikapchkuii 3aci6 Jliksectis®, mpu
HAsSIBHOCTI KJIIHIYHUX ITOKa3aHb MAIOTh 3HAXOAUTHUCH 1] HATJISIIOM Kap.110JIoTa.
Anepeis/einepuymaugicms 00 JIKAPCbKUX 3aco0is.

Y Mexax MOCTMapKeTUHIOBOIO HArisAy Oynu pIAKICHI MOBIJOMIIEHHS MPO CEpHO3HI anepriuHi
peakuii / peakiii rinepuyTiMBOCTI, Y TOMY YHCIi PO BUIAIKU 3arPO3JIMBOTO ISl )KUTTS CUHIPOMY
CriBenca — J[>KOHCOHA, TOKCHYHOTO €MiJIEpMAJIbHOIO HEKPOJi3y Ta TOCTPUX aHA(IIaKTHYHUX
peakmii/moKy. 31e0UIbIIOro Taki peakiii CIoCTepiraliucs MPOTATOM MEPIIOTO MICSIS 3aCTOCYBaHHS
debykcocTaTy. Y KUNbKOX, aje HE y BCiX, HAIlieHTIB OyiaM MOpYIIEHHS HUPKOBOI (YHKIT Ta/abo
TiNepYyTIUBICTh 70 aJOIMYpPUHONY B aHaMHe3i. TspKKi peakuii TimepuyTIMBOCTI, Y TOMY YHCHI
MeIMKaMEHTO3Ha peakiis 3 eo3uHodiniero 1 cuctemanmu cumnromamu (DRESS-cunapom), B neskux
BUII/IKaxX OyJIM TOB’s3aHi 3 TAPSYKOI0, TEMATOJIOTIYHIMH MTOPYIICHHSMH, HIPKOBOIO 200 NIEUiHKOBOIO
HEJIOCTATHICTIO.

[NamienTn moBUHHI OyTH TPOIH(GOPMOBaHI MPO O3HAKM Ta CHMIITOMH Till€pUyTIIMBOCTI/aneprii, a
TaKOX 32 HUMHU CIIiJ] CIIOCTEPIraTH MO0 PO3BUTKY TakuX peakiliil. [Ipu mosBi cepilo3HUX anepriayHux
peakiiit / peakuiii rimepuyTiIMBOCTI, 30Kkpema cunapomy CriBeHca — JI)KOHCOHA, 3aCTOCYBaHHSI
¢debykcocraTy Tpeba HeraHO NMPUNHMHUTH, OCKUIBKU paHHE MPHUIMHEHHS 3aCTOCYBAHHS MOKpalye
MpOTHO3. SIKIO y MalieHTa Maly MiCIe ajiepriyHa peakilis / peakilisi rinepuyTIiBOCTI, y TOMY YHCIi
cupom CriBeHca — J[XKOHCOHA, Ta rocTpi aHa(iIaKTUYHI PEaKIlii/IoK, TO MOBTOPHE MPU3HAYEHHS
(hebykcocTaTy MPOTUIIOKA3AHO.

3acocmpenns (nanad) nooazpu.

JlikyBaHHs1 (eOykcocTaToM Ciifi pPO3MNOYMHATH TIABKKM Yy MEpioja IMICHs 3aroCTpEeHHS XBOPOOH.
debykcocTaT MOKE CIIPOBOKYBATH Haraj MOJArpy Ha MOYaTKy JIIKYBaHHS 332 paXyHOK 3MIHM pIBHS
CE4OBOi KMCJIOTH Y CHPOBATILl Yepe3 BUX1J ypaTiB 13 jaeno. Ha mouaTtky snikyBaHHs (heGykcocTaToM
pexoMenayeTbes npusHaunTu HIT33 a6o KonxXilMH Ha TEpMiH He MeHIIe 6 MiCALIB Ul NPOQUIaKTUKU
HaraJiB MoJaarpu.

IIpu po3BUTKY Hamagy MoAarpd Ha TJi 3acTocyBaHHsS (edyKcocTaTy JIKyBaHHS MPOJOBXKYIOTb.
OpHoYacHO MPOBOJATH BIANOBIAHY 1HAUBIAYyaJdbHY Tepamito 3aroctpeHHs nojaarpu. Ilpu Tpusamomy
3acTOCyBaHHI (peOyKcocTaTy 4acToTa Ta TSDKKICTh HalajiB MOAArpy 3MEHIIYIOThCS.

Bioknaoennsa kcanmuHis.

V naiieHTiB 3 IPUCKOPEHUM YTBOPEHHSIM ypaTiB (HApPUKIIa/A, Ha TJIi 3JI0SIKICHUX HOBOYTBOPEHb Ta iX
nmikyBaHHsT abo mpu cuHapomi Jlema — Hixana) MoxiauBe CyTTeBe 30UTBIICHHS a0COIFOTHOL
KOHIIEHTpaLlli KCAHTHHIB y C€di, 110 y PIAKICHUX BHIAJKaX CYNPOBOKYETHCS iX BIAKIAACHHSAM Y
ceuoBMBIIHUX HUIAxax. Llporo He cmocrepiraiocs B OMNOPHOMY KIIHIYHOMY JOCIIIKEHHI
¢dedykcocraty npu CJIII. Yepe3 oOMexeHICTh JOCBiAY 3acTocyBaHHs (pedykcocTaTy He MOKa3aHe
namieHTam rnpu cuaapomi Jlema — Hixana.

Mepkanmonypun/azamionpuH.

®debykcocTaT HE PEKOMEHIYETHCS 3aCTOCOBYBAaTH MAIli€eHTaM, $KI OJHOYACHO OTPHUMYIOTh
MEpKaINTOIypUH/a3aTIONPHUH, OCKUIBKM MPUTHIYEHHS KCAaHTMHOKCHIa3u (eOyKCOCTaToM MOXKe
CIPUYUHHUTH MiIBUILEHHS KOHIEHTpallli MepKaIlTOypHHY/a3aTIONpUHY B IJ1a3Mi KpOBI 1 IPU3BECTH
710 TSKKOT TOKCHYHOCTI.



Axmo komOiHAIi HE MOXXHAa YHHKHYTH, CTaH TAII€HTIB CIIJ PETEIbHO KOHTPOIIOBATH.
Pexomennyetnest 3umxeHHs: 10 20 % abo MeHIe monepegHbO MPU3HAUEHOI 103U MEPKANTOIYpUHY
a00 azaTiomMpUHY IS YHHUKHEHHS MOXJIMBUX TeMaToJjoridHuxX edekTiB (muB. po3ain «Bzaemomis 3
IHIIAMH JIIKapChKUMU 3ac00aMU Ta 1HIIN BUIX B3a€MOIH»). [1aiieHTiB ciIix peTebHO KOHTPOIIOBATH,
a 103y MEpKamnTOIypUHY/a3aTioNpUHy MOTPiOHO 3T0J0M KOPUT'YBATH BIAMOBIIHO /10 TEPAleBTHYHOI
BIJIMTOBIIi Ta MOKITUBUX TOKCUYHUX €(EKTIB.

Tlayienmu, saxi nepeneciu mpancniaHmayiro opeamis.

Hoceiny 3actocyBanHs (eOykcocraTy Iiii KaTeropii MaIi€eHTIB HEMae, TOMY 3aCTOCYBaHHS
JKapCchKOro 3aco0y He MOKa3aHo.

Teoginin.

OpnopaszoBe omgHOYacHe 3actocyBaHHsS (peOykcocrary y nmo3i 80 mr i teodininy y mo3i 400 mr He
MOKa3aJIo >KOHUX (hapMaKoKiHeTHUHUX B3aeMonii. dedykcocraT y 1031 80 MI MOKHA 3aCTOCOBYBATH
OJTHOYACHO 13 TeodiiHOM 0e3 pU3MKY IMiJBUIICHHS KOHLEHTpalii Teoininy y mia3mi Kposi. JlaHux
o110 1034 pedykcocrary 120 mr Hemae.

3axsoprosanns nedinku.

VY mpoueci kom6iHoBaHoi ¢azu Il kminiunux npocmigxens y 5,0 % mnamieHTiB, SKi OTPUMYBAIH
¢debykcocrar, crocrepiraiucs HE3Ha4yHI 3MiHM TIEYIHKOBHX ITOKA3HUKIB, TOMY PEKOMEHIYETHCS
nepeBipaTd (GYHKI[IOHATbHI TEYIHKOBI TMOKAa3HUKW N0 MpHu3HaueHHS ¢edykcocTaTy Ta Miag 4ac
JKyBaHHS IPU HasIBHOCTI ITOKa3aHb.

3axeoprosants wumosuOHoI 3a103u.

Y 5,5 % mnamieHTiB, ki oTpuMyBaidM (HeOyKCOCTaT MPOTATOM TPUBAIOIO Hacy, CIOCTEpPIranocs
nigsumienns pisasg TTD (> 5,5 MxMO/mi) mig yac JOBrOCTPOKOBHX BIAKPUTHUX DPO3LIUPEHUX
nocmikeHb. ToMy Jikapchbkuid 3aci0 citiff 3 00epeXHICTIO MPU3HAYATH MAI[iEHTaM 13 MOPYIICHHIMH
(GYHKIIT IUTOBUIHOT 3a7103H.

Jlakmosa.

Jlikapcbkuit 3aci0 MICTUTD JaKTO3y. SIKIIO y MallieHTa BCTAHOBIECHO HEMEPEHOCUMICTh ACSKUX LYKPIB,
Tpeba MPOKOHCYIBTYBATHCS 3 JTIKapeM, MepII HiXK MPUIMATH 1Iel JTiKapchbKuii 3acio.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyooi0.

BaritHicTh

OOmexxeHul 1OCBiA 3acTocyBaHHS (peOykcocTaTy MiJ 4Yac BariTHOCTI CBIIYUTH HPO BIACYTHICTH
HECTIPUATIUBOrO BIUIMBY Ipenapary Ha nepedir BariTHOCTI Ta 3/10pOB’A I10]1a/HOBOHAPOKEHOT0. Y
XO/JIl IOCHIJKEHb HAa TBapHHAaX HE OyJ0 MOMIYEHO HOoro mpsiMoro abo HEmpsiMOro MoOIYHOrO BILIUBY
Ha repedir BariTHOCTI, PO3BUTOK eMOpioHa/muiofa Ta mepebir mojoriB. [loTeHUidHMA pU3MK JUIs
JOUHY HeBlnoMuil. @edykcocTaT He CIliJl 3aCTOCOBYBATH i Yac BariTHOCTI.

Ilepion rogyBaHHs rpyJUTIO

Hesinomo, un mponukae ¢eOykcocTaT y TpyIdHE MOJOKO JIOAWMHHU. JOCHIDKEHHs Ha TBapuUHAX
nokasayiu, mo ¢edykcocTaT HNPOHMKAE y TpPyJHE MOJIOKO Ta HETraTHBHO BIUIMBAE HA PO3BUTOK
HOBOHAPOJDKCHUX, SIKMX TOAYIOTh IIMM MOJIOKOM. PH3MK MOTparuisiHHS npenapaTy B IpyIHE MOJOKO
He MoXke OyTH BUKITIOUeHHH. DedyKkcocTaT He CIIijl 3aCTOCOBYBATH Y MEPioJ] TOAYBaHHS IPYy/II0.
DepTUIIEHICTD

JocnipkeHHs: GepTUIbHOCTI Ha TBapuHax y 1031 48 MI/Kr/m00y He BUSBMIIM 3aJIeKHOCTI MOOIYHUX
peakuiii Bix mo3u. Jlis mikapcekoro 3acoOy JlikBecTis® Ha pemnpomyKTHBHY (GYHKIIO JIHOIUHH
HEBizoMa.

30amuicms enaueamu Ha WEUOKICMb peaxkyii npu KepyeawHi A8MOMPAHCHOPMOM aOO0 THUWUMU
MexXamnizmamu.

Bynu noBiomiieHHS PO PO3BUTOK COHJIMBOCTI, 3alIaMOPOYEHHS, MApecTe3iil Ta HOPYIIEHHS YiTKOCTI
30py Ha TIi 3actocyBaHHs (eOykcocrary. Tomy maiieHTam, sKi 3aCTOCOBYIOTH JIIKAPCHKHUM 3acid
JlikBecTis®, pekoMeHmyeThcs GYTH OOEPEKHUMHU MPH KEPYBAHHI aBTOTPAHCHOPTHMMH 3acO0aMH Ta
poOOTI 3 IHIIMMHU MeXaHi3MaMHU JO0 TOrO 4acy, MOKM BOHU He OyIqyTh BIEBHEHI y BIJCYTHOCTI
BHUIII€3a3HAYCHHUX MOOIYHUX SBUIIL ITpErapary.



Cnocio 3acmocysannusa ma 003u.

[o3yeanus

ITooazpa. PexoMenoBaHa 103a Jikapchkoro 3aco0y Jliksectis® cranoButs 80 mr 1 pas Ha 100y
NEpOpaTbHO, HE3aJISKHO BiJl BYKMBAHHS DKi. SIKIIO KOHIIEHTpAIIisl CEYOBOT KUCIOTH B CHPOBATIII KPOBI
nepeBuiye 6 Mr/mn (357 MKMONIB/T) michs 2—4 THXKHIB JIIKYBaHHS, CJIiJl PO3TJISHYTH IIiJIBUIICHHS
no3u jikapcekoro 3acoby Jliksectis® mo 120 mr 1 pas ma n00y. Edekt mikapcekoro 3aco0y
BUSIBIISIETBCSL IOCUTH HIBHKO, 110 POOUTH MOJIMBUM IOBTOPHE BH3HAYCHHS KOHIICHTpAIIl CEUOBOI
KHUCJIOTH yepe3 2 THxHI. MeToro JIIKyBaHHS € 3MEHIIEHHS KOHIIEHTPAIlii Ce40BOi KHCIIOTH Yy CUPOBATII
Ta MiATPUMKA 11 Ha piBHI MeHIIe 6 M/t (357 MKMOIB/1).

TpuBamicTs NpodIAKTUKY HAIAIIB IMOJArPXU CTAHOBUTH HE MEHIIE 6 MiCSIIiB.

Cunopom nizucy nyxmunu (CJIIT). PexomennosaHa 103a jikapcekoro 3aco6y Jliksectis® cTaHOBHTH
120 mr 1 pa3 Ha 100y nepopabHO, HE3AJIEKHO Bl BYKMBAHHS 1XKi.

3actocyBaHHs JiKapcekoro 3acoby JlikecTis® cmig posmouyMHAaTH 3a ABa JHI 0 HOYATKY
IUTOTOKCHYHOI Teparii 1 mpoJOoBXKYyBaTH IIOHaWMEHIe 7 Ai0, OJHAK TPUBAIICTH Teparlii MO)KHA
MOJIOBKUTH 110 9 1110 BiAMOBIHO A0 TPUBAJIOCTI XiMioTeparii Ta KIIHIYHOT OI[iHKH.

Ilayienmu nimnvoeo s6iky. Jlys miel kareropii MamieHTiB KOPEKIlis 1031 HE OTpiOHA.

Hupkosa nedocmammuicmy. Y TAi€HTIB 3 TSHDKKUM MOPYHICHHAM (DYHKIIIT HUPOK (KITIpEeHC KpeaTHHIHY
< 30 m/xB) edeKTUBHICTh Ta Oe3leKa 3acCTOCYBaHHS JIKapChKOTO 3aco0y BUBYEHI HEIOCTATHBHO.
[Mamientam 13 mopymeHHsIM (YHKIIT HAPOK JIETKOTO a00 TOMIPHOTO CTYINEHS KOPEKIlis 03U He
nmoTpioHa.

Ileuinkosa nedocmammuicmo. JlocmimpkeHHs: eheKTUBHOCTI Ta Oe3meku (edykcocTaTy y MAIieHTIB 3
TSOKKOFO MEYIHKOBOIO HenocTaTHicTIo (kimac C 3a mikanoro Yaitnga — I1°10) He mpoBoaMIiIoCs.
Hoparpa. [Tpu mopymieHH1 (QyHKIIIT IEYiHKY JIETKOTO CTYIECHS pPEKOMEHI0BaHA 71032 CTAHOBUTH 80 MT.
JlocBin 3acTocyBaHHS JIKapChbKOTO 3aco0y MpU MOPYIIeHHI (YHKIIT MEYiHKM MOMIpHOTO CTYIEHS
O0OMEKEHU.

Cungpom mizucy nyxauau (CJIII). I3 omoproro nocmimkenus ¢asu III (FLORENCE) Oynu
BHUKJIFOUCHI TUTBKU CYO’ €KTH 13 TEUIHKOBOIO HEIOCTATHICTIO TSHKKOTO CTymeHs. J[s maiieHTiB, sKi
OyJH BKJIIOYEHI B JOCTIIPKEHHS, KOPEKIIis 1034 y 3B’SI3KY 13 CTAaHOM (YHKI[IH TIEUiHKH HE OTpiOHA.
Cnocib 3acmocysanns

J171s mepopalibHOTO 3aCTOCYBaHHS.

JlikBecTis® 3aCTOCOBYEThCS MEPOPATHLHO HE3ANEKHO BiJl BXKUBAHHS Ki.

Jimu.
Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS Jikapchbkoro 3acoby Jliksectia® aitsam (Bikom 10 18 pokiB)
He BCTaHOBJIEH1. J{aH1 110710 3aCTOCYBaHHS B1JICYTHI.

Ilepeoo3ysanns.
VY pasi nepeno3yBaHHs OKa3aHa CUMIITOMATHYHA Ta MiATPUMYIO4a Teparisl.

I06iuni peakuii.

Pestome npoghinio 6esnexu.

Haliyactimumu TNOOIYHMMH  peakuissMH Yy KIHIYHMX JociipkeHHsX (4072 mamieHTH, sKi
3acTocoByBaiu A03y Biag 10 go 300 mr), micisipeecTpaiiiHux AOCTIHKEHHAX O€3MeKH (IOCIiIKeHHS
FAST: 3001 namienT, siki oTpumyBanu 103y Bix 80 no 120 Mr) ta B mporieci moCTMapKeTHHIOBOTO
Harjsiy y HAalli€eHTiB 3 MoAarpoo Oyiau 3arocTpeHHs (Hamaiu) TMOoAarpH, MOpyIIeHHS (QyHKIii
MEYiHKH, TMPOHOC, HYAOTa, TOJIOBHUN OuIb, 3alaMOpPOYEHHsS, 3aJHIlKa, BHCHUIIAHHSA, CBEpOIK,
apTpanris, Mianris, OUTh y KiHIIIBKax, HaOpsku Ta Broma. Lli peakmii mMamu, y OLIBIIIOCTI BHIAJKIB,
JeTKUI Ta cepelHill cTymiHb TskKocTi. Ilin 4yac mocTMapKeTHHIOBOrO Harjsiy Oyiu MOBITOMIICHHS
PO PIJIKICHI BHUIAJKU CEpHO3HUX peaklid TinepuymiuBocTi Ha (eldykcocraT, Heski 3 HUX
CYIPOBOJIKYBAINCS CHCTEMHUMHM PEAKIISIMH, Ta MPO PiAKICHI BUIAJKU PAlTOBOI CEPLIEBOI CMEPTI.

VY tabnumi 2 3a3HaveHi moOiYHI peakilii, SKi BUHUKAIN Yy MAIliEHTIB TIPU 3aCTOCYBaHHI (eOyKcocTary.
3a yacTtoTor mobiuHiI peakiii kracudikoBaHi TakuMm 9yruHOM: 9acto (Bix > 1/100 mo < 1/10), HewacTo
(B8ig > 1/1000 no < 1/100) Ta piako (Big > 1/10000 no < 1/1000). YacTtoTa po3BUTKY IPYHTYETHCS Ha
JOCIIJKEHHSAX Ta IOCTMAapKETUHIOBOMY JIOCBI/II 1010 MALII€HTIB 13 10AArpoIo.

VY KOXHIN Tpymi 3a 4acTOTOK PO3BUTKY MOOIYHI peakiiii MpeicTaBieHl y MOPSAKY 3MEHIICHHS



CTYTICHSI TSDKKOCTI.

Ta0mus 2.

[ToGiuni peakmii, mo crocrepiranmucs y ¢aszi Il komOiHOBaHMX pO3MIMPEHHUX JTOBIOCTPOKOBUX

JIOCIIiIPKEHD,

MICISAPEECTPALIMHMX ~ JOCHIDKEHb O€3MeKM Ta B TMepioJ] TMOCTMAPKETHHTOBOIO

CIIOCTEPEIKEHHS Y MALIIE€HTIB 13 MOAArPOI0.

3 60Ky KpOBi Ta
TiM(paTHIHOT CUCTEMH

Pigko

[MaHUTONE IS, TDOMOOIMTOIEH S, arPaHYJIOIUTO3*, aHeMis™
s D) y )

3 60Ky IMYHHOT CHCTEMH

Pinko
AmnadinakTuyHi peakuii*, rinepyyTIuBICTh 10 penapary™

3 60Ky €HJOKPUHHOT
CUCTEMH

Heuacro
[linBuIEeHHs PiBHS THPEOCTUMYJIIOIOYOTO FTOPMOHY KPOB, TinoTupeos”

3 60Ky oprasiB 30py

Heuacto
3arymaHeHui 3ip
Pigko

Oxm03is apTepii ciTkiBKH"

3 00Ky XapuyBaHHS Ta
0OMiHYy pe4OBUH

Yacro***

3arocTpeHHs (Haraju) nojarpu

Heuacrto

LlykpoBwmii nmiaGer, rimepiiminemisi, 3HWKEHHsS ameTHTy, 301IbIICHHS
MacH Tina

Pinxo

3HMKEHHS MacH T4, MiJIBUIICHHS alleTUTy, aHOPeKCls

3 OOKy ICUXIKH

Heuacrto

3HMKEHH 110110, 0€3COHHS

Pizko

HepBosHicTs, npurHivenuit HacTpiit”, posnaau cuy”

3 60Ky HEPBOBOI CUCTEMU
Ta OpPraHiB UyTTS

Yacro

["onoBHU O111b, 3aTITAMOPOYCHHS

Heuacro

I[apecresii, remimapes, COHNMBICTB, Ie€Tapris’, 3MiHa CMaKOBOIO
CIPUMHATTS, TilecTe3isl, MOCIa0IeHHs HIOXY

Pinko

Ares3is”, BIIUYTTS neyinus

3 OOKy OprasiB CiIyXy Ta
nabipuHTY

Heuacro
[ITym y Byxax
Pinko
Bepruro”

3 00Ky cepist

Heuacro

®i0punsLis nepeacepab, BIAUYTTS cepLEeOUTTs, BIAXWIEHHS Bl HOPMU
Ha EKI, Onokama nmiBoi HibkKM mydka [ica (muB. po3aun «lloGiuni
peakuii. CUHAPOM Ji3UCY MYXJIUHW»), CAHYCOBa Taxikapis (AUB. pO3ILT
«ITo6iuni peaxmii. CHHAPOM Ti3HCy MyXJIHHNY), APHTMis"

Pinko

PantoBa ceprieBa cMepTh™

3 GOKy CyauH

Heuacro

AptepianbHa TiNepTeH3isd, NPUIUIMBH, NPUILTUBU 3 BITUYTTSIM XKapy,
KpoBoTeui (quB. po3ain «[1o6iuni peakitii. CHHIPOM J3UCY TYXJIUHN)
Pinko

[upkyssTopuuii konanc”

3 60Ky AUXaTbHOI
CHUCTEMU

Yacro

3anunika

Heuacro

bponxit, iH}ekuii BepxHIX IUXaJIbHUX NUIAXIB, 1HQEKIT HUKHIX




JUXaJIbHHUX I_HJ'ISIXiB#, Kalieib, pI/IHOPCH#

Pigko
[TaeBMOHIs"

3 00Ky TpaBHOI CUCTEMU

Yacto

Hiapes™*, nynora

Heuacto

Bine y kuBOTi, Oifk y BepxHiil 4acTWHI >KMBOTA®, 3IyTTd KMBOTa,
ractpoe3odareanbHa peduIrOKCHA XBOpoOa, OIIOBaHHS, CYXiCTh y POTI,
JIUCTICTICIS, 3allop, YacTi BUIIOPOXKHEHHS, METEOpPH3M, IUCKoMdopT y
IUTyHKY 200 KHMIIEYHHKY, BUPa3Ka B POTOBiil MOPOXHHHI, HAOPSAK ry6”,
MaHKPEaTHT

Pinxo

Iepdopallist ITYHKOBO-KHIIKOBOIO TPAKTY", CTOMATHT"

3 OOKy MeuiHKH Ta
’KOBYOBUBIIHUX IIIISX1B

Yacto

[Topymenus GyHkmii newinku™*
Heuacto

JKoBuHOKaMm’siHa XBOpoOa
Pizko

[enaTut, JKOBTSHUILT™, MTOIIKODKSHHS IEYiHKH™, XOJICIUCTHT"

3 Ooky mKipm Ta
I IITKIPHO-)KHPOBOT
TKaHUHA

Yacto

Bucunanus (y TOMy 4YHCII BHCHUIIAHHSA 3 OLIbII HHU3BKOI YacTOTOIO
BUHUKHEHHS, JIUB. HIDKYE), CBEpOIkK

Heuacrto

JlepMaTuT, KpOmuB’sSHKA, 3MiHA 3a0apBICHHS IIKIPH, TMONIKOKECHHS
HIKIpH, MeTeXii, MISMUCTI BUCHIIAHHS, MaKyJIONamyJab03HI BUCHUIIAHHS,
Many/ib03Hi BHCHIIAHHSA, Tileprifpo3, ajomelis, ex3ema’, epurteMma,
HiYHa MTIUBICTH", copias”, Bucunanus 3i cBepOexem”

Pinko

TokcuuHuit  emiepManbHU  Hekpomiz®, cunapom CriBeHca
JlxoHCcoHa*, aHT10HAOPSAK™®, MEIUKAMEHTO3HA pEeaKIlis 3 €03uHOPLIIEI0
Ta CHCTEMHMMHU CUMITOMaMU™®, reHepasli3oBaHi BUCUIIaHHS (Cepiio3Hi)*,
exc(oiaTUBHI BUCUNAHHS, (OMIKYISPHI BHUCUIIAHHS, BE3UKYJbO3HI

BUCHUIIAHHS, IIyCTYJIbO3HI BHCHUIIAHHS, €PUTEMAaTO3HI BUCHIIAHHS,
KOpOMO1iI0H1 BUCUITIAaHHS

3 6oky onopHo-pyxoBoro | Yacro

amapary Ta CHOJIy4HOI ApTpasris, Mianris, 6i1b y KiHmiBkax”

TKaHUHU Heuacro

ApTpHT, CKEIETHO-M 30BUH O1J1b, CTAOKICTh Y M’ 533X, CYyJIOMU M’ SI31B,
CKYTIiCTh M’s13iB, CKyTiCTh cyry106iB*, Gypcut, Habpsk cyrno6is”, 6itb y
CHuHI", CKeNeTHO-M A30Ba CKYTiCTh"

Pinko
Pabmomiomiz*,
nonimianris’

CHHIPOM  pPOTaTOpHOi  MaHKeTH', peBMaTH4HA

3 OOKy HHUPOK Ta
CEUYOBUBIIHUX IIIAXIB

Heuacto

HupkoBa HelocTaTHICTh, c€UOKaM’ siHa XBopoOa, remMarypis, nojaxiypis,
MpOTEiHypisi, YPreHTHI TO3WBH IO CEYOBHIYCKaHHA, 1HQEKIil
CEYOBMBIHUX NLIAXiB”

Pinko

Tyb6ynoinTepcrunianbauil Hepput™*

3 00Ky penpoAyKTUBHOI
CHCTEMH Ta MOJOYHUX
3a1103

Heuacro
EpexrtunbHa nuchyHKisg

3 00Ky opraHi3Mmy 3arajiom

Yacro
Habpsiku, BTOMa




Heuacto
Bisb y Tpyasx, BifuyTTs AUCKoM(OpPTY y rpyasx, 6iib”, criabkicts”

Pinko

Cnpara, BifuyTTs xapy”
PesynbTaTu Heuacrto
nabopaTOpHHUX [TigBumieHHss piBHA amila3d Yy KpOBI, 3MEHIIEHHS KUIBKOCTI
JIOCIIIKEHD TPOMOOIIUTIB, 3MEHIIIEHHSI KUIBKOCTI JIGUKOIMTIB y KPOBI, 3MEHIIICHHS

KUTBKOCTI JIIM(OIMTIB y KPOBI, MiJIBUIICHHS PIBHS KpPEeaTHHY B KPOBI,
MIJIBUINCHHS PIBHS KPEATHHIHY Y KPOBIi, 3HWKECHHS PIBHS IeMOTJIO0IHY
KpOBi, WIJABUIICHHS pIBHA CEYOBHHH B KpOBi, MIJBUIICHHS PIBHS
TPUTIILEPUIIB Yy KpOBi, MIIBUIIECHHS PIBHA XOJECTEPUHY B KpPOBI,
3HWKCHHSI TEMAaTOKPHUTY, WiABHINCHHS PIBHS JIAKTAaTAETiAPOTeHa3H
(JIZI) y KpoBi, MifBHIIEHHS PiBHSA Kajio y KpoBi, miasumenas MHB*
Pinko

[TigBuieHHsT PiBHS TJIFOKO3H y KPOBi, TOJOBXCHHS AKTUBOBAHOTO
YaCTKOBOI'O  TPOMOOIUIACTUHOBOTO  Yacy, 3HIDKEHHS  KUIBKOCTI
EpUTPOLIUTIB y KPOBi, MiABUINEHHS PiBHS JTyxHOi (hocdaTa3zu y KpoBi,
i ABUILEHHS PiBHS KpeaTnH(ocokiHazu y Kpoi*

TpaBmu, OTpy€eHHS Ta Heuacto
MIPOLICYPHI YCKIaAHCHHS | 3a0ii

* T1oOiuHi peakii, o OyJId BUSABIICHI B MEXaX IIOCTMAapKETHHTOBOTO aHAII3Y.

** Jliapes, OO0 BHMAaraja Tepamii, Ta BIAXWICHHA pe3yNbTaTiB (YHKIIOHAJHHUX Npo0 TIEYiHKW BiA HOPMH, IO
crocrepiranucs B gochimkeHHsx ¢asu 11, po3BuBammcs dYacTimie y TamieHTIB, SKi OTPAMYBAIN CYIYTHIO TEPaIiio
KOJIXILIUHOM.

**% JluB. po3min «®DapmakoquHaMika» LOAO YacTOTH 3arocTpeHb (HamaliB) mojarpu, mo crocrepiramucs y ¢asi 11
OKPEeMHUX PaHIOMI30BaHUX KOHTPOJLOBAHUX JOCIIIKCHb.

# .. . . . . .
[o6ivni peakii, o cocTepiraiucs Mg 9ac MCIIpeecTpalifHAX JOCTIHKEHb OC3IeKH.

Onuc okpemux nobiyHUX peakyii.

VY Mexax MOCTMapKETHMHTOBOTO HArIALy Oyl TMOBIJOMIICHHS NP0 PIAKICHI BUIAIKH CEPHO3ZHUX
peakiil rimepuyTiauBocTi Ha QeOykcoctar, y Tomy umcii cuHapom CriBeHca — J[»KOHCOHa,
TOKCUYHHMM emiiepMallbHUN HeKposi3 Ta aHagirakThuuHi peakuii/mok. Cungpom CriBeHca —
JUKOHCOHAa Ta TOKCHYHHUHN emiJiepMalibHUN HEKpPOJIi3 XapaKTepPU3YIOThCS MPOTPECYIOUUM ILIKIPHUM
BHCHIAHHSM 3 OyJIbO3HUM YPaKEHHSIM IIKIpU a00 CIM30BUX OOOJIOHOK Ta TMOJPA3HEHHSIM CIU30BOI
obonoHku oueil. Peakuii rimepuyriauBocTi Ha (eOykcocTaT MOXKYTh THPOSIBISATUCS TaKUMHU
CUMITOMaMH: IIKIPHUMH  DPEAKIISIMH, 110 XapaKTepU3ylOThbCs 1HQUIBTPOBAHUMH  MaKyJo-
NanyJlb03HUMH BHCHUIIAHHSIMM, T€HEpaldi30BaHUMHU a00 eKC(ONMaTUBHUMHM BHCHUIIAHHSIMH, a TaKOX
YpaXXeHHSIMU ILIKIpHU, HAOpSKOM OONMYYs, rapsyKol, FeéMaTOJIONTUHUMU MOPYLIEHHSIMH, TaKUMH K
TPOMOOIIUTONEHIS Ta €03UHOM1IIA, Ta YPAKEHHSIM OKPEMUX OpraHiB abo KUIbKOX OpraHiB (TMe4iHKa Ta
HUPKH, Y TOMY YUCII TyOYJIOIHTEpCTULIIATIbHUI HEPPUT).

3arocTpeHHs (Hamajau) MOJarpy 3a3BUYail CIIOCTEpIralucs HEBAOB31 MICHS MOYATKY JIKYyBaHHS Ta
MPOTArOM MEpIIMX MicALIB JiKyBaHHSA. YacToTa HamaiiB mojarpu 3HMXKYyBadacs 3 yacoM. [lpu
3acTOCyBaHHI (peOyKcocTaTy peKOMEHIy€eThCs MPOo(diaKTHKa TOCTPUX HaMa/iB MOJarpHy.

CuunpoM nizucy nyxaugu (CJII).

Pestome npoghinio 6esnexu.

B nporieci panioMizoBaHOro, MOABIHHO ciinoro ornopHoro gociimkenHs ¢azu [I1I FLORENCE (FLO-
01), y skomy nopiBHIOBaiH (eOykcocTar i anomypunoi (346 mamieHTis, ki HiAgal0TbCs XiMioTepartii
3 MPHUBOJY IeMaTOJOTIYHUX 3JIOSIKICHUX HOBOYTBOPEHBb 3 MOMIpHHUM abo BucokuM pusukom CJIIT),
Tinbku y 22 (6,4 %) mauieHTiB crocTtepiranucs nmoOivHi peakuii, a came y 11 (6,4 %) naiieHTiB y
KOXHIH rpy1i JiKyBaHHs. BUIbIIiCTh MOGIYHUX peakiliit Oyiu JIerkoro adbo MOMIpHOTO CTYIEHS.

Y ninmomy B mporeci gocnimkenHs FLORENCE Oynb-skux M0OAaTKOBHX Mig03p MIOAO Oe3meKku
3acTocyBaHHs (eOyKCOCTaTy MaIl€eHTaM 13 MoJarporo He O0yio, 3a BUHATKOM HUKYE€3a3HAUCHUX TPHOX
noOIYHUX peakiliit (auB. Tabm. 2).

3 00Ky cepliisi: HeyacTo — 0JI0Kaja JIiBOi HIXKKHM My4Ka ['ica, CHHycoBa Taxikap/Iis.

3 OOKy Cy/IMH: HEYacTO — KPOBOTEHI.




[ToBiAOMJIECHHS PO MiI03PIOBaH1 NOOIYHI peakiii

[ToBinomieHHs po MoOIYHI peakwii mcis peecTpallii JiKapchbKoro 3aco0y Mae Benuke 3HaueHHs. Lle
A€ 3MOTY TPOBOAWTH MOHITOPUHT CITIBBIJHOIICHHS KOPHCTH/PU3UK TIPH 3aCTOCYBaHHI IIHOTO
JKapChKOTO 3ac00y. MeanunuMm Ta (hapMarieBTUYHUM MpaIliBHUKAM, a TaKoX MHarieHTaM abo iXHIM
3aKOHHUM IIPEJACTaBHUKAM CJI1J] TIOBIJJOMJIATH PO YC1 BUITAJIKU MiJ03PIOBAaHUX MOOIYHUX PEaKIid Ta
BIJICYTHOCTI €(eKTHUBHOCTI JIIKApCHKOTo 3aco0y yepe3 ABTOMATH30BaHy iH(opMaliiiHy cucremy 3
bapmakoHarisay 3a nocuinanasam: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poxu.
He 3acrocoByBatu mpemnapar miciisi 3aKiH4eHHS! TEPMiHY PUIaTHOCTI, 3a3HAYCHOTO HA YIIaKOBIIi.

YmoBHu 30epiranns. J[anuii JikapchbKui Ipenapar He MoTpedye creriaibHuX YMOB 30epiraHHsl.
30epiraT y HEAOCTYITHOMY ISl AITE€H MicCIii.

Ynaxkoska. [lo 14 tabnetok y 6mictepi. [To 2 abo 4 Guicrepu y madiii.
Kareropis Binmycky. 3a peuenrom.

Bupoonuk. AT «®apmak» (BupoOHUITBO 3 mpoaykmii in bulk ¢ipmu-Bupodbnuka xenedapm C.A.,
I'peris).

Micue3Haxoa:KeHHs1 BAPOOHUKA Ta HOro ajpeca Micusi NPOBAIKeHHS TislJIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa ocrannboro neperasay. 07.05.2024.



