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JJIS1 MEIUYHOI0 32CTOCYBAHHS JIKAPCHKOI0 3ac00y

JIIKBECTISI®
(LIQUESTIA)

Cknao:

oitoua pevosuna. Gedykcocrar,

1 TabneTka, BKpUTa IIIBKOBOIO 000JIOHKOIO, MICTHTH (pedykcoctaTy 80 Mr abo 120 wmr;

OONOMINCHI PevosUHU. LEITI0II03a MIKPOKPHCTAJIIYHA, JAKTO3HU MOHOT1/IpaT,
T1IPOKCUNIPOMNUIILIENION03a, HATpilo JNaypuicynbdar, HATpil0 KpockapMmenosa, JlakTo3a Oe3BOJHA,
KPEMHIIO JTIOKCH]I KOJIOITHHI O€3BOTHHIA, MarHito creapar,

riBkoBa o6ononka: cnupt mnomiBiHimoBuit (E 1203), Tturtany nmioxcua (E 171), makporon
3350 (E 1521), tanbk (E 553b), 3amiza okcup sxostuii (E 172).

Jlikapcbka ¢gopma. TabneTku, BKPUTI TUTIBKOBOIO 000JIOHKOIO.

OcnosHi Qhi3uKo-XimiuHi 61acmMu8ocmi:

mabaremky, 6Kpumi niieKkoeor 06010nKo10, no 80 me: TableTKu MpOIOBryBaTi, ABOOMYKIII, BKPUTI
TUTIBKOBOIO OOOJIOHKOIO, BiJ OJ1/10-)KOBTOTO IO >KOBTOTO KOJBOPY, 3 TUCHEHHSM «80» Ha omHii
CTOpOHI Ta TJAJK1 Ha IHIIIH];

mabnemkuy, 6Kpumi niiekogor 0o6ononkoro, no 120 me: TabIETKN MPOJOBIyBaTi, ABOOIMYKJII, BKPHUTI
IUTIBKOBOIO OOOJIOHKOIO, Bi OJJJ0-KOBTOTO JI0 ’KOBTOTO KOJBbOPY, 3 TUCHEHHSIM «120» Ha oaHii
CTOPOHI Ta TIaJKi Ha 1HIIIH.

dapmakoTepaneBTUYHA rpyna.
JlikapcbKi 3aco0u IS JIIKyBaHHS nogarpu. Jlikapchki 3aco0H, 110 MPUTHIYYIOTh YTBOPEHHSI CEYOBOL
kucinotu. Kog ATX M04A A03.

Dapmaxonoziuni enacmueocmi.

Dapmarxoounamixa.

Mexanizm 0ii

CeuoBa KHCIIOTa € KIHIIEBUM IMPOJYKTOM MeTabo0i3My MYpPUHIB y JIOAUHHU 1 YTBOPIOETHCS MiJ Yac
TaKoi peakxIii: TiMOKCaHTUH — KCAaHTHH — cedoBa KucloTa. KcaHTHMHOKCH1a3a € KaTali3aTopoM 000X
etamiB 1i€i peakiii. ®@eOykcocTaT € MOXiTHUM 2-apuiITia30ly, TepaneBTHYHA il SIKOTO MOB’s3aHa 31
3MEHIIEHHSM KOHIIEHTPAIlil CeYOBOi KMCIOTH B CUPOBATIII KPOBI HIISXOM CEJIEKTUBHOIO MPUTHIUYEHHS
KCaHTHHOKcuAa3u. @PeOykcoctaT — 1€ MOTY)KHMM 1 CEJIeKTUBHUN HEMypUHOBHM 1HTI0ITOp
kcanTuHOKcuaasu (NP-SIXO), ioro K; (koHcTaHTa mnpurHideHHs) IN VItr0 CTaHOBHTH MEHIIE
1 nanomons. bymo mokazaHo, mo ¢edykcocTaT 3HAYHOIO MIpPOI0 NPUTHIYYE AKTHUBHICTH SIK
OKHCHEHO1, TaK 1 BIJHOBJIEHOT (OPMH KCAHTHMHOKCHJIA3U. Y TEpameBTUYHUX KOHIEHTPALiIx
¢ebykcocTaT He BIUIMBAaEe Ha 1HIN (epMeHTH, 10 OepyTh ydacTh y MeTaloJi3Mi MypUHIB abo
NipUMIJUHIB, TakKuX AK TyaHiHAe3aMiHa3a, TiNOKCaHTHHTryaHiH(ochopubozminTpanchepasa,
opotaTtdochopubdozuntpanchepasa, opotuauHMOHOoCchaTAeKapOOKCHIIasa, abo



nypuHHYKIIeo3uadochopuasa.

Kniniuna epexmusnicmos ma beznexa.

Ilooaepa

EdextuBnicts ¢ebykcocraty Oyna miarBepmxena y ¢asi Il TppoX OCHOBHHMX IOCHIKEHb (/Ba
ocHoBHux aociimkeHHss APEX 1 FACT Tta nomatkoBe mocmimkenas CONFIRMS, onucani Hux4E),
aki Bkmovann 4101 mamieHTa 3 TimepypuKeMi€lo 1 Mmomarpor. Y KOXXHOMY 3 LHUX OCHOBHHX
nociikensb ¢aszu 111 pedykcocTaT 611bIn €hEKTUBHO 3HM)KYBAB CHPOBATKOBY KOHIIEHTPAIIFO0 CEYOBOT
KHUCJIOTH 1 MIATPUMYBAB ii Ha HaJIC)KHOMY PiBHI MOPIBHSAHO 3 ajlomypuHOJIOM. [IepBUHHOIO KIHIIEBOIO
Toukoro edekruBHocTi B mochimkeHHsx APEX i FACT Oyna yacTka MAIli€HTIB, y SIKUX MPOTITOM
OCTaHHIX TPHOX MICAIIIB KOHIIEHTPAIiS CEYOBOI KUCIOTH B CHPOBATIIl HE MepeBuinyBayia 6,0 mr/mn
(357 mxmonsw/m). YV npomatkoBoMy nociimkeHHI CONFIRMS ¢aszu III, pesymbraTél sIKOTO cTanu
JOCTYITHI IiCIIA MepIoi peectparii pedykcocTaTy, IEpBUHHOIO KIHIIEBOIO TOYKOI e(PeKTUBHOCTI Oyiia
JacTKa MaIi€HTIB, y AKX KOHIEHTPAIlis CEY0BO1 KUCIOTH B CHPOBATII HE nepeBuinyBaia 6,0 mr/nin Ha
MOMEHT OCTaHHBOTO BI3UTY. Y 1l JOCHIIPKCHHS HE BKIIOYAJIM TAIlI€HTIB, 5KI TEpeHeCTn
TPAHCIUIAHTAIIi}0 OpraHiB (IUB. po3aAll «OcobIUBOCMI 3ACMOCYBAHHSY).

Jocnioncennss APEX. nocmimkeHHs edeKTUBHOCTI (¢edykcocTtaTy 3 KOHTpoJieM Iuianebo Ta
anomrypunony ¢asu III (Allopurinol and Placebo-Controlled Efficacy Study of Febuxostat, APEX)
OyJ0 paHIOMI30BaHUM, MOABIMHUM CIINUM, 0araToleHTPOBUM TPUBANICTIO 28 THkHIB. Bchoro Oymno
pangomizoBano 1072 mamientu: twrane6o (n=134), debykcocrar 80 mr 1 pa3 Ha 100y (n=267),
debykcoctatr 120 mr 1 pa3 Ha nody (n=269), debOykcocrat 240 mr 1 pa3 na o0y (n=134) Ta
amomypunon (300 mr 1 pa3 Ha o0y (n=258) nmus mAamieHTIB 3 BHXIJIHOI CHPOBATKOBOIO
KOHIIeHTpali€eto kpeatuHiny < 1,5 mr/nn ad6o 100 mr 1 pa3 Ha 100y (n=10) 1715 naieHTiB 3 BUX1THOO
CHUPOBAaTKOBOIO KOHIICHTpaIiero kpearmHiny >1,5 mr/mn 1 <2,0 wmr/mr). s ouiHkm Oe3neku
bebykcocTaT npuszHayanu B 1031 240 mr (y 2 pa3u BUIIE MAKCUMAIIbHOT pEKOMEHI0BAHO1 103H1).
Hocmimpkennss APEX moka3ano CTaTHCTHYHO MJOCTOBIpHY IepeBary 000X PEXHMIB JIIKyBaHHS:
¢dedykcoctar 80 mr 1 pa3 Ha 100y 1 hebykcoctaTt 120 mr 1 pa3 Ha 100y MOPIBHSIHO 3 AIOMYPHUHOJIOM
y 3Bu4aiiHii 1031 300 mr (n = 258)/100 mr (n=10) y 3MeHIIEHH]I CHPOBATKOBOI KOHIIEHTPAIil CEYOBOI
KHCJIOTH HIK4ue 6 mr/mt (357 mkmonb/n) (auB. Tabm. 1).

Hocnioncenns FACT: pocnmimxeHHs edexkruBHOCTI (edykcocraTy 3 anomypunos-koHTpoiem (The
Febuxostat Allopurinol Controlled Trial, FACT) ¢a3u III 6y10 pangomi3oBaHUM, TOABIHHUM CIIMNM,
0araTtoneHTPOBUM TPUBATICTIO 52 TWXKHI. Behoro Oyno panmomizoBano 760 marieHTiB: ¢pedykcocTar
80 mr 1 pa3 Ha 100y (n = 256), ¢debykcoctat 120 mr 1 pa3 Ha 100y (n = 251) Ta anonmypunon 300 mMr
1 pa3 Ha 100y (n = 253).

HocnipkenHs FACT nokaszano CTaTUCTUYHO JOCTOBIpHY IepeBary o0oX pexuMmiB — ¢edykcocTar
80 mr 1 pa3 Ha 100y 1 dpebykcoctaTt 120 mr 1 pa3 Ha 700y, MOPIBHAHO 3 ATIONMYPHUHOJIOM y 3BUYANHIN
1031 300 Mr y 3MeHIIeHH] 1 MATPUMII CHPOBAaTKOBOT KOHIEHTpaIlii CeUOBOi KUCIOTH HUXKYE 6 MI/I
(357 MxMoOIB/M).

VY 1abin. 1 npeacraBieHi pe3ynbTaTH OL[IHKU MEPBUHHOI KiHIIEBOT TOUKH €()eKTUBHOCTI.

Taomums 1
YacTka maii€eHTiB 3 KOHIEHTPALIE c€40BOI KUCIOTH B cupoBarui < 6,0 mr/mi (357 MxkMonb/in) mifg
4ac TPhOX OCTAHHIX IOMICSIUHUX BI3UTIB

debykcocrar debykcoctar | ANOmypuHOI
JlocmiKeHHs 80mr 1 pa3z ma| 120 mr 1 pa3 | 300/100 mr 1 pa3 Ha
106y Ha 100y 106yt
APEX 48 %" 65 %  *|22%
(28 THXKHIB) (n=262) (n=269) (n=268)
FACT 53 %" 62 %" 21 %
(52 TrxHi) (n=255) (n=250) (n=251)
O6’€THaHi pe3yabTaTH 51%" 63 %" * 22 %
(n=517) (n=519) (n=519)
! pesynbratn cepen manientiB, ski orpumysanmu 100 mr 1 pas ma no0y (n = 10: naumieHTH 3 BUXiZHOMO
CHUPOBATKOBOIO KOHIICHTpALI€0 KpeaTuHiny > 1,5 mr/mn i < 2,0 mr/mrn) a6o 300 mr 1 pa3 Ha no0y (n=509), B
mporieci aHamizy 0ynu o0’ eqHaHi.
* p < 0,001 nopiBHsHO 3 anonypuHojoM, ¥ p < 0,001 nopiBHsAHO 3 103010 80 MT




3narHicTh PedykcocTaTy MIBUIKO 3MEHIYBATH CHPOBATKOBY KOHIIEHTPAIIO CEYOBOi KHUCIOTH OyIia
IIBUJIKOIO Ta JOBFOTPUBAJIO0. 3MEHIIEHHS KOHLEHTpAIll ce40BOi KUCIOTH B cupoBarii < 6,0 mr/mi
(357 MKMOB/1T) BiA3HAYAIIOCS BXKE HA APYrOMY THXKHI JOCTIHKEHHS 1 30epiraaocst Hajami MpoTsAToM
JKyBaHHSI.

Jocnioocennss CONFIRMS: nocmimkenas CONFIRMS 6yno panaomi3oBaHUM, KOHTPOJbOBAaHUM
nocnimkenasM ¢aszu I, TpuBamicTio 26 THXKHIB, SKE€ NPOBOAMUIOCS MJIsS OILIHKK O€3MeKu Ta
edexkTuBHOCTI (pebykcocraty B mo3ax 40 mr i 80 Mr mMoOpiBHSHO 3 ajomypuHOJoM B go3ax 300 mr i
200 Mr a7s MaImieHTiB 3 MOAArpolo 1 TinmepypukeMieto. Bchoro 0yino panaoMizoBaHo 2269 Maiie€HTiB:
¢dedykcoctar 40 mr 1 pa3 Ha m00y (n=757), debykcocrar 80 mMr 1 pa3 Ha n00y (n=756) Ta
anonypunon 300/200 mr 1 pa3 Ha 106y (n=756). lllonaiimenmie 65 % mnaiieHTiB Malld MOPYIICHHS
¢GbyHKLIi HUPOK BiJ JIETKOTO A0 TOMIpPHOTO cCTymeHs (3 KiipeHcoM kpeaTuHiny 30-89 wmu/xB).
[IpodinakTruka HanaaiB moaarpu Oyna 000B’SI3KOBOKO MPOTATOM 26 THXKHIB.

YacTka maiieHTIB 3 KOHIICHTPALIEI0 CeYoBOi KUCIOTH B cupoBarii < 6,0 mr/mi (357 MKMomb/i) B
octaHHii B13UT ckinana 45 % s pedykcocrary 40 mr, 67 % — nns pedykcocraty 80 mr 142 % — ms
anonypunoiy 300/200 Mr BiIIOBiIHO.

Ilepsunna xinyeea mouka 6 niocpyni nayieHmis 3 NOPYUeHHAMU QYHKYIT HUPOK

VY nocnimxenni APEX ouintoBanu eekTUBHICTB mpenapary 3a y4dactio 40 MmaIieHTiB 3 MOpyIIeHHIMH
¢byHKIiT HUPOK (TOOTO 3 BUXIAHOIO CHPOBATKOBOI KOHIIGHTpAIli€l0 KpeaTtuHiny > 1,5 mr/mm i
<2,0 mr/mn). Takum mamieHTam, paHAOMI30BaHMM B TPYyIy QJIOMYPHHONIY, 03y Tpenapary
3menmyBanu 10 100 mr 1 pa3 Ha 100y. [lepBuHHa KiHIIeBa TO4ka e(EeKTHUBHOCTI Oyja JAOCATHYTa B
rpynax npuiiomy ¢edykcocraty y 44 % mnarmientiB (80 mr 1 pa3 Ha m100y), y 45 % (120 mr pa3 Ha
100y) ta 'y 60 % (240 mr 1 pa3 Ha 100y) nopiBHsHO 3 0 % y rpynax anonypunoxy 100 mr 1 pa3 Ha
no0y 1 miame6o.

[Ipy ubOMy KIIHIYHO 3HAUYIIMX BIAMIHHOCTEH Yy 3HMKEHHI CHpPOBATKOBOI KOHIIEHTpAIlll Ce4yoBOi
KHCIIOTH Y BIJICOTKAaX Yy 3J0POBHX JOOPOBOJIBIIIB BiJI3HAUYEHO HE OYI0 HE3aJICKHO BiJ
(GyHKIIIOHANBEHOTO cTaHy HUPOK (58 % y rpyri 3 HOpMaIbHOIO (YHKITIE0 HUPOK Ta 55 % y rpymi 3
TSOKKUM TOPYIICHHSIM (QDYHKIII{ HUPOK).

[IpocniekTuBHMIA aHami3, MPOBEACHUN 3a Yy4YacCTIO MAII€HTIB 3 MOAArpol0 1 MOPYUICHHSAMHU (PYHKIIIT
HUpOoK 3a gomomoror gociipkeHHs CONFIRMS, mnokazaB, mo ¢ebykcoctar OyB 3HAYHO
e(pEeKTHBHIIIUM: PIBEHb CEYOBOi KHUCJIOTH B CHPOBATII 3HMXKYyBaBcsi < 6,0 MI/An THOPIBHSAHO 3
anorypurosioMm 300 mr/200 Mr y mari€eHTiB 3 TOJAarporo 1 MOPYIICHHSIM (QYHKIIT HUPOK BIJ] JIETKOTO JI0
cepeHbOoro cTynens (65 % BUMIPOOOBYBAHUX ).

Ilepsunna xinyeea mouxa y nioepyni nayicHmis 3 CUpOBAMKOB80I0 KOHYEHMPAYIE0 Cey080i KUCI0mu
> 10 me/on

Buxinna cupoBaTkoBa KOHIIEHTpaIlis ce40BO1 Kucaotu > 10 mr/nn BigzHavanacs npubiauzao y 40 %
narieHTiB (koMmOiHoBaHi mocmimkenHs APEX i FACT). Cepen nux maiieHTiB NMEpBHHHA KiHIIEBA
TOuKa e(EeKTHBHOCTI (CHpPOBATKOBA KOHIEHTpALlil CEYOBOI KHCIOTH MeEHIIe 6 MI/iin B OCTaHHI 3
Bi3UTH) Oyna focsarHyTa B miarpynax ¢edykcocraty: y 41 % nauientis (80 mr 1 pa3 Ha 100y), y 48 %
nanieHTiB (120 mr 1 pa3 Ha 100y) 1y 66 % nanienTiB (240 mr 1 pa3 Ha 100y) nopiBHsHO 3 9 % y rpymi
anomypunoiy 300 mr/100 mr 1 pa3 Ha 100y 1a 0 % y rpymi miane6o.

3a manumu gochimxeHHss CONFIRMS, gactka mariieHTiB, sIKi TOCSTJIM TEPBUHHOI KIHIIEBOI TOYKH
e(EeKTUBHOCTI (3 CHPOBAaTKOBOIO KOHIIEHTPALIIEI0 c€4OBOI KUCIOTU < 6,0 MI/AT B OCTaHHIN BI3UT), y
TPyl TAIli€HTIB 3 BUXIIHOIO CHUPOBATKOBOIO KOHIIEHTPAIIEID CEUOBOI KUCIOTH > 10 Mr/mi, ski
orpumyBanu ¢edykcocrar 40 mr 1 pa3 Ha 100y, cknana 27 % (66/249), debykcoctar 80 mr 1 pa3 Ha
100y — 49 % (125/254), Ta anonypunos 300 mr/200 mr 1 pa3 Ha 100y — 31 % (72/230).

Kniniuni pesynomamu: 6iocomok nayicumis, siki nompeoyroms mepanii Hanaoie nooazpu
Hocnimxenns APEX: npotsirom 8-TukHEBOTo Mpo(diIakTUYHOTO MEPIOAY Malli€HTIB 3 TepaneBTUUHOT
rpynu ¢ebdykcocraty 120 mr (36 %), ski morpeOyBaiau Teparii HamaliB MOJarpy, MOPIBHIOBAIH 3
MarieHTaMH, siki 3actocoByBaiu (pedykcoctat 80 mr (28 %), anomypunon 300 mr (23 %) abo maredo
(20 %). Yacrora HamaniB Oyna BHIIOK Micis MPOQUIAKTUYHOIO Mepiogy 1 3 4acoM IOCTYIOBO
3HWKyBanacsa. Bix 46 % no 55 % marieHTaM pOBOIWIIM JIIKYBAHHS HAIaJiB MOJArpy 3 8 THXKHS 1 3
28 TwxkHA. Hamanm monarpu, 10 BHUHHMKJIM MPOTSATOM OCTaHHIX 4-X TH)KHIB BUMNPOOYBaHb (24—
28 tmxHi), cioctepiranu y 15 % mamienTis (pedykcoctar 80, 120 mr), 14 % mnarieHTiB (QIOTypHUHOI
300 mr) Ta 20 % mnamienTiB (1m1amne6o).

Hocnimxenns FACT: npoTsrom 8-TuXHEBOro Npo@uIaKTUYHOTO Mepioay NAIIEHTIB 13 TepaneBTUUHOT



rpynu gedykcocrary 120 mr (36 %), ki nmorpeOyBaiu Teparii HamaaiB MOAAarpy, MOPIBHIOBAIH 3
o0oMa TepaneBTHYHUMHM I'pyIaMu, siKi 3acTrocoByBanu ¢edykcocrat 80 mr (22 %) abo amomypuHOI
300 mr (21 %). [Ipotarom 8-TH:kHEBOTrO MPOMUIAKTUYHOTO MEPIOTy, YaCTOTa Hama iB 30UIbIIMIAcA 1 3
9acoM MmocTynoBo 3Hu3mnacs (64 % i 70 % mnamieHTiB, sIKi OTPUMYBAJIU JTIKyBaHHS 3 IPUBOAY HAarasiB
nogarpu 3 852 TwkHs). Hamaam momarpu mpoTATOM OCTaHHIX 4-X THXKHIB BUIPOOyBaHb (49—
52 tnxHi) criocrepiranucs y 6-8 % manientis (pedykcocrar 80 mr, 120 mr), Ta y 11 % narienris
(asmomrypuno 300 mr).

YacTka mamnieHTiB, sKi moTpedyBayn JiKyBaHHS 3aroctpenb nojarpu (mocmimkenas APEX 1 FACT),
Oy/a HIKYOK B Tpymax, Je CEepeaHs] KOHIIEHTPAIlis CEYOBOi KHUCIOTH B CHPOBATIII MICIs JIIKYBaHHS
3MeHIryBanacs 10 < 6,0 mr/mi, < 5,0 mr/mn abo < 4,0 Mr/u1 B MOpiBHSIHHI 3 TPYIIaMH, B SKUX CEPeIHIN
piBEHb CEYOBOT KHUCIOTH CTaHOBHMB > 6,0 Mr/manm B octanHi 32 TwkHI JiKyBaHHA (3 20—24 THXXHSA 10
49-52 THXKIEHB).

[Tig gac mocmimxenas CONFIRMS wactka mariieHTiB, sSiKi TOTpeOyBaiy JiKyBaHHS HaMaiiB MoJgarpu
(1 menp koxHi 6 micsauiB), cknana 31 % 1 25 % y rpynax, siki OTpUMYBaJIH, BIAMOBIIHO, pedyKcocTart
80 mr i amomypuHOA. BiaMiHHOCTEH y CIHIBBIIHONICHHI MAalLli€HTIB, SIKi MOTpeOyBajH JIIKYyBaHHS
HaIaJiB MoJarpu, MiXk rpyrnamu, siki 3actocoByBanu pedykcocrat 80 mr i 40 Mr, He BiA3HAYAIOCS.
Jloeeocmpokosi pozuupeni 8i0KpUmi 00CaiOHCeHHs

Hocmimkennss EXCEL (C02-021): nmocmimkenuss EXCEL  0Oyno  TpupidHHM, BiIKPHTHM,
MYJBTHIIEHTPOBUM, PAHIAOMI30BaHHM, PO3MIMPEHUM, aJOMypPHHOI-KOHTPOJIBLOBAHUM JIOCIIIKEHHIM
6esneku ¢asu Il sike mpoBOAMIN AJs OLIHKK OE3MEeKH 3a YyJ4acTiO Malli€HTIiB, SKi MPOUILUIM OCHOBHI
nociimkenns ¢asu 111 (APEX a6o FACT). Beworo B nocnimkenHs O0ymno BkitoueHo 1086 marieHTiB,
aki mpuiimanu: ¢edykcoctatr 80 mr 1 pa3 Ha noly (n=649), debykcocrar 120 mr 1 pa3 Ha m00y
(n=292) a6o anonypuron 300/100 mr 1 pa3 Ha n00y (n=145). Ipubausno mans 69 % mnaiieHTiB
KOPEKIIisl Teparii AJisi JOCATHEHHsI OCTaTOYHOTO CTa0lIbHOIO JiKyBaHHS He Oyia nmotpidna. [lamienTu,
PiBHI CHpPOBAaTKOBOI KOHIIEHTpAIlli CEYOBOI KHCIOTH y SKHUX IPU TPHUPA30BOMY TIOCITiIOBHOMY
BHUMIPIOBaHHI CTAHOBWIIX > 6,0 MI/1, Oyl BUKIIOYEHI 3 IOCIIIKESHHS.

PiBHI cHpOBaTKOBOI KOHIICHTpAIlil CEYOBOI KHUCJIOTH 3 TUIMHOM Yacy HE 3MIHWIHCS (HAIPHUKIAN, y
91 % 1 93 % mnamieHTiB, SIKi CIIOYATKY 3aCTOCOBYBaiM (edykcocTtar y Ao3ax BiamoBigHo 80 Mr i
120 mr, piBHI CHPOBAaTKOBOi KOHIIEHTpAIlii CEYOBOI KHCIOTH CTaHOBHWIM MeHmie 6,0 mMr/am Ha 36-my
MiCSIIi).

3a JaHUMHU TPUPIYHOTO CIIOCTEPEXKEHHS y MeHII HiXK 4 % maiieHTiB, sIKI NOTpeOyBalM JIIKYBaHHS
HamajiB, BiAMIYEHO 3MEHIIEHHS YacTOTH HamafiB moaarpu Ha 16-24 micsami i 30-36 micami (Todto
OuThII HIK Yy 96 % TaIieHTIB HeMae HEOOX1THOCTI Y JIIKyBaHHI HaIaliB).

Y 46 % 1 38 % mnauieHTiB, SKI OTPUMYBaJM OCTATOYHE CTaOLIbHE JiKyBaHHA (edyKcocTaToM
BiMOBiAHO B 7031 80 abo 120 mr 1 pa3 Ha noOy, crocrepiragocsi MOBHE 3HUKHEHHSI MEPBUHHOTO
ManabIIOBaHOTO TO(YCY BiJl MOYATKY 10 OCTAHHBOTO Bi3UTY.

Hocmimpkennss FOCUS (TMX-01-005) Oyno m’STHpiYHHM, BiIKPUTHM, MYJIbTHIICHTPOBHUM,
PO3LIUPEHUM AOCIIPKEHHAM Oe3neku ¢asu |1, 1o mpoBoanIocs 3a ydacTio MAIi€HTIB, K1 3aKIHYMIH
4-TkHEBUH MpuiioM GedyKcocTaTy 3 OABIHHUM CIIUM J03yBaHHIM y BunpoOyBanHi TMX-00-004.
HocnipkeHHs Bkiovano 116 mamieHTiB, siki oTpuMyBaiu croudaTky (ebykcocrar 80 mr 1 pa3 Ha
100y. Y 62 % marieHTiB JUIsl MATPUMKH PIBHSI CHPOBATKOBOI KOHIIEHTpAIlii CEYOBOi KUCIOTH MEHIIIE
6,0 Mr/mn kopekiisi no3u He Oyna moTpiObHa, a 38 % mamieHTIB MOTpedyBaiu KOPEKIl J03H s
JOCATHEHHS OCTaTOYHOI CTaO1IbHOT KOHIIEHTpAIlii.

YacTka mMalieHTIB 3 piBHEM CHPOBATKOBOI KOHIEHTpallii ce4oBoi KHUCIOTH MeHine 6,0 mr/mi
(357 MKMoOIIB/TT) HA MOMEHT OCTaHHBOTO Bi3UTy ckiana Ouabiie 80 % (81-100 %) ans kKoXHOI 3 Tpym
3a 103010 QedykcocTary.

VY ¢azi Il xaiHIYHUX [OOCHIIXKEHb y MAIl€HTIB, fKI OTpUMYyBaId (edyKcocTar, CHOCTEpiraaucs
HE3HaYHl 3MIHM TMEYiHKOBUX Moka3HUKIB (5,0 %). YacTora maHux 3MmiH Oyna cXoka 3 TaKOw IS
anonypunony (4,2 %) (nuB. po3ain «Ocobaugocmi 3acmocyéanus»). Y JTOBFOCTPOKOBHUX BIIKPUTHX
PO3LIUPEHUX JOCTIDKEHHSAX Yy MAalli€HTiB, sKi oTpuMyBaiu ¢edykcocraT (5,5 %) abo amomypuHOI
(5,8 %) mpoTtsarom TpuBaIOro uacy, Bija3Hadanocs miaBuineHHs piBas TTT (> 5,5 mcME/mn) (auB.
po3nin « Ocobausocmi 3acmocy8aHusy).

Hicnapeecmpayitini 00620cmpoK08i 00CTIOHCEHHS

Hocnimxenuss CARES sBisiio co60to0 6araTolieHTpoBe paHI0MI30BaHe MOJBIMHO CIIINE TOCIITKSHHS
BIJICYTHOCTI MEHILOI €(EeKTUBHOCTI, MiJl Yac SIKOTO MOPIBHIOBAJIU pPE3YyJbTaTH CEPLEBO-CYAMHHUX



3aXBOpIOBaHb TPU 3aCTOCYBaHHI (eOyKCcocTaTy Ta aJONMypUHONY Y TMAI€EHTIB 3 TOJarpor Ta
OCHOBHMMH CEpIIEBO-CYAMHHUMH 33aXBOPIOBAaHHSAMM B aHaMHE3l, BKJIIOYaloul iH(pApKT Miokapaa,
rocmiTami3amio 3 TPUBOIY HECTAOUTHLHOI CTEHOKapii, mpoluenypy KopoHapHoi abo nepeOpanpbHOL
peBackyisipu3ailii, 1HCYyJNbT, TOCHITaNi3allil0 3 MNPHUBOAY TPAH3UTOPHOI IMIEMIYHOI aTaKH,
3aXBOpIOBaHHS TEPUPEPUYHUX CYIWH ab0 IyKpoBUH miabeT 13 O3HAaKaMW MIKpOaHTionarii 4u
Makpoanrionarii. st nocsraenns piBas sUA menme 6 mr/mt o3y gedykcocrary TurpyBanu 3 40 Mr
10 80 mr (He3aJIe)KHO BiJl (PYHKINT HUPOK), a 103y aJOMypHHOY TUTpyBaiau 3 Kpokom 100 mr 3 300 no
600 Mr s MamieHTiB 13 HOPMAJIbHOK (YHKIIIE0 HUPOK Ta HUPKOBOK HEIOCTATHICTIO JIETKOTO
cryneas ta 3 200 mo 400 Mr i mamieHTIB i3 HUPKOBOIO HEIOCTAaTHICTIO TOMIPHOTO CTYIICHS
TSYKKOCTI.

[lepunHoo KiHIEBOO Toukoro B pociuimpkeHHi CARES 0yB wac mepmoi mosisu MACE (Baxinusi
MOOIYHI CEepIEeBO-CYAMHHI SBHINA), CKJIATOBOI HEJICTAIBHOTO i1H(GAPKTy MiOKapja, HEJIeTaJIbHOTO
1HCYJIBTY, CMEpTi BiJ CepLeBO-CYIMHHUX MATOJIOTI Ta HECTaOULIbHOI CTEHOKApii 3 HEBIAKIATHOIO
KOPOHApHOIO PEBACKYJIAPU3ALIIEIO.

KinneBi nmoka3Huk# (NEpBUHHI Ta BTOPWHHI) aHAJII3yBaJld BIAMOBITHO J0 aHaji3y HAIIEHHS Ha
nikyBaHHs (ITT), Bkiroyaroun BCix Cy0'eKTiB, sIKi Oy paHIOMi30BaHI Ta OTPUMAJIA IPUHANMHI OJTHY
7103y TIperapary y Xo/li OABIHHOTO CIIIIOTO JOCITIKESHHS.

3aranom 56,6% namieHTiB NPUIIMHUWIA TPOOHE JIKyBaHHS mepeadacHo, a 45% mallieHTiB 3aBepIIIN
HE BC1 BI3UTH AOCIIHKECHHSI.

3aragom, 6190 mnarieHTiB 3HAXOMWIKMCH I CIIOCTEPEKCHHSIM MPOTATOM 32 MICSIIB, CEpPeaHs
TPHUBAJIICTh BIUIUBY CTaHOBWJIA 728 mHIB JUIs manieHTiB Tpynu ¢ebdykcoctary (n=3098) ta 719 nuis
JUI TAII€HTIB Tpynu anonypunony (n=3092).

[lepBunna kinneBa Touka MACE crocrepiranacst 3 aHaJOT1YHUMH TOKa3HUKAMH y TPpyHax JiKyBaHHS
¢bedbykcoctatoM Ta anomypunonoM (10,8% mnporu 10,4% mnamieHTIB BIAMOBIIHO; CIiBBiAHOIICHHS
puuky [HR] 1,03; nBocroponHiii noBropuauii 95% noipuwuii intepsain [CI] 0,89-1,21).

[Tpu ananizi okpemux komrnoHeHTiB MACE udacToTa cMEpTHOCTI BiJl CEpLIEBO-CYIMHHUX MaTOJIOTii
Oyna BuIIOIO0 y Tpymi Gpedykcoctary, Hixk anomypunoiy (4,3% nporu 3,2% nanienrtis; YCC 1,34; 95%
AT 1,03—-1,73). Yacrora inmux noxiiit MACE 6yna cxoxa y rpynax ¢pedykcocTaTy Ta ajlolypuHOIY,
T00TO HenmeTasbHOTO iHGpapkTy Miokapaa (3,6% mporu 3,8% mamientis; YCC 0,93; 95% I 0,72—
1,21), neneranbHoro iHCynbTy (2,3% mpotu 2,3% mamienti; YCC 1,01; 95% HAI 0,73-1,41) Ta
TEPMIHOBOI peBacKyJsgpu3allli yepe3 HecTabubHy creHokapaiio (1,6% mpotu 1,8% marmientis; YCC
0,86; 95% /11 0,59-1,26).

YacTtoTra CMEPTHOCTI 3 YCIX MPUYHMH TaKOX Oyna BUIIOK y Tpymi (pedykcocTary, HIK aTOMypHHOITY
(7,8% nporu 6,4% mnamientis; YCC 1,22; 95% I 1,01-1,47), 1o B OCHOBHOMY 00YMOBJIFOBAIOCS
OUTBHIII BUCOKMM PIBHEM CMEPTHOCTI BiJl CEPIIEBO-CYJMHHUX MATOJOTIM y i rpymi (AUB. pO3.ILT
«Oco0IMBOCTI 3aCTOCYBAHHS).

Temnu npuiiHATOi rocmitanizamii 3 TPUBOJY CEPLEBOi HEIOCTAaTHOCTI, TrOCHiTali3alii 3 MPUBOIY
apuTMii, 10 HE MOB’s3aHa 13 1IeMi€r0, BEHO3HUMU TPOMOOEMOOIIYHUMH TOJISIMH, 1 TocIiTanizanii 3
MIPUBOJLY MEPEXITHUX 1IIEMIYHUX HamaiB Oyau MOPIBHAHHUMU AJis GeOyKcoCcTaTy Ta ajJolypHUHOIY.
Hocnimxennss FAST Oyno mpocneKTUBHHM, DPaHAOMI30BaHUM, BIIKPUTHUM, 13 13 3aCHiIJICHHSIM
KIHIIEBOI TOYKH, Yy SKOMY MOpIBHIOBAIM NIpo¢iab Oe3neku ¢(edykcocTaTy Ta ajloNMypUHONY MpU
CEepLEBO-CYJMHHUX 3aXBOPIOBAHHAX y MAaLI€HTIB 13 XPOHIYHOIO TiNepypHKeMi€ro (B YMOBAaxX, KOJHU
BIJIKJIQZICHHSI ypaTiB yKe B1AOyJocs) Ta (akTopaMu CepleBO-CYIMHHOTO PHU3UKY (TOOTO Malli€HTH
60 pokiB abo crapiie Ta 3 mpuHAiMHI OJHUM (PaKTOPOM CEpLEBO-CYAMHHOTO pU3MKY). IlamienTH, sKi
BIJIMOBIAAIM KPUTEPIsIM, OTPUMYBAIM JIIKYBaHHS aJONypPUHOJIOM [0 paHjomi3alii, 1 3a motpedu
BUMAarayiocsi KOPWUTYBAaHHS 103U BIAMOBIAHO a0 KiIiHIYHOI omiHku, pexomennanii EULAR Ta
3aTBep/keHol  go3u. Hampukinimi mnowatkoBoi (a3 alomypHHONY MAIieHTH 3 pPIBHEM
SUA <0,36 mmounb/n (<6 Mr/m1) abo OTpUMyBalld MaKCUMAaJIbHY MEPEHOCUMY /103y a00 MakCHUMAaJbHY
JT03BOJICHY /103y aJIONyPUHOIY Oy paHJI0Mi30BaH1 y criBBiAHOMIEHHI 1:1 m00 oTpuMaTu JIiKyBaHHS
¢debdykcocraTom abo anonypuHoioM. [lepBuHHOIO KiHIIEBOIO Toukoro focaikenHs FAST 6yB uac 1o
nepiioi TOsSBU OyIb-sKOi MOJii, BKJIFOUYEHOI B CyKymHy KiHIeBy Touky Antiplatelet Trialists’
Collaborative (APTC), sxa Brirouana: i) rocmitaiizamito 3 mnpuBoay IM, 1o He 3arpoxye
KUTTIO/TIO3UTUBHOTO OloMapkepy roctporo koponapHoro cunapomy (I'KC) ; ii) iHCynbT, 1o He
3arpo’Ky€ OJKUTTIO; 1i1) CMEpPTh BHACIHIZOK CEpLEBO-CYIMHHHUX TMoOpyueHb. IlepBuHHMIA aHami3
0asyBaBcs Ha miaxosi on-treatment (OT).



3aramom Oyno pangomizoBano 6128 mamienTiB, 3063, sxi orpumyBanmu ¢debdykcoctar 1 3065 —
AJIOITYPUHOIL.

VYV nepBunnomy OT anamizi ¢gedykcocTaT HE TMOCTYMaBCsA AJTOMYyPHUHOIY 32 YacTOTO TEPBUHHOI
KIHIIEBOI TOYKH, sika crioctepiranacs y 172 mamienTtiB (1,72/100 mamieHTO-poKiB) MO OTPHUMYBAIU
(dhebykcocTaT nmopiBHAHO 3 241 mamienTom (2,05/100 narieHTo-poKiB) SIKi OTPUMYBAIA aJIONTYPUHO, 31
ckopuroBaauMm HR 0,85 (95% 1I: 0,70, 1,03), p<0,001. Ananiz OT nns nepBUHHOI KiHIIEBOT TOYKH B
niarpyni mamiedTiB 3 IM, iHcynbroM ab6o ['KC B aHaMHe31 He MOKa3aB CyTTEBOI Pi3HUIII MK IpynamMu
nikyBaHHA: y rpymi ¢gebykcoctary Oymo 65 (9,5%) maiieHTiB i3 HECHPUSATIMBUMH MOAISIMUA Ta 83
(11,8%) mamienTiB — B TpyIIi anomnypuHoiy; ckopurosanuit HR 1,02 (95% [I: 0,74-1,42); p=0,202.
JlikyBanHs (heOykcocTaToOM HE acoIOBAJIOCSA 31 30UIBIICHHSAM CEpPILEBO-CYJAMHHOI CMEPTHOCTI abo
CMEpTI BiJ YCiX MpUuYMH 3arajoM abo B miarpyni namientiB 3 IM, iHcynsrom abo I'KC B anamuesi.
3aranom y rpymi ¢pedykcocrary Oyiio MeHIe cMepTel (62 BUNaaKu ceplieBo-cyauHHOI cMepTi Ta 108
BUIIQ/IKIB CMEPTI BiJl yCIX MPUYMH), HIXK Y TPYI ajomnypruHoiy (82 BUIAAKH CEpPIIEBO-CYIMHHOI CMEPTI
Ta 174 BUMaKiB CMEPTI BiJl yCIX MPUYMH).

Crocrepiranu Oinble 3HKEHHSI PiBHS CEYOBOI KUCIIOTH MPH JIiKyBaHHI (peOyKcOCTaTOM MOPIBHSHO 3
JKYBaHHSM aJIOITyPUHOJIOM.

Cunopom nizucy nyxaunu (CJIII)

EdexTuBHicTh Ta 6e3neky 3actocyBaHHs (ebykcoctaTy aius npodinaktuku 1 jgikyBaHHa npu CJIII
ouintoBamu B pociimkerHi FLORENCE (FLO-01). ®ebykcocTar HpoJeMOHCTPYBaB HaWKpamry i
OLUIBII MIBUJIKY Jif0 BIIHOCHO 3HIKEHHS PIBHS YpaTiB MOPIBHSHO 3 AJIONYyPUHOJIOM.

FLORENCE sBnsino co6oro panmomizoBane (1:1), moasiiine ciine, onopHe nociimkenHs ¢asu 111,
mpoBeJeHe s mopiBHAHHS Qebykcoctary B qo3yBanHi 120 mr 1 pa3 Ha g00y Ta ajomypuHOIy B
noszyBanai 200-600 mr Ha no0y (cepemns mo0oBa [103a aJOMYpUHONY + CTAaHAAPTHE BiIXWUJICHHS:
349,7 + 112,90 mr) B ymMoBax KOHTPOJIIO KOHIIEHTpallii Ce40BOI KUCIOTH B CHUpoOBartili. BubOpani
MAIi€HTH TTOBUHHI OyiIM OyTH KaHAWJATaMU JUTsl JTIKYBaHHS aJOMyPHUHOJIOM a00 HE MaTH JIOCTYIY 0
pacOypukazu. [lepBUHHI KiHIEBI TOUKH SIBJISUTM COOOIO IUIONIY IiJi KPUBOIO KOHIIEHTpAIlil CeuOBOi
kucinotu B cupoBarii (AUC sUA1.g) i 3MiHy piBHA KpeaTwHiHy B cupoBarii (sC) 3 mepmioro mo
BOCHMUH JIEHb KOXHA.

Ho nocmimkeHHs Oyno BKIOYEHO 3460 TAaIi€eHTIB 3  TEMAaTOJIOTIYHUMH  3JIOSKICHUMH
HOBOYTBOPEHHSIMHM, SIKI OTPUMYBAJIM XIMIOTEpamil0 1 Mald CepelHiN/BUCOKMHA CTYHiHb PH3UKY
po3Butky CJIII. Cepenne 3HaueHHs AUC sUA1g (Mr x roxa/min) Oylno 3Ha4HO HUXKYE IPU IpUiioMi
¢dedykcocrary (514,0 £ 225,71 nopiBusiHO 3 708,0 + 234,42; cepenHe HaiMEHIIUX KBaJpaTiB AJs
pizuuii: -196,794 [95 % noeipyoro intepBany: -238,600; -154,988]; p < 0.0001). Kpim Toro,
cepelHIi CHPOBAaTKOBHH pIBEHb CEYOBOi KHUCIOTH OyB 3HAUYHO HIWKYMHA MPU 3aCTOCYBaHHI
¢debykcocTaTy, NOYMHAIOYM 3 MEPIIUX 24 TOIWH JIIKYBaHHS 1 B OyJb-KUI HACTYITHUH MOMEHT 4acy.
CraTHCTUYHO 3HAYUMMX BIAMIHHOCTEH 3a CepelHIM BMICTOM CHPOBATKOBOTO KpeaTHHIHY (%) MiX
(dhebykcoctaToMm Ta amomypuHosioMm He Oyno (-0,83 + 26,98 nopiBHsHO 3 -4,92 £ 16,70 BiANOBIAHO;
CepelHE HaifiMeHIIMX KBajapaTiB st pizHuii: 4,0970 [95 % nosipuoro intepsany: -0,6467; 8,8406];
p=0,0903). 3 ypaxyBaHHSIM BTOPHUHHHUX KIHIIEBUX TOYOK, CTATUCTUYHO 3HAYMMHUX BIIMIHHOCTEH 3a
4acTOTOI pO3BUTKY JaboparopHo miarBepkenoro CJIIT ve 6ymo (8,1 % 19,2 % ans gebykcocrary i
AJIOMYPHUHOJTY, BIANMOBINHO; BimHOocHUM pusuk: 0,875 [95 % mosipuoro inTepBamy: 0,4408; 1,7369];
p=0,8488) 1 kmiHiKM cUHIpoOMY po3mnany myxiauHu He Oymo (1,7 % 1 1,2 % nnsa debykcocraty i
AJIOITyPHUHOJTY, BIAMOBIMHO; BimHOCHUN pu3uk: 0,994 [95 % nosipuoro inTepBamy: 0,9691; 1,0199];
p=1,0000). YacToTa BCiX O3HaK i CUMOTOMIB, III0 BUHUKJIM IIiJ{ Yac JIIKyBaHHS, a TaKOX MOOIYHUX
peakmiii, ckmana 67,6 % mopiBHsiHO 3 64,7 % 1 6,4 % mopiBHsHO 3 6,4 % mus debykcocrary i
anomypunony BianosiaHo. Y gocmimpkenHi FLORENCE ¢ebykcoctaT nmpogeMoHCTpyBaB HallKpay i
HIBUALLY JIIFO 1[0JI0 3HUKEHHSI PIBHSI CEYOBOI KMCJIOTH B CHPOBATLI MTOPIBHIHO 3 ajlolypuHosioM. JlaHi
1010 MOpiBHAHHS (ebykcocTaTy 1 pacOypuKa3u Ha AaHui 4ac BiACyTHI. EdexTuBHicTh Ta Oe3neka
3acTocyBaHHS (ebykcoctary He OynM BCTAaHOBJIEHI MJis TalieHTiB 3 roctpuMm TspkkuMm  CJIIT,
HAMPUKIIA] JJIs TAI[EHTIB, Y SIKUX 1HII BUIM Teparii A7 3HUKESHHSI YpaTiB He JIIOTh.
Dapmaxokinemuxa.

VY 310p0OBHX JT0OPOBOJIBIIIB MaKCUMalIbHA KOHIIEHTpaIlis y mia3mi KpoBi (Cmax) Ta TUIoMIA MMiJl KPUBOIO
(AUC) 30imbIiryBagucst MPOIMOPINIHO 1031 MICas OJHOPA30BOr0 Ta 0araropa3’oBOr0 3acTOCYBaHHS
¢bebykcoctaty y no3ax Big 10 mr go 120 mr. Ilpu po3zax Bix 120 mr go 300 mr 36inements AUC Oymno
OuTbIINM, HIXK mpornopuiiHo no3i. [Ipu 3actocyBanHi 103 10—240 mr xoxkHi 24 roJIMHU HaKOMUYEHHS



dbebykcocTtaty He Biamivanocs. [lepenbauyBanuii cepeAHiii TepMiHAIBHUN TIEpioJ HaIiBBUBEICHHS
(ti2) debOykcocrary craHOBUB TpuOIM3HO 5—8 romuH. byB mpoBeneHuid NOMyJISHiHHHNA aHai3
(dhapmakokiHeTHkH/(hapMakOJUHAMIKK 32 JaHUMH, OTPUMaHUMHU 3a ydacTio 211 mamieHTiB 3
rinepypuKeMi€r0 1 Moaarpolo, siki 3actocoByBayid (hedykcocrat B mo3ax 40—240 mr 1 pas Ha nody. B
UJIOMY OTpHUMaHi1 3Ha4yeHHs (apMaKOKIHETHYHHUX IapaMeTpiB OyJau CXO0XI1 3 TaKUMH Yy 3JI0POBHX
NOOpOBOJIBIB, IO € XOPOIIOK MOJCUIIO JUIs OLIHKKA (apMakoKiHEeTUKH/(papMaKoIMHAMIKA
npernapary y Maii€HTiB 3 01arporo.

Bemoxmysanns. @ebykcoctar MBHIAKO (tmax (9ac MTOCATHEHHS MaKCHMalbHOI KOoHIeHTparii) — 1,0—
1,5 rogunn) i nobpe (mpunaiiMui 84 %) BcMOKTyeThes. [Ipu omHOpazoBOMy Ta OararopazoBOMY
3acTocyBaHHI (pebykcocrary mepopaibHo y qo3ax 80 mr a6o 120 mr 1 pa3 Ha 100y Cmax BIIIOBITHO
CTaHOBUTH 2,8—3,2 Mkr/mMi Ta 5,0-5,3 Mkr/mi. AGconroTHy OiomocTynHICTh TabneTok (pebdykcocrary
He anamidyBai. [Ipm OararopaszoBomy 3actrocyBaHHi y m031 80 mMr 1 pa3 Ha m00y abo mnpu
OJTHOPA30BOMY 3aCTOCYBaHHI y 031 120 Mr y moeaHaHHi 3 XHPHOIO 1Ket0 Cmax 3MEHITyBajlacsi Ha
49 % Tta 38 %, a AUC — Ha 18 % Ta 16 % BignoBigHo. OgHak, 1€ HE CYMPOBOKYBAIOCS KIIHIYHO
3HAYYIIMMU 3MIHaMH CTYINEHS 3MEHIICHHS pIBHSA CEYOBOi KHUCIOTH Yy Iula3Mi KpoBi (mpu
Oararopa3zoBomy 3actocyBaHHI y 1031 80 mr). Takum umHOM (eOdyKcocTaT MOKHA 3aCTOCOBYBATH
HE3aJIS)KHO BiJ BYKHBAHHS TKI.

Posnodin. llepenbauyBanuii 06’eM posmofuly y piBHOBaxkHOMY crTaHl (Vss/F) mns debykcocraty
3MIHIOETBCSL Bin 29 nmo 75 n micna mepopanbHOro 3actocyBaHHs y no3i 10-300 wmr. Cryminb
3B’sI3yBaHHs 3 OUTKaMU IJIa3MU KPOBi (TOJIOBHUM YHMHOM 3 anbOyMiHOM) cTaHOBHUTH 99,2 % 1 He
3MIHIOETBCS TIpU TiABUIIEeHHI 103¢ Big 80 mr mo 120 mr. J{ns aktuBHUX MeTabomiTiB pedykcocrary
CTYIIIHB 3B’sI3yBaHHs 3 OLJIKaMu IUIa3MH KpOBi KoIuBaeTbes Bin 82 10 91 %.

Memabonizm. DebOykcocTaT aKTUBHO METAa0OII3YEThCS IIIAXOM KOH'IOTamii 3a  y4acTio
ypunuHaudocarrmokyponintpanchepazu (Y D-rmokypoHinTpancdepasu) Ta OKHCHEHHS 3a
yaactio pepmenTiB cuctemu nuroxpomy P 450 (CYP). Ycworo onucano 4 ¢papMakoIoriYHO aKTUBHUAX
TIAPOKCUIBHUX MeTalomniTu ¢edykcocTary, 3 3 HUX Oyl BUSIBJICHI y JIOJUHHU Y IUIa3MU KPOBI.
Jlocmipkenns In Vitr0 Ha MiKpocoMax TCUiHKH JIFOJWHHU 3aCBIIYMIIM, IO 1[I OKMCHEHI METabOiTH
yTBOpIotoThes nepeBaxno mif giero CYP1ATL, CYP1A2, CYP2C8 ta CYP2C9, toxi sik pebykcocraty
TJIIOKYPOHIJT YTBOPIOETHCS TOJIOBHUM 4YMHOM Tix agieto Y/ d-rmokypoHintpanchepasu 1Al, 1AS,
1A9.

Buseoennsa. debykcoctaT BUBOJUTHCS 3 OpraHi3My yepe3 NediHKy Ta Hupkamu. [licis nepopaiibHOTro
3acrocyBanns *C-debykcocTary y 1031 80 Mr mpubmmsno 49 % BHBOAWJIOCS i3 Ceuero y BUIVIA
He3MmiHeHoro gedykcocrary (3 %), anunrmokypoHiay aitouoi pedoBuHH (30 %), BITOMUX OKHCHEHHUX
MeTabomiTiB Ta ix koH’roratiB (13 %) Ta iHmmx HeBigomux metabomiTiB (3 %). Kpim HupkoBoi
eKcKperlii, mpubauzHo 45 % BUBOAMIIOCS 3 KajloM Yy BHUIJISAI He3MmiHeHoro (eOykcoctaty (12 %),
AIITTIOKYpOHiAy airouoi pedoBuHU (1 %), BIIOMHUX OKHCHEHHUX METa0ONITIB Ta iX KOH IOTaTiB
(25 %) Ta iHmMx HeBigoMUX MeTabomiTiB (7 %).

Huproea neoocmammuicmeo.

[Ipu GararopazoBomy 3actocyBaHHI (edykcoctary y a031 80 mr He Oyino BigmiueHO 3MiH Cmax
(bebykcocTaTy y HaIli€eHTiB 3 JETKO0, MOMIPHOIO a00 TSHKKOIO HUPKOBOIO HEAOCTATHICTIO TIOPIBHSHO 3
MalieHTaMu 3 HopMalibHOO QyHKII€r0 HUPOK. Cepenns 3aranbHa AUC debykcoctary 30UbITyBanacs
npubnusno y 1,8 pasza Bix 7,5 MKI X roJuHa/MJ y NAIi€EHTIB 3 HOPMAJIbHOIO (YHKIIE HUPOK IO
13,2 MKT X TOAWHA/MJI y TIAIIEHTIB 3 TSKKOIO HUPKOBOKO HEMOCTATHICTIO. Cmax Ta AUC akTUBHHX
MeTa0oMITIB MiABHILYBaiKCcS Y 2 1 4 pa3u BianoBiaHo. [IpoTe mamieHTaM 3 HUPKOBOIO HEJOCTATHICTIO
JIETKOro ad0 MOMIPHOTO CTYIEHS KOPEKIIisl 103U JIIKapChKOro 3ac00y He MoTpiOHa.

Ileuinkoea nedocmamuicme.

[Ipu GaratopazoBoMy 3acTocyBaHHI (heOykcocTaTy y m031 80 Mr He OyJIO BIAMIYEHO CYTTEBUX 3MiH
Cmax Ta AUC ¢pebykcocraTy Ta Horo MeTaboIiTiB y MAIiEHTIB 3 Jerkoto (kiac A 3a mkanorw Yaitnga-
IT’t0) Ta momipuoto (kmac B 3a mkamoro Yaitnma-I1'10) mediHKOBOIO HETOCTATHICTIO TOPIBHSHO 3
NarieHTaMu 3 HOPMAJIbHOIO (PYHKIIEI0 NeuiHKU. JloChmiKeHHs JIIKapchKOro 3aco0y y Malli€eHTIB 3
TSDKKOIO TIEY1HKOBOIO HemocTaTHICTIO (Kiac C 3a mikanoro Yaitnna-I1"10) He mpoBoausocs.

Bik.

[Ipu GaraTopazoBoMy MmepopaibHOMY 3aCTOCYBaHHI eOyKcocTaTy He OyJi0 BIIMIYEHO CYTTEBHX 3MiH
AUC ¢eOykcoctary Ta #oro MerabomiTiB y NHAali€HTIB JITHHOIO BiKYy MOPIBHSHO 3 MOJOAMMHU
3I0POBUMU JOOPOBOJIBIISIMH.



Cmameo.

[Ipu Gararopa3zoBoMy mepopaibHOMY 3acTocyBaHHI (elOykcoctatry Cmax Ta AUC debykcocrary y
K1HOK Oynu Ha 24 % Ta 12 % Bummmu, HiX y 4osoBikiB. OnHak Cmax Ta AUC, ckopuroBati 3a Macoro
Tina, Oymu cXoxi A7 000X TpyIl, TOMY 3MiHa 1034 (eOyKcoCcTaTy 3aJeKHO BiJl CTaTi He MOTpiOHA.

Kuiniuni xapakrepucTuku.

Ilokazanns.

Jlixsecria® 80 mr Ta Jliksectis® 120 mr

JIikyBaHHSI XPOHIYHOI TilEpypuKeMii MpH 3aXBOPIOBAHHSIX, IO CYNPOBOKYIOTHCS BiJKIaJaHHIM
KPHUCTAJIIB ypaTiB, Y TOMY YHCJIi TIPH HAaIBHOCTI TOQYCiB Ta/ab0 MOAArpuvIHOr0 apTPUTY B JTaHHUK 4ac
9YH B aHAMHE31.

Jlixsecrig® 120 mr

JlikyBaHHSI Ta mpo(ijaKkTHKa TinepypuKeMii y AOpOCIUX NAli€HTIB, AKi MiAJAIOThCSA XiMmioTepamii 3
MIPUBOJIY T€MATOJIOTIYHHUX 3JIOSIKICHUX HOBOYTBOPEHb 3 MOMIPHUM a00 BUCOKHM PU3HKOM CHHIPOMY
mizucy myxiauau (CJIIT).

IIpenapat JliksecTis® MokazaHHil JOPOCIMM TALIEHTAM.

Ilpomunokazanns.
lNnepayTimBICTh 10 aKTHBHOI PEUYOBHMHU ab0 10 Oyab-siKOi JOMOMIKHOI PEYOBHMHHU TIperapary,
3a3HaueHoi y po3aini « Ckrnaoy.

B3aemooia 3 inwmumu nikapcokumu 3acovamu ma inuwii 6uOU 83a€Mo0iil.
Mepxanmonypun/azamionpun.

BinmoBigHO A0 MexaHi3My cBo€i Aii gedykcocTaT HpUTHIUYe KCAHTHMHOKCHUIA3y, TOMY CYIIYTHE
3aCTOCYBaHHS HE PEKOMEHIYEThCS. I[IpUTHIYEHHS KCAHTHHOKCHIA3HM MOXE NPU3BOAUTH [0
MIJBUIICHHS] KOHIIEHTpaIlii 000X MpemnapaTiB y Mmia3Mi KpOBi, II0 MOXE BUKJIMKATH Mi€JIOTOKCUYHY
peaxiIito.

VY pa3i 0oHOYAaCHOro 3acTocyBaHHS 3 (pedykcocTaToM 03y MEpPKanTONypHHY/a3aTIONpPHUHY CHiJ
smeHmmTd 110 20% abo MeHme Bing padime mnpuzHadeHoi no3u (auB. po3ain «OcobmuBoCTi
3aCTOCYBaHH»).

AJIEKBaTHICTh 3alPOIIOHOBAHOTO KOPWUTYBAaHHS [I03HM, $Ke Oa3yBalocsi Ha MOJEIIOBaHHI Ta
iMiTaniHOMY aHai3l JOKITIHIYHUX JaHUX Ha Iypax, Oyja miaTBeppKeHa pe3yabTaTaMH KIIHIYHOTO
JOCTIPKEHHSI B3a€MOJIT JIIKApChbKUX 3acO0IB 3a y4acTiO 3J0pOBHX JO0OPOBOJBIIB, SIKI OTPUMYBAIU
azationpuH 100 Mr okpemo Ta 3MeHILEHY J03y a3aTionpuHy (25 mr) y koMmOiHauii 3 ¢pedykcocTaToMm
(40 a6o 120 mr).

Hemae nanux mozo 6e3mneku 3actocyBaHHs (pedyKkcocTaTy Mijl 4ac UTOTOKCUYHOT XiMioTepartii.
HocnimxenHs B3aemofii  ¢elOykcocraTy 3 IHIIMMH IUTOTOKCMYHMMM XIMIOIpENapaTaMH He
MIPOBOJTUIINCS.

Poszuenimaszon/cyocmpamu CYP2CS.

dedykcocrar € cnabkum iHriditopom CYP2C8 in vitro. B mporeci TOCHIIKEHHS y 3I0pPOBHX
no0poBoublIiB, MapanensHe BBeaeHHS 120 mr ¢ebykcocraty 1 pa3 Ha 100y Ta OJHOPA30BOI J03U
PO3UIIIITa30HY 4 MI HE BIUIMBAJIO Ha (DapMaKOKIHETHUKY pO3UIIITa30Hy 1 Horo merabomity N-
JE3METUIPO3UTIIITa30HY, 10 AEMOHCTPYE, 110 dedykcoctaT He nmpurniaye CYP2C8 depmenrt in vivo.
Taxkum unHOM, OZIHOYAcHE BBeACHHS (peldykcocTary 1 po3urmitazony adbo iHmux CYP2C8 cyOctpartiB
HE BUMarae KOpeKIii 1034 JIs [IUX Mpernaparis.

Teogpinin.

[IpoBeaeHo mocmipkeHHsT B3aeMoll GedyKkcocTaTy 3a y4acTiO 37J0POBUX TOOPOBOJIBINIB MJisi OIIIHKH
BIUIMBY NPHUTHIYEHHSI KCAHTUHOKCHUA3U Ha 30UIbLICHHS PiBHA TeO(QUIIHY B IUPKYIIOIOUINA KPOBI, 110
criocrepirajocs 3 IHIIUMH IHTIOITOpaMM KCaHTMHOKCHIa3H. Pe3ynpTaTH Mmokasaiu, 10 OJAHOYACHE
3actocyBaHHA (¢ebykcoctary y m03i 80 mr Ta teodimiHy y mo3i 400 Mr He MOKazaio KOTHUX
(hapMaKOKIHETUYHUX B3aeMOAl abo BIUIMBY Ha Oe3mneky Teodininy. Takum umHOM, (ebdykcocTar y
1031 80 Mr Mo)kHa 3aCTOCOBYBAaTH OJHOYACHO 3 Teo(uIiHOM 0e3 0cOOIMBHX 3acTepexeHb. JlaHux
o0 103 pedykcocrary 120 mr Hemae.

Hanpoxcen ma inwi ineibimopu enoxypoHizayii.

Mertabomnizm ¢edykcocTary 3aleXuTh Bl akTHBHOCTI (epmenty VY D-rmokypoHinTpaHchepasi.



Jlikapchki 3aco0u, 10 MPUTHIYYIOTH MPOIIEC TIIFOKYPOHi3allii, HampuKIaa HECTEPOiIHI MPOTU3aNallbHi
3acobu (HII33) Ta mpoOeHerua, TEOPETHYHO MOXKYTh 3MiHIOBaTH BHBEIcHHs (edykcocraTy. Y
3I0POBHUX JOOPOBOJIBIIIB PH OJTHOYACHOMY 3acTOCyBaHHI (pebykcocTaTy Ta HampokceHy 1mo 250 mr
2 pa3u Ha 100y croctepiranocs mocwieHHs Aii pedykcocraty (Cmax) ctaHOBUTH 28 %, AUC — 41 %,
t12 (mepion HamiBBUBEACHHA) — 26 %). Y mpoleci KIIHIYHUX JTOCIIKeHb 3aCTOCYBaHHS HApPOKCEHY
ta iHmumx HII33/inribiropis LJOI'-2 He cympoBOMKyBaloCs KIIHIYHO 3HAYYIIUM 30UTBIICHHIM
MOOTYHUX PEaKIIii.

debykcocTaT MOXKHA OJTHOYACHO 3aCTOCOBYBATH 3 HAIIPOKCEHOM 0€3 3MiHM iX 103H.

Inoyxkmopu enoxypoHizayii.

[Totyxni iaaykTOopu Y D-TmokypoHinTpancdepasd MOXYTh TOCHIIOBATH METa0OoMI3M  Ta
3MEHIIyBaTH e(QeKTHBHICTh (edykcocTary. Y TalieHTIB, fKi 3aCTOCOBYIOTh HOTYXKHI 1HIYKTOpHU
TIIIOKYPOHi3allii, peKOMEHYEThCSI KOHTPOJIFOBATH PIBEHb CEYOBOI KHUCIOTH Y IUTa3Mi KpoBi depe3 1-
2 THKHI ofgHo4YacHOi Tepamii. IIpy BigMiHI iHAYKTOpa TIIOKYPOHI3allii MOKJIMBE IiABHILEHHS DPiBHA
(hebykcoTaTy y mia3mi KpoBi.

Konxiyun/inoomemayun/2iopoxnopomiazud/sapgapu.

debykcocTaT MOXKHA OJTHOYACHO 3aCTOCOBYBATH 3 KOJIXIIIMHOM a00 1HJAOMETallMHOM 0€3 3MiHU 7031
npernaparis.

Takoxx He mOTPiOHO 3MiHIOBaTH 103y (QebykcocTary MpU OAHOYACHOMY 3aCTOCYBaHHI 3
T1IpOXJIOPOTIa3UIIOM.

OnHouacHe 3acTocyBaHHS (eOykcocTary 3 BappapuHOM HE BUMAra€ 3MiHU JI03U OCTaHHBOTO.
3acrocyBanns ¢ebOykcoctary (80 mr a6o 120 mr 1 pa3 Ha n00y) 3 BapdapuHOM HE BIUTMBAE Ha
(bapMakoKiHETHKY OocTaHHBOTO. OJIHOYACHE 3aCTOCYBaHHS 3 (PEOYKCOCTATOM TaKOX HE BILIMBAJIO HA
MHO Ta aktuBHicTh (pakTopa VIL

Hezunpamin/cyocmpamu CYP2D6.

3a maHumu, OTpUMaHUMH IN Vitro, ¢ebykcocrar € cmabkum inriditopom CYP2D6. V mporeci
JOCTIPKEHb 32 y4acTIO 3JJ0POBHX JOOpPOBOIBLIB, siKi oTpuMyBanu 120 mr ¢debykcocraty 1 pa3 Ha
100y, cnoctepiranocs 36inbmenHs AUC nesunpaminy (cyocrpar CYP2D6) na 22 %, mo cBim4uTh
po cabKy MpHUrHivyBaibHy Ait0 hedykcocrary Ha pepment CYP2D6 in vivo.

TakuM 4YMHOM, TIpU OJHOYACHOMY 3acTocyBaHHI (ebOykcocraty Ta cybcrparieB CYP2D6 nHemae
HEOOX1THOCTI 3MIHIOBATH 1X JIO3H.

Anmauyuoni 3acoou.

IIpu ogHOYacHOMY 3acTOCYBaHHI 3 aHTALMIAMHU, L0 MICTATh MAarHil0 TiAPOKCHI Ta alOMiHiIO
TIIPOKCUJ, BIAMIYA€ThCS 3aTpUMKa BCMOKTYBaHHS (eOykcocrary (mpuOnu3Ho Ha 1 roaumHy) Ta
3MeHIIeHHs Cmax Ha 32 %, oqHak AUC ¢ebykcocTaTy CyTTEBO HE 3MIHIOETHCS, TOMY (peldykcocTar
MO>KHa ITOE€THYBATH 13 3aCTOCYBaHHSIM aHTallUIHUX 3aCO0IB.

Ocoobnueocmi 3acmocyeanns.

Cepyeso-cyounHi 3axX60pH0BaHHS.

VY nmnaiieHTiB 13 CEepHO3ZHUMM CEpPLEBO-CYJUHHUMH 3aXBOPIOBaHHAMM (Hampukiag 1H(apKTOM
MioKapja, IHCyTbTOM a00 HecTalOlIbHOI CTEHOKAp/i€l0) MiJ Yac po3poOKH MpemnapaTy Ta B OJHOMY
nicnapeectpaniiitnomy pocmimkenHi (CARES) cmocrepiranm Oinblry KiIBKICTh CEpIIeBO-CYIAHMHHUX
MOPYUIEHb, 1110 3arpOKYIOTh JKUTTIO IIPH 3aCTOCYBaHHI (peOyKcocTaTy HOPIBHIHO 3 aJIONypUHOJIOM.
Onnak wHactymHe micisipeectpamiiHe gocmimkeHHs (FAST) mokazonmano, 1o 3acTocyBaHHS
¢debykcocTaTy HE TOCTYNaloCs aJIOMYPUHONY 32 YacTOTO0 BHUHUKHEHHS CEPLEBO-CYAMHHUX
MOPYIICHB, 10 3arPOXKYIOTh KUTTIO Ta 0€3 3arpo3u IS KHUTT.

JIikyBaHHS 11i€i TPYNH MAI€HTIB CIiJ MPOBOJUTH 3 OOEPEXKHICTIO Ta PETYISIPHO KOHTPOIIOBATH iX
ctad. binpm nmeranpHy iHGOpMaIiio 1moa0 O€3NMeKH 3acTOoCyBaHHsS (PedyKcocTaTy i CepIrieBO-
CYIUHHOI cUCTeMH IUB. y po3auti «Papmakonnnamika» ta «[1o0iuH1 peakii».

IIpoginakmuxka i nikyeanmus cinepypuxemii y nayicumis iz pusuxkom pozsumxy CJIIT

[MamienTn, ki migmawTbes XiMmioTepamii 3 TPUBOAY TeMAaTOJOTIYHUX 3TOSIKICHUX HOBOYTBOPEHB 3
nomipauM a6o Bucokum pusukoM CJIIT Ta 3actocoByioTh mpenapat JlikpecTis®, mpu HasBHOCTI
KIIIHIYHUX TTOKa3aHb 3HAXOJSATHCS M1 HATJISAI0M KapioJora.

Anepeis/einepuymaugicms Ha 1iKapcobKi 3acoOU.

VY Mexax IMOCTMapKETHMHIOBOTO HArjsily OyiaM piJIKICHI TOBIZOMIJIEHHS PO CEpHO3HI anepriuxi
peakxuii/peakuii TiNepYyTIMBOCTI, Y TOMY YMCI1 3arpo3juBOro Juis XHUTTS cuHapomy CriBeHca-




JI>KOHCOHA, TOKCUYHOTO €MiJePMAIIBHOTO HEKPOJIi3y Ta TOCTPUX aHA(PUIAKTHYHUX PEaKIii/moKy. Y
OUTBIIOCTI BUMAJKIB Taki peakiii CIOCTEPIraiucs TMPOTATOM TMEPIIOrO MiCsLs 3acCTOCYBaHHS
dbebykcocTaTy. Y KITBKOX, aje HE y BCiX, MAIll€HTIB CIOCTEPITAINCS TOPYIICHHS HUPKOBOI (PYHKITIT
Ta/a00 TiMepuyTIUBICTh A0 aJOMYyPHHOIY B aHaMHe31. TspKKi peakuii rinepyyTiuBOCTi, Y TOMY YUCII
peakxiii, Mo CyIpOBOKYIOThCS co3uHOdIier0 1 cucteMHuMu cumntomamu (DRESS-cunapom), B
JESKUX BHIAAKax OynM TMOB’s3aHI 3 TapsYKOI0, I'€MaTOJOTrIYHOI0, HUPKOBOI a00 IEYiHKOBOIO
HEJIOCTATHICTIO.

[Mamientn moBuHHI OyTH TPOiH(GOPMOBaHI MPO O3HAKM Ta CHMIITOMH TilepuyTIMBOCTI/aneprii, a
TaKO’K 32 HUMHU CIIiJ] CIIOCTEPIraTH 1010 PO3BUTKY TaKuX peakuiil. IIpu mosBi cepiflo3HuX anepriyHux
peakiiit/peakuii rinepuyTiauBocTi, cuHapomy CriBeHca-/[)KOHCOHAa B TOMY YHCII, 3aCTOCYBaHHS
¢bebykcocraty Tpeba HEraiilHO MPUIHMHUTH, OCKUIBKH pAaHHE MPUIIMHEHHS 3aCTOCYBaHHS IOKPAIIYeE
MPOTHO3. SKIIO y maIrfieHTa Majau MicIle aJlepridHa peakilis/peakilis TinepuyTIMBOCTI, y TOMY YUCII
cuaapom CriBeHca-/[>KOHCOHA, Ta TOCTpi aHapUIAKTUYHI PEaKlii/IIoOK, TO MOBTOPHE MpPU3HAYEHHS
(hebykcocTaTy MPOTUIIOKA3AHO.

3acocmpenns (nanao) nooazpu.

JlikyBanHs (eOdyKcocTaToM CiIiJi pPO3MOYMHATH TUIBKKM Yy TIEpioj IICIs 3aroCTPEHHS XBOPOOH.
debykcocTaT MOKE CIIPOBOKYBATH Haraj MOJArpy Ha IMOYATKY JIIKYBaHHS 332 PaXyHOK 3MIHH PiBHS
CE4OBOI KHUCIIOTU Y CHPOBATIII Yepe3 BHUXiJ ypaTiB i3 jgeno. Ha mouaTtky mikyBaHHs (heGykcocTaToMm
pexomenayeTbest npusHaunt HI133 abo KonxinuH Ha TepMiH HE MeHIIe 6 MiCALIB Ui PO ITaAKTUKA
Harma/iB HoJarpu.

[Ipu po3BuUTKY Hamamy Ha Tii 3aCTOCyBaHHS (eOyKcocTary JIKyBaHHs MPOJOBKYIOTh. OIHOYACHO
MPOBOAATH BiANOBIIHY 1HAMBIAYalIbHY TEpariio 3arocTpeHHs nojaarpu. [Ipu TpuBamomy 3acTocyBaHHi
(hebykcocTaTy 4acToTa Ta TSHKKICTh HaraliB MOIarpyu 3MEHIIYIOThCS.

Bioknaoenns kcanmunie.

VY mari€eHTiB 3 MPUCKOPEHUM YTBOPEHHSM ypaTiB (HAPUKJIIA/A, Ha TJIi 3JI0SIKICHUX HOBOYTBOPEHb Ta iX
nikyBaHHs ab60 npu cunapomi Jlem-Hixana) MoxinBe cyTTeBe 30UTbIICHHS a0COMOTHOT KOHIIEHTpAIlil
KCaHTHHIB Yy C€4i, II0 CYNPOBOJKYEThCA IX BIOKIAJCHHSIM Y CEUOBHMBIIHMX muiixax. Llporo He
criocTepiraiocs B OMOPHOMY KIIiHIYHOMY JochipkeHHi ¢pedykcoctaty npu CJIII. Uepe3 oOMexeHICTh
JIOCB1]Ty 3aCTOCYBaHHS (eOyKCcOCTaT HE TIOKa3aHui mamienTam npu cuaapomi Jlemr-Hixana.
Mepkanmonypun/azamionpuH.

debykcocTaT HE PEKOMEHIYEThCS 3aCTOCOBYBATHM MAlll€eHTaM, $KI OJHOYACHO OTPUMYIOTh
MepKanTonypun/a3zaTionpu. OCKUIBKM TNPUTHIYEHHS KCAaHTMHOKCHJa3u (edyKcocTaToM Moxke
CHPUYMHUTH MIABUILEHHS KOHLIEHTpallli MepKanTONypHUHY/a3aTiONpUHY B IUIa3Mi KPOBI, 110 MOXeE
MIPU3BECTH JI0 TAHKKOT TOKCUYHOCTI.

Sxmo komOiHalii HE MOXXHA YHHUKHYTH, CTaH TMallI€HTIB CIIJ PETeIbHO KOHTPOJIIOBATH.
Pexomennyetbest 3umkeHHS 10 20 % abo MeHIe monepegHbO NMPU3HAUEHOI 103U MEPKANTOIYpUHY
abo a3aTionpuHy JUIsl YHUKHEHHS MOXJIMBUX TeMaToJoriyHuX edekTiB (auB. po3ain «B3aemonis 3
IHIIMMH JIIKapChKUMU 3ac00aMu Ta 1HIII BUAX B3aeMOii»). [1alieHTiB ciai peTenbHO KOHTPOIIOBATH,
a JI03y MEpKanTONMypHUHY/a3aTiONpPUHY TMOTPIOHO 3TrOJAOM KOPUTYBAaTH Ha OCHOBI  OIlIHKH
TeparneBTHUYHOI BIAMOBI Il Ta HACTAHHS MOKJIMBUX TOKCUYHUX €(EKTIB.

THayienmu, saxi nepeneciu mpancnianmayiro opeanis.

JocBiny 3actocyBaHHs (peOykcocTaty 1ii KaTeropii NamieHTiB HEMae, TOMY 3aCTOCYBAaHHS IpenapaTy
HE TTOKa3aHo.

Teogpinin.

OnHopaszoBe ogHOYAcHE 3acTocyBaHHS (pebykcocraty y m031 80 Mr ta Teodiminy y mo3i 400 mr He
MOKa3aJIo KOJHUX (papMakoKiHeTHUHUX B3aeMoiil. debykcoctat y 1031 80 MI MOXKHA 3aCTOCOBYBATH
OJIHOYACHO 13 Teo(iliHOM 0e3 pU3MKY MiABUINEHHS KOHIEHTpauii TeodiniHy y mia3mi Kposi. JJanux
o010 103 pedykcocrary 120 mr HeMae.

3axeoprosanns neuinku.

VY mnpoueci kom6iHoBaHOi ¢a3u Il kmiHiuHUX nocmikeHb, y 5,0 % mnaiieHTiB, SKi OTPUMYBAIN
¢debykcocTaT, crocrepiraiucs He3HayHl 3MIHM NEYIHKOBUX IOKAa3HHUKIB, TOMY PEKOMEHIYEThCS
NepeBipsATH (YHKUIOHATIBHI MEYiHKOBI IMOKa3HUKU 0 TpH3HaueHHs ¢eOykcocTary Ta MiJ 4ac
JIKYBaHHS IIPU HAsIBHOCTI MOKa3aHb.

3axeoprosants wumosuOHoI 3a103u.

Y 5,5 % natienriB, ki oTpuMyBaiu (peOyKcocTaT MPOTATOM TPUBAIOrO 4acy, CHOCTepirasocs



migsumenas TTT (> 5,5 MmkME/min) mig 9ac T1OBroCTPOKOBUX BIIKPUTHUX PO3IIMPEHHUX JIOCHTIIKEHD.
Tomy nikapcekuii 3aci® cnif 3 OOEpeXHICTIO MpH3HAYaTH MAIliEHTaM 13 MOPYIIEHHSAMH (QYHKIIi
MIUTOBHUIHOI 3aJI03H.

Jlakmosa.

Jlikapcbkuii 3aci0 MICTUTH JiakTo3y. llarieHTaM 13 pIIKICHUMHU CIIaJAKOBUMH 3aXBOPIOBAHHSIMH,
MOB’SI3aHUMHU 3 HEMEPEHOCHMICTIO TaJIaKTO3H, HEIOCTATHICTIO JiakTa3u Jlamma abo MmopylieHHSM
BCMOKTYBaHHS TJIFOKO3M/TAIaKTO3H MpernapaT He MOKa3aHHi.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooro.

Bacimuicmeo

OOmexxeHuit 70CBig 3acTocyBaHHs (pedykcocTaTy MmiJ 9ac BariTHOCTI CBIAYUTH NPO BiACYTHICTh
HECHPUSTIUBOTO BILUIMBY IMpenapaTry Ha repedir BariTHOCTI Ta 3J0POB’S II0/1a/HOBOHAPOIKEHOr0. Y
X0l JOCHIKeHb Ha TBapHHAaX He OyJ0 MOMIYEHO HOTo mpsiMoro abo HempsMOro MoOIYHOTO BILTHBY
Ha 1epedir BariTHOCTI, PO3BUTOK eMOpioHa/muiofga Ta mepeOir mosoriB. IloTeHmiHUN pU3UK ais
moanHu HeBinomuid. debykcocTaT He CIlij] 3aCTOCOBYBATH i1 Yac BariTHOCTI.

Ilepioo 200ysanns 2pydoio

HeBinomo, um mponukae ¢ebykcocrar y rpyaHe MOJOKO JOAMHU. JlOCHiIKeHHsS Ha TBapWHaX
MoKasany, mo GedykcocTaT MPOHUKAE y TPYJHE MOJIOKO Ta BHUSBIISIE HETaTUBHUIN BIUIMB Ha PO3BUTOK
HOBOHAPOJ/DKCHUX, SIKMX TOAYIOTh IIMM MOJIOKOM. PH3MK MOTparuisiHHS IpenapaTy B IpyIHE MOJOKO
He Moxe OyTH BUKIIOUeHU. PedyKcocTaT He Ciijl 3aCTOCOBYBATH Y MEPioJ TOAYBAHHS IPYAITIO.
DepmunvHicmo

HocaimxenHss pepTUIbHOCTI HA TBapuHaX y 11031 48 MI/Kr/mo0y He BUSBWIM 3aJI€KHOCTI MOOIYHUX
peaktiit Bix nosu. Jlis npemaparty JlikBecTias® Ha penpoayKTUBHY QYHKIIIO JTIOIHHN HEBiOMA.

30amuicms enausamu Ha WEUOKICMb peaxkyii npu KepyeamHi A8MOMPAHCNOPMOM ab0 [HWUMU
Mexarnizmamu.

Bynu noBigomiieHHS PO PO3BUTOK COHIIMBOCTI, 3alIaMOPOYEHHS, APECTE3iil Ta MOPYIIEHHS YiTKOCTI
30py Ha THi 3acTocyBaHHs (ebykcocrary. ToMy HamuieHTam, sKi 3acTOCOBYIOTh npenapar Jliksectis®,
PEKOMEHAYETbCs OyTH OOEpEeXHHM IpH KepyBaHHI aBTOTPAHCIOPTHUMH 3acobamMu Ta poOOTi 3
IHIIMMHU MeXaHi3MaMH JI0 TOTO 4acy, TOKM BOHU He OyAyTh BIIEBHEHI Y BiJICYTHOCTI BUIlI€3a3HAYCHUX

MOOIYHUX SBUIL IIpErapary.

Cnoci6 3acmocysannsa ma 0o3u.

[lo3yseanns

Ilooaepa.

PexomenjioBana jo03a npenapary Jliksectis® cramosuth 80 Mr 1 pas Ha 100y HepopaibHO,
HE3JIC)KHO BiJl BYXUBAHHS 1K1, SIKIII0 KOHIIEHTpAIlisi CEY0BOT KUCIOTH B CHPOBATII KPOBI MEPEBUIIYE 6
Mr/mn (357 MKMOb/1T) micns 2—4 THXKHIB JTIKYBaHHS, CJIiJ| PO3IJISHYTH IiJBUIIEHHS O3 IpenapaTy
Jliksectia® o 120 mr 1 pa3 Ha 100y. EQekT nikapchkoro 3aco0y BUABIAETHCA TOCUTh MIBHIKO, LIO
pPOOUTH MOKJIMBMM IOBTOPHE BM3HAYEHHS KOHIIEHTpALli CEUOBOi KUCIOTH 4epe3 2 THKHI. MeToro
JIKYBaHHSl € 3MEHIICHHsI KOHIEHTpallli ceyoBOi KUCIOTH Ta MIATPUMKA ii Ha piBHI MeHIIe 6 MI/Ii
(357 mxmomnb/1).

TpuBanicTs npod1IaKTUKK HaMa/iB OJAarpu CTAHOBUTH HE MEHINE 6 MICSIIIB.

Cunopom nizucy nyxaunu (CJIII).
PexomennoBana nosa mnpenapary JlikBecTis
HE3aJIeXKHO BiJ BXKUBAHHS 1XKi.

3actocyBaHHs mnpemnapary JlikBecTiss™ CIiJ po3MOYMHATH 3a JBa JHI JO MOYATKy ITUTOTOKCHYHOI
Teparii 1 MpOJIOBKYBaTH IIOHAMMeHIIe 7 110, OHAK TPUBAIICTH Teparmii MOKHA TIOJIOBXUTHU 10 9 110
BIJIMIOB1/THO JI0 TPUBAJIOCTI XiMiOTeparii Ta KJI1HIYHOT OIIHKH.

Iayienmu nimHb020 IiKY.

Jiis 1i€ei kareropii nmaii€HTiB KOPEKIis 03U He NOTpiOHAa.

Hupkoea neoocmamuicmeo.

VY nmauieHTiB 3 TSHKKUM MOPYIIEHHSIM (QYHKIIT HUPOK (KiipeHc kpeaTuHiny <30 Mi1/XB) €(eKTUBHICTh
Ta Oe3rneka 3aCTOCYBaHHS JIIKapChKOro 3aco0y BUBYEHI HeAOCTaTHHO. llamieHTaMm i3 MOpyLIeHHSIM
(GyHKIIT HUPOK JIETKOro ab0 MOMIPHOTO CTYIEHs KOPEKIIisl 1031 He MOoTpiOHa.

® cranopute 120 mMr 1 pa3 Ha 100y IIepopanbHoO,

®



Ileuinkosa neoocmammuicmeo.

HocnipkenHss epekTUBHOCTI Ta Oe3meku (edyKkcocTary y Mali€HTIB 3 THKKOI IE4iHKOBOIO
HenoctatHicTio (kiac C 3a mkanoro Yaitnna-I1"10) He mpoBoausocs.

[Momarpa. ITpu mopymieHH1 GyHKIIT IEYiHKY JIETKOTO CTYIEHSI PEKOMEHI0OBaHa 71032 CTAHOBUTH 80 MT.
JIocBia 3acTOCYBaHHsI JIIKapCHKOTO 3aco0y MpW MOPYIICHHI (PYHKIT NMEYiHKA MOMIPHOTO CTYIICHS
0oOMEeKeHU.

Cunapom mizucy nyxauau (CJIII). I3 omopHoro nmocmimkenns ¢aszu I (FLORENCE) Oymwm
BHUKJIFOUEHI TUTBKU CYO’ €KTH 13 MEUYIHKOBOIO HEIOCTATHICTIO TSIKKOTO CTyreHs. J[nsi marieHTiB, ski
OyJIn BKJIIOUEHI B JIOCIIPKEHHS, KOPEKIis J03U y 3B S3KY 13 CTaHOM (DYHKIIiH MMEYiHKH HE MOTpiOHA.
Cnocib 3acmocysanns

Jl1st IepopabHOTO 3aCTOCYBaHHSI.

JlikBecTis® 3aCTOCOBYETBCS MEPOPATHLHO HE3ANEKHO BiJl BXKHUBAHHS 1Ki.

imu.
besneka Ta edexTHBHICTH 3acTocyBaHHA mpenapary JlikBecTis
BCTaHOBJIEHI. JlaHi 1110/10 3aCTOCYBaHHS BiJICYTHI.

® JgirsM Bikom g0 18 POKiB HE

Ilepeoosysanns.
V pasi nepeno3yBaHHA MOKa3aHa CUMIITOMATHYHA Ta MIATPUMYIOYA Teparis.

IHo6iuni peakuii.

Pestome npoghinio 6esnexu.

Hajfuactimumy noOiYHMMH —peakuisMH y KIHIYHUX JocmipkeHHsx (4072  mamieHTH, sKi
3actocoByBaiu 7103y Big 10 go 300 mr), micaspeecTpaliiHUX AOCHIKEHb O€3MeKH (IOCIHiIKESHHS
FAST: 3001 mamient, siki orpuMyBainu a03y Big 80 mo 120 mr) Ta B mporeci moCTMapKETHHTOBOTO
Harjsay y NAalli€eHTiB 3 MOAarpor0 Oyiau 3arocTpeHHs (Hamajgu) MOAarpw, MOpYyIIeHHS (QyHKii
MEYIHKH, TPOHOC, HYAOTa, TOJIOBHUH OUIb, 3allaMOpPOYCHHS, 3aJWIlKa, BHCHIIAHHS, CBEpOIK,
apTpairisi, Mianiris, OuUTb y KiHI[IBKax, HaOpsku Ta BToMa. Lli peakuii mManu, y OLIBIIOCTI BUIAJIKIB,
JETKUN Ta cepelHiil cTymiHb TshKKocTi. Ilin 9ac mocTMapKeTHHTOBOTO HArjsiay Oyiu MOBiTOMIICHHS
PO pIAKICHI BHUMAAKKM  CEpHO3HMX peaklii TrinmepyymiMBocTi Ha QeldykcocTar, Aeski 3 HHUX
CYIIPOBO/DKYBAJIMCSI CHCTEMHUMU PEAKIIISIMU Ta MPO PLAKICHI SBUIIIA PAlITOBOI CEPLIEBOT CMEPTI.

VY tabnuii 2 3a3HayeHi NoOIYHI peaklii, SKi BUHUKAJIM MPU 3aCTOCyBaHHI (hpedykcocTaTy namieHTaMu
Ta KIacudpikoBaHl TakuM yuHOM: yacTo (Bix > 1/100 mo < 1/10), newacto (Bix > 1/1000 go < 1/100) Ta
pinko (Bix > 1/10000 mo < 1/1000). Yactora pO3BUTKY IPYHTYETHCSI Ha JOCHIIKEHHSIX Ta
MMOCTMAPKETUHTOBOMY JIOCBIJII 11010 MAIIIEHTIB 13 MOAArporo.

VY KOXHIH TpyIi 3a 4aCTOTOK PO3BUTKY MOOIYHI peakiii Mpe[CTaBieHl Yy MOPSAKY 3MEHIIEHHS
CTYTICHSI TSDKKOCTI.

Tabnwms 2.
[ToGiuyni peakuii, 1mo cnocrepiranucs y (a3 3 KOMOIHOBaHUX pPO3IIMPEHUX JTOBIOCTPOKOBUX
JOCTIKEHb, MICIAPEECTPAllifHUX JOCHIKEHb O€3leKu Ta B IepioJl MOCTMapKETHHTOBOTO
CIIOCTEPE)KEHHS Y MALIIEHTIB 13 MOAArPOI0.

3 Ooky xkpoBi Ta mimdaruyHoi | Pinko
CUCTEMH [TanuuroneHis, TPOMOOIMTOIEHIS, arpaHyJonuTo3™,
aHeMmis”

3 00Ky IMYHHOI CHCTEMU Pinko
AHa(i1aKTHYHI peakuii*, rinepyyTauBICTh A0 Ipenapary™

3 60Ky EHJOKPUHHOT CUCTEMHU Heuacto
[TigBuIeHHsT PiBHSA TUPEOCTUMYIIOIOUOTO TOPMOHY KPOBI,
rimotupeos”

3 GOKy OprasiB 30py Heuacto
3arymaHeHHi 31p
Pinko

OKTI03is1 apTepii CiTKiBKH"

3 Ooky xapuyBaHHsI Ta oOMiHy | HacTo***




pEYOBUH

3arocTpeHHs (Hamaan) moaarpu

Heuacto

HykpoBuii miabGer, TimepiimiaeMisi, 3HWKEHHS aleTUTY,
301IBIIICHHS MACH TiJIa

Pinko

3HMKEHHSI MAaCH TiJ1a, Mi/IBUIIICHHS alleTUTY, AaHOPEKCis

3 60Ky NICUXIKH

Heuacto

3HMKEeHHS 110170, 0€3COHHS

Pinko

HepBo3HicTh, IpUrHiveHuii HacTpiii”, posnamm cuy”

3 OOKy HEpPBOBOI CHCTEMH Ta OpTraHiB
Gy TTSI

Yacto

l'onoBHMIt 6111k, 3aTTAMOPOYEHHS

Heuacto

IapecTesii, Temimapes, COHIMBICTB, Je€Tapris’, 3miHa
CMaKOBOT'O CIIPUUHSTTSI, TilIecTe31s, MOCIa0JICHHS HIOXY
Pinko

Ares3is”, BITUYTTS neyinus’

3 GOKy OpraHiB ciyxy Ta JabipuHTY

Heuacto
[lIym y Byxax
Pinko

Bepriro®

3 060Ky cepIieBOi CUCTEMU

Heuacto

Qi6pusLis nepeacepapb, BITIYTTs CepLUeOUTTs, BIAXUICHHS
Bix HopMu Ha EKI', 6mokama miBoi Hixkku mydka ['ica (quB.
po3ain «CUHAPOM Ji3HUCY MYXJIMHUY), CHHYCOBa TaXikKapis
(muB. po3zin «CHHAPOM Ti3HCY MyXJIHHKY), aPHTMis"

Pinko

PanToBa ceplieBa cMepTh”

3 OOKy CyAMHHOI CUCTEMHU

Heuacro

AptepianbHa  TiNEpTEH3is, MPUIUIMBH, NPUILNIUBA 3
BITUYTTSM >Kapy, KpoBoTedi (AuB. po3aia «CHUHIPOM Ji3UCY
MTYXJTUHI)

Pinko

IupkynsTopauii Konanc”

3 00Ky IuXalbHOI CUCTEMU

Yacro

3aquika

Heyacro

Bpounxir, iH(ekuli BepxHIX IUXaJbHUX LUIIXIB, 1H(EKIsA
HIDKHIX IUXaTbHUX MUIAXiB*, Kamens, puHopes”

Pinko

IMTueBMOHIsS™

3 00Ky TpaBHOI cHUCTEMU

Yacro

Hiapes™**, nynora

Hegacro

Binbe y %uBOTI, 6iTb y BepxHiil wacTuni *)uBoTta®, 31yTTSA
KUBOTa, TacTtpoe3odareanbHa  pedurokcHa  xBOopoOa,
OMIOBaHHS, CyXICTb Yy PpOTi, JAWCHENCis, 3amop, 4acTi
BHUIIOPOKHEHHS, METEOpU3M, AUCKOMMOPT y HUIYHKY abo
KMIIEYHUKY, BUpa3Ka B POTOBiH TMOPOXKHHUHI, HAOPsAK ry6”,
MaHKPEaTUT

Pinko

Tepdopallis ITyHKOBO-KHIIKOBOTO TPAKTY", CTOMATUT"

3 OOKy NEYiHKH Ta »KXOBYOBHBITHUX
[UISIX1B

Yacro
[Topymenns ¢pyHkuii nediHku™*




Heuacto

’KoBuHOoKamM’siHa XBOpoOa

Pigko

I'emarur, JKOBTSIHULIS ™, ITOIIKO[>KCHHS MEeYIHKH ¥,

XOJ'ICLII/ICTI/IT#

3 OOKy HIKipH Ta MiALIKIPHO-KUPOBOI
TKaHUHU

Yacrto

Bucunanus (y ToMy 4YMClli BUCHITAHHS 3 OUIBIT HU3BKOKO
4aCcTOTOK BUHUKHEHHS, IUB. HUKYE), CBEpOiK

Heuacto

JlepMatuT, KpONUWB’sIHKA, 3MiHa 3a0apBJiCHHS IIKIpH,
MOIIKOPKCHHS.  IIKIpW, TMeTeXii, II'SITHUCTI BUCHIIAHHA,
MakKyJIonanyjib03HI BHCUIIAHHS, NaNyJIbO3HI BUCHIIAHHS,
rimeprinpos,  anomemis, ek3zema’, epuTemMa,  HiuHa
miTauBicTh”, ncopias”, Bucunanns 3i ceepbexem”

Pinko

Tokcnunuii enigepmanbHuil HeKpomi3*, cuaapom CTiBeHca-
JxoHcoHa*, aHrioHaOpsKk™®, peakiii Ha mpenapar, IIo
CYIIPOBODKYIOTECS ~ €O03WHO(UIIEI0  Ta  CUCTCMHHMH
CUMIITOMaMU™®, TeHepali30oBaHI BHUCHUIAHHSA (Cepio3Hi)*,
excdomiaTuBHI ~ BUCHIAHHS, (OJIKYISApHI  BUCHIIaHHS,
BE3UMKYJIbO3HI ~ BUCHIIAHHS, IYCTYJbO3HI  BHCHIIAHHS,
€pUTEMAaTO3H1 BUCHIIAHHS, KOPENO/1i0OHI BUCUTIAHHS

3 00Ky OIOPHO-PYXOBOTO amapary Ta
CIIOJIYYHOI TKAaHUHHU

Yacro

Aptparis, Mianris, 6i1b y KinniBkax”

Heuacro

ApTpHT, CKEIeTHO-M s30BUH Oinb, CIAOKICTh y M’s3ax,
CyIOMH M’S13iB, CKYTiCTh M’si3iB, CKYyTiCTh Cyra00is”,
OypcuT, HAaOpAK cyrnobis”, 6ine y cimui®, ckeneTHo-M’ 43082
cKyTicTs”

Pinxo

PaGomionis*, cMHAPOM pOTapHOi MamXeTu', peBMaTH4HA
nonimianris”

3 OOKy HHpPOK Ta CEUOBUBITHUX
MIAX1B

Heyacro
HupxoBa HenocTaTHICTh, cedoKaM siHa XBopoOa, remaTypis,
nojiakiypisi,  HOpoTeiHypisd,  ypreHTHI  HO3MBH  JO

CEYOBUITYCKAaHHS, iH(EKIIil CeYOBMBITHUX NUIAXiB"

Pinko
TyOynoinrepcTuniaibHui Hepput™*

3 OOKy pemnpoayKTUBHOI cucteMu Ta | Pimko
MOJIOYHUX 3aJ103 EpexTtuiibHa aucyHKIs
3 00Ky opraHi3My 3arajiom Yacto
Habpsxu, BTomMa
Heuacro

Bine y rpymsx, BimdyTTs muckoMdopTy y Tpyasx, Oims,
cnabkicts”

Pinko

Cnpara, BifuyTTs sxapy”

JlonaTkoB1 METOAN AOCIIIKCHD

Hegacro

[ligBuieHHs piBHA aMija3d y KpOBi, 3MEHIIEHHS KiTbKOCTI
TPOMOOLIUTIB, 3MEHIICHHS KUIBKOCTI JICHKOIMTIB y KpOBI,
3MEHIIEHHS KUIBKOCTI JIIM(OLMTIB Yy KpOBIi, IiJIBUIIECHHS
PiBHS KpeaTHHY B KpOBIi, HiJABHUIIEHHS PIBHS KPEaTHHIHY Y
KpOBIi, 3HIKEHHS pPIBHS TeMOIVIOOIHY KpOBi, IiJIBUIIEHHS
pIBHS C€YOBHMHHU B KPOBI, MIABUIIEHHS PIBHS TPUIJIIEPUIIB




y KpOBi, MIABUIIEHHS PIBHA XOJIECTEPUHY B KpOBI,
3HMKEHHS reMaToOKpUTY, 1 ABUILICHHS piBHS
nakraraerigporeHasun (JII[')) y kpoBi, MigBHINEHHS PiBHA
Kaniio y kposi, migsumenns MHB*

Pinko

[ligBuieHHss piBHS TJIIOKO3W Y KpPOBi, TOJOBXKEHHS
AKTUBOBAHOTO YaCTKOBOIO TPOMOOIIJIACTUHOBOTO dYacy,
3HIKCHHSI KUIBKOCTI EPUTPOLMTIB Yy KpPOBi, ITiJIBUIICHHS
piBHS yxHOI (ocdarasu y KpoBi, MIJBHIINCHHS PIiBHSA
KpeatuHpocdokinazu y Kposi*

TpaBmu, OTpy€EHHS Ta IPOLIEAYPHI Heuacto
YCKJIaTHEHHS 3a0iii

* T1oOiuHi peakiiii, 0 CIIOCTEPIraIncs B MeXaxX IOCTMAPKETHHIOBOTO aHAIIi3Yy.

** Jliapes, o0 BHMAaraja Tepamii, Ta BIAXWJICHHA pe3yabTaTiB (YHKIIOHATHHUX Npo0 IMEYiHKH BiA HOPMH, IO
cnocrepiraiucss B pociikeHHsx ¢asu 11, po3BuBammcs yacrimie y Nami€eHTiB, SIKI OTPUMYBAJIM CYIYTHIO Teparito
KOJIXILIUHOM.

**% Jlu. po3min «D@apmaxoounamixay IMONO YACTOTH 3aroCTpeHb (HAmaliB) MOAarpw, 1o cmocrepiramucs y ¢asi 111
IHIUBITyaTbHUX PaHJOMI30BaHHX KOHTPOJILOBAHHUX JJOCIIIKEHb.

# Mo6iuni peaxIii, Mo crocTepiranucs i Yac MiCIIPeeCcTPALliHIX JOCITiIKEeHb OS3MeKH.

Onuc okpemux nooiyHUX peaxkyii.

Y Mexax MOCTMapKETHMHIOBOI'O HArIsIAy OynM TOBIIOMIJIGHHS MPO PIAKICHI BUMAAKH CEpHO3HUX
peakiiii rimepaymmBocTi Ha pedykcocrar, y ToMy uncii cuaapom CriBeHca-/[)KOHCOHA, TOKCHUHUHT
emiiepManbHU HEKpodi3 Ta aHadimaktuuyHi peakuii/mok. Cunapom CriBeHca-/[)koHcoHa Ta
TOKCHYHUH eMifilepMabHUIl HEKPOJIi3 XapaKTePU3YEThCSI MPOTPECYIOYNM IIKIPHUM BHUCHIIAHHSAM 3
OyJIbO3HUM ypPaXKEHHSIM HIKIpH 200 CIM30BUX OOOJIOHOK Ta MOJAPA3HEHHSIM CIM30BOi OOOJOHKHU OYEH.
Peaxuii rimepuyrinuBocTi Ha GeOyKcOCTaT MOXKYTh MPOSBISATHCS TAaKUMH CHMIITOMaMU: IIKipHUMH
peakuisMi, MI0 XapaKTepU3YIOThCS 1HQIIBTPOBAHUMHU MAaKyJIO-TAMYIbO3HUMH BUCHIIAHHSIMU,
TeHepaTi30BaHUMU a00 eKC(OIIaTUBHUMHU BUCHIIAHHSMH, 2 TaKOXX YPaKEHHSIMH IIKipH, HAOPSIKOM
00I1YYsl, rapsiuKoI0, FeMaTOJIOTTYHUMHU MOPYIICHHSIMU, TAKUMU SIK TPOMOOIIMTONEHIS Ta €03UHOMLITIS,
Ta YpaXXE€HHSM OKpPEeMHMX OpraHiB a0o KUIbKOX OpraHiB (Te4YiHKa Ta HHUPKH, Y TOMY 4YHCIHI
TyOyJIOIHTEePCTUIIATBHUA HEPPUT).

3arocTpeHHsl (Hamaav) MOJAarpy 3a3BUYail CIIOCTEPIrajaucs HEBIOB31 MICIs TMOYATKy JIIKYBaHHS Ta
IPOTSAroM MNEpUIMX MICALIB JIIKyBaHHSA. YacToTa HamaJaiB mojarpu 3HIKYyBajacs 3 vacom. Ilpu
3acTOCyBaHHI (PeOyKcoCcTaTy peKOMEHAYEThCS MPodiTaKTUKa TOCTPUX HAIa 1B MOJarpHy.

Cunzapowm nizucy nyxaud (CJIIT)

Pestome npoghinio besnexu

B mporeci pangomizoBaHoro, mojBiiHOro, ciinoro omopHoro aocuimxeHHs ¢aszu I FLORENCE
(FLO-01), y sxkomy mopiBHIOBamM (hedykcocTaT Ta anomypuHon (346 maiieHTiB, SIKi MiJITAFOTHCS
ximioTepanii 3 MPHUBOAY TIeMATOJIOTIYHHUX 3JIOSIKICHUX HOBOYTBOPEHb 3 IOMIPHUM a00 BHUCOKHM
pusukom CJII), Timeku y 22 (6,4 %) namieHTiB crioctepiranucs moOivyHi peakiii, a came y 11 (6,4 %)
NAI€HTIB Yy KOXHIM rpymi JikyBaHHS. binbiicTe moOIYHMX peakiiil Oynu jierkoro abo MOMIpHOTO
CTYTICHS.

Y ninmomy B mporeci gocnimkeHHs FLORENCE Oynb-skux M0OAaTKOBHX Mig03p MIOAO Oe3meKku
3acTocyBaHHs mpenapary JliksecTis® MamieHTaM 13 Tojaarpor He Oylio, 3a BHHATKOM
HW)KUYE3a3HAYCHUX TPhOX MOOIYHUX peakiliid (IuB. Ta01.2).

3 60Ky cepIieBOl CUCTEMU:

Heuacto: 6mokana niBoi HiXKkH mydka ['ica, cMHycoBa Taxikapis.

3 OOKy CYIMHHO1 CUCTEMHU:

Heuacto: kpoBoTeui.

[ToBiAOMJIEHHS PO MiJI03PIOBaH1 NOOIYHI peakiii

[ToBimomieHHs Mpo MOOIUH1 peakii micis peecTparii JikapchbKoro 3aco0y Mae BaxJuBe 3HaueHHs. Le
Ja€ 3MOTY MPOBOJUTH MOHITOPUHI CIIBBIJHOUIEHHS KOPUCTH/PU3UK MPH 3aCTOCYBaHHI IIHOTO
JiKapchbKoro 3aco0y. MeauuHuMm Ta (papManeBTUYHMM IMpalliBHUKaM, a TaKOX MallieHTaM abo ix
3aKOHHUM TIPEJICTaBHUKAM CII1]] TIOBIJJOMJIATH PO YC1 BUITAJIKU TiJ03PIOBAaHUX MOOIYHUX PEAKIIN Ta




BIICYTHOCT1 €(DEKTHBHOCTI JIIKAPCHKOTO 3aco0y dYepe3 ABTOMaTH30BaHY iH(OpMAIIHHY CHCTEMY 3
(dapmakoHarisiay 3a nocuinanssM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 3 poxu.

He 3acTocoByBaTi npenapar miciist 3aKiH4eHHs] TEPMIHY MPUIATHOCTI, 3a3HAYEHOT0 Ha YIaKOBIII.

YMoBHu 30epiranus.

JlaHuii TiKapChbKUM mpenapar He noTpelye crenialbHUX YMOB 30epiraHHs.
30epiraTy y HEIOCTYITHOMY JJISL IITEH MiCIIi.

Ynakoska. [To 14 Tabnerox y 6xictepi. 1o 2 abo 4 Gaictepu y mayii.

Kareropis Biamycky. 3a perientom.

Bupoonuk. AT «®apmak» (BupoOHuITBO 3 npoaykiii in bulk ¢ipmu-Bupodnuka Jxenedpapm C.A.,
I'pemis).

Micue3naxo/:keHHs1 BHUPOOHMKA Ta HOro agpeca Micusi NPOBa/zKeHHS TisIbHOCTI.
VYkpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

Jara octannboro neperisay. 29.01.2024.



