COOTBETCTEBYET 3KCTNEPTHOMY OTHETY

ot 12.09.2025 N2 23035

(MOCNEOOBATENEHOCTE 0002)

NHCTPYKLMA
10 MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

IHoxarpym

PerncrpanuoHHbiii HOMep:
Toprosoe naumenoBanue: [logarpym
MexayHapoaHoe HemaTeHTOBAHHOe HaMMeHOBaHue: (pedykcocTaT

JlekapcTBenHasi popma: TabIeTKH, NOKPHITHIE TUIEHOYHON 000JI0UKOH

Cocras:

1 Tabnerxka 80 Mr conep:kur:

Jeticmeyrowee seujecmeo: pedykcocrat — 80 mr

Bcnomozamenvuvie gewyecmesa: makto3sl MoHOruapar — 76,50 Mr, KpockapMesio3a HaTpus, TAII A
— 25,00 mr, ruapokcunponmineuitoiao3a — 12,00 mr, maraus creapar — 2,50 Mr, KpeMHHST TUOKCHUL
KOJUUIOMJTHBIN 0€3BOHBIN — 2,50 MT, 1Ie/UTi05I03a MUKpOKpHUCcTaimudeckas — 10 500,0 mr.

Obonouxa: Omanpait 1l 85F220154 sxentorit — 12,80 Mr, cocTaB 00070YKH: TTOJTMBUHUIOBBINA CITHPT
YaCTUYHO TUAPOJM30BaHHbIA — 5,12 mr, makporon 4000 — 2,59 wmr, tanek — 1,89 mr, Tutana
JTUOKCHUI — 2,88 MT', KpaCUTENb KeJe3a OKCUT KenThiil — 0,32 mr.

1 TaGuaerka 120 mMr cogep:KuT:

eticmeyrowee seugecmeo. pedbykcocrar — 120 mr

Bcnomocamenvnuvie sewjecmsa: naktospl Monoruapar — 114,75 mr, kpockapMmeiio3a HaTpus, TUI A
— 37,50 mr, ruapokcunponuineuitoiao3a — 18,00 mr, maraus creapat — 3,75 Mr, KpEMHHST TUOKCHU]L
KOJUIOMJTHBIN O0€3BOAHBIN — 3,75 MT, IIEJUTI0JI03a MUKPOKpHUCTAIITHYecKas — 710 750,0 mr.

Obonouxa: onaapait 1l 85F220154 xentorit — 19,20 mr, coctaB 0007104YKHU: MOJTUBHHUIOBBIA CIIUPT
YaCTUYHO THAPOJM30BaHHbIA — 7,68 mr, makporoa 4000 — 3,88 wmr, taibk — 2,84 Mr, TuTaHa

nuokcua — 4,32 Mr, KpacUTeNb xKeje3a OKCUI KeaToid — 0,48 mr.

Onucanmue:

Hozupoexa 80 m2

prrJ'ILIe JABOSKOBBIITYKIJIBIC Ta6J'IeTKI/I, ITOKPBITHIC IJICHOYHOM 000JI0YKOit JKCIITO-OPaHKEBOI'O
OBC€TA, Ha H3JIOMC BHIHA 000JI0YKa " AAPO 0elloro MJIM IOYTH OElIoro OBCTA. I[OHYCKaeTCSI
HC3HAYUTCJIbHAA MIEPOXOBATOCTDb IIOBECPXHOCTH.

Hoszupoexa 120 m2

HpO,Z[OJ'IFOBaTLIC JABOSAKOBBIITYKJIBIC TaOJETKH C pHCKOﬁ Ha OJHOU CTOPOHEC, MOKPLITLIC IUICHOYHOM

000JI0YKOH JKCIITO-OPAHKCBOTO IBETA, HA M3JIOMC BHUJHA 000JI04Ka U AAPO 0eJIoro WM IMOYTH
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

dapmakoTepaneBTHYeCcKasi TIpylma: [POTUBONOJArpUYECKHE  Ipernaparbl;  Ipernaparsl,

MHTUOUPYIOUINE CHHTE3 MOYEBOM KHCIIOTHL.

Kon ATX: M04AAO3.

dapMaKoJIOrHyecKue CBOMCTBA
DapmakoounHamuka

MexaHu3M AelCcTBUS

MoueBasi KACIIOTa SBJISIETCS KOHEYHBIM MPOIYKTOM IIYPUHOBOTO OOMEHA B OpraHM3Me 4YejoBeKa,
oOpa3yromuMcsi B pe3yinbTaTe KacKajJa peakiuid THIIOKCAHTUH — KCAaHTHH — MOYeBas KHCIOTA.
debykcocTar SBIASETCS TMPOU3BOTHBIM  2-apuiTHa3ojda M TPEACTaBiIseT COO0OM  CHIIBHBIN
HEMYPUHOBBIA CENIEKTUBHBIM WHTHOMTOP KCAaHTHHOKCHAA3bl (KOHCTaHTAa MHTHOMPOBaHUS in Vitro
coctaBnsier MeHee | HM). depMeHT KCaHTMHOKCHA3a KaTaJlU3UpyeT JIB€ CTaJWU MYPUHOBOTO
oOMeHa: OKHCJICHHWE THIIOKCAaHTHHA 10 KCAHTHHA, a 3aTeM OKHWCIIEHHE KCaHTHHA 10 MOYEBOM
KHCJIOTBI.

B pesynbpTaTe cenexkTuBHOro MHrHOMpoBaHUS (PeOYyKCOCTATOM KCAHTHHOKCHIA3bl (OKHUCICHHOW H
BOCCTaHOBJICHHOW (OpPM) MPOUCXOJUT CHUKEHHE KOHIIEHTPAIMM MOYEBOM KHCJIOTHI B ILIa3Me
KpOBH.

B TepameBTMuUeckuX KOHIEHTpanusx ¢edykcocTar He UWHTHOUpyeT JApyrue (epMeHTHI,
y4acTBYIOIIME B MeTaboju3Me MYpUHOB WIM MNHUPUMUIUHOB, TaKue KakK TyaHHHJE3aMUHAa3a,
TUIIOKCaHTUHTyaHUH(pochopubdozunTpanchepasa, opotardochopudozmnrpanchepasa,
opotuauHMOHOGochaTaekapOoKcHIaza Uiy MypuHHyKIeo3uadocdopuasa.

Kinanueckas 3¢ dekTBHOCTD ¥ 0€30I1aCHOCTE

Ilooaepa

O¢ddextuBHOCTh pUMeHeHUs1 (pedykcocTaTa Obljla MOATBEPKIEHA B TpeX 0a30BBIX KIMHHUYECKUX
uccinenoBanusax 3 ¢assl ¢ yuactuem 4101 manuenTa ¢ runepypukeMuen U noaarpoil (ucciuenoBaHus
APEX, FACT u CONFIRMS).

B kaxaom u3 »THX wuccnenoBaHui 3 ¢aspl nmpuMmeHeHue ¢(edykcocTara MPHUBOIWIO K Oojee
3¢b(GEeKTUBHOMY CHI)KCHHMIO KOHIIEHTPAlMM MOYEBOW KHCIOTHI M TOJACPKAHUIO €€ Ha IIEeJIECBOM
YpOBHE B IIa3M€ KPOBU IO CPABHEHHIO C AJLTOMYPHUHOJIOM.

[lepBuunoit koneuHoil Toukoil B uccieaoBanusix APEX u FACT sBasnace A0 MallMeHTOB, y
KOTOPBIX Ha MPOTSHKEHUH TMOCIEAHUX TPEX MECSIEB KOHIICHTpAIMs MOYEBOW KHUCIOTHI B IIa3Me
kpoBu Obuta MeHee 6,0 mr/mn (357 mxmonb/n). B nmomonaurensHOM uccnenoBannun CONFIRMS
MEePBUYHON KOHEYHOW TOUYKOHM SIBJISLIACH JIOJSI TMAIMEHTOB, Y KOTOPBIX KOHIIGHTPAIHMsI MOYEBOMN

KHCJIOTHI B IIJIa3ME€ KPOBU ObliIa McHEE 6,0 MP/,Z[J'I Ha 3aKJIIOYUTCIIBHOM BHU3HUTC.
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ucciedosanuil)

B wuccnenoBanumu APEX »sddekruBHOCT, (PebykcocTaTa wuccienoBaiach |y IMalUEHTOB C
HapylmeHneM (QYHKIMH NOoYeK (KOHLEHTpalus KpeaTMHHWHA B Iiasme KpoBu > 1,5 mr/mn u < 2,0
Mmr/mi). B rpymme gebykcocrara nepBudHass KOHEUHAs TOYKa ObUIa MOCTUTHYTA y 44 % TaIMeHTOB,
nosryqaBmux (gedykcoctar B 103e 80 Mr ofuH pa3 B cyTkH, y 45 %, noxydaBmux 120 mr oauH pas
B cyTku U y 60 % mammeHToB, moiy4aBmux ¢edykcoctat B mo3e 240 Mr oaWH pa3 B CYTKH B
cpaBuennu ¢ 0 % B rpynne amutonypunosia (100 Mr omuH pas B CyTkH) u rpynme miarebo. [Ipu
9TOM KJIMHUYECKH 3HAYMMBIX Pa3IMUUi B CHIDKEHUM CBHIBOPOTOYHOM KOHIICHTPALIUM MOYEBOU
KHCJIOTBI B TPOIEHTaX y 3J0pPOBBIX JOOPOBOJBIEB OTMEUEHO HE ObLIO, BHE 3aBUCHMOCTH OT
(YHKIIMOHATIBHOTO cocTosiHUS movek (58 % B rpynmne ¢ HopManbHOHM ¢QyHKuMeld noyek u 55 % B
IpymIe ¢ HapylieHneM (pyHKIUY oYeK TsKenol crenenu Tsokectn). B uccnenosannun CONFIRMS
OBLIT TIPOBE/ICH MPOCNEKTUBHBIA aHAJIU3 JTAHHBIX MAIMEHTOB C MOJArpo W HapylieHueM (YHKIIUHA
MOYEK, KOTOPBIN MOKa3all, 4YTO y MAlMEHTOB C MOJArpol U MOYEYHOW HEIOCTATOYHOCTHIO JIETKOW U
cpenHeil crenenu TsxecTH (y 65 % manueHToB B MccieoBaHuu) (edykcocTaT OblT 3HAYUTEIIBHO
6osee Y3pPeKTUBEH B CHUKEHUH KOHIIEHTPAIIMM MOYEBOM KUCIIOTHI B IJ1a3Me KPOBU MeHee 6 Mr/Iy
0 CPaBHEHUIO ¢ ayuIoNmypruHOJoM B 103€ 300 mr wiu 200 mr).

Ilooepynna nayuenmos ¢ KoHyeHmpayueu Mouesou KUCIOmbl 68 niasme Kposu odonee 10 me/on
(nepeuuHas KOHeuHass MmoyKa Uccie008aHull)

HcxonHass KOHIIEHTpallMs MOYEBOW KHCIOTHI B Iula3Me KpoBu Oosiee 10 mr/mnm oTmedanach
npuom3utensHo y 40 % mnanueHnTtoB, BkIroYeHHBIX B uccienoBanus APEX u FACT, B oOmei
cinoxHoctd. Cpenu 3THX NAIUEHTOB IEpBUYHAs KOHEYHAs TOYyka (KOHIIEHTpalus MOYEBOM
KHCIIOTBI MEHee 6 Mr/min B mociaeaHue 3 Bu3HWTa) Obuia jgocturHyra y 41 % manueHTos,
npuHUMaBIIKX ¢edykcoctar B 1o3e 80 Mr oauH pa3 B cyTkH, y 48 % ManueHToB, MPUHUMABIINX
bebdykcocTart B 103¢ 120 Mr oiuH pa3 B CyTKU U 'y 66 % manueHToB, MpUHUMAKIMUX GedyKcocTar B
no3e 240 Mr oauH pa3 B CyTKM B CpaBHEHMM C¢ 9 % B rpynmne naiueHTOB, MPUHUMABIINX
AIIOMYPUHOI B 103ax, cocTaBisiromux 300 win 100 mr oaun pa3 B cytku u 0 % B rpymre miamedo.
[To ganubiM ucciaenoBanuss CONFIRMS, noss manueHTOB ¢ MCXOJHOM KOHIIEHTpalMe MO4YeBOU
Kucnotel Oosiee 10 Mr/mi, [AOCTUTIIMX TEPBUYHOW KOHEUHOM TOukH A((HEKTUBHOCTU
(KOHIIEHTpaIisl MOYEBOI KUCIOTHI MeHee 6,0 MI/am Ha mocneaHeM BU3UTe) coctaBuna 27 %, ans
NaIMeHToB, noiydaBmux QelOykcoctar 40 Mr oauH pa3 B cyrku, 49 % i1 NalMEeHTOB,
noJsryqaBmux ¢edykcocrat 80 Mr onuH pa3 B cyTku, U 31 % g nmauueHToB, noiaydasmux 300 mr
unu 200 M aJuIonyprUHOJIa OJIMH pa3 B CYTKHU.

Iayuenmsi, HydcOaswiuecs 6 JaeYyeHuu OCmpo20 HPUCMYNA nooazpvl (KIUHUYECKUe UCcXoobl)
UccnenoBanne APEX: B Tedyenuwe 8-HemenpbHOro MPOQHUIAKTUYECKOTO TIEpUoAa B TpyIIe

MAIMEeHTOB, NpUHUMAaBIIUX (GedykcocTar B 03¢ 120 Mr B CYTKH, B JICYEHUU OCTPOTO MPUCTYIA
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debykcoctar B no3e 80 mr (28 %), ammomypunon B go3e 300 mr (23 %) u B rpynne miare6o (20
%). B Tedyenme mpoUIAKTHYECKOTO MEPUOJAa YacTOTa Pa3BUTHsL OCTPBIX IMPHUCTYIOB MOJAarpbl
BO3pacTaja, B IMOCIEAYIOIIEM CHUXasch ¢ TeueHueM BpemeHu. Ot 46 % po 55 % mnamueHToB
MOJyJyaJld JIEYEHUE MO TOBOJY OCTPOTO MPHUCTyIa mojarpbl ¢ 8-l mo 28-10 Hexpemto. Octpbie
NPUCTYIIBI TOJArpbl B TEYECHUE IOCICIHUX 4YEThIPEX HEIeb HccienoBanus (Hemenu 24-28)
HaOmogamck y 15 % manuenToB B rpynne gedykcocrata (80 mr, 120 mr), y 14 % manueHTOB B
rpynne autonypuHoiia (300 mr) u y 20 % nanueHToB B rpyiiie mianedo.

UccnenoBanne FACT: B TeueHue 8§-HENENbHOTO MPO(UIAKTUYECKOTO Tepuoja B TpymIme
MalueHToB, NpUHUMaBIuX (edykcocraT B no3e 120 Mr oauH pa3 B CyTKH, B JICYEHUU OCTPOIO
MpHUCTYyNa Nnojarpbl HyXjaajaach OoJiblias a0Jisl nanueHToB (36 %), yeM B rpymnmnax, IpuHUMaBIINX
(debykcoctat B 1o3e 80 Mr B cyTku (22 %) u amutonypuno B go3e 300 mr B cytku (21 %). Tlocne 8-
HEJENBbHOTO NPO(UIAKTHYECKOrO IepHojJa 4YacToTa pa3BUTHUS OCTPOTO MPHUCTyNa MOJarphbl
BO3pacTajia M 3aTeM IOCTENeHHO YMEHbIIajach ¢ TeueHueM BpeMmeHu (64 % u 70 % marueHToB
MOJIyYaJld JIeYeHHE 0 TOBOAY 00OCTpeHus nmojaarpel ¢ 8-it mo 52-10 Hexaento). OcTpble MPUCTYIIBI
MoJarpsl B TEUCHHE MOCIEAHUX YEThIPEX HeNeNnb uccienoBanus (Heaenu 49—52) Habmonamucey y 6—
8 % mnanuentoB B rpymme ¢edykcoctara (80 mr, 120 mr) m y 11 % mnamueHToB B TIpyrie
amutonrypunoa (300 mr).

Pacwupennvie doneocpounvie omxpwimule uccie0o8anus

B tpexnernee uccnenoBanrie EXCEL ObuM BKIIIOUEHBI MAITMEHTHI, 3aBEPIIUBIINE HUCCIEIOBAHUE
APEX umu FACT, xotopsie npuauManu pedykcoctat B q03¢ 80 Mr uiau 120 Mr oauH pa3 B CYyTKH
iy asmonypuuod 100 win 300 Mr ouH pa3 B CyTKU. YPOBEHb KOHIIEHTPAIIMM MOYEBOM KUCIIOTHI B
1a3Me KpOBH MeHee 6 MI/Iul oAepKuBajcs 06e3 U3MeHeHH Ha PO TshKeHuu uccienoanus (y 91
% u 93 % mnauueHToB, W3HAYabHO MpUHMMAaBIIUX ¢edykcoctar B no3ax 80 mr m 120 wr,
COOTBETCTBEHHO). MeHee 4 % MalnMeHTOB HYXKJAIKUCh B JICYCHUH OCTPOTO MPUCTYIA MoJarpsl (T.e.
6onee yeM y 96 % manueHToB HEOOXOIUMOCTh B JICUEHUU MPHUCTYIOB MOJarpbl OTCYTCTBOBANA) Ha
1624 wmecsane u 30-36 mecsane. Y 46 % u 38 % mMmanueHTOB, INOCTOSHHO MPUHUMABIIMX
¢debykcoctar B no3ax 80 winu 120 Mr oauMH pa3 B CYTKH, COOTBETCTBEHHO, K 3aKIIIOUUTEIBHOMY
BU3UTY OBLIO OTMEYEHO IOJHOE HCcUe3HOBeHHE TodycoB. IlanneHTbI, 3aBeplIMBIINE y4acTHE B
JBOMHOM CJIEIOM 4-HeNeJIbHOM HCCIEeIOBaHUM pEeXHUMa JIO3UPOBAHUSA, OBUIM BKJIIOUEHBI B
nsatuietHee uccnenoanue FOCUS u monydanu ¢edykcocraT B HadaabHOH f03e 80 Mr oJiuH pas3 B
CyTKH. 62 % manueHTOB AJS MOAJECpKAaHUS 1eJIEBOTO YPOBHS KOHLIEHTPALMM MOUYEBOW KUCIIOTHI B
1a3Me KpoBu MeHee 6,0 MI/11 KOppeKLuu 1036l He TpeOoBaioch, a 38 % MalMeHTOB HYKIAJIKCh B
KOPPEKIMM J03bl s JOCTWXKEHHUS LEJIEBOro ypoBHA. /[0y NalMeHTOB Ha 3aKIIOYUTEIBHOM

BHU3UTC, Y KOTOPBIX KOHOCHTpPALIHA MOYEBOM KHCIIOTHI B IIJIa3Me KpOBH COCTaBHJIa MCHCC 6,0 MF/I[J'I
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¢debykcocrara.

IlocmpezucmpayuonHuvle 00120CPOYHbBLE UCCIEO0BAHUS

B wuccnenoBanun CARES cpaBHUBanmM HUCXOIBI CEPACYHO-COCYAUCTBHIX 3a00JEBAaHHUN MpH
npuMeHeHnH (pedykcocraTa U aJlIONypUHOJIa Y MAIlMEHTOB € MOJArpoil U cepbe3HbIMU CEPACUHO-
COCYIUCTBIMH 3a00JICBaHUSMU B aHAMHeE3€, BKIOYas MH(APKT MUOKApJa, TOCIHUTAIU3AIUIO IO
MOBOJIy  HECTAOWJILHOW  CTCHOKApAWH, TMPOIECAYPY KOPOHAapHOW wWiH  1epeOpalbHON
peBacKyJIsIpU3alMy, WHCYJIbT, MpPEXOAslliee HApPYyLIEHUE MO3rOBOIO KpOBOOOpAIIEHUS IO
UIIEMUYECKOMY THUITY C TOCHUTANIM3alMen, 3a001eBaHe MepUPepuIecKuX COCYI0B WM caXapHbIi
nraleT ¢ MpU3HaKaMyd MUKPOAHTHOIATUHM WM MakpoaHruomnatuu. s noctmwxenus yposusa MK B
CBIBOPOTKE HIDKE 6 MT/I1 103y edykcoctara TuTpoBaiu oT 40 10 80 Mr (He3aBHUCUMO OT (PyHKIIUU
MOoYeK), a 03y amtonypuHosa TuTpoBaimu ¢ maroM 100 mr ot 300 mo 600 Mr y manueHTOB ¢
HOPMaJIbHOW (QYHKIKEN MOYeK U MOYEYHOW HEIOCTaTOYHOCTBIO JETKOM cTeneHu Tshkectu u oT 200
710 400 Mr y marieHToB ¢ IMOYEYHON HEIOCTATOYHOCTBIO CPEIHEHN CTENeHH TshkecTu. [lepBuuHOM
KOHeUYHOM ToukoM B wuccnenoBanun CARES sBnsnoce Bpemss O NEPBOTO BO3HUKHOBEHUS
CepPbE3HBIX HEOMArompHATHBIX ceplaeuHo-cocyaucThix coObiTuii (MACE — major adverse
cardiovascular events), BxiIro4aBmux HedaTaabHbI HHGAPKT MUOKapAa, HedaTadbHBI UHCYIBT,
CepJCUHO-COCYIUCTYIO CMEpPTh M HECTAOWIbHYIO CTEHOKapIuI0 C HEOTJIO)KHOM KOpPOHApHOM
peBacKyIsipu3aIuen.

AHann3 KOHEYHBIX TOYEK (TIEPBUYHBIX W BTOPUYHBIX) OCYHIECTBISICS ¢ ucmosb3oBanuem ITT-
aHanu3a (intention-to-treat analysis), BKIIOYaBIIET0 BCEX CYOBEKTOB, KOTOpbIE OBLIH
PaHJIOMU3HUPOBAHbl U MOJYYMIIM, KaK MUHUMYM, | 1103y mpemapara, UCCIEIyeMOro C JIBOMHBIM
3acnerieHueM. Beero 56,6 % manueHTOB 3aBEPIIMIIM UCCIIEIOBAHUE TO0CPOYHO U 45 % manueHToB
HE BBITIOJIHWINA BCE HEOOXOAMMBIE B paMKaxX HCCJEIOBaHUS BU3UTHL. B oOmiel cioxkHoctu 6190
MAMEHTOB HAXOJAWINCh MOJ HaOMIOJEHUEM B cpelHeM 32 mecsiia, CpeAHsisl MPOA0IKUTEIbHOCTh
JIeYeHUs COCTaBHIIa 728 HEH AJs MalMeHToB U3 TpyIibl pedykcocrata u 719 nHelt ais nanueHToB
U3 rpymnmnel amwomypuHona. IlepBuuyHas koHeuHas touka MACE HaOmronamack ¢ 0JWHAaKOBOM
gacToToi B rpynmnax JyedeHus: ¢pedykcocrarom (10,8 % mamuenTtoB) u amnomnypunosiom (10,4 %
nanueHToB). [lpu anammuze otaenbHbIX KoMmmoHeHTOB MACE (BTOpUYHBIE KOHEYHBIE TOYKH)
94acTOTa CepJIeYHO-COCYIUCTON CMepTH Obljla 3HAYMTENbHO BhIIIE B rpymme ¢pedykcocrata (4,3 %
MalMeHToB), YeM B Tpymme amionypuHona (3,2 % mnamueHtoB). YacTtoTa Ans ApYrux COOBITUI
MACE 6p1na cxonHo# B rpymnmnax ¢gedykcocTtara U alsIoONypUHOJA, HAIIpUMep, A HedaTalbHOTO
uHpapkra muokapaa (3,6 % no cpasuenuto ¢ 3,8 % marmentos; OP 0,93; 95 % JIU 0,72-1,21),
He(daTalbHOTO HWHCYNbTa 0e3 yeranbHOro ucxoma (2,3 % mpotuB 2,3 % mMalnuMeHTOB) W JJs
HEOTJIO)KHOM peBacKylsipu3allui BCJIEACTBHE HecTabuibHOM creHokapauu (1,6 % mpotus 1,8 %

HaL[I/ICHTOB). YacroTta CMCPTH OT BCECX NPHUYHH ObllIa TaK)Ke 3HAYUTEIHLHO BEIIIC B rpymme
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(hebykcocrara, yem B rpynne awtonypusona (7,8|% npoTHs 64 Yo TRAKMCHTR, COQTBEICTBEHHO),

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

9TO OOBSACHSETCS, TJIaBHBIM OOpa30M, MOBBIIIEHHOW YacCTOTOH CEpIEYHO-COCYIAMCTON CMEPTH B
aTo# Tpynme (cM. pazaen «Ocobble ykazaHus»). YacToTa TOCHUTAIM3AIMN IO MOBOJY CEpACYHON
HEJ0CTaTOYHOCTH, TOCHUTAJIN3ALMY 110 TOBOAY APUTMUM, HE CBS3aHHBIX C MIIEMHEW, BEHO3HBIX
TPOMOOIMOOINIECKAX OCIIOKHEHHH W TOCTIMTAIM3AIMH 10 MOBOJY TPAH3UTOPHBIX HapyIICHUH
MO3TOBOTO KPOBOOOpAIEHUS M0 WIIEMHUYECKOMY THITy, OblTa comocTaBuMa aisi pedykcocrata u
ainonypunona. MccnenoBanne FAST Obulo MpOCHEKTUBHBIM, PaHAOMU3UPOBAHHBIM, OTKPBITHIM
HCCIEIOBAaHUEM CO CJICTION KOHEYHOM TOYKOHM, B KOTOPOM CpaBHUBAICA Mpouib 0€30MacHOCTH
(ebykcocTaTa W AIJIOMYypUHOJIA B OTHOIIEHUU CEPAECYHO-COCYIUCTOM CHUCTEMBI y MAIlMEHTOB C
XpOHUYECKOW THUNepypukeMuen (B yCIOBHSX, KOrJa OTJOXEHHE YpPAaTOB YK€ MPOU30LUIO0) U
(akTopaMu pUCKa CO CTOPOHBI CEPACYHO-COCYTUCTOM cucTeMBI (T.€. y nanueHToB 60 JieT u crapiie
1 KaK MUHUMYM C OJIHUM JIPYIMM (aKkTOpOM PHUCKa CO CTOPOHBI CEPIEYHO-COCYTUCTON CHUCTEMBI).
[TarueHTHl, COOTBETCTBYIOIIME KPHUTEPUSAM JJIsl Y4acTHsl B HCCIEIOBAHHU, MOJIY4add JI€UYEeHUE
QIJIOMYPUHOJIOM JI0 PaHJIOMH3alUH, U, TPU HEOOXOAMMOCTH, IPOBOINIIACH KOPPEKTUPOBKA 03Bl B
COOTBETCTBUU C KJIMHUYECKUM 3aKitoueHrneM, pekomenaanusamu EULAR u yrBepkieHHON cXxeMon
no3upoBaHus. B KoHIE BBOMHON (ha3bl ¢ MPHEMOM aJUIOMyPHUHOJIA MAIUeHThl ¢ ypoBHEM cMK <
0,36 MMomp/m (< 6 Mr/mi) WIM TOJy4Yalollue MaKCUMAJIbHO TEPEHOCHMYIO 103y HJIH
MaKCHUMAaJIbHYIO pa3pellieHHYI0 103y ajUIONypuHOJa ObUIH PaHIOMHU3UPOBAHbI B COOTHOIIEHUHU 1:1
JUTSL TIOJTydeHUs JiedeHus: (eOyKCOCTaTOM WIN aJIONMypUHOJIOM. IIepBUYHON KOHEYHOM TOYKOM
uccnenoanuss FAST Obuto BpeMsi 10 TEpBOTO HACTYIUICHUS JIFOOOTO COOBITHS, BKIIOUYEHHOTO B
COCTaBHYI0 KOHEYHYI0O Touky Paboueii rpynmbl wuccienoBareneii aHTUTPOMOOIMTAPHBIX
npenapatoB (Antiplatelet Trialists’ Collaboration, APTC), koTopas BkJItodasna: i) TOCIUTAIN3 AIHIO
mo moBoay HedaraapbHOTO HHGpApKTa MHOKapaa/octporo kopoHapHoro cuaapoma (OKC) c
MOJIOKUTEIILHON peakiueld Ha Ouomapkepsl; ii) HedaTaabHbI WHCYJBT; 111) CMEPTh BCIEIACTBUE
SIBJIGHUSL CO CTOPOHBI CEPACYHO-COCYIUCTOM cucTeMbl. llepBUuHBIA aHanW3 OB OCHOBaH Ha
MO/AXO0/Ie, YYUTHIBAIOIIEM MAI[EHTOB, MOJIY4YaBIINUX JICYCHUE.

B nenom, 6128 naruentoB Obln panaoMusupoBanbl, 3063 u3 Hux nonydanu ¢pedykcocrat u 3065
— QJIJIOMYPUHOIL.

B nepBuuHOM aHanm3e MOJy4yaBUIUX JICYCHHE MAMEHTOB (eOyKCcOoCTaT HE yCTyMall alljIoOMypUHOITY
B OTHOIIIEHHUU YaCTOThl BOZHUKHOBEHHUS MEPBUYHON KOHEYHOW TOYKHU, KOTOpas Oblila TOCTUTHYTA Y
172 manumenrtoB (1,72/100 naumeHTo-71€T), NMpUHUMAaBIIUX (ebdykcocTaT, MO cpaBHEHHUIO ¢ 241
narueHToM (2,05/100 mamueHTo-NeT), MPUHUMABIIUM aJJIOMYPUHOII, CO CKOPpPEKTUpOoBaHHBIM OP
0,85 (95 % AU: 0,70, 1,03), p < 0,001. Ananu3 nmoiy4aBIIMX JIEYEHUE MAIMEHTOB B OTHOILLIEHUU
MEPBUYHON KOHEYHOW TOYKM B MOATPYIIE MAIMEHTOB C MH(APKTOM MHUOKApIa, MHCYIBTOM WU
OKC B aHamHe3e He MOKa3aJl CyLUIECTBEHHOW pa3HHUIBl MEXAY TpYIIaMU JIEUEHUS: B TPYIIE

¢debykcocTara 6610 65 (9,5 %) MalMeHTOB, Y KOTOPHIX HAOIIOAATNCh COOTBETCTBYIONINE SIBJICHUS,
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a B rpymne amonypunona — 83 (11,8 %); ckopr eKTHpoqzﬂigqq@ﬂ.ﬁgmmgﬁfr@g:%:ﬁl/l:

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

0,74-1,42); p = 0,202.

Jleuenne ¢peOyKkcocTaToM HE OBUIO CBS3aHO C MOBBIIICHHEM CMEPTHOCTH OT NMPHYUH, CBA3aHHBIX C
CEpACUYHO-COCYIUCTOM CUCTEMOW, WJIM CMEPTHOCTUM OT BCEX NPUYMH, KaK B LEJIOM, TaKk U B
MOATPYIIE MalUeHTOB ¢ WH(papkToM MHUOKapna, uHcyasToM mwim OKC B anamnese. B menom, B
rpyIIe NalueHTOB, MOIydaBIIUX (edyKkcocTaT, ObIJIO MEHbIIe cMepreit (62 ciydas cCMEepTH OT
IIPUYMH, CBSI3aHHBIX C CEPAECUHO-COCYIUCTON cuctemoi, u 108 ciiyuaeB cMepTH OT BCEX NMPUUMH),
4YeM B IpyIIie NalueHTOB, NOIY4YaBIINX AJIOMYPUHOI (82 cityyast CMEPTU OT IPUYMH, CBS3aHHBIX C
CepJeUYHO-COCYIUCTON cucteMol, u 174 caydas cmeptd oT Bcex mnpuuuH). [lpum neueHun
(dhebykcocTaToM HaOMIOgANOCHh 00Jiee 3HAUYUTENBHOE CHIDKCHHE YPOBHS MOYEBOW KHCIOTHI TIO
CPaBHEHHUIO C JICUEHUEM AJIJIONYPHUHOJIOM.

Cunopom pacnada onyxonu

O¢ddexTuBHOCTD M Ge30maCHOCTh NMpUMeHeHUsl pedykcocTara B 103e 120 mMr mi1s npounakTuku u
JIEYEHHUs CUHAPOMA pacrnajia ommyxouu O0buti uzydeHsl B uccinegoBannu FLORENCE. ®ebykcocTar
MIPOJIEMOHCTPUPOBaA 0o0Jiee MOIIHOE U OBICTPOE CHUKEHHE KOHIIEHTpAallMd MOYEBOW KHUCIOTHI B
I1a3Me KpOBH B CPaBHEHUH C aJUIONYpUHOJOM. B mccrnenoBanue ObUIM BKIIIOYEHBI MAIUEHTHI C
reMo0y1acTo3aMu, KOTOPHIM MPOBOJMIACH XUMHUOTEpanmusi U KOTOpPble HMEIH PHUCK Pa3BUTUA
CUH/IpOMa pacrajia OIyXoJu OT YMEPEHHOTO JI0 Bbicokoro. IlanuenTtsl npunuManu gedykcocTaT B
no3ze 120 mr 1 pa3 B cyrku wiu amwionypuHoia ot 200 mr mo 600 mr B cyrku. [lepBuyHbiMuU
KOHEYHBIMU TOYKAMU SIBJSUIMCH: TUIomaab moJ kpuBod AUC MOYeBOM KUCIOTHI B IJIa3M€ KPOBH U
M3MEHEHHE KOHIEHTpAlluK KpeaTHHUHA B TUIa3Me KpOBU Ha §-il IeHb HCCIIeI0BaHus [0 CPABHEHUIO
¢ ucxomaupiM ypoBHeM. Cpennee 3HadeHMe AUC MoueBOH KHCIOTHI (MKrX4/mi) OBLIO
CTaTHCTUYECKU 3HAYMMO MeHbIe B rpymne ¢gedykcocrara. Kpome storo, B rpymme ¢edykcocrara
cpeqHee 3HaYeHHE KOHIEHTPALMU MOYEBOM KHCIOTHI B IJIa3Me KPOBHU ObLIO JOCTOBEPHO HUXKE C
NepBeIX 24 9 Jie4eHHs M TpPHU BCEX NOCIeAyoIUX u3MepeHusax. CTaTUCTUYECKH 3HAUYUMBIX
pa3nuuMii CpelHUX 3HAUYEHUW KOHIEHTpAllMM KpeaTMHWHA B TIUIa3Me€ KpOBM B TIpyMIax
(bebykcocTaTa U aJUIONMypUHOJIAa OTMEUYeHO He Obuto. I[Ipu olleHKe BTOPUYHBIX KOHEYHBIX TOYEK
4acToTa Pa3BUTHS CHHJIPOMA pacliajia OMyXoJu Mpu NpuMeHeHun (pedykcocTaTa U ayuiomypHHOIIa
CTaTUCTMYECKH HE pa3uyanack HHU 10 KPUTEpUsSM JIaOOpAaTOPHOM JMArHOCTHKH, HU IO
KIIMHUYECKUM KpUTepHusaM. YacTtoTa pa3BUTHS BCEX CUMITOMOB, BO3HUKABIIUX B NEPHUOJ JICUEHUS,
M 4acTOTa HEXeJaTeNbHbIX peakluil cocrapisiu 67,6 % npotus 64,7 % u 6,4 % npotus 6,4 % B
rpymnne ¢edykcocrara u rpyImie auionypuHoia, cooTBeTcTBeHHo. B nccnenoannun FLORENCE y
NAlMeHTOB, Yy KOTOPBIX IUJIAaHMPOBAJIOCh  NpPHUMEHEHHE  allonypuHOia,  (edykcocrar
MIPOJEMOHCTPUPOBAT 0oJiee BBIPAKEHHBI KOHTPOJb KOHIEHTPALlMd MOYEBOM KHCIOTHI IIa3Mbl
KPOBH B CpPaBHEHHH C aUIONypHUHOJOM. JIaHHBIX, MO3BOJSIOMIMX CPaBHUTH (edyKkcocTar ¢

pacOypHKa30ii, B HacTosiee BpeMs He umeercs. DPPEeKTUBHOCTh U 6e30macHOCTh GedykcocTara y
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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NAlUCHTOB C OCTPBIM CHHAPOMOM pacraja OIyXOIIM TSDKOHIQHN GTeHCHM, TN eCTH (Hanpumep, y

(RRF

MAIMEHTOB, Y KOTOPBIX OCTAJIbHBIE CXEMBI JICUEHHUS, HAIIPABICHHbBIE HA CHIKEHUE KOHLEHTpalUuu
MOYEBOW KHUCIOTHI OKa3aJIUCh HEA(P(PEKTUBHBI) HE N3YUAIIHCh.

Dapmakokunemuxa

Kaxymuiics cpeqamii nepuo noiyBeiBeneHus pedykcocrarta (T12) cocraBusieT okosio 5—8 4. [Ipu
MHOTOKpaTHOM IpueMe ¢edykcoctara BHYTph B 103ax 10-240 mr kaxzasie 24 4 KyMYJSILUH HE
OoTMeYanock. B monynsannonHbIil aHanmm3 (GapMakOKHHETHKH U (hapMaKoIMHAMUKU ObLTH BKITFOUEHBI
JTaHHbIE, TIOJYYEHHbIE B UCCIIEI0OBAaHUU C yyacTueM 211 nmanueHToB ¢ runepypukeMueii u nojaarpoi
n nosyyaBmux (ebykcocrar B go3e 40240 mr omuH pa3 B cyrku. llomydenHble
(apMakOKMHETHUYECKHE TapaMeTpbl (edykcocTara ObUIM COMOCTAaBUMBI C TAKOBBIMU Y 370POBBIX
NOOpOBOJIBIIEB, 4YTO IIO3BOJISIET CUYMTATh JIaHHBIE HCCIEIOBaHMA  (apMAaKOKUHETHKH U
(apMakoIMHAMUKHA C YYacTHEM 3J0pPOBBIX JTOOPOBOJIBIEB PENPE3CHTATUBHHIMU B OTHOLIEHUH
MOMYJISILIUY MAallUEHTOB C MOAarpoil.

AOcopOrtus

[Tociie mpuema BHYTPEL GedykcocTat ObICTPO (Tmax — 1,0-1,5 9) u xopomo (He meHee 84 % ot
NPUHATONW J103bl) BcackiBaeTcs. llociae OJHOKpaTHOrO WJIM MHOTOKPAaTHOIO IpueMa BHYTPh
¢debykcoctata B mo3e 80 mr wimm 120 mr ommH pa3 B cyTKH Cmax (edykcocTrara COCTaBIISIET
npumepHo 2,8-3,2 mMkr/ma u 5,0-5,3 MKIr/Mi, COOTBETCTBEHHO. AOCONIOTHAs OWOAOCTYITHOCTHh
(dhebykcocTaTa B (hopMe TabIETOK HE U3ydallach.

[Ipu mHOTOKpaTHOM mpHieMe BHYTpb (ebdykcoctata B no03e 80 Mr oauH pa3 B CYTKH WIH
OJHOKpaTHOM mpueme B J03¢ 120 MIr OJHOBPEMEHHO C MPUEMOM SKUPHOM mnuIM, Cmax
(dhebykcocTaTa CHIKANIaCh, COOTBETCTBEHHO, HAa 49 % u 38 %, a AUC — Ha 18 % u 16 %. Ognako
3TO HE OKAa3aJl0 BIMSHHS HA KIMHUYECKYIO 3(PPEKTUBHOCTh CHIKEHHS KOHIEHTPALUU MOYEBOMN
KHUCJIOTHI B IUIa3Me KpOBU (IIpM MHOTOKpaTHOM mpueme (edykcoctata B 03¢ 80 Mr), B CBSA3M C
3TUM (PeOyKCOCTaT MOKHO MPUHUMATh HE3AaBUCHUMO OT MpUeMa MHIIH.

Pacnpenenenue

Kaxymuiics 00beM pacnpenenieHuss B paBHOBECHOM COCTOSIHUM BapbupyeT oT 29 1 1o 75 1 mocne
npuema BHYTpb 10-300 mMr ¢debykcoctara. CTeneHb CBS3bIBaHUS C OeNKaMU IJ1a3Mbl (TJIaBHBIM
oOpa3om, ¢ anbOymuHOM) gocturaer 99,2 % u He U3MEHseTCs NpU yBeIWdeHUu A03bl ¢ 80 Mr 10
120 mr. [l akTUBHBIX METa0OJMTOB CTEMEHb CBSA3BIBAHUSA ¢ OElIKaMU IJ1a3Mbl BapbupyeT oT 82 %
10 91 %.

EI/IOTDaHCd)ODMaI_[I/IH

debykcocTar MeTa00IU3UPYETCs yTeEM KOHBIOTalluN c y4acTHEM
ypunusandocharrmoxkyponunrpanchepazsl (YAPIT) u okuciaeHus ¢ ydactueM (HepMEHTOB
cucreMbl UTOXpoMOB P450 (CYP). Bwino BeigeneHo wyerbipe (hapMakoJIOTHYECKH aKTUBHBIX

THAPOKCHUIIBHBIX MCT8.60J'II/IT8., N3 KOTOPBIX TpH O6H&py>KI/IBaIOTC$I B IUIa3MC KPOBHU YCJIOBCKA. B
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 12.09.2025 N= 23035

HUCCICIOBaAHUAX in vitro ma MHUKpOCOMAX ICHCHU ‘I@W?@EJ{SE&?}MEH@C 'F)§IEE_3]E_€EI‘HBI€

MEeTa0OIUTHl 00pa3yroTCsl MPEUMYIISCTBEHHO T1OJ BosneicTBueM u3zodepmentoB CYPIAL,
CYP1A2, CYP2C8 umu CYP2C9, Torma kak ¢ebykcocrara TIIIOKYpOHHI 00pa3yeTcs TIaBHBIM
obpa3om mox Bozaericteuem mzopepmentoB YI'T 1A1, YI'T 1A8 u YI'T 1A9.

DIMMHUHAIIS

®ebykcocTar M ero MeTaOOMUTHI BBIBOISATCS M3 OpraHM3Ma 4Yepe3 KUMIeYHHK W modkd. [locme
npuema BHYTpb 80 Mr (ebykcocTaTa, MedeHoro paguousoTonoM *4C, npubmusurensao 49 % H03bl
BBIBOJIUTCS YEPE3 MOYKHU: B HEM3MEHEHHOM BHJIe — 0K0JI0 3 %, B BUE arpuiriatokyponnaa — 30 %, B
BHJIC OKUCJICHHBIX META0OJUTOB M MX KOHBIOTaToB — 13 %, B BUAe Apyrux meradomutoB — 3 %.
[TpubnuzurensHo 45 % 1036l pedykcocTaTa BIBOAUTCS Yepe3 KUIIEYHUK: B BUJIE HEU3MEHEHHOTO
¢debdykcoctara — 12 %, auunrmokyponuaa — 1 %, OKUCIEHHBIX METa0OJIUTOB U UX KOHBIOTATOB —
25 %, npyrux meradbonautos — 7 %.

JIMHEeHHOCTE (HEINHEHHOCTB)

VY 3710pOBBIX JTOOPOBOJIBIIEB MPH OJHOKPATHOM WJIM MHOTOKPATHOM IPHUEME BHYTPh (edykcocTaTa
Cmax 1 AUC BoO3pacTaroT JUHEHHO ¢ yBEIMYEHHEM J103bI B auamnazone ot 10 mr go 120 mr, a B
muanazone 1103 oT 120 mr go 300 mr ormevaercs yBenmdeHue AUC B OoibIlei CTETICHH, YeM
MPONIOPIIHOHATIEHOE JI03€.

Tloyeynasg HETOCTATOYHOCTH

[Ipu mHOTOKpaTHOM TmpHeMe BHYTpPh (ebykcocrtara B m03¢ 80 Mr y MalMEHTOB C TMOYEYHOU
HEJIOCTATOYHOCTBIO JIETKOW, CPEIHEW WU TKENIOW CTeneHU THKECTH Cmax MO CPABHEHUIO CO
3I0pOBBIMH J0OpPOBOJIbIIAMU C HOpMalIbHOM (yHKIMEH mouek He u3MeHsuiach. CpenHee ooOiee
3HaueHne AUC ¢ebykcocTata MOBBIIANOCH NMPHOIU3UTENbHO B 1,8 pa3 — oT 7,5 MKrxu/mi y
MalMEHTOB C HOPMaIbHOUW (DyHKIIMEH ToYeK 10 13,2 MKr*x4/MJl y MallMEHTOB C TSHKEJION MOYEYHOU
HenocTaTouyHOCThI0. 3HaueHHsI Cmax W AUC  (dapMakoJOTHUECKH AaKTUBHBIX METabOJIMTOB
¢debykcocTata Bo3pacTaid B 2 u 4 pasza, COOTBETCTBEHHO. Takum 00pa3oMm, y MaIEHTOB C
MOYE€YHOM HEIOCTATOYHOCTHIO JIETKOW MITU CpPe/IHEH CTENEeHH TSHKECTH KOPPEKLUHU 03Bl Mpenapara
He TpebyeTcsl.

IleyeHOYHAs HEAOCTATOYHOCTh

[Ipn MHOTOKpaTHOM TpHeMe BHYTpb (edykcocTara B 03¢ 80 MI HE OTMEYAlIOCh CYIIECTBEHHBIX
n3MeHeHnit mokazareneil Cmax M1 AUC ¢eOykcoctata u ero MeTaOOJUTOB Yy MAIMEHTOB C
MEeYeHOYHO! HEJJ0CTaTOYHOCTHIO JIeTKOH (ki1acc A mo mkane Yaitna-ITsto (5—6 6amioB)) u cpeaneit
(xmace B no mkane Yaina-Ileto (7-9 6amioB)) cTeneHn TSKECTH MO CPaBHEHHIO C JOOPOBOJIbLIAMU
C HOpMalnpHOU (yHKIMEH nedyeHu. MccnenoBanuii y maiMeHToB ¢ MEYCHOYHON HEIOCTaTOYHOCTHIO
TsDKeNou crenenu Tsokectu (kmace C mo mkane Yaitna-ITsio (10-15 6annoB)) He MPOBOIUIOCE.

JInila moKMI0T0 Bo3pacTa




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 12.09.2025 N= 23035

Ipn mHoOrokparHoM mpueme ¢ebykcocrara BHYTPb HE QIO OEMOUCHOT BHALUMEIXT M3MGHOHMIT

AUC ¢ebykcoctata 1 ero MeTabOJUTOB Yy TMOXHIBIX MAIMCHTOB 1O CPAaBHEHUIO C MOJIOIBIMU
3JI0POBBIMU JIOOPOBOJIBI[AMH.

Hoxn

ITpu muOTOKpaTHOM HpueMe (edykcocrata BHYTPh Cmax 1 AUC ¢ebOykcocTarta y KEHIIUH ObLIH,
COOTBETCTBEHHO, Ha 24 % u 12 % Bbime, yem y myxuuH. Opnako nokazatenu Cmax u AUC,
CKOPPEKTHPOBAHHBIE [0 MAcce TeJla MalueHTa, ObUTH CXOXKHMH Ut 00enx rpymi. Takum oOpaszom,

KOPPEKLMHU JI03bI [IpernapaTa B 3aBUCUMOCTH OT I10J1a TAI[UEHTa He TpeOyeTcsl.

IMoxa3aHusi K NPUMEHEHUIO
IIpenapat Ilogarpym nokaszaH K IpUMEHEHUIO Y B3pOCIbIX B BO3pacTe oT 18 JieT.

e JleyeHWe XpOHHYECKOW THUNEPYPUKEMHUH Yy B3pOCIBIX ITalHEHTOB IIPH COCTOSHUSX,
COTPOBOXKIAIOIINXCS OTJIOKEHHEM KPHUCTAUIOB YypaToB (MpU HaIW4YUK TO(YCOB W/
MOJAArpUUECKOTO apTPUTA, B TOM YHCIIE B aHAMHE3E);

e IlpodunakTka W Jie4yeHHE THUNEPYPUKEMHUM Y B3pOCIBIX NAIMEHTOB IpPHU IMPOBEICHUU
LIUTOTOKCUYECKON XMMMOTEpANUU reMo0acTo30B C PUCKOM pPa3BUTHs CHHApOMaA pacraja

OTIYXOJI OT YMEPEHHOTO JI0 BBICOKOTO (TOJIBKO ISl AO3UPOBKHU 120 mr).

IIporuBoONOKa3aHUA

® TUIEPYYBCTBUTEIBHOCTh K (hedykcocTaTy WIM K JIOOOMY K3 BCIIOMOTATENbHBIX BEIIECTB,
BXOJILIUX B COCTAB Mpemnapara,

® [IEYCHOYHAas HEJIOCTATOYHOCTh TSDKEIOW creneHu TsokecTH (kinace C no knaccudukanuu Yaiin-
[Tp10);

e [IOYeYHAas HEJAOCTATOYHOCTH TspKemou crenenn Tsokectr (KK < 30 mi/Mun);

e JIeTCKMI Bo3pacT a0 18 1er;

e 0OepeMEHHOCTb M TMEepHOJ TPYAHOro BckapmiuBaHusi (cMm. pazgen «[IpumeHenuwe mpu
OEpPEMEHHOCTH U B TIEPUO]] TPYTHOTO BCKAPMIITUBAHHS )

® HENEepPEeHOCUMOCTh raJlakTO3bl, HEJOCTATOYHOCTh  JIaKTa3bl, TJIFOKO30-TaaKTO3HAs

MaababcopOIusl.

C 0CTOPOXKHOCTBHIO
e TICUCHOYHAs HEJOCTATOYHOCTh CpeaHell cTemeHW TspkecTH (kiacc B mo kiaccudukanuu
Yaitnn-I1s10);
® Cepbe3HbIE AIEPTrUIECKUE PEAKIIUH (PeaKliy TUIIEPYyBCTBUTEILHOCTH) B aHAMHE3E;

® Ccepbe3HOe CeplleuHO-COoCyIUCTOe 3a00sieBaHNe B aHaMHe3e (HarpuMep, HHPapKT MUOKapaa
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(MM), uHCYNBT MU HECTAOMIIbHASI CTCHOKAP/IVS ), (MOCNEOOBATENEHOCTE 0002

(R .

e 3a00JieBaHUS UTUTOBUIHOM KEIE3bl;

® OJHOBPEMEHHOE TPUMEHEHHE C MEpPKANTOMyPUHOM/Aa3aTHOIIPUHOM (MOXKET TMOBBICHTH
KOHIICHTPAIIMIO JAHHBIX BEIIECTB B KPOBU U BBI3BATH OCTPBIM TOKCHUECKUH 3D (DeKT);

® COCTOSTHHS MOCIIE TPAHCIUIAHTAIIMH OPTaHOB (OIBIT MpUMEHEeHHs (hedyKcocTaTa OTpaHudCH);

e cunjpoM Jlema-Huxana (onsiT npumeHenus pedykcocraTa OrpaHuyeH).

IIpumenenne npu 6epeMeHHOCTH U B MEPHOA I'PYIHOr0 BCKAPMJIMBAHUA

bepemeHHOCTD

B cBsi3M C HEJIOCTATOYHOCTHIO JNAHHBIX TMOTEHIMATBHBIN pHCK (edykcocraTta ISl 4YeloBeKa HE
M3BECTEH, NO3TOMY NpUMEHeHue ¢edykcocTara BO BpeMsi OEpEMEHHOCTH MPOTUBOIOKAa3aHO (CM.
paszen «I[IpoTHBONIOKA3aAHUSY).

Nwmeercss orpaHnyeHHbIN ONBIT NMpuUMEHEHHs (ebdykcocTtaTa BO BpeMsi OEpeMEHHOCTH, B XOJE
KOTOPOTO  HEONarompusTHOTO BO3JCHCTBUS HA TeUYeHHE OEPEeMEHHOCTH W  COCTOSIHHE
TUTO1a/HOBOPOXKIEHHOTO OTMEUEHO He OblI0. B mcciieoBaHusIX Ha KUBOTHBIX HE OBLTIO OTMEYEHO
IPSIMOTO U KOCBEHHOTO HEOJIAarONpUsATHOIO BO3JEHCTBMA Ipernapara Ha TeueHHEe OepeMEHHOCTH,
pa3BUTHE YMOPHOHA/TIIIONA U TTPOIIECC POJIOB.

Jlaxranus

Her naHHBIX O TOM, MpoHUKaeT ju (edyKkcocTaT B TIpylHOE MOJIOKO. B uccinenoBaHusX Ha
KHUBOTHBIX OTMEYEHO, YTO (edyKcocTaT NPOHMKAET B TIPyJHOE MOJIOKO U OKa3bIBAaeT
HeOJaronpusATHOE BO3JEHCTBHE HA pPa3BUTHUE BCKapMIIMBAEMBIX JeTeHbllled. Takum obpazom,
HeJIb3sl UCKJIIOYUTh pPUCKA I IPyIHBIX fAereil. B cBaA3u ¢ 3Tum npumeHeHue Qebykcocrarta
HPOTHBOIIOKA3aHO B IIEPHOJI TPYJHOTO BCKapMiIHBaHus (cM. paszaen «IIpoTHBOmoOKa3aHus»).

DepTUabHOCTH

B uccrnenoBaHusix penpoayKTUBHOW (DYHKIIMU Yy KMBOTHBIX MpU HpuUMeHeHuu Qedykcocrara B
no3ax 10 48 Mr/Kr/cyt He ObUIO TONy4eHO A0303aBUCHUMbIX HP B oTHOmIeHUU (QepTHUIBHOCTH.

Bnusuue (1)66YKCOCT3.T8. Ha q)epTI/IJ'IBHOCTB Yy 4CJIOBCKA HCU3BCCTHO.

Cnoco6 npuMeHeHus U 103bI
BHyTpb, HE3aBHCHMO OT BpEMEHH MPUEMa MHIITH.

Pexxum 1o3upoBaHus

Ilooaepa
Pexomentyemast HauanbHast 1o3a npenapara [logarpym cocrasisier 80 mr 1 pa3 B CyTKu.
Ecnu KoHLIeHTpaIysi MOYEBOM KUCIIOTHI B IUIa3Me KPOBU MpeBbIIaeT 6 Mr/mui (357 MKMOJIb/IT) uepes

2—4 nenenu, A03a npenapara MoxkeT ObITh yBenuyeHa 70 120 mr 1 pa3 B CyTKH.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
or 12.09.2025 N= 23035
CHIXCHHME KOHLCHTPALlMK MOYCBOM KHCIIOTEI B IUIA3ME KPQBY HarthoHe AprvoH ekt peOykeQoTaTa

MPOUCXOTUT JOCTATOYHO OBICTPO, B CBSI3M C YE€M KOHTPOJIb KOHIIEHTPAIIMM MOYEBOW KHCIIOTHI
MO>XHO IPOBOJUTH Yepe3 [BE HEIENM OT Hauaja mpueMa mnpenapata. Llenbro yiedeHus sBisiercs
CHIDKEHHE U MOJJICpKaHUe KOHIICHTPAIlMA MOYEBOM KUCIIOTHI B IUIa3Me KpoBU MeHee 6 mr/mi (357
MKMOJTB/J).

[Ipo¢mnakTuka pa3BUTHS OCTPBIX MPUCTYIOB IOJAarpbl PEKOMEHAYETCS B TeUeHHE He MeHee 6
MECSLEB.

Cunopom pacnada onyxonu

Pexomennyemas no3a cocrasisier 120 mr ebykcocrarta 1 pa3 B CyTKH.

[Ipenapar Ilomarpym creayeT HaymHATh MPUHUMATH 3a 2 JHSA JO Hadajga IMTOTOKCHYECKOU
XAMHUOTEpanuu. J[IMTenbHOCTh pUMeHeHHs mpenapata [logarpym 1oynkHa cOCTaBIsATh HE MeHee 7
naael. OHaKO POIOJKUTEIBHOCTD TEPATMU MOXKET OBITh YBEIHYEeHA 10 9 AHEH B 3aBUCUMOCTH OT
JUTUTETEHOCTH Kypca XUMHUOTEPANTAN ¥ KITMHHYECKOW OIIEHKH.

Oco0BbIe IpyIIIE MAIMEHTOB

Tlayuenmul nodcunozo gospacma

Koppeknuu no3e1 mpemapara He TpeOyeTcs.

Ilayuenmol ¢ HapyweHuem QyHKyuu novex

VYV nanueHToB ¢ MOYEYHOM HEIOCTATOYHOCTHIO JIETKOM M CPEIHEH CTENEeHU TAKECTH KOPPEKIUU
JI03bI HE TpeOyeTcsl.

Y nanveHToB C TOYEYHOM HEAOCTAaTOYHOCTBIO TSKEIOW CTENEHH TSHKECTH C  KIMPEHCOM
kpeatnanHa (KK) < 30 wmu/muH 3ddekTuBHOCT, W 0€30MacCHOCTh IpernapaTa HW3YyYeHbI
HEJ0CTAaTOYHO, B CBS3M C YeM MPUMEHEHHUE MpernapaTa y TaKUuX MalleHTOB MMPOTUBONOKAa3aHO (CM.
paznen «[IpoTuBOMOKA3aHUN).

Tlayuenmul ¢ Hapywenuem yukyuu nevexu

UccnenoBanus >¢pdekTUBHOCTH M 0€30MacHOCT MpUMeHeHHus QedykcocTtaTta y MaldeHTOB C
MEYCHOYHOU HEJIOCTATOYHOCTBIO TSkKeNoi creneHu TskecTH (kinacc C mo knaccuduxanuu Yaiina-
[Ipr0) He mnpoBOAMIMCH, B CBA3M C YeM MPHUMEHEHHE IIpernapara y TaKWX [alueHTOB
MPOTHUBOMOKa3aHo (cM. paszen «I[IpoTHBOTIOKa3aHUA).

Ilooaepa

VY mManuMeHTOB € TEYEHOYHOW HEIOCTATOYHOCTBIO JIETKOM CTemeHH TsbKecTh (kjJace A 1o
knaccudukanuu Yaina-I1et0) pekoMenyemas 103a npenapara cocrasiseT 80 mr 1 pa3 B CyTKH.
OneIT mpUMEHEHUsl TpernapaTa NpU MNEYEHOYHOW HENOCTATOYHOCTU CPEAHEH CTENEHU TKECTH
(xmacc B mo xnaccuduxarmu Yaitng-I1s10) orpanudes.

Cunopom pacnada onyxo.u
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
oT 12.09.2025 N2 23035
[Tanentam, MNPUHUMABIIMM Y4acTHE B I/ICCJIGI[OBaHl_I/m:“:w [ H{OPPCKLHH) (| ZL03bL

(debykcocTata B 3aBUCUMOCTH OT (YHKIMU TEYCHH HE TpeOoBaloOCh (B HCCIEIOBaHUE HE

BKJIIOYAJIMCh ITAIIMCHTHI C IICYCHOYHOM HEAOCTAaTOYHOCTBIO TSDKEJIOM CTEIICHH TSI)KCCTI/I).

ITo0ouHOE nelicTBUE

Pesrome mpoduiist 6€301acHOCTH

Hanbouee vacteimu HP y manmenToB ¢ moparpoii npu npuMeHeHnn GedykcocraTa 1mo pe3ylibraTam
KIMHHYECKHUX uccaenoBanmii (4072 manuenTa, npuHUMaBIInX ¢pedykcocrar B 103e oT 10 mr o 300
MT), TIOCTPETUCTPAIIMOHHBIX HccheaoBanuii 0ezonacHoctu (uccnenopanue FAST: 3001 yuacTHuk
nosyyan mnpernapar B jgo3ax or 80 Mr go 120 Mr) m mo JaHHBIM TOCTPETUCTPALMOHHOTO
HaOIOJICHUS SIBJSUIMCH: TPUCTYN MOJAArpbl, HapylleHue (YHKUUW TEeYeHHU, auapes, TOILIHOTA,
roJjIoBHasi 60J1b, TOJIOBOKPYKEHHUE, JUCITHOD, ChIIlb, 3y, apTPaJIrHs, MUAITHUs, 001 B KOHEYHOCTSIX,
OTeKH U ycTaslocTh. B OonpmimHcTBE citydaeB ykazaHHble HP xapakrepusoBanuch Jerkoil uiau
CpenHell  cTemeHblo TsKecTH. B mepuosx  MOCTPErucTpalliOHHOTO — MPUMEHEHHsS — ObLIU
3aperucTpUpoOBaHbl pelIKHe Ciiydad pa3BuUTUs cepbe3Hblx HP runepuyBcTBUTENBHOCTH Ha
(bebykcocTaT, CONMpPOBOXKIAIOIIMECS B OTAEIBHBIX CIy4asX CHUCTEMHBIMU CHMIITOMaMH, a TaKke
peIKHe Clydyad BHE3AITHOM CepeYHON CMEPTH.

Pesrome HexenaTeabHbIX PeaKIUn

Bo3moxxkasie HP pacnpeneneHbl MO CHUCTEMHO-OPraHHBIM KJlaccaM € YKa3aHUEM YacTOThl HX
BO3HUKHOBEHHsI COTJIaCHO Kiaccudukanuu BcemupHo#t opranmzanmu 3apaBooxpaHeHus (BO3):
ouenv yacmo (> 1/10); uacmo (> 1/100, vHo < 1/10); Heuacmo (= 1/1000, Ho < 1/100); peoxo (>
1/10000, vO < 1/1000); ouenr peoxo (< 1/10000); uwacmoma neussecmna (Ha OCHOBAHHH
UMEIOLIMXCS JaHHBIX OIIEHUTh HEBO3MOXKHO).

Yacrota HP ocHoBaHa Ha JaHHBIX KIMHUYECKUX MCCIEIOBAHUN M MOCTPErHCTPALIMOHHOTO OIBITA
npuMeHenus pedykcocraTa y manueHToB ¢ noaarpoid. HP, HaGmionaBimecss B KOMOMHUPOBAHHBIX
pacIIUpPEHHBIX JOJTOCPOYHBIX HCCIEAOBaHMIX (a3bl 3, MOCTPErHCTPAIMOHHBIX HCCIIEIOBaHHIX
0€30MacHOCTH U B MEPHO/I TOCTPETUCTPALIMOHHOTO IPUMEHEHHS], IPEICTaBICHBI HIKe. Hapywenus
CO CIOPOHYBL KPOSBU U TUMPDAMUYLECKOU CUCTEeMbl

Pe/ko: MaHIUTONEHHS, TPOMOOLUTONEHHS, arPaHyIOLUTO3*, aHeMus",

Hapywenus co cmopoHnvl ummynHou cucmemol

Penxo: aHadunakTuyeckue peakIUU*, peakUMW TUIEePUYyBCTBUTEIBHOCTH K IMpenapary™.
DOHOOKpuHHbIEe HapYULeHUs

HeuyacTo: MoBBIIEHHE KOHIEHTPALMH TUPEOTPOIHOIO TOPMOHA B IIa3Me KPOBH, IMIOTHpPEO3”.
Hapywenusa memabonuzma u numanus

YacTo: MpUCTYIBI MOAATPBI***,
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 12.09.2025 N= 23035

Heuacro: caxapHblii quaber, MHNCPIUINIACMUS, CHIKCHYE|QIITOTHTA,nYBOINNGHAC MAGes]) Tea.

Penxo: cHIKEeHHE MacChl Tella, TIOBBIIICHUE alllIeTUTa, AaHOPEKCHSL.

Tcuxuueckue napyuwenus

Heuacro: cHmxenne mou10, 0€CCOHHULIA.

Peiko: HEPBO3HOCTS, N0IABIEHHOE HACTPOEHHUE”, paccTpoiicTBo cHa”.

Hapywenusa co cmoponwvl nep6noii cucmemul

Yacro: roioBHast 00JIb, TOJIOBOKPY)KEHHE.

HeuacTo: mapecTesus, TeMHUIape3, COHJIMBOCTb, JeTaprus’, W3MEHEeHHEe BKYCOBOTO BOCIIPHATHS,
TUTIOCTE3MUS, TUIIOCMUSI.

Peiko: arep3us’, 4yBCTBO HKKEHHUA" .
Hapywenus co cmoponul opeana 3penus
HeuacTo: HE4eTKOCTh 3peHusI.

Peiko: OKKJIIO3Us apTepUH CETYATKH .

Hapywenus co cmoponwl opeana ciyxa u nabupunma

Heuacro: mym B ymax.

Penko: BepTuro”.

Hapywenus co cmoponwl cepoya

Heuacro: ubpuuisiius npeacepauid, ourynieHne cepaneoueHus, n3Menenuss Ha OKI', Gnokana
JIeBOM HOXKH Tydka ['mca, cuHycoBas Taxukapaus (cM. myHKT «CHHAPOM pacriaja OIyXOJIH»).
Penko: BHe3amHas cepedHast CMEpTh ™.

Hapywenus co cmoponwvl cocyoos

HeuacTo: moBbIllIeHHE apTEepHAIBHOTO JABJICHHS, «IIPUIMBBD) KPOBU K JIMILY, OIIYIICHHUE Kapa,
remopparuu (cM. MyHKT «CHHIPOM pacriajia OImyXoJm»).

Penxo: cocyaucTsiit koJntanc”,

Hapywenus co cmopoHul OvlxamenvHotl cucmemsl, Op2aHos epyOHOLL KIemKU U CpeodoCmeHs,
YacTo: IUCITHO?.

Heuwacto: OpoHXUT, HH(GEKINN BEPXHUX AbIXaTEIbHBIX MyTeH, MHPEKIUN HUKHUX JbIXaTEIbHBIX
nyteit*, kamens, punopes”.

Penko: MHEBMOHUS' .

Hapywenus co cmoponul siceny0ouno-Kuuieuno2o mpaxkma

Yacro: auapes®*, TonrHoTa.

Hewacto: Gomb B 3KMBOTe, 00db B BEPXHHX OTJeNaX JKMBOTAa”, B3IyTHE IKHBOTA,
ractpod3odareanbHas peditokcHas 00J€3Hb, PBOTA, CYXOCTh CIU3UCTON 0OOJIOUKH TMOJIOCTH PTa,
JUCTICTICUYECKUE SIBJICHMSI, 3alop, YYalleHHBIM CTyJd, METeOpHu3M, IUCKOMGPOPT B IKUBOTE,
06pa3oBaHue 3B BO PTY, OTEK I'y0”, IAHKPEaTHT.

Penko: nmepdopamnus Kel1ya04HO-KUIIEYHOIO T aKTa# CTOMaTI/IT#.
b
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
5 ot 12.09.2025 N2 23035
Hapywenus co cmopoHwvl neuenu u sHceniegbl800AUUX nymeF|OCNEOOBATENEHOCTE 0002)

(R .

Yacro: HapymeHne GyHKINU TeueHn™*.

Heuacro: xonenurunas.

Penxo: remarut, xxenryxa*, mopaxeHue nmeueHu ™, XOJIHIHCTUT .

Hapywenus co cmoponul Kodtcu 1 nOOKOINCHBIX MKAHel

YacTo: chinb (BKIIOYAsT pa3audHbIC BUbI CBIMH, YIIOMSHYThIE HUXKE ¢ 00Jee HU3KOM YaCTOTOM, CM.
HUXKE), KOXKHBIN 3y/1.

Heuacto: nepmarut, KpanuBHMIIA, M3MEHEHHUE IIBETa KOXKHU, KOXKHBIC TMOPAKEHHUS, TETEXUH,
MaKy/IspHas ChIllb, MaKyJI0-MaIyJe3Hast ChIIlb, MaMyJe3Has Chllb, TUMEPrupo3, anonemus, sk3emMa’,
SpUTEMa, HOUHAs MOTIMBOCTL', copuas”®, 3ynsmas chims”,

Penxo: TOKCHUYECKHN  SIUACPMAIBHBIA  HEKPOJIU3™, cuagpom  CruBenca-JlxoHcoHa™,
AQHTUOHEBPOTUYECKUM OTEK™, JIEKapCTBEHHAs peakius ¢ DO3WHOMUIMEH W CHUCTEMHBIMHU
cUMIITOMaMu™®, TspKeabie (OPMBI T€HEPAITM30BAHHOM ChIMU™®, 3puTeMa, SKC(POJMATHBHAS CHIMb,
GOJTUKYISApHAS  CBINIb, BE3WKYJSPHAS CHINb, IYCTYJSPHAs CBIIIb, DPUTEMATO3HAs CHIIb,
KOperno00Hast ChITb.

Hapywenus co cmoponvl mvluieynot, KOCmMHOU U COeOUHUMENbHOU MKAHU

YacTo: apTpanrus, Muairus, 601s B KOHEUHOCTH",

Hewacro: aptpuTt, ckeneTHO-MbliedHass 00Jib, MBIIIEYHAs] CIA0OCTh, CMAa3M MBbIIII, MBIIIEYHOE
HalpsoKeHHe, OYypCHT, OTeK CycTaBoB®, Gomb B CHMHE’, CKOBAaHHOCTH MBINII’, CKOBAaHHOCTh
CYCTaBOB.

Pesiko: paGnoMUONM3*, CHHAPOM CHABJIEHMS POTaTopa Iuleda”, peBMaThueckas MOIMMHUANIUS’,
Hapywenus co cmoponuvl nouex u Mmouesvlgo0sauux nymei

Heuwacro: modeyHass HEIOCTAaTOYHOCTh, HEPPOIUTHA3, TeMaTypus, MOJUIAKUYpHUS, MPOTCUHYPUS,
MIMIIEPaTHBHBIE MO3bIBbI K MOUEUCITYCKAHUIO, HH(EKIIUHM MOUYEBHIBOIAIIMX MyTeit”,

Penxo: TyOynouHntepcTuiManbHbId HepUT™.

Hapywenus co cmopoHwvl penpodykmusHotl cucmemsl U MOIOYHBIX Jicelle3

Heuacro: spexktunpHas aucyHKIus.

Obwue HapyweHus U peakyuu 8 mecme 66e0eHsl

YacTto: 0TeKH, yCTalIOCTh.

HewacTo: Goib B IpyaHON KIeTKe, 4yBCTBO AMCKOM(OpPTa B 06NACTH TPYAHOH KIETKH, 6OIb”,
HejoMoranue”,

Pejixo: sxaxa, OLTyIeHue sxKapa’.

Jlabopamopnvlie u uncmpymenmanvHvle OaHHble

Hewacro: moBbIIEeHWE B TUIa3Me€ KPOBH AaKTUBHOCTH aMWJIa3bl, JAKTaTACTHUAPOTEHA3HI,

KOHICHTpalUU KpCaTuHA U KPEaTUHNHA, MOYCBUHBI, TPUTTIMLCPHUAOB, XOJICCTCPHUHA, KaJIH, MHO#,

CHMIKCHHEC KOJIMYCCTBA TpOM6OI_II/ITOB, HeﬁKOHHTOB, HHM(bOHHTOB, I‘eMOI‘JI06I/IHa, TréMaToKpuTa.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 12.09.2025 N= 23035
Peako: mosbluieHne B IUIa3Me KPOBU KOHLEHTPALMH TIIQKQ3B] L YUMHCHIT, AKTHEUPOBAHHOIO

YaCTUYHOTO TPOMOOIUTACTUHOBOTO BPEMEHH, CHM)KCHHE KOJMYECTBA SPUTPOIUTOB, MOBBILICHUE
aKTUBHOCTH  IIETOYHOM  Qocdarassl B  IUla3Me€  KPOBH,  IOBBIIEHHE  KOHIICHTPALUU
KpeatuH(pochOoKnHA3bI B TIa3Me KPOBU*.

Tpaemvl, unmoKcuKayuu u OCI0ACHEHUs NPoYeoyp

Hewacro: ymu6”.

* HP, naOnroaBInecs B IEPHO/ MMOCTPETHCTPAITHOHHOTO HAOFOICHUS.

** Bo3HHMKaOIMe BO BpeMs JICYeHHS HEWH(EKIIMOHHAs auapes W HM3MEHEHHs IoKa3arenen
(YHKIIMOHAJIBHBIX MPOO MEeYeHH B KOMOMHUPOBAHHBIX UCCIENOBAaHUAX 3 (a3bl yallle BCTPEUaIHCh
MIPH OJTHOBPEMEHHOM MTPHUMEHEHHUH C KOJIXUITTHOM.

**% JlomodmHUATENbHAS WH(POPMALUS OTHOCHUTENBHO CIy4aeB BO3HUKHOBEHHS OCTPBIX TPHCTYIIOB
IoJarpsel B paszaene S.

* HP, BbIsIBJICHHBIE B XOJI€ TIOCTPErHCTPAIIMOHHBIX HCCIEI0BAHMI 6E30M1aCHOCTH.

Onwncanne OTACTbHBIX HEXKEIIATSIbHBIX PEaKITAMN

B nmepuon MOCTpEerMcTpallMOHHOTO NPUMEHEHUS MMEIW MECTO peIKue COOOLIEeHUs o
BO3HMKHOBEHUHU cepbe3Hbix HP rumepuyBcTBUTENbHOCTH Ha (edyKkcocTaT, BKIOYAs CHHIPOM
CruBenca-J[>koHCOHA, TOKCHYECKHUU SIUIECPMATBHBIA HEKPOJN3, aHa(DHIaKTHYECKUE PEAKIUU H
IIOK.

Cungpom CtuBeHca-/[PKOHCOHA M TOKCHYECKHM SNUACPMAIBHBIM HEKPOJIU3 XapaKTepU3YIOTCS
BO3HUKHOBEHHUEM MPOTPECCUPYIOLIEH KOKHON CBHIIU B COYETAHUM C OYJIC3HBIM MOPAKEHUEM KOKHU
WIN CIIM3UCTBIX, a TAaKXKe pa3ipakeHueM Iia3. Peakiuu runepuyyBCTBUTEIBHOCTH Ha (hedykcocTaT
MOTYT TaKXe MPOSBIATHCSA CIEAYIOIUMU CUMITOMAaMHU: KOXKHBIE PEAKIHHU, XapaKTepU3YIOIIHecs
MHOGWIBTPATUBHBIMU MaKyJj10-HamyJ1e3HbIMU BBICBIIIAHUSAMU; reHepaIn30BaHHas WIN
9KC(OJIMATUBHAS ChlIIb, & TAKXXE KOXXHbIE NOPaXXKEHMsI, OTEK JIMLA, JIMXOpPaJKa, HapyLIeHHUs CO
CTOpPOHBI OPraHOB KpPOBETBOPEHUS, TaKHME€ KaK TPOMOOLMTONEHHS M HO03MHOPHUIUS, a TaKkKe
BOBJICYEHHE  OJIHOIO  WJIM  HECKOJIbKMX  OpraHoB  (I€YeHM W IO0YeK,  BKIJIIoYasd
TyOyJIIOMHTEPCTUIIUANBHBIN HEPPUT).

IIpucmynel nooaepoi

[TpucTynel nojgarpsl 0ObIYHO HAOIOAAIOTCS BCKOpE IMOCIe Hadana nmpuMeHeHus ¢edykcocTara U B
TEYeHHE TMEepBbIX MECALEB Tepanuu. B mocienyroomeM dYacToTa MPHCTYINOB CHIXKAETCS.
PexomentyeTcst NpoBOAUTE MPO(PUIAKTUKY PAa3BUTHS OCTPHIX HPUCTYIIOB MOJIArPhl.

Cunopom pacnaoa onyxonu

B uccnenoannn FLORENCE, cpaBuuBaBieMm 3¢ ¢extsl (edykcocrata u amionypunona (346
MAIMEeHTOB, MOJYYaBIIUX XMMHUOTEPAIHIO 10 TMOBOAY reMO0JaCTO30B U UMEIOIINX PUCK PAa3BUTHUS
CHHJIpOMa pacrajia OIyXoJId OT YMEPEHHOro 10 Bbicokoro), HP Oblmu oTMeueHs! y 22 manueHTOoB
(6,4 %), a umenHo, y 11 nauuentos (6,4 %) B ka0 rpymme JedeHus. B 6onbIIMHCTBE ciaydyaeB
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
o1 12.09.2025 N= 23035

HP xapaktepn3oBaiCh JIETKOW WJIM CPEIHEN CTEIEHBIO TAPRROTH| @JISWEFI MCKTTFOHEHHCMITPEeX

HP, yxazannwsix nuxe, uccinegoBanne FLORENCE He BBISBUIO Kakux-aub0 0COOEHHOCTEH
npoduiis 6e3omacHocTr pedykcocTaTa B IOTOTHEHHE K TAKOBOMY TIPH MOAArPeE.

Hapywenus co cmoponst cepouya

Heudacto: 6rokana neBoit Hoku mydka ['mca, CHHycoBasi TAXHKapAUs.

Hapywenus co cmoponsi cocyoos

Heuacro: remopparun.

Ilepeno3upoBka

[Ipu nepeno3upoBke npenapara MokazaHa CUMITOMaTHYECKAasl U MOAJIEPKUBAIOIAs TEpaIusl.

B3aumopeiicTrBue ¢ APYIrUMH JEKAPCTBCHHLIMHU CPEACTBAMU

MepKarnTonyprH/a3aTHOIIPHUH

C yueroM MexaHu3ma JeiictBus  (ebGykcocrara, OCHOBAaHHOTO Ha  MHTHOMPOBAHUU
KCAaHTHHOKCHJA3bl, OJHOBPEMEHHOEC TIPHUMCHECHHWE He peKkoMeHayercs. HruOupoBaHme
KCAaHTHHOKCHIa3bl  (pedykcocTaTOM MOXKET TPHBOJUTH K  TOBBIMICHUIO  KOHICHTPAIIUU
MEpKanToIlyprHa, a3aTUONPHHA B IJIa3Me KPOBU U YCUJICHUIO X MUEJIOTOKCHYECKOTo JeicTBus. B
clydae OJHOBPEMEHHOTO MpHUMEHEHHUs ¢ (eOyKCOoCTaTOM 03y MEpKanTONTypHHA/a3aTHONpHHA
pekomenayercs cHu3UTh 10 20 % paHee Ha3HAYEHHOM J03bl WM HIDKE. AJICKBaTHOCTH
MPEIIOKEHHOW KOPPEKTUPOBKU JI03bl, KOTOpas Obula OCHOBaHa Ha MOJEIMPOBAaHUM U
MMUTAIIMOHHOM aHajn3e JOKJIMHUYECKHUX JIaHHBIX Ha KpbIcaX, Oblla MOJATBEPK/IEHA pe3ylbTaTaMu
KIIMHUYECKOTO HCCJIeI0BaHUs JIEKApPCTBEHHOTO B3aMMOJICHCTBHS Y 3I0POBBIX JI0OpPOBOJIBLEB,
MOJTyYaBIIUX a3aTHONPUH B a03¢ 100 Mr OTAENbHO M a3aTHONPHUH B CHIDKCHHOW no3e (25 Mmr) B
koMmOuHanmu ¢ pedykcocrarom (40 wmm 120 mr).

[{luToCTaTUKKN

HccnenoBanuii eKapcTBEHHOTO B3auMoOJEWCTBUsL ¢edykcocTara M IPYTMX LHUTOTOKCHYECKHX
XMMHOTEPANEeBTHUECKUX MpenapaToB He MpoBoauiIock. Het nanubIx o 6e3omacHoctu (hedykcocraTa
B g03¢ 80 MI MpU MPOBEIECHUU XUMHOTEPANUU APYTUMHU LUTOTOKCUYECKUMU JIEKaPCTBEHHBIMU
npemnapaTamMu. B omopHOM Hcciae1oBaHUM CUHIPOMa pacmajia onmyxoiu ¢pedykcoctat B go3e 120 mr
©KeHEBHO Ha3HA4YaJCs TMalMeHTaM, MPOXOMASIIUM HECKOJIBKO CXeM XHMHOTEpamuu, BKI0Yas
MOHOKIIOHaNIbHBIE aHTuTena. OAHaKo JieKapcTBeHHbIEe B3aumoeiicTBus (drug-drug interactions) u
ocobeHHOCTH neiicTBusl dedykcocTtara Ha (one 3aboneBanus (drug-disease interactions), B 3TOM
WCCIIEIOBAaHUH HE M3YYalNCh. B CBS3M ¢ 3THM HEJb3 UCKIIOYUTH BO3MOXKHOCTH B3aUMOJCHCTBUS
¢debykcocTaTa ¢ MUTOTOKCUYECKUMU TIperapaTaMy IpH OJTHOBPEMEHHOM TPUMEHEHUH.

Pocuriimrason/cyocrparsl nzodepmenra CYP2C8
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 12.09.2025 N= 23035

Ilo mammbiM in Vitro debykcocrar sBisiercs cngObiM MHTHONTOPOM) HaodepMenTa Y28, B

WCCIICIOBAaHUH, TPOBEICHHOM Yy 3J0POBBIX J0OPOBOJBLEB, MPH OJHOBPEMEHHOM IPHUMEHEHHUH
BHYTpb 120 Mr ¢eOykcocraTta 1 pa3 B CyTkH M pa3oBOii 1036l 4 MI' pOCHUTJINTAa30HA BO3JCHCTBHUS HA
(apMakOKMHETUYECKHE  IIOKa3aTeld PpPOCHUTTIMTa30Ha W ero  merabonurta  N-JUCMETHI
POCHUTIIUTa30HA HE BBISBIICHO, YTO YKa3bIBAET HA OTCYTCTBHE y (pedykcocTaTa CBOWCTB MHTHOMTOpA
mzodpepmenra CYP2C8 in vivo. Ilpu opHOBpeMeHHOM TIpMMeHeHHMH (ebdykcocrata
pocurnuTasoHa (wim apyrux cyocrpatoB m3odepmenta CYP2CS8) koppekuuu 10361 He TpeOyeTcs.
Takum oOpa3om, mpH OJHOBPEMEHHOM mpueMe (edyKcocTara W POCHIIIMTA30HA WIH JPYTUX
cyoctpatoB CYP2C8 He okupmaercsi, YTO BO3HUKHET HEOOXOAMMOCTh KOPPEKTUPOBAThH 03y LIS
ATHX MPETapaToB.

Teobummn

VY 310pOBBIX TOOPOBOJBIEB OBLIO NMPOBEICHO HCCIEAOBAHUE JICKAPCTBEHHOTO B3aUMOICHCTBUS
¢debykcocTata, 4TOOBI OIIEHUTb, MOXET JM HHTHOMPOBAHUE KCAHTUHOKCHAA3bl TNPUBOJIUTH K
YBEIMYCHUIO KOHIICHTPAIMK Teo()UTNHA B TU1a3Me KPOBH, Kak OBUIO OTMEUYEHO NPH MPUMEHEHUN
IPYruX WHTHOMTOPOB KCAHTHOKCHIA3bl. Pe3ynmpTaThl HMCCICTOBAaHHS MPOJAEMOHCTPUPOBAIH, YTO
IpU OJHOBPEMEHHOM NpuMeHeHuu ¢edykcocrara B 103e 80 mMr 1 pa3 B CyTKM U Pa30BOM J03bI
teopmmmuna 400 Mr u3MeHeHnr papMaKOKMHETHUECKHUX MOKa3zaTesel uin mpoguisi 6€301macHOCTH
teoummHa He HaOmoAanock. TakuM 006pa3oM, pu OJHOBPEMEHHOM ITpUMEHeHuHn GedykcocTara
B g03¢e 80 Mr m TeodmmmHa OCOOBIX Mep MPEIOCTOPOXKHOCTH HE Tpeldyercs. W3ydeHus
OJTHOBPEMEHHOTO MpuMeHeHust pedykcocrarta B 03¢ 120 Mr 1 TeohuuIHHA HE TPOBOUIIOCH.

HampoxceH u apyrue I/IHFI/I6I/ITODBI TJIIOKYPOHHM3allu

buorpanchopmarus ¢debykcocrara 3aBUCHUT oT AKTUBHOCTH dbepmMeHTOB
ypumuHriatokyponuntpanchepasz (YI'T). JlekapcTBeHHble mpemapaThl, YrHETAIOIIME MPOIECC
riokyponusanuy, Hanpumep, HIIBIT u npoOenunma, TeopeTnyeckd MOTYT OKa3bIBaTh BIUSHUE HA
BbIBeZieHHEe (ebdykcocTaTa. Y 370pOBBIX JOOPOBOJBIEB MPH OJHOBPEMEHHOM MPHUMEHEHUU
(bebykcocTara 1 HampokceHa B J103e 250 Mr 2 pa3a B CyTKU HaOI0JAIOCh YBETMYCHHE MTOKa3aTeen
MakcuManbHOM KoOHIEeHTpauu (Cmax) ¢ebykcocrata Ha 28 %, IUIOmaaM TMOJA KPHUBOM
«konneHtpanusa-spemsi» (AUC) — Ha 41 % u cpeanuit nepuon noysbieaeHus (T12) — Ha 26 %. B
KJIMHUYECKMX MCCIIEIOBaHUAX MpUMeHeHue HanpokceHa wiu apyrux HIIBIT/unaru6uropos LIOI'-2
HE COMPOBOXIANOCh KIMHUYECKH 3HAYMMBIM  TIOBBIIICHHEM  YacTOThl  BO3HHUKHOBEHHUS
HexenatenbHbIX peakuuii (HP). debGykcocTaT MOKET MPUMEHSTHCS OJJTHOBPEMEHHO C HAIPOKCEHOM
0e3 Koppekiuu 103 (pedykcocTaTa UM HAPOKCEHA.

WHOYKTOpHI TTIOKYPOHU3AIUN

Cunbnble unayktopsl YI'T ¢epmMeHTOB MOryr mpHBOAMTH K YCHJIEHHIO OuoTpaHchopManuu u
cCHIDKeHHIO 3¢ ¢exTuBHOCTH (edykcocrata. [Ipu OJHOBpEMEHHOM MpPUMEHEHMH HEO0OX0IUM

KOHTPOJIb KOHICHTpAalUun MOYEBOM KHCJIOTHl B ILIa3Me KpOBH UYCPE3 1-2 HCACIN II0OCJIC Haydalla
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COOTBETCTEBYET 3KCTNEPTHOMY OTHETY

ot 12.09.2025 N2 23035

Tepanuu uHAYKTOpamu YI'T. llpu oTMeHe MHIAYKTOpa IUIFOKYPOHVBALYH TROSMONHO THOBBIHCHIC

KOHIIeHTpanuu (hedykcocTara B Imia3Me KPOBH.

Koaxunus/uaaoMeTauus/TuIpoxXa0poTuasuy/sapdapuu

®elOykcocTaT MOXKHO MPHUMEHSATh OJHOBPEMEHHO C KOJXWLIMHOM WIM WHAOMETAalMHOM 0e3
KOppekuMHu 1036l (edykcocTaTa MM JAHHBIX JIEKApPCTBEHHBIX CpelacTB. Koppekuuu 1036l
¢debykcocTata He TpeOyeTcs TpHU OJHOBPEMECHHOM TPUMEHEHUH C THIPOXIOPOTHA3HIOM.
Koppekmuu 10361 BaphapuHa He TpeOyeTcs: IpU OJHOBPEMEHHOM NPUMEHEHUH ¢ (edyKcocTaToM.
OnnoBpemennoe npuMeHenne pedykcocrara (80 mr mwim 120 mr 1 pa3 B cyrku) ¢ BapdapuHOM HE
BIMSJIO Ha (papMaKOKMHETHKY BapdapuHa Yy 3J0pOBBIX JOOPOBOJIBIEB, a TAaKKE€ Ha 3HAUYCHHE
MEeXAYHapoAHOro HopManuzoBaHHoro oTHouieHuss (MHO) wu axtuBHOoCcTh (Qaxtopa VIL

Jlesunmpamud/cyocTparsl n3zodepmenta CYP2D6

[To maHHBIM, MOJy4eHHBIM IN Vitro, gedykcocrar siBiisieTcs caabbiM MHTHOMTOPOM M30(epMeHTa
CYP2D6. B uccnenoBannu y 310pOBBIX JOOPOBOJIBIIEB Ha (hoHE TpHMEeHEHUs (hedyKcocTaTa B J103€
120 mr 1 pa3 B cyrku otmedanoch yBenmmueHune AUC nesumpamuna (cyOctpar uszodepmeHTta
CYP2D6) na 22 %, 4To CBHIETEILCTBYET O cllaboMm mHrHOHpyromem 3¢ dekre pedykcocrara Ha
uzodepment CYP2D6 in vivo. Takum 0Opa3om, Ipu 0JHOBPEMEHHOM MpUMeHeHHH (GedykcocTara
u cyocrpaToB nzodepmenta CYP2D6 xoppekmuu 103 HEe TpeOyeTcs.

AHTanub!

[Ipy onHOBpEeMEHHOM MPUMEHEHHHM C AaHTAlUJaMH, COJCpXKAIUMHU MarHusi TUAPOKCUZA WU
QTIOMUHHUS TUJIPOKCHU]], OTMEUAIOCh 3aMeJJICHHE BcachiBaHUs (GedykcocTaTa (IpUOIU3UTEIBHO Ha
1 gac) u ymenbmenue Cmax Ha 32 %, oqnako AUC ¢debykcocraTa CyIIeCTBEHHO HE M3MEHSIACh.

Taxum O6p330M, (bC6YKCOCTaT MOXXHO IIPpUHUMATh HE3aBUCHUMO OT IIpUEMa aHTAllU0B.

Oco0ble ykazaHnust

Ceplie4H0-COCYIUCTRIC 3a001€BaHN

Jleuenue cunepypuxemuu

VY manMeHToB € yXKE CYHNIECTBYIOUIMMU OCHOBHBIMHU CEP/CYHO-COCYAHCTHIMHU 3a00JICBaHUSIMH
(Hanpumep, UHMAPKT MUOKapa, HHCYIIBT WM HECTaOWIbHAS CTEHOKAp/AUs) BO BpeMs pa3padOoTKu
mpenapara W B OJHOM moctpeructpanuoHHoMm wuccrnenoBannd (CARES) npu npumenennn
¢debykcocrata HabIOAAIOCh 0OOJiee BBICOKOE KOJIMYECTBO CEPJIEUHO-COCYAMUCTBIX SBIECHUH ¢
JEeTAIbHBIM ~ UCXOJOM MO CpPaBHEHHIO ¢ amiomypuHojioM. OjHaKo B  IOCIEIYyIOIIEM
nocrperucrpannonHoM wuccrnepoBanuu  (FAST) wactota cepleYHO-COCYIUCTHIX —SIBICHHH C
JIeTAIbHBIMU 1 HEJIETAIEHBIMH UCXOJaMU TIPU IpUMeHeHNH (heOykcocTaTa Oblila HE BBIIIE, YeM MTPU
NPUMEHEHUH JUTOTTYPHHOJIA.

JledeHue MaIMEHTOB A3TOW TPYNIBl JOJDKHO TPOBOJUTHCS C OCTOPOXKHOCTBIO, U OHH JIOJDKHBI

HaxXOJUTHCA O PCryJIIpHbIM Ha6.HIOI[CHI/ICM.
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ot 12.09.2025 N= 23035

Bonee moxpobuas unHpopmauus o OesonacHo¢TH (GeQYKGOCTATA B 1\ PIHOLIGHIIT L COPIOYHO-

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

COCYJMCTOM CHUCTEMBI NpUBEIeHa B pa3naenax 4.8. u 5.1.

IIpogpunaxmuka u nevenue sunepypuxkemuu y nayueHmos ¢ PUCKOM pazeumusi CUHOpOMAa pacnaod
onyxonu

[TarueHTHl, MOJYYAOIIHE XWMHUOTEPANUIO 0 TOBOJY TI'eMOOJACTO30B C PHUCKOM Pa3BHTHUS
CHHIpOMA pacmajia OIMyXOJId OT YMEPEHHOTO 10 BBIP&)XEHHOTO M NMpHHHMAarommue (edykcocrar,
JOJIPKHBI HAaXOJUTHCA 11O Ha6JIIOIl€HI/IeM KapayoJjiora Imnpv HaJIAYHUU KIIMHUYCCKUX MOKa3aHUil.

Anieprudeckue peakiyuy ¥ PeaKIuK TUIIEPIYBCTBUTSIHHOCTH

B nmepuox MOCTpPErMCTPallMOHHOTO NPUMEHEHUS MMEIUM MECTO pEeIKue COOOLIEeHUus o
BO3HMKHOBEHHUHU TSDKEINIBIX aJUIEPTUUYECKUX peakuui (peakiuil runepuyyBCTBUTENBLHOCTH), BKIIIOUYAs
yrposkarouiue Xu3Hu: cuHjapoM CTuBeHca-/[KOHCOHA, TOKCHYECKUH SMUAEpMalbHBIA HEKpOJIU3,
oCTpble aHAQUITAKTHUECKHE PEAKIUH (IIOK).

B OosbIIMHCTBE cilydaeB JaHHbBIE PEaKIMM Pa3BUBAIUCH B TEUEHHE NEPBOro Mecsa IpUMEHEHUs
¢debykcoctata. Y dacTM NAIMEHTOB HMeENach IIOYEYHAas HEJOCTATOYHOCTh W/WIM peakiuu
TUIEPYYBCTBUTEIBHOCTH K aJUIOMYPUHOJY B aHaMHe3e. B OTIeNbHBIX Clydasx TsDKENble peaKiuu
TUIEPYYBCTBUTEIBHOCTH, B TOM YHCIE CHHIPOM JIEKAPCTBEHHOW pPEaKIHMU C 3303MHOGUINEH U
cucteMubiMu cumntomamu (DRESS), compoBoknannchk nuxopaakoi, W3MEHEHHEM TOoKasaTelen
KpOBH, HapylIeHHeM (YHKLUU MOYEK WU TEYEHHU.

[TarueHThl AOKHBI OBITH MPOMH(GOPMHUPOBAHBI O BO3MOXHBIX MpPH3HAKAX W CHMITOMAax
IJIEPTUYECKUX peakuuid (peakuuid TUNepYyBCTBUTEIBHOCTH) W JIOJDKHBI HAXOAWUTHCA MO
TUIATEeNIbHBIM HAOMIOJIGHHEM Ha MpEeAMET Pa3BUTHS CUMIITOMOB aJUIEPIHUECKUX peaKlMii/peakunii
THIIEPYYBCTBUTEIBHOCTH (cM. paznen «[lo6ouHoe aeiicTBre»)

B cnyyae BO3HMKHOBEHHS TSDKENBIX aJUIEPIHUECKUX peaKIHil/peakluil TUnepyyBCTBUTEIBHOCTH,
BKitouasi cuuapom CrubeHca-/[koHCOHA, HEOOXOAMMO HEMEUIEHHO NPEKpaTUTh MPUMEHEHUE
bebykcocTata (Oosee paHHSAS OTMEHA acCOIMMPOBAHA C JYYIIMM IPOrHO30M). Ecnu y mamueHTa
BO3HMKIIA aJJIeprUyecKasi peakius/peakiusi TUIEePUYYBCTBUTEIBHOCTH (BKJIIOYAs CHHIPOM
CruseHnca-J[>)xoHCOHA), ocTpas aHadUIAKTUYECKas] PEaKIHs/IIOK, OH OOJbIIIe HUKOTJAa HE JOJKEH
BO30OHOBIIATH MpueM pedyKkcocTara.

OcTpslii IprcTyI Hoaarpsl (000CTpEHE IO Iarpel)

[Tpumenenue ¢elOykcocTara ciaelyeT HaYMHATH TOJIBKO IMOCJE KYMUPOBAaHUS OCTPOrO IMPHCTYIa
nojarpel. Hauano mnpumenenus ¢eOykcocTara MOMKET CIPOBOIMPOBATH PAa3BUTHE OCTPOTO
MPUCTYNAa MOJArpbl 3a CUET BBICBOOOXKJEHMS YpaTOB M3 TKaHEBBIX JEMO U MOCIEIYIOLIEro
MOBBIIIEHUS] KOHIICHTPALMU MOYEBOW KHCIOTHI B TJIa3Me KpoBH. s MpoQUIaKTHKU Pa3BUTHUS
INPUCTYNIOB TMOJArpsl B Hadaie JiedeHus (eOyKcoCTaToM pPEKOMEHAYeTCs OIHOBPEMEHHOE
MPUMEHEHHE HECTEPOHMIHBIX MPOTHUBOBOCHAIUTENbHBIX NpenapatoB (HIIBII) umm konxunuza B

TedeHue He MeHee O MCECAILICB. HpI/I Pa3BUTHU TIIPUCTYyIIA TOAAarpbl BO BpPEM IMMPUMCHCHUA
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ot 12.09.2025 N= 23035

(hebykcocrata Tepamuio HPEHApaToM  CICAYeT| MPOAOPKATH U (OiHOBNGMCHHO T IIDOBOANTS

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

COOTBETCTBYIOIEE Ul JAHHOTO IMalMeHTa JIEYEHUE OCTPOro npucTtyna noaarpsl. [Ipu nnurensHom
npuMeHeHnn (edykcocTaTa YacTOTa BO3HUKHOBEHHMS W TSDKECTh IMPHUCTYNOB — MOJATPHI
YMEHBILAIOTCA.

O1oKeHne KCAHTHHOB

VY nanueHToB C YCKOPEHHBIM 00pa3oBaHUEM YpaToB (Hampumep, Ha (OHE 3J0KaueCTBEHHBIX
HOBOOOpa3oBaHuil wim npu cuapome Jlema-Huxana) B penkux cirydasix BO3MOYKHO 3HAYUTEIBHOE
MOBBIIIEHUE a0COJIIOTHOM KOHILIEHTPAlMM KCAaHTHHOB B MOYE, YTO MOKET COIPOBOXKIATHCS MX
OTJIO)KEHWEM B MoueBbIXx myTsaxX. Ilpm mnpumenenunn ¢debykcoctata B pamkax 0a30BOro
KIIMHUYECKOTO MCCIEN0BAHUS TpU CHUHAPOME pachaja OINyXOoJu JaHHOro (eHOMEHa He
Habmoganock. B cBsI3u ¢ OrpaHUYEHHBIMU JIaHHBIMM IIpUMeHeHue (peldykcocraTa y MalUeHTOB C
cuHpoMoM Jlema-Huxana He peKOMEHIyeTCs.

MepKarTonypuH/a3aTHOIIPHUH

[Mpumenenne ¢eOykcocTaTa y MMAlMEHTOB IOJYYAOIIMX MEPKANTOyPUH/a3aTHONIPUH — HE
pEeKOMEHIyeTCsI, TaK KaK WHTHOUTOpP KCAHTHOKCHIA3bl (PeOyKCOCTaT MOXKET YBEIHUYHTH
KOHIICHTPAIINIO MEPKANTOMyprHHa/a3aTHOTIPHUHA B TUTa3Me KPOBH, YTO MOXKET MPUBECTH K TSHKEITBIM
TokcuueckuM dddekram. Ecnu mzbexaTs mpremMa KOMOMHAIIMH HEBO3MOXHO, PEKOMEHIYETCS
CHU3UTH 703y MepKanTonypuHa/azatuonpuna 10 20 % paHee Ha3HaYCHHOMN J03bl WJIM HUXKE, YTOObI
n30exarb BO3MOXKHBIX rematojiorndeckux dd@exToB. IlarueHTsl TOKHBI HAXOIUTHCSA IOA
TUIATENIbHBIM HaONIOIEHWEM Bpauya, M JI03a MEpKaIlTOIypHHAa/a3aTUONpPHHA JOJDKHA OBITh
MOCJIEIOBATEIIFHO CKOPPEKTUPOBaHA B COOTBETCTBUU C TepANeBTUUECKUM 3()(PEeKTOM U mpU3HaKaMu
BO3MOJKHBIX TOKCHYECKHX () (PEKTOB.

IlanueHThl, IEpEeHECIINE TPAHCIIJIAHTAIINIO OPraHOB

IIpumenenune QebykcoctaTa y NAIMEHTOB, IEPEHECIIUX TPAHCIUIAHTAIL[MI0 OPraHoB, He
PEKOMEH/IyeTCsl B CBS3U C OTCYTCTBHUEM OIIbITA IPUMEHEHHUS.

Teodunnun

IIpu ogHOBpEMEHHOM NPUMEHEHUH Y 3I0POBBIX 10OpoBOJbIEB pedykcocTara B 103e 80 Mr 1 pa3 B
CYTKH M pa3oBoil 103bl TeopuuiHa 400 Mr He OTMEYaJoCh W3MEHEHHMH (apMaKOKMHETHYECKHX
nokaszateneil (cM. pasnen «B3aumopeicTBue ¢ IpYrUMHU JIEKapCTBEHHBIMH CpeAcTBaMu»). Takum
oOpa3om, ¢ebdykcoctar B 03¢ 80 MI' MOXKET MPUMEHSATHCA OJHOBPEMEHHO € TeO(MITMHOM 0e3
pHUCKa YyBETMYEHHUS KOHILIEHTPAaLUUH Teo(pUIUIMHA B IUIa3Me KpOBU. JIaHHBIX MO OJHOBPEMEHHOMY
npuMeHeHHto pedykcocrata B 103e 120 Mr 1 Teo(pMITMHA HET.

Hapyiiienns co CTOpOHbBI I€YEHU

CornacHO OOBEIMHEHHBIM JAHHBIM KIMHUYECKMX HCCIeA0oBaHUM 3 ¢as3bl, NpU NPUMEHEHHH
¢debykcocrata y 5 % MalnMeHTOB OTMEYAJIMCh HapyIIeHUs (YHKIUU TEUEHH JIETKOW CTEleHU

Tsokectd. Ilepen HawanoM mnpumeHeHust ¢elykcocTata PpEeKOMEHIYeTCsl IPOBECTH OILCHKY
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d)yHKI_[I/IOHaJIBHOI‘O COCTOsSAHUA IICUYCHHU U B JaJIBHE HIITeEM Aﬂ@E_EﬂE@WEWH@CW.WHHH

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

KJIIMHUYECKUX IIPOSBICHUU. Y IMALMEHTOB C IIEYEHOYHOM HEIOCTATOYHOCTBIO CPEIAHEU CTEICHU
Tsokectn (knacc B mo mkane Yaing-Ileto (7-9 GamnoB)) dedykcocraT ciieqyeT TPUMEHSTH C
OCTOPOKHOCTBIO.

Hapyiieausi co CTOPOHBI MIUTOBUAHOMN JKEIS3hI

B pacmupeHHBIX JOJrOCPOYHBIX OTKPBITBIX MCCIENOBAHUAX HPU JUIMTEIBHOM HPUMEHEHUU
¢debdykcocrara y 5,5 % mManmueHTOB OTMEYAJOCh MOBBIIICHUE KOHIICHTPAIMH THPEOTPOITHOTO
ropmoHa (> 5,5 MkME/mi1), B cBSI3M ¢ 4eM y MalMeHTOB C HApyIIEHWEM (DYHKIHMU IIUTOBHUIHON
xene3bl (edyKcocTat caeayeT MPUMEHSITh C OCTOPOKHOCTHIO.

BcnomMorarenpHble BellecTBa

[Ipenapar Ilomarpym coxepxut Jakto3y. JIaHHBIA JIEKapCTBEHHBIM IIpemapar HeE CIELyeT
IIPUHUMATH NAUEHTaM C PEIKO BCTPEUAIOLIEHCs HACIIEICTBEHHOW HENEPEHOCUMOCTBIO TAJIAKTO3BI,

JIAaKTa3HOUW HEJIOCTATOYHOCTHIO HIIH TITFOKO30-TAIAKTO3HOW MaTbaOCcopOIInei.

Bausinue Ha cIOCOOHOCTH YHPABJIATb TPAHCHHOPTHBIMU CPEeACTBAMU, MEXaHU3MaAMHU

debdykcocTaT OKa3pIBaeT BJIMSHHE HA CIIOCOOHOCTH YIPABJIATH TPAHCIIOPTHBIMH CPEJICTBAMHU M
pabotate ¢ Mexanu3mMamu. CoOOIIAIOCh O MOSBICHUU COHIIMBOCTH, TOJIOBOKPYXCHHUS, TTAPECTE3UN
M HEYETKOCTH 3peHHs mpH mnpuMeHeHnHn Qedykcocrarta. [loaToMy mammeHTaMm BO BpeMs
npuMeHeHust  ¢edyKkcocTata HEOOXOAMMO  COOIOAaTh  OCTOPOXKHOCTh TPH  YIIPABICHUH
TPAHCHIOPTHBIMH CPEJICTBAMH, MEXaHHU3MaMH W 3aHATHSIMH JPYTHMH IMOTCHIIMAILHO OTIACHBIMHU
BUJAMH JICSTEIHHOCTH, TPEOYIOIIMMHU KOHIICHTPAIIMK BHUMaHUS M OBICTPOTHI TICHXOMOTOPHBIX
peakimii, TOKa MalUeHThl He OyayT JOCTaTOYHO YBEpEeHbI, 4To (hedykcocTaT HE OKa3bIBaeT

HEXCJIATCIBHOT'O BIIMAHWA HA OTH BUABI ACATCIIBHOCTH.

®opma BBIILYCKA

TabmeTku, MOKPHITHIC MNIEHOYHOH 00010uK0OM, 80 Mr, 120 mr.

[To 7 Tabnerok B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY M3 IJICHKU MOJUBUHUIXIOPUIHON U (OIBIH
ATIOMUHUEBOM NIeYaTHOM JJaKUPOBAHHOM.

I[Io 4 wnn 8 KOHTYpHBIX SYEHKOBBIX YHNAKOBOK BMECT€ C HMHCTPYKLUHEW MO NPHUMEHEHHIO B

KapTOHHYIO YIAaKOBKY (ITaUKy).
YciaoBus XxpaHeHus

IIpu remnepartype He Bbiwe 25 °C.

XpaHUTb B HEOCTYITHOM JUIsl IETEN MecCTe.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 12.09.2025 N= 23035
Cpox roanoctn (MOCNEOOBATENEHOCTE 0002)

3 roaa. He MNPHUMCHATH 110 UCTCUCHUHN CPOKa 'O AHOCTH.

YcaoBus ornycka

OTIycKaroT 1o perenty.

Jep:kaTesib perucTPAIMOHHOIO Y10CTOBEPEHUsI

000 «BHUAJI»

KOpunnueckuii agpec:

109316, Poccuiickass Denepanus, r. Mocksa, npoe3n OcrtanoBckuid, 1. 5/1, ctp. 2, 3Tax 6,

oduc Ne571

IIpousBoauTenn

Bbenopyccko-romnanackoe COBMECTHOE  MpEANpHUsTHE  OOIIECTBO C  OrpaHMYeHHOH
otBeTcTBeHHOCTHIO "OAPMIJIDH/" (CIT OO0 "®APMIIDH/I™)

222603, Munckas o6aacts, p-u HecBmkckuid, T. Hecrk, yi. Jlenunckas, 124, 124/1, Pecriyonuka

benapych

Opranusanus, NPUMHUMAKOLIAS NIPEeTEeH3UH MOTPpeduTe el

000 «BHUAJI»

109316, Poccuiickas dDenepanus, r. Mocksa, mpoe3n OcranoBckuid, 1. 5/1, ctp. 2, 3Tax 6,
oduc Ne571

Ten.: +7-495-725-58-17
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