COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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10 MEJUIIUHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA
BEKJIYPU™

PerncrpauuoHHblii HOMep:

Toprosoe HanmeHoBanue: Bexnypu'

MexayHapoqHOe HEMATEHTOBAHHOE UJIHM TPYNIIMPOBOYHOE HAMMEHOBAHME: PEMICCHUBUD
JlekapcTBeHHnasi ¢popma: nuouauzar A7 MPUTOTOBIECHUS KOHIIGHTpATa AJsl MPUTOTOBIICHUS

pactBopa ans uHpy3uit

COCTAB

1 pnaxon conepxut™*:

Oeticmeyrowee seujecmeso: pemaecusup — 100 mr;

scnomoeamenvhvle  gewjecmea:  Oeramekca  cyiabdoOyrtmimat  Hatpus — 3000  wr;
XJIOPUCTOBOJIOPOHASL KMCIIOTA U HATPUsI TUAPOKCHUJ (.S 110 1eseBoro pH.

* Kom4yecTBO IEHCTBYIOIIETO M BCIIOMOTaTeIbHBIX BEIIECTB YKa3aHo 0e3 5 % n30bITKa.

OIIMCAHMUE
JInopuIn3upoBaHHBIA MOPOIIOK WIM YIUIOTHEHHAass Macca OT OeJoro MM HmoyTH Oeoro o

JKEJITOro OBCTa.

DOAPMAKOTEPAIIEBTUYECKASA TI'PYIIIIA: npoTMBOBUPYCHBIE CPEACTBA CUCTEMHOIO
JEICTBUS; IPOTUBOBUPYCHBIE CPEJCTBA MPSIMOrO ACUCTBUS, HYKJICO3UAbl U HYKJIEOTH]IbI, KpOME
UHTUOUTOPOB 0OPAaTHOM TPAHCKPUIITA3HI.

KO/ ATX: JOSAB16.

®APMAKOJIOTTYECKHE CBOMCTBA

dapMakoIUHAMHUKA

Mexanusm geficTBus

PemaecuBup  sBNIsSeTCS  aACHO3MHOBBIM  HYKJICOTHAHBIM  IPOJEKApCTBOM,  KOTOpPOE
MeTa0OMM3UpPyeTCss B KJIETKax OpraHu3Ma c oOpa3oBaHHEM (HapMaKOJIOTHYECKA AKTUBHOTO
MeTtabonuTta Hykieosunrpudocdara. Pemuecusupa tpudocdar BricTymmaer B Ka4ecTBE aHaIora
agenosuntpudocdara (ATD) u koukypupyet ¢ npupoaasiM ATD-cybcTpaTom 3a BKIIOYEHHUE B
dbopmupyromuecss PHK-ienu ¢ momomipio PHK-3aBucumoit PHK-nonumepassl Bupyca SARS-
CoV-2, 4To MPUBOJAHUT K 3aJIepKaHHOMY OOpPBIBY €T BO BpeMsi perumkanuu BupycHoit PHK. B

KayecTBE JIOMOJHUTENBHOTO MEXaHU3Ma JAeMCTBUs pempaecuBHpa TpudochaT MOKET Takke
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CUMTBHIBAHUS C TOMOIIBIO BUPYCHOM MOJIMMEPA3bl, YTO MOKET IPOUCXOIUTH MPU 00JIe€ BBICOKUX
KOHIEHTpauusax HykieotunoB. Korma pemaecuBupa TtpudocdaT NpUCYTCTBYET B MaTpUUHOU
PHK Bupyca, 3¢(dpeKTUBHOCTh BCTpaMBaHUs KOMIIJIEMEHTApPHOIO HYKJICOTHIA CHIDKAETCS, TeM

caMbIM MHTHOUpYs cuHTe3 BUpycHoit PHK.

ITpoTBOBHUpYCHAS aKTUBHOCTH

PemaecuBup mposiBiIsUT MPOTUBOBUPYCHYIO aKTUBHOCTH in Vifr0 B OTHOLUEHUH KIMHHUYECKOIO
m3osiara Bupyca SARS-CoV-2 B mepBUYHBIX SMUTEIUATBHBIX KIETKAaX IbIXaTEIbHBIX MYyTEH
YesoBeKa ¢ MoslyMakcuMaiabHOH 3¢ ¢dexTuBHON KoHUEeHTpauen BemecTBa (ECsg) 9,9 HM uepes
48 4YacoB ¢ MOMEHTa Haudaja JiedeHMs. PeMaecuBup HMHIMOMpOBaNl pEIJIMKALMIO BHUpyca
SARS-CoV-2 B HenpepbIBHBIX KJIETOYHBIX JUHUSAX JMHUTEIUATBHBIX KJIETOK JIETKHX YeJIOBEKa
Calu-3 u A549-hACE2 ¢ ECsy 280 M uyepe3 72 vaca ¢ MoMeHTa Havana JiedeHus u 115 1M
yepe3 48 4acoB ¢ MOMEHTA Hayaja JICYEHUs, COOTBETCTBEHHO. 3HaueHus ECs) pemaecuBupa B
otHomeHun SARS-CoV-2 B kierkax Vero cocrasisuin 137 1M yepe3 24 yaca u 750 HM uepe3
48 YacoB C MOMEHTAa Hauaja JiedeHus. XJyopoxuHa (ochar oKa3bBaI J0303aBHCHUMOE
AQHTarOHUCTUYECKOE BIMSHHE HAa MPOTHUBOBHPYCHYIO AaKTHUBHOCTh PEMJECHUBHMpA, KOTJa IBa
mpenapaTa COBMECTHO MHKYOMpPOBAINUCH B KIMHUYECKH 3HAUYMMBIX KOHIICHTPAIUSX B KIIETKAaX
HEp-2, nHuImpoBaHHbIX peCIUpPaTOpPHO-CHHIIMTHAIBHBIM BUPYyCcOM. boiiee BhICOKME 3HAUCHHUS
ECsy pemuecuBmpa HaONIONAIMCh TPU YBEIHMYCHHHM KOHIIGHTPALMU XJIOpoxuHa QocdaTa.
[ToBeIIeHME KOHIIEHTpanMu XJopoxwHa ¢ocdara CHIWwKaIO0 oOpa3oBaHHE pPEMJICCHBUPA
tpudochara B kierkax AS549-hACE2, HEp-2 u B HOpMallbHBIX SHUTEIHAIBHBIX KIETKaX
OpOHXOB YETIOBEKA.

[lo pe3ynpTaTam HCHBITAaHUM in Vitro peMIECUBUP COXPaHSII aHAJIOTUYHYIO MPOTHUBOBUPYCHYIO
aKTUBHOCTH (M3MeHeHHe B < 1,5 pa3a) B OTHOLIECHUHN KIMHUYECKUX H30JIATOB IITAMMOB BHpYyCa
SARS-CoV-2, cogepxamux 3ameny P323L B BUpycHO# monuMepase, BKIIto4as mTaMMbl AJbgha
(B.1.1.7), bera (B.1.351), 'amma (P.1) u [denbra (B.1.617.2) mo cpaBHeHHIo ¢ Gonee paHHeU
muHuer SARS-CoV-2 (nuHus A). Otu  pe3yapTaTbl ObUIM  IOJIYYEHBI C  [TOMOLIBIO
nMMmyHO(pepMeHTHOTO TBepaodazHoro ananuza ELISA mis Hykieokancuaos (cM. Tadbmwmiy 1).
Taoauna 1:

HpOTHBOBI/IpyCHaﬂ AKTUBHOCTHb pPEeMJICCHBHPA B OTHOIICHHUHU KIMHUYCCKHX

H30JITOB MITAMMOB BHpyca SARS-CoV-2

Jlunust SARS-| MecTo nepBoro Homenkaarypa | OcHOBHbIe ECso CHu:keHuUe
CoV-2 o0HapyKeHUs BO3 3aMeHbI peMaecuBupa BOCIIPMUM-
HM), YHBOCTH
TMOBTOPHOCTH (n)
A CIIIA — - 116 (6) 1,0
B.1.1.7 BenukoOpuranus Anbta P323L 177 (3) 1,5°
B.1.351 IOAP Bera P323L 117 (3) 1,08




COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 10.06.2025 N= 14572

P.1 Bpazusus amma P33 =g @iy BB Ty il )
B.1.617.2 Wnpusa Jenbta P323L, 46 (4) 0,4
G671S
a W3menenune mnoxaszaresnss B 1,5 pasa He sBisercs 3Ha4MMbIM. CHIDKEHHE BOCIIPUUMYHMBOCTH HE

Ha6J'IIO,Z[aJ'IOCB HHU 'y OJHOT'O U3 HITAMMOB BUpYCaA.

Pe3ucTeHTHOCTD

Kinnnueckue nanHHble 0 pa3sBuTuu pesucreHTHoctu Bupyca SARS-CoV-2 k pemuecuBupy

OTCYTCTBYIOT.

B kynbeType kietok 0putu 0oToopansl n30aATel SARS-CoV-2 co cHMXKEHHOI BOCTIPUMMYHUBOCTHIO
K pemuecuBupy. B xonme omgHoro u3 orbGopoB c¢ mnpumeHeHueMm GS-441524, ucxomHoro
HYKJICO3HJIa PEMIECCUBUPA, OBUTH OOHAPYKEHBI ITyJIbI BUPYCOB, SKCIIPECCUPYIOUINX KOMOWHAINN
aMUHOKHCIIOTHBIX 3aMeH Ha V166A, N198S, S759A, V792I, C799F u C799R B BupycHOU
PHK-3aBucumoit PHK-nonmumepase, koTopbie crmocoOCcTBOBaIM H3MEHEHHIO KoHIIeHTpanuu ECs
B 2,7-10,4 paza. IIpu BBeieHUU 3aMeH IO OTACIHFHOCTH B PEKOMOMHAHTHBIN BUPYC TUKOTO THIIA
METOZIOM CaWT-HAIlPaBIEHHOTO MyTareHe3a HaOI0JAlIOCh CHM)KEHHE BOCHPUUMYHMBOCTH K
pemaecuBupy B 1,7-3,5 pa3za. B xome BTOporo orbopa C HCHOJB30BaHUEM pEMACCHUBHpA U
mzonsata SARS-CoV-2, coxpepxamiero 3ameny P323L B BupycHOW mosmmepase, Obuia
oOHapy»XeHa O/IHa aMHUHOKHCIIOTHas 3aMeHa Ha V166L. PexkomMOMHaHTHBIE BUPYCHI C 3aMEHOU
tonibko Ha P323L wmm P323L u V166L nemoHcTpupoBaiu M3MEHEHHE BOCIHPHUMMUYUBOCTH K

pemaecuBupy B 1,3—1,5 pa3, COOTBETCTBEHHO.

B KynbTHBHpYyEMBIX KIIETKaX YCTOHYMBOCTh K PEMJIECHUBHPY C HCIOJIb30BAHUEM BHUpYCa
rernaTuTa MbIIM (KOPOHABUPYC TPBI3YHOB) ompenensiack pa3ButueM AByxX 3ameH (F476L u
V553L) B PHK-3aBucumoii PHK-nonnmepase Bupyca B ocTaTkaX, COXPaHUBIIUXCS BO BCEX
KOpPOHaBHUpYyCax, YTO CHOCOOCTBOBANO 5,6-KpaTHOMY CHMXKEHUIO BOCIHPHUMMYUBOCTH K
pemaecuupy. [Ipu BBeeHun anamornunbix 3ameH (F480L u V557L) B o6pasen Bupyca SARS-
CoV 0bII0 NPOIEMOHCTPUPOBAHO 6-KpaTHOE CHU)KEHUE BOCHPUUMYMBOCTH K PEMIECHBHUPY B
KyJIbTUBUPYEMBIX KIIETKaX, a maroreHHocth BUpyca SARS-CoV Ha MblmmHONW Monenu OblLia

oca0JieHa.

[Ipy wuHOUBUAYaTbHOM BBeIEHUM B pekoMOMHAHTHBIH Bupyc SARS-CoV-2, kaxnmas wu3
cooTBeTcTByrOmMX 3ameH Ha F480L u VS557L mnpuBogwia K 2-KpaTHOMY CHMYKEHUIO

BOCIIpUUMYHUBOCTU K PEMACCHUBUDPY.

DapMaKOKHHETHKA

DapMaKOKHHETUYECKUE CBOWCTBA PEMJIECHBUpPA U3YyYaIUCh Ha 3J0POBBIX JTOOPOBOJIBIIAX.

JHannslie o papmakokuHeTnke y nanueHToB ¢ COVID-19 orcyTcTBYIOT.
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BcacniBaHue

dapMaKOKHHETHYECKHE TTapaMeTpbl PEMJECUBHpA U €ro Mpeo0Iaarolero MHpKyJIUpyOIIero
metabommra (GS-441524 oueHMBaNWCh 'y 3I0POBBIX B3pOCHBIX 00poBoibIEeB. [locie
BHYTPUBEHHOTO BBEJEHHUS PEMIECCHBUpPA B3POCIBIM MHKOBAas KOHIEHTpPAllMsi B IJIa3Me KPOBHU
Habmoanach B KOHIE WH(Y3UU HE3aBHUCHMO OT JO3bI U IOCIE JTOr0 OBICTPO CHHUXKANIACh C
NepruoaoM TIOJYBBIBCACHUSA OKOJIO 1 4aca. MaxkcumaibLHEIE KOHICHTpAauu MeTaGOJ'II/ITa
GS-441524 B mua3me kpoBW HaOmomanuch uyepe3 1,5-2,0 waca mocne Havana 30-MHUHYTHOU

uHDYy3HUH.

Pacrnpenenenue

Pemnecusup npumepHo Ha 93% cBsa3bIBaeTcs ¢ OenKaMu I1a3Mbl YeI0BeKa (JaHHbIE ex-vivo) cOo
cBoOOAHON (pakuueii ot 6,4 1o 7,4%. CBsi3bIBaHUE HE 3aBUCUT OT KOHLIEHTPALUU Ipernapara B
nuanazoHe oT 1 1o 10 MKM, OTCYTCTBYIOT NMpPHM3HAKM HACBILICHUS CBSI3bIBAHUS PEMIECHBHpA.
ITocne omgaokpatHoro BBenenus 150 wmr  [!4CJl-meueHHOrOo pemiecuBHpa  310pPOBBIM
100poBoIbIiaM oTHOLIeHHE ['*C]-pagMoakTUBHOCTH B KPOBH K ILIa3M€ COCTaBIsI0 0Koio 0,68
yepe3 15 MuHYT mocie Hadana WH(Y3HUH, YBEIHMYMBAIOCH C TEUYCHHEM BPEMEHH, JOCTHTAS
orHomeHus 1,0 dyepe3 5 dyacoB, uTO yKa3piBaeT Ha auddepeHImanbHOoe pachpeneieHre

peMaecuBrpa U €ro MeTa0O0JIUTOB B IUIa3M€ HIIH KJICTOYHBIX KOMIIOHEHTAX KpOBH.

Metaboaunsm

PempaecuBup SKCTEHCHMBHO MeTabonm3upyercss 10 (papMakoJOTHYECKH AaKTHBHOTO aHaJora
nykieosuaTpudochara (GS-443902 (obpasyercss BHyTpuKiIeTouHO). IlyTh MeTabomuueckoin
aKTUBAllMM BKIIOYaeT THAPOIU3 JCTepa3aMu, KOTOPBHIA TNPUBOAUT K 0Opa30BaHUIO
npomexxyrouHoro Mmetabonmuta GS-704277. Pacumerienue ¢ocdopamuaara ¢ Mociaeayonmum
dbochopwmpoBanrieM  BemeT K oOpazoBaHWio  aktmBHOTO — Tpudochara (GS-443902.
HedbochopmwmpoBanue Bcex (HocHOpMIMPOBAHHBIX METaOOIMTOB MOXKET TPUBECTH K
oOpa3oBaHuio HykJeo3uaHoro wmeradonuta (GS-441524, KOTOphIi MOKET TOBTOPHO HE
s dexTuBHO hochopunupoBaThes. MccnenoBanue 6amaHCOM Macc Y 4eJIOBEKa TAKKE YKa3bIBaeT

Ha HaJIM4HE B TUIa3Me HEeHICHTH(UIMPOBAHHOTO OCHOBHOTO MeTabonuTa (M27).

BriBenienne

ITociie 0JJHOKPATHOTO BHYTPHBEHHOTO BBeAeHus 150 mMr “C-MedeHHOro peMIecuBUpa CpeaHuUi
o0ImuMi MoKa3zaTeslb BBIBEACHUS J103bl cOCTaBHI 92%, MpU 3TOM BBIBEJCHHE uepe3 MOYKU U
KHIIIEYHUK COCTaBMIO 0KOJIO 74% 1 18% cootBeTcTBeHHO. OCHOBHAS YacCTh JI03bI PEMIECUBHUDA,
BBIBOJMMAs C MOYOH, cocrosiia m3 wmertabonmuta (GS-441524 (49%) u 10% coctaBmsn
pemaecuBUp. DTH JIaHHBIE MOKA3bIBAIOT, YTO TMOYEYHBIN KIMPEHC SBISIETCS OCHOBHBIM IyTEM

BbIBeieHUs Merabomuta (GS-441524. Menuana KOHEYHOTO TepUOJa MOJNYBBIBEICHUS

4
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pemuecuBupa u Metabonmuta GS-441524 COCTaBnﬁﬁgl:lﬁbME%eE%%HF I;I:'jzl?: I:I‘IACOB

COOTBETCTBCHHO.

Oco0bIe T'pyHnIbl DaMCHTOB

Ilon, paca u 6ospacm

dapMaKOKMHETUYECKUE PA3INUus Y JIIOJIeH pa3HOro MoJa, Packl U BO3PACTa HE OLCHUBAIIUCH.

Hemu

[Honynsuuonuble (apMaKOKMHETUYECKHE MOJAEIN pPEMJIECUBHpPAa M €ro IUPKYJIUPYIOLUINX
MeTabonutoB (GS-704277 u GS-441524), pazpaboTaHHBIE C MCIOJIB30BAaHUEM OOBEAMHEHHBIX
JTAHHBIX UCCIIEJIOBAHUH y 37I0pOBBIX JOOPOBOJIBIIEB, a TaKkke Yy B3pocislx u aereir ¢ COVID-19,
UCTIOJIb30BAIMCh ISl IPOTHO3UPOBaHUS (hapMaKOKMHETHYECKOro BozaeictBus y 50 nmereil B
Bo3pacte > 28 aHeit 1o < 18 mer m Becom > 3 kr. CpemHee T€OMETPUUYECKOE BO3CHCTBUE
(AUCy, Chax ¥ Ciy) y OTHX TAIMEHTOB B OTHOIIECHWH BBEJACHHBIX /103 OBLIO BBIMIC IS
pemaecuBupa (ot 44% no 147%), GS-441524 (ot -21% no 25%) u GS-704277 (ot 7% no 91%)
II0 CPaBHEHUIO C COOTBETCTBYIOUIMMM IIOKA3aTEIsIMH Y B3pOCIBIX TOCIHUTAIU3UPOBAHHBIX

nanueHToB ¢ COVID-19. VBenuuenne He CYUTATIOCHh KINHHYECKH 3HAYNMBIM.

Iloueunas nedocmamounocms

Onenka (hapmMakoKMHETHKU pemaecuBupa U metabonura GS-441524 y nmanueHToB ¢ MOYEYHOU
HEJIOCTATOYHOCTBHIO HE MPOBOJMIACH. PeMIecuBUp B 3HAUMUTEIBHON CTENEHU HE BBIBOJUTCS B
HEU3MEHEHHOM BHJC C MOYOM, HO €ro OCHOBHOM MeTaObonuT GS-441524 BRIBOAUTCS IMOYKAMH, U
coJiepKaHue METabOJIMTOB B IUIa3M€ TEOPETHUYECKH MOXKET YBEJIMYMBATHCS Y MAIlMEHTOB C
HapyunieHneM (QyHKIUU 1ovek. BemomorartenbHoe BemecTBo OeTanekca cynb(oOyTunar HaTpus
BBIBOJIMTCS IOYKAMHU U HAKAIUIMBAETCS y MAIIMEHTOB CO CHIKEHHOH QyHKImei mouek. [Ipenmapar
Bexmypu'™ He cneayer Ha3Ha4yaTh MAIMEHTAM C PACYETHOW CKOPOCTHIO KIIyOOYKOBOIL

¢unprparmu (pCKD) <30 mu/mun/1,73m2.

Ileuenounas nedocmamounocms
Onenka (hapMakOKMHETHKH pemaecuBupa u Metadonuta GS-441524 y maniueHToB ¢ Ie4eHOYHOU

HEAOCTAaTOYHOCTBIO HE IPOBOANIACE. Poib nmeuenu B MeTaboau3mMe peMacCruBrUpa HCU3BCCTHA.

Bzaumooeticmsue ¢ opyeumu npenapamamu
PemnecuBup marn6upoBan uzodpepmentr CYP3A4 in vitro (cMm. pasnmen «Bzaumooeiicmeue ¢
opyaumu nexapcmeeHuviMu cpeocmeamu»). Pemuecusup unu ero merabonutsl GS-441524 u

GS-704277 B (pU3HONOTHYECKH AKTUBHBIX KOHIIEHTPALUSX (B PaBHOBECHOM COCTOSIHUH) HE
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uHruouposanu nuzopepmentsl CYP1A2, CYP2B6, CY@%é-@%T%%EJﬁ 'b?ﬂ’QD6

T

in vitro. PemaecuBup He siBIsieTCsl BpeMeHHBIM HHTHONTOpOoM pepmento CYP450 in vitro.
PemnecuBup wnaynuposan mzopepmeHT CYPIA2 u, Bozmoxno, CYP3A4, no ve CYP2B6
in vitro (cM. pasnen «Bzaumooeiicmeue ¢ OpyeumMu 1eKapCmeeHHbIMU CPeOCMBAMUY).

JlaHHbple in Vitro yKa3plBalOT HAa OTCYTCTBHE KIMHUYECKM 3HAYUMOIO HHIHOMPOBAHUS
ypuauaaudocoarrmokyponmntpanchepassl UGT1A3, UGT1A4, UGT1A6, UGTI1A9 wumm
UGT2B7 pemunecuBupom unu ero meradomutamu GS-441524 u GS-704277. Pempaecusup, B
OTJINYHE OT cBoUX MeTabonuToB, mHrHOUpoBan UGTI1A1 in vitro.

EnuncTBeHHBIM (hepMEeHTOM, MeTabO0JIu3M KOTOPOTOo MOXHO OblI0 00HapYyX uTh At GS-441524
u GS-704277, os11 UGT1A3.

PemnecuBup uHrHOuMpoOBad TPaHCIOPTHBIE MOJMIENTHABI OpraHudeckux aHuoHoB OAT3,
MATEI1, OCTI1, OATP1B1 u OATPIB3 in vitro (cM. pa3nen «Bzaumooeiicmeue ¢ Opyumu
JIeKapCmMEeHHbIMU CPeOCmEamMu»).

PemzaecuBup u ero MeTaboIUTHl B (PU3HOIOTUYECKH aKTHBHBIX KOHIEHTPAIMAX HE WHTUOUPYIOT

P-rimuxonporenH n 610K pe3uCTEHTHOCTH paka MosouHoi kene3sl (BCRP) in vitro.

INOKA3AHUA K IPUMEHEHUAIO
[Ipenapat Bexmypu™ mokaszaH Kk MPUMEHEHHIO IS JICUEHWSI HOBOW KOPOHABUPYCHOU MH(EKIINH
(COVID-19):
® Yy B3pOCJBIX ¥ HOAPOCTKOB (B Bo3pacte oT 12 1o 18 net ¢ maccoii Tena He menee 40 kr) ¢
ITHEBMOHHEH, TpeOyloleld AONOIHUTENbHOM OKCUIreHOTepanuu (HU3KONOTOYHAs WM
BBICOKOIIOTOYHAsI OKCUT€HOTEpAIUs WU JPYIHe METOAbl HEMHBA3UBHOW BEHTWIALIUU B
Hayajie JIeYeHus),
® y B3pOCIBIX U MOJPOCTKOB (B Bo3pacte oT 12 no 18 et ¢ maccoii Tena He meHee 40 Kr) ¢
MOBBINIEHHBIM pUCKOM TiporpeccupoBanuss COVID-19 no Tskenoil crerneHu, KOTOPhIM

He TpeOyeTcs TOTOTHUTEIbHAS OKCUTEHOTEPAITHS.

IMPOTUBOIIOKA3AHUA
e [ 'unepyyBCTBUTENBLHOCTD K PEMAECCUBUPY HIIH K JIIOOOMY M3 BCIIOMOTaTENIbHBIX BEILIECTB.
e Jlerckuif Bo3pacT a0 12 ser c¢ maccoil Tena meHee 40 kr (3PQPEKTUBHOCTH H
0€30MaCHOCTh HE YCTaHOBJICHBI JUIsl JAHHOW MOITYJISIIUH).
e PacuerHast cCKOPOCTh Kiy60ukoBOii puibTpaimu (pCK®) <30 mir/mun/1,73 M2,
e VYpoBeHb amlannHamMuHOTpaHchepassl (AJIT) >5 BepXHUX rpaHUI] HOPMBI.
e bepemeHHOCTD.

e [lepuon rpyaHOro BCKapMIIMBaHUA.
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C OCTOPOXKXKHOCTBIO

e [loxunelie mareHTHI cTapiie 65 et (cM. pazaen «Ocodvle yKazanusy).

NPUMEHEHME IIPM BEPEMEHHOCTH 1 B IIEPHOJA TIPYJIHOI'O
BCKAPMJIMBAHUSA

JKeHIUHEI ¢ IETOPOAHBIM ITOTSHIIUAIOM

}KCHH_[I/IHLI ACTOPOAHOTO  BO3paCTa  HOJIKHBI  HCIIOJIB30BAaTb 3(1)(1)6KTI/IBHBIG CpeaAcTBa

KOHTpaucniuuu BO BpECMs JICUCHUS.

bepeMeHHOCTB

JlanHble O IPUMEHEHUU PEeMIECUBUPA Y OEPEMEHHBIX KEHIIUH OTCYTCTBYIOT WJIM OTPaHUYECHBI.
HccnenoBanuii Ha KUBOTHBIX B OTHOIIEHHM PENPOAYKTHBHOW TOKCHUYHOCTH HEIOCTATOYHO.

PeM,Z[eCI/IBI/Ip IMPOTHUBOIIOKA3aH BO BpECMHA 6ep€MeHHOCTI/I.

I pynHoe BckapMIIMBaHUE

HeI/ISBeCTHO, BBIACTACTCA JIM PEMACCUBHUP C TPYAHBIM MOJIOKOM, KaKOBO €TI0 BJIMAHHE Ha

pe6eHKa, HaxoaAmerocsa Ha rpyaiHoM BCKapMIIMBAHWHA, WX BIIMSIHUC HA BBIpa6OTKy MOJIOKaA.

B uccnenoBanusix Ha >KMBOTHBIX MeTaboIuT GS-441524 (anasnor Hykjaeo3uaa) ObUT OOHApYKEH
B KPOBHU KPBICAT, HAXOSAIINXCA HA BCKAPMIIMBAHUH MOJIOKOM KpBIC, TIOTYYaBIIUX PEMICCUBHUD.
CrnemoBaTenbHO, MOXKHO TMPEANOJIOKHTh HAIMYAE OJKCKPEUUH pEMIECHUBHpA W/HIU €ro

META0O0IUTOB C MOJIOKOM KOPMAIIUX KHUBOTHBIX.

W3-3a BO3MOXKHOCTH Tepeladd BUpyca MIIAJCHIIAaM C OTPHLATENbHBIM pE3yJbTaTOM Ha
SARS-CoV-2 u HexenaTelnbHbIX pEaKIUi Ha TpernapaTr, HEoOXOAMMO NPHUHATH PEIICHHE O
MPEKpAIIeHUN TPYJAHOTO BCKAPMIIMBAHUS WM O MPEKPAIICHUU/BO3ICPKAHUM OT TEepariu
PEMIIECUBUPOM C YYETOM IIOJI3bI TPYAHOTO BCKAPMIIMBAHUS Uil peOCHKA M IOJB3bI Teparuu

JJI XKCHIIMHEBI. PeM,Z[eCI/IBI/Ip IIPOTHUBOIIOKA3aH B NIEPUOA I'PyAHOTO BCKAPpMJIMBAHUS.

DepTIbHOCTD

JlaHHbIE O BIUSHUM PEMJCCUBUPA HA PEMPOAYKTHUBHYIO (DYHKIIMIO y YEJOBEKAa OTCYTCTBYIOT. Y
CaMIIOB KpBIC JIEYeHHE PEMICCUBUPOM HE BIUSIIO HA clapuBaHue Win GepTiibHOCTh. OHAKO, Y
KpBIC-CaMOK HabII0Jan0Ch HapyIIeHne (pepTUIbHOCTH. 3HAYUMOCTh 3TUX JAHHBIX JIJIS YeTOBEeKa

HCHU3BCCTHA.



COOTBETCTEYET 3KCNEPTHOMY OTYETY
ot 10.06.2025 N= 14572
- 'Fl 1]

CNOCOB MPUMEHEHUS M 1O3bI (MOCNEOCQBATENBHOCTL 0001)

ITocie BocCcTaHOBIEHUS U MOCIEAYIOIIETO PA3BEICHUs IPENapaT BBOAUTCS BHYTPUBEHHO B BUJIE
nH(py3uun B Teuenue 30 — 120 MuHyT.

3anperieHo BBOAUTE IIpenapaT BHY TPUMBILIEUHO.

[aneHTsl, MoTyYarolye peMIECUBHP, JODKHBI HAXOAUTHCS 101 HAaOII01EHUEM.

[IpuMenATs mpenapar cienyeT B CilydasiX, KOIZla €CTb BO3MOYKHOCTb KYIMPOBAHUS TSIKEIBIX
peakuuii TUIIEepUYyBCTBUTEIBHOCTH, B TOM YKCJe aHa(DUIAKTUIECKUX PeaKIuil.

Taoauna 2: Pexomenayemasi 103a peMjaecCMBHPA VISl B3POCJbIX M MOJAPOCTKOB

B3pocasbie Moapoctku (B Bo3pacte ot 12 10 18
JieT ¢ Maccoii Tejia He MeHee 40 Kr)
Jlenn 1 200 mr 200 mr
(oqHOKpAaTHAsI HATPY304Has 103a)
Jenb 2 u 1asee (01MH pa3 B CYTKH) 100 mr 100 mr

Taoauna 3: [Ipogo/KUTEIbHOCTD JIeYeHUs

B3pociasbie IMoapocTtku (B Bo3pacte ot 12 10 18
JIeT ¢ Maccoii Tesia He MeHee 40 Kr)

IlanueHTs ¢ NTHEBMOHUEN, E>xxenHeBHO He MeHee 5 qHel u ExxenneBHO He MeHee 5 THeH U He
TpedyHollell OKCUTeHOTePAUH He DoJiee 10 nHei. 0oJiee 10 qHeid.
ITanveHThI, KOTOPHIM HE TPedyeTcst ExenneBHo B TeueHue 3 AHeN, ExenneBHo B TeueHue 3 aHeN,
OKCUT'€HOTepPanusi U KOTOpble Ha4YMHAasi KaK MOKHO paHbIlIe Ha4yMHasi KaK MOKHO paHbIIIE [OcIie
HMEKT NOBBIIIEHHBIH PUCK [10CJI€ IOCTAaHOBKYU AUarHo3a nocranoBku guarnoza COVID-19 u B
nporpeccupoBanusa COVID-19 no COVID-19 u B Teuenue 7 queit TeyeHue 7 AHEU MOoce MOsSBICHUS
TSKeJI0i CTeneHu MIOCJIE TOSIBJICHUSI CUMIITOMOB. CHUMIITOMOB.

JInodpunmszar Bekmypu'W 1ocie pacTBOPeHHST B 19 MJI CTEPHJIBHOM BOIBI JUIS HMHBEKIIHI
paz6asistoT B 0,9% pacTBope HaTpust Xjopuaa (cM. oapaszen «lIpucomosnenue pacmeopa 0714
ungy3uu») U BBOAAT B BUAE BHYTpUBeHHOH uH(y3unm B TeueHue 30-120 munyt. CropocTh
BBEJICHUS TpeicTaBiieHa B Tabnuie 4. [locne npoBeneHust HHPY3UM MPOMBIBAIOT MH(Y3HOHHBIN
Meniok He meHee, yeM 30 mia 0,9% pacTBOpoM HaTpusi XJOpPUAA, KOTOPBIM Takke BBOJAAT
MalMueHTy, 4YTOObl YOEAWTHCS, UYTO HEoOXoaWmasl J03a IpernapaTa BBEIEHA IOJHOCTHIO.
Ilpemapar Bexnypu'™ He cieayer BBOAWTHL OJHOBPEMEHHO C JIPYTHMMH IIperapaTaMu.

CoBMecTUMOCTD € ApYyruMu pactBopamu, noMumo 0,9% pactBopa HaTpus XJIOpHUA, HEU3BECTHA.

Taoauna 4: PexomeHnayemasi CKOPOCTh BBeJeHHSI BOCCTAHOBJIEHHOT0O W Pa3BeleHHOI0
Juoguinzara pemjaecMBUpa AJsi NPUTOTOBJIEHHS KOHIEHTPATa /Il NPHUIOTOBJIEHUS
pacTBopa JIst HHQY3Hil A1 B3POCJIbIX U OAPOCTKOB B Bo3pacre oT 12 1o 18 ser ¢ maccoi

TeJ1a He MeHee 40 Kkr.

O0bem nH(pY3HOHHOTO MemKka | Bpemsi BBeeHus CKopocTh BBe/IeHUS
30 muH 8,33 mi/MuH
250 ma 60 MuH 4,17 mir/MuH
120 muH 2,08 mir/mMuH
100 mn 30 muH 3,33 mia/MuH




COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.06.2025 N= 14572

60 My {ACCH %%; EEWEE-HC T 0001)
120 muH 0,83 mi/MuH

IIpuroroBiaeHue pacTBopa s I/IHd)V3I/II>'I

[IpuroroBbre pacTBOp A HMH(QY3UHM B ACENTHYECKUX YCIOBUSX B TOT JK€ JEHb, KOT/A
3aIJIaHUPOBAaHO BBEACHME Ipemnaparta. PemaecuBup ciieyer npoBepsTh BU3YyaIbHO HA MPEAMET
HAJIMYUS TBEPbIX YACTHI] M U3MEHEHUS 1IBETa Mepe]l BBEJICHUEM, KOT/1a 3TO TO3BOJISIOT PACTBOP
u xoHteitHep. [Ipu Hanuyuu 1000r0 M3 NMEPEYMCICHHBIX U3MEHEHHUH ClleyeT yTHIN3UpOBaTh
pacTBOp M MPUTOTOBUTH CBEKUH.

JInodunuzar HE06XOAUMO BOCCTAHOBUTH 19 MII CTEpUIIBHON BOJBI JJ11 MHBEKIUI U pa3BecTH B
pactBope 0,9 % xyopuaa HaTpusd, MPEX/Ie YeM HayaTh BHYTPUBEHHYIO HH(DY3UI0 B TeueHue 30—

120 munyT.

Bocemanoenenue
W3BneknTe HEOOXOAMMOE KOJMYECTBO OJHOJMO30BBIX (DIIAKOHOB M3 YMAKOBKU. [l Kaxmoro
(bnakoHa:
e B acenTHuecKMX YCJIOBUSAX BOCCTAHABIMBAIOT JIMOPHIM3AT pEMIECHBHpA  JUIS
INPUTOTOBJICHUS] KOHLEHTpaTa JJsi MPUTOTOBIICHUS pacTBOpa A MHQY3Uil, H00aBiss
19 Mi1 cTepuIIbHOM BOABI AJI1 UHBEKIUNA B KaXAblH (DIAKOH, MCIONB3Ysl IIMPUI] U UTTY
MOAXOJIALIETO pa3Mepa.
o Yrunusupyite (aakoH, €Ciu BaKyyM BO (pJlakoHE HE 3a0MpaeT CTEPUIILHYIO BOTY
JUTSI UHBEKIIUN BO (PJIaKOH.
e lcmonmp3yiiTe TONBKO CTEPUJIbHYI0 BOAY JUIA WHBCKIHHA JUII BOCCTAHOBIICHHS
anodummzata peMaecuBUpa.
e Hewmennenno BcTpsixauure (iiakon B TeueHue 30 CeKyH/I.
e Jlaiite comepxxumoMy (rakoHa OTCTOATHCS OT 2 A0 3 MHHYT. B pesynprate moimkeH
MOJIyYUTHCS MTPO3PAYHBIN PacTBOD.
e Ecnu cogepxumoe (h1akoHa MOJHOCTBIO HE PAaCTBOPSETCS, BCTPSIXHUTE (IIAKOH elie pas
B TeueHue 30 CeKyH/ U AalTe COAEP)KUMOMY OTCTOSITHCS B T€UEHUE 2—3 MUHYT.
e [loBTOpsiiTe STy mpoueaypy NO Mepe HEOOXOIMMOCTH, IMOKa COJCpXKHMOe (IIakoHa
MOJTHOCTHIO HE PACTBOPHUTCS.
e Ocmotpute (pr1akoH, 4TOOBI YOSTUTHCS, UTO KPBIIIIKa KOHTEHHEpa HEe UMeeT Ne(EeKTOB, U
pPacTBOp HE COAEPIKUT TBEPABIX YACTHII.

e PasBenute cpa3y mocie BOCCTAHOBIICHUS.
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Pazeeoenue

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Jlia  mpepoTBpallleHuss  Ciay4yailHOM MHKpOOHOM  KOHTaMMHALIUKM — CJIEAYyeT  COoOJIoAaTh
OCTOpPOKHOCTb. [IOoCKONIBKY B JaHHOM IIpenapare He COAEP)KATCs KOHCEPBAHTHI WIIN
IPOTUBOMHUKPOOHBIE KOMIIOHEHTHI, IPUTOTOBJIEHHNE UTOTOBOIO PAcTBOpA JAJIS MapeHTEPaTIbHOIO
BBEJICHUS HEOOXOJMMO OCYILECTBJIATH AacenTH4eckuM crnocodboM. [lo  Bo3MoOkHOCTH

HeKapCTBeHHBIfI npenapat pECKOMCHAYCTCA BBOAUTH HE3AMCJINTCIIBHO ITOCJIC ITPUTOTOBJICHUS.

B3pocnvie u noopocmxu (8 ospacme om 12 do 18 nem ¢ maccoti mena ne menee 40 xe)
e lcnonw3ys tabmmiy 5, ompenenure odvem 0,9 % pactBopa HaTpus XJIOpuaa, s

W3BJICYEHUS U3 UHPY3MOHHOTO MEIIIKA.

Tabdauua 5: PexoMeHayemble HMHCTPYKIMM 10 Pa3BeleHUI0 — BOCCTAHOBJIEHHbINH
peMaecMBHp, JHO(GUIM3AT I NPUTOTOBJIEHHSI KOHIEHTPaTa /Jsi NPUTOTOBJIEHHSA

pacTtBopa ajst uHQy3ui

O0bem ncnoab3yemoro | O0bem, moaIeRaIMi U3BJIEYEHUIO
HH(]Y3HOHHOI0 MelIKAa ¢ U 0TOPACHIBAHUIO U3 Heo0xoaumblii
Ho3a 0,9 % pacTtBOpOM uHpy3uonnoro memka ¢ 0,9 % o0beM
peMaecuBHpa HATPHA XJOpHAA PACTBOPOM HATPHS XJIOPHUAA BOCCTAHOBJIEHHOT0
peMecuBupa
200 mr 250 mit 40 M 2 x 20 Mt
(2 pnakona) 100 mut 40 mn 2 x 20 M
100 mr 250 mi 20 M 20 M
(1 pnakon) 100 M 20 M 20 mn

[MPUMEYAHMUE: O6wvem 100 My MOXeT OBITh HCIIOJIB30BAH ISl MAIMEHTOB C CEPhE3HBIM
OrpaHHYEHUEM O0BbeMa TOTPEOIAEMON JKUIKOCTH, HAIPUMEDP IMPH OCTPOM PECHHUPATOPHOM
JTUCTPECC-CUHIPOME HIIM TOYEYHON HETOCTATOYHOCTH.

e l3pnekure u orOpochTe HeoOxonuMmblii oobem 0,9 % pacTBopa HaTpusl Xjopuaa U3
UHQY3UOHHOTO  MeEIIKa, COTrJacHO Tabmume S5, UCHOJb3ysS IINPHUI U UIIY
COOTBETCTBYIOIIIETO pa3Mepa.

e li3Brnekure HEOOXOAUMBIH 00BEM BOCCTAHOBIEHHOTO PEMACCHBHPA, MCIIONB3YS LITIPHUIL
COOTBETCTBYIOIIETO pa3Mepa, coriacHo Tadmuie 5. OTOpochTe HEMCIOIB30BAHHBIA BO
(hakoHe ¢ peMIECUBUPOM OCTATOK.

e [lepenecure HEOOXOAUMBIM 00BEM BOCCTAHOBJICHHOTO PEMIECHBHpPA B BBIOPAHHBIN
UH(Y3UOHHBIN MEIIIOK.

e OctopoxkHo nepeBepHuTe makeT 20 pa3 ans mepeMelInBaHusi pacTBopa B makere. He
BCTPSIXUBANTE.

e [IpurotoBieHHBIN pacTBOp CTaOWIICH B TeueHHE 24 4acoB MPU KOMHATHOW TeMIepaType

(ot 20 go 25°C) win B TeueHue 48 4YacoB B XOJOAWIbHHMKE IPU TEMIEPAType OT

2 no 8 °C.
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[Tocne 3aBepiieHust HHGY3UU TPOMOITE MEIIOK HE MeHégl,l;ll:e-:EZI %6‘"55_" UBE‘J/;' %%Ea'fgl;irel&oro

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

pactBopa.

[Tockonbky mpemapaT He COAEPKUT KOHCEPBAHTOB, JIIOOOM MPUTOTOBJIECHHBIM, HO He
UCIIOJIb30BaHHBI PacTBOp, WJIM PACTBOP, OCTABIIMIICS IOCIE€ BBEIEHHs, JIOJKEH OBITh

YTUWIA3UPOBAH COOTBCTCTBYHOIIUM CIIOCOOOM.

Oco0nle I'pYHOIIbI NAIIMCHTOB

Tayuenmul noscunoeo eo3pacma
VY mamueHToOB crapiie 65 JeT KOppeKIHs J03bl peMAeCHBHpa He TpeOyercs (CM. pasien

«Dapmakonocuieckue ceolUcmea).

THayuenmsi ¢ HapyweHusMU QYHKYUU NOYEK

Onenka (papMaKOKMHETUKM PEMJECHBHpa Yy MNAIMEHTOB C IOYEYHOH HEJOCTAaTOYHOCTHIO HE
nposojamiack. [Mamuentsr ¢ pCK® >30 mur/mun/1,73 M? MPUHAMAIN PEMICCUBUD JUIS JICUCHHSI
COVID-19 06e3 xoppekuuu 103bl. PempaecuBup mnpotuBornokazan mnanueHraMm c pCK®
<30 ma/mun/1,73 M? (cMm. pasgensl «Papmakoxkunemukay, «IIpomusonokazanus» u «Ocobvle

VKA3AHUAR).

THayuenmoi ¢ HapywieHUAMU DYHKYUU NeYeHU

Onenka (apMaKOKMHETHKU PEMJECHUBUpPA y TMALMEHTOB C MEYEHOYHOW HEAOCTATOYHOCTHIO HE
npoBoamiack. HeusBectHo, TpeOyeTcss U KOppEeKUHMs 103kl MAlUEHTaM C [EeYEeHOYHOU
HEJOCTAaTOYHOCThIO (CM. pasnensl «Papmaxokuremura», «lIpomusonoxazanus» u «Ocobvie

VKA3AHUSY).

Hemu

be3onacHocTh 1 3G(HEKTUBHOCTH pEMIECHBUPA Y JIeTeH B Bo3pacTe mutaimie 12 et u ¢ Maccou

tena MeHee 40 Kr He YCTaHOBJICHBIL. I[aHHBIC OTCYTCTBYIOT.

THayuenmol ¢ ummynooegpuyumom
besonacrocts u 3¢ddexkTuBHOCTE pemaecuBHpa y TMAIMEHTOB € HMMYHOAC(QHUIUTOM He

yCTaHOBJIEHBI. JJOCTYIHBI TOJILKO OTpaHUYEHHBIEC JaHHbIE (CM. pa3aen «Ocobdvle yKazanus).

IOBOYHOE JIENCTBUE

Pesrome npoduisg 6GesonacHocT

BBuny orpaHu4eHHOro OmbpITa KIMHUYECKOTO MPUMEHEHHsI peMJIeCMBHpa IpH MPUMEHEHUU
npernapaTa MOTYT pa3BHBAThCS HEXeNaTedbHbIe peakinu (BKIIOYasi Cepbe3HbIE HeXKenaTeabHbIe

peakium), 0 KOTOpBIX paHee He cooOuiamock. MHpopmanus o 0e30macHOCTH peMIecuBHpa
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KpallHE OrpaHHWY€Ha, U OHA IIO-IIPEKHEMY C 6upaeT'c'E'.':'ﬁe-L'§B¥E§-ﬂ-E§%H'%?J%i;'&&'ﬂﬁno-

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

CJIICACTBCHHAaA CBsA3b HCU3BCCTHA, c006111a11001, O Pa3BUTHUHU HCKCIATCIBbHBIX HBHGHHﬁ,
OIIMCAaHHBIX HHMXKC. HOCKOHBKy CYmECTBYECT BCPOATHOCTH BO3HUKHOBCHUA CICAYIOMIUX
HCXKCIIaTCIIbHBIX peaKI_[I/Iﬁ Ha J'ICKapCTBeHHHﬁ nperapar, CIeaAyeT TIIATCIIbHO KOHTPOJIHMPOBATH
COCTOSAAHUC MAIMCHTOB W IMPUHUMATb COOTBCTCTBYIOIIUMC MCEPbBI, B TOM YHCIIC HNPCKPALICHUC

NpUMEHEHHUs Tpernapara, mpu oOHapyKEHUH JTFOOBIX OTKIOHEHU.

HaubGonee yacto BcTpewaromieiics HexenaTeabHOW peakiueil y 340pOBbIX T0OPOBOJIBIEB OBLIO
MOBBILIICHHE  aKTHUBHOCTH  TpaHcamuHaz  (14%). Haubonee uyacTto  BcTpeuaromencs

He)xenarenbHol peakiue y nanuenToB ¢ COVID-19 Obina TomHoTa (4%).

Tabauunoe PE3IOME HEXKENATCIbLHBIX PEaKIIU

HexxenarenpHble peakiuu, MEpeUYHCICHHbIE B TaOmuIe 6, MPEACTaBICHBI MO KJIACCAM CHUCTEM
OpraHoB M yactote. YacToTa onpeensuiach CIeAyNMUM 00pa3oM: o4eHb dacTo (>1/10), gacto
(ot >1/100, HO <1/10), Hewacto (ot >1/1000, HO <1/100), peaxo (ot >1/10000, Ho <1/1000),
oueHb penko (<1/10000), yacTora HeM3BecTHA (HA OCHOBAHWHM HMMEIOIIMXCS JTaHHBIX OIICHUTH

HEBO3MOJKHO).

Taoauna 6: TaGJUYHBIN CIIUCOK HeXKeJIATeJIbHbIX peaKkmuil

Yacrora HexenaTenbHas peakuus

Hapywenus co cmoponsl ummynHnou cucmembl

Penxo TUIEePYYBCTBUTEIHLHOCTD

YacToTa HEeM3BECTHA aHa(I)I/IJIaKTI/I‘-IeCKaH pcaKknus, aHa(I)I/IJ'IaKTI/ILIeCKI/Iﬁ OIOK

Hapywenus co cmoponwl nepénoii cucmemol

Yacrto roJIoBHAs 00JIb

Hapywenus co cmoponul cepoya

YacroTa HEU3BECTHA CHUHYyCOBasi Opaaukapaus™

Kenyoouno-kuuieunvie HapyuieHus

Yacto TOIITHOTA

Hapywenus co cmoponuvl neuenu u scenyesvi8o0aumux nymet

OueHp yacTo IMOBBIIICHHUEC AKTUBHOCTH TpaHCAMHHA3

YacToTa HEeM3BECTHA NEYCHOYHAasA HEAOCTATOYHOCTD

Hapywesz CO CMOPOHbBL KOJHCU U NOOKONCHBIX MKAHEl

Yacrto CBIIb

12
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3
YacrToTa He:xenartejibHas peh

Jlabopamopnvie u uncmpymeHmanbHvle OaHHbIe

OueHp yacTo YAJIMHCHUC HpOTpOM6I/IHOBOFO BpPCMCHHU

Obwue napyuenus u peakyuu 8 mecme 86e0eHUs

Penko MHQY3UOHHbIE peakUuu (TUIOTEH3Hs, TOILIHOTA, PBOTA,

MOTJIMBOCTH, TPEMOD)

* Coo0lagoch B TOCTPErHCTPalMOHHOM nepuoje. OOBIMHO COCTOSIHUE HOPMAalW30BaloCh 0e3
JIOTIOJTHUTENILHOTO BMEIIATENBCTRA B TeueHHe 4 JHEH Mocie MocaeIHEr0 BBEACHUS PEMICCUBUPA.

Onucanue OTIEIbHEIX HEKENaTEeILHBIX PEAKITAN

Tlosviuuennwiii ypogernb mpancamunas

B wuccnenoBaHMAX y 370pPOBBIX JOOPOBOJBIEB, TMONYYaBIIMX PEMIECCHUBHP, OTMEYAIOCh
noseiieHue ypoueid AJIT, acnapraramunorpanchepasbl (ACT) unu oboux nokaszareneit 1-i
(10%) wmu 2-it (4%) crenenu. B paHAOMU3MPOBAaHHOM JBOMHOM cjemoM Ianebo-
KOHTPOJIMPYEMOM KIMHUYECKOM HuccienoBanuu y mnanueHroB ¢ COVID-19 noseienue
ypoBaeir ACT u AJIT moboit crenenn Tspkectu (=1,25 X Bepxuuii npenen Hopmel (BITH))
Habmonanock y 33% u 32% nanueHToB, MOJy4YaBIIUX PEMIECUBHp, MO cpaBHEHUIO ¢ 44% u
43% mnanuentos, noxydapmux ruianedo. [loseimenue ACT u AJIT >3 crenenu (> 5,0 x BITH)
Habmoaanock y 6% u 3% manueHToB, MONIYyYaBIIMX PEMIECUBUD, MO cpaBHEHUIO ¢ 8% u 6%
MAIMEeHTOB, MOJYYaBIIUX IUIane00, COOTBETCTBEHHO. B paHAOMU3MPOBAHHOM OTKPBITOM
MHOTOLICHTPOBOM  KJIMHMYECKOM HCCJIEIOBAaHUM Yy TOCIHUTAIN3UPOBAHHBIX IAallUEHTOB C
Tsorenoi popmoit COVID-19, nonyuaBmux pemuaecusup B TeueHue 5 (n = 200) unu 10 gHE#n
(n=197), nossitenne yposaeit ACT u AJIT mroboit crenenu Tshkectu HaOmoaanoch y40% u
42% manueHToB, COOTBETCTBEHHO. VI3MeHeHHne 1ab0paTOpHBIX MOKa3aTenei >3 CTeeH: B BUE
noBeimieHus: ACT u AJIT waGmoganock y 7% manueHTOB, TMOMy4YaBIIMX pemMjecuBup. B
PaHAOMU3ZUPOBAHHOM  OTKPBITOM  MHOTOLIGHTPOBOM  KJIIMHUYECKOM  HCCIEAOBAHUU Y
rocnuTanu3upoBaHHbix nanueHToB ¢ COVID-19 cpenneit TsbkecTH, MONYyYaBIIMX PEMAESCUBUP
B TedeHne 5 (n = 191) wimm 10 nueit (n = 193) mo cpaBHeHuto co ctannapToM tepanuu (n=200),
noBeimenne ACT u AJIT nro6oii creneHu Tspkectd HaOmonanock y 32% wu 33% manueHTos,
MOJy4YaBIIMX PEMIECUBHP, COOTBETCTBEHHO, M Yy 33% u 39% mnanueHToB, MOIY4YaBIIAX
cTanaapT Tepanuu, coorBeTcTBeHHO. [loBbimenne ACT u AJIT >3 crenenu HabIIOANOCH y
2% u 3% nanueHToB, MOMyYaBIIMX peMAecuBUp, U Y 6% u 8% mNanueHToB, MOIy4aBIIMX

CTaHgapT Teparnunu, COOTBETCTBCHHO.
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(MOCNEOOBATENEHOCTE 0001)

YVeenuuenue npompombunoeozo epemenu

B xnmuanueckom wuccnenoBanuu y manueHToB ¢ COVID-19 wacrtota mposiOHTMPOBAHHOTO
IPOTPOMOMHOBOTO BPEMEHHU HIIM MEXKIYyHApOIHOTO HOpManu3zoBaHHoro otHomienus (MHO)
(mpeumymiecTBeHHO 1-2 creneHu) Obla BHINIC Y YYACTHUKOB, MOTYYaBIIMX PEMIIECUBHUD, 110
CPaBHEHHIO C YYaCTHUKAMH, IPHHUMABIINMU TUIae00, IPH 3TOM MEXIY ABYMS TPYIaMH HE
HAOJIOAAJIOCh Pa3HMIIBI B YacTOTE BO3HMKHOBEHHWs KpoBoTeueHui. I[lpum npumeHeHuun
pemaecuBrpa KIMHIUUECKH 11e71eco00pa3Ho MPOBOJUTH KOHTPOJb IPOTPOMOMHOBOTO BPEMEHHU.
B paMKax ApPYyroro HCCICOAOBaHUA YaCTOTa YBCIMYCHHA HpOTpOM6I/IHOBOI‘O BpPECMCHU HJIIN
MHO 65112 cx0Xeil y ManueHToB, MOIy4YaBIINX PEMAECUBHP, U y MAMEHTOB, MOJyYaBIINX

wiane0o.

Hemu

Ouenka 6e3omacHoctu pemaecuBupa y aeteit ¢ COVID-19 ocHoBana Ha JaHHBIX OTKPBITOTO
KJIMHUYECKOTO HCCIICIOBaHUS, B KOTOPOM NPWHSUIM y4acTHe 53 MaIyeHTa, MOJy4aBIInX
pemaecuBup (cM. pazaen « Papmaxonozudeckue ceoticmeay). Habmogaemblie HexKenaTeIbHbIC
p€akiuu COOTBCTCTBOBAJIM TAaKOBbIM B XOJ€ KIMHHUYCCKUX HUCIBITAaHUN peMaccuBupa y

B3POCIIBIX.

INEPEJO3UPOBKA

He 3apeructpupoBaHbl cilydan OCTPOW IEPENO3UPOBKU PEMIECUBUPOM Y 4YelloBeKa. B ciydae
NEePE03UPOBKHU PEMJIECUBUPOM JIEUEHHE AOKHO BKIIIOUATh O0IIKE MOJAEPKUBAIOIINE MEPHI, B
TOM YHCJI€ KOHTPOJIb )KU3HEHHO-BAXXHBIX (PYHKIMNA U HAOJII0/IeHUE 32 KIMHUYECKUM COCTOSIHUEM

naruenTa. Crnennduyeckuit aHTUIOT PEMAECUBHPA OTCYTCTBYET.

B3AMMOJIEVICTBHUE C JIPYTUMHU JJEKAPCTBEHHBIMHU CPEJICTBAMUA

dapMakoJHHAMHYSCKUE B3aUMOJICHCTBHS

OnHOBpeMEHHOE MPUMEHEHUE PEMJIECUBUpPA C XJIOpoXuHa (hochaToM WM THAPOKCUXIOPOXUHA
Cyab(paToM HEe PeKOMEHAYETCS M3-3a aHTaroHu3Mma, Habmromaemoro in vitro. CyImecTBYeT pUCK
CHWKEHHUSI TPOTUBOBUPYCHOM AaKTUBHOCTH TIPU COBMECTHOM NPHUMEHEHUH PEMJIECHBHpPA C

XJIOPOXHUHOM HIJIN THAPOKCUXIIOPOXHNHOM.

DapMaKOKMHETHYECKUE B3aUMOJICHCTBUS

Brusnue opyeux nexapcmeenuvix npenapamos na peMdecueup

[To maHHBIM UCCIENOBAHMM in Vifro peMIIECUBHUP SBISAETCS CYOCTpAaTOM I 3CTEpa3 B IUIa3MeE U

TkaHsax U st uzopepmenta CYP3A4, a Takke TpaHCIOPTHOTO TOJIMIICTITHIA OPTaHHYECKUX
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pemaecusupa) siBisiercs cyocrparom aiist OATPIB1 u OATPIB3.

bbu10 mpoBeneHo ucciaenoBaHue B3aUMOACUCTBUS pEMAECUBHPA C APYTUMHU JEKApCTBEHHBIMU

npenapatamMu. B Tabmune 7 o0o00meHbl ¢dapMakokuHETHUYECKHE 3(PGHEKThI HCCIETYEeMbBIX

npenapaToB Ha peMaecuBup u ero metabonutsl GS-704277 u GS-441524.

Tabdnuua 7: BausiHMe IPYrux JIeKApCTBEHHBIX IPENapaToB Ha PpeMIAECCMBHP M €ro

meTadoauTel GS-70

4277 u GS- 441524

Jo3upoBka
JIEKAPCTBEHHOI'0
npenapara (mMr)

Biiusinue HAa KOHIIEHTPAUUU
JIEKAPCTBEHHOI0 Npenapara
CpenHee OTHOLIEHUE
(90% noBepuUTeJIbHBIH HHTEPBAJ)

Pexomenganuu no
COBMECTHOMY
NpUMeHeHHI0

[uknocnopun
400 MT OTHOKpPATHO

pemaecusup: Cpa 149%
AUC; 189%

GS-704277: Cax 151%
AUC 1197%

GS-441524: Ca 17%
AUC,; —

He oxxnnaercss HUKaKuX B3auMOAEHCTBUN IPH
OTHOBPEMEHHOM MIPUMEHEHHUN PEMICCUBHUPA C
naruburopamu OATP1B1/1B3 w/umu P-gp.

KoppexTupoka 10361
peMiecuBHpa npu
OJTHOBPEMEHHOM
MIPUMEHEHHH C
MHrHOUTOpaMu
OATP1B1 n OATP1B3
He TpeOyercs.

Kapb6amazenun
300 mr aBa p/n

pemaecuBup: Cpx 113%
AUC,,, 18%

GS-704277: Ciax PN
AUC,, YN

GS-441524: C -
AUC,¢ 117%

He oxxupnaercst HUKakux B3aMMOACUCTBUM IPpU
OTHOBPEMEHHOM IIPIMEHEHUH PEMICCHBHPA C CHIIEHBIMH
naaykropamu CYP3A4 wmm uarundutopamu CYP3A4.

KoppektupoBka 10361
pemMiecuBHpa npu
OJTHOBPEMEHHOM
NIPUMEHEHHH C
CHIIBHBIMU MHAYKTOPaMH
CYP3A4 w/umm P-gp He
Tpebyercs.

[Ipumeyanue: nccnegoBaHne B3anMOAEHCTBHUS MPOBOAMIIOCH Ha 37I0POBBIX T0OPOBOJIBIIAX.

Brusnue peMdecusupa HAa dpveue JIEKApPCmMeEEeHHble npenapanivl

B ycnoBusx in vitro pemuecuBup siisercss uHruoutopom mszodepmenta CYP3A4, UGTI1AL,
MATEI1, OAT3, OCT1, OATPIBI1 u OATP1B3. Iloka He OyayT MOJy4eHBI COOTBETCTBYIOIINE
KIIMHAYECKUE JaHHbIC, COBMECTHBI MPHEM PEMJIECUBUpPA C UYBCTBUTEIBHBIMH CyOCTpaTamMu
9TUX (EPMEHTOB W/WIN TPaHCIOPTEPOB
PempaecuBup nnaymuposan uzopepmenT CYP1A2 u, Bosmoxxkno, CYP3A in vitro. CoBmecTHOE
NpUMEHEHHE PEeMJIECHBHpa C MperapaTaMH, KOTOpBIE SBISIOTCS cyOcTpaTamMu HM30(EpMEHTOB

CYP1A2 nmn CYP3A4, ¢ y3kuM TepaneBTHUYECKUM HHIEKCOM MOJKET NMPUBECTH K MOTEpe HX

3¢ PeKTUBHOCTH.

JlekcameTa3oH siBisercs cyoctpatoM uzopepmenta CYP3A4, u, XoTs peMIeCUBHpP UHTHOUpYET

mzopepmenT CYP3A4, u3-3a ObICTPOro BBIBEIEHUS PEMAECCHBUpPA IOCIE BHYTPUBEHHOTO

ciaeanyer paccMarpuBatb C

BBCIACHHA OH BPAJ JIU OKAXKCT 3HAYUTCIbHOC BIIMAHUC HAa KOHOCHTpAIWIO ACKCAMETAa30HaA.

¥ OTYETY

OCTOPOKHOCTBIO.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.06.2025 N= 14572
(NOCNEQCBATENEHOCTE 0001)

OCOBBIE YKA3AHUSA

[Ipumenenue npenapaTa BO3MOXKHO TOJIBKO B YCJIOBHSIX CTallHOHAPHON MEIUITMHCKOM TMOMOIIIH.
Ilpu pazeumuu nob6oyroeo Oeucmeusi He0OXO0UMO coobujames 00 3MOM 8 YCMAHOBIEHHOM
nopsioke 0 OCYWeCmBIeHUs: Meponpusmuil no @apmaxornadsopy. Jlo Havana TpPUMEHEHUs
npernapata Bekimypu'W HEOOXOAWMO MPEIOCTaBUTh MHCHMEHHYIO HWH()OPMAIMIO TMAIMEHTY 00
3¢ (HeKTUBHOCTH TpernapaTa U PUCKax, CBA3AHHBIX C €ro MpUMEHEHHEM (B TOM YHCIIe O PUCKE
BJIMSTHUS HA SMOPUOH H IJI0[) U MOJIyYUTh MUCBMEHHOE COTIache Ha PUMEHEHHUE Tpernapara.
BBHIy OrpaHMYEHHOTO ONbBITA KIMHUYECKOTO IMPHUMEHEHHS pPEMIECHBHpPA M BO3MOXXHOCTH
Pa3BUTHSI HeXeENATeIbHBIX PEakIuii (BKII0Yast Cepbe3HbIC HeXeNaTeIbHbIE PEaKIIUH), O KOTOPBIX
paHee He coo0UIalIOCh, CIEAYET TIIATEIbHO KOHTPOIUPOBATH COCTOSIHUE MAlMEHTOB C MOMOIIBIO
KIMHUYECKOTO HaONIOJICHUs Y MOHUTOPUHTa JabopaTOpHBIX MOKa3zarenedl (KOIW4ecTBO
JCWKOIUTOB, JIEUKOIHUTAapHas (OpMysa, ypOBEHb TeMOIJO0MHA, TeMAaTOKPUT, KOJIUYECTBO
TPOMOOIIMTOB, KOHIIGHTpAIlMsl KpPeaTHHUHA, TII0K03a KpoBH, oommit ounupyoun, AJIT, ACT,
niesioyHast ocdaraza, mpoTpoMOMHOBOE BpeMs M T.JI.) BO BpeMsl JICUCHHUS PEMJICCHBHUPOM.
JlaHHbple 11a0OPaTOPHBIX AaHAJIM30B HEOOXOJMMO OLIGHHWBAaTh Ha €XeAHEBHOH ocHose. [lpu
OOHapy>KeHHH JIIOOBIX HEKENAaTeNbHBIX peakiuid Ha (oHe JedeHHs, BBEJCHHE Ipernapara
JIOJDKHO OBITh TIPOJIOJKEHO TOJBKO B TOM CIlydae, €CIIM yCTaHOBIICHHAs TepareBTUYeCKast
M0JIb3a MPEBBILIAET PUCKH.

VY4uThIBas BO3MOXKHOE Pa3BUTHE OCTPON MOYEYHON HEAOCTATOUHOCTH, HEOOXOIMMO €KETHEBHO
0 U BO BpeMsl BBEACHHUS IIperapara OIEHHWBATh (YHKIMIO TOYEK, a TaKKe TIIATEIbHO
KOHTPOJIMPOBATH COCTOSIHUE TTAIlUEHTA.

VYuurtbiBas BO3MOKHOE Pa3BUTHE MEYEHOYHOM HEJTOCTATOYHOCTH, HEOOXOIMMO €XEIHEBHO 10 U
BO BpeMs BBEJIEHHUS IMpenapara OICHHBATh (QYHKIUIO TE€YEHH, a TaKXke TIIATeIbHO
KOHTPOJIMPOBATh COCTOSIHUE NanueHTa. Ecnu y manuenTa HabI0Aat0TCs CUMIITOMBI IIEYEHOYHOM
HEIOCTaTOYHOCTH WM OTKJIOHEHHs JIabopaTopHBIX mokaszarenedd (m3menenne MHO,
COJIEpXaHUsI KOHBIOTHPOBAHHOTO OWIMpyOMHAa WM MIENoYHOM ¢ocdara3pl) COBMECTHO C
nossiieHreM AJIT, To nedeHne pemMIecuBUPOM JOHKHO OBITH MPEKPAIIEHO.

YuuteiBas BO3MOXHOE pa3BUTHE HWH(Y3UOHHBIX peakiuii (TUMOTEH3Hs, TOIINHOTA, PBOTA,
HNOTJIIMBOCTh, TPEMOpP) HEOOXOAMMO TINATEIFHO KOHTPOJMPOBATH COCTOSIHHE TMAIUeHTA U
HEMEUICHHO TMPEeKpaTUTh MpHEeM T[pernapata ¥ MPUHATh HEOOXOAWMBIE MEpHI, eCin

Ha6J'IIOI[aIOTC$I KaKue-I1100 OTKIOHEHHS.

B coorBercTBMM ¢ OOJBIIMHCTBOM CIyd4acB TMPUMCHCHUA TMpCliapara B KIMHUYCCKHUX

HCCICIOBAaHUAX Ha CGI‘OI[HSIHIHI/II;'I ACHb, PEMIACCUBUDP B MLCJIOM CJICAYCT HCIOJIB30BATH [JIA
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nedenus uHpekuun COVID-19 Tsokenoit creneHu y naﬁll-/lg{:ro-llg%qéidoﬁ&%gﬁ; éII-II;JIre:I:IIJIJOBI/I

KHCIIOpOJIOM cocTaBisieT <94% (mpu JbIXxaHMM KOMHAaTHBIM BO3IyXOM) M Tpedyercs

JOIIOJIHUTEIbHAA Imogavda Kucjaopoaa.

I'mnepuyBCTBUTEIBHOCTD, BKIIIOYAS I/IH(bVBI/IOHHBIe u aHad)I/IJ'IaKTI/IIICCKI/Ie PCaKnim

Peakuuy runepuyBCTBUTENBHOCTH, BKJItOYas WH(QY3HMOHHbIE W aHA(UIAKTUYECKHE pEeaKLuH,
HaOJroaMich BO BpeMsl W IOCTE BBEJACHHSA pempaecuBupa. [Ipu3HaKM M CHUMITOMBI MOTYT
BKJIIOYATh THUIOTEH3UIO, THUIEPTEH3UI0, TaXWKapAuio, OpaJuKaplivio, TUIOKCHIO, JHUXOPAIKY,
OJIBIILIKY, XPHUIIbI, AHTHOHEBPOTUYECKUN OTEK, CBINb, TOIIHOTY, PBOTY, INOTIMBOCTb U JPOXKb.
MOHO MpennoaokuTh, YTO OoJiee MeIeHHast HHPY3Hs C MAaKCUMaJIbHBIM BPEMEHEM BBEJICHHS
10 120 MuHYT criocoOHa MPeIOTBPATHTh PA3BUTHE BBIICYKA3aHHBIX MPU3HAKOB M CHMITOMOB.
HeoOxomumMo oTcnexuBaThb COCTOSSHME MNAIMEHTOB Ha MPEeIMET pa3BUTUS  peakuui
TUIIEPYYBCTBUTEIBHOCTH BO BPEMs M IIOCJIE OKOHYAHUS BBEICHHUS PEMIECUBUPA IO MeEpe
KJIMHUYECKOH I1esnecoobpa3HocTi. Ecnu mosBnsioTCs NpU3HAKKM M CUMIITOMBI KJIMHUYECKU
3HAYUMOM pEeaKUMM TUIEPUyBCTBUTEIBHOCTH, CIEAYET HEMEJIEHHO IPEKpaTUTh NPUMEHEHHE

peMacCruBUpa U HAYaTb COOTBETCTBYIOUICC JICUCHUC.

ITanmedTsl ¢ MOYEYHOH HEIOCTATOYHOCTBIO

HaxoruteHre BCIIOMOTATEIBHOTO BelllecTBa OeTajzexca CynbhoOyTHIaTa HATPUS B TMOYEUHBIX
KaHaJIblIaX MOXKET OCJIOKXHUTH TCUCHUC MOYEeYHOU HEAOCTAaTOYHOCTH. B X04€ AOKIMHUYCCKUX
UCCIIENOBaHUi OBUIO OOHApYKEHO, YTO PEMJIECHBHP OKa3blBa€T BIIMSHHE HA [OYEUHBIE
KaHabIbl. KiTMHIYecKre McciieIoBaHus C y4acTHEM MAHEHTOB ¢ IOYE€YHON HEI0CTATOTHOCTHIO
He MPOBOIMINCH. Y Bcex maienToB pCK® noimkHA ONpenensaThCsl 10 Havaiaa MPUMCEHEHHsI
peMacCruBupa )41 BO BpeMA €ro NMPUMCHCHUA B COOTBETCTBUHN C KIIMHUYECKOU
1iesecoo0pasHocThio.  IIpuMeHeHne Tpemaparta Bekinypu' Wy  IHalMEHTOB € MOYEYHOM

HEI0CTATOYHOCTHIO Tsikenoi crenenn (pCK® <30 mu/mun/1,73 M?) IpOTHBOIIOKA3aHO.

IToBEIIICGHHE YVPOBHS TpaHCAMMHA3

[loBbllIeHME AaKTUBHOCTM TpaHCaMUHA3 HAOMIOJAIOCh B  KIMHUYECKUX HCCIEOBAHUSIX
peMIecuBHpa, B TOM YHUCIE Y 3J0pOBBIX 100poBojbieB U mamueHntoB ¢ COVID-19. Ilepen
HAYaJIOM MPUMEHEHUS! PeMIECUBUpA CIIEIyeT OLEHUBATh (DYHKIIMIO MIEUEHU y BCeX MAllMeHTOB U
KOHTPOJIUPOBATh €€ BO BpeMs JIEYCHHS B COOTBETCTBHM C KIMHUYECKOW MPAKTUKOM.
KimHanueckue vccnenoBanus peMAECUBHApa Y MALMEHTOB € NIEYEHOYHON HEAOCTATOYHOCTBIO HE
IPOBOAMIIUCE. PeMecuBup cieayeT NpUMEHSTh Y MAllUEHTOB ¢ HapylIeHUEM (QYHKIUU NEUYEHH,
TOJIKO €CJIM MOTEHIIMaIbHasl 10J1b3a MPEBHIIIAET NOTEHIUATbHBIN PUCK.

IMpumenenue npenapara Bexnypu' y manueHToB ¢ ypoBHeM AJIT >5 BepXHHUX I'PaHUL] HOPMBI

IMPOTHUBOIIOKA3aHO. PCMI[eCI/IBI/Ip CJICAYCT OTMCHUTD IAIIUCHTAM, Y KOTOPBIX BO BpPEMs JICUCHUA
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pemaecusupoM ypoeHb AJIT nmogHumaercs >3 BGDXHI/I({l %AMMIF&E&E%Z%&;&M

MOXeT ObITh B0300HOBIEHO, Korma AJIT craner <5 BepXHHUX TpaHUIl HOPMBI) WK TpU
noBeiieHu AJIT, xoTtopoe compoBoXkIaeTcsi MPU3HAKAMU WM CHUMIITOMamH BOCHAJIEHUs
IEYEeH WM YBEIUYEHUEM KOHBIOTMPOBAHHOTO OWIMPYOMHA, NOBBIIIEHUEM AaKTHMBHOCTHU

meno4yHoi pocdarassl wnu noseimienneM MHO (cM. pazaen «@apmaxkokunemuray).

Puck  cHIKEHUS TIPOTHMBOBHPYCHOM AKTHMBHOCTH IIPM  OJHOBPEMEHHOM HA3HAUCHHH C

XJIOPOXMHOM HMJIN T'HMAPOKCUXJIOPOXHNHOM

CoBMecTHOE TpPHUMEHEHHE pEeMACCHBHpa C XJOpoXHWHA (ocdaroM HIM THUAPOKCUXIOPOXHHA
cynbp(haToM HE pPEKOMEHIyeTcs Ha OCHOBAaHWU JaHHBIX in  Vitro, JIEMOHCTPHPYIOIINX
AHTArOHUCTHYECKOE JICUCTBHUE XJIOPOXMHA HA BHYTPHKJICTOYHYIO META0OIUYECKYIO aKTHBAIUIO
U TPOTUBOBUPYCHYIO aKTUBHOCTh pemjaecuBupa (cM. paszaensl «DapmakoouHamurxa» W

«Bszaumoodeticmasue ¢ Opyaumu 1eKapCmeeHHbIMU CPEOCNEAMUY).

ITarnmeHTEl ¢ I/IMMVHO,I[C(bI/IHI/ITOM

B HacTosmiee BpeMs HET SCHOCTH, AOCTAaTOYHO JIA 3 JHEW JedeHus [ TalHueHTOB C
UMMYHOJE(PHUIIUTOM, C TPOJIOJHKUTEIBHBIM BbIIeJIeHneM BUpyca. CylecTByeT MOTeHIUAIbHBINA

PUCK pa3BUTHA PE3UCTCHTHOCTHU. HOCTYHHI)I TOJIBKO OI'paHUYCHHBIC TaHHBIC.

IlanmeHTHl MOKUIIOr0 BO3pacTa

PemaecuBup criemyeT MPUMEHSITh C OCTOPOKHOCTBIO TOJ TOCTOSSHHBIM HAONIOJACHHEM 32
COCTOSHUEM TMaIMeHTa. B I[enoM, y MOXHWIbIX MAaIlMeHTOB MOXKET HaOII0AaThCsl CHIDKCHUE
¢dbuzmonornueckux (yHKIMH, Ooyiee BBHICOKAs YacTOTa COMYTCTBYIOIIMX 3a00JIEBaHUN WU
nepeHeceHHbIe paHee 3a00JIeBaHuUS.

BcnomoraTensHbI€ BelllecTBa

Hannenii npenapatr cogepxur 212 mr Hatpus Ha | ¢umakon (moza 100 mr). Heob6xommmo

YUUTBIBATh NIAIUCHTAM, HAXOJAIKUMCA Ha JUCTEC C OrPaHUYCHHBIM ITOCTYIIJICHUECM HAaTpPUA.

BJIUSAHUE HA CIIOCOBHOCTbDb YIIPABJISITH TPAHCIHOPTHBIMHA
CPEACTBAMU, MEXAHU3MAMU
Nudopmanus o BIMSIHMM HAa CHOCOOHOCTH YNPABIATh TPAHCIOPTHBIMH CpPEICTBAMHU U

MCEXaHU3MaMH OTCYTCTBYCT.

®OPMA BBIITYCKA
JInopwinzar A8 NPUTOTOBJIECHUS KOHILIEHTpaTa JUIsl MPUTOTOBJIEHUS pacTBOpa Uil MHQY3HH,

100 wmr.
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ITo 100 mr mpemnapara Bo ¢iakoH MPO3PaYHOLO 6ecu£g%5%ng§%1%T%W:%8mMo TBIO

30 M1, YKYNOPEHHBIM pE3UHOBOM MPOOKOM, YIIIOTHEHHBIM aAJTIOMUHHUEBBIM KOJIMAYKOM C
OTphIBaroIIecs MIacTUKOBOM Kpbiikoil Tumna «Flip-offy.

ITo 1 durakoHy BMecCTe ¢ MHCTPYKIIUEH 110 IPUMEHEHUIO B IMAYKe KAPTOHHOM.

Ilpu emopuunoii ynaxoexe npenapama Ha OAO « Papmcmanoapm-Jlekcpedcmeay

ITo 100 mr mpenapara Bo (hakoH MPO3PAYHOTO OECIIBETHOTO CTEKJIa THMA | BMECTHMOCTBIO
30 M1, YKYNOPEHHBIM pE3WHOBOM MPOOKOW, YIUIOTHCHHBIH aAJTIOMUHHUEBBIM KOJITAYKOM C
OTPBIBAIOIIECHCS TUIACTUKOBOM KpbIkoi Tuma «Flip-offy.

[To 1 ¢uakony BMecTe ¢ WHCTPYKLIHMEWH MO MPUMEHEHHUIO B MauyKe KAPTOHHOH C KOHTpOJIEM

IEPBOr0 BCKPBITUA.

YCJIOBUA XPAHEHUSA
Xpanuts nipu Temneparype He Boime 30 °C.

XpaHUTb B HETOCTYITHOM JUIS IETEU MECTE.

CPOKTI'OJHOCTHA
2 rona.

He MNPUMCHATH IO UCTCUCHUN CPOKA rOAHOCTH.

YCJIOBUSA OTITYCKA

OTITyCKarOT MO pelenTy.

BJAJIEJIELl PETUCTPAIHMOHHOI'O YAOCTOBEPEHUSA

BenukoOpuranus

l'unean Caitencus Murepnemnn JIta. / Gilead Sciences International Ltd.

®nayspc bunnunr, ['panra [lapk, I'paiit D6munarron, Kemopumkx CB21 6GT, Benukoobpuranus /
Flowers Building, Granta Park, Great Abington, Cambridge, CB21 6GT, UK

Ten.: +44 (0) 1223 897300

dakc: +44 (0) 1223 897291

Anpec anekTpoHHO# nouThkl: safety fc@gilead.com
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MPOU3BOJUTEb (MOCNEOOBATENEHOCTE 0001)

IIpouzso00cmeo 2omoeoii 1ekapcmeeHHOol hopmbl U NEPEULHAs YNAKOBKA:

CIIA

Jxyounant XommuctepCrup JIJIC / Jubilant HollisterStier, LLC

3525 H. Peran Ctpur, Cnokeitn, mrat Bammurron, 99207, CIIA / 3525 N. Regal Street,
Spokane, WA 99207, USA

Bmopuunas ynaxkoska u evblnyckaroujuti KOHMpoJib KA4ecmesd.

Hpnanaus

I'unean Caitencus Aitemsna FOCu/ Gilead Sciences Ireland UC

Anludit busnec sun Texnomomxu Ilapk, Kappurroxwmn, rpadcerBo Kopk, Wpnanmust /

IDA Business and Technology Park, Carrigtohill, County Cork, Ireland

OPIAHM3AIIMS, IPUHUMAIOIIAS IPETEH3UU ITIOTPEBUTEJIEN

Honyuums Oononnumenvuylo ungopmayuio o npenapame, a mMakKdxi#ce HANPABUMb CEOU
npemeH3UU U UHGOPMAYUIO O HeHCeaMENbHbIX S8NIeHUIX MONCHO HO a0pecy:

Poccuiickas @enepauvs

00O «I'mnean Caiiencus Pama»

125196, Mockga, yi. Jlecnas, 1. 9

Ten.: +7 (495) 139 95 00

Anpec anexTpoHHoii moutsl: drugsafety.russia@gilead.com

Ilpu émopuunoit ynaxoexe npenapama na OAO «@apmcmandapm-Jlexcpeocmeay

MNPOU3BOJAUTEJIb

IIpouzs00cmeo 2omoeoii 1ekapcmeeHHOU hopmbl U NEPEUUHASL YNAKOBKA:

CHLIA

Jxyounant XommucrepCrup JIJIC/ Jubilant HollisterStier, LLC

3525 H. Peran Crpur, Cnokeitn, mrat Bammuarron, 99207, CIIA / 3525 N. Regal Street,
Spokane, WA 99207, USA

Bmopuunas ynaxoska u evinyckaowuti Koumpoibs Kauecmaea.

Poccuiickas @enepanys

OtkpeiToe akmuoHepHoe ooOmectBo "®dapmcrangapt-Jlekcpencrtea" (OAO "dapmcranmapt-
Jlexcpenctna")

Kypckas 06:1., r. Kypck, yn. 2-s ArperatHas, 1. 1a/18
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 10.06.2025 N= 14572
HOCNEOCBATENEHOCTE 0001)

|
OpeaHusaqu}z, npurumarwasl npemen3uu nomp oumene

Poccniickas @enepanys

OTtkpeiToe akiumonepHoe oOmiectBo "®apmcrangapt-Jlekcpenctea" (OAO "dapmcrangapt-
JlexcpencTna")

Kypckas 00:1., r. Kypck, yn. 2-1 Arperatnas, 1. 1a/18

Ten./dpaxc: (4712) 34-03-13

Anpec snekTpoHHOM nouThl: leksredstva@pharmstd.ru
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	ВЕКЛУРИ™
	Таблица 5: Рекомендуемые инструкции по разведению – восстановленный ремдесивир, лиофилизат для приготовления концентрата для приготовления раствора для инфузий


