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IIpnmenenne XC221GI B nevenun rpunmna u OPBU y B3pocnbix:
HOBBII IO X0, — YIIpaB/lI€eHNEe BUPYC-MHAYIMIPOBAHHBIM
BOCITajieHieM. Pe3yIbTraThl BOMHOIO C/IENOT0, PAHAOMI3NPOBAHHOIO,
1a1e60-KOHTPOINPYeMOr0, MHOTOLICHTPOBOTO KIMHIYECKOTO
VICCTIEOBAHNA
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AHHOTauMs

Lleab. Ouerka adpdpekTBHOCTU U Ge3onacHocTu npenapata AtepukceH® (XC221Gl, 1-[2-(1-METUAMMMAQ3OA-4-UA)-ITUAINEPTUAPOA3HH-
2,6-AMOH) B A€HEHUM HEOCAOKHEHHbBIX (DOPM FPUINA M APYTMX OCTPBIX PECMIMPATOPHbIX BUPYCHBIX MHekumin (OPBM) y B3pOCAbIX.

Marepuanbl 1 MeToabl. B kanHuueckoe uccaeaoBanme I chasbl BkAoUMAK 260 HeroBek B Bo3pacTe 18-65 A€T C ACTKMMMU M CPEAHETSIKEAbIMM
dopmamu rpunna man apyrux OPBU. INaumeHTOB paHAOMM3UPOBaAM B ABe rpynnbl: B 1-i rpynne (n=130) nauveHTam HazHavyaAu npenapar
AtepukceH® B TabaeTkax no 100 mMr 2 pasa B CyTKM B TedeHue 5 aHeR; Bo 2-i (n=130) — naauebo, COOTBETCTBYIOLLEe NMPernapary, B TOM Xe pexu-
Me. [1epBUUYHOM KOHEUHOM TOUKOM OLeHKU I(P(EKTUBHOCTH SIBASIAOCH BPEMS B Yacax C MOMEHTA MepBoro npuema nperapara A0 KAMHUYECKOTo
yAyulenus. OCHOBHOM aHaAu3 3(PheKTUBHOCTH NPOBOAMAM B MOMYASLIMM MALMEHTOB C NMOATBEPXKAEHHbBIM C MOMOLLbLIO MOAMMEPA3HOM LIeMHOM
peakumu rpunnom uan OPBU, 3aBeplumBlInx nccaeaoBaHue no npoTtokoAy (per protocol infected, PPI). AonoAHUTeAbHO 3(hheKTUBHOCTL OLEHM-
BaAu B nonyasumsix ITT (intention-to-treat) u PP (per protocol), BKAOUaBLIMX MNALMEHTOB KaK C BbISBAEHHbIM, TaK M HEBbISIBAEHHbIM BO3OYAUTEAEM.
[NonyAsiumst AAst aHaAM3a 6e30MacHOCTM BKAIOYAAA BCEX MaLIMEH TOB, MOABEPILIMXCS KaK MUHUMYM OAHOKPATHOMY BO3AEMCTBUIO UCCAEAYEMOIO
npenapara uau naauebo.

PesyAbTathbl. BbISIBUAM CTAaTUCTMHECKM 3HAUMMOE NMPEBOCXOACTBO rpenapata AtepukceH® Haa naauebo no nepBUHHON KOHEUHOM ToUke Kak rnpu
OCHOBHOM, TaK M NMPKU AOMOAHUTEABHOM aHAAM3€ BO BCEX MCCAEAYEMbIX MOMYASLMSIX: KAMHMYECKOE yAydlleHWe B FPyrnre MCCAEAYEMOrO AeKap-
CTBEHHOIO CPEACTBA HACTYMaAo Ha 24 4 GbicTpee Mo cpaBHeHuio ¢ rpynnoi naauebo. Ouerka 3hHeKTUBHOCTH MO BTOPUUHBIM KOHEUHbIM
TOUKaM MOATBEPAMAA MPEBOCXOACTBO Mnpernapara AtepukceH® Haa nAauLebo B OTHOWEHUM KyNUMPOBaHMS KaTapaAbHbIX CUMITOMOB M CUMITOMOB
MHTOKCMKALMK. [1pOAEMOHCTPUPOBAH GAArONpPUATHLIA NPOodUAL Ge30MacHOCTH npenapara.

3akAtouenne. AtepukceH® siBasieTcst a(pdpeKTUBHBIM 1 GE30MacHbIM CPEACTBOM AeveHust rpunna u apyrux OPBU y B3pocabix.

KatoueBble caoBa: OPBM, rpunn, pecriupatopHsle Bupychl, AtepukceH®, XC221Gl

AAs umutnposanmsa: MaassuH A.T., baraesa M. M., Kaaioxun O.B. MNpumenenne XC221Gl B Aeuennn rpunna u OPBM y B3pOCAbIX: HOBbI MOAXOA —
yrpaBAeHHE BUPYC-MHAYLIMPOBAHHBIM BOCMAAEHMEM. Pe3yAbTaTbl ABOMHOMO CAEMOro, PAHAOMM3MPOBAHHOTO, NAALEHO-KOHTPOAMPYEMOIO, MHOMO-
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Beeaenne

OcTpsle pecnimpaTopHble BupycHble nHdekun (OPBI)
3aHMMAOT TUAUPYIOIiee MECTO B IpyIie MHPEKIIMOHHBIX
3aboeBanuii yenoseka. KonmmuecTBo exxerogHo 60enmmux
OPBU u rpunnom B Poccnn focturaet nopsanka 30 MTH 4e/IoBex,
a eKerof{HbIIl CyMMapHBbIil 9KOHOMUYIECKUIT YIep6 OljeHnBa-
eTcsi B 40 Mypp pyOneit, 4To cocTtapser moutu 80% yuepba
OT BCeX MH(EKIMOHHbIX 6oresHelr [1].

Han6ornee sSHAYMMBIM C TOYKM 3PEHUS SNNUEMIOIOTUN,
KJIMHVKY U TAKeCTYU OCTIOKHEHU I ABIAeTCA rpuil. Exxerogso
B M€ SIU/IeMII TPUIINA IPUBOMST K 3—5 MJTH C/Ty4aeB TsDKe-
nbIx GpopM 3aboneBaHNA U ABIANTCA IpU4MHOI 250-500 ThIC.
cy4aeB cMepTH. B psjie cryyaeB eTabHbIE MICXOMbI CBA3aHBI

C TUIEePBOCHATUTENBHBIM OTBETOM M Pa3BUTIMEM TaKMUX JKU3-
HEYTPO’KAIOUINX COCTOSHMIL, KaK ITHEBMOHM A, OCTPHIl pe-
CHMPATOPHBIN BUCTPECC-CUHAPOM, Koarynomnarus. Kpome
TOTO, HeOOXOAMMO YUUTHIBATD [IOKA3ATE/Ib «JOIOTHUTED-
HOIl» CMEPTHOCTH, Ifie MUAUpYIollee MeCTO 3aHMMAIOT 3a60-
JIeBaHVsI OPTAHOB KPOBOOOpalieHns (nmeMnyeckas 601e3Hb
CepAla, TUIIepPTOHMYECKasi 00Ie3Hb U Ip.), OPTaHOB [IBIXAHIIS
(xpoHmueckuit 6poHXUT, 6poHXMANbHASA acTMa, 9Mpu3seMa
u 1p.) u ux coderanue (870 caydyaes Ha 100 ThIC. HaCeTeHNA)
[2]. TTaToreHes aTUX 3a60IEBaHMIT COIIPOBOXKAETCS XPOHIYe-
CKVM BOCIIaJICHEM, Vi TUIIEPBOCIIA/INTE/IbHBIN OTBET Ha poHe
OPBI y jaHHBIX NallM€HTOB 3HAYMTEIbHO YBEIMYMBAET PUCK
HeOMaronpusATHOTO UCXO/A.
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a new approach - managing virus-induced inflammation. Results of a double-blind,
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Abstract

Objective. Evaluation of the efficacy and safety of the drug Aterixen® (XC221Gl, 1-[2-(1- methylimidazole-4-yl)-ethyllperhydroazine-2,6-dione),
in the treatment of uncomplicated forms of influenza and other ARVI in adults.

Materials and methods. The phase Il clinical trial enrolled 260 people aged 18-65 years with mild and moderate forms of influenza or other
ARVI. Patients were randomly assigned to two groups: in group 1 (n=130), patients were prescribed the drug Aterixen® in tablets of 100 mg
2 times a day for 5 days; in group 2 (n=130) —a placebo corresponding to the drug, in the same regimen. The primary endpoint of the efficacy
assessment was the time in hours from the first administration of the drug to clinical improvement. The main efficacy analysis was performed
in a population of patients with PCR-confirmed influenza or ARVI who completed the study according to the protocol (per protocol infected).
Additionally, efficacy was evaluated in ITT and PP populations, including patients with both identified and undetected pathogen. The population
for safety analysis included all patients, without exception, who were exposed to at least one exposure to the study drug or placebo.

Results. A statistically significant superiority of the drug Aterixen® over placebo in primary endpoint was revealed in both the main and addition-
al analysis in all studied populations: clinical improvement in the group of the studied drug occurred 24 hours faster compared with the placebo
group. The evaluation of the effectiveness of secondary endpoints confirmed the superiority of the drug Aterixen® over placebo in terms of relief
of catarrhal symptoms and symptoms of intoxication. A favorable safety profile of the drug has been demonstrated.

Conclusion. The drug has demonstrated a favorable safety profile for use in outpatient practice. Aterixen® is an effective and safe treatment for
influenza and other ARVI in adults.

Keywords: ARVI, acute respiratory infections, influenza, respiratory viruses, Aterixen®, XC221Gl
For citation: Malyavin AG, BagaevaMI, Kalyuzhin OV. Application of HS221GlI in treatment treatment of influenza and ARVI in adults: a new
approach — managing virus-induced inflammation. Results of a double-blind, randomized, placebo-controlled, multicenter clinical trial. Terape-
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dnupemMuonorndeckuit ceson 2022-2023 rr. («TpugeMnsi»,
WIN «MYJIBTUIEMUSI») XapaKTePU30BAJICSI OHOBPEMEHHOI!
AKTUBHOI LUPKYIsLKeil Bo3byaurenei cesonusix OPBI,
B TOM YIC/Ie TPUIA, M HOBBIX BapuaHToB SARS-CoV-2, 06-
NafaloX BHICOKOII 3apasHOCTbI0. OCEHbIO I B Hayajle 3MMbl
cesona 2023-2024 rr. 3T0 BO MHOTOM IOBTOpsAeTCA. B Takmx
YCTIOBM X BBICOKA BEPOSATHOCTb COYETAHHBIX MHPEKIINIA, KOTO-
pble MMeloT 60JIee TsKeNoe WU aTUIINYHOe TedeHne. OcoOeHHO
OIIacHa 3Ta CUTYAL M [JIs HAllMeHTOB IPYIII BBICOKOTO PUCKa
(meTy 1o 5 €T, HOXKMIIbIE TIOAY, MALMEHTDI C XPOHMYECKIMU
3a60/IeBaHMAMM U [IP.).

YuuTbIBasA BbIIIENepeYUCIeHHbIE 00CTOATEIbCTBA, AKTY-
anMM3MPYeTCs: MOMCK HOBBIX JIedeOHbIX TEXHOTOT NI, 06/Iaja-
IOLIMX CHOCOOHOCTBIO YIIPABIATb BUPYC-UHAYIMPOBAHHBIM
BocnasnenueM (BVIB), KOHTponMMpoBaTh ypOBEHD PEIPORYKLINN
MIMPOKOTO CIIeKTPpa peCIMpPaTOPHBIX BUPYCOB I MpefyIpesK-
JaTh pasBUTHE I'UIIEPBOCIANTUTENIbHOTO OTBETA.

OpHIM 13 IepCIIeKTUBHBIX B 3TOM HaIlpaBIeHUN ITpernapa-
T0B s1B/sIeTCsA ATepukcen’ (1-[2-(1-MeTmmuMmaa3on-4-mm)-aTuyj
nepruapoasnu-2,6-guon, AO «Banenta ®apm», Poccus) — mpo-
TUBOBOCIIAJINTENTbHOE CPENCTBO C AKTUBHOCTDIO B OTHOIIEHUM
BUPYCOB.

PaspaboTka /eKapCTBEHHOTO CpeJCcTBa 3aHsAIa Oonee
10 neT. 3a 9TOT MepUOL CO3[JaHa MHOTOYPOBHEBas 9KCIIepH-
MeHTa/IbHasI TOKasaTeabHas 06asa, HOATBepKaaomas ag-
(eKTUBHOCTD IIperapaTa B OTHOIIEHMN 1IeI0T0 Psifia BUPYC-
HBIX MH}eKuuit (TpyuIIa, pecuupaTopHO-CUHIUTHAIBHOI,
KOPOHaBUPYCHOIL, PUHOBUPYCHOIL, aJeHOBUPYCHOI 1 JP.),
a TaK>Ke pacKpbIBalolllas MeXaHU3M JIeiiCTBUA Iperapara Ha
MOJIEKY/ISIPHOM ¥ KJIETOYHOM YPOBHSX [3]. YcTaHOB/IEHO, YTO
AtepukceH” CHMKaeT BBIPaOOTKY IPOBOCIIAIUTENbHBIX 111~
TOKMHOB I XeMOKJHOB, aCCOLIMMPOBAHHBIX C Pa3BUTIEM BIU-
PYCHOTO BOCIIaJIeHM A B JIbIXaTeNbHbIX MY TAX. Tak, Ha Mofienu
pecnupaTopHO-CHHIUTUAIbHOI BUpycHOI nHpekin (PCBU)
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in vitro IIpenapar IOAAB/IsUI BBIPAaOOTKY MHTEp/IeKIHA-6 Ha
55-85%, a nnrepneiikuHa-8 — Ha 40%. [Tpu sTom Atepuxcen”
He BJ/IVSUI HA IPOAYKIMIO JAHHBIX MEAMATOPOB HeMHPUIUPO-
BAaHHBIMU K/IeTKaMM, 2 3HAYNUT He MPUBOAIUI K U3OBITOTHOMY
TofiaBIeHNI0 QYHKINIT MMMYHHOI CHCTeMBI [4].

AKTUBHOCTD Ipenapara B oTHomeHuu BVIB cBasana
c ynpasieHreM pH-3aBucyMBIMY STaIlaMM )KM3HEHHOTO LIMK/IA
psifia pecIMpaTOPHBIX BUPYCOB, KOTOPbIE IPOXOAAT B YCIOBU-
X BBICOKOIT KOHIIEHTPALM MIOHOB BOZOPOJA, HAO/MI0ZaeMbIX
BHYTPU CTPYKTYP 9HFOCOMATBHO-TN30COMANTbHON CHCTEMBI
KJIETOK OpTaHU3Ma 4e/I0BeKa. ATeprKceH® criocobeH 6I10Kupo-
BaTb BHYTPUK/IETOUYHYIO PaCIIAKOBKY I'€HETM4eCKOT0 MaTepyuasa
BUpYCa I €T0 BBIXOJ] B LIUTOIIA3MY Ji/Is IIOCTIeAyIolero obpa-
30BaH HOBBIX BUPYCHBIX YacTu1y. Takum 06pasom, mpemnapa-
TOM KOHTPOIUPYETCs KII04eBast MUIIEHb KIETOK OpraHu3Ma
4yesloBeKa, 9KCITyaTupyeMas pecIMpaTOpPHBIMU BUPycaMu
B XOfle peain3aliyy UX >KM3HEHHOTO I[MKJIa, COPOBOXIaole-
TOCS MUTOMATUIECKUM JielicTBMeM ¢ mcxomom B B B. [lannas
0COOEHHOCTb MeXaHM3Ma NeliCTBUA NpernapaTta ATepuKceH”
OTpa’kaeT MHHOBAIMIOHHYIO CTPAaTernio yIpaBaeHA MHPeKIV-
OHHBIM IIPOI[eCCOM Ha yPOBHE MIIIIeHe K/IeToK Xo3sAnHa (host
response strategy), He CONPKEHHYIO C PUCKaMM 3aITyCKa 9BO-
JIIOL[MIOHHBIX IIPOILIECCOB Pe3UCTEHTHOCTIL, XapaKTePHBIMMI /1A
IIpenapaToB, BO3/IeICTBYOIMX Ha MUIIEHN BUPYCa, 1 IOSTOMY
IIpe/iCTaB/IsAeT 3HAUUTENbHBIN MHTEPeC I SMIMPUIECKOTO
[IPYMEHEHNS B KIMHIYECKOI TpaKkTuKe [5-7].

B paHZOMU3MPOBAHHBIX, ZBOMHBIX C/IENbIX, I1ane60-
KOHTPO/IMPYEMBIX UCCIEJOBAHUAX JOKa3aHa 9P PeKTUBHOCTD
npenapara Atepukcen® B nedennyt COVID-19 nerkoro u cpep-
HeTSDKEJIOro TedeHus. B 4acTHOCTH, ycTaHOB/IeHA CTIOCOOHOCTD
IpenapaTa CTaTUCTUYeCKM 3HAYMMO CHIKATh BEPOATHOCTD ITe-
pexofia 3a60eBaHNUA K 607Iee TAXKETIOMY TeYeHIIO M COKPAI[aTh
BpeMsI 10 KIMHIYECKOTO Yy qIle Vst Ha poHe 6/1arompusTHOrO
npodus 6e3omacHOCTH U epeHocumoctn [8, 9].
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ITo pesynbTaTaM JBOJHOTO C/IETIOTO, PAHOMM3YPOBAHHOTO,
1/1a1e60-KOHTPOINPYEMOTO, CPAaBHUTEILHOTO, MHOTOL[€H-
TPOBOTO KJIMHUYECKOTro nccnenoBanus 11 ¢asbl y manmen-
toB ¢ OPBU u rpunnom (naentudukarop clinicaltrials.gov
NCT05030324) BBISIB/IEHO IPEBOCXOACTBO MperapaTa B f03e
200 Mr/cyT, KOTOPO€ BBIPAXKATIOCh B 607Iee OBICTPOM JOCTIKE-
HUM KIMHIYeCKOTO BBI3JTOPOB/ICHA (BpeMs OT IIepBOTo IIp1eMa
Hpemnapara jo KyIMpOBaHMU A BCeX CUMIITOMOB) ITO CPaBHEHMIO
¢ rpynmamu Arepukcen® 100 mr/cyT u mnare6o.

Ienp xnuHudeckoro ucciaegosanus 111 ¢assr — orjeHka
addexTuBHOCT U 6€30MACHOCTY IpemnapaTa ATepUKCeH”
B JIeYeHNN HEOCTOXXHEHHBIX (popM rpumna u gpyrux OPBY
Y B3POCIIBIX.

MarepnaAbl u MeTOABI

JIBojiHOe clemoe, paHJLOMU3MPOBaHHOe, Inanebo-
KOHTPONNPyeMOe, CPaBHUTEIbHOE, MHOTOIIEHTPOBOE K/INHU-
geckoe uccnegosanne I11 dpaspr (mpentuduxarop clinicaltrials.
gov NCT05544916) mpoBefieHO B COOTBETCTBUY C IPYHIIUITAMHA
XenbcuHKCKOI [leknapanuu BceMupHOI MeIMIIMHCKOM ac-
conManuy, TPeXCTOPOHHMM coT/TallenueM 1o Hapgnexxameit
KIMHWYECKO IPAaKTHKE U Per/TaAMEHTUPYETCA IeICTBY IO MM
3aKOHO/IaTe/TbCTBOM EBPas3muiickoro 5KOHOMMYECKOTO CO03a
n Poccuiickont @enepanym.

B uccnemoBaHue BKIIOYAMN MALMEHTOB 060€ro 1oJIa C jier-
KUMM U CpefHeTsDKenbiMu popmamu rpumnia unm npyrux OPBY,
OTBEYAINUX CIEAYIOINUM KPUTEPUAM: BO3pacT 18-65 nerT;
HOBBIIIEHE TeMIIepaTyphl Tena ot 38,0 1o 39,5 °C 6e3 mpuema
JKapOIOHIDKAIOIMX CPE/ICTB B TeYeHMeE IOCTeIHNX § 4; KaK
MMHVIMYM O{HO U3 PECIIMPATOPHBIX IPOABIECHNI IPUIIIIA UK
apyrux OPBM (xamrenb, HaCMOpPK / 3a/I0)KeHHOCTb HOCa, 60/Ib
BTOpJIe) BBIPa)KEHHOCTHIO He MeHee 2 6aIIyIoB 0 YeThIpex6asiib-
HOIJ1 IIKaJIe BBIPA)KEHHOCTY CUMITOMOB; KaK MUHJMMYM OJJHO 13
CHCTeMHBIX IPOsAB/IeHNIt rpuina unn gpyrux OPBU (ronosHas
6071, 6071 B MBIIII[AX, 03HOO/IIOTINBOCTD, YCTAIOCTBD) C BBIPa-
JKEHHOCTBIO He MeHee 2 6aljIoB 110 YeThlpeX0a/IbHOI IIIKae
BBIPa)KEHHOCTY CUMIITOMOB; JJINTETBHOCTD 3a00/IeBaHMSI OT
MaHupecTannu CMMITOMOB [0 IpreMa IIepBOi O3Bl ITperapara
He 6oree 48 4; OTCYTCTBME ITOKA3aHMIT K TOCIUTAIN3ALUY Ha
MOMEHT BK/TIOUEHN S B UICCTIeJOBAHIIE.

K xpurepusAM HeBK/IIOYEHNA OTHOCU/INCH: TUIIEPYYBCTBU-
Te/IbHOCTD K MCCIeAYeMOMY Ipenapary; AeUINT TaKTas3bl;
HeIepeHOCHMOCTD TAKTO3bl; TTI0K030-Ta/TaKTO3HasI Maibab-
copO1[ys1; HEIIEPEHOCHMOCTD Fa/IaKTO3bl; YCTAHOBIEHHBII MJIN
BEpOATHBIN B HaCTOAMMI MOMeHT guarno3 COVID-19; ocmox-
HeHHoe TedeHue rpunmna uau gpyrux OPBU; cumnTombl nHes-
MOHMY ¥ BO3MO>XXHOTO OCTPOTO PeCHMPATOPHOTO AUCTPECC-
cuHJpoMa; nobble 3a60/1eBaHUs CEPAEIHO-COCYRUCTON
CHUCTEMBI, TIOYEK, eYeHH, Ke/TyJOUHO-KNIIEYHOTO TPaKTa,
SHJOKPUHHOJ ¥ HEPBHOV CUCTEM; TsXKEJble NEKOMIIEHCH-
pOBaHHbIe XpOHUYeCKNe (BKII0Uasd XPOHUYECKYI0 60Ie3HDb
[IOYeK 1 XPOHUYeCKNe 3a60/IeBaHM S [Te9eHM) MU OCTPbIe
3ab0/IeBaHMsI, @ TAKXKe TI00bIe APyTrue COCTOsIHM/3a00/eBa-
HIA, KOTOpPbIE, 10 MHEHUIO UCCIeloBaTeN A, MOTYT IPUBECTU
K TOMY, 4TO y4YacTHe B UCCIeTOBAHNM I MalueHTa 6y/eT
He6e30IacHbIM; Ha/lndyie OHKOIOTMYecK1X 3aboneBanmit, B/ Y-
nHbexuy, TybepKyesa, B TOM YuCIe U B aHaMHese; Oepe-
MEHHOCTDb U KOpMJIEHME I'PYAbI0; HEBO3MOXXHOCTb OTMEHBI Ha
Hepuof, ICCIe0BaHUA JPYTUX TeKapCTBEHHBIX IIPeraparos,
CIOCOOHBIX NMOB/IMSTH HA Pe3y/IbTaT HACTOSIILEr0 UCCTIeNO0-
BaHUA; IPOBEJEHNE m106071 BAKIMHAUN B TedeHue 90 qHel
IO BK/IIOYEHNUs B UCCIE[OBAHME; yIacTue B M1I060M fpyTroM
KJIMHUYECKOM MCCIefoBaHme B TedeHre 90 mHel 1o Havyama
Hepuofia CKpMHMHTA. Bce manmeHTsl, BKIIOYeHHbIE B paboTy
U faBIIve fOOPOBOAbHOE MHPOPMUPOBAHHOE COTIacue Ha
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/!
N

Busutst 2-it (eHs 4-it)
v 3-it ([leHs 6-it)
Tnaue6o 2 pasa b 1eHb

(1 TabeTKA YTpOM,

Busurst 4-it (Jens 10£1)
W 5-ik (Tennb 20+1)

Tocreayionee HabtoeHIe

1 TaieTKa Beuepom)
+ CHMITOMATHUECKASI TeATTHS!

Puc. 1. Ipachmueckas cxema MCCAGAOBaHMUSI.
Fig. 1. Graphic schedule of the study.

ydJacTue B UCCTIe/IOBAaHNM, PAH/IOMM3MPOBAHbI B COOTHOIIEHNM
1:1 B gBe rpynmsl: B rpymme Atepukcen’ (n=130) mannenram
HasHava/IM penapaT AtepukceH” B Tabnetkax 1o 100 Mr 2 pasa
B CYyTKM B TedeHMe 5 jHelf; B rpyiie mnare6o (n=130) - mame6o,
COOTBETCTBYIOIIEe IIpeNapary, B TOM JKe peKMMe.

TMamyeHTHI TaKXKe MIPYHMMA/IY CTAaHJAPTHYIO CUMIITOMATH-
4ecKyIo Tepanuio rpunmna u gpyrux OPBV ¢ yueTom akTyanbHbIX
KJIMHIYECKUX peKoMeHalmit. Pasperanich 3akanbiBaHue/Ipo-
MBbIBaHMe HOCA N30 TOHMYECKIM COJIEBBIM PACTBOPOM, IIOTIOCKA-
Hle TOp/Ia MI30TOHNYECKMM COTIEBBIM PaCTBOPOM, OTBapaMIy TPaB,
OTXapKMBaIOII}e ITpeIapaThl HA OCHOBE IIePBOLBETA U ITIOJJOPOXK-
HMKa. [Ipy BbIpa)keHHOI 3aJI0)KEHHOCTY HOCA VIV HaCMOPKe
paspeleHo IpyMeHeH)e aHTVKOHT€CTaHTOB, IIPY MTOBBILIEHU N
TeMIeparypsl Tena 6onee 38,5 °C - mpuMeHeHVe aHTUITNPETH-
k0B (16ynpodena nnm napareramorna). B ciydae npumeHeHus
BBIIIEYKa3aHHBIX CPEJICTB BBIPAXKEHHOCTDb CUMIITOMOB (KAl
3aJI0)KEHHOCTH HOCa / HAaCMOpPKa U IMXOPAafiKy) OLleHMBaIN He
paHee yeM 4yepes 4 4 II0C/Ie IPYMEHEeHM A IIperapara.

JleitcTBOBa/IN OTpaHMYEHN ST HA IPUMEHEHE TI0OBIX IPOTHU-
BOBMPYCHBIX IIpeNapaToB, KpOMe UCCIeyeMoro; nurepdepo-
HOB U MHAYKTOPOB MHTepepOHa, IIpenaparos, 001afaoux
VMMYHOMOAYINPYIOI MM JeiiCTBYEM; CUCTEMHBIX I MECTHBIX
aHTMOAKTePUATbHBIX U AHTUCEITUYECKIX IPEIapaTOB; CUCTEM-
HBIX I/IIOKOKOPTUKOCTEPOUIOB U APYTUX MMMYHOJEIpeccaH-
TOB; IPOTMBOKAII/IEBBIX, MYKOTUTUYECKMX U OTXaPKMBAIOIIMX
npenaparoB (KpoMe YKasaHHBIX BBIIIE); )KaPOIOHIDKAOINX
cpencts (mpu TeMmmeparype Tena Hike 38,5 °C u coCTOAHU-
SX, He COMIPOBOXKAAIONUIMXCA KIMHNYECKVIMYU IPOSABICHUAMY,
TPeOYIOLIMIU HEOTIOXKHOTO IIPYMEHEHIST XKapOIIOHVDKAIOIINX
CPeJiCTB) 1 BaKI{VH.

VlccnepnoBaHnue coCTOAIO U3 TPeX IepUOOB: IepHOfia CKPU-
HuHra (feHp 1-it), mepuopa nedenns (FHU ¢ 1 mo 5-it) u meproga
nociexyoutero Habmogenus (14+1 genp). O61mas npofoIKU-
TeTbHOCTD MCCIeNOBAHMsI cocTaBnsa 21 nenp (puc. 1).

Bce marueHTs! 06513bIBa/INCh 2 pasa B CYyTKH (JI0 O4ePeHOTO
MIpUMeHEHN s CUMIITOMATIYeCKIIX CPEACTB) Ha IPOTsDKeHuu 10
IHel OLleHNBaTh U PUKCUPOBATh B [JHEBHVKE BBIPa>KeHHOCTh
BCeX CUMIITOMOB (KpOMe JIMXOPa/KI) 110 YeThIPexOalIbHO
HIKarie, rye:

0 6a71710B — CUMIITOM OTCYTCTBYET;

1 6a1 - MUHMMaJIbHASI BBIPA)KEHHOCTb CUMIITOMA;

2 6ajta — yMepeHHas BBIPAXXEHHOCTb CYMIITOMA;

3 6a/1a — MaKCUMa/IbHAsI BBIPAXKEHHOCTD CMIITOMA.

ITanyeHThI OLeHNMBAJIV 3a7I0>KEHHOCTH HOCa / HACMOPK, 607Tb
B TOpJIe, Kalllenb, 60/Ib B MBIIIIIAX, TOMIOBHYO 60/Ib, YCTATOCTH,
03HOO/TIOTIBOCTb.

IMepsuuHoit koneunoit Toukoit (IIKT) orenkn appextus-
HOCTU ABJIANIOCH BPeMs B yacax ¢ MOMEHTa IIePBOTO IpreMa
npenapaTa 0 KIMHMYECKOTO ynydinenud. Ilog knuHmye-
CKUM yITydlIeHVeM IIOHVMaJIV KYIIMPOBaHMe BCeX CIef YO NX
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CUMIITOMOB IIPY YC/IOBUY COXPaHEHN A JOCTUTHYTOTO YPOBHA
10 Ka)X/JOMY X HIX He MeHee 24 4: Tuxopajka (Temmeparypa
Tejla B TedeHMe CyToK Hinke 37,0 °C 6e3 mpuMeHeHM A )KapoIo-
HIDKAIOIIVX IIPEIapaToB), 3a/10)KEHHOCTh HOCA / HACMOPK, 607Tb
B rOprie, Kalilenb, 00/Ib B MBIIIIAX, TOJIOBHASI 00JIb, YCTAIOCTD,
03HOO/IIOT/INBOCTB (J{HEM MCY€3HOBEHIS JAHHBIX CMIITOMOB
CYMTAJICA NEPBBIil JeHb, KOTA MallYIeHT OLleHNMBa UX BbIpa-
JKEHHOCTbD B T€UeHue CyToK B 0-1 6asm).

B pamkax aHanmmsa copMynmpoBaHa CTaTUCTUIECKAS TH-
rmoTesa MPeBOCXOACTBA M3Y4aeMOro IIperapara Hajj IIane6o:
HO (nynesas runoresa): HR<1, Ha (anbTepHaTMBHa A TUIIOTe3a):
HR>1, rie HR - otHomenne puckos (hazard ratio) gis Bpeme-
Hu poctmokenus IIKT B rpynne ATepukceH” 10 CpaBHEHUIO
¢ rpymnmoii miane6o.

B xauecTBe BTOpMYHBbIX KOHeUHbIX ToueK (BKT) addek-
TUBHOCTY IIPUHATHI BpeMs JI0 KYIIMPOBaHMUA OT/Ie/TbHBIX CUM-
MITOMOB (IMXOpajiKa, 3aJI0)KEHHOCTb HOCa / HACMOPK, 6071b
B TOpJIe, Kalllelb, 60/Ib B MBIIIIIIAX, FOIOBHAS 60JIb, YCTAIOCTh,
03HOO/TIOT/IMBOCTD) U KOS HAL[MEHTOB, Y KOTOPBIX 3aperu-
CTPUPOBAHO JOCTVKEHE JAHHOTO COOBITHA K 4 ¥ 6-Y THAM OT
Hayasia IeYeHN ; YaCTOTa Pa3BUTIA OCTIOKHEHUI IPUTIIIA MITN
npyrux OPBU (cuHycut, OTUT, OPOHXUT, THEBMOHUA); BpeMs
IO SMMMMHALINY BUPYCOB 110 pe3y/IbTaTaM KaueCTBEHHOI! I10-
NMMMepasHoil HemHoit peakuny — ITIIP (BpeMs o monyyeHus
[IepBOro oTpuuarepHoro pesynprara I11P); morpe6HOCTD
B IIapareTaMose Wiy nubynpodene (CyMMapHas CyTouHas 103
B guM 1-10-T0 MccmenoBaHms).

Ilis1 oLjeHKM 6e30IIaCHOCTY OLIeHUBA/IY YaCTOTY Pa3BUTHS
HexXeraTenbHbIX siBeHmit (HSI), nx TsxecTs m CBsI3B € MCCe-
IyeMbIM IIperapaToM.

Pacuer pasmepa BLIOOPKY IPOBEEH MPY IOMOIIYN HPO-
rpaMMHOro obecredenusi SAS Bepcun 9.4. ITo pesynbraram pac-
4YeTOB B aHAJIN3 IIEPBUYHOrO IapameTpa 3¢p¢GeKTUBHOCTH IIIa-
HUPOBA/IV BK/IIOYNTH 132 manyenTa, 1o 66 ManyueHToB B IPyIIIIe.

71 CTaTUCTUYECKOTO aHa/IN3a UCIIOIb30BANN BaTUU-
POBaHHOE CTAaTUCTUYECKOe MporpaMMHoe obecredenne IBM
SPSS 28, a Taxxe Julia v1,8+ (CSV 0,10+, DataFrames 1,5+,
ODMXMLTools 0,6+, MetidaFreq 0,1+).

s nposepenus ananusa I[IKT ucnonb3osann mertop
npornopunoHanbHbix puckos Kokca ¢ pacguerom HR n 95%
JOBepUTENbHBIX MHTepBasIoB (95% V). PaccuuTaHbl MeiaHbL
IO HaCTYIJIEeHM A KIMHMYECKOTO YIy4llleHNA B COOTBETCTBUN
C BBIIIEOIMCAHHBIMY KpUTepuAMM. I/ cpaBHEHMA IPYIII
UCIIONb30BA/IU JIOTPaHTOBLIN KpuTepuit (Kputepuit Koxca—
Mamnrens).

Jl151 moxasaTenbCTBa IPEBOCXOCTBA Ipenapara ATepUKCEH”
Haj m1ane6o Heo6XOAMMO, YTOOBI HYDKHAS IPaHULA [IBY-
croponnero 95% IV pna HR npespimana 1, a ByCTOpOH-
Hee 3HadeHe p coctasnsiio MeHee 0,05 (4TO COOTBETCTBYeET

3aITAaHMPOBAHHOMY /IS pacdera o6'beMa BEIOOPKM OfHOCTO-
poHHeMy 3HadeHMIo p MeHee 0,025).

Cpasnenue rpyni mo BKT, npesicTaBieHHBIM B BUfle AMXO-
TOMUYECKUX IT0Ka3aTesIell, IPOBOJMIN C IOMOIbI0 KPUTEPU S
Dunrepa-Ppumera—-XaabToHa WM KpUTepus x* (XU-KBaapar),
IJ1A IpelCcTaBIeHHbIX KOTMYEeCTBEHHbIMY ITOKa3aTenAMM —
0nHO(aKTOPHOTO AUCIEPCHOHHOTO aHAMN3a TNO0 KPUTePus
ManHa-YurtHn.

OcHoBHOIT aHanM3 3¢ (HEKTUBHOCTY IIPOBOAVIIN B IIOIIY-
ALY TAlMeHTOB, 3aBepUIMBIINX UCCIelOBaHNe 110 IPOTO-
KOJIy C MOATBepX/jeHHoi MeTonoM ITIIP BupycHolt nHpeK-
nueit (rpunmna win gpyrux OPBU) - per protocol infected,
PPI. lononHUTENbHO MMEPBUYHbBIE ¥ BTOPMYHBIE KOHEYHBIE
TOYKY 3P (PEeKTUBHOCTU IPOAHATIU3NPOBAHDI B IOy IAIINN
BCEX PaHAOMM3NPOBAHHBIX MALIIEHTOB (intention-to-treat,
I'TT) 1 B Oy IAIMM TAI[MEHTOB, 3aBePUINMBIINX MICCIEIOBAHME
B COOTBETCTBUM C IPOTOKOIOM (per protocol, PP). ITomysimms
st aHanmu3a 6esomacHocTy (safety) BKTio4dasa BceX allMeHTOB,
MIOABEPTIINXCA KAK MUHUMYM OFHOKPAaTHOMY BO3MIEMICTBIIO
UCCTIef[yeMOro npemnapara 1in marebo.

Pe3yAbtarbl

B nccnenosanme BxaovyeH 271 maumeHTt, 260 U3 HUX paH-
TOMM3VPOBAHDI, 3aBEPIIN/IN UCCIEIOBAHNE B COOTBETCTBUN
¢ mpoTokomoM 233 4enoBeka (monynsitus PP). Y BeIObIBIINX
MAIMeHTOB 3aUKCUPOBAHBI 3HAYMMBbIE OTKIOHEHUS OT IPO-
TOKOJIa, CBSA3aHHbIE IJTABHBIM 00Pa30M C O3ITHUM IOy YeHUEM
pesynbraToB obHapyxenus SARS-CoV-2. B monynsnuio maru-
enToB PPI Bomu 104 yetoBeka. OCHOBHBIE BBISIBIEHHbIE BO3-
Oynurenn: puHoBUPYC — 52%, Bupyc rpunna A (HIN1) - 31,7%,
Bupyc rpunmna B - 5,7%, metannneBMOBUpYC - 5,7%.

ViccnepyeMble TPYIIIBI He PAa3INYaIiCh MEX/Y co60I1 1o
feMorpagpryecKuM 1 aHTPOIIOMETPUIECKIIM JAHHBIM, & TAK)Ke
110 6a30BOMY COCTOSIHMIO MAI[MEHTOB Ha CKpuHuHre. CpeHuii
BO3pPACT MAIMEHTOB B Ipynmax cocrasun 38,8+11,1 ropa.

IIpu onenke IIKT BbIABIEHBI CTATUCTMYECKN 3HAYMMBIE
Pasmuans o BpeMeHM JOCTVKEHV A KIVHIYeCKOTO YTy YIIeH
MeX/y IpyIaMu ATeprkceH® 1 I1a1e60 BO BCEX MCCIeAYeMbIX
nonynAnuAx: B nonyaauuy PPI mpu ananuse ¢ momoupio pe-
rpeccun Koxca 95% IV nna HR cocrasun 1,113-2,474 (p=0,013);
B nonrystyu PP - 1,119-1,898 (p=0,005); B monyssirguu ITT -
1,08-1,778 (p=0,01). Takum 06pasoM, 1 B OCHOBHOM, U B [10-
IIOJTHUTE/ILHOM aHa/M3e BO BCeX UCCTIEeNAYeMbIX MOMyIAMAX
JOKa3aHa IUIOTe3a IPEBOCXO/ICTBA M3yYaeMoro Ipenapara
Hap miane6o.

IIpu 3TOM MefMaHa BpeMeHU HOCTUIKEHUs COOBITUS
B ocHoBHoIt nonynsauuu (PPI) cocrasua 96,0 ¥ (M 95%
82,935-109,065) gna rpynnsl Atrepuxcen® n 120,0 (IV 95%
96,260-143,740) mst rpynmsl mwiare6o (tadn. 1).

TabAnua 1. CpeaHre 3HAYEHMS U MEAMaAHDbI BPeMeHM (4) AOCTIXKEHNS KAMHUUYECKOTO YAYYIlleHHsl C MOMEHTa NepBoro npuema
npenaparta (IMKT) B nonyAsiumMm naurMeHToB ¢ AAGOPATOPHO MOATBEPXKAEHHBIM FPUINOM MAM Apyroit OPBU, PPI

Table 1. Mean and median time (h) to clinical improvement from the first dose (primary endpoint [PE]) in the population
of patients with laboratory-confirmed influenza or other ARVI, PPI (per protocol infected)

Cpennee Mengnana
I 95% AU 95% AU
pynna CTaHAapTHas CTaHAapTHas
oueHka owmmbKa HWOXKHAA BepXxHsAs oueHka ommnoOKa HUOXKHAA BepXHsAs
rpaHMua rpaHMua rpaH1ua rpaH1ua
ArepukceH® 101,778 5,529 90,942 112,614 96,000 6,666 82,935 109,065
ITnane6o 128,160 7,373 113,709 142,611 120,000 12,112 96,260 143,740
Bce 114,462 4,721 105,209 123,714 96,000 7,417 81,463 110,537
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TabAnua 2. CpeaHue 3Ha4Y€HUSI U MEAMAHbI BpeMeHM (1) CHIDKeHHsl TeMrepaTypbl TeAa B TedeHne cyTok Hike 37,0 °C 6e3
NPHUMEHEHMs YKaPONOHMKAIOWMX MPeNnapaTtoB 0T MOMEHTa nepeoro npuema npenapara (BKT) B nonyAsunm nauneHTos
C AaGOpaTOPHO MOATBEPXKAEHHbIM FPUMMOM MAM Apyroit OPBU, PPI

Table 2. Mean and median time (h) of fever decrease during the day below 37.0°C without the use of antipyretic drugs
from the first dose of the drug (secondary endpoints [SE]) in the population of patients with laboratory-confirmed

influenza or other ARVI, PPI (per protocol infected)

Cpeanee

MeaAnaHa

95% AU

95% AU

rp ynna CTaHAQpPTHas

OLeHKa
omwnbKa

HWKHAS
rpaHuua

BepxHss
rpaHuua

CTaHAQpPTHas

OLEeHKa
ommbKa

HWKHAS
rpaHmua

BepXHss
rpaHmua

ArepukceH® 97,333 4,890 87,748

[Tnane6o 117,600 6,934 104,010

Bce 107,077 4,287 98,674

106,919
131,190
115,480

96,000 6,551 83,160 108,840

120,000 11,877 96,721 143,279

96,000 6,961 82,357 109,643

B ornHomenuu BKT Tak>ke mony4eHbl 3HaUMMBbIe pe-
3y/IbTAThI, MOATBEpKAaooIIe 3¢ PEeKTUBHOCTD Ipenapara.
BblsAB/IE€HbI pasnuumsa MeXAy rpynnaMu ATepUKceH” 1 Ija-
11e60 IO MOKa3aTeTi0 BpeMs 10 KYNMPOBAHUA TNXOPATKN
(komM4yecTBO 4acoB OT MEPBOTO MpyeMa Ipenapara 0 CHU-
JKEeHNs1 TeMIIepaTypbl Tejla B TedeHne cyTok Huke 37,0 °C 6e3
HpPUMEHEH N )KapOIIOHVM KA IO MX IIPeIIapaToB): IPY aHa/IN3e
¢ nomombio perpeccun Kokca 95% IOU gna HR coctaBun
1,055-2,392 (p=0,027). MemaHa BpeMeHM 110 JaHHOMY TTOKa-
3arenio cocraBuaa 96,0 4 ais rpynns Atepukcen’ n 120,0 4
Aist Tpymnmnel miare6o (tadm. 2). Pa3mmyns Tak)ke BbISBIEHBI
B nonynauuax PP u ITT.

YcTaHOB/IEHBI CTATUCTUYECKM 3HAUMMBbIE PA3INYMA MEXTY
Ipynnamu 1o foJie MalleHTOB, Y KOTOPhIX 3aperucTpupoBa-
M KyIIMPOBAHUE 3a/I0)KEHHOCTY HOCA / HACMOPKaA K JIHIO 6-y
(trounsit Kpurtepnit uinepa; p=0,002): CUMITOM KYIUPOBAJICA
y 54 (56,3%) marueHTOB B rpynmne AtepukceH® n'y 42 (43,8%)
HMaLMEeHTOB B IpyIiIe MIale60. Pe3ybTaTsl 0 9TOMY HapaMe-
TPy Tak>xe mopTsepxpanTcsa B PP u ITT nonynannsax.

BbIAB/IeHBI pa3nu4Ms BO BpeMeHU HOCTVKEHNA KYNIUpO-
BaHUA TOTIOBHOT 6011 (KOMMYeCTBO YaCOB OT ITePBOTO IIpueMa
Ipernapara /[0 MOMEHTA, KOT/la IallMeHT OLeHMBAET BhIpa-
JKEHHOCTD JJAHHOTO CUMIITOMA B TedeHue CyTok B 0-1 6asmn):
IIpM aHaau3e ¢ noMouisio perpeccun Kokca 95% U nna HR
cocraBun 1,004-2,224 (p=0,048). Meguana BpeMeHM 10 JTAHHO-
MY CUMIITOMY COCTaBM/Ia 24 4 B IpyIIIe Ipenapara ATepukceH”
B CpaBHEHNMU C 48 4 B rpyImiie miane60. 3aperncTpupoBaHbl
CTATUCTUYECKY 3HAUMMBble PA3INUMs MeXKAY IPYIIIIaMI I10 [J07e
HAIEeHTOB C KYIMPOBAaHMEM CUMIITOMA «TOIOBHAS 6O/Ib» K THIO
4-y (p=0,050): cumnToM Kynuposasucs y 54 (54%) manueHTos
BrpyIIe ATepukceH” ny 46 (46%) - B rpymnre miane6o. [lanHbIe
pasmn4Ks nogTBepKAawTcs B nonyaauuy PP u ITT.

BpeMms fo anMMMHALINK BUPYCOB IO pe3yabTaTaM Kaue-
creenHoit I[TIP cocraBuno 120 u. OcnoXKHEHUII IPUTITIA UTU
npyrux OPBY He Habmroganu. CTaTUCTUYECKM 3HAYMMBIX
MEXTPYIIIOBBIX Pas/IMuNil B CYMMapHOJ CyTOYHOII fo3e Ma-
paueramona 1y n6ynpodeHa He BBISABIIEHO.

ITpu omreHKe 6€30I1aCHOCTI IO JaHHBIM aHA/IN3a )KU3HEHHO
Ba)KHBIX [TOKa3aTe/ell He BBIABUIN KAaKUX-THOO 3HAUMMBIX
pasanunit MeXXIy IpyIIaMy 3a MCK/II04eHeM 3HaYeHMIT TeM-
HepaTyphl TeIa, KOTOpast 60/Iee 3HAYNMO CHIDKA/IACh B TPYIIIIe
Arepukcen’; p=0,001 (puc. 2). He BbLsaBIeHO KaKuX-11u60 cTa-
TUCTUYECKY 3HAYMMBIX PA3IMYNUIl B AMHAMIKE Tab0pPaTOPHBIX
IToKasaTesei OMoXMMMIecKoro (I7IKo3a, 00t 6e10K, 061t
XOJIeCTEPYH, TPUTINIIEPUJLBL, OO NIT OMINPYOUH, KpeaTuHIH,
ModYeBIHa, KpeaTuHpocokuHasa, menounas pocdarasa,

1168 TERAPEVTICHESKII ARKHIV. 2023; 95 (12): 1164-1170.
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Puc. 2. Aunammka Temneparypbl Teaa (°C) y nauneHToB
c rpunnom muau Apyrumu OPBU B rpynnax Atepukcen®
1 nAaue6o (cpeAHue * cTaHAapTHas ownOKa).

Fig. 2. Change of body temperature (°C) in patients with
influenza or other acute respiratory viral infections in the
Aterixen® and placebo groups (mean + standard error).

aTaHMHAMMHOTpaHcdepasa, acmapTaTaMMHOTpaHCepasa)
1 061ero (reMorIo0uH, reMaTOKPUT, SPUTPOLIUTHI, CKOPOCTh
ocefjaHMs SPUTPOLUTOB, TPOMOOLMUTEI, IEKOLNTEL, 001II1e
HeTPOQUIIBI, MTaTOYKOsAfePHBIE HEMTPODUIBI, CETMEHTOs-
nepHble HeTPobuUIbI, 303MHOGUIBI, 630U, MOHOI[UTBI,
UMQOLNTHI) AaHATM30B KPOBH, @ TAK)Ke 001I[ero aHamm3a Moun
(ymenbHbIit Bec, pH, 11BeT, Ipo3pavHOCTD, O€IOK, I/II0K03a,
9PUTPOLUTBL, I€MIKOLUTDI, SNUTETMOLUTDI, LMINH]PBI, CIU3b,
6axTepun).

B xope nccnegopanusa sapeructpuposanu 230 HA y 112 ma-
uuenTos: 103 HA B rpynne npenapara Atepukcen” u 127 —
B rpynre miane6o. Borsasnennsie HA umenn nerkyto (89,1%)
u cpepHioio (10,9%) cTenenn TsAXecTH, He TpeGOBaIM FOCIIUTA-
U3y, He IPUBOJM/IY K OTMEHE JIeKapCTBEHHOTO IIpenapara
1 VICK/TIOUEHUIO TTalleHTa U3 uccaefnosanus. Ilpu sTom cBasb
C Ip1eMOoM IIpelapaTa B OCHOBHOM KIacCuUIMPOBaHa Kak
HeoIlpefie/ieHHas ¥ COMHUTEIbHA .

Ocunosupimu HA asnanuce: ycranocts - 19,1%, mo-
JIO>KUTENbHBII pe3ynbTaT UCC/IeNOBAHMA Ha KOPOHABUPYC
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SARS-CoV-2-13,0%, romoBHas 60mb - 10,4%, xautens — 9,1%,
muanrus — 8,3%, 601b B porornorke — 7,8%, 03106 - 6,1%,
TOIIHOTA — 5,7%.

ITpu ananuse HS BrIABIEHBI CTATUCTUYECKM 3HAYMMBbIE
pasnIuuus MeXAY IPYNIIaMM B KaTeTOPUY «HAPYLIEHU CO
CTOPOHBI ABIXATETbHON CUCTEMBI, OPTaHOB I'PYAHON KI€TKI
u cpegocrenus»: 12 (30,8%) caydaes B rpymnme ATepuKceH®
u 27 (69,2%) cmydaes B rpynne maane6o (p=0,014). HA npep-
CTaBJIEHDI KalllJIeM, 3a/10)KEHHOCTBIO HOCA / HACMOPKOM U OPO-
(bapuHreanbHOI 6OMBIO 1 ABJSIUCDH IIPU3HAKAMY OCHOBHOTO
3aboneBanns. Cef0BaTeIbHO, MOXXHO OTMETUTD, YTO B TPYIIIIE
mpernapara ATepuKceH® 3HaYMMO ObICTpee YCTPaHsIIUCh KaTa-
pa/bHble CUMIITOMBI.

IIpu cpaBHUTENPHOM aHaNMM3e YacTOThl Apyrux HA crarn-
CTUYECK! 3HAYMMBIX Pa3/IN4NIl He BBIABIEHO.

OO6cyxaeHne

IonyuyenHbIe pe3yIbTaThl JEMOHCTPUPYIOT MaTEMATUIECKI
HOATBep>K/IeHHOE IIPeBOCXOCTBO IIpenapara ATepUKCeH® KaK
cpencrBa nedeHuss OPBY u rpunna Hap nnane6o mo ITKT kax
IIpY OCHOBHOM, TaK I IIPU JOIOTHUTETbHOM aHaJIM3€e BO BCEX
UCCTIelyeMbIX HOMYIANMUAX.

ITo maHHBIM paHee MPOBeJEeHHbIX UCCIEJOBAHNIL, TIpe-
mapat Arepukcen” obnazaer, HOMUMO HOKYCHOTO IPOTH-
BOBOCHAJIUTENBHOTO JIeMICTBNUA, ellle ¥ IPOTUBOBUPYCHOI
aKTUBHOCTBI0. [T0aTOMY npecTaBiano IpaKTUIECKMI UH-
Tepec CpaBHEHUe BbIABICHHON KINHUYeCKOI 3 deKTUBHO-
CTU npenapaTa ATepUKCEH® ¢ TAKOBOI Y IPOTUBOBUPYCHBIX
CPe/iCTB NPAMOTO feiicTBUA. Tak, HAMM YCTaHOBJIEHO, YTO
knuHndeckoe ynyumenue (IIKT) B rpynne Arepukcen” Ha-
CTymajo Ha 24 4 O6pIcTpee [0 CpaBHEHIe C TPYIIION Inane6o.
B cBolo ouepesp, ITO JaHHBIM CUCTEeMaTUYECKOTo 0630pa
C M€TaaHa/M30M, NIpenapaT NPsAMOTo MPOTUBOBUPYCHOTO
HEVICTBMSA — OCENIbTAMMUBHP — COKpaIIlal BpeMs o oberde-
HIUSA CUMIITOMOB TPUIINA TONbKO Ha 16,8 4 (¢ 7 1o 6,3 cyT)
(10]. IlpyHMMasA BO BHMMaHMe MHHOBAIVOHHBII MEXaHN3M
TeiicTBUA mpenapara ATepUKCeH®, JOCTUTHYTBIN KINHMA-
YeCKUIl Pe3ynIbTaT MOXKET CBUJIETENbCTBOBATDH O 3HAYMMOI
KJIMHNYECKOI ;0OaBIEHHOI IT0JIb3e CTPaTeT UM yIpaBIeHNA
BUPYCHBIM BOCIajieHMeM npu tepanuu rpunna u OPBIL.

Amnanus BKT Takxe feMOHCTpUpPYyeT IPEBOCXOICTBO TIpe-
napara ATepUKCeH® HaJi IIane60 B OTHOLICHNM Ky POBaHNA
CYMIITOMOB IHTOKCUKAL[MI M KATapaTbHBIX CUMIITOMOB: BpeMs
J10 KYTIMPOBAHM S IMXOPAKY OBLIO MEHBIIIE Ha 24 4 U HACTYIIA/I0
Ha 4-e CyTKM OT Ha4yajla TePaluy; PasHUIA BO BpEMEHU [ Ky-
IMPOBaHMA CUMIITOMA «TOJIOBHAA 00/Ib» TAKXKe COCTaBMIA 24 4
(24 4 B rpymme npenapata ATepuKceH” IPOTUB 48 4 B IpyIIIie
1/1a11€00), OHO HACTYIIAJIO y GOJIbLIIelT FOIM HALMEHTOB (K JHIO
4-y y 54% nmauueHTOB B rpynne Atepukcen” u 46% B rpyIie
1ane6o); KynMpoBaHMe CUMIITOMA «3aJI0KEHHOCTD HOca /
HAaCMOPK» K JJHIO 6-y IIPOMCXOAIIO y OOJIbIIIelt O/ AIVIEHTOB
(56,3% maneHTOB B rpyTIe ATepukceH® B cpaBHeHun ¢ 43,8%
B rpyie mwiane6o). YMudeHoBup B UCCIe[OBaHUN «ApOUTpP»
MIPOJEMOHCTPUPOBAJI COKPAIL[eHME JIUTETbHOCTU TNXOPALKM
Ha 7,3 4 110 CpaBHEHMIO C TPYIIIIO 1/1a1ie60, TOTIOBHOI 60/ — Ha
10,54 [11]. AHanus apdexTnBHOCTU HaOKCaBUpa MapOOKCIIa
XOTS ¥ IeMOHCTPUPOBAJI 3HAYUTEIbHO 60JIee KOPOTKOE BpeMs
paspelleHns TMXOpajiky [0 CPaBHEHUIO C IIalebo, HO Ipe-
MMYIIIeCTBO OBIZIO MEHBIIe CYTOK U cocTasisno 19,12 u [12].

JanHble 1o onleHke HfI Tak>ke cBUJETENBCTBYIOT O BBICO-
KOJ1 6€30IIaCHOCTM U XOpOIIell epeHOCUMOCTH IIperapara
ATtepukcen’.

[TprHIMNNaNbHASA HOBU3HA MeXaHU3Ma IeMICTBUA eKap-
CTBEHHOTO CpeficTBa ATepMKCeH® O3BOAET KIacCupUIm-
poBaTh ero Kak mpemapar first-in-class. JInsocomorpomnHsie
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CBOJICTBA [ICIICTBYIOLIETrO BellleCTBa ITperapara 00yc/IaBInBaioT
U30MpaTeIbHOCTD €0 HAKOIIICHN A B IM30COMAX, @ TAKOKe IPY-
TUX 9H/[0OCOMaIbHO-TM30COMA/IBHBIX CTPYKTYpPaX C HUBKUMMU
3HAYEHMSIMY BHYTPUKOMIIAPTMeHTHOTO pH 1 cmoco6HOCTH
perynupoBarb QYHKIINIO 9TUX OpraHe/n1. B wactHOCTH, Gra-
rofiapsi UMMJIA30/IbHOM XMMUYIECKON CTPYKType ATEpUKCEH®
CIIOCOOEH BBICTYIATh aKI[eITOPOM MIOHOB BOJIOPOJia I TAKUM
06pa3oM KOHTPO/IMPOBATh BBIXOJ, BUPYCHBIX HYK/IEOIIPOTENHOB
U3 3HJ0COM JI0 Havasla IIpoIlecca BOCIPON3BeeHNA TeHeTIde-
cKkoro Marepuaa Bupyca. O6CyKgaeMblit MeXaHI3M eI ICTBIS
mpemnapara ATeprKceH® TaK)Ke I03BOIAET OOBACHUTD HAMN4le
BBIPa>KEHHBIX IPOTMBOBOCIATUTETbHBIX CBOVICTB Y MOJIEKYIbI
I10 aHAJIOTMY C M3BECTHBIMY JIEKaPCTBEHHBIMI IIpelapaTaMI,
o6maaIMu TM30COMOTPOIHBIMY CBOCTBaMu [13, 14].
YKasaHHBbIe CBOJICTBA Npemnapara 06ecneYnBaoT TaKle ero
dapmaxonornveckue apdeKTsl, Kak CHUXKEHME BBIPaOOTKI
IIPOBOCHA/INTE/IBHBIX MEJVATOPOB, PETY/IALN NPUBICUCHN
HeTPOIIOB ¥ MOHOHYK/IEAPHBIX K/IETOK B OYaT BOCIIA/ICHMU S,
a TaK>Ke MoflaB/eHue GOpMUPOBAHNUA SKCCY/JATOB 1 BOCIIA-
JINTENbHBIX MH(UIBTPATOB B TKAHSIX [IBIXaTe/IbHBIX IMyTeit [4].

3akAloueHme

Ha ¢oHe Tepanuu npenapatoM ATepuKceH” BpeMs OT MO-
MEHTa [IEPBOTO NpueMa IIpernapara o KIMHNYeCKOTO YTy dIe-
HUs Ha 1 CYyTKM MeHbllle, YeM B TpyIne ame6o; Ha 1 cyTKu
ObIcTpee 10 CPaBHEHMIO C TPYIIIOI IIaLe6o IpOMCXORMUIIO
KyIMPOBaHMeE TMXOPAJKN; PaspelleHlie CUMITOMOB «IO/IOBHAS
6071b», «3a/I0)KEHHOCTb HOCa / HACMOPK» MPOUCXORUTIO B 60-
Jlee KOPOTKIE CPOKY U Y OOJIbLIIETT O TALIMEHTOB, a TAKXKe
3HA4MMO ObICTpee YCTPaHSINCh KaTapalbHble CUMITOMBI.
Kpome Toro, orMeyanach BbICOKass 6€30IIaCHOCTD M XOPOIIast
TIEPEHOCUMOCTDb Ha3HAYEHHOII TePATINNL.

Takum obpasom, Arepukcen” spasercs 3¢GeKTUBHBIM
1 6e30IaCHBIM CPeICTBOM JledeHus rpumnmna u gpyrux OPBU
y B3pOC/IbIX. JlaHHbIE HACTOALIETO U PaHEE MPOBEJEHHbIX UC-
C/IeJJOBaHMI MO3BOJIAIT PAaCCMAaTPUBATh STOT IpeIapaT Kak
UHCTPYMEHT HOBOII /Ie4e0HOI TEXHOIOTUY YIIPABICHNS MH-
¢dexuonupiM mpoueccom npu OPBY/rpunime, coBMecTUMOIL
C TPAIMIIMOHHBIMM HOJXOlaMy Tepallyy STOI TPYIIIbI 3a60-
JeBaHMIT 1 obecIeyBaolLeil J00aBNIeHHYI0 KIMHUYIECKYI0
1101163y B Bufe adgdexTuBHOro KoHTpOns BMB.

ABTOpBI BBIPa>Kal0T 61arofapHOCTD MEAUIIMHCKMM LIEHTPaM,
IpUHABIINM y4acTue B uccnegosannm: OO0 «HayuHo-mcce-
IOBATEIbCKUIL LIEHTP DKO-6e30macHOCTb», I. CaHkT-IleTepOypr;
000 «Meitnny, r. Cankr-Ilerepbypr; OO0 «MeannnHckas
KIuHUKa», . CaukT-Iletepbypr; OOO «DHeprus 3TopoBbsi»,
r. Cankt-Iletep6ypr; TAY3 «DHrenbcckas ropofcKast Kin-
Hudeckasa 6ombHua Ne 1», r. Durennc; 3A0 «IOHVMME-C»,
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r. CankT-IleTepOypr.
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Cnmcok cokpaueHmii

BVIB - Bupyc-uHAyIMpOBaHHOE BOCHIA/IEHNE

BKT - BropuuHbIe KOHEYHbIE TOUKM

JIVI — noBepuTENbHBIN NHTEPBAT

HS - nexxenarenbHble ABTEHUSA

OPBM - ocTpble pecrnpaTopHbie BUPYCHbIe MHQEKIIN

TIKT - mepBuYHasA KOHeUHas TOYKA
[TLIP - nonmumepasHas LemHaA peakusa
HR (hazard ratio) — oTHOIIeHIE PIICKOB
ITT - intention-to-treat

PPI - per protocol infected

PP - per protocol
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