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YBaxkaemble Konneru!

My6bnukyem nepeyeHb cTatei ypHana «bMOnpenapaTtbl. MMpodwunakTuka, AMArHOCTUKA, NleyeHue»
2025 r., KoTopble GblM OTOOPaHbI peaakuMelnt U peaakUMOHHOM Konnerven Ang fanbHeilero npoasu-
KEHUS B HAay4YHOM MHGOOPMALMOHHOM MPOCTPAHCTBE M COOTBETCTBOBANM CAEAYHLMM KPUTEPUIM: aK-
TYanbHOCTb, Hay4yHasi HOBM3HA, MPaKTMYeCKas M KAMHMYECKAs 3HAYUMOCTb, MEXAWMCUMNIAMHAPHOCTb

M BOCTpeOOBAHHOCTD.
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TMB rpunna A: OTKPbITOE KJMHUYECKoe
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lpogunakmuka, OuaeHocmuka, — JieyeHue.
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Shmarov M.M., Alekseeva S.V., Dovzhen-
ko N.A., et al. Safety, reactogenicity, and
immunogenicity of a viral vector vaccine
againstinfluenza A:Phase | open clinical trial.
Biological Products. Prevention, Diagnosis,
Treatment. 2025;25(1):7-21 (In Russ.)
https://doi.org/10.30895/2221-996X-2025-
25-1-7-21

B nccneposanun | pasel 36 nobposonbLaM BBEAEHA BEKTOPHAS
BakuMHa lam®nioBak (0fHOKPAaTHO MHTpPaHa3anbHO) B Tpex [A03ax:
2,5x10%° (rpynna 1), 1,0x10 (rpynna 2) unu 2,5x10* B.uy. (rpynna 3).
In a Phase | study, 36 volunteers were administered a single intranasal
dose of GamFluVac viral vector vaccine in three doses: 2.5x10% (Group 1),
1.0x10** (Group 2), or 2.5x10** viral particles (Group 3).

BakuuMHa nponeMoHcTpupoBana 6naronpusaTHelt npodunb 6e3-
OMaCHOCTU M UMMYHOTF€HHOCTb.

The vaccine has demonstrated a favourable safety profile and
immunogenicity.

MaKCMManbHbI UMMYHHbBIW OTBET 3aperncTpMpoBaH B rpynne 3:
yBenuyeHue Tutpos IgG B 2,8 pasa, cepokoHBepcus 22 pasa — 100%,
24 pasa - 41,7%.

The maximum immune response was registered in Group 3: a 2.8-fold
increase in IgG antibody titres, with a 22-fold seroconversion rate of 100%
and a 24-fold seroconversion rate of 41.7%.

MenbHukoBa E.B., PauuHc-
- kas O0.A., Cemenosa N.C., Mep-
Kynos B.A. Mporpamma
KOHTPONA KayecTBa npenapa-
TOB Ha OCHOBE UHAYLMPOBaH-
HbIX MJTOPUNOTEHTHbLIX CTBOJIOBbIX KJIETOK.
bUOnpenapamel.  pogunakmuka, duazHo-
cmuka, neveHue. 2025;25(2):127-140.
Melnikova E.V., Rachinskaya O.A., Semeno-
va I.S., Merkulov V.A. Quality control pro-
grammes for induced pluripotent stem
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https://doi.org/10.30895/2221-996X-2025-
25-2-127-140

lporpamma KOHTpoONg KayecTBa roToBOro comatoTepaneBTUye-
CKOFO WK TKAaHEWHXEHEPHOro NeKapCTBEHHOro npenapaTa, Mnony-
YEHHOr0 U3 MHAYLMPOBAHHbIX MIOPUMOTEHTHbBIX CTBOMOBbLIX KNETOK
(MNCK), ocHOBbIBAaeTCS Ha CTPOroi MpOC/IEeXMBAEMOCTM KayecTBa
Ha BCeX 3Tanax, OT UCXOAHbIX KIeTOK 0 FOTOBOro NpoAyKTa.

The quality control program for a finished somatotherapeutic or tissue-
engineered medicinal product derived from induced pluripotent stem cells
(iPSCs) is based on strict traceability of quality attributes at all stages,
from the initial cells to the finished product.

Kputnyeckne nokasatenu kadvectBa WMIMCK: yuctoTa, NnogivH-
HOCTb Y aKTUBHOCTb.
The critical quality attributes for iPSCs are purity, identity, and potency.

P.A. Peanusauus
KoHuenuuun Quality by Design
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https://doi.org/10.30895/2221-996X-2025-
580

B pamkax koHuenuuu «kayecTBo vepes ausaiiH» (ObD) onpene-
NeHbl KpuUTUYeckne nokasatenn kavectsa (CQA) reHoTepaneBTuue-
CKOro npenapaTta Ha OCHOBe aleH0aCcCoLUMMpOBaHHOIO Bupyca (AAB)
LNs neyeHns mumognctpodum [oweHHa.

Within the Quality by Design (QbD) framework, critical quality attri-
butes (COAs) have been defined for an adeno-associated virus (AAV) vec-
tor-based gene therapy for Duchenne muscular dystrophy treatment.

YcTaHoBNEHbI AMANa3oHbl 3HaYeHui ans cnepytowmnx CQA: Bupyc-
HbIM U MHDEKLMOHHBIA TUTPbI, HANMYME PEnMKATUBHO-KOMMETEHT-
Hbix AAB, copepXaHue MycTbiX KancMOOB M OCTATOYHbIX NpuMmecen
(6enku, nnasmmuaras OHK u octatouHas JHK npoayueHTa).
Specifications have been established for the following COAs: viral and in-
fectious titres, presence of replication-competent AAVs, content of empty
capsids, and residual impurities (host-cell proteins, plasmid DNA, and re-
sidual host-cell DNA).
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Co3paHbl BbICOKOMPOAYKTUBHbIE MOHOKJ/IOHA/bHbIE IMHUU-MPO-
LyLEeHTbl fleHocyMaba Ha OCHOBE CYCMEH3MOHHOM KYyNbTypbl KNETOK
CHO.

High-yield monoclonal producer cell lines for denosumab were estab-
lished using suspension CHO cells.

JInHun-npoayLeHTbl, NOAyYeHHble U3 MUHMNyna mp-19, obec-
ne4ymBaloT NPOAYKTUBHOCTb A0 6,5 /N Ha 9 CyTKM KYNbTMBMPOBAHUS
C NOAMNUTKOW.

Producer cell lines obtained from the mp-19 mini-pool provide denosumab
titres up to 6.5 g/L by day 9 of fed-batch cultivation.

Pa3paboTaHHbIM noaxon MOXeT ObITb NPUMEHEH AN18 NONyYEeHUS
LWMPOKOro CrekTpa peKOMOWMHaHTHbIX 6enkoB, BK/HOYas MOHOKJIO-
HaNlbHble aHTUTeNa, GepMeHTbl U GaKTOpbl CBEPTbIBAHWS KPOBY.

The developed approach can be applied to produce a broad range of
recombinant proteins, including monoclonal antibodies, enzymes, and
blood coagulation factors.

Norunosa O.I1., LLieBueHnko H.A.,
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PacnpocTpaHeHHOCTb U reHo-
TUNu4yeckKasa XapakKTepucTtuka
BMpyCa ManuAnoOMbl  Yeno-
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B [oMenbckoi 0bnacTu: pesynbTaTbl CKpU-
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Hanbonblias pacnpocTpaHeHHOCTb BUpYCa NanuIOMbl YeNoBeKa
(BINY) BbicOKOro KaHLeporeHHoro pucka (18,8%) BbisiBNeHa y KeHLWMH
B Bo3pacTe 18-24 roaa.

The highest prevalence of high-risk human papillomavirus (18.8%) was
found in women aged 18-24 years.

MoHuTOpUHI cnekTpa npesanupyrowmux BMY 16, 51, 18, 56
M 31 reHOTMNOB BaXeH ANs OLeHKM 3PPeKTUBHOCTM MpOrpammbl
BaKLMHALUMW.

Monitoring the spectrum of prevailing HPV 16, 51, 18, 56 and 31 geno-
types is important for assessing the effectiveness of the vaccination
program.
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Tepanus Ha OCHOBE 3K30COM ME3EHXMMAaslbHbIX CTPOMaJbHbIX
knetok (MCK) — nepcnekTMBHas 1 6e3onacHas anbTepHaTMBa ANs ne-
YeHMa 0CTPOro pecnupaTopHoro auctpecc-cuHapoma (OPAC).

MSC exosome-based therapy is a promising and safe alternative for the
treatment of ARDS.

JK30COManbHble NpenapaTtbl BOCCTAaHABAMBAKOT MOBPEXAEHHbIE
TKaHu nerkux npu OPAC nyteM MOAYNSLMU UMMYHHOrO OTBETa, CHU-
XE€HMS anonTo3a M NpAMOro pereHepaTMBHOIO AeNCTBUS.

Exosomal medicinal products recover ARDS-associated injured lung tis-
sue by modulating the immune response, reducing apoptosis, and exert-
ing direct regenerative effect.
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MMMyHOBMONOrnYeckme CBOM-
CTBA UMPKYNUPYOLMX WTaM-
MoB  Bordetella  pertussis:
KaHAMLaTHble LWTaMMbl AN U3roToBre-
HUS KOKMIOLWHbIX BakWWH. bBMOnpenapamei.
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LWtammbl 16-16 n 33-18 B. pertussis NONHOCTbI COOTBETCTBYHOT
TPEGOBaHMﬂM K MPpOM3BOACTBEHHbIM WTaMMaM AONA MU3roToOB/IEHUA
BaKLUWMH.

B. pertussis strains 16-16 and 33-18 fully comply with the requirements
for vaccine production strains.

BbisiBneHbl akTyanbHble M30M19Tbl C HEAOCTAaTOYHOM 3aLLMTHOWM
AKTMBHOCTbIO, YTO NMOAYEPKMBAET BAXKHOCTb MOHMTOPMHIA M OBHOB-
NEeHNs NPOU3BOACTBEHHBIX WTAMMOB AN4 MOAAEPXKaAHNS 3P PeKTUB-
HOCTM BaKLWMH.

Relevant isolates with insufficient protective activity have been identi-
fied, highlighting the importance of monitoring and updating production
strains in order to maintain vaccine efficacy.

ByTtbipckuii  Al0., Kopos-
(B kuH A.C, MoBcecsHy AA.,
Mepkynos B.A. 0O630p pe-
KJIMHUYECKUX

C/lefoBaHUiA MpenapaToB aHTUPAbUYeCcKux
MOHOKJ/IOHA/IbHbIX aHTUTEN A8 MOCTIKC-
MO3ULMOHHOW MPODUNAKTUKM OelleHCTBa.
bUWOnpenapamei.  [Mpogunakmuka, oOudaeHo-
cmuka, neveHue. 2025;25(4):365-375.
Butirskiy AYu.,Korovkin A.S.,Movsesyants A.A.,
Merkulov V.A. Clinical trials and post-mar-
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Mpenapatbl aHTMpabuueckMx MOHOKNOHaNbHbIX aHTUTen (MKAT)
ABNATCA 3PDEKTUBHON M 6HE€30MACHOM anbTepPHATUBOW aHTUpabuye-
CKOMY UMMYHOTN06YUHY AN MOCTIKCMO3ULMOHHOM NPOdUNaKTUKK
6eleHcTBa.

Anti-rabies monoclonal antibodies (mAbs) are an effective and safe al-
ternative to rabies immunoglobulin (RIG) for post-exposure prophylaxis
of rabies.

B knuHuuyeckmx uccnepoBaHuax MkAT ycTaHoBneH 6naronpu-
ATHbIA npodunb 6e3onacHoOCTU, OTCYTCTBME WMMMYHHOM WHTepde-
peHuMn C aHTUpabuyeckMMmn BakLMHAMKU, HANNUYUE BbICOKUX TUTPOB
BMPYCHENTPaNU3YIOLWMX aHTUTEN, @ TaKXXe OTCYTCTBME Cayyaes 3a60-
neBaHMs 6eleHCTBOM.

Clinical trials of anti-rabies mAbs have established a favourable safety
profile, no immune interference with rabies vaccines, high titres of virus-
neutralising antibodies, and the absence of new rabies cases.

BHenpeHne MKAT B KJAMHUYECKY MPAKTUKY MO3BONSET
npeofonetb nNpobseMy OrpaHUMYeHHOM A[OCTYMHOCTM MpenapaTos
MMMYHOT06YNMHOB.

The implementation of mAbs into clinical practice addresses limited
availability of immunoglobulin preparations.

HOKJTOHaNIbHbIX aHTuTen
[okapaBumaba M MmpomaBumaba B OTHO-
LWeHWM KNaccuyeckoro Bupyca HelleHcTBa:
LLOKNMHUYECKOEe UCCNEeLOBaHME Ha MbllWax
BALB/c. BMOnpenapamel. [lpogunakmuka,
duazHocmuka, nevyeHue. 2025;25(4):376-388.
Borisevich S.V., Rubtsov V.V, Pistsov M.N,, et
al. Protective efficacy of combined mono-
clonal antibody docaravimab and miro-
mavimab preparation against classical rabies
virus: A preclinical study in BALB/c mice.
Biological Products. Prevention, Diagnosis,
Treatment. 2025;25(4):376-388 (In Russ.)
https://doi.org/10.30895/2221-996X-2025-
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B poknuMHMyeckoM uccnepoBaHum Ha Mblwax (nuHua BALB/C,
n=960) ycTaHOB/IEHA BbICOKas 3alMTHasA 3PDEKTUBHOCTb KOMOUHM-
pPOBAHHOro nNpenaparta gokapasumaba U MMpomMaBuMaba NpoTMB ak-
TyaNlbHbIX WTAMMOB KNAaCCUYECKOro Bupyca belleHcTBa.

High protective efficacy of a combined docaravimab and miromavimab
preparation against relevant street rabies virus strains was demonstrated
in a preclinical mouse study (BALB/c, n=960).

BeeneHue npenapaTta yepes 6 M 24 yaca nocne MHOULM-
poBaHus (wTtammbl 777-M, Poccus/Camapa/2018, RABV/Russia/
SP48SolMak/2020, CVS) obecneunBano 3awmuty ot rubenn 90-100%
SKUBOTHbIX.

Administration at 6 and 24 hours post-infection (strains 777-M, Russia/
Samara/2018, RABV/Russia/SP48S0lMak/2020, CVS) provided 90-100%
protection from death.
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