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PE3O0J1lIOLUMA

OKcIepTaMy MOATBEPIK/ICHBI CIOKHOCTD 1 HCOGHO3HAYHOCTD TepaInyl CMHIPOMa IMIIePaKTUBHOIO Mo4eBoro mmys3bips (I'MII),
CBsI3aHHBIE, B IIEPBYIO OYePe/ib, C OTCYTCTBIEM CXeM JIEIEHNS C BBICOKOIT 3P PEKTHBHOCTBIO ¥ XOPOILIEN IIePeHOCHMOCTBIO TAIIeHTAMIL
KitroueBbiMy mpo6meMamit sIB/ISTIOTCS HUSKUIT KOMITTA€HC JOCTYITHBIX CXeM TepaIIiii U JOCTATOYHO BBICOKMII TPOLIEHT OOIBHBIX, UMEI0-
LIVX Pas/INYHble He)KelaTe/IbHbIe SBJIEHNUA.

Okcnepramy 00pallieHO BHUMaHMe, YTO B LIJIOM PsAJe 9KCIIepUMEeHTaIbHbIX UCCIEIOBAaHNII YCTAHOB/IEH K/II0UeBOI MeXaHNU3M
HeJICTBIA KOPOTKOLIEIIOYEYHBIX IIENTUIHBIX OMOPETY/LATOPOB, 3aK/IIOYAIOIINIICA B MOZY/LALIMY SKCIIPECCUY TEHOB U peaI3yIoLUiics
Jyepes KacKafl eNTHIHbIX CUTHanoB. [IpuMepoM mpernapara, peanusyIomyM BO3/IelICTBIE Ha IaHHbII IIaTOTeHes, AB/IAeTCA BesycTym.

OKCIepThI COITTACHINCE, YTO MeXaHM3MbI AeICTBIS BesycTima Ha MOTEKyISpHOM YPOBHE TPeOYIOT JambHelliero n3ydeHus. B To
Ke BpeMs1, IPMHIMIINA/IbHbIE OT/INYMAA BO BIVSIHUY HENTUAHBIX PEry/LITOPOB Ha (PYyHKIMY KIETKY U OpraHa B IIeJIOM IIPeONpene/isioT
MOTEHIMa/TbHO BBICOKYIO CUHEPTMYECKYI0 aKTUBHOCTD ITPY COYeTaHNM C TPAUIIIOHHBIMI MeTOAaMU JiedeHN: nanyeHTos ¢ [MII.

Bpu o1leHeHBbI pe3y/IbTaThl JOK/IMHNYECKUX MCCIeOBaHWIT IIpenapara Be3ycTuM (KOMIUIEKC ITOIMIIENITUIOB, BbIe/ICHHbBIX U3
TKaH! CTEHKJ MOYEBOTO Iy3bIpA KPYITHOI'O POTaTOro CKOTa He CTaple 12-MecsSYHOro Bo3pacTa — 5 Mr). B akcrieprmeHTax IokasaHo,
YTO [perapaT OKa3bIBAeT Pery/Iupyolliee AefiCTBIE Ha COKPATUTEIbHYIO AKTUBHOCTD MBIIIIL] CTEHKM (IeTPy30pa) 1 CPUHKTepa Mode-
BOTO ITY3BIPsI, M MO>KET OBITh PeKOMEHIOBAH A/Is1 KIMHIYECKOTO M3yIeHNsI C L{eIbI0 IPOQUIAKTUKI ¥ KOPPEKLIMY HaPYLIEHNsI MOYe-
VICTIIYCKAaHMA PasINYHOTO reHesa.

[Tporpamma KIMHMYECKIX MCCIIEOBaHMII Tperapara BesycTym B iekapcTBeHHOT popMe oduin3ar i IpUroToBIeHNs MHD-
eKIIMIOHHOTO pacTBopa (5 Mr), K HACTOAIEMY MOMEHTY BKmouaeT uccnefobane I u II ¢as. Vccnegosanue 111 dasbr Havanocs u Oyger
3aBepiueHo B 2020 rogy.

OKcrmepTamy OTMeUeHa HeOOXOIMMOCTD IIPONO/DKEHNS IPOrPAMMBI KIIMHIYECKVIX MCCIETOBAHIT, B TOM YIC/Ie [IPYU PA3/ITIHBIX
BapuanTax ['MII, coueTaHHOI [TaTOMTOTMY 1 B BU/je KOMOVMHIIPOBAHHOI TEPAIINIA C APYTMMI IIperrapaTaMil iIsl TOC/IEONePariiiOHHOrO
BeJeHIIsI IIAL[MIEHTOB C OIlepal/sIMI Ha OPraHaX ypOreHUTaIbHON crcTeMbl. O

KntoueBble CnoBa: eunepakmueHboli Mo4esoil ny3vipo, Besycmum, nenmuonuie peeynsmopol.
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Vesustim: the irst clinical application results in the clinical trial in patients
with an overactive bladder
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RESOLUTION

The complexity and ambiguity of the treatment of overactive bladder syndrome (OAB), associated, first of all, with the
lack of treatment options with high efficiency and good patient tolerance have been confirmed by the experts. The key problems
are a low compliance of the available therapy approaches and the relatively high percentage of patients with various adverse
events.

The experts drew attention to the fact that in a number of experimental studies, the key mechanism of short-chain
peptide bioregulators action has been established. This mechanism is presented by gene expression modulating and is re-
alized through a cascade of peptide signals. An example of a drug that implements an effect on this pathogenetic pathway
is the Vesustim.

The experts agreed that Vesustim's mechanisms of action at the molecular level require further studies. At the same time,
fundamental differences in the peptide regulators effect on cell and organ functions predetermine potentially high synergistic
activity when combined with traditional treatment methods for patients with OAB.

The results of preclinical Vesustim studies (5 mg — complex of polypeptides extracted from the bladder wall of cattle not
older than 12 months of age) were evaluated. Experiments have shown that the drug has a regulatory effect on the wall muscle
(detrusor) and urinary bladder sphincter contractile activity, and can be recommended for clinical trials in order to prevent
and correct urinary disorders of various origins.

The Vesustim clinical trials program in a dosage form of a lyophilisate for an injection solution (5 mg) preparation, to
date, includes phases I and II. The Phase III trial has begun and will be completed 2020 year.

The experts noted the need to continue the clinical trials program, including research of managing various variants of
OAB, combined pathology and treatment in the combined therapy with other drugs. Also, there is a need for clinical trials of
the postoperative management of patients after procedures on the urogenital system organs. O
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