SAMAOHO-KA3AXCTAHCKUM
FTOCYOAPCTBEHHbI MEOVLIMHCKA
YHUBEPCUTE nmenn MAPATA OCIAHOBA

AP PEKTUBHOCTL NneveHns baktepmanbHOro
BarMHo3a METPOHMAA30510M+ackopbunHoBas
KMCNoTa B CpaBHEHWUM ¢ nnauebo + ackopbmnHoBas
KMCcnoTa

bepaoeHosa XK. T.



bakTtepuanbHbi BarMHO3 —

9TO MH(PEKLIMOHHOE HEBOCNaNUTenbHoe 3aboreBaHmne,
XapaKkTepusyruleecs pe3kuM CHUXKEHNEM UK
OTCYTCTBMEM NTAaKTOdNOPbLI U €€ 3aMeEHOMN Ha
NONMUMUKPOBOHbIE

accoumaumm aHaspoboB v rapaHepensol,

KOHLE LPaLu/m KoTopbIX AocTuraet 10°—10'* KOE/mn
3/mn % BarMHansHoOro otaenaemoro.

KntoyeBbiM MOMEHTOM SIBMSIETCA HApyLLeHMe DanaHca
BarMHanbHON MMKpodonopsl Nod BANAHUEM 3HO0- N/ Unm
9K30reHHbIX haKkTOPOB, B pe3yrbraTe Yero NponcxoamnT
CHUXXEHME NNOTHOCTU 06CEMEHEHHOCTU CITU3NUCTON
Bnaranuvila nakrobakrepuamMmu, KOTopble 3aMeLLarTCs
aHas’pobHOW 1 hakynsTaTMBHO-aHa3pPOOHON doropon.




AKTyanbHOCTb TEMBI

« Cpeaun HapyLeHNN MUKPOIKOMNOrnm Bnaranuila 6akrepmanbHbIn
BarnHo3 (bB) saHnMaeT nugupytoLime nosmunm, coctaesndas 30-87%
BCEX NHADEKLMOHHBLIX MOpaXXeHnn Braranuiia n nposasnseT
TeHAeHUuto K pocTy. bB BcTpevaeTca npenmyLLeCTBEHHO Y XXeHLUUH
OEeTOpOAHOro Bo3pacTa, YTo 00yCrnoBNMBaAET 3KOHOMUYECKYIO U
couunanbHy 3HaYMMOCTb Npobnembl. AKTyanbHOCTb Npobrnembl BB
TakKke cBA3aHa C MHOMOYUCIEHHbIMU HEraTUBHbLIMW MOCNEACTBUAMM
9TOW NaTonorum Angd penpoayKkTMBHOIO 340P0BbSA XKEHLLMHDbI.

« OcHoBHOM 3aga4en nevyeHns bB y nauneHTok aBnseTcs
BOCCTaHOBI1EHME HoOpMalibHOro MMKpobmoLieHo3a opraHM3mMa, B TOM
Yyucne 3a CYET NogaBneHna pocTa YyCINOBHOMNATONEHHbIX
MUKPOOPraHM3mMoB.

o OPPEKTUBHOCTb NeveHnsa bB y XXeHLWMH 3aBUCUT OT CrieayoLmnx
doaKTOpOB: OT NpaBuUibHON U CBOEBPEMEHHOW MOCTAaHOBKWU AMarHo3a
bB; oT npoBeaeHHOW naToreHeTn4eckn obocHoBaHHOW Tepanuu bB;
OT MNOMNHOTbI BOCCTAHOBIIEHUA HOPMasbHOW MUKPOMIopbI
Briaranviia; ot AnuTenbHOCTU pemuccum bB; oT agekBaTHOro
riedeHns ConyTCTBYOLWMX 3aboneBaHn, B TOM YNCIie JOCTUXKEHME
HOPMOLIEHO3a B MHbIX OMOTONAax opraHn3mMa, B HaCTHOCTU B TaKOM
3Ha4YNMMOM 4119 MakpoopraHu3ama pesepByape MUKPOOPraHM3MoB, KakK



Llenb nccnenoBaHus

* Onpenenntb aPPEKTUBHOCTb
NPUMEHEHUA Npu bakTepmnaribHOM
BarmnHo3e MeTpoHnaa3os+ackopbunHoBas
KncnoTta B cpaBHEHUM ¢ nnauebo +
ackopbunHoBas Kncnota



° I'eHepaanaf-l COBOKYINHOCTDb - XKEHLWNHbI C
6a|<Tep|/|aanb|M BAlrlMHO30M

* Bbibopka — npocTaga crnyvyanHas

» )XeHLWMHbI pa3aeneHsl Ha aBse rpynnbl (A n
B)

* [pynna A byayT nonydatb MeTpoHungason
500 Mr 2 pa3a B AeHb 7 OHEN +
ackopbuHoBagd Kucrota, rpynna B oyayr

nony4artb nnauebo+ackopbuHoBas
KUcnoTa



Kputepumn BKNo4YeHUs

e )KeHLLUWNHbI C 6aKTepVIaJ'IbeIM BAlMHO30M

* Kputepum NCckKnoveHns

* XXeHLMHbI ¢ bakTepuarnbHbIM BarMnHO30M,
He COOTBETCTBYHOLLNE BCEM KpUTEPUAM
AmMmcens

* YKEeHLMHbI C BblAENEHNSAMMN N3 NOMNOBbLIX
NyTeN He XxapakTepHble bakTepmnanbHOMY
BarmHo3y



lccnepoBaTenbCKn BOMpocC

* P PeKkTUBHO N NnpumeHeHune (O)
METPOHMaa3on+ackopobunuHoBast kucriora (l)
B CpaBHEHUM ¢ nnauebo + ackopbunHoBas
Kucnota (C) 4ng ne4vyeHnsa XXeHLWwuH C
bakTepuanbHbiM BarmHosom (P)



PICO

* P—>eHLWWHbI C 6a|<Tep|/|aanb|M
BAalrlMHO30OM

* | — METPOHMAOA30/T + aCKOpObMHOBaA
KUcroTta

* C—nnauebo + ackopbunHoBas KnMcnoTa
* O — BbI3JOPOBIIEHNE



[1n3anH nccnenoBaHUS

* PaHOoomMmun3npoBaHHOE KOHpOnmMpyemoe
nccnegoBaHne ABOMHOE crenoe



OTN4YecKme acneKkTbl

OpobpeHo 3TUYECKMM KOMUTETOM

[lony4yeHO WHOPMUPOBAHHOE coOrnacume cC
NOMNHbIM pPAacKpbITUEM BCEN Heobxoanmoun
MHQOpMaL UK

[TonHoe packpbiTUe BceW Heobxoanmowu
MHJOpMaL K

[IpaBO OTKasaTbCA OT y4acTu4

[lenctBus B UHTEpecax naymeHTa
[lone3HoCTb AN naumeHTa



Secnidazole Treatment of Bacterial Vaginosis: A Randomized Controlled Trial.

Hillier SL, Nyirjesy P, Waldbaum AS, Schwebke JR, Morgan FG, Adetoro NA, Braun CJ.
Author information

Abstract  OBIJECTIVE:

To evaluate secnidazole as a single oral dose treatment for bacterial vaginosis in a phase 2 randomized, double-blind,
placebo-controlled study.

METHODS:

In a phase 2, randomized, double-blind, dose-ranging, placebo-controlled study, women with bacterial vaginosis who
met all Amsel criteria (discharge; pH 4.7 or greater; 20% or greater clue cells; positive whiff test) were randomized one
to one to one at 24 U.S. centers to 1 or 2 g secnidazole compared with placebo. The primary endpoint was clinical cure
(normalization of discharge, amine odor, and clue cells) 21-30 days after treatment. Secondary endpoints included
microbiologic cure, defined as a Nugent score of 0-3, and therapeutic cure, defined as meeting criteria for both clinical
and microbiologic cure. The modified intent to treat was used for efficacy analyses and included all randomized patients
who met the enrollment criteria. Assuming a clinical cure rate of 40% in the active groups and 15% in the placebo
group, a sample size of 52 patients per group provided approximately 80% power to detect a significant difference
between groups (.05 level [two-sided]) using a Cochran-Mantel-Haenszel test.

RESULTS:

Between May and September 2014, 215 patients were enrolled. In the intent-to-treat population, the clinical cure rate
was 65.3% for the 2-g group, 49.3% for the 1-g group, and 19.4% for the placebo group. The modified intent-to-treat
population included 188 women (median age 33 years; 32% with four or more bacterial vaginosis episodes in the
previous year; 54% black) with baseline Nugent scores 4 or greater. Clinical, microbiologic, and therapeutic cure rates
were 67.7%, 40.3%, and 40.3% for 2 g secnidazole and 51.6%, 23.4%, and 21.9% for 1 g secnidazole compared with
17.7%, 6.5%, and 6.5% for placebo, respectively (P<.05 for secnidazole compared with placebo; all endpoints). Both
doses were well-tolerated.

CONCLUSION:

Oral granules containing 1 and 2 g secnidazole were superior to placebo in bacterial vaginosis treatment (P<.001 for
both groups). These data support the development of secnidazole for bacterial vaginosis treatment.

CLINICAL TRIAL REGISTRATION:
ClinicalTrials.gov, NCT02147899.




lccnepoBaTenbCKn BOMpocC

* OUEeHNTb HacKOSbKO 3 deKTMBHO (O)
npuMeHeHue cekHuaasona 2r (1) no
cpaBHeHUIo ¢ nauebo (C) y KEeHLWNH C
bakTepuanbHbiM BarmHo3om (P) B nepuop c
Mam no ceHTsaopb 2014 (T)



PICO

* P —2XaHLWWHbI ¢ BakTepuanbHbIM
BarMHO30M

* | — NPUMEHEHNE CEKHMAa30ona 2r

* C— NpuMeHeHune nnaueodbo

* O — BbI3OPOBNEHNE

* T - nepuopg c man rno ceHTsa6pb 2014



[1n3anH nccnenoBaHUS

* paHOOMM3NPOBAHHOE ABOMHOE crienoe
KOHTpONMpyemMoe nccnegoBaHme



Bbibopka

* [lpocTasa cnyyanHaga BbIOOpKa



Kputepumn BKNo4YeHUs

* XXeHLMHbI ¢ bakTepuarnbHbIM BarMnHO30M,
COOTBETCTBYIOLLNE BCEM KpUTEPUAM
AmMmcens



Kputepum ncknoveHus

* XXeHLMHbI ¢ bakTepuarnbHbIM BarMnHO30M,
He COOTBETCTBYHOLLNE BCEM KpUTEPUAM
AmMmcens



