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YcronumBoctb MBT K MNTI — ocHOBHas npobaema
MPOTUBOTYDOEPKY/1I€3HbIX MPOrpaMM BO BCEM MUpe

|
BTopu4Haa pe3suncteHtHoctb MBT
(reHeTnyeckme myTaumm) PYTB/MPTB/PPTB

[Nepegaya pe3ncTeHTHbIX WTaMmmoB MBT
OT Ye/I0BeKa K 4Ye/10BeKy



3aboneBaemoctb PYTE/MPTBE

2018

3abonesaemocTb T — 10 M/H.

PYTB - 558 000, MPTB - 82%, 3 Hux PPTB - 8,5%
3,5% HOBbIX 1 18% MOBTOPHbIX

2019

3aboneBaemMoCTb T —10 M/H.
PYTE -500 000, MPTE - 78%
3,4% HOBbIX 1 18% MNOBTOPHbIX

2020

3aboneBaemocTb T — 10 M/IH.
PYTB -500 000, MPTE - 78%
3,3% HOBbIX U 17,7% MOBTOPHbIX

Global tuberculosis report 2018. Geneva: World Health Organization, 2018.
Global tuberculosis report 2019. Geneva: World Health Organization, 2019.
Global tuberculosis report 2020. Geneva: World Health Organization, 2020.
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CHuKeHue Ha 678 000 MO CpaBHEHUIO C 2000 .

Global tuberculosis report 2018. Geneva: World Health Organization, 2018.
Global tuberculosis report 2019. Geneva: World Health Organization, 2019. 3
Global tuberculosis report 2020. Geneva: World Health Organization, 2020. B Ve s



BO3MOXHOCTb 3/IMMUHALUN TH

X v

PaspaboTka Tl ¢ HOBbIM
MEXaHU3MOM AEeNCTBUA U MOUCK
PYTB/MPTB/PPTB aKTYya/IbHbIX CXEeM /1e4eHUA

PacnpoctpaHeHue



[TepcrneKkTmnBbl OTKPLITUA HOBbIX MTI 1 nepenpoduIMpoBaHHbIX
NnekapcTBeHHbIX cpeacTs (M/10)

[Tl M/1C
KopoTKne NnoAHOCTbIO NepopasibHble cxembl (ya06cTBO
NPUMEHEHUSA, COKPaLLEHME CPOKOB IeYEHUSA, PECYPCOB
3/1paBOOXPaHEHNSA, MOBbILLIEHMNE NPUBEPHKEHHOCTU K
JIeYeHuo)
BbicoKan apdeKTMBHOCTb iedeHna MPTE/PPTE x

BharonpuAtHbIM npodunb 6esonacHocTy,
NO3BONAKOLWNN OrPaHNYEHHbIN MOHUTOPMUHT, x
CHUXeHune puckos NP
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XpoHosiorna oTkpbiTnaA [Tl nocae 2000r.

40 neT —
3 HOBbIX [1TTI
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2020-€:

* HoBaArpynnuposkallTIl2 AaMHuu
* rnepopa/ibHble KOPOTKUE U A/IMHHbIE
peXumbl 1e4eHuns
GLOBAL

TUBERCULOSIS
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13 HOBbIX

coegUHEeHUH

Ha pa3Hbix Ppasax
K/IMHUY @CKMX
UCMbITaHUI



KopoTkue pexumbl nevenna MPTB/PPTB [lepopa/ibHble A/IMHHbBIE PEeXKUMbI /1Ie4eHUA
K KOHLY 2019r. MPTB/PPTE K KOHLy 2019r.

:] No data
- Nat applicable o data
< I Mot applicable

Global tuberculosisreport 2020. Geneva: World Health Organization, 2020.



HOBDIE INTIM, NO/1Y4YUBLUUE
YCKOPEHHOE O4OBPEHUE PETY/IUPYIOLLUX OPTAHOB
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CroumocTb B »
nTn lfeorpadpuuyeckum oxsar
mec.

Johnson &
Johnson(J&J)/
Janssen (Bnageneu,

beaakBUAUH
nateHTa)

dapmcTaHgapT
(MMueHsnar)

Otsuka (Bnageneu,
naTeHTa)

T P-®apm Poccus/

R-Pharm Germany
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Mylan (nuueH3unar)

TB Alliance
(snapgeneu nateHTa)

Mylan (nMueH3unar)

NMpeTtomaHung,

Macleods
(nnueHsmnar)
Hongqgi Pharma

(AnnueHsmnar)

[na B3pocabix:

LMIC: 45-578,
HIC: 5000 $
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Hewn3BecTHa

LMIC: 283 S
tOAP: 157 $

LMIC: 61 $
HIC: 600 $

HenssecTtHa
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Becb mup (Kpome Mpy3aunum u ctpaH CHT)

P®, ApmeHus, AsepbairiaxaH, benapyco, py3us, KbiproidctaH, Kasaxctad, Monzosa,
TagXuKMcTaH, TypKMeHUcTaH, Y3bekuctaH
ABscTpanus, KaHaaa, Kutan, Ernnert, EBponeiickuin Cotos, cnanaua, JIMXTEHLWTENH,
Hopserusa, LLBenuapusa, loHKoHT, MHaoHe3uA, AnoHnA, MbaHma, PuannnuHel, KOXKHaA
Kopes, CuHranyp, TanBaHb, TannaHg, Typuna, CoeguHeHHble LLUTaTbl AMepuKu, BbeTHam

P®, ApmeHus, AsepbaiigxaH, benapycs, Ipy3us, KbiproidctaH, KasaxctaHd, Mongosa,
TagxukucTaH, TypkMeHuncTaH, YkpanHa, YabekncraH

Becb mup (Kpome Tepputopuii KomnaHmi Otsuka + R-Pharm)
HeT nnaHOB Ha NpAMYO KOMMepLManmn3aLumnto
214 cTtpaH (ncknroyeHbl 70) — cm. medspal.org
143 ctpaHbl — cm. medspal.org

Kutai, TaiBaHb, [OHKOHT, MaKao



MHoroobellaroLne HOBble CXEMbI Ie4EHUA

The global clinical development pipeline for new anti-TB drugs and drug regimens to treat

TB disease, August 2020

Phase I*

W BTZ-043"

B Macozinene®
W OPC-167832*
W SPR720%

B TBAJ-876

W TBI-166

W TBI-223

B ACTG A5312

Phase II*

B GSK-3036656°

B Telacebec (Q203)*

W TBA-7371®

B Delpazolid (LCBD1-0371)

® sa109

B Sutezolid

W High-dose rifampicin for drug-susceptible
T8 (PanACEA)

B Bedaquiline and delamanid
(ACTG 5343 DELIBERATE trial)

B Bedaquiline and pretomanid with existing
and re-purposed anti-TB drugs for MDR-TB
(TB PRACTECAL Phase II/11l trial)

B Shorter regimens including clofazamine
and rifapentine for drug-susceptible T8
(CLO-FAST trial)

B Pretomanid-containing regimens to
shorten treatment for drug-susceptible TB
(APT trial)

W Delamanid-li lid-levoll in—
pyranzimamide for fluocroguinolene-
susceptible MDR-TB (MDR-END trial)

B Levofloxacin with OBRC for MDR-T8B
(Opti-Q)

B 4-month treatment for drug-susceptible
TB (PredicTB trial)

B High-dose rifampicin fer TB meningitis
(ReDEFINe)

B Multiple adjunctive host-directed T8
therapies for drug-susceptible TB (TBHDT)

Phase lII*

B Bedaquiline {TMC-207)°

B Delamanid (OPC-67683)*

B Pretomanid

W Clofazimine

B High-dose rifampicin for treatment of drug-
susceptible T8

B Rifapentine for treatment of drug-susceptible TB

Boad dal

quiline id—=lir lid-levoflexacin-
clofazimine {6-month oral regimen for RR-TB) or
bedaquiline-delamanid-linezolid-clofazimine
{6-9 menth eral regimen for pre-XDR and XDR-TB)

BEAT TB trial

Bedaquiline-pretomanid-moxifloxacin-
pyrazinamide (BPaMZ} (SimpliciTB trial)
Bedagquiline-pretomanid-linezolid (NiX-TB trial)
Bedaquiline-pretomanid-linezolid (ZeNix trial) -
Linezolid optimization

aquiline with two sc(all-oral, 9 months; with
injectable, 6 months} (STREAM trial)

OBR=Tor

MODR-TB (NEXT trial)

Bedaquiline and delamanid with various existing
regimens for MDR-TB and XDR-TB (endTB trial)
Bedaquiline-delamanid-linezolid-clofazamine for
fluoroquinolone-resistant MDR-TB (endTB-Q)
Rifapentine-moxifl in for treatment of drug-

susceptible T8 (TB Trial Consortium Study 31/A5349)
W Several 2-month regimens for drug-susceptible TB
{TRUNCATE-TB trial}

Global tuberculosis report 2020. Geneva: World Health Organization, 2020.
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NilTB & 1B Alliance

PARTICIPANT STATS THE RESULTS
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Treatment of Highly Drug-Resistant Pulmonary TB

NIX-TB, AN OPEN-LABEL, SINGLE-GROUP STUDY

*Treatment intolerant or non-responsive MDR-TB

109 Patients Three-drug regimen (26 wk)
with confirmed tuberculosis Bedaquiline Pretomanid Linezolid
o (recently approved)
v/ pesy/bTaTbl - 0CHOBA pekoMeHaauuii BO3 (?i s
v/ cTabu/mMsauun B Te4eHue 6 mec. T —
‘/ oo _ 2 00 _ XDR treatment-intolerant X
v 907 6ﬂal'OI'lleF|'|;H bin MCXOA,U1 0% tuberculosis MDR tuberculosis
He61aronpuATHLIN (7 cMepTeH, 1 0T3bIB N=71 N=38
(65%) (34%)

cornacumAa Ha 1e4eH Me, 2 peU'MAMBa BO — . 90% of all patients had favorable outcomes
Clinical resolution at 899, 95% CI, 83-95 929
BpeMs Hab/It0AEHUSA U 1 OTPbIB OT /Ie4EHMA) RO ar T o o
95% CI, 79-95 95% CI, 79-98

Linezolid associated with peripheral neuropathy (81%) and myelosuppression (48%)

https://www.tballiance.org/portfolio/trial/5089 F. Conradie etal.  10.1056/NEJMoa1901514 Coprigh ©2070 Massachustis edica ocety




Ze N iX e TB Alliance

OnTumusauma 403upoBku Lzd

v 180 60/1bHbIX LL/TY, npe-LU/Y-TB, HeBOCNPUUMUMBBIX K paHee

npoBoauMomy se4eHuto M/1Y-Tb ) Kopperuym Mobourbre peartym
v 11 4eHTpoB B ['py3uun, Mo/goBe, Poccuu, FOxkHOM APpuke 3¢deKTnBHOCT | Mman oTmera
o Lzd nn MC
B-Pa-L 6 18
L=1200 mg/d x 6 mos (ML S e 93% 51% 38% 22%
Extensively
Drug-Resistant, . R 18
Pre-Extensively “Fac o o o o
Drug-Resistant  ,opyomised L=1200 mg/d x 2 mos IS LHIEES MoNTHS oF 89% 30% 24% 17%
+
Treatment-Intolerant
; B-Pa-L 18
or Non-responsive — 0, o o, 0,
Multidrug-Resistant L=600 mg/d x 6 mos EECCHTLE paKEai e 91% 18% 24% 2%
TB Participants
B-Pa-L 0 ) 0 0,
— || A x:;:gz::. 18 84% 18% 13% 2%

*Additional 3 months if sputum culture positive between week 16 and week 26 treatment visits MM-n epmq)epquCKaﬂ HGVIPOHBTMH

Pa pretomanid dose = 200 mgq daily _
B bedaquiline dose = 200 mg x 8 weeks, then 100 mg x 18 weeks MC - muen OCYI'I peccvm

BPaL moeT6biTb 3P deKTnBHA AarKe NPU CHUXKEHUM 4,03UPOBKM Lzd

https://www.tballiance.org/portfolio/trial/11883



SIMPLICITB @TB Alliance

Anpobauna HoBoM cxembl BPaMZ

v’ 450 60/1bHbIX ¢ BATB/ Bnepsble BbifiBAeHHbIM MPTE (300 - /14, 150 - 1Y)
v/ cpaBHeHue 41 6BPaMZ y /1M, appektmBHOCTM 6BPAMZ y 1Y
v’ 26 LeHTpOB B 10 cTpaHax AdpuKH, Asuu, EBporbl U KO3KHOMOM AMEpPUKM

Followed throughout 24 months

B-Pa-M-Z Regimen

300 randomized r =

Drug-Sensitive

TB Participants o o H-R-Z-E Regimen  (wnray BPaMZy naymeHtoBc MPTH
MOKa3a/zia HaMBbICLUMIA YPOBEHb
150 HaKkTepULMAHOM aKTUBHOCTH Cpeaun
N B-Pa-M-Z Regimen BCEX rpynmn /ie4eHus
Drug-Resistant TREATHENT

TB Participants*

*Specificaltly MDR-TB and mono-resistance to isoniazid or rifampicin.

£ bedaquiline 200 mg x 8 weeks, then 100 mg | P2 pretomanid 200 mg | moxiflexacin 400 mg | 7 pyrazinamide 1500 mg
Hisoniazid | R rifampin | Z pyrazinamide | E ethambutol

https://www.tballiance.org/portfolio/trial/11937



8 endTB

v/ 600 U3 750 nauneHToB (Mo COCTOAHUIO Ha 29.03.21)
C MPTB, 4yBCTB. K Q

" 4
ITTS

endTB-Q

v’ 42 13 324 naymeHToB (Mo COCTOSHWIO Ha 29.03.21)
¢ MPTB, yc1. KQ

v’ 8 cTpaH: I'py3us, UHaus, KasaxcTaH, /lecoTo, MakucTaH, Mepy, FOxHas Adpuka v BbeTHam.

*Standard of Care (SOC) control, composed according to WHO guidelines, including the possible use of

Bedaquiline and Delamanid

http://www.endtb.org/clinical-trial

d)

SANS FRONTIERES

807% - KOHBEpPCUA KY/IbTypbl Yepes 6 mecALeB
EIIRD »nitaid

Trial regimens 1 2 3 4 5 6 Trial Regimens| 1 2
Bedaquiline Be Be Be Bedaquiline Be 5
Delamanid De De De H Delamanid De 8
Clofazimine C C C Q = —

. . : : . : 2l Clofazimine C ©
Linezolid Li Li Li Li ] - - - S
Fluoroquinolone Mo Le Le Le Mo 9 Linezolid Li —
Pyrazinamide Z z 74 Z Z Duration 6 or 9| 20-24
Duration (months) 9 9 9 9 9 18-24




BEAT TB f ~USAID

%‘“lj% FROM THE AMERICAN PEOPLE
"ONAL DEV

CHuXeHne NobOoYHbIX peakLUin U CPOKOB /1Ie4EeHUA

v' 400 60/1bHbIX Npe-PPTB, PPTE

v 6-9 BdgqDImLzdLfxCfz

v ueHTpbl B UHAUM 1 HOKHOM AMepUKe
v/ pesy/bTaTbl B 2023r.

https://clinicaltrials.gov/ct2/show/NCT04062201

STREAM s N
MEX + CFZ + EMB + PZA
BDQ + LEX + CFZ + EMB + PZA

v 1155 60/1bHbIX MPTE MPYTBE  RegimenD KM -

BDQ + LFX + CFZ + PZA
v 4 pexxuma

v/ pesy/bTaTbl B 2022r. 0 8 16 28 40
First dose Time weeks

https://treattb.org/our-work/stream-trial/ [ Intensive phase Continuation phase —» Follow-up

RegimenBi

OueHKa npeBoCXoACTBa _
pexkuma C Hag peKMMOM B gegimenci

H
H »
] L
H
H

v



HOBDIE MNMPEMAPATbI HA PA3/IMYHBIX CTAAUAX
KNAMHUYECKMX UCMBITAHUA



MyTu paspaboTtku NTI:

1. MuweHb-/1C

v’ reHeTu4eCcKMe Manunyaaumum ¢ MBT
v’ MOWCK MULLIEHEM

v’ BUPTYa/lbHbIM CKPUHUHT

v/ noTeHuwma/ibHble AnraHab! in silico

4 TECTUPOBAHME Ha NpegMET aKTUBHOCTU B

oTHoweHun MBT

2. /1IC-MULWeHb

(peHOTUNMYECKUIN CKPUHMHT)

v/ 61b/MoTEKA COeAMHEHMI

v onpepgenervre MUK (MUHUMA/IBHOW
MHIMOMPYIOLLLEN KOHLLEHTpaLLMK)

v’ MexaHu3Mm gencTBuA

v’ AOMO/HUTE/IbHBIE XMMUYECKUe MOAUPUKAL UM
v’ ycwieHne aHTUMMKOGAKTepMasibHOM akTUBHOCTM

Target-to-drug

Mtb ¢ f
7 % Pl : 1 ° \O/
/) . ~A ) « ( )
* Target validation * Online database (e.g. * Heterologous protein * Chemical synthesis
» Essentiality (e.g. KO) PDB, Mycobrowser, TB expression (e.g. £. coli) + Repurposing
*  Vulnerability (e.g KD) Target.) * Protein purification + Compound libraries
* Selectivity (e.g. * Promising targets/ * Biochemical * Invitro inhibition assays
homology with host’s pathways characterization (e.g. * Hits identification
proteins) « Virtual screenings enzyme kinetics) * Lead optimization
* Cheminformatics » X-ray crystallography
oyS.w ayS.
0SS 085
boSe_ """"" i e,'C("\
gorge e W =
& A
> )
AL J
o /
% 17 7\
& )'4
+ Target identification + Citotoxicity against *  Whole-cell screenings * Compound libraries
* MOA determination different cell lineages * MIC determination * Chemical synthesis
* Genetic manipulation * Macrophage infection * Time-kill curves *  Repurposing

(e.g. KO, KD)
Imaging techniques
Metabolomics,

model
In vivo activity (e.g.
murine infection model

Drug susceptibility against ¢ Natural extracts
resistant strains
Hits identification

proteomics, of TB) * Lead optimization '
v’ CHUXeHue LUTOTOKCUYHOCTHU transcriptomics ¢ Pharmacokinetics . " Further chemical
v - *» Further drug ) modifications
riovick MULLeHew optimization e SAR
Dalberto PF et al. Handling the Hurdles on the Way to Anti-tuberculosis Drug Development. Front. Chem. 2020. 8:586294.
. g e / ubere ug bevelop S Drug-to-target
doi: 10.3389/fchem.2020.586294



BOAbLIMHCTBO UcCcea0BaHMM No Bopbbe ¢ TybepKy/1e30M HAaXoAATCA Ha
paHHEN 1 cpegHen CcTagmnAax pa3paboTku:

v 74%- dazal-ll
v’ 26%- dazsalll-IV.

[eorpaduyeckoe pacnpegesieHme Mo KO/IMYECTBY KAMHUYECKMX UCTbITAHWUI:

v' 1OxHaa Adpurka (MnpoBoii naep)
v’ Be/MKobpuTaHus (€BpONencKkunii permoH)
v Kutai (A3un)



5 HOBbIX MULLIEHEW:

QcrB (Komn/ieKC uMTOXpoma bc) — BaKHbIE KOMMOHEHT AblXaTe/lbHOM
3/1eKTPOHHOM TPAHCMOPTHOM Lenu, Heobxoanmbl AnA CMHTe3a ATO.

DprE1  (aekanpenundpocdopun-f-D-pnb03a-2-anumepasa) -  depMmeHT,
MPUHUMAIOLLUI YHaCTUE B CUHTE3€e K/1IeTOYHOM CTEHKMU.

LeuRS (neiumn-TPHK cuHTeTasa) — ¢dbepmeHT, NMpUHMMAOWMI yd4acTue B
CUHTe3e besika.

GyrB (cybbeguuuua B AHK-rmpasbl) — NpuUHMMAET yyacTve B pen/MKaLum
AHK.

MuLLeHb He onpege/ieHa, MPUHMMAET yYacTme B KaTabonm3me xonecTepuHa.



TBAJ-876

o
Telacebec o GSK-3036656
(Q-203) ©
Q BTZ-043
13
Sutezolid OPC-167832
e HOBbIX Y 763
Delpazolid o v Macozinone
coeagnHeHUU o (PBTZ-169)
TBI-223 o
O TBA-7371
Pyrifazimine o
(TBI-166) o SPR-720

SQ-109



HoBble KaHguaaTbiB [1TT1

UHrubutopsl cuHTesa 6enka (pubocomsl 23S) - aHasoru Lzd

A OKC330/’IMAMHOH v’ NpoA0/1KaeTcA nccie0BaHmne
Sutezolid PanACEA (SUDOCU)
(PN U-100480) Sequella/Medicines Patent Pool/ ¥ Ppa3pabaTbiBaetca ana nedenus /14
TB Alliance (lIb) /1y Tb
. OKCa3o0/IMANHOH v’ 6o/ee aKTuBeH, Yem Lzd
Delpazolld & v NPOAO/IKAETCA UCC/IEA0BAHME
(LCBO1'O371) LegoChem Biosciences (lIb) PanACEA (DECODE)

v BblcOKas 6MOAOCTYNHOCTb

OKcaBO/'IMAVIHOH v’ nepuog no/syBebiBeAeHUA — 3 4aca
v’ yaydweHHbId npoduib
TB Alliance/ IMM (la) 6e3onacHoCcTH

ClinicalTrials.gov. PanACEA Sutezolid Dose-finding and Combination Evaluation (SUDOCU)
ClinicalTrials.gov. PanACEA DElpazolid Dose-finding and COmbination DEvelopment (DECODE)
ClinicalTrials.gov. A Phase 1 Study to Evaluate Safety, Tolerability, and Pharmacokinetics of TBI-223 in Healthy Adults



Oﬁ HoBble kaHaugaTbiB [1TT1
g NMHru6uTopsl DprEt

beH30THasnHOH v’ dpPeKTrBHbI B OTHOLIEHUM /14 1 1Y

University of Munich/DZIF (Ib/lla) v EJcTc?l!xg:a’\:feTq)aabl la [1.]

: v agautusHblt 3dPekT cR, H, Z, E,
Macozinone BeH30TUa3MHOH A b

HO -~ NEN Mfx, Mpm, DIm, Pa, Bdq, Cfz, Szd,
= | .
HNl SN TS Nome (PBTZ'169 ) iM4TB/Nearmedic (Ib/la) >Q109
= Me
v’ 3pdekTuBeH B oTHOLEHUM /14 1
Me TBA-7371
A3anHA0/ MAY/LAY wrammos MBT
QH v
0/\%) i TB Alliance/ GMRI (1) uccreqoanne gasel lla [3]
g5l
v’ 3ppekTuBeH B oTHOLWEHUM M/TY/LLATY
ofﬁj:i; P OPC-167832 Avrnaporkapboctupuan T s
OpC-167832 v uccnegosanue dasbl lla [4]
Otsuka (Ib/l1a) .
v’ apanTuBHbIN 3 dekT ¢ Mfx, DIm,
Bdq, Lzd

1ClinicalTrials.gov. BTZ-043 - Multiple Ascending Dose (MAD) to Evaluate Safety, Tolerability and Early Bactericidal Activity
2(linicalTrials.gov. Study to Evaluate the Safety, Tolerability, Pharmacokinetics and Ex-vivo Antitubercular Activity of PBTZ169 Formulation
2ClinicalTrials.gov. Phase 2a Study of PBTZ169

sClinicalTrials.gov. A Phase 1 Study to Evaluate Safety, Tolerability, PK, and PK Interactions of TBA-7371.

sClinicalTrials.gov. Early Bactericidal Activity of TBA-7371in Pulmonary Tuberculosis.

4ClinicalTrials.gov. A Phase 1/2 Trial of Multiple Oral Doses of OPC-167832 for Uncomplicated Pulmonary Tuberculosis.



HoBble KaHauaaTbiB [1TT1

MHrnbutop AT®-cuHTasbl — aHazsor Bdq

ANapuiXmMHO/I0H

TBAJ-876

TB Alliance (la/Ib)

V' BcTynui B | $asy KAMHUYECKMX UCTIbITaHMIA C NEPBbIM
Cy6BbEeKTOM, MNOAYHMBLUMM A03Yy 8 MIOHA 2020 roaa.

v\ B MOAE/IAX Ha XMBOTHbIX MOKa3a/1 BbICOKYHO 3 HEeKTUBHOCTD,
HU3KYIO MPOrHO3MPYEMYIO KAUHUYECKYIO A403UPOBKY,
YAy4LUEeHHbIM Npoduab 6e30nacHOCTH

TBAJ-876

ClinicalTrials.gov. Evaluate Safety, Tolerability, PK of TBAJ-876in Healthy Adults



HoBble KaHauaaTbiB [1TT1

UHrbuTop MOHHOro TpaHCcnopTa U 6aKTepUa/IbHOro AblXaHUA — aHasor Cfz

P N L D ’,;LH
-~ — e = - "

| j \/[ L \L Pyrifazimine PruMmrHogeHasmH
) “ (TBI-166)

TB Alliance /IMM/CAMS/ PUMC (1)

o S
r : v 06/1a4a€eT yydLeHHbIMU GU3MKO-XUMMUYECKUMU U
0. 4 0 bapMaKOKMHETUHECKMMM CBOMCTBAMMU, HU3KOM A,EPMATOTOKCUHHOCTBIO.
“f ~ v’ BHOsGpe 2016 roga TabnetTnpoBaHHasA GpopmMa NoNydnaa KAMHUYECKoe

opobpenve FDA no agantauum evenua /1Y Tb, B 2018 rogy ctapToBana |
dasa KAMHUYECKUX UCTbITaHWUM

ClinicalTrials.gov. Early Bactericidal Activity Safety Pulmonary Tuberculosis Pyrifazimine (TBI-166)



HoBble KaHauaaTbiB [1TT1

UHrnbutop LeuRS

BeH3zokcabopon

GlaxoSmithKline (11a)

GSK 3036656 {GSK 070) v npogokaerca ucrnbitahue ¢asbl 11a, oL eHMBatoLL,ee paHHIo

HaKkTepuLMAHYIO aKTUBHOCTb, 6@30MacHOCTb 1 MepeHOCUMOCTb.
Pe3y/sbTaTbl OXKMaatoTCA B 2022r.

ClinicalTrials.gov. An Early Bactericidal Activity, Safety and Tolerability of GSK3036656 in Subjects With Drug-sensitive Pulmonary Tuberculosis
ClinicalTrials.gov. First Time in Human (FTIH) Safety and Pharmacokinetics (PK) Study of GSK3036656 in Healthy Subjects



HoBble KaHauaaTbiB [1TT1

UHruéutop QcrB (bct)
F
L,
0
f@w Telacebec AT EEIIA AR
0]
NH (Q-203) Qurient/ Infectex (11a)

v' npogo/kaeTtca ucnbitaHme ¢asbl lla B 403ax 100,200, 300 Mr B
TeyeHue 14 aHen y 60/1bHbIX ¢ /14 T

V' NpOAEMOHCTPUPOBA/ XOPOLLYIO 40303aBUCMMYIO 6AKTEPULUAHYIO
aKTMBHOCTb NMPW YBE/IMHEHUN [03UPOBKM

v naanupyetca uccaegosanue ¢asbl llb no cokpaleHuto
NMPOAO/IKUTE/NIbHOCTU /ledeHua B cxeme ¢ Bdq u Cfz y 60/1bHbIX ¢ /1Y Th

ClinicalTrials.gov. A Phase 2 Study to Evaluate Early Bactericidal Activity, Safety, Tolerability, and Pharmacokinetics of Multiple Oral Doses of Telacebec (Q203)



HoBble KaHauaaTbiB [1TT1

UHrnbutop GyrB - aHasor Q

BeH3umumnaason

SPR-720

Spero Therapeutics/ GMRI (la/lb)

nepopa/ibHoe BBe/eHue

/_N A,03MPOBKa 40 1000 Mr B Te4eHue 14 gHeii 6e3omacHa 1 XOpoLLo
MepeHOCUTCA 34,0pOBbIMM 4,00pPOBO/IbLLAMM

v’ Spero Therapeutics 3aHMMaeTca pa3paboTKoit coeanHeHUA A/1s

NeveHns HeTybepKy/esHbix MUkobakTepnosos (HMBT)

\f
AN

ClinicalTrials.gov. A Study of the Safety, Tolerability, and Pharmacokinetics of SPR720 in Healthy Volunteers



HoBble KaHguaaTblB [1TI1

MHrMbutop cuHresa knetouHou cteHku (MmplL3) —aHanor E

H /\f)\/\;)\ 3TUACHANAMUH
%H E
Sequella/NIH (I1b/111)
v' p06aB/eH K CTaHAAPTHOM cxeme siedeHna M/Y-TB, ucnbitaHus
3aBepLUEHbl B 7 K/IMHUYECKUX LLeHTpax P®
v

B MapTe 2017 . COO6LLLa/10Ch O MONOKUTE/IbHBIX pe3y/ibTaTax C TOYKU
3peHua 6e30mnacHOCTH, 3P PEKTUBHOCTU U MEPEHOCUMOCTMU.

ClinicalTrials.gov. Evaluation of SQ109, High-dose Rifampicin, and Moxifloxacin in Adults With Smear-positive Pulmonary TBin a MAMS Design
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ACCOPTUMEHT /1IeKapCTBEHHbIX CpeACTB C
NPOTUBOTYDEPKY/N1€3HOM aKTUBHOCTbLIO CTAHOBUTCA BCe Bonee
AVNHAMUYHBIM KaK C TOYKM 3peHunsa KaHamnaaTtoBB [1TI1, Tak u ¢

TOYKU 3PEHUA 3aUHTEPECOBAHHbIX CTOPOH, y4aCTBYHOLMX B
NpoBeAEeHNN 4,0KAUHUYECKUX U KAUHUYECKMUX UCC/1e[0BaHNi.



B/IArTOAAPIO 3A BHUMAHUE



