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3cb(beKTMBHOCTb pexumoB BPaL: aHanu3 nepBon cTpaHOBOU KOrOPTb!
onepauMoHHbIX UccneaoBaHUN

HTI, Pecnybnuka Y3bekucran
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s»Lenu
*»Onpegenutb a¢hpheKTUBHOCTb U 6€30MaCHOCTb
pexuma (BPaLM/C) B nporpammHbIX yCroBusix
s MecTo npoBeaeH1s UccnegoBaHus
¢ I. TalKeHT
*»*Pecnybnuka KapakannakcraH
s [poTokon nuccnegoBaHns ogobpeH KOMUTETOM MO

aTUYeckomy Haasopy BBl n 3Tnyeckum KOMUTETOM
Pecnybnuku Y3bekucraH

s*[ncbmeHHas Popma MHPOPMUPOBAHHOIO Cornacus
noanuncbIBaeTca BCcemu nauueHTamm, BKIYEHHbIMU B
uccnefoBaHue




OnepauunoHHoe uccnegosaHne SMARRTT

PeXxumbl neyeHums:

*»Bdg-Pa-Lzd-Mfx B TeueHue
24 Hepenb

*»Bdg-Pa-Lzd-Cfz B TeueHue
24 Hepenb

MpoaomKUTeNnbHOCTb
HabnoAeHUA:

24 Hepenu neyeHust

“»12 MecdLeB nocneayoLLero
HabnaeHus

Baseline Treatment Phase (W=Week) (::ll::
Investigation/Observation assessment &

S Wr4 | Wr8 | Wrl12 | W16 | Wr20 | W24 | M6
Written informed consent X
Demographics, Medical History X
Clinical Examination® X X X X X X X X
Treatment adherence X X X X X X
Concomitant treatment X X X X X X X
Adverse events X X X X X X X




OnepauunoHHoe uccnegosaHne SMARRTT
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KpVITepVIVI BKITKOYEeHUA B UccrnengoBaHue.

18 neT unu craplue

Tybepkynes, 6akTepronorniecku NOATBEPKAEHHbIN, C
[J0Ka3aHHOW YCTOWYMBOCTLIO MO KpaiHen Mepe K
PUAMIULMHY UIIN C KITMHUYECKUM JMarHO30M C
TECHOW UCTOPWEN KOHTaKTa ¢ nauueHTom ¢ PY/MITY-
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Kputepuun ncknioyeHms u3 uccnepoBaHus:
HeBO3MOXHOCTL NepopasibHOro NpUeEMa npenapaTos

YCTaHOBIeHHasa YCTOMYMBOCTD K NpenapaTtam pexuma BPal
unu npeabligywmnin npuem BPal >1 mecaua.

WmeeTcs ycTaHOBMEHHAs anneprus Ha Kakon-nmbo m3
npenaparoB 13 pexuma neveHns BPal.

QTcF nutepean = 500 m/cek Ha MCXOQHOM YPOBHE

TB MeHWHroaHUedanuT, 0cTe0apTPUT, OCTEOMUENUT,
CEeNnTMYECKNin apTpUT U abcLecc ronoBHOro Mosra

bepeMeHHble XeHLLHbI

Mau - UoHb NioHb -
2022 Hos6pb 2022

> MioHb 2022 flexabpb 2023

«  OpobpeHune 0T ATUYECKOro
Coseta MunucTepcTs
3apaBooxpaHeHus Pecnybnuku
Y3bekucraH u KapakannakcraH

«  Ob6yyeHne pabOTHMKOB
3paBOOXpPaHEHUS

* 63 hT3maTpos
« 341 Bpayeit 0bLLEN NPAKTUK
* 469 mepfcectep

Havano Habopa nauneHToB + [Jlata okoH4aHus Habopa
navuneHToB




OnepauunoHHoe uccnegosaHne SMARRTT
Habop 6onbHbIX Ha OU

|II|%H|HHHHHHHHIII/

52 nayueHToB

— PreXDR-TB
\J

326 nauueHTOB
MDR/RR-TB

BPaLM

BPaLC



OnepauunoHHoe uccnegosaHne SMARRTT

XapaKTepMCTMKa nonynaunn uccnenoBaHud

DR category
Characteristic N Overall, n=378 MDR/RR, n=326  Pre-XDR, n=52 p-value

Bospact (net)/Age (inyears) 378 0.019

Menuana / Median (IQR) 40 (29, 58) 43 (29, 61) 34 (26, 50)

[OnanasoH / Range 18, 86 18, 86 18, 76
Geographic distribution 378 0.16

Hykyc / Nukus 308 (81.5%) 262 (80.4%) 46 (88.5%)

TawwkeHT / Tashkent 70 (18.5%) 64 (19.6%) 6 (11.5%)
Female sex 378 174 (46.0%) 153 (46.9%) 21 (40.4%) 0.38
UHpekc maccobl Tena UMT/BMI 378 0.46

Meauana / Median (IQR)

[Onana3oH / Range

20.1 (18.4, 23.2)
11.6, 40.4

20.2 (18.4, 23.2)
11.6, 40.4

19.7 (17.9, 24.1)
13.8,35.4




OnepauunoHHoe uccnegosaHne SMARRTT

XapaKTepVICTVIKa nonynaumm nccnegoBaHus

DR category
Characteristic N  Overall,n=378 MDR/RR, n=326 Pre-XDR, n=52 p-value

MoaTBepXAEHHLIN renatut B 378 10 (2.6%) 7(2.1%) 3 (9.8%) 0.093
MoaTBepAEHHLIN renatut C 378 20 (5.3%) 16 (4.9%) 4 (7.7%) 0.29
MoaTBepXKAEHHBLIN caxapHbIM AnabeT 378 58 (15.3%) 52 (16.0%) 6 (11.9%) 0.65
MoaTBepxaeHHbLIN ceponornyeckun BUY-ctatyc 378 6 (1.6%) 5(1.5%) 1(1.9%) 0.41
Ankoronb 378 0.28

[a 13 (3.4%) 10 (3.1%) 3 (5.8%)

Het 361 (95.5%) 313 (96.0%) 48 (92.3%)

HeunsBecTHO 4 (1.1%) 3 (0.9%) 1(1.9%)




OnepauunoHHoe uccnegosaHne SMARRTT

XapaKTepVICTVIKa nonynsaunn nccnepgoBaHuA

DR category
Characteristic N  Overall, n=378 MDR/RR, n=326 Pre-XDR, n=52 p-value

Ilokanusauumn 3abonesaxus 378 >0.99

JleroyHas 374 (98.9%) 322 (98.8%) 52 (100.0%)

BHeneroyHas 4 (1.1%) 4 (1.2%) 0 (0.0%)
MoBTOpPHLIN CryyYan 378 117 (31.0%) 100 (30.7%) 17 (32.7%) 0.77
Cxema neyeHus 378 <0.001

BPaLC 53 (14.0%) 5(1.5%) 48 (92.3%)

BPaLM 325 (86.0%) 321 (98.5%) 4 (7.7%)
HepoctaTtouHbin Bec, UMT < 18,5 kr/m2 378 100 (26.5%) 83 (25.5%) 17 (32.7%) 0.27




OnepauunoHHoe uccnegosaHne SMARRTT

Xapakrepuctuka Tb npouecca

DR category
Characteristic N  Overall,n=378 MDR/RR,n=326 Pre-XDR,n=52  p-value

PeHTreH u3ameHeHus 375  375(100.0%) 323 (100.0%) 52 (100.0%)

HeunssecTHO 3 3 0
Monoctu pacnaga 375 231 (61.6%) 192 (59.4%) 39 (75.0%) 0.032

HeunssecTHO 3 3 0
Mukpockonua nonox 378 185 (48.9%) 154 (47.2%) 31 (59.6%) 0.10
PucpamnuumH pe3ancTeHTHOCTb 396 0.20

O6HapyxeHo 342 (96.1%) 294 (95.8%) 48 (98.0%)

He onpepenex 11 (3.1%) 11 (3.6%) 0(0.0%)

He obHapyxeHo 3 (0.8%) 2 (0.7%) 1(2.0%)

HeunseecTHO 22 19 3




OnepauunoHHoe uccnegosaHne SMARRTT

OnpepgeneHne YyBCTBUTENBLHOCTU K (DTOPXMHANOHaM

Characteristic N Overall, n=378
FQ test result 378
FQ NA 23 (6.1%)
FQ not done 27 (7.1%)
FQ resistant 52 (13.8%)

FQ susceptible 276 (73.0%)




OnepauunoHHoe uccnegosaHne SMARRTT

KoHBepcus KynbTypbl

Characteristic

DR category
N Overall, n=378 MDR/RR, n=326 Pre-XDR, n=52 p-value

Pe3ynbTaT UCXOAHOM KyNbTYPbI

C poctom MBT komnnekc

340 0.074
200 (85.3%)  245(83.9%) 45 (93.8%)

HeT pocTa 50 (14.7%) 47 (16.1%) 3 (6.3%)
HeunsBecTeH 38 34 4
Bpems koHBepcum (aeHb) / 277 0.36
MegunaHa 28 (27, 32) 28 (27, 32) 28 (28, 44)
[nana3oH 16, 85 16, 85 25, 84




OnepauunoHHoe uccnegosaHne SMARRTT

KoHBepcus KynbTypbl

DR category
Overall, MDR/RR, PI"G-XDR, value Kaplan-Meier Event history of culture conversion
Characteristic N n=378 n=326 n=52 P S MORIRR | FrexhR
Mecsu koHBepcum 277 0.24 % 0.75-
216 187 : L.
1 780%)  (18.6%) 2044k S ol | | | | |
’ ” TimZOto conversic?ﬁ in Days = 150
2 56 (202%) 48 (202%) 8 (205%) Number at risk
MDR/RR - 245 72 11 1 1 1
Pre-XDR | 45 17 4 1 0 0
3 5 (1 8%) 3 (1 3%) 2 (51 %) ’ ” TimZOto conversic?ﬁ in Days = 150




Mpodunb 6e3onacHocTy

OnepaunoHHoe nccnegosaine SMARRTT

DR category

Characteristic N Overall, n=378 MDR/RR, n=326 Pre-XDR, n=52 p-value

Cepbé3sHble HexenaTtenbHble ABNEHUA 3 cTeneHu U Bbllwe 378 18 (4,8%) 13 (4,0%) 5(9,6%) 0.45
Tun 18 0.55

CwmepTb 3 (16.7%) 3 (23.1%) 0 (0.0%)

OnacHbIi 415 KU3HX ONbIT 2 (11.1%) 1(7.7%) 1(20.0%)

[ocnutanusauus 13 (72.2%) 9 (69.2%) 4 (80.0%)
Mpu3sHaku / cumnTOoMbI 18 0.55

Cardiovascular disorders : Cardiac rhythm 1(5.6%) 1(7.7%) 0 (0.0%)

Prolonged (corrected) QT interval 2 (11.1%) 2 (15.4%) 0 (0.0%)

Increased liver enzymes (ALT or AST increased) 4 (22.2%) 3 (23.1%) 1(20.0%)

Gastrointestinal disorders : Dyspepsia 1(5.6%) 1(7.7%) 0 (0.0%)

Gastrointestinal disorders : Nausea 1(5.6%) 1(7.7%) 0 (0.0%)

Immune disorders : Allergic reaction 1(5.6%) 1(7.7%) 0 (0.0%)

Skin disorders : Mucocutaneous symptoms (includes rash) 2 (11.1%) 0 (0.0%) 2 (40.0%)

Other if not listed in the most common list 6 (33.3%) 4 (30.8%) 2 (40.0%




OnepaunoHHoe nccnegosaine SMARRTT

Mpochunb 6ezonacHocTH

DR category
Characteristic N Overall, n=378 MDR/RR, n=326 Pre-XDR, n=52 p-value

MepbI, NPUHATLIE BPa4OM OTHOCUTENbLHO 18 0.24
uccneayeMoro feyeHus

[103a He 13MeHeHa 1(5.6%) 0 (0.0%) 1(20.0%)

[MpenapaT npepBaH 11 (61.1%) 7 (53.8%) 4 (80.0%)

[MpenapaT OTMEHEH 4 (22.2%) 4 (30.8%) 0 (0.0%)

He npumeHnmo 2 (11.1%) 2 (15.4%) 0(0.0%)
Ucxop (ctatyc HA): 18 0.41

Paspelunnacb 13 (72.4%) 8 (61.5%) 5(100.0%)

CwmepTb 4 (22.2%) 4 (30.8%) 0 (0.0%)

He paspeLumnace 1(5.6%) 1(7.7%) 0 (0.0%)



OnepauunoHHoe uccnegosaHne SMARRTT

Ucxoabl neyeHus

DR category
Characteristic N Overall, n=378 MDR/RR, n=326 Pre-XDR, n=52 p-value
Bcero ¢ ucxogom 375 <0.001
BbineyeH 336 (89.6%) 294 (91.0%) 42 (80.8%)
JleyeHune 3aBeplLeHO 19 (5.1%) 18 (5.6%) 1(1.9%)
Ymep 9 (2.4%) 7 (2.2%) 2 (3.8%)
E;gﬁ}p;z: ﬂ;: fanbHenwero BpayebHoro 1(0.3%) 0 (0.0%) 1 (1.9%)
beaycnelHoe nevexune 2 (0.5%) 1(0.3%) 1(1.9%)
OTKa3 oT neyveHus 2 (0.5%) 1(0.3%) 1(1.9%)
Pe3ynbTar He OLEeHEH 6 (1.6%) 2 (0.6%) 4 (7.7%)

Mpoponxaet neyeHune 3 3 3 0




OnepauunoHHoe uccnegosaHne SMARRTT

Mepuoa HabnogeHMe nocne nevyeHus

DR category
Characteristic N Overall, n=181 MDRI/RR, n=156 Pre-XDR, n=25 p-value

3aBeplueHo 12 mec. HabnogeHue 149 149 (82.3%) 128 (82.1%) 21 (84.0%)

HeussecTHO / Unknown 32 28 4
XuB nn 6onbHON? 149 >0.99

[a/Yes 148 (99.3%) 127 (99.2%) 21 (100.0%)

Het / No 1(0.7%) 1(0.8%) 0 (0.0%)

HeussecTHO / Unknown 32 28 4
MauymneHT 3abonen Tb noBTOpHO? 143

Het 143 (100.0%) 122 (100.0%) 21 (100.0%)

HeunsBecTHO 38 34 4




OnepauunoHHoe uccnegosaHne SMARRTT

3aK/JII4YeHue
v' Hanuune conyTcTBYHOLLMX 3a00NEBAHNUI MOXET YCMOXHUTL neyeHne Th;

v/ PeXum neyeHns, OCHOBaHHbIM Ha npenapatax BPal addekTBeH y nauneHToB C
TyDepKynesom, YCTOWYMBLIM K pudpamnuuuMHy B NPOrpaMMmHbIX YCIOBUSX, C MokasaTenem
yCNeLwHOCTH fneveHns pasHbim 94.7%;

v’ Pexum neveHuns, oCHOBaHHbIN Ha npenapatax BPal asnsetca 6esonacHbiM. Tonbko y 4.8%
NaLMeHTOB BCTPeYannCb CepbesHble HexenaTeslbHble ABMeHus 3-el CTeneHW Wnu BhbllUe.
BONbLIMHCTBO CEPLE3HBIX HEXENATENbHBIX SBMEHNN pa3peLunnmncb 6e3 NnocneacTBuil.



OnepauunoHHoe uccnegosaHne SMARRTT

OrpaHuyeHms: TpygHoCTK:

% AP PEKTUBHOCTb 1 BE30NACHOCTb PEXMMOB, « Temn Habopa B Havarne NpoBeLeHNs
OCHOBAHHbIX Ha npenaparax BPaLM/C y onepauynoHHOro nccnenoBaHnA SMARRTT 6bIn
neTen u 6epe|v|e|.||.|b|x XEHLUWH He MOXeT HWU3KUM M3-3a HEPELLUTESIbHOCTU CO CTOPOHDI
BbITb ONpeaeneHa NavueHTOB, YNEHOB CEMbMU U MEANLIMHCKIX

PabOTHMKOB

¢ OrtcytctBue HagexHoro TJIY ans npetomaHuaa B
CTpaHe
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