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* 4-mecayHbiv pexkxum 2HPMZ/2HPM zYo':glidat d
* 4-mecayHbin pexxum 2HRZ(E)/2HR tuberculosi(sm :
PykosoacTsa no ONA feTen n NoApoCTKOB Module 4 Treatment A O
JIY-TBb n Dugsusceptible  tuberculosis
JIY-TH CNpaBOYHUK * 0b6beauHeHMe BCceX peKoMeHaaumn no Mol & Tieatoer
2022, NY-TE (2022 1.) | eiom estment

WHO
n pOTM BOTY6e p consolidated e
Kyre3sHas e
Y PykoBoACTBa M borc o tberc e @
fomollb U CnpaBOYHUK
nopaepXxka

2022r.

Rapid communication:
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[laHHble paccmoTperbl pynnon BO3 no pa3paboTke
pekomeHaauum
CosellaHue PP B peBpane-mapte 2022 .




[laHHble paccmoTpeHsb! pynnon BO3 no pa3paboTke pekomeHaaunm
CoseullaHue PP B8 peBpane-mapte 2022 .

1. WccnepoBaHme TB PRACTECAL (nnhowapaku: Y3bekuctaH, tOxXHasa AdpurKa, benapycob)

* U3yyaemblie pexxumbl Ha 3Tane 1

* [pynna 1: 6egakBununH (B) + npetomaHug, (Pa) + nnHesonung (Lzd) + mokcmbnokcaumH (Mfx) B TeueHmne 24 Hegenb (BPalM)
e [pynna 2: 6egakBuaunH + npetomaHug + nnHesonng + KnopasmMmMmmH B TedeHne 24 Hegenb (BPalC)
* [pynna 3: 6egakBUAnH + NpeTomaHug, + nnHesonuna B TedeHme 24 Hegenb (BPal)

* U3yyaemble pexXumbl Ha 3Tane 2 (oTobpaHHbIe nocne 3tana 1)
e [pynna 1: 6egakBununH (B) + npetomanug (Pa) + nnHesonung (Lzd) + mokcmbnokcaumH (Mfx) B TeueHmne 24 Hegenob (BPaLM)

e CpaBHEHMe Co CTaHAAPTOM MeAULMHCKOW NOMOLLMU

* YTBEpP)KAEHHbIN HA MEeCTHOM YPOBHE CTaHAAPT MeAULMHCKOM NMOMOLLM, KOTOPbIM MaKCMMaNbHO COOTBETCTBYET
pekomeHgaumam BO3 no neyexHnto PY/MNY-TE (?-mecauHblii 1 18-MeCAYHbIN PEKMMbI B 3aBUCMMOCTU OT JIOKaNN3aLLMN)



[aHHble paccmoTpeHbl pynnon BO3 no pa3paboTke pekomeHaaumm
CosellaHune PP B pespane-mapte 2022 .

CxemaTtn4yHoe npeactasneHne pexknmmon TB PRACTECAL

Schematic representation of Stage 1 to Stage 2 changes are shown below:

[ PRACTECAL 1 regimen B-Pa-Lzdeoo->300-Mfx
PRACTECAL 2 regimen B-Pa-Lzdeoo-=300-Cfz
PRACTECAL 3 regimen B-Pa-Lzdé&oo-»300

Shorter 5oC regimen
Control : :

Long SoC regimen

0 16 24 36-44 72-96

Time points in weeks



[aHHble paccmoTpeHbl pynnon BO3 no pa3paboTke pekomeHaaumm
CoselaHue PP B peBpane-mapte 2022 .

2. NlccnepoBaHune ZENIX
(nccnepoBaTenbckme naowaaku: py3mna, Mongosa, Poccma n KOAP)

Pexxum BPal c pasanyHbimmn Ao3amum n Npoao IKUTENbHOCTbIO Npuema
NnHe3onnaa

* begakBMAMH M NPeTOMaHKUA, B CTaHAAPTHbIX A03aX

 OoHa N3 cneayrowmx nepopasnbHbIX exXegHEBHbIX 103 NMHE30NMNAA:
1) 1200 mr 26 Hepenb (MepBUYHbBIN aHaNU3)
2) 1200 mr 9 Hepenb
3) 600 mr 26 Hepenb
4) 600 mr 9 Hepenb

B nccnepoBaHme He BK/IKOYEH 418 CPAaBHEHMA PEXKMM CTaHAapTa
MeANLMNHCKOM NOMOLLM.



[laHHble paccmoTpeHsbl pynnon BO3 no paspaboTke pekomeHaaLumi
CoseluaHue PP B pespane-mapte 2022 .

3. FOAP - pexxmum 2019 r.

» [porpammHble AaHHble

» 9-MecAYHbIN KYpC NeYyeHnsa IMHe30/IMa0M

e 4-6-mecAYHasas MHTeHcMBHaA ¢a3a : Lzd(2m)-Bdq(ém)-Lfx-Cfz-Hh-Z-E
* 4-6-mecAaYyHan nogaep>kusarowan dpasa: Lfx-Cfz-Z-E

» Pexknmbl ons cpaBHEeHUA:
* 9-MmecAYHbIN Kypc, coaeprKalmin Eto: Bdq(6m)-Lfx/Mfx-Eto-Cfz-Hh-Z-E
* bonee gnnTtenbHble peXXnUmMbl, pekomeHaoBaHHbIe BO3



[aHHble paccmoTpeHbl pynnon BO3 no pa3paboTke pekomeHaaumm
CoselaHue PP B peBpane-mapte 2022 .

4. WnpoKaa MHMUMATUBA — AAHHblE N3 HECKOJIbKMX CTPaH

> I'Ipe,u,nonaraelv\oe UCMNOoJZ1Ib30BaHUE B Ka4yecTBe pexXKmnmoB AONA
CpdBHEHUNA TaM, TAe 3TO BO3MOHKHO.

» [lporpammHble AaHHble 06 NCNONb30BaHUM PEKOMEHA0BAHHOIO BO3
O9-mecAYHOro pexkmma (gaHHbie 0 peannsaumm nporpammol B KOKHOM
Adpuke).

» [porpammHble AaHHble 0 pekomeHayembix BO3 6onee anntenbHbIX

DEXKMMaX NeveHna (AaHHble CTPaHOBbIX Nporpamm B benapycn,

py3un, UHauu, Pecnybnunke Monaosa, Mo3ambuke, lNanya-Hosown

BuHee, Poccumnckon Pepepaumm n Comannu).

» [laHHble noneBbIxX UccnegoBaHUM opraHmsaumnm «Bpaum 6e3 rpaHUL»

(MSF), npoBeaeHHbIX B HECKO/IbKMX CTPaHax; KOropTbl Y4aCTHUKOB
npoekTta EndTB, npepoctasneHHbie MSF 1 Partners in Health.




ObHoBNEHHOEe n3paHue
PykosoacTtea no 6opbbe ¢ TybepKynesom 2022 r.

Pazgen 1. 6-MeCAYHbIN peXum rie4yeHusa 6eaakBUITMHOM, NPEeTOMaHUAOM, JIMHE30SINA0M U
MokcucnokcaumHom (BPaLM) ansa neyeHnsa MITY/PY-TB (HoBbIn)

Pasgen 2. 9-MecAAYHbIN 6€3UHBEKLNOHHBLIN pexum nevyeHusa MITY/PY-Tb (HoBbIK)
Paspnen 3: bonee anutenbHble pexumsbl nevyeHna MITY / PY-Tb

Pazgen 4: PeXXum neyeHus Ty6epKynesa, YyBCTBUTENbHOIO K pudamMnuLMHy U pe3UCTEHTHOrO K
U30HMa3uay

Pazpen 5. MOHUTOPUHI OTBETHLIX peakuun nauueHToB Ha nevyeHune MITY/PY-Tb c npoBegeHuem
KyNnbTypanbHbIX UCClieaoBaHnUN

Pazpen 6. Hayano aHTUpeTPOBUPYCHOM Tepanuu y nauumeHToB, nony4yarowmx nedyeHmna MY /
PY-Tb

Pazpen 7. Xupyprudeckoe rne4dyeHme 6onbHbix MITY / PY-Tb

MapannensHo npoBoAnAOCbL 06HOBNEHKE cnpaBoYHOro nocobus no N1Y-Tb
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PyKOBOACTBO NO IeKapCTBEHHO-YCcTOMYMBOMY Tybepkynesy 2022 r. —
OCHOBHble peKkomMeHaaunm

1. 6-MeCcAYHbIN peXxmm ¢ npumeHeHrnem beaksuInHa, NPeToMaHnag,

NMHe3onnaa u mokcudnokcaumHa (BPaLM) ans neyeHmna MNY/PY-Tb



Kntouesble pekomeHaaumm no JIY-Tb Ha 2022 r. — 6-meca4YHbIn pexxum BPalLM

Bonpocskl PICO u peweHna PP

300 mg)

[TB-PRACTECALIC

# PICO Population Intervention Comparator [data source] Sub-PICO Recommendation
Should BPaL regimens with lower BPaL (1200 mg — 9 weeks) 3.2 Conditional against the intervention
linezolid exposure (dose or 5Pal (600 R k 3 Conditonal for the | -
duration) be used instead of the al (600 mg — 26 weeks) . onditional for the intervention
original BPaL regimen in patients MDR/RR-TB or BPaL (600 mg — 9 weeks) _ 34 Conditional against the intervention

3 |who are eligible for BPaL regimen? BPaL 1200-26 [ZeNix]®

pre-XDR-TB No recommendation because the
BPaL (600 mg then 35 panel felt that comparison of data
300 mg) ) from different trials was less reliable
and indirect
ould a 6-month regimen using
bedaquiline, pretomanid and
: : : ~ : BPaL (600 mg — 26 weeks)

4 linezolid be used in patients with Pre-XDR-TB Longer regimens [IPD]° 4.1 Conditional for the intervention

pulmonary pre-XDR-TB (MDR/RR- (FQ-res only)

TB with fluoroquinolone

resistance)?

Should a 6-month regimen using 9-month (Eto) 5.1 Conditional for the intervention
bedaquiline, pretomanid and

5 linezolid be used in patients with MDR/RR-TB BPaL (600 mg — 26 weeks) Longer regimens [IPD]° 52 Conditional for the intervention
pulmonary MDR/RR-TB and (FQ-res and FQ-susc)
without fluoroquinolone 9-month (Lzd) 53 Conditional for the intervention
resistance?

Should a 6-month regimen using Mix of 9-month and longer regimens » L )

bedaquiline, pretomanid and BPaLM (TB-PRACTECALL" 6.1 Conditional for the intervention

linezolid with or without addition BPaL (600 then 300 T

of moxifloxacin (BPaLM) or BPaLM al. (600 mg then ma) [ 6.2 Conditional for the intervention
. ) . PRACTECALJ®

clofazimine be used in patients

with pulmonary MDR/RR-TB (with BPaLM BPaLC [TB-PRACTECALJ® 6.3 Conditional for the intervention

6 | without fluoroquinolone MDR/RR-TB or _ _
resistance)? re-XDR-TB Mix of 9-month and longer regimens . i ) )

P BPalLC (TB-PRACTECALL" 6.4 Conditional for the intervention
BPaL (600 mg then 300 mg) [TB- " : . .
BPalLC PRACTECALL" 6.5 Conditional against the intervention
BPaL (600 mg then Mix of 9-month and longer regimens 66 Conditional for the intervention

OueHka PICO 3 no3Bosinna NPUHATL
peweHne B OTHOLIEHMM ONTUMAIbHOM
A031NPOBKU N NPOAOIKNTENBHOCTHU
npuema N1MHe30/1Ma4a B PaMKaxX CXeMbl
BPaLM/BPal v cy3unna nocneaytouime
CpaBHEHWUA CO CXeMOW BMeLLaTeIbCTBa C
3TOM KOHKPETHOW 40301 U
NPOAO/IKNTENbHOCTbIO NpUema
nnHesonunga — BPaL (600 mr — 26
Heaenb).



Kntoyesble pekomeHaauuu no J1IY-Tb Ha 2022 r. — 6-mecAYHbIN pexxum BPaLM

Bonpocskl PICO u peweHna PP

300 mg)

[TB-PRACTECALIC

# PICO Population Intervention Comparator [data source] Sub-PICO Recommendation
Should BPaL regimens with lower BPaL (1200 mg — 9 weeks) 3.2 Conditional against the intervention
linezolid exposure (dose or 5Pal (600 R k 3 Conditonal for the | -
duration) be used instead of the al (600 mg — 26 weeks) . onditional for the intervention
original BPaL regimen in patients MDR/RR-TB or BPaL (600 mg — 9 weeks) _ 34 Conditional against the intervention

3 |who are eligible for BPaL regimen? BPaL 1200-26 [ZeNix]®

pre-XDR-TB No recommendation because the
BPaL (600 mg then 35 panel felt that comparison of data
300 mg) ) from different trials was less reliable
and indirect
ould a b-month regimen using
bedaquiline, pretomanid and
: : : ~ : BPaL (600 mg — 26 weeks)

4 linezolid be used in patients with Pre-XDR-TB Longer regimens [IPD]° 4.1 Conditional for the intervention

pulmonary pre-XDR-TB (MDR/RR- (FQ-res only)

TB with fluoroquinolone

resistance)?

Should a 6-month regimen using 9-month (Eto) 5.1 Conditional for the intervention
bedaquiline, pretomanid and

5 linezolid be used in patients with MDR/RR-TB BPaL (600 mg — 26 weeks) Longer regimens [IPD]° 52 Conditional for the intervention
pulmonary MDR/RR-TB and (FQ-res and FQ-susc)
without fluoroquinolone 9-month (Lzd) 53 Conditional for the intervention
resistance?

Should a 6-month regimen using Mix of 9-month and longer regimens » L )

bedaquiline, pretomanid and BPaLM (TB-PRACTECALL" 6.1 Conditional for the intervention

linezolid with or without addition BPaL (600 then 300 T

of moxifloxacin (BPaLM) or BPaLM al. (600 mg then ma) [ 6.2 Conditional for the intervention
. ) . PRACTECALJ®

clofazimine be used in patients

with pulmonary MDR/RR-TB (with BPaLM BPaLC [TB-PRACTECALJ® 6.3 Conditional for the intervention

6 | without fluoroquinolone MDR/RR-TB or _ _
resistance)? re-XDR-TB Mix of 9-month and longer regimens . i ) )

P BPalLC (TB-PRACTECALL" 6.4 Conditional for the intervention
BPaL (600 mg then 300 mg) [TB- " : . .
BPalLC PRACTECALL" 6.5 Conditional against the intervention
BPaL (600 mg then Mix of 9-month and longer regimens 66 Conditional for the intervention

Pe3ynbtatom oueHkun PICO 4 ctana
YC/IOBHAA peKomeHgauma no
ncnonb3oBaHuUo pexkmma BPal (600 mr
— 26 Heaenb) N0 CPAaBHEHUIO C
PEKOMEHA0BAaHHbIMUM B HacToALWee
Bpema 6onee ANNTENbHbIMU PEXMMAMU
neyeHuna naumneHtos ¢ MNY/PY-TB u
AOMNO/IHUTE/IbHOW YCTOMYMBOCTbIO K
GTOPXMHONOHAM.



Kntoyesble pekomeHaauuu no J1IY-Tb Ha 2022 r. — 6-mecAYHbIN pexxum BPaLM

Bonpocskl PICO u peweHna PP

300 mg)

[TB-PRACTECALIC

# PICO Population Intervention Comparator [data source] Sub-PICO Recommendation
Should BPaL regimens with lower BPaL (1200 mg — 9 weeks) 3.2 Conditional against the intervention
linezolid exposure (dose or — - - -
duration) be used instead of the BPaL (600 mg — 26 weeks) 33 Conditional for the intervention
original BPaL regimen in patients MDR/RR-TB or BPaL (600 mg — 9 weeks) 34 Conditional against the intervention

3 |who are eligible for BPaL regimen? BPaL 1200-26 [ZeNix]®

9 9 pre-XDR-TB No recommendation because the
BPaL (600 mg then 35 panel felt that comparison of data
300 mg) ' from different trials was less reliable
and indirect
Should a 6-month regimen using
bedaquiline, pretomanid and
. » : ~ : BPaL (600 mg — 26 weeks)

4 linezolid be used in patients with Pre-XDR-TB Longer regimens [IPD]? 4.1 Conditional for the intervention

pulmonary pre-XDR-TB (MDR/RR- (FQ-res only)

TB with fluoroquinolone

resistance)?

Should a 6-month regimen using 9-month (Eto) 5.1 Conditional for the intervention

bedaquiline, pretomanid and

linezolid be used in patients with MDR/RR-TB BPaL (600 mg — 26 weeks) Longer regimens [IPD]° 52 Conditional for the intervention

pglmonary I\/IDR/_RR—TB and (FQ-res and FQ-susc)

without fluoroquinolone 9-month (Lzd) 53 Conditional for the intervention

resistance?

Should a 6-month regimen using Mix of 9-month and longer regimens » L .

bedaquiline, pretomanid and BPaLM (TB-PRACTECALL" 6.1 Conditional for the intervention

linezolid with or without addition BPaL (600 then 300 -

of moxifloxacin (BPaLM) or BPaLM al ( PrI:Ag\CTEEAL . ma) [ 6.2 Conditional for the intervention

clofazimine be used in patients ]

with pulmonary MDR/RR-TB (with BPaLM BPaLC [TB-PRACTECALJ 6.3 Conditional for the intervention

or without fluoroquinolone MDR/RR-TB or

: Mix of 9- h | i
resistance)? pre-XDR-TB BPaLC xof9 TTC)BH_J[PR??TEOQEEZ regimens 6.4 Conditional for the intervention
BPaL (600 mg then 300 mg) [TB- " : . .
BPalLC PRACTECALL" 6.5 Conditional against the intervention

BPaL (600 mg then Mix of 9-month and longer regimens 66 Conditional for the intervention

Tpu oueHKM, NpoBeAEHHbIE B paMKax
PICO 5, npusenu K pa3paboTke
YCNOBHbIX PEKOMEHAALMNM B OTHOLLIEHUH
pexnma BPaL (600 mr — 26 Hegenb) no
CPaBHEHMUIO C pEKOMEHAYEMbIM B
HacTosee Bpems 9-mecsiYHbIM
peXnmom c atmoHamumaom (sub-PICO
5.1), bonee aaAnTeNnbHbIMU PEXMMAMMU
(sub-PICO 5.2) 1 c HOBbIM 9-MecsiYHbIM
PEXMMOM, NMPU KOTOPOMN STUOHAMUA,
3aMeHAeTCs 2-MeCAYHbIM KYpPCOM
neyenuns nuHesonmaom (cy6-PICO 5.3) y
naumMeHToB ¢ nerouyHbim MTY/PY-TE 6e3
YCTOMYMBOCTU K GTOPXMHONOHAM.



Kntouesble pekomeHaaumm no JIY-Tb Ha 2022 r. — 6-meca4YHbIn pexxum BPaLM

Bonpocskl PICO u peweHna PP

PICO Population Intervention Comparator [data source] Sub-PICO Recommendation
Should BPaL regimens with lower BPaL (1200 mg — 9 weeks) 32 Conditional against the intervention
linezolid exposure (dose or BPaL (600 » " 3 Corditonal for the | -
duration) be used instead of the al (600 mg — 26 weeks) . onditional for the intervention
original BPaL regimen in patients MDR/RR-TB or BPaL (600 mg — 9 weeks) ) 34 Conditional against the intervention
who are eligible for BPal regimen? BPaL 1200-26 [ZeNix]®
pre-XDR-TB No recommendation because the
BPaL (600 mg then 35 panel felt that comparison of data
300 mg) ’ from different trials was less reliable
and indirect

Should a 6-month regimen using
bedaquiline, pretomanid and
l lid b d in patients with BPaL (600 mg — 26 weeks)
NSZOUC BS LSSC 1N paten’s W Pre-XDR-TB Longer regimens [IPD]? 47 Conditional for the intervention
pulmonary pre-XDR-TB (MDR/RR- (FQ-res only)
TB with fluoroquinolone
resistance)?
Should a 6-month regimen using 9-month (Eto) 5.1 Conditional for the intervention
bedaquiline, pretomanid and
linezolid be used in patients with MDR/RR-TB BPaL (600 mg — 26 weeks) Longer regimens [IPD]P 52 Conditional for the intervention
pulmonary MDR/RR-TB and (FQ-res and FQ-susc)
without fluoroquinolone 9-month (Lzd) 53 Conditional for the intervention

resistance?

Should a 6-month regimen using
bedaquiline, pretomanid and
linezolid with or without addition
of moxifloxacin (BPaLM) or
clofazimine be used in patients
with pulmonary MDR/RR-TB (with
or without fluoroguinolone
resistance)?

MDR/RR-TB or
pre-XDR-TB

BPaLM

Mix of 9-month and longer regimens
[TB-PRACTECAL]®

Conditional for the intervention

BPaLM

BPaL (600 mg then 300 mg) [TB-
PRACTECAL]®

Conditional for the intervention

BPaLM

BPaLC [TB-PRACTECALJ®

Conditional for the intervention

BPaLC

Mix of 9-month and longer regimens
[TB-PRACTECALJ*

Conditional for the intervention

BPalLC

BPaL (600 mg then 300 mg) [TB-
PRACTECALJ®

Conditional against the intervention

BPaL (600 mg then
300 mq)

Mix of 9-month and longer regimens
[TB-PRACTECALJ®

Conditional for the intervention

OueHka cyb-PICO 6.1 npuBesna K pa3paboTKe ycn0BHOM
pekomeHaaumMmn No NCnosb3oBaHMIo pexxuma BPaLM un3
nccneposaHma TB-PRACTECAL B conocTaBneHnN € pexxmmom
CpaBHeHMA; rpynna CTaHAapTOB /Ie4eHMA B STOM UCCef0BaHUM
COOTBETCTBYeT pekoMmeHaaumsam BO3 no 9-mecsuHbIM Unum 6onee
ONUTENbHBIM peXrnmam Tepanum, B 3aBUCMMOCTM OT
nccnenoBaTeIbCKOM NAOLWAAKM.

OugeHkM cy6-PICO 6.4 1 6.6 NpUBENM K NOABAEHUIO YCNOBHbIX
pekomeHgaumn B oTHoweHun pexkmmos BPalC u BPal no
CPaBHEHMUIO C CTaHAAPTOM NIeYeHuna B uccnegoBaHnn TB-
PRACTECAL; Taknm o6pasom, Bce TpU pexmma
NPOAO/IKUTENBHOCTbIO 6 MecsALEeB Ha ocHoBe BPal 6bis11 oLeHeHbI
Kak bonee npeanoyYTuTesIbHbIE, YEM FPynMna pexnMoB CTaHAAPTa
NleyeHns B 3ITOM UCMbITAHUM.

OugeHkM cy6-PICO 6.3 1 6.5 NnpuBeEIM K NOABNEHUIO YCIOBHbIX
peKomMmeHaaumMin B oTHoWEeHUK pexkmumos BPaLM u BPal no
cpaBHeHwuto ¢ BPaLC; Ha ocHoBaHWM 3TUX oueHOK PP npuwna K
BbIBO4Y, 4TO BPaLC He cheayeT peKOMeHA0BATb B KA4ecTBe peXxmnma
XMMUoTepanuu.

OueHka sub-PICO 6.2 npuBena K NOABAEHWUIO YCNOBHbIX
pekomeHgauuii no BPaLM BmecTto BPal un otmeTtuna pexkum BPaLM
B KauecTBe NpeanoYTUTEe/IbHOIO PEXKMMA B YC0BUAX, ONMUCAHHbBIX B
pekomeHgaunm n npumedanmax. Mo cpasHeHuto ¢ BPal, pexkxum
BPaLM npuBoann K 60s1ee BbICOKMM NOKa3aTeNAM yCNewHoro
JIeYEeHUs , MeHbLUEMY KOJIMYECTBY C/ly4aeB be3ycrnelHoro neyeHums
WU PELUANBOB, @ TAaKKE MEHbLUEMY KOJIMYECTBY C/ly4aeB
BO3HMKAOLLLEN IEKAPCTBEHHOM YCTOMUYMBOCTM, AEMOHCTPUPYA NpU
3TOM HebONbLUYIO Pa3HULY B HEXKENATe/IbHbIX ABIEHUSAX.



KntoveBble pekomeHaauun 2022 r. no neyeHuto J1Y-Tb
1. 6-MeCcAYHbIN PEXUM C NPpUMeHeHnem beakBUAMHA, NPETOMaHnag,
NMHe3onunaa u mokcudnokcaumHa (BPaLM) ans neyeHmna MNY/PY-Tb

1.1 PekomeHpauuna

BO3 npeanaraeTr MCNONb30BaTb 6-MECAYHbIN PEXKUM JIEYEHUA, COCTOALLMN N3 beaKkBUAMHA, NPETOMaAHNAA,
nunHesonunaa (600 mr) n mokcudnokcaumHa (BPaLM), a He 9-mecsauHbIN unn bonee anutenbHbin (18-
MECAYHbIN) pexxum y naumentos ¢ MN1Y/PY-TB.

(YcnhoBHas pekomeHaaumnA, o4eHb HU3KUIN YPOBEHb AOCTOBEPHOCTU GAaKTUYECKUX AaHHbIX)

NMpumeuvaHuna

1. TecTupoBaHMe nekapcTBeHHOM YyBCTBUTENbHOCTU (T/14) K dTOPXMHONOHAM Y NaumeHToB ¢ MJ1Y/PY-TB HacToATeNbHO PEKOMEHAYETCA U, XOTA OHO HE A0NXKHO 3a4epKMBaTbh Havyano
BPaLM, pe3ynbraTtbl TeCTa NO3BONAT NPUHUMATL PeLleHNEe O COXPAaHEHUN MOKCUGDIOKCALNHA B IEKAPCTBEHHOM CXEME W/IM O €ro UCKAOYEHUN N3 PEXMMA NeYeHUA ; B Cydae
OOKYMEHTaNbHO NOATBEPKAEHHOM PE3UCTEHTHOCTU K GTOPXMHONOHAM ByaeT HayaTa UAK NPOAOAKEHA Tepanusa no pexumy BPal 6e3 mokcudpnokcaumHa.

2. 3JTa peKomeHZaumA OTHOCUTCA K :

a. Jlogam ¢ MNY/PY-TB unm ¢ MNY/PY-TB 1 ycToMumMBOCTbIO K GTOpXMHONOHam (npea-LUY-TB).

b. J/liogam c nogTeepKaeHHbIM T nerkux n scemm popmamm BHeneroyHoro TB, 3a nckatoveHnem Tb ¢ noparkeHnem LLHC, KOCTHO-CYCTaBHOroO U AUCCEMUHUPOBAHHOTO (MnanapHoro) Tb.
C. B3pocabim 1 nogpocTkam B Bo3pacTe 14 neT u ctapuie.

d. Bcem ntogam, Hesasucmmo oT ux BUY-ctatyca.

e. [MaymeHTam, paHee NPUHMMaBLIMM 6e4aKBUNMH, NNHE30ANA,, NPETOMAHUA AN AeNlaMaHnA B TeyeHne meHee 1 mecAua. Mpu Npoao IKUTENBHOCTU NPUEMa 3TUX NpenapaTosB 6onee 1

mecAaua nayneHTbl MOTyT NOo-NpPpexXHemy nNosly4aTb 3T CXeMbl, eC/IM UCKNKOYEHa PE3UCTEHTHOCTb K Z1IEKAPCTBEHHbLIM CpeacCTBaM, BXOAAWNMM B UX COCTaB.

3.JT1a pekomeHdaumna He OTHOCUTCA K 6epEMeHHbIM N KOPMALWNM XKeHWNHaM U3-3a HaIM4nAa Inlb OrpaHMYeHHbIX AaHHbIX O 6e3onacHocTH npetomaHunga.

4. PekomeHayemasa gosa nmHesonmaa cocrasnaet 600 mr ogmH pas B AeHb Kak ana pexkuma BPalM, Tak u gna pexkuma BPaL.



Kntoyesble pekomeHaaumm 2022 r. no nevyeHuto JIY-Tb — 6-mecayHbIN

pexum BPaLM

OT1b60p naumeHTOB

High-level summary of main inclusion and exclusion
criteria: TB-PRACTECAL and ZeNix trials

TB-PRACTECAL

ZeNix (22)

5 » Aged 15 years and older » Aged 14 years and older
@ *Confirmed TB and RR-TB + Confirmed MDR/RR-TB or pre-XDR-TB
Y Regardless of HIV status * Regardless of HIV status
*Known resistance to Bdg, B Dim or Lzd < Documented resistance to Bdg, P Dim or Lzd
*More than 1 month prior use of Bdg, P« More than 2 weeks of Bdg, DIm or Lzd
DIm or Lzd - Pregnant
* Pregnant or breastfeeding « Liver enzymes 3 times the upper limit of
»Liver enzymes 3 times the upper limit normal
of normal «BMI <17
* QIcF >450 ms and other risk factors for . (e interval on ECG >500 msec, history of
QT prolongation (excluding age and congenital QT prolongation, history of tdp,
- gender) or other risk factars for tdp bradyarrhythmia
2 «History of cardiac disease, syncopal - Karnofsky score <60
= episodes, significant symptomatic or ,
% asymptomatic arrhythmias (with the * Peripheral neuropathy of Grade 3-4

exception of sinus arrhythmia)
* Moribund

» Taking any medications contraindicated
with the medicines in the trial

* Any baseline laboratory value
consistent with Grade 4 toxicity

» TB meningoencephalitis, brain
abscesses, osteomyelitis or arthritis

+ Not expected to survive for mare than
6 months

* Uncontrolled diabetes or cardiomyopathy,
extrapulmonary TB requiring extended
treatment, cancer that could affect survival

« Abuse of alcohol or illegal drugs
« CD4+ count <100

« Use of zidovudine, stavudine or didanosine,
use of MAQO Inhibitors

6-mecAaYHbIN pexkxum BPaLM/BPal mo»KHO Mcnonb30BaTh Y:

» mopen c MNY/PY-TB nnau ¢ MNTY/PY-TB 1 yCTOMUYNBOCTbIO K
dTOpXxuHonoHam (npea-LLUAY-TB);

» ntogen c noaTeepXaeHHbIM Tb nerkmx u scemun Gopmamm BHENEFOYHOTO

Tb, Kpome Tb ¢ nopaxeHnem LUHC, KOCTHO-CYCTaBHOIO U

ANCCEMUHUPOBAHHOIO (MuanapHoro) Tb;

nogen B sospacrte 14 net v ctapuie;

noaen Hesasucumo ot BUY-cTaTyca;

Nogen, Kotopble nonyvyann 6egakBUAVH, TMHE30AMA, NPETOMAHUA, UNn

AenamaHumg NpoaoKUTENbHOCTbIO meHee 1 mecaua. Mpu

NPOAO/IKUTENBHOCTU NeYEeHUA ITUMM NpenapaTtamu bonee 1 mecaua

NauMeHTbl MOTYT NO-NPEeXKHeMY NOAYy4aTb 3TOT PEXMM, eC/IN UCKAKYEHA

PE3UCTEHTHOCTb K BXOAWM B €r0 COCTaB IEKAPCTBEHHbIM CPeACTBaM.

Y V VY

He pekomeHpgyeTtca Bo Bpemsa bepemMeHHOCTU BCaeAcTBME HaNuus
OorpaHUYEHHbIX AaHHbIX 0 6be3onacHOCTM NpeToMaHuaa.



KntoveBble pekomeHaaumnn 2022 r. no nevyeHuto J1Y-Tb

— 6-MecAYHbIN pexxum BPalLM

PekomeHaauum ana otaenbHbIX noarpynn

KB

Aetn

BepemeHHble U KopmsALMe rpyabio
YXEHLLUHbI

B/ITb

[MpUMeEHATb C Y4ETOM BO3MOXKHOIO JIEKAPCTBEHHOIO
B3aMMOZAENCTBUA

[NpnmeHeHMe orpaHmnyeHo Ao 14 net un ctapuwe m3-3a
OTCYTCTBUA PaKTUUYECKUX AaHHbIX 06 MCNONb30BaHUM CXEMbI U
npetomaHuaa.

MpumeHeHMe orpaHMUYEHOo U3-3a OTCYTCTBUA paKTUUECKUX
AAHHbIX

MpumeHnm npu Bcex dopmax BHeneroyHoro Tb, kpome Tb ¢
nopaxkeHnem LUHC, KocTtHo-cycTtaBHoOro Tb u
ANCCEMUHUPOBAHHOrO (MuanapHoro) Tb



KntoveBble pekomeHaaumnn 2022 r. no nevyeHuto J1Y-Tb
— 6-MecAYHbIN pexxum BPalLM

AcneKTbl BHegpeHuUA

NotpebHocTtn B8 T/IH NoaTtsepaeHune PY-TB
enatenobHoe nposegeHue T/14 K PTOPXMHONOHAM

OueHKa Tb 3abonesaHus B nccneposaHus Nix-TB, ZeNix n TB-PRACTECAL 6biaun BKAtOYEHbI NaumeHTbl ¢ T
NNETKUX U PEHTIEHONOrMYEeCKMMM NPU3HAKAMKM ABYCTOPOHHErNO npoLlecca nau
PEHTreHO/IOTMYECKMMU NPU3HAKAMM HANNYUA NOOCTEN pacnaja.

CocTtaB cxembl U AO03UPOBKa Bedaquiline (100 mg tablet) 400 mg once daily for 2 weeks, then 200 mg 3 times
per week afterwards
NeKapCTBeHHbIX CpeacTts OR
200 mg daily for 8 weeks, then 100 mg daily
Pretomanid (200 mg tablet) 200 mg once daily
Linezolid (600 mg tablet) 600 mg once daily
Moxifloxacin (400 mg tablet) 400 mg once daily
MpoAonKMTenbHOCTb BPaLM - 6 mecaues (26 Henenb)
NPUMEHEHUA peXXnma B chyyae noaTBepKAEHHOM PE3UCTEHTHOCTU MOKCUPIOKCALUMH MOXKHO OTMEHUTb —
BPalL

[MpoAo/IKNTENBHOCTb TEepanuu ANA NALUEHTOB Ha pexnme BPal moxkeT bbiTb
yBenunyeHa ao 9 mecaues (39 Hepenb).



KntoveBble pekomeHaaumnn 2022 r. no nevyeHuto J1Y-Tb
— 6-MecAYHbIN pexxum BPalLM

Moaudukauua neyeHus

MOHUTOPUHT

AcneKTbl BHegpeHuA

e Ecnu TpebyeTca oKOHYaATeIbHOE NpeKpalleHmne npuema begakBuanHa uam
npeTomaHuaa, To cneayeT NPeKkpaTUTb NpumeHeHne Bcero pexknma BPaLM/BPal;

* ec/u Npuem IMHe30/MA4a OKOHYaTe/IbHO NpeKpallaeTca B Te4eHue nepsbix 9
nocnenoBaTe/ibHbIX HeAeb eYeHUnA, TO c/iefyeT OTMEHUTb BECb PEXNUM;

* eCNn NINHEe30/na OTMeHAETCA Ha bosiee NO3aHNX HeAEeNAX NPUMEHEHUA PeXMMA, NPU
TOM 4YTO 06LLAA OCTaBLIAACA NPOAOAKUTENBHOCTb PEXMMA HE NPEBbILIAET 8 HeAEe/b,
PEXMM MOMKHO CYMTATb 3aBEepPLUEHHbIM C OCTaBLLUMMUCA NpenapaTamMu B ero COCTaBe;

* eC/IM NpeKpalLaeTca npmem og4HOro MOKCMGNOKCaALMHA, NPUMEHEHME PEXKMMA MOXKET
ObITb NPOAO/IKEHO KaK perkuma BPal.

06 M3MeHeHUN pexkmMma MOXKHO noaymaTb, Koraa

MPOUCXOAUT NpepbiBaHNE NPMUEMA BCEX NPENaApPaTOB B CXEME Ha CPOK bonee 2 Heaenb
Nnocaea0BaTe/IbHOro NeYEHUA; UK

MPOUCXOAUT NPeKpaLleHme Npuema Bcex npenapaTtoB B CXeme Ha CPpoK bonee 4 Heaenb B
COBOKYMHOCTM MPU HENOC/1IeA0BaTENIbHOM JIEYEHUN.

MunKpPOCKONMMUA Ma3Ka MOKPOTbI U KyNbTypasibHble NCCAef0BaHUA.
Te ke onpepeneHnA pesybTaTOB NeYeHus.
NpnmeHaeTca cuctema aMb/l.



OcHoBHble peKomeHAaauun 2022 r. no nevyeHuto J1Y-Tb
2. 9-MecAYHbIN 6e3nHBEKLMOHHBIN peXknum neveHns MNTY/PY-Tb



[okymeHT «OnepaTtuBHoe MHGOPMUPOBaHME» O NedeHun J1Y-TB,
onybanKoBaHHbIM B 2022 1. —

O-meCcAYHbIN He3UHBEKLIMOHHbBIN PEXUM JIeYEeHUS

Bonpocsl PICO

n peweHuna PP

# PICO

In MDR/RR-TB patients, does an all-ora
treatment regimen [asting 9-12 months and
including bedaquiline safely improve autcomes
when compared with ofher regimens
conforming to WHO quidelines?

Should a shorter all-oral regimen (less than
12 months) containing at east three Group A
medicines be used in patients with MDR/RR-TB

12022 |and fluoroquinolone resistance excluded?

Population

MDR/RR-TB

MOR/RR-TB

Intervention

9-month regimen with
ethionamide

9-month regimen wih
Inezolid

Comparator [dafa
source]

9-month regimen with
Injectables; o longer
regimens

Comparison

Decision

Conditional for
intervention

Conditional for either

9-month regimen with o
o 11 Intervention or
ethionamide
comparator
Conditional for ether
Longer regimens 12 intervention or

comparator

OcHoBHas ouUeHKa, KoTopasa onpeaennna obuee
pelweHue, onupanacb Ha oteeTbl cy6-PICO 1.1.
OcHoBaHMeM ANA NPUHATUA peLleHMNA NOCAYKUI
npeablaywmm 0630p N pekomeHaaumm no
MCMOJIb30BAHUIO 9-MeCAYHOTro peXkmMma nevyeHuA
3TMOHAMMAOM, COrnacoBaHHble Ha coselwaHun PP B
Hosi6pe 2019 r. n oTparkeHHble B peKoMeHaaumaXx,
onyb/MKOBaHHbIX B 0OOHOBIEHHOM PYKOBOACTBE NO
neyexuto 1Y-Tb 2020 .



[lIokymeHT «OnepaTtnsHoe HGoOpMMpoBaHMe» o0 nedeHnmn JTIY-TB,
onyb/nMKoBaHHbIM B 2022 1. —
9-mecAYHbIN HE3UHBEKLMOHHBLIN PEXUM NeYEeHUA

Bonpocbl PICO u peweHuna PP

, , Comparator [data . .
# PCO Population Intervention para| Comparison Decision
source]
In MDR/RR-TB patients, does an all-ora
treatment regimen [asting 9-12 months and | %month regimen with )
o . , S-month regimenwith | Conditional for
2-2019 *{including bedaquiine safely improve outcomes | MDR/RR-TB o injectables, orlonger 1 o
. . ethionamide , intervention
when compared with ofher regimens regimens

conforming to WHO quidelines?

Should a shorter all-oral regimen (less than

12 months) containing at east three Group A
medicines be used in patients with MDR/RR-TB

linezolid

9-month regimen with
ethionamide

Longer regimens

Conditional for either
Intervention or
comparator

Conditional for either
Intervention or
comparator

[pynna npuLina K BbIBOAY O TOM, YTO B 3TOM
nonynauMmn 6anaHc }KenatenbHbIX U HeXKenaTesIbHbIX
nocneacTBUi He B NOJIb3y 9-MECAYHOrO PeXKMma ¢
NIMHE30/IMA0M NN 9-MECAYHOIO PEXKUMA C
3TMOHAMMUAOM.

B Lesiom 3KcnepTbl NPULLAK K BbIBOAY O TOM, YTO
MOYHO UCNONb30BaTb N060I PEXUM, N YTO
MOKOCTb NPUMEHEHMA NMHE30INAA UN
3TMOHaMMAa NOMOraeT ONTUMU3UPOBATb IeYEHUE
NaLuneHToB.



[lIokymeHT «OnepaTuBHOE HPOPMMPOBaAHME» O neyeHuun JTY-TB,
onybankoBaHHbIN B 2022 1. —
9-mecAYHbIN He3NHBEKLMOHHbLIN PEXKUM NeYeHUn

Bonpocbl PICO n peweHuna PP

, , Comparator [data . .
# PCO Population Intervention para| Comparison Decision
source]
In MDR/RR-TB patients, does an all-ora
treatment regimen [asting 9-12 months and | %month regimen with )
o . , S-month regimenwith | Conditional for
2-2019 *{including bedaquiine safely improve outcomes | MDR/RR-TB o injectables, orlonger 1 o
. . ethionamide , intervention
when compared with ofher regimens regimens
conforming to WHO quidelines?
Should a shorter all-oral regimen (ess than o Conditional for eitner
. 9-month regimen with o
12 months) containing at east three Group A o 11 intervention or
ethionamide
comparator

medicines be used in patients with MDR/RR-TB

linezolid

Longer regimens

Conditional for either
Intervention or
comparator

lpynna npuwna K BbIBOAY O TOM, YTO, XOTA 6anaHc
3pPEeKTOB HEe B MNONb3y TOrO UM MHOFO BapuaHTa UK
peXmnma cCpaBHEHMUS, PAL APYrUX KpuTepues Tabanupbl,
COOTHOCALLUMX PaKTUYECKUE AaHHbIe N peLleHuns
(Hanpumep, B OTHOLLEHUWN PECYPCOB, NPUEMIEMOCTH,
CoLManbHOM cNpaBeaIMBOCTU U OCYLLLECTBMMOCTH),
6naronpuUATCTBOBAIN 9-MECAYHOMY PeEXKMMY.



OcHoBHble pekomeHaauun 2022 r. no nevyenuto J1Y-Tb
2. 9-mecAYHbIN BEe3NHBEKLUMOHHBIN pexxum nedeHna MNTY/PY-Tb

2.1 PeKomeHpauua

BO3 npepnaraet ncnonb3oBaTb 9-mecsiyHbI 6E3UHBEKLMOHHBIN PeXXnM, a He bonee anutenbHbin (18-
MeCAYHbIN) pexkum y naumeHTos ¢ MJTY/PY-TB, y KOTOPbIX UCKAOYEHA YCTOMUYMBOCTb K PTOPXUHO/IOHAM.
(YcnoBHan pekomeHAaUMA, 0O4EHb HM3KaA AOCTOBEPHOCTb GAaKTUYECKUX AaHHbIX)

NMpumeuvaHuna

1. 9-MecAYHbIN 6Ee3UHBEKLMOHHbIV PEXMM COCTOUT M3 BeakBUIMHA (NPUMEHSAETCA B TeYeHUE 6 MecALEB) B COYETAHUM C 1EBOPIOKCALMHOM / MOKCUMAOKCALUMHOM, STUOHAMMUAOM, STaMBYTONOM,
N30HWa3nA0M (BbICOKME A03bl), NTMPA3ZUHAMULOM U KNOPasUMUHOM (B TeyeHUe 4 MecALEB C BOSMOXHOCTbIO NPOoA/ieHUA 40 6 MecALEeB, eCN Y NaLMEHTA COXPAHAETCA NONOXKUTENbHbIA MAa30K MOKPOTbI
K KOHLY 4 mecAueB Tepanuu), C nocneayowmm neveHmem 1eBodI0KCaunMHOM / MOKCUPIOKCALMHOM, KNodpasMMMHOM, 3TaMByTOIOM U NMPasMHaMUAOM (B TedyeHue 5 mecaues). STMOHAMUA MOXKHO
3aMEHUTb Ha 2 MecsALa 1edeHns nmHesonngom (600 mr B AeHb).

2. Y 6epemeHHbIX MOXXHO UCNONb30BaTb 9-MECAUYHbIN PEKMUM C IMHE30/INA0M BMECTO STUOHAMMAA, B OT/IMYME OT pekuma C STUOHaAMUAOM.
3. OTa peKomeHZaumMA NPUMEHAETCA K:

a. naumeHtam ¢ MJ1Y/PY-TBE 1 6e3 ycToM4MBOCTM K GTOPXMHONOHAM.

6. naumeHTam 6e3 pacnpocTpaHeHHOro TybepKye3Horo npouecca 1 6es TAXKen0ro BHe/Iero4Horo TybepKynesa.

B. NaLMeHTam, Noay4yasnm 6e4akBUANH, PTOPXMHONOHDI, STUOHAMUA, TNHESOANA U KNoPasMMUH MeHee 1 mecaLa; NPy NPOA0/IKUTENbHOCTU NedeHns 6onee 1 mecaLa 3TV NaLMEHTbl MOTYT NO-NPEXHEMY
Nosly4aTb STOT PEXKMUM, €C/IN UCKHOYEHA PE3UCTEHTHOCTb K MCMO/Ib3YEeMbIM JIEKAPCTBEHHbIM CpeaCcTBaM;

4. BCeM N1gam He3asucmmo ot nx BUY-cratyca;

e. 4eTam (M naumeHTam ApYyrux BO3PACTHbIX FPYNM), y KOTOPbIX HET GaKTepPUoIorMyeckoro noateepaeHua Tb nam moaenei pesmcTeHTHOCTU C BbiCOKan BepoaTHocTbio MJTY/PY-TB (Ha ocHoBaHWMK
KAMHUYECKMX NPU3HAKOB U cMMNTOMOB Th B coueTaHum ¢ HaiMUMEM B aHAMHE3€e KOHTAKTOB C /Il0AbMM, UMEIOLMMMU NOATBEPXKAEHHbIN agnardHo3s M1Y/PY-TB).



OcHoBHble pekomeHaauun 2022 r. no nevyenuto J1Y-Tb
2. 9-mecAYHbIN Be3NHBEKLMOHHBIN pexxum neveHna MNY/PY-Tb

OT1b60p naumeHTOB .

9-mecAYHbIN peXxXnumMm MOXKHO UCNOoJZib30BaTb Y.
v'naumenTtos ¢ MJTY/PY-TE 1 6e3 ycTonumBocT! K GTOPXMHOIOHAM.
v MaumeHToB 6e3 pacnpocTpaHeHHOoro TybepKyae3Horo npouecca u 6e3 TAXKenoro
BHesnero4Horo Tybepkynesa.
v’ naumeHToB, nonyyaswmnx 6eaakBmunmH, GTOPXMHONOHDI, STUOHAMMA,
nnHe3onuna u knodasMmMmnH meHee 1 mecaua; NPy NPOAO/IKUTE/IbHOCTU NeYEeHUA
6onee 1 mecaua 3TM NALUMEHTbI MOTYT NO-NPEXHEMY MONYYATb 3TOT PEKUM, ECAUN >
MCKNOYEHa Pe3NUCTEHTHOCTb K MCMOJIb3yeMbIM IEKAPCTBEHHbIM CpeACcTBaM;
v'Bcex noaen HesaBucmMmo ot ux BMY-cTaTyca;
v’ aeteit (M naumeHToB APYrnx BO3PACTHbIX FPYMM), Y KOTOPbIX HET
baKTepuonornyeckoro noaTeepxKaeHua Tb nam moaenemn pe3ancTeHTHOCTU C
BblcOKas BepoAaTHocTbio MJ1Y/PY-TE (Ha OCHOBaHUM KNAMHUYECKUX MPU3HAKOB U
cmumntomoB Th B coyeTaHUU C Ha/IYMeM B aHaMHe3e KOHTAKTOB C 1I04bMM,
MMeLWMMM NoATBEPKAeHHbIN AnarHo3 M1Y/PY-TB).

9-MeCAYHbIN PEXNM C
NINHE301MA0M MOKHO
MCNO/Ib30BaTb Y bepemeHHbIX
YKEHLLMH BMECTO 3TMoOHaMunAa,
B OT/IMYME OT PEKMMA C
3TMOHAMUAOM.

HOBAA PEKOMEHAALUMUA. Y
neteit ¢ M1Y/PY-TB B Bo3pacTe
0 6 NeT MOXHO MCNO/b30BaTb
6Ee3bUHKLUMOHHbBIN PEXUM
NlevyeHuns, coaeprkawmm
6epaKBUNAUH.



OcHoBHble pekomeHaauun 2022 r. no nevyenuto J1Y-Tb
2. 9-mecAYHbIN Be3NHBEKLMOHHBIN pexxum neveHna MNY/PY-Tb

KB

Aetn

BepemeHHble U KopmsALMe rpyabio
YXEHLLUHbI

B/ITb

PekomeHaauun ana otaenbHbIX noarpynn

[MpUMeEHATb C Y4ETOM BO3MOXKHOIO JIEKAPCTBEHHOIO
B3aMMOZAENCTBUA

MpMMeHMMO A5 UCNONb30BaHUA NYTEM SKCTPaNoOAALMN Ha BCE
BO3pacTHble rpynnbl. begakBUANH pekomeHayeTca ANs
Mcnonb3oBaHMA B 1tobom Bo3pacTe.

3TMoHammna, o6bIYHO NPOTMBOMNOKA3aH Npu bepemMeHHOCTH.

MmeeTca HEKOTOPbIM ONbIT MPUMMEHEHUA IMHE30NAA NMPU
b6epemeHHOCTU. [103TOMY peKoMeHAYEeTCs UCNONb30BaTb
PEXUM C NMHE30/IMA0M BMECTO 3STUOHAMMAA.

MpMeHMM Aana UCNOIb30BAHUA, 3@ UCKTHOYEHMEM TAXKENbIX
dopm BJITB, TaKnx KakK, Hanpmmep, TybepKyne3HbI MEHUHTUT
N AMNCCEMUHMNPOBaHHbIE GopMbl TybepKynesa.



OcHoBHble pekomeHaauun 2022 r. no nevyenuto J1Y-Tb
2. 9-mecAYHbIN Be3NHBEKLMOHHBIN pexxum neveHna MNY/PY-Tb

AcneKTbl BHegpeHuUsA

Heobxogumoctb T/14 MNoaTsepkaeHue PY-Tb
MoaTBepKaeHNe YyBCTBUTENbHOCTU K GTOPXMHONOHAM

B ngeane - reHoTUNMYECKoe TeCTUPOBAHME Ha MyTauum inhA n katG

OueHKa Tb 3aboneBaHusa [eMor106UH CbIBOPOTKK (€cn naaHupyeTca npumeHeHue cxemsl ¢ Lzd)
NckntounTb TaxKenbih BITB n pacnpoctpaHeHHbIn Th npouecc.

CocTaB cxembl Bapuauma sTMoHammnaa:
4—6 Bdqq M)-fo/ Mfx-Cfz-Z-E-Hh-Eto / 5 Lfx/Mfx-Cfz-Z-E
WHTeHcnBHaA dasa: 4-6 Bdqs ,-Lfx/Mfx-Cfz-Z-E-Hh-Eto
Moaaepusatowan ¢pasa: 5 Lfx/Mfx-Cfz-Z-E
Bapuauma nanHesonmnga:
4—6 Bdqg ,-Lzd(2 m)-Lfx/Mfx-Cfz-Z-E-Hh / 5 Lfx/Mfx-Cfz-Z-E
WHTeHcnBHaA dasa: 4-6 Bdqg ,-Lzd , ,-LfX/Mfx-Cfz-Z-E-Hh
MNoaaepusatowan ¢pasa: 5 Lfx/Mfx-Cfz-Z-E

Mo»Ho ncnonb3sosaTtb Lfx nunm Mfx.
MoxHo ncnonb3osatb Eto nnm Pto.

MpoAoKUTENbHOCTb peXXuma U 9-11 mecaues (NnepBoHaYaNbHOE pelleHne 0 NpoaaeHnun Gasbl NPUHUMAETCA Ha 4-m mecALe)
[l03MPOBKa NpenapaTos ExkegHeBHO/7 pa3 B Heaento 414 60/IbLUMHCTBA IEKAPCTBEHHbIX CPeACTB

Mopaudpukauua neyeHusn Bdqg — 6 mecAueB, BO3MOXKHO Npoa/ieHne Ao 9 mecaues

MoOHUTOPUHT MWuKpOCKONUA Ma3Ka MOKPOTbI U KyNbTypaJibHble NCCneaoBaHmA

Te ke onpeneneHna pe3ynbLTaTos JeveHns
NpumeHaeTca cuctema aMb/Jl



PykosoacTtso no neyeHuto J1IY-Tb 2022 r. — OCHOBHble
pekomeHaaumu
3. 18-mecAYHbIN 6e3nHBEKLMOHHBIN pexxnum nevyeHmnsa MTY/PY-Tb



OcHoBHble pekomeHaauun 2022 r. no nevyenuto J1Y-Tb
3. 18-mecAYHbIN 6e3NHBEKLIMOHHbIN pexXnm neyeHns MJTY/PY-Tb

3.1 PeKomeHpgauua

Y NaumMeHToB C MHOXXECTBEHHOW JIEKaPCTBEHHOM YCTOMYUBOCTbIO BO3OyAUTENS UIN YCTOMYUBOCTbIO K
pudamnuuunHy (MNIY/PY-TB), nony4atowmx bonee AnnTenbHbIE PEXUMbI 1@YEHUA, B IEKAPCTBEHHYIO CXEMY
cneayeT BKAOYUTb BCe TPW npenapaTa rpynnbl A U No KpanHen mepe oanH npenapart rpynnbl B, 4tobbl
rapaHTUPOBATb HAYa/1I0 IEYEHUA KAaK MUHUMYM C YeTblpex 3PPEeKTUBHbBIX MPOTUBOTYDEPKYNE3HbIX
NPEenapaToB M BKAOYEHNE HE MEHee TPeX NPenapaToB B OCTAaBLUYHOCA YAaCTb JIEYEHUA HA CayYvan, echm byaet
NpeKpalweHo NnpumeHeHne begakesuanHa. ECcam ncnonb3ytotca TONbKO OAWH UK ABa NpenapaTta rpynnol A, B
JIEKAPCTBEHHYIO CXeMy c/ieayeT BKIOUYMTb 06a npenaparta rpynnbi B.

Ecnn cxema He MOXKeT ObITb COCTaB/IEHA TO/IbKO M3 NpenapaTtos rpynn A 1 B, ans ee 3aBeplieHmn
nobasnatoTca npenapatbl rpynnbi C.

(YcnoBHas pekomeHaaUMA, 04eHb HU3Kas AO0CTOBEPHOCTb GaKTUUYECKUX AaHHbIX)



OcHoBHble pekomeHaauun 2022 r. no nevyenuto J1Y-Tb
3. 18-mecAYHbIN 6e3NHBEKLIMOHHbIN pexXnm neyeHns MJTY/PY-Tb

MpPynnupoBKa npenapaTtos, peKOMeHA0BaHHbIX ANA UCMO0b30BaHUA B 6onee AnnTenbHbIX peXxumax neyeHua MNY-Tb

Groups and steps Medicine Abbreviation
Group A: Levofloxacin or Lfx
Include all three medicines moxifloxacin Mfx
Bedaquiline®* Bdg
Linezolid* Lzd
Group B: Clofazimine Cfz
Add one or both medicines
Cycloserine or Cs
terizidone Trd
Group C: Ethambutol E
Add to complete the regimen and when e
medicines from Groups A and B cannot be used Delamanid bim
Pyrazinamide' 7
Imipenem—cilastatin - Ipm-Cln
or Mpm
meropenem?
Amikacin Am
(or streptomycin)” (S)
Ethionamide or Eto
prothionamide' Pto
P-aminosalicylic PAS

acid'

HOBOE. Y peteit c MN1Y/PY-TB B Bo3pacTe Ao
6 1eT MOXHO UCNONb30BaTb
6Ee3UHBEKLMNOHHbIN PEXUM SIeHeHUs,
coaeprKawmnm beaakBUINH.

HOBOE. VY geteit c MN1Y/PY-TB B Bo3pacTe
[0 3 et genamaHu/, MOMKHO MCMOJIb30BaThb
B cOCTaBe bosiee ANUTENbHbIX PEXMMOB

Tepanuu.

guidelines




Bbibop pexkuma neyeHuna MY/PY-Tb

Pexxum BPaLM/BPaL (MNY/PY-Tb u npea-LLUNY-TB)

- Y naumnenTos (B Bo3pacrte 214 net) c M/TY/PY-TB, KoTopble
paHee He nosyYanv 6e4akBUANH, NPETOMAHWA U IMHE30/INA,
(onpepensetcs Kak BO34eNCTBME IEKAPCTBEHHOMO Npenapara
NPOAOIKUTENLHOCTLIO >1 mecALa).

- 3TOT peXXMM MOXKHO UCNONb30BaTb 6e3 MoKcndaoKcaLMHa
(BPaL) B cnyyae noaTBepKAEHHON PE3UCTEHTHOCTM K
dTOpPXMHONOHaAM (y naumeHToB ¢ npea-LLUNY-TB).

- HactoatenbHo pekomeHayeTca nposegeHue T/1Y K
dTOpXMHONOHAM, oaHako T/T4 He A0MKHO 3a4epKUBATL HAaYaNo
neyeHus.

- Henb3sa npumeHaTb BO Bpems bepemeHHOCTM

- Ecnm T/1Y noaTteeprKAaeT YyBCTBUTENIbHOCTb, MOXKHO
MCNONb30BaTb 3TOT PEXUM Y TeX, KTO nony4yan B, Pa unm L
6onee 1 mecaua.

- OTcyTcTBME TYBEPKYIe3HOrO MEHUHIUTA, KOCTHO-CYCTaBHOIO
WK AUCCEMUHMPOBAHHOTO TybepKynesa

9-mecAuYHble peXXxumbl nedyeHmna (MNY/PY-TB)

bonee gantenbHbie pexkumbl (18 mecaues,

- 2 mecaua npuema nnHesonnaa (600 Mr) MOXKHO MCNOb30BaThL
B KauecTBe a/ibTepHaTuBbl 4 mecAuam 3TMOHaMMAA.

- OTCYTCTBME NPeabIAyLLEro NeYeHns npenapaTaMmm BTOPOro
paaa (skntovan 6egakBuUanH),

- OTCYTCTBMNE PE3UCTEHTHOCTU K (I)TOpXVIHOﬂOHaM n

- OTCYTCTBME PACMPOCTPaHEHHOro Ty6epKynesHoro npowecca B
NErKUX UK TASKEIOTO BHEeroYHoro Tybepkynesa.

- bbicTpoe T/14 HeobXo4MMO ANA UCKAOYEHUA PE3UCTEHTHOCTU K
$TOPXMHONOHaAM.

- MOXXHO MCMNO/Z1Ib30BaTb BO BCEX BO3PACTHbIX rpynnax

- CXeMa C JIMHE30/IML0M MOKET MPUMEHATLCA Y BepemMeHHbIX
MEHLMH

MHAUBUAYaNIbHbIE, B OCHOBHOM npu LUJ/TY-TB)

- Pexxnm Tepanuu, NpMMeHAeMbI B KauyecTBe KpanHen mepbl

- MaumeHTbl, KOTOpble NPONEYUAUCH BE3YCNEeLHO UK He
COOTBETCTBYET KPUTEPUAM NPOBEAEHNA TeYEHUA C
NPUMeHeHWeM ABYX YKOPOUYEHHbIX PEXKMMOB Tepanuu

- MauymnenTol ¢ LUTY-TB

- UHamMBMayanbHo nofobpaHHOE NeYyeHne Ha OCHOBE TEKYLMX
pekomeHaauni




Bbibop cxembl ieyeHuna M1Y/PY-TB u ¢paKTops,
KOTopble HEOOBXOANUMO YYMTbLIBATL HA NMPAKTUKE

MDR/RR-TB Extensive Age
Regimen fluoroquinolone Pre-XDR-TB XDR-TB Extrapulmonary TB
susceptible pulmonary TB <14 years
6-month BPaLM/BPaL Yes (BPaLM) Yes (BPal) No Yes Yes — except TB involving CNS, miliary  No
TB and osteoarticular TB
9-month all-oral Yes No No No Yes — except TB meningitis, miliary TB,  Yes
osteoarticular TB and pericardial TB
Longer individualized  Yes’/No Yes?/No Yes Yes Yes Yes

18-month

Additional factors to be  Drug intolerance or adverse events

considered if several : _ _ . .
regimens are possible Treatment history, previous exposure to regimen component drugs or likelihood of drug effectiveness

Patient or family preference

Access to and cost of regimen component drugs

BPalL: bedaquiline, pretomanid and linezalid; BPaLM: bedaquiline, pretomanid, linezolid and moxifloxacin; CNS: central nervous system; MDR/RR-TB: multidrug- or rifampicin-resistant TB; TB: tuberculosis;
XDR-TB: extensively drug-resistant TB.

* When 6-month BPaLM/BPaL and 9-month regimens could not be used.
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B utore:

HoBble 1 yKopo4veHHble pexxnmbl nedyenna MJTY/PY-Tb — ato BPaLM /
BPal 1 9-mecayHbIn pexmnm.

bonee anntencHbIN peXXnm NnpoaoskuTenbHOCTbO 18-20 mecsues —
MHONBUAOYanbHbIN PEXNM «NOCeaHero cpeacraay.

[MpogomkutenbHocTb neveHna MJTY/PY-Tb moxeT ObITb Takomn xe,
Kak 1 npu nedveHunm JI4-Thb.

[Tpn BbIOOPE pexuma rnedenna MJTY/PY-Tb cneayet yunTtbiBaTh
pesyneraTbl TJ14, BO3pacT v gpyrme akTopbl.



Android -

https://play.google.com
/store/apps/details?id=c
om.whotbksp

https://apps.apple.com/
us/app/who-tb-
qguide/id1569546750
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WHO TB
KNOWLEDGE

SHARING
PLATFORM

Access the modular WHO
guidelines on tuberculosis,
with corresponding handbooks
and training materials.

" Consolidated
Guidelines

WHO guidelines provide the latest evidence-
informed recommendations on TB prevention and
care to help countries achieve the Sustainable
Development Goals (SDGs) and the targets of the
End TB Strategy.

lhttps://extra

onsolidated Guidelines

Operational
Handbooks

The WHO Operational Handbooks on tuberculosis "
_ provide users with practical "how 10" guidance, with

details essential for the proper implementation of
the comresponding WHO guidance.

Operational Handbooks Training Catalogue Quick Search Recomm

net.who.int/tbknowledge] ........ Il
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https://apps.apple.com/us/app/who-tb-guide/id1569546750

BbiparKeHue npusHaTeNnbHOCTU

* DKcnepTam, NPUHUMAIOLWMM y4acTue B paboTe rpynnbl No pa3paboTke pekomeHaaunii 1 B
rnobanbHbIX KOHCY/IbTAaTUBHbIX COBELLAHUAX;

* HNT, ncchepoBatensm U NnapTHeEpPam, NPeaoCTaBUBLLMM AaHHble AN 0OHOBAEHUA
pekomeHaaumnm BO3;

* Fuad Mirzayev, Medea Gegia, Linh Nguyen, Samuel Schumacher, Zignol Matteo n apyrum
Konneram u3 MobanbHOM nporpammel No bopbbe ¢ Tybepkynesom, BO3

Cnacubo

BceMunpHas opraHusaumsa 3ApAaBOOXPAHEHUS
20, Avenue Appia

1211 Geneva
Switzerland
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