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Pykosoactso BO3 2020 r.
KpaTKOCpOUYHbIXN 6e3bIHbEKLMOHHDIN PeXKUm
neyeHna MNY/PY-Tb c ucnonb3osaHuem
6epakBMNANHa

WHO

4-6 Bdq (6m) - Lfx—Cfz—Eto—Z—-E-Hh /5 Lfx-Cfz—-Z-E

2.1 CooTBeTCcTBYIOLWMM onpeaesieHHbIM KpUTepuam
naumMeHTam C NoATBEePKAEHHbIM AMarHo3om Thb ¢ 1
MHOXEeCTBEHHOM NEKAPCTBEHHOM YCTOMUYMBOCTbIO UK ‘ i i
YCTOMUYMBOCTbIO K pudamnumumHy (M1Y/PY-TE), KoTopble paHee ‘tu bercu l OS|S
He Nosy4Yanun uam noayyvanu He bonee 1 mecAua neyeHue
NPOTMBOTYbEpPKyNe3HbIMM NpenapaTaMu BTOPOro paaa,
MCNONIb3yEMbIMUM B COCTaBe AAHHOIO peXnma, Ny KoTopblx Module 4: Treatment
MCKNOYEHA YCTOMUYMBOCTb K GTOPXMHONOHAM, pEKOMEHAYETCA
6o/1ee KOPOTKUIM PEXMM NIeYEHUS, COAEPKALLMN BeaaKBUNMH,
NPOAO/IKUTENbHOCTLIO 9-12 MecAueB (Ycno8Has pekomeHOayus,
O4YeHb HU3KaA cmerneHb 00CmMog8epHOCMU 00Ka3amesnbcms).
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PeyXnmbl neyeHuUd

B HacToALwem nccnegoBaHUM NpeasioXeHbl TPU pexxnma
neyeHuna PY-TB, ocHOBaHHble Ha 3HaHMAX 06 nx besonacHoCTH
N 3QPEKTUBHOCTN NO COCTOAHMIO Ha 2020 .

Pexkum 1: 39 Hepenb Lfx + Bdq + Lzd + Cfz + Cs
Pexum 2: 39 Hepenb Lfx + Bdq + Lzd + Cfz + DIm

Pexxum nedeHuna 1 aBnaeTca npeanoyTUTENIbHbIM, MOCKO/bKY
BK/ItOYAET BCE NPOTMBOTYbOEpKyne3Hble NpenapaTbl rpynn A
B. Y naumneHToB C NoA03peHnEeM Ha HanYMe IeEKapPCTBEHHOMN
yCTOMYMBOCTM K CS MM ero HeENEepPeHOCUMOCTM B KavecTBe
OCHOBHOrO BblbOpa XMMMOTepPanum caeayeT pacCMaTPMBaTh
PEXUM 2.

[na neten B BO3pacTe A0 6 NeT:

Pexum 3: 39 Hepenb Lfx + DIm + Lzd + Cfz
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Table 3.1. Grouping of medicines recommended for use in longer MDR-TB

regimens®

Groups and steps Medicine Abbreviation
Levofloxacin or Lfx

Group A: moxifloxacin Mfx

Include all three medicines Bedaquiline® Bdg
Linezolid® Lzd
Clofazimine Cfz

Group B

Add one or both medicines Cycloserine or Cs
terizidone Trd
Ethambutol E
Delamanid® Dlm
Pyrazinamide' z

Group C: Imipenem—cilastatin -~ Ipm—Cln

) or merapenerm- Mprm

Add to complete the regimen and when

medicines from Groups A and B cannot be used Arnikacin Amm
(or streptomycin)” (S)
Ethionamide or Eto
prothionamice Pto
P-aminosalicylic acid  PAS




Llenn onepaumMoHHoOro nccnengoBsaHUA

* [epsuyHaa uens:

* OnpenennTb pe3y/ibTaTbl 1€4EHUA NALMEHTOB, |
NOAy4YatoWMX HOBbIM (MOANPULMPOBAHHbIN) P 3
KPATKOCPOYHbIM pexum nevenms MJ1Y-TB. al

—
* BTOpuYHble Lenu: |

* OueHnTb 6e30NacHOCTb HOBOTO '3
(MOANDULMPOBAHHOTO) KPAaTKOCPOYHOTO 5
pexunma nedyeHma MJ1Y-Tb Ha ocHOBaHMK
4aCTOTbl PA3BUTUA HEXENATENbHbIX ABNEHNN. [ = e |

* OnpedennTb AONO NALUMEHTOB C MOBTOPHbLIM
3aboneBaHmnem B TeyeHne 12 mecaues nocae
YCMNEeLWHOro NeYeHmnA no HOBbIM
(MOAMPULNPOBAHHBIM) KPAaTKOCPOYHbIM
pexXunmam nedeHmna MJTY-Th.

®oT0: NepBbI NAaUMEHT, HavyaBLw Kt neyeHne no mKPJ1 B Pecnybivke Mongosa, ceHTabpb 2020 .
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[Mpenmyuwiectea O no mKPJ1 gna MNY-Tb

= YBenn4yeHue oxeaTta NauneHTOB noTeHumnanbHo bonee 6e3onacHbIMU N 3OHDEKTUBHBIMU PEXUMAMU FIEYEHUS

. [MoBbILLEHWE NoKa3aTenen yCrnewHoro nevyeHns n cHmkeHne yactotsl [NAH v gpyrnx HebnaronpusaTHbIX
ncxonos

=  Copgencrteue NoBbILWEHNIO KAa4eCcTBa KITMHMYECKOM NOMOLLM U ynpoLleHne rpadmka MOHUTOPUHIA NeYeHus

= YernneHme CNCTEMbI 30PaBOOXPaHEHUA 3a CHET CHMXKEHUA PaCXodoB Ha rocrintTarindauunio, BHeaApeHnA
Moaernen okasaHusa MeauLMHCKOW NMOMOLLIN, OPMEHTNPOBAHHbIX Ha HYyXAbl NAaUMNeHTOB, N HapallnBaHUA
noTeHuunana

. CHWXeHne pucka Ho3oKOMMarbHOM nepegaym nHpexkumm
= CogencrBne CHMXKEHUIO CTUTMbl M COKPALLEHMIO pacX04oB JOMOX03SNCTB B CBA3U C HETPYLOCNOCOOHOCTLIO

»  Bonee GbicTpoe Bo3nencTBMe Ha anuaemuio Tybepkynesa B PernonHe
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MKP/1: B lwecTb pa3 meHblle TabneTtok AnA NnaumMeHTos

CTaHAADTHBI PEXUM SIederis Be3bIHbEKLUMOHHbIN CTaHAAPTHbIM Be3bIHBEKLMOHHbIA
NY-TB (m0 2019 1.) pexum nederus J1Y-Tb (2020r.) MOAUOULMPOBAHHbIM KPaTKOCPOYHbIA
pexxum nevexma J1Y-T6 (2020 r.)
—r — R
asss| 24 mecAla sss3|  18-20 mecALes 2532 9 mecALes

@ 14 600 TabneTokK @ 4 500 TabneTok @ 2 300 TabneTokK

ﬁ 280 exefHeBHbIX
MHBEKLNI

@ @ B 3 pa3a meHbLle B 2 pa3a MeHblue
TabneTok @ @ TabneTok @

O MHBEKLUN
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PernoHanbHoe onepaumoHHoe nccnepgosaHme no mKP/1 ana MNY/PY-Tb

13 BbICOKONPUOPUTETHbLIX CTPaH EBponeickoro pernoHa BO3

ARM, AZE, BLR, GEO, KAZ, KGZ, LVA, LTA, MDA, TIK, TKM, UKR, UZB

ObecneyeHne opMeHTaUUn MeaULMHCKOro obcay»KMBaHUA Ha
HY>XAbl toaen

& R

9 mecaues

% MOJIHOCTbIO
>4 nepopanbHbIM

B 6 pa3 bonee
HM3Koe bpems
npvema TabneTok

MaKeT perMoHanbHbIX ONepPaALMOHHbIX UCCNea0BaHUM B
COOTBETCTBUM C pyKoBoacTsom BO3 no JTY-Tb

s

7 39 weeks /9 months
¢ New T8 drugs
7 Close medical attention

Epi Info™user'q 1itlsl

Mporpecc HOBOW pernMoHasibHOM NHMLNATUBDI

2.813 nauymeHTOB B 13 cTpaHax BKAOYEHbI KaK permoHanbHasa KoropTa
(2020-2021);

bonee 5,800 nayMeHTOB BKAtOUYEHbI B 12 CTpaHax Kak
HalLMOHaNbHble/CcTpaHOBble KOropTbl (Mo cocTosHMIO Ha 31 aeKkabpa

2022 r.);

PekomeHA0BaHO NPOAO/IKUTb BKAOYEHME MPUEM/IEMbIX NALMEHTOB B
COCTaB HaLMOHaNbHOW/CTPaHOBOW KOropTbl C HasHayeHnem B MKP/1 Ha
¢doHe ncnonb3oBaHua BPaL(M) n paccmoTpeTb BOSMOMKHOCTb
nposegeHna OU mKP/1 cpean netelt B Bo3pacte maaguwe 14 net



[PaPpUK MOHUTOPUHIA Ie4YEeHUS U NocaeaytoLLero HabaraeHus

“ital signs x x x x x x x Monthly x x x x x
ECG x x x x x x x x Monthly x x x
Brief peripheral neuropathy
screen = = & = = & &3 Rty & 4 Full blecd count (hemeglokin, red x
blocd cells. white blood cells and LT
‘isual acuity and colorblindness ood cells. white blood cells an if an
screen * * B E|E|E|E| ey = 5 platelets) if on Lzd (ifon bzd)
Post-end-of- treatment: x x ® x % Liver function tests (AST, ALT) x x x x x x x Monthly x
consultation
ini x
At each Serum creatinine Monthly
Assessment and follow-up of x x x x x x x x | scheduled x x * *® ® Serum potassium x Monthly
adverse events junsch
isit Hepatitis Bs Antigen x
Weight x x x x x x x x Monthi x x *x x x
e rthly Hepatitis C Antibody x
_ e * Repsateazienys monte Telted
Smear x x x x x x x Monthly x x x COVID-19 PCR x At baseline and then only if clinically indicated
Culture x x x x x x x Maonthly x x x Pragnancy test (famales) x
Freeze baseline culture x HIV testing x
Xpert MTE/RIF x CDy (repeated every & months if x x
HIV+)
LPA (Hain GenaTyne MIBDRSD x If smear- or culture-positive check for amplification of resistance
HIV Viral load (repeated every & x x
Culture-basad first-line DST x If smear- or culture-positive check for amplification of resistance months if HIV +)
Culture-based second-line DST x If smear- or culture-positive check for amplification of resistance Chest X-Ray x x x

» BHeapeHue 6e3bIHbeKUMOHHbIX MKP/T He NpeacTaBAseT CAOXKHOCTM U MPAKTUYECKU HE OT/INYaEeTCA OT
CTaHAAPTHbIX YCIOBUIM HaA/EXKaLLLero NporpaMmHOro BeaeHma 6onbHbix JTY-TB.

Ob6ecneyeHune 3pPeKTUBHOCTM M HE30MNAaCHOCTM HOBbIX PEXKUMOB JIeYEHUA.

\, World Health

()
L% 9 Y Organization = VYaydileHue KayecTBa KIMHUYECKOH NOMOLIY Hal{MeHTaM.
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Pe3ynbTaTbl NO OKOHYaHUN

evyeHnAd

13 cTpaH, n=2636 (BbiBeaeHo 177 nauueHTOB)

B WsneuyeHne
8 2 7 0/ [ 3aBeplueHMne nevyeHms
° 0 B bBesycn. neyeHune
YcnewHbin " Ymepm
pe3ynbTaT ¥ NotepaHnbl ana HabnlogeHns
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Pe3yanaT He OUueHeH

n=2636: 13 2813 nauneHTOB, BKAOYEHHbIX B PErMOHANbHYIO KOropTy;

1 nauMeHT He NONYYMUA OKOHYATENbHOIO pesy/ibTaTa JieqeHus;

177 (6%) nauneHTOB 6blM BbIBEAEHbI U3 UCCNEA0BAHUA, HE BbINOHUB
onpeaeneHue "Heypauya neveHus";

MaumeHTbl, He Nony4mBLLKE HE MeHee 246, Ho He Bonee 300
NeKapCTBEHHbIX 03 B TedeHune 245-301 gHA, HE3aBUCMMO OT NPUYUHDI,
KnaccuduumMpoBanmch Kak 6e3yCcrneLHoe eYeHne, XOTA C TOUYKU 3peHun
nporpammbl MO/ COOTBETCTBOBATb ONpeaesieHnto "nsnedeHune" uam
"neyeHvie 3aBepLieHo".

Pe3ynbraTtbhl NeyeHus MJTY/PY-Tb

12 cTpaH™; KoropTa 2019; n=20145**

2.6%

7.6%

11.5%

68.6%
9 7% YcnewHbin
pe3ynbraT
YcnewHoe

neyeHue

WUcTouHuK: TnobanbHas 6a3a gaHHbIx BO3 no Tybepkynesy

*/laTBuA He NpeacTaBuna AaHHble
**MaumneHTbl ¢ pe3ynbTaTom "Ucxos He oueHeH" Bbiav UCKoYeHb!



MpenBapuTenbHble pe3yabTaTbl 12-mecavyHoro HabatoaeHua 3a
naumeHTamm nocse nedyeHma (MKP/)

n=2171, no coctosiHmio Ha 30 ntoHA 2023 r. B TeueHue 12-mecayHoro nepnoga HabntoaeHus 6bin0 3aperncTpnpoBaHo 25 cayyaes peungmsa m
44 cny4aa cmepTn; 264 naumeHTa 0CTaBaMCb Ha NOCAeAHMX mecalax 12-mecAadyHoro Habaaenus, a y 196 pesynbraT neveHms He bbin
oLeHeH (obe rpynnbl UCKAKYEHbI KaK HE OLLEHEHHbIE), YTO NPUBENIO K HECKO/IbKO 3aBbllUEHHbIM HEYCMNEeLWHbIM KOHEYHbIM pe3y/ibTaTam

nccnegoBsaHuA . . .
Kaplan Meier estimates for time to unsuccessful study outcome

1007 \
B be3sTb 7 n
(ycToiumsbli ycnex Tepanuu)
0.75+
>
Boso6HoBNeHMe =
Ke]
]
3
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2
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3
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MoTepsHbl ans HabaogeHns 0.25
0.00
0 200 400 600
Time from treatment start (days)
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be3onacHocTb: BO3HUKHOBeHUe HAWM 3-n cteneHn v Bbilwe No mecauam U TMNam

B xoae neyeHua B uccnegoBaHum y 252 yyactHUKoB (9%) 6b110 oTmedeHo 301 HAWU, uto coctasmao 1,32 Ha 100 Y-M;

y 7,5% nauuneHTtoB Habatoganca oguH cnydan HAWU, y 1,3% - aBa n 6onee.

Rate of AEI over the time o
YacTtota u Tun HAU Bo Bpems neuveHus (B % OT BCeX U B pacyeTe Ha YerlOBEKO-MecsL)

® - HsAU Yucao % Yacrora 95% JIN
5 [Tepudepuueckas
i" y Helponarus 32 10.6 0.14 (0.10-0.20)
%m ] Muenocympeccust 157 52.2 0.69 (0.59-0.80)
8 Ynnunenue uatepana QT 49 16.3 0.21 (0.16-0.28)
Bei L ['ematut 25 8.3 0.11 (0.74-0.16)
s + | Hesput 3purteapHOro HepBa 16 5.3 0.07 (0.04-0.11)
] * o ['umokanuemus 7 2.3 0.03 (0.01-0.06)
' Octpas noyeunas
= 5 1 % 3 4 & & 7 & ; Fﬂ 171 1"'2 HEZ0CTaTOYHOCTb. 15 5.0 0.07 (0.04-0.11)

Months after treatment initiation

Bcero 301 100 1.32 (1.18-1.48)
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Mybankaumm no permoHanbHou nindumnatuse no mKPJ1

VIEWPOINT
Brttpciida.doi. org/ 10 $388Gtidopan 24 6038 —

Cost-effectiveness of modified fully oral nine-month treatment regimens Articles

for rifampicin-resistant tuberculosis in Belarus, Georgia, Kazakhstan

Operational research as a mechanism to improve treatment
and Moldova

outcomes for drug-resistant TB in the WHO European Region

G.B. Miglieri," 0. Kerotych,® 1. A:h.sr"n Cmbanu G. Dravniece, M Germ.mdvych E. Gurbanova,
A. Hovhannesyan,” N. Khachatryan,” L Kuksa," N. Lomtadze, -
A Yedilbayev®

e A Skrahina,

Effectiveness and safety of modified fully oral 9-month
treatment regimens for rifampicin-resistant tuberculosis:
a prospective cohort study

Laticevschi,* Tsmai
Gu]zhau Elbrusavna,

Battiste
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NMybankaumum no pery vKP/

UTLD OPEN W3:103-118 VIEWPOINT
Brttpciida.doi. org/ 10 $388Gtidopan 24 6038 —

Articles
Operational research as a mechanism to improve treatment

outcomes for drug-resistant TB in the WHO European Region
G.B. Miglier,” 0. Korolyd\.’l Achar,™ A Clohmu G. Draunlece. M. Germanowvych,” E. Gurbanova,

A, Hovhannesyan,” N. Khachatryan,” L Kuksa,® N. Lom: " M.L Rich,”" A Skrahina,™
A. Yedilbayev?

ess and safety of modified fully oral 9-month
t regimens for rifampicin-resistant tuberculosis:

Comment

SUMMARY

22, the WHO European Region accounted for  and build rescarch capacity, while also contributing to

of all incident ritampicin-resistant/multidrug.  global kaowledge on all-oral mSTR use. Between
resistant TB (RR/MDR-TB) cases. Most occurred in April 202 2 800 patients anderwent
15 high-priority countries of castern Europe and central i Eurcpean Region. This
Asia, many of which joincd an inisiative led by the WHO experience promoted further callaboration
Regional Office for Europe. The aim was to introduce  with national tubcrcalosis programmes, health an
three, fully oral, %-month modificd shorter sreatment  thoritics, cxperts and donors within and outside
regimens (mSTR} o treat RRZMDR-TB under opera-  Europe, with a focus on implementing operational
tivnal research condisions. The three regimens were: 1) research and improving the quality of care in high TB
bedaquiline + linczalid + levofloxacin + clofazimine +  bunden counsries o the segicn. In the hope of encouraging

BdgladlbCe

. £) in which ethionamide, ethambutol, isonixzid, xnd pyrazisamide were replaced by
v, or delarmanid (a 4 combination).

. . ress and safiety of mSTRs . (AP ———

13 countries in the WHO il and were

effect during
fazinamide or

Anathes

delamanid {Dlm) for children over & years of age and
adults; and 3) DimlzdLfxCfz for children under 6 years

The project aimed to cnhance treatment success,
facilitate mSTR implementation, promate quality of care

 successful Iz.nmznlu‘mplzunn todetect recurrence and death. The primary outcome was the
bility of not having an unsuccessful study outcome (defined as treatment failure, on-treats
death. or recurrence) befure 22 months of study follaw-up. The primary safety outcome
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Module 4: treatment and care ; o T o
. outcome 22 months afler treatment initiation was 79% (35% C1 78-81). Increasing age (adjusted T—
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1)), baseline anaemia {1-46
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[eorpadumyeckoe pacnpeneneHue - permoHanbHble + HalMOHaAbHble KOrOPTbI
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The designations employed and the presentation of this material do not imply the expression of any
opinion whatsoever on the part of the Secretariat of the World Health Organization concerning the
legal status of any country, territory, city or area or of its authorities, or concerning the delimitation of
its frontiers or boundaries,
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BbiBOAbI

»  MKP/1 geMoHCTpMpytoT MHOroobellatowme pesynbTaTbl U MOTYT CNOCOBCTBOBATL AOCTUMKEHMIO PETMOHAJIbHOTO LE/IeBOro
opueHTupa - 80% ycnexa B neyeHnn MNY/PY-TB Kk 2025 .

* Hwu3Kas yacToTa Bo306HOBNEHUA 3aboneBaHMA Yyepes 12 mecsaues nocae nevenua (1,1%)

=  AHanu3 NpeanKTopoB HeEBNAronoayyYHbIX MCXOA0B NO3BOISET NPEANON0KUTb, YTO pe3ynbTaTbl NedeHuns JTIY-TB moryT 6biTb
yAyyLeHbl, ecin 0coboe BHMMaHUE ByAeT yaeNeHO CHUMKEHUIO a/IKOr0/IbHOW 3aBUCUMOCTM M KypeHUua, obecrneyeHuno
NPaBU/IbHOTO MUTAHUA U IEYEHUIO AHEMUU, OKA3aHMIO COLMANbHOM NOALAEPHKKM U OPUEHTUPOBAHHOM HA NOTPEObHOCTH
NaUuMeHTOB NOMOLM NOXNUAbIM N 6e3paboTHbIM, 0becneyeHnto YCUNEHHOTO yX04a U MOHUTOPUHIA NevyeHunsa nauneHTos ¢ BUY u
NOBbIWEHHbIMK pepMeHTaMK neyeHn, obecneyeHnto paHHen AnarHocTukm Tybepkynesa

= [lona naumeHToB, Y KoTopbix Habatoaatotca CHA nam HAWU, Kak npaBmao, HEBENMKA, OAHAKO BaXKHO YAENATb NepPBOCTENEHHOE
BHUMaHKUE KAMHUYECKOMY MOHUTOPUHTIY U yX0A4y 3a NauMeHTaMu C CONyTCTBYHOLWMMM 3aboneBaHNAMM, a TakkKe obecneymBaTb
HaaNeXkallee BegeHue 3TUX 3aboneBaHui ana npegotspaweHna CHA n HAWN, B yactHocTu: BUY, BupycHbI renatut C,
cepaedyHo-cocyancTole 3aboneBaHmnaA, aHemus, nepudepnyeckasn HemponaTms, NOBbILLEHMNE YPOBHA KPeaTUHMHA U NeYEHOUYHbIX
depMeHTOB, HeOCTAaTOYHOE NUTAaHME, CHUKEHMNE YPOBHS HEUTPOPMNOB

= [laHHbIX NPOEKT cNocob6CcTBOBaN NOAroToBKe 61aronpuUATHON OCHOBDI ANA NOC/AeAYoLWero BHeApPeHUA KOPOTKUX PEXKMMOB
nedveHusa pna N1Y-Tb, pekomeHaoBaHHbIX BO3 B 2022 1 2025 ropay.

European Region 15



Ewe pa3 6onblioe cnacnbo Bcem
NPUYACTHbIM K 3TOU paboTe!

B chyyae BO3HMKHOBEHMA BOMPOCOB, NOXanymcra, obpaliamtechb no agpecy:
eurotb@who.int

European Region
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