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1 KpaTtkasa xapakrepucTuka

HactoAlwmMiA NpOTOKON OMMCbIBAaET MCMOJIb30BAaHWE HOBOW KPATKOCPOYHON 9-MeCAYHOW CXemMbl nedyeHus
TybepKy/nesa C MHOXECTBEHHOM JieKapCTBEHHOW ycTohumBocTblio (MJTY-TB) € NpuUMeHeHWeM HOBbIX
npoTMBOTY6EPKYAEe3HbIX npenapatos (MTMN) B ycnosuax onepauyoHanbHOro ucciaeposaHus B KasaxcrtaHe B
pamKax npoekta «EndTB», puHaHcupyemoro Unitaid. B npoekt 6yayT skatoveHsbl 30 naumeHToB ¢ MJ1Y-Tb u3 X
pernoHoB Ka3axcTaHa, B KOTOPbIX NPOBOAAT ieveHue naumeHTos HoBbIMM MTI B pamkax npoekTa «endTB». Mepen,
HayaoOM MPUMEHEHUA HOBOM KPATKOCPOYHOM Cxembl NiedeHus HosbiMM MTI KaxKabli naumeHT obA3aH AaTb
cornacve Ha Jie4yeHue 1 yyactre B 06cepBaLMOHHOM UcCea0BaHUN. B pamKax 0b6cepBaLMOHHOMO nccieoBaHNA
«endTB» 6yaer npoBeAeHa Tepanua KPATKOCPOUYHBIM PEXMMOM JIEYEHWUA, KAUHUYECKUNA MOHUTOPUHT,
MOHMUTOPUHT KOFOPTHbIX , c6op 1 y4eT nHdopmaumm.

2 [lpeanocbinku

B TeueHne mHormx net naumeHTsl ¢ M/IY-Tb npoxoawnu nevyeHne no ctaHZaApTHOM cxeme nevyeHua MNY-TB,
pekomeHZ0BaHHON BcemupHOl opraHusauumen 3gpaBooxpaHeHus (BO3), KoTopas, Kak MpaBwuio, BKAlOYaeT
WMHTEHCMBHYIO a3y neyeHuns B TedeHue 8 mecaLeB, a 0bLWwasn NPoLoKUTENIbHOCTb AA@HHOTO IeYeHUa cocTaBaseT
20 mecsaues. [aHHble pekomeHaauumn BO3 6blan cocTaBneHbl No pesysibTaTam nedyeHuns 9,153 naumMeHToB B xo4e
nposeaeHns obcepBaLMOHHOrO mUccnegoBaHua. M3 9,153 naumMeHToB, NPUHUMABLUMX y4acTUe B UCCAEA0BaHUM,
4,934 (54%) npownu nedyeHuwe ycnewHo, y 732 (8%) nauueHTOB JfiedyeHWe 6bl10 HeyaauyHbiM uau 6biau
3aperncTpmpoBaHsbl peunamssl, 1,392 (15%) ymepau, B oTHoweHun 2,095 (23%) naumeHToB 6bin yTpaueH KOHTAKT
AnA nocneayowlero HabnwoaeHna.t

B okTAbpe 2016 roga BO3 pekomeHA,0BaNa UCNONb30BATh KPAaTKOCPOUHYIO cxemy fiedeHna MJTY-TB BmecTo 6osee
OONITUX TPAAMLIMOHHbIX CXEM JIeYeHMA Y NALMEHTOB C AMArHO30M «TybepKynes, YyCTOMUMBbLIA K pudamnuLmHy»
(PUDY-TB) nnn MY-TB, KOTOpble paHee He MOJy4Yaau NeKapCcTBEHHbIE NpenapaTtbl BTOPOro psafa U y KOTOPbIX
YCTOMYMBOCTb K pTOpXMHONOHAM (DX) M MHBEKUMOHHBIM NpenapaTam BTOPOro paaa bbina UcKAoYeHa uam bbina
CouTEHa KpallHe MafoBEepOATHOM (YCN0BHaA pPeKoMeHAaums, OYeHb HU3Kas [OCTOBEPHOCTb A0Ka3aTeNbCTs).2
KpaTKocpoyHasa cxema neyeHusa, B COOTBETCTBUMM C peKkomeHgauuamum BO3, coctouT K3 BbICOKMX [03
MOKCUdNOoKcaumHa, KnodasMmMmHa, NMpasuHaMmmaa 1 aTambyTona B CO4eTaHUM C KaHAMULMHOM, MPOTUOHAMUAOM
M BbICOKMMW A,03aMM U30HMA3NLA B UHTEHCMBHON dase. JAnTeNbHOCTb MHTEHCUBHOM (asbl NeYEeHUs COCTaBAsAET
yeTbipe mecsALa (MoXeT BbITb NpoAieHa 40 WEeCTU MEeCALEB A0 KOHBEPCUM Ma3Ka MOKPOTbI), A/IMTEIbHOCTb $asbl
NPOLONKEHNA COCTABAAET NATb MecALeB. B HacToAWMIA MOMEHT OLEHKa SAHHOM CXeMbl IeYeHMA NOAXOAUT K
KOHLy B pamkax uccnegosaHua STREAM. CornacHo npeaBapuTeNbHON OLEHKE NMPOMEXKYTOUYHbIX Pe3y/bTaTos,
npeacTasaeHHOM nccneaosatensmm B okTabpe 2017 roaa, 66110 YCTaHOBNEHO, YTO PE3Y/IbTaTbl CXEMbI IEYEHUA B
nccnegosaHnm STREAM npaKTUYECKM aHANOMMYHbI pe3yibTaTam A1A TPALULMOHHON CXEMbl NEYEHUA B TeYeHue
20 mecAuEeB B YC/IOBUAX UCCIeA0BAHMA.

B pononHeHune K KpaTKocpouHou cxeme nedeHua MJIY-TB, pekomeHgoBaHHOM BO3, cyuiecTByloT gpyrue
KPaTKOCPOYHbIE CXeMbI IeYeHUA, OLLEHKA KOTOPbIX MPOUCXOAMNT B HACTOALLLEE BPEMA B KIMHNUYECKUX UCMbITAaHUAX.
MHorne wu3 3TUX CXemM UMelT TeopeTMyecKMe npeuMmyLllecTsa 33 CYET MNPUMEHEHMA HOBbIX WU
nepenpodUIMPOBaHHbIX JIEKAPCTBEHHbIX MPENapaToB, TaKUX KaK OeJaKBWAMH, fAenamaHug, U AnHe30Aus,
3¢ PeKTUBHOCTL KOTOPbIX Oblna [OKa3aHa B KAMHWYECKUX WCMbITaHUAX. B HEKOTOPbIX CXeMax NevyeHus He
pekoMeHA0BaHO NPUMEHEHMNE MHBEKLIMOHHbIX NPenapaTos BTOPOro pAAa, NOCKO/bKY UX NPUMEHEHME CBA3AHO C
BbICOKOW YaCTOTOMN HexKenaTenbHbIX ABAeHui (HA), a TakKe npeactaBAseT CNOXKHOCTU ANA MPOrPamMHOro
aAMUHUCTPUPOBAHMA. XOTA B AAHHbIA MOMEHT 3TW CXEMbl /Ie4EHUA MPOXOAAT WCMbITaHWE B KAMHUYECKMX
nccnefoBaHMAX, MPOrpaMmMHOE WCNONb30BaHME [aHHbIX CXeM JleYeHMA B YCNOBMAX OMNepaunoHanbHbIX
nccnesioBaHUI TaKKe MOXeT NPefoCTaBUTb BaXKHbIe AaHHble ANA rnobanbHoro Th-cooblecTBa B OTHOLWEHUM KX
3¢ PeKTMBHOCTU M 6€30MACHOCTU U PACLUMPUTL JOCTYN K UX NOTEHLMAbHBIM MPEUMYLLECTBAM.

3 MIY-Tb B (Ha3BaHuMe CTpaHbl)

1 Ahuja SD, Ashkin D, Avendano M, Banerjee R, Bauer M, et al. (2012) Multidrug resistant pulmonary tuberculosis
treatment regimens and patient outcomes: an individual patient data meta-analysis of 9,153 patients. PLOS Med
9(8): €1001300: doi:10.1371/journal.pmed.1001300.

2 PykosoacTso BO3 no neyenuio NY-TE (peaakuma: oktabps 2016 1.).
http://apps.who.int/iris/bitstream/10665/250125/1/9789241549639-eng.pdf




(B daHHOM paszdesne caedyem onucame MecmHble yca08us rnposedeHus uccaedosaHusa. Heobxodumo onucame
anudemuonozuto Tb, 8bidsneHue cay4yaes 3abonesaHus U pe3ynbmamel saedeHua Thb, nokazamesns
pacnpocmpaHeHHocmu  MJ1Y-TE  cpedu HOBbIX U paHee [poseYeHHbIX NayueHmos, nokaamesb
pacnpocmpaHeHHoCmMu ycmol4usocmu K (hmOopXUHOMOHAM U UHbEKYUOHHbIM Npenapamam emopo2o pAda cpedu
nayueHmos ¢ MJ1Y-Tb, npozpecc 8 peanu3ayuu npo2pammHoz0 eedeHus J1Y-Tb. Takxce cnedyem onucame
npumeHsaemyro 8 cmpaHe cxemy nedeHus MJ/1Y-TE u pe3yasmamel AevyeHus nayueHmos ¢ M/1y-Tb).

4 Lenecoobpa3HocTb

B pamkax knnHuyeckoro ncnboitaHMa STREAM Ha aTane 1 npoBogunTCA CpaBHEHUE KPAaTKOCPOUYHOW CXeMbl lIeYeHUs,
pekomeHzoBaHHOW BO3, 1 TpaguumoHHon 20-mecsayHol cxembl nedeHuns. Habop nauMeHToB 3aBepLueH, 04HAKO
nocnenyiowpne MeponpuaTUA B OTHOLIEHUW MOCNEAHMX MauMeHToB byayT 3aBeplueHbl B Hayane 2018 ropa.
MpepBapuTenbHble pesynbTaTbl 6blM NpeacTaBaeHbl Ha 3acegaHmm Cotosa B T. [Baganaxape B oktAbpe 2017 roaa.
OHM noKasanu, 4to cxema neveHusa STREAM 1 6blna npakTUYECKM aHanornyHa no apdekTmsHocT 20-mecauHoM
cxeme neyveHus. 78% naumeHToB B rpynne fnedeHnsa STREAM 1 umenu 6naronpusaTHbINA pe3ynbTaT No CPAaBHEHUIO C
81% naumneHTOB B rpynne, NoAy4yaBLIEl fieyeHMe MO TPAAULMOHHOM cxeme. [aHHbIA pe3ynbTaT He NpeBbicua
nopor HeapdeKTUBHOCTU, O4HAKO Obla HE3HAUUTENBHO XyXKe. Kpome Toro, HAl He3HauYMTeIbHO OTAINYANUCH B ABYX
rpynnax nccneposaHus.

MapannenbHo ¢ wucnbiTaHnem STREAM npoxofAaT Apyrue wuccnefoBaHuMAa No oueHKe 3¢eKTUBHOCTU U
6€30MacHOCTU COKpPALLLEHHbIX cxem nedeHuns (Tabavua 1). B cpaBHEHUM C KPAaTKOCPOUYHBIMU CXEMAMM JIeYEHUS,
pekomeHayembiMn BO3 Ha cerogHAWHWA AeHb, BO BCEX 3TUX CXEMax Je4YeHUA NPUMEHAIOTCA HOBble WK
nepenpoduIMpoBaHHblE /IEKAapCTBEHHblE MpenapaTtbl, 6eAakBUAWH, AefamaHuia W UHe30AWa, KoTopble
Ha3HavawTcAa B TeyeHue 28-40 Hepenb. bepakBuAnH n genamaHua NOKasbiBalOT XOPOLUYIO NEPEeHOCUMOCTb.
JNIuHe3onua 06nafaeT LMPOKO M3BECTHbIM TOKCMYECKMM BO3AeMCTBMEM, Bbi3blBalOWMM nepudepryeckyto
HerponaTuio, nogasieHne GyHKUMM KOCTHOrO MO3ra M HEBPUT 3pPUTENbHOrO HepBa, TEM He MeHee AaHHbIN
npenapaTt NepeHoOCUTCA /ydlle, YeM JIeKapCTBEHHble MnpenapaTbl, MCNo/b3yemble B TPAAMLMOHHBIX CXemax
nedveHuna MJTY-Tb, Takune Kak NPOTUOHaMUA, LMKNOCEPUH NN MHBEKLIMOHHbIE MpenapaTtbl BTOPOro paaa.

Ta6nuu.a 1: Cxembl neyeHunsn, UCNbITaHHbIEe B HEAABHO 3adBepPLUEHHbIX WU TEKYLWWNX KNUHUYECKUX UCNbITaHUAX

KnuHunueckoe Cxema neyeHus 3aBepleHHoe/TeKywee | Bce
ucnbiTaHue NIeKapCTBeHHble
npenaparbl
MMelTCA B
npopaxe
STREAM 1 cxema B KnodasmmuH, aTambyTton, Habop nauueHToB Oa
nupasnHamma, MOKCUGIOKCALMH, 3aBeplueH
M30HMa3MA, KaHamuuUMH (16 Heaenb);
nocne 4yero cnegyoT KnodpasnmmuH,
aTambyTon, NUpasmMHamua,
MoKcudnokcaumH (24 Hepenwn)
NiX-TB befakBUNUH, NpeToMaHuA, Habop nauueHToB Het
NvHesonuna, (24-36 Hegenb) 3aBeplueH
MDR END Jenamanug, nMHesonug, Habop nauueHToB Oa
neBodIoOKcaumH, NnupasmHammug, (36-
52 Hepenu)
STREAM 2 cxema C BeaakBUAUH, KNodpasMMuH, Habop nauueHToB [a
aTambyTon, NnupasMHamuma,
nesodNOKCaUMH, USOHNA3MA,
npotnoHamug (16 Hegenb); nocne
yero HasHavaloT 6e4aKBUIVH,
KnodasummH, aTambyTon,
nupasnHamua, nesodaokcaumH (24
Henenu)
STREAM 2 cxema D BeaakBUAUH, KNodpasMMuH, Habop nauueHToB [a




nupasnHamuza, 1eBodAOKCaALUH,
M30HMa3Ma, KaHamuLUMH (8 Hegenb);
nocne 4ero HasHayalT 6e4aKBUIUH,
KnodasnmmH, NMpasmHamug,
nesodnokcaumH (20 Heaenn)
PRACTECAL cxema 1 befakBUNMH, NpeToMaHuA, Habop nauueHToB Het
NvHesonung, (24-36 Hegenb)
PRACTECAL cxema 2 befakBUNMH, NpeToMaHuA, Habop nauueHToB Het
NvMHesonung, knopasmmuH (24-36
Hedenb)

PRACTECAL cxema 3 befakBUNMH, NpeToMaHuA, Habop nauueHToB Het
NiMHe30Ang, MmokcudiokcaumH (24-36
Hedenb)

endTB cxema 1 befaksuauH, nnHesonna, Habop nauueHToB [a
MOKcUdNOKCaLMH, NMpasnHamng, (36
Hedenb)

endTB cxema 2 BeaakBUAUH, KNodasMMuH, Habop nauueHToB [a
nvHesonung, neBodoKcaLumH,
nupasnHamuz (36 Hegenb)
endTB cxema 3 benakBuavH, genamaHug, Habop nauueHToB Oa
nvHesonung, neBodoKcaLmH,
nupasnHamuz (36 Hegenb)
endTB cxema 4 Jenamanuga, knodbasmmumH, Habop nauueHToB Oa
nvHesonung, neBodoKcaLmH,
nupasnHamug (36 Hegenb)
endTB cxema 5 Jenamanuga, knodbasmmumH, Habop nauueHToB Ja
MOKcUdNOKCaLMH, NMpasnHamng, (36
Hedenb)

TpagnumoHHaa 20-mecadyHaa cxema nedeHua MJTY-Tb csaAsaHa ¢ yacteimm HA. Mcnonb3oBaHuMe HOBbIX MU
nepenpoduINPOBaHHbIX JIEKAPCTBEHHbIX MPEnapaTtoB BMECTO OMNpeAesieHHbIX JIeKaPCTBEHHbIX NPenapaTos,
MCNONb3yeMbIX B TPAAULIMOHHBIX cxemax fedeHns MY-TB, no3soaut yayywuTb obwmii npoduab no HA wu
NOBbICUTb MPUBEPXKEHHOCTb. KpaTkaa nNpPOJOMKUTENbHOCTb JIeYeHusA, OTCYTCTBME B CXEMe JleyeHuA
WMHBEKLUMOHHbIX NPenapaTos U NPUMEHEHME IeKapCTBEHHbIX NPenapaTos ¢ bosee BbiroAgHbIMU Npodunamm no HA
03HAYaloT, YTO NauMeHTbl 6osee BEPOATHO NPONAYT NeUeHre A0 KOHLA COr/IacHO OZHOM U3 KPAaTKOCPOUHbIX CXEM
neyeHua.

B Xxofie KIMHUYECKMX UCMbITaHUI BbINIO YCTAHOBEHO, YTO BCE TPU HOBbIX NpenapaTa — beakBUANH, AefamaHna, 1
NvHesonung,— asnsaoTcA 3GPeKTUBHbIMKU B COCTaBE MHOFOKOMMOHEHTHOM IeKaPCTBEHHOM cXxeMbl. Taknm 0bpasom,
3aMeHa NEeKapCTBEHHbIX MNPENapaToB, WCMNO/Ab3yeMbIX B TPAAULMOHHOM cxeme neveHma MNY-Tb, Ha
BblLLEeyKa3aHHble NpenapaTtbl MOXKET Nos/ieyb 3a cobol BbisiBNEHME HOBOM bonee 3ddEKTUBHON CXeMbI NEYEHUS C
MWHUMA/IbHbIM KOIMYECTBOM HEBNAronpUATHbLIX UCXOL0B.

Opyrum Bo3MOMKHbIM PUCKOM ABNSAETCA Bonee BbICOKUIA NPOLLEHT BO3HMKHOBEHUA PeLMAnBa NPU KPaTKOCPOYHOM
cxeme neyeHus. laHHble, NoaydYeHHble B xoae nccnenosaHna STREAM, yKasbiBatloT Ha TaKyto BEPOATHOCTD. . Yepes
rog, nocne NpPoBeAeHHOro /ieYyeHns PeKoMeHAyeTcs 0b6paTUTbCA 3a KOHCyNbTauumel ANA BbIABAEHUA PaHHUX
peunanBos.

B 6O0/bLWMHCTBO KPATKOCPOUHbIX CXEM JIeYeHUAa BXOAMT (GTOPXMHONOH, CcnefoBaTesNlbHO, MNAUMEHTOB C
YCTOMYMBOCTBIO K PTOPXMHONOHY He criegyeT BKAoUaTb B UccnenoBaHue. OaHaKo B 60/IbLUMHCTBO CXEM SIe4eHUn
He BXOAAT MHBEKLMOHHbIE SIeKAPCTBEHHbIE NpenapaTbl, C1e40BaTe/IbHO, AaHHbIE CXeMbl iedeHna MoryT 6bIiTb
3$DEKTUBHBI ANA MNALMEHTOB, YCTOMUMBBLIX K MHBEKLMOHHbIM Mnpenapatam. TakMM naumeHTbl MOXKeT 6biTb
Ha3HayeHa CXxema JIeYeHus, B KOTOPYIO He BXOAUT MHBbEKLIMOHHbIM Npenapar.

B KasaxcTaHe B KayecTBe KpPaTKOCPOYHOW cxembl Oblna BblbpaHa cxema neveHusa Ne3 npoekta endTB
BK/ItOYAOLLAA Ha3HaYeHnebeaKBUAMHA, MHe3011Aa, NeBodAOKCaLMHA U MMpasnHamnaa B TeuyeHue 36 Hepdenb



B paMKax onepaumoHanbHOro nccaefoBaHus ¢ nocneayowmm HabaogeHnem yepes 6 n 12 mecaues.

5 Twvn uccnepoBaHusA

[aHHoe nccnegoBaHme ABAAETCA NPOCMNEKTUBHBIM 06CEPBaLLMOHHbBIM KOrOPTHbLIM UCC/IEA0BaHNEM.

6 Lenn uccnepoBaHus

Llenb nccnepoBaHmna COCTOUT B ONpeaeneHMM BO3MOKHOCTU AOCTUXKEHUA rnobanbHol Lenn=75% addekTMBHOCTU
NeyeHuna cpeaun NnoaTBepPKAEHHbIX cnydyaes MJTY-TE npu NOMOLLM KPaTKOCPOYHOM cxembl neveHna MY-Tb.

nasHasa uenb:
e  Onpepenntb UCXOAbl IeYEHMA NALMEHTOB, NOJYYaOWMX eYeHne B pamMKax HOBOMKPATKOCPOUYHOM CXeMbl
neyerHuns MNY-Tb

BTopocTeneHHble uenu:

e OueHuTb 6e30MacHOCTb HOBOW KPaTKOCPOYHOM  cxembl sedeHus MJTY-TB nocpencTBom onpegeneHus
nokasatenen HA.

e OnpeaennTb NPOLEHT NALMEHTOB, Y KOTOPbIX BO3HUK peumams Yepes 12 mecaLes nocae yCnewHoro AeyeHus
Nno HOBOM KPAaTKOCPOYHOM cxeme nevyeHma MJ1Y-Th.

e  OueHUTb pe3ynbTaT B NOArpynnax NauMeHTOB C YCTOMYMBOCTBIO K IEKAPCTBEHHbBIM Npenapatam nepBoro 1
BTOPOro psAAa, Hanpumep, U30HWa3ng, 3TaMbyTos, NMMpPasMHaMUA, UM 3STMOHaMUA,

e OueHUTb GaKTOPbI PUCKA, CBA3AHHbIE C HEBNArONPUATHBLIMWN UCXOOAMM.

o  OueHUTb NPOMEXKYTOYHbIE NCXOAbI N€YEHUA C MOMOLLBIO MUKPOCKOMMUMA3KA MOKPOTbI M KOHBEPCUU NOCeBa
yepes 4 n 6 mecaues.

7 OT60p nauueHTOB

B uccnenoBaHne MoryT 6biTb BK/KOYEHbI MauueHTbl ¢ TB, ycToWuMBbIM K pubamMnuUUmUHY, YTO AOKHO ObiTb
noATBePKAEHO 06bI4HbIM T/1Y-TECTOM KYNbTYpbl UK 3KCpecc-TecTom (Xpert nam LPA). Bcem naumeHTam TakKe
[OMKeH ObITb NPOBEAEH TECT HA YCTOMUYMBOCTb, KAK MMHUMYM, K GTOPXMHONIOHAM U MHBEKLIMOHHBIM NpenapaTtam,
npeanoyYTuTenbHo, metogom LPA.

7.1 KpuTtepuu BKIHOYEHUA

MaumeHT COOTBETCTBYET KPUTEPUAM BKJIFOYEHWA HA IeYEHME HOBOW KPATKOCPOUYHOM cxemol neveHna MTY-TE B
cnyyae, ecam oH/oHa:

1. XenaeT n cnocobeH (-Ha) pgaTb MHGOPMMPOBAHHOE COrNacMe Ha BK/OYEHWME B MCCNef0BaHWE WM Ha
nocnenyoLme MeponpuaTus (cornacme A0NKHO BbITb NOANUCAHO UAN 3aBEPEHO CBUAETENIEM, ECAN NALUEHT
HEerpamoTeH; cornacMe Ha y4yactme peb&HKa AO0MKHO OblTb NOAMWCAHO WAM 3aBEPEHO B MPUCYTCTBUM
poauTenei Unn 3aKOHHOTO ONeKyHa).

2. WmeeT baKTEpMONOrMYECKM MOATBEPXKAEHHbIM AuarHo3 Tb ¢ Haanumem uUCxoAHoro nabopaTopHoro
pe3yabTata YCTOMYMBOCTU, KAK MUHUMYM, K pudamnuumnHy.

3. VmeeT KAMHUYECKOE M PEHTTEeHONOrMYECKOoe NOATBEPKAEHWNE HaMuMA akTUBHOW dopmbl TE M HaxoauTca B
TeCHOM 6bITOBOM KOHTaKTe C HOocuTenem nabopatopHo noaTesepAEHHOro MJTY-TB.

4. [aét cornacve Ha npuém 3ddEKTUBHBIX MPOTUBO3A4YATOYHBIX CPEACTB, €C/N MALMEHTKA YKEHCKOro nosa B
npemeHonayse.

5. [aért cornacve npuaep>KmBaTtbca rpaduKka nocnenyrowero HabaoaAeHNA U Uccae0BaTeNIbCKMX NpoLeayp.

7.2 Kputepuu UCkKno4eHus



MauMeHT He COOTBETCTBYET KPUTEPUAM BKAOYEHWUSA B UCMbITAHWME HOBOM KPAaTKOCPOYHON cxembl neveHna MJ1Y-Tb
B C/ly4ae, ec/n oH/oHa:

1. TNY nokasan Hannuuve MHEKLMU, YCTOMUYMBOM K NtOBOMY M3 MpenapaToB, BKAYEHHbIX B UCCAeLyeMbll
pEeXMM NeveHus, 32 UCKNIYEHMEM NUPAsMHAMKUAA, 3TamMbyToNa U M30HUAsMaa.

2. Ve nonyyan MTN BTOpOro psaaa B TedeHne 6onee ogHOro mecaua.

3. bBepemeHHble XKeHWUHbI MOryT ObiTb WCKAKOYEHbI M3 HOBOM KPATKOCPOYHOW cxembl sedeHusa MJ1Y-Tb.
MmetoTcs orpaHUYeHHble AaHHble 0 6e30MacHOCTM HOBbIX NpenapaTtoB nNpotue MJ/1Y-TE npu 6epemMeHHOCTH.
OfHako JaHHble 0 6e30MacHOCTU TPAAULMOHHBIX NpenapaTos nNpoTtus MJ/1Y-TB npu 6epemMeHHOCTU TaKke
orpaHuyeHbl. bonee TOro, HekoTopble npenapatbl B TPAGULMOHHOW CXEMe JIeYeHUA CcuYMTatoTCA
TepaToreHHbiMW. CTOUT M3beraTb BKAOYEHUA B UCCIEA0BaHME BEPEMEHHbIX KEHLLMH Ha NepBOM TpUMecTpe
bepemeHHOCTH.

4. [eTu UCKNKOYEHbI U3 HOBOM KPaTKOCPOUYHOM cxembl fiedeHns MY-TB. OgHako cywecTByeT 6onblue AaHHbIX
06 ONTMMAaNbHOM [03€ HEKOTOPbIX HOBbIX JIEKAPCTBEHHbIX NpenapaTtoB ansa nededma MJY-TE y geten, no
CPaBHEHUIO C HEKOTOPbIMM NpenapaTtamu, BXOAALLMMU B COCTAB TPAAULMOHHbLIX cxem nedeHna MNY-TB.
PeleHue o BKAOYEHUN pebeHKa J0/1KHO BbITb MPUHATO NOC/Ee TILATE/IbHOTO U3YYeHWA HayYHOU INTepaTypbl,
MMeloLLLe OTHOoWeHMe K cneumduryeckum npenapatam, BXOAALWMM B HOBYIO KPAaTKOCPOUHYIO CXEMY JieYeHuA
MANY-TB.

5. He B coctosHuUM nocewaTb WAM COKOOAOAATE  NleYeHUe UK rpaduk MeponpusaTUi NocaeayroLero
HabaoaeHun.

6. He B cocToAaHWMM NPpMHMMATbL IEKapPCTBEHHbIE NpenapaTtbl NepopanbHoO.

7. YpoBeHb anaHMHOBOM amuHoOTpaHchepasbl (A/IT) n acnapTaT-amuHoTpaHcpepasbl (ACT) 6onee uem B 5 pas
NpeBbILLAET BEPXHUI Npeaen Hopmbl. (Ecau aHHOEe npesbilueHuUe A8aaemcsa 8peMeHHbIM, NayueHm moxem
66imb BK/IHOYEH 8 UCC1eAo8aHUE CPA3Y He MoCae HOPMAAU3ayuu OGHHO20 NoKasamerns).

8. MMpuHUMaeT ntobble NeKapcTBEHHbIE NpenapaTtbl, NPUEM KOTOPbIX MPOTUBOMOKA3aH A/ COMYTCTBYHOLLErO
npuema ¢ 1eKapcTBEHHbIMM NpenapaTtamm, BXOAALMMM B HOBYIO KPAaTKOCPOUHYO cxemy neveHna MJTY-Tb.

9. VmeeT M3BECTHYIO aNnepruto Ha tobow U3 eKapcTBEHHbIX NPENapaToBs, BXOAALLMX B HOBYHO KPAaTKOCPOUHYHO
cxemy nedyeHua MNY-TB.

10. B HacTofLLee BPEMSA Y4ACTBYET B K/IMHUYECKOM UCMbITAaHWUM 10600 NEKAPCTBEHHOIO Npenapara.

11. Wmeet nntepsan QT c KoppeKkTuposKkon Ppuaepuka > 500 mcek.

12. NmeeT TAXKENYIO NOYEYHYIO HEAOCTAaTOYHOCTb (MOKa3aTenb KampeHca KpeaTuHuHa (CrCl) coctasnset meHee 30
MA/MWUH Ha ocHoBaHMKM dopmynbl KokpodTa-FonTa).

7.3 WHdopmupoBaHHoe cornacue

MaumeHTam, COOTBETCTBYIOLMM KPUTEPUAM BKIOYEHUA, NpepocTaBnseTca MHpopmauma o MJTY-Tb 1M HoBoM
KpaTKOCpO4YHOW cxeme nedeHns MJY-TE (tabaunua 2). MHbopmauma npesocTaBAfeTcA Ha KasaxCKom u/uawu
pyccKom f3blKe Mo BbI6Opy naumeHTa. MauyeHTam 6ygeT rapaHTUPOBHO, YTO UX PELLUEHNE B OTHOLLIEHUN y4acTuA B
MCCNefoBaHUM He NOBAUAET HA KAYecTBO OKa3blBaEMOM MM MeAMLIMHCKON nomolun. Kak TONbKO naumeHT aaet
cornacve Ha yyacTve B MWIOTHOM MPOEKTe, emy npegnaratoT noanucatb Gopmy cornacua (Mam nocTaBuTtb
OTNevyaToK Nasbla B NPUCYTCTBUN CBUAETENA, ECAN NALMEHT 6e3rpaMoTHbIN).

Bce maumeHTbl, KOTOPble HE COrNAacUIUCh Ha y4acTe B 06CepBaLMOHHOM UCCEA0BAHUM MW HE COOTBETCTBYHOT
KPUTEPUAM YYaCTUSA, UM BbIN UCKIOUEHbI MOCe BK/IOYEHUA B UCCAe0BaHWe, ByayT noayyaTtb neveHne MJTY-
Tb B COOTBETCTBUM C AEMCTBYIOWUMM HALMOHANbHbIMU PYKOBOACTBAMM.

7.4 MecTa npoBegeHus nevYeHNsA U Korim4eCcTeBo naumeHToB
MauuneHTbl ByayT NosyyaTb /ledyeHne B Cneaylowmx pernoHax KasaxcTaHa: KaparaHguHckas obnactb, HOXKHO-

KasaxctaHckaa obnactb, ambbiickaa obnactb, ActaHa M ATbipayckasa obnactb. KosmMyecTBo nauMeHToOB C
avardosom JTY/MJTY-TB, nonyyatowmx neyeHne no HoBOM, KPaTKOCPOUHOWM cxeme neveHna MJ1Y-Tb — 30 yenosek.



8 JleyeHue nauueHTOB

8.1 HoBas cokpaweHHasa cxema ne4vyeHus MITY-TB u pexxum nosupoBaHus

Tabnuua 2: Cxema f,03MPOBaHMA IEKAPCTBEHHbIX NpenapaTos ansa nedeHnsa MNY-TB y B3pocnbix
(Heo6xo0umo uckn4YUMb eKapcmeeHHble Npenapamoi, KOmopbie He A6AAI0MCA Yacmbio Hoeoli
KpamkocpoyHoli cxembl nevyeHus MJ1Y-TB)

JlekapcTBeHHbIA Nnpenapar Fpynnbl no macce Tena
30-50 kr | bonee 50 kr

benakeunuH (Tabnetkun, 100 mr) 400 Mr oamH pas B CYTKU B TeyeHue 2 Hegenb, 3atem 200 mr 3 pasa
B HeZento

Oenamanug (Tabnetkn, 50 mr) 100 mr gBa pasa B cyTkM (200 mr ob6Lian cyToyHan f03a)

NunnHesonua (tabnetkn, 600 mr) 600 mMr oAuH pa3s B CYyTKK

NleBodnokcauuH (Tabnetku, 250 mr mam | 750 mr 1000 mr

500 mr)

KnodasmmuH (:kenaTuHoBble Kancynbl, | 100 mr 100 mr

100 mr)

MupasnHamug (Tabnetkn, 500 mr) 1500 mr 2000 mr

*[lo3a NMHEe30An[a 0bbIYHO cHUXKaeTca go 600 mr Tpu pasa B Hegento uam 300 Mr B CyTKM A1a NaUMEHTOB C
nepudepmnyeckon HesponaTUeln, BbI3BAHHOM AUHE30AMAOM. [nA  [ONONAHUTENbHOM UHPOPMALUKM, CM.
KnuHuyeckoe u npozpammHoe pykogsodcmeo endTB no seuyeHuro nayueHmos c rnpumeHeHuem Hosebix [1TI1
(http://endtb.org/resources).

Tabauua 3: Cxema A,03MPOBAHUA IeKAPCTBEHHbIX NpenapaTtos Ans nedeHnsa MJY-TB y geteit 1 B3pocabix BeCOM
meHee 30 Kr (He06x00umMo UCKAIYUMb leKapCcMeeHHbIe npenapamsi, KOmopbie He A8AAIMCA Yacmoio Hoeoli
KpamkocpoyHoli cxembl nevyeHus MJ1Y-TB)

JlekapcTBeHHble Ao3uposBaHue
npenaparbl
beaakBuauH > 12 net n > 33 kr: 400 mr B cyTKM B TeueHue 14 aHeli nocne yero 200 mr Tpu pasa B

Heaeno (aHanorMyHo fo3e B3POCN0ro NaLMeHTa)

< 12 net < 33 Kr: npaBuibHaA 4033 He M3BECTHA, O4HaKO 6 MI/Kr B TedeHue 2 Heaenb,
3aTeM MOXKHO nonpobosaTb 3 Mr/Kr.

Denamanng > 35 kr: 100 mr gBa pasa B CYTKM (@aHAaNOMMYHO f03€ B3POC/IOro NaLmeHTa)

20-34 kr: 50 mr aBa pasa B CYTKM

< 20 Kr: NnpaBubHas A03a He M3BECTHA, 04HAKO MOXHO nonpobosatb 3-4 mr/Kr

JlnHesonunpg, >= 12 net: 10 mr/Kr 0MH pas B CyTKK
< 12 net: 10 mr/Kr AiBa pasa B CyTKK
KnodasmmuH 2-3 MI/Kr eXXe4HEeBHO UV Yepes AeHb, MaKCMMa/ibHas CyTo4YHan Ao3a coctasaseT 100 mr

(»kenaTnHoBbIe Kancybl HEeNb3s AeNUTb).

8.2 Tpoueaypa B cnyyae nponycka npuéma npenapaTtoB

Jiobble nponyLieHHble AHW AOMXKHbI 6bITb KOMNEHCUPOBAHbI MYTEM NPOANEHUA CXEMbl IEYEHWUA HA KOJIMYECTBO
NponyLLEHHbIX AHeN (40 ABYX MecALEeB noapasd, KoTopble ByayT KnaccuduLMpPoBaHbl Kak «MaLMeHTbl, BbiObIBLUNE
U3 nocneaytllero HabntogeHna». Takme nauueHTbl B AanbHelwem He ByayT cOOTBETCTBOBATbL KPUTEPUAM ANA
NPOXOXAEHUA SIeYEHUS MO KPATKOCPOUHOW cxeme). HeobxoaMMo BbISIBUTb M YCTPAHUTL MPUYMHbBI NPOMYCKa
npuéma npenaparos.

8.3 HauanbHoe o6cnegoBaHue n ob6cnegoBaHue BO BpeMs fiedeHust

MauueHT JoNXKeH NPOXoaAuTb COOTBETCTBYOWME obcnefoBaHMA NPU BKAKOYEHUN B UCCnefoBaHMe, BO BPeMA U
nocne neyveHws, BK/OYAA KAMHWUYECKYIO OLLeHKY, BakTepuosiormyeckoe u abopaTopHoe TecTUpOBaHWE, B
cooTBeTcTBMM € Tabnanuen 13 KavHuueckoro v nporpamMmmHoro pykoeogacrtsa endTB no nevyeHWto NauueHTOB C
npumeHeHnem HoBbIx MTMN Bep. 4.0, 3a UCKNtOYEeHNEM 06CcNea0BaHUIA, HEOBXOAUMbIX A/1F CXeM, B COCTaB KOTOPbIX
BXOAWT MHBEKLMOHHbIE NpenapaTbl BTOPOro psaaa (npoBepka ocTpoTbl Ciyxa), n nposepku TTT.



AHanNM3 MasKoB M Ky/JbTyp MOKPOTbI NPOBOAAT MPU BKAOYEHUWN B UCCNEAOBAHME, 3aTEM €XeMeCAYHO A0
3aBepLIeHNA NeveHmnn, a TakKe yepes 6 u 12 mecaues nocne 3aBepLUeHmA NeYeHus.

Bec Tena u pocT M3MepAIT NpU BKAKOYEHUW B UCCAefOBaHWe ANA OonpefeneHuMAa MHAEKCA MacCbl Tena,
KOTOPbIA MOXKET 6biTb paKTOpoM HEBNAroNPUATHOIO UCX0Aa; 3aTEM BEC CneayeT U3MepPATb eXKeMECAYHO.
CKPUHUHT Ha anabeT BbINOHAETCA BO BCEX FPynnax NauMeHToB NyTem UamepeHus remornobuHa Alc. Ecam
onpezeneHue remornobmHa Alc HeBO3MOXKHO, JOMYCKAETCA U3MEPEHMUS YPOBHS I/THOKO3bl B KPOBW HATOLLAK.
CKpUHUHT Ha BWY, renatut B un renatut C BaskeH Aake B Tex cTpaHax, rae BMY wnaum renatut B/C He
pacnpocTpaHeHbl WKPOKO. [laHHble 3a601eBaHNA 4acTo conyTcTByOT MJTY-TB 1 X MOXHO NEerko BbiABUTbL B
MmecTe HabloLeHUs 3a NALMEHTOM C MOMOLLLbIO SKCNPECC-TeCTa Ha aHTUTeNa.

CbIBOPOTOUHbIA KPEAaTUHUH U3MEPAIOT AN1A ONpeeNeHns OCTPOro NOBPEXAEHMA NMOYEK UAN XPOHUYECKOM
NOYEeYHOM HEAOCTATOYHOCTU NPU BKAKOYEHUM B UCCAEAOBaHME, a 3aTEM EXEMECAYHO Y MaLMEHTOB C
CUMMNTOMaMM XPOHUYECKOM 60NE3HM NOYEK.

Pa3BepHyTbIi aHaNM3 KPOBW NMPOBOAAT BCEM NALMEHTAM B Hayasne NeYeHUsi, NOCKONbKY aHEMUA ABNAETCA
pacnpocTpaHeHHbIM ABNEHUEM cpeam NaumeHToB ¢ MJTY-TB, a TakXke ABaseTca GpakTopom HebnaronpuaTHOro
ncxona. 3aTemM AaHHbIN aHAIM3 NOBTOPAIOT EXKEMECAYHO 418 NALMEHTOB, NONYYAOLLNX TMHE3ONNUA,

TecT Ha OCTPOTY 3peHna 1 TecT Mwmnxapbl NPOBOAAT B HAYa/le NeYEeHMA N AaNiee eXXeMeCAYHO AN NALUEHTOB,
NONYYaoLWMX IMHE30NA,.

dneKkTpokapamorpammy (KI) cHMMaLOT B Hayase IeYeHns 1 No mepe HeobXoAMMOCTM BO BPEMS JIeYeHns y
nauMeHTOB, NOAYYaKOLWMX NpenapaTbl, yanauHaowme nHtepsan QT, TakMe Kak 6eaKBUAWH, AefNaMaHua U
KNodpasnmuH.

Bcem naumeHTam eHCKOro nosa AeTopoaHOro Bo3pacta HeobxoAMMO NPOBECTM TECT HA bepemMeHHOCTb B
Hayane u, Npyu Heobxo4MMOCTHU, B XOLE NleYeHus.

PeHTreHorpammy rpyaHom KNeTku BbINOMHAIOT B HaYane 1, Npu HeobxoAMMOCTU, BO BPEMS JieYeHus.

B 3aBMCMMOCTM OT pelLeHmMs evallero Bpada moryT notpebosatbea apyrue obcneaoBaHums.

8.4 OTtmeHa KpaTKOCpO4HOM cxeMbl nevyeHust MITY-Tb

HoBas KpaTKocpoyHasa cxema nedeHna MJTY-TB MOXKeT 6bITb OTMEHEHA 419 HEKOTOPbIX NauueHToB. Mo peweHuto
LleHTpanbHOW BpayebHOM KOMUCCUM , OHU MOTYT BbiTb NepeBeseHbl Ha UHAUBUAYANbHYIO CXeMY JIeYeHUn Ha
OCHOBaHMM peKomeHZaumii BO3 M KAMHM4YecKoro pykosoactsa npoekta endTB Bep. 4.0. Haubonee
pacnpocTpaHeHHble CUTyaLmm:

YCTOMYMUBOCTD K JIEKapCTBEHHbIM NpenapaTtam, BXOAALWMM B KPAaTKOCPOUHYIO cxemy sieyeHua MAY-TB. [ins
nauMeHToB, caalowmnx obpasel, MOKPOTbI A1A MPOBeAEHMA TecTa Ha NEKApPCTBEHHYIO YyBCTBUTE/IbHOCTb
KY/NbTYpbl K NpenapaTtam BTOPOro psAfa B Hayasne evyeHus, pesyabTaTbl TeCTa MOryT BbiTb NOJyYEHbI NOCae
TOro Kak HayHeTca feveHue. Mpu 0bHapyKeHMUM YCTOMYMBOCTM K IEKapCTBEHHbIM NpenapaTam, BXOAAWMM B
KpaTKOCPOUHYto cxemy iedeHna MY-TB, mokeT noTpeboBaTbCA KOPPEKTUPOBKA UM OTMEHA CXEMbI IEYEHMSA.
HactynneHue 6epemeHHOCTM BO BpemsA siedeHus. B cnydae HacTynieHns 6epemeHHOCTM BO BPEMSA ledeHunsn
MOKeT noTpeboBaTbCA KOPPEKTUPOBKA MM OTMEHA KOATKOCPOYHOM cxembl nedeHua MY-TB Ha cpok
nepsBoro TpumecTpa bepemeHHOCTU. BpauyebHas KomuccuAa [0/MKHA PACCMOTPETb BCE JIEKAPCTBEHHbIE
npenapaTbl, KOTOPble NPUHUMAET NAUMEHT, U NPUHATb COOTBETCTBYIOLLLEE peLleHmne.

HenepeHocumas TaXKenaa TOKcMYecKas peakuma. B ciyvyae BOSHUKHOBEHMA TAXKENOM TOKCUYECKOM peakumu,
MOMET NosABUTLCA HEOBXOAMMOCTb B OTMEHE OAHOro WM HECKO/bKMX MpenapaTtoB. B nogobHbIx ciyyasx
BpayebHaa KomMuccua TWwaTebHO M3y4yaeT UCToputo BoNe3HU Ans onpeaeneHva BapUaHTOB M3MEHEeHUA
CXeMbl NeYyeHunsa naymeHTa.

HeaddeKTuBHOCTb NneyeHus. Ecam KAMHUYecKan n 6akTepunosiormyeckas peakums Ha NedyeHme HeLoCTaTouHas,
cnenyeT paccMOTPETb U3MEHEHUE CXxeMbl edyeHus. Heobxoammo nostoputb T/1Y He3aBUCMMO OT Toro bbina
M3MEHEHA CXema NeYEHMA UM HET, AR TOTo, YToHbI NPONHPOPMMPOBaTL O ByAYLLMX PELIEHNAX B OTHOLLIEHUN
neyeHuna.

8.5 Tocnepylowee HabnoaeHne Nocrie OKOHYaHUA NevYeHus
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Mocne 3aBeplIeHUA leYeHna NaLMeHToB HeobXoAMMO NPOUHPOPMMPOBATL O PUCKE BOSHUKHOBEHUA peunamnsa
3a60/1€BaHNA X MOCOBETOBAaTb MM MOBTOPUTbL KAWHWUYECKYHO OUEHKY. [lauMeHTam TaKKe Heobxoammo
nopeKkoMeHA,0BaThb cAaTb 06pa3Lbl MOKPOTbI Yepes 6 1 12 mecALeB nocne 3aBeplieHnsn nedeHmsa. OauH obpasel,
Ma3Ka 1 KyNbTypbl MOKPOTbI COBMPAETCA NPU KaXKAoM Nocieayowem BUInTe.

9 KOHTpO.l'II: n ynpaelrieHue HeXenartesibHbIMU ABJIEHUAMU

KOHTpO/b ¥ ynpaBneHne HexenaTesbHbIMU ABAEHUAMM NPOBOAATCA KaK YacTb npoekTa «endTB» B KasaxcTaHe.
EskeMecAYHbIM KOHTPO/Ib NAaLMEHTOB OCYLLECTBAAET Bpad, Npoleawnii obydyeHMe No AUArHOCTUKE U NeYeHUto
HeenatenbHbix AsneHUn (HA). HexkenatenbHoe AB/eHWe 03HaYaeT He61aronpuUATHOE MeAULMHCKOE ABNEHWE Y
NnaumMeHTa WAM YYaCTHUKA KAMHUYECKOTO WCCNEAOBaHWA, MPUHMMAIOWErO JIEKAPCTBEHHbIM npenapaT, w
Heoba3aTeNbHO AOIKHO UMETH NPUYMHHYIO CBA3b C AAHHBIM IEYEHUEM.

Mpu ycTpaHeHun HA cnegyeT yuuTbiBaTb 6€30MACHOCTb M HEOBXOAMMOCTb NeYeHMsA MaumMeHToB. MoskeT
noTpeboBaTbCA OTMEHA UAN CHUXKEHME 403bl OLHOIMO UM HECKONIbKUX IEKAPCTBEHHbIX MPENapaToB, Bbi3BaBLUMNX
HA. MNpy 3ameHe NleKapCcTBEHHbIX CPEACTB, Bbi3BaBLMX HA HEOBXOAMMO yuuTbIBaTb KAMHUYECKOE COCTOSHUE U
baKTepmnonorMyeckuii ctatyc naumeHTos. NMonobHble peleHns MoryT 6bITb NPUHATLI TONIBKO NOC/E TLLATENbHOMO
usydeHua cnayyas. [Ona ycTpaHeHusa Haubonee pacnpocTpaHeHHbiX HA, CBA3aHHbIX C JIeKAPCTBEHHbIMM
npenapatamu, NpMMeHAEMbIMU B TPAAMLIMOHHbIX cxemax neveHna MJY-TB, cm. JonosaHumesnsHoe pykosoocmeo
K pekomeHdauuam BO3 no npozpammHomy edeHuro J1Y-TE.2 ina ycTpaHeHua Hanbonee pacnpocTpaHeHHbIx HA,
CBA3aHHbIX C HOBbIMU WU I'IGpEI'IpOd)VIJ‘IVIpOBaHHbIMVI NNEKapPCTBEHHbIMU MpenapaTamMmy, NpumMmeHAaembiMmn ONA
neyenna MJY-Tb, cm. KauHu4yeckoe u npozpammHoe pykosodcmeo endTB no se4yeHur nayueHmos c
npumereHuem Hosbix [1TI1 (http://endtb.org/resources/endtb-clinical-guide-v33).

HA cneayeT kKnaccMouuMpoBaTh B COOTBETCTBMM CO CTaHAAPTU30BaHHOM Tabanuel oueHKK, Hanpumep, Tabauua
OLLEHKM CTeneHu TaxecTn HA y B3poc/bIx U AeTei, paspaboTaHHan HauMoHaAbHbIM MHCTUTYTOM aNaepruyeckmnx u
MHPEKLMOHHbIX 3abonesaHmnit («Tabauua ouerHkn HA HUMAKU3»)* nan wkane creneHn Taxectun, paspaboTaHHOMN
opraHusaumeit «Bpaum 6e3 rpanmyy» (http://endtb.org/resources/pharmacovigilance). Bce HexenaTenbHble
ABNIEHMA, KOTOpble NPUBOAAT K BPEMEHHOW MM MOCTOSHHOM OTMEHe Mucciegyemoi Tepanuu, nognaexat
TLLATEIbHOMY KOHTPOO U AO/KHbI BbITb 3340KYMEHTUPOBAHbI.

9.1 TpepocTaBneHue oT4YeTOB O 6e3onacHoCTH

B pamkax npoekTa «endTB» B KazaxcTaHe HEO6X0AMMO BECTU BCO AOKYMEHTALMIO M OTYETHOCTb No 6e30mnacHoCTH.
O BO3HWKHOBEHMM Cepbe3HbIX HexenaTesnbHbix ABneHuit (CHA) cneayer HemegneHHo coobwaTtb
COOTBETCTBYIOLLEMY HaUMOHA/NbHOMY OpraHy no ¢apmMakoHaa3opy B COOTBETCTBMM C  HaLMOHAsbHbIM
pykoBoACTBOM (Hanpumep, B TeyeHue 72 vacos). CHA npeacrtaBnset cobon HebnaronpuatHoe MeauLMHCKOe
ABNEHMe, KoTopoe Npu nboi fose:

"  [PMBOAUT K CMEPTMU.
®  NpeacTaBAAeT yrpo3sy A/A KU3HM.

= TpebyeT rocnUTanusaLmMm Uan NPOANEHUSA CYLLECTBYIOLEN FOCMUTANN3ALUM.

" NPUBOAMT K NOCTOAHHOM UM 3HAYUTENBHON MHBANMAHOCTU/HETPYA0CNOCOBHOCTH.
"  ABNAETCA BPOXKAEHHOW aHOManueln pasBuTUA.

Mpu BO3HMKHOBeHUM Hfl, nccnenosaTtenb, OTBETCTBEHHbIN 33 OKasaHME MOMOLLM NaLMEHTY, AO/IKEH BHadane
OLUEHUTb CTEMeHb CEPbe3HOCTN AAHHOrOo ABAEHUA. B cnydae, ecnmn aBaeHne cepbesHoe, He0bX04MMO 3aMONHNUTD
dopmy CHSl M HanpaBuUTb ee rNaBHOMY UCC/eA0BaTENIO U B COOTBETCTBYHOLLME OpraHbl GapmakoHagzopa. Mpumep

3 [lononHUTeNbHOE PYKOBOACTBO K pekomeHaaumam BO3 no nporpammHomy segeHuio J1Y-Tb
(WHO/HTM/TB/2014.11). BO3, *eHesa: 2014 r.
http://apps.who.int/iris/bitstream/10665/130918/1/9789241548809 eng.pdf

4 Noppasgenexue no neveHnio CMNAI HauMoHaNbHOIO MHCTUTYTa annepriyecknx 1 MHGEKLMOHHbIX
3abonesaHuii. TabamLa oueHKK cTeneHu Taxectn HA y aeteit n B3pocabix. JocTynHa Ha http://rsc.tech-
res.com/safetyandpharmacovigilance/gradingtables.aspx
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dopmbl HAA MmoXHO HaitTh Ha BebcaiTe npoekTa «endTB» (http://endtb.org/resources).

10 OueHka ucxonoB rnevyeHus
HEKOTOpre I'IaLI,VIEHTbIMOFyT 6bITb pETpOCI'IEKTVIBHO MCKNKOYeHbl U3 aHa/In3a NCX0A408B ie4eHnA:

e [lauueHTbl, y KOTOPbIX 0BHapPYKEHA YCTOMYMBOCTb K MpenapaTam BTOPOro paaa Noc/ie Havyana KpaTKoCPOYHOM
CXeMbl iedeHus. MauneHTbl, KOTopble NONYYUAN pe3yabTaTtbl T/TY KyNbTypbl Yepes HECKOIbKO MecsLLeB nocae
Hayana KPaTKOCPOYHOM CXeMbl SIe4YeHUs, MOryT BbiTb NepeBeaeHbl Ha TPAAMULMOHHYIO CXEMY NeYeHUs. ITH
NaumMeHTbl AO/XKHbI BbITb UCKAOYEHbI U3 aHAAN3a UCxoaa fledeHus. HeobxoamMmo coobwmTb 0 KomyecTse
NoA06HbIX NALLMEHTOB W MPUYMHAX UX UCKIIOYEHUA U3 UCCNEeL0BaHMA.

e [lauMeHTbl, Y KOTOPbIX MPW BKAOYEHMM B MUCCNeOO0BaHME MOCEB MOKPOTbl 6bll OTpULATENbHLIA UK
npou3oLlana KOHTaMUHaLMA. Y MauMEHTOB C UCTMHHO OTPULATENIbHOM KyAbTYpOi MOXKET ObiTb C/IOXHO
onpesenntb KoHBepcUs KynbTypbl M pe3yabTaThl e4eHUA MOTYT 6bITb TPYAHbIMU A8 OLEHKU. B KayecTse
MCXOOHBIX Pe3y/IbTaTOB MOMKHO MUCMO/b30BATh aHAN3bI KYNbTyp, NOAyYeHHble B TedeHWe 90 gHel A0 Havana
nevyeHua. Heobxoammo coobwmTb O KOAMYecTBe NOZO6HbLIX NALMEHTOB M NPUUMHAX MX UCKAIOYEHMSA U3
uccaenoBaHus.

AHann3 NCXo40B NeYeHUss OCHOBAH Ha AOKymeHTe «OnpegeneHua M CTPYKTypa OTYETHOCTM Mo TybepKynesy
(pepakuma 2013 roga)», usgaHHoro BO3 B 2013 roay:

e l3neyeHue: feyeHne 3aBeplieHO 6e3 NoATBep:KAeHUs Heyaaun B nedeHuun, A TAKHKE Tpu mam 6onee
nocnefoBaTe/IbHbIX OTPULATE/IbHBIX MOCEBOB, B3ATbIX C pa3HULEl He meHee Yyem B 30 AHel B KOHLEe leveHums.

e JleyeHue 3aBepLUEHO: NeyeHmre 3aBeplieHo 6e3 noaTeepXaeHUa Heyaaum B nedennn, OAHAKO otcyTcTBytoT
3anucu ob oTpuLaTeNlbHOM pesysibTaTe Tpex Uan bosiee NocieA0BaTeNbHbIX MOCEBOB, B3ATbIX C Pa3HULEN He
meHee Yyem B 30 gHel B KOHLE NeYeHus.

e HeaddeKkTnBHOE NleyeHH : feveHne NpeKkpaLLeHo Man HeobxoaAMmo W3MeHTb Npuém asyx v 6onee MTN B
cXeme ie4eHmna Ha NOCTOAHHOWM OCHOBE BC/eACTBUE
®  OTCYTCTBMA KOHBEPCUM KY/bTypbl.
= HAKTepPMOOrM4ECcKon peBEPCUM NOC/E KOHBEPCUM KYIbTYPbl B OTPULLATENIbHYIO KYNbTYpY.

" HAaAWYUA NOATBEPKAEHHOW AOMNONHUTENbHOW NPUOBPETEHHON YCTOMUMBOCTU K GTOPXMHONOHAM UK
MHDBEKUMOHHBIM NpenapaTam BTOPOro paaa.

®  BO3HWKHOBEHMWA HEMXKENATE/IbHOrO ABNEHUA.

" pelleHus Bpaya NPeKpaTUTb IeYeHne Mo KPAaTKOCPOUHOM cxemMe 13-3a c1aboli peakuun Ha nedeHue.

e CmepTb: NaLMEHT ymep no atoboi npuynHe BO BPeMs eYeHUS.

e [loTepsa ona nocneaytolero HabAAEHUA: NALMUEHT, Te4EHME KOTOPOTrO NPEPbLIBANOCH B TeUeHWe 2 unun bonee
nocnenoBaTeNibHbIX MecaLeB. ([JaHHas KaTeropus NaLMeHTOB PaHee YYUTbIBANACh KaK OTPbIB OT JIeUEHUS).

e  Pe3ynbTaT He OLEHEH: NALMEHT, A1 KOTOPOro Pesy/bTaT IeYeHUsn He bbln ycTaHoBAeH. (K AaHHOM KaTeropum
OTHOCATCA NaUMeHTbl, NepeBeAEHHbIE B APYrYIO FPYNMNy Je4eHns; Te, YbM pe3yabTaTbl N1eYeHUA HEU3BECTHbI;
WK Te, AN KOTOPbIX KPAaTKOCPOUHAA cxema sieveHus bblna HefoCTynHa).

e VYcnewHoe sievyeHne: Cymma Cyyvaes C pe3y/ibTaTOM «MU3Ne4YeHUE» UK «1evyeHne 3aBepLleHo»

TepMMHbI KKOHBEPCUA» U «PEBEPCUA» NOCEBA ONPeLEeNAoTCA CAeayoWwmMmM 0bpasom:

e KoHBepcusa (40 OTPMLATENBHOM): CYMTAETCA, YTO NOCEB KOHBEPTUPOBAN B OTPULATENbHBIN, €C/M Ba 06pasLa,
nocnenoBaTe/IbHO OTOBPAHHbIE C pa3HULEN He MeHee Yem B 30 AHEN Apyr OT ApPYra, NOKaXKyT OTPULLATENbHbIN
pesynbTaT. B 3TOomM cnyydae gaToli KOHBEPCUMM CuMTaeTcs gata otbopa nepsoro obpasua, NoKasasLUEro
OTpULLATENbHbIN pe3yabTarT.

e Pesepcus (00 NONOKUTENBHOW): CUMTAETCA, YTO MPOU3OLLIA PEBEPCUA MOCEBA B MOIOKUTENbHBIN, €CU Nocne
nepBuYHON KOHBEpPCUM ABa 06pasLa, NocienoBaTe/lbHO OTOBPaHHbIE € pasHULEel He meHee Yem B 30 gHel
APpYyr OT Apyra, MOKaXyT MONOXWUTENbHbIN pe3ynbTaTt. JleueHe cuYMTaeTcs HeyAauyHblM, ecin peBepcus
NpPou30MAET Ha 3Tane NPOAO/IKEHMS.

«Peupnansupytowmin Tb» onpeaensnetcs Kak: 1) gga nocnenosatensHO COBPAHHbIX NONOXKMUTEbHLIX NOCEBA, UK

2) OoAuH NO/MIOXKUTENBHBIA NOCEB C KAMHUYECKUMU NPU3Hakamn “U CMMNTOMaMh U yxyauleHunem npu
PEHTreHON0r'M4YeCKomM O6CJ'IE,CI,OBaHVIVI nocne nsnevyeHnAa Uan 3aeeplleHna nevyeHua. O,EI,VIHO‘-IHbI17I NONOMKUTENbHbIN
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Ma3oK WM KynbTypa 6e3 KAMHWMYECKOro YXyALIeHWs Nnoc/ie 3aBeplleHMs JIeYeHUs He [aeT [0CTaTOYHbIX
[0Ka3aTeNbCTB ANA YyCTaHOBAEHMA peunamea Tb. Eciv 4OCTYyNHO reHOTUNMPOBaHWE, peumansupyowmii Tb moxet
6bITb Aanee KnaccudUUMPOBaH Kak 1) peunams, 2) peuHpuumpoBaHme unm 3) He onpeaeneHHas KnaccuduKkaums.

e Peunaus: N300ATbl, MOJYYEHHbIe BO XO4€e peLnanBUpyloLLLero anm3oaa UMEIOT TOT e reHoTun,
4yTO N U30MATbI U3 Nnepsoro anusoga MNY-Tb.

e PenHduUMpPOBaAHME: M30ATbI, MONYYEHHble B XOA4E PeUMAMBUPYIOLWEro 3MM304a U M30NATbl NEepPBOro
anusoga M/1Y-Tb numetoT pasHble reHoTUMbI.

e He onpepeneHo: HeAOCTAaTOUYHO MHPOPMALMM A/1A TOrO, YTODObI ONpeaenvTb, BbI3BaH /1M 3NU304, peunamsa
BO3BpaTOM 60N1E€3HU UK PENHOULMPOBAHMEM.

11 YnpaBneHue gaHHbIMU U MOHUTOPUHT MO NPOEKTY

[JaHHble 0 naupeHTe GUKCUPYIOTCA B CTAHAAPTHbIX KapTax JedyeHna u popmax HaumoHanbHOM nporpammsbl no
b6opbbe ¢ Thb, a Takke B popmax, Tpebyembix ansa npoekta «endTB» B KasaxctaHe. MHAMKATOPbI MOHUTOPUHTA
npusegeHbl B Nnase 2 lononHUTENBHOIO PYKOBOACTBA K pekomeHgaunam BO3 no nporpammHomy segeHuio J1Y-
T6.5

Llenn MOHUTOPUHIa NO NPOEKTY:

e (ObecneunTb 3aWMTy NpaB YesioBeKa W NPOBeAEHUE OMEpPaLMOHasIbHbIX UCCef0BaHUN B COOTBETCTBUM C
YTBEPKAEHHbIM NPOTOKO/OM.

e  Onpepenntb orpaHMYeHUA B AEHTUGUKALUKN AunL, C Nnogo3peHnem Ha MJTY-TB, B nccnefoBaHUAX MOKPOTbI
OMArHOCTUKE MaLMEHTOB C YCTOMUYMBOCTbIO K pudamnuuuHy, CBoeBpemeHHOM Habope nauMeHTosB,
npoBeAeHMN OUEHKM [0 Havana NevyeHua, WHULUMPOBAHUM nedveHua, BegeHun HA, MmoHuTOpuHre
pe3ynbTaToB B XO4e Ie4eHNA, HernocpeacTBeHHOM KOHTPOJIe Ie4eHUA NO MECTY NPOXKMUBAHUA, OTC/IEXKUBAHUN
nauMeHToB, HeOBPATUBLLIMXCA 33 NEYEHMEM, U OLLEHKE Pe3y/bTaToB JIeyeHus.

e Y6eanuTbCsa B TOM, YTO NpeacTaBAeHHble faHHble ABASIOTCA NOJIHbIMM, CBOEBPEMEHHBIMU U TOYHbIMM.

OT60p M Nporpecc B 1e4eHUM NaLveHTOB NPOBEPAIOTCA EXXEKBAPTA/IbHO KOMUTETOM, KOTOPbIM Ha3HavYaeTca Ans
AaHHOM uenv HaumoHanbHol nporpammoit no 6opbbe ¢ Th.

PesynbTaTbl MccnefoBaHMA NPeaoCTaBAAOTCA HALMOHAIbHbIM OpraHam 34paBoOOXPaHEeHUA, 3aMHTEPECOBaHHbIM
nvuam m bonee WMPOKOMY HayYHOMY COOBLLECTBY C Lie/Iblo OKa3aHUA BAUAHUA U COBEPLUEHCTBOBAHMUA IeYeHNs
M/Y-TE B cTpaHe 1 B mupe.

12 3awwmTa nogen, ABNAKOLWMNXCA CyObeKTaMmmu uccneaoBaHumn

[aHHoe wvccnenoBaHWe NPOBOAMUTCA B COOTBETCTBUM C MPUHUMNAMKU XenbCuHcKon [eknapauuu. poTokon
nccaeoBaHUA NPeACTaBAAETCA Ha PaCCMOTPEHME U YTBEPXKAAETCA MEeCTHbIM Habao4aTelbHbIM KOMUTETOM MO
3TMKe A0 Hayana onepauMoHasbHOro MccaefoBaHMA. HM OAMH NauMeHT He MOXET BbiTb BK/KOYEH B AaHHOe
uccaegoBaHue 4o NoaydeHus nccaegosarenem ero MHGopMmMpPoOBaHHOMO Cornacus.

5 [lononHWTeNbHOE PYKOBOACTBO C peKoMeHAaumammu BO3 B OTHOLIEHMM NPOrPaMMHOrO yrpasaeHus
TybepKyne3oMm, C NekapcTBeHHoM yctonumnsocTtbio (WHO/HTM/TB/2014.11). BcemunpHas opraHusauma
3apaBooxpaHeHusn, eHesa: 2014 r.
http://apps.who.int/iris/bitstream/10665/130918/1/9789241548809 eng.pdf
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