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Tema: 9 PeKTUBHOCTb MHransALMOHHbIX
KOPTUKOCTEpPOU[oOB COBMECTHO C
MOHTEJIYyKacToOM MNpu Jfie4eHUn OpoHXMaribHOun
aCTMbl C UHTEPMUTUPYIOLLMM Te4YeHNEeM B
CpaBHEHUU C file4eHUEeM TOJIbKO
MHransuMoHHbIMU KOPTUKOCTEpOnaamMu

« BbinonHuna: Tumnpranuesa MapuaHHa
e CneunanbHOCTb: NeguaTpus
» [1lpoBepuna: KowumarambetoBa I.K



OnpepeneHune

* bpoHXxnanbHasa acTmMma — reteporeHHoe
3aboneBaHue, xapakTepusyeTcs
XPOHNYECKUM BOCMarneHneMm abiXaTenbHbIX
nyTeun, accoummpoBaHHOE C
rmneppeakTMBHOCTLIO OPOHXOB. [GINA,
2017].

* PIIP3 (PecnyOnukaHnckuii IeHTp pa3BuTud 3apaBooxpanenus M3 PK)

Bepcusi: Knuanueckue nporokonst M3 PK —2017r.



AKTYyarnbHOCTb

* 235 MJIH 4eJIOBEK BO BCEM MHPeE CTPAJAaroT 0T 3TOr0
3a00j1eBaHust. COMIACHO MUAEMHUOJOTHYECCKUM U
NJIMTEeJbHBIM HA0II0AeHusIM, OpemMsi BA pocJio 3a

npomexmue 30 jgeT, 0COOEHHO cpeau JIIoael ¢ HU3KUM U

cpeaHum aoxoaom. IIpodsema BA y nereid Ype3BbIYANMHO

aktyajgbHa. B 2011 r. Ha coBemanuu OOH mno
HeMHpeKIMOHHBIM 3a0oeBanusaM (Noncommunicable
Diseases — NCDs) BHuMaHue 0Ob1JI0 COCPEI0OTOUYEHO HA
yBeJInueHue yrpo3ol bA u apyrux HeMH(QeKIUOHHbIX
3200J1eBaAaHUH IV1002JIbHOMY 310POBbI0, COLIUAIBHOMY

0J1aronmoJIy4u0 M 3KOHOMHUYECKOMY Pa3BUTHIO.

* http://www.fesmu.ru/elib/search.aspx?author=%22%C3%E5%
EF%EF%ES5%20%CD.%C0.%22



Llenb

* I3yunTb BbICOKYIO 3P (PEKTUBHOCTb
MHransauMoHHOU Tepanuun
KOpTUKOCTEepoOuagamMum C MOHTENTyKacToOM
npu neYeHUN y oeTemc
MHTEPMUTUPYHOLLUM TEYEHUEM
OpoHXMaribHOM acTMbI B Bo3pacTe OT 4
neT Ao 15 net B CpaBHEHUMU TOSNbKO
UIMKC ana ymeHbLeHUA nnu
KynmpoBaHUa CUMNTOMOB
AblXaTesibHOU HeJo0CTaTOYHOCTU U
OPOHXOOOCTPYKTUBHOINO CUHAPOMA,
nonvyeHua anmtenbHOU pemMmuccuun



3agayu

OTobpaTthb 100 AeTen 60NbHbLIX OpOHXUarIbLHON
aCTMOM C UHTEPMUTUPYIOLLUM TEYEHNEM B
BO3pacTe oT 4 neT Ao 15 net

UccnepnoBaHue OyaeT npoBoAUTLCA B TeHEHUM
roga

Onpepennutb OCHOBHYIO rpynny ( NpMMeHeHue
UHransuMoHHbIX KOPTUKOCTEPOUOOB ( B A03€
0,1Mr/Kr- a3po30si1) C MOHTENYKacTOM (5mr
KeBaTesibHOM TabneTKu)

OnpeaennTb KOHTPOSbLHYIO rpynny (
NPUMEHEeHNEe UHIaNALMUOHHbIX
rMIOKOKOPTUKONAOB — 0,1Mr/Kr, a3po305in)



[1n3avH

e PKU (100 peTten c OpoHXmnanbHOU
aCTMOM C UHTEPMUTUPYHOLLUM
TeyeHMemM B Bo3pacTe c 4 net o 15 net
Obinu paspgeneHbl Ha 2 rpynnbl Mo 50:
nepBas rpynna «crnydyam» npuHUManm
MHranaAunoOHHbIN KOpPTUKOCTEpOMA +
MOHTENYyKacT B BO3PACTHbIX
AO03UpPOBKax, a BTopas rpynna
«KOHTPOSb» MPUHUMAnNu
MHransaAunoHHbIN KOPTUKOCTEpoOuA



Bbibopka

e [IlpocTas cny4vyanHasa Bbibopka ( 100
aeten ¢ OpoHXmMarbHOM aCTMON UMENN
paBHble LUaHCbl ObITb OTOOPaAHHbLIMM.
Kaxxgomy npucBauBancs Homep,
HauYuHasA c 1, 2, 3 U Tak ganee. 3arem
HOMepa OTOMpanuchb criy4amHo 4yepes
Tabnuuy cny4yamHbIX Yucers, 4o Tex nop,
NoKa He OOCTUITU XXeJflaeMoro pasmepa
BbIOOPKU



Kputepumn BKNo4YeHUS

e [leTuc 4 o 15 net

e [leTn 6bonerwwme 6poHXUanbLHON
aCTMOM He MeHee 2 X neT

e [1eT C UHTEPMUTUPYIOLLUUM TEYEHUEM
pebeHOK B CO3HaHUe, MOXXeT roBOPUTbD,
XpUnbl HENOCTOSIHHbIE,
NynbCOKCUMeTpuUsa 295%, ymepeHHas
TaxukKapausd, HeT LMaHo3a;

e [leTn, y KOTOPbIX NPUCTYN MeHee 1 pa3a
B MecSL



Kputepum ncknoveHus

deTtun mnaguwe 4x net, ctapwe 15 net

[eTn co cpeaHeTAXeNbIM Te4eHNeM OPOHXUaNbLHOMN
acTMbI( He 3KUNUpYyOLeecHa NPUCTYN B Te4YeHUe CYTOK,
HeCMOTpPSsl Ha aAeKBaTHYH COYeTaHHYI Tepanuio
rMIOKOKOPTUKOCTEPOMAAMU B COMETAaHNU C
OpoHxogunaTtatopamu. [lynbcokcumeTpus 2 92%)

[JeTn c TaxenbiM o60CTpeHUeM (yrHeTeHMe CO3HaHuUS,
COHJINBOCTb, Pe0EeHOK MOXeT roBOPUTb OTAESIbHbIE
CIioBa, YacToTa nynbca 2200 ya/mMuH (0o 3-x net) nu 2180
yAa/MuH ( 40 4-5 neT), BbipaXXeHHbIN LNaHo3.
NMMynbcokcumeTpusa < 92%)

OeTn y Koro umerotcst No6o4YHbIe 3P PeKTbl OT BBOANMbIX
feKapCTBeHHbIX CPeAcTB

[eTn c acTMaTU4YeCKUM CTaTyCOM
[eTun c TaXXenbiMM CONYTCTBYHOLWMMM 3a00neBaHNAMMU
[eTun c BnepBble BbIABNEHHON OPOHXMaNbHON aCTMOM

OeTtn c npuctynom 6onee 1 pa3sa B MecsL, He MeHee 2 pas3
R Henenkkn



OTU4YecKme acneKkTbl

* OpobpeHo KO
* [lony4vyeHune OT 3aKOHHOrO NpeacTaBUTeENd
MHJOPMUPOBAHHOIO COrfacus ¢ NOSIHbLIM PacKpbITUEM
BCEW HEOOXOaANMOWN MHJOpPMAaLIMK Ha OOCTYNHOM A3bIKE
(KpYNHbIN WWPUET)

* [1paBo oTKkasaTbCA OT KIMMHUYECKOro NccneaoBaHus Ha

nobown ctagmm

« [lenctBuma B UHTEpPECaxX NauneHTa
* [lonesHocTb ANs nauneHTa n ang odwecTea
* KoHheanumanbHOCTb

* Oka3aHue becnnaTHON MeagULUUNHCKOW
KBannMdnUnpoBaHHOW NOMOLLN B crnyvae yxyaLeHuns
oOLLEero COCToOAHUS



lccnepoBaTenbCKU BOMpPoC

« HacTtynaeT nu ganutenbHasa peMmuccus
(0) ObICTpee Npyu NPUMEHEeHUN
MHranaAu4MoOHHOIro KOpTUKocTepomaa c
MOHTeJIyKacToM(i) No cpaBHEeHUIO C
NPUMEeHeHNEeM UHransuMoHHOro
KopTukoctepoupa (C)y aetenc
MHTEPMUTTUPYHOLLUM TEYEHUEM
OpoHXMarnbLHON acTMbl B BO3pacTe Cc 4
nert go 15 net(P) ?



PICO

* P- A€ty C UHTEPMUTUPYOLLUUM
TeyeHuem OpoHXuanbLHOU aCTMbI B
Bo3pacTe c 4 neT A0 12 net

* | - MHransALMOHHbLIN FMIOKINKOPTUKONA+
MOHTeJIyKacT

e C — NHransIUMOHHbIN MIOKOKOPTUKOUA

e O - ObICTPOE BbI3OOPOBNEHME,
nony4yeHve onuUTesibHOU peMnccumn
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Serious Asthma Events with Budesonide plus Formoterol vs. Budesonide Alone.
Peters SP!, Bleecker ER?, Canonica GW?, Park YB?, Ramirez R, Hollis S?, Fjallbrant
HY, Jorup €I, Martin UJ™.
Author information
Abstract

BACKGROUND:

Concerns remain about the safety of adding long-acting B2-agonists to inhaled
glucocorticoids for the treatment of asthma. In a postmarketing safety study mandated
by the Food and Drug Administration, we evaluated whether the addition of formoterol
to budesonide maintenance therapy increased the risk of serious asthma-related events
in patients with asthma.

METHODS:

In this multicenter, double-blind, 26-week study, we randomly assigned patients, 12 years
of age or older, who had persistent asthma, were receiving daily asthma medication, and
had had one to four asthma exacerbations in the previous year to receive
budesonide-formoterol or budesonide alone. Patients with a history of

life-threatening asthma were excluded. The primary end point was the first

serious asthma-related event (a composite of adjudicated death, intubation, and
hospitalization), as assessed in a time-to-event analysis. The noninferiority of
budesonide-formoterol to budesonide was defined as an upper limit of the 95%
confidence interval for the risk of the primary safety end point of less than 2.0. The
primary efficacy end point was the first asthma exacerbation, as assessed in a
time-to-event analysis



RESULTS:

A total of 11,693 patients underwent randomization, of whom 5846 were
assigned to receive budesonide-formoterol and 5847 to receive budesonide. A
serious asthma-related event occurred in 43 patients who were receiving
budesonide-formoterol and in 40 patients who were receiving budesonide
(hazard ratio, 1.07; 95% confidence interval [Cl], 0.70 to 1.65]);
budesonide-formoterol was shown to be noninferior to budesonide alone. There
were two asthma-related deaths, both in the budesonide-formoterol group; one
of these patients had undergone an asthma-related intubation. The risk of

an asthma exacerbation was 16.5% lower with budesonide-formoterol than with
budesonide (hazard ratio, 0.84; 95% Cl, 0.74 to 0.94; P=0.002).

CONCLUSIONS:

Among adolescents and adults with predominantly moderate-to-severe asthma,
treatment with budesonide-formoterol was associated with a lower risk

of asthma exacerbations than budesonide and a similar risk of

serious asthma-related events. (Funded by AstraZeneca; ClinicalTrials.gov
number, NCT01444430 .).

Commentin

Adding formoterol to budesonide did not increase serious asthma events and
reduced exacerbations. [Ann Intern Med. 2016]

PMID: 27579635 DOI: 10.1056/NEJM0al1511190
[Indexed for MEDLINE] Free full text




METOLDbI:

B 3TOM MHOroLeHTPOBOM, ABOMHOM CIIENOM 26-HEeAeNlbHOM UccnegoBaHnm Mol
cnyvyanHbiM 0bpa3oM Ha3Ha4vyanu NauneHToB B BO3pacTe 12 feT un cTaplue, KoTopble
NMESN MOCTOSAHHYIO acTMYy , NosyYanu eXXeaHeBHbIe NleKapcTBa OT aCTMbl U UMENn
OAMH-YeTbIpe 000CTPEHNS acTMbl B MPOLLIOM FroA4Y AN NonyvyeHust OyaecoHna-
doopmoTepon unu dyaeconna. lNauneHTsl ¢ UICTOPUEN OnacHoOW Ans

XXWU3HW acTMbI BbINU UCKNOYEHI. [epBnYHaga kKoHe4YHasa Tovka Oblna nepeoun
Cepbe3HON acTMON(CocTaBHadA YacTb BbIHECEHHOW CyAMMOCTU, MHTYBauns n
rocnnTanusaums), Kak OLeHNBAETCS BO BpeMs aHanusa cobbiTnn. HepaBHOMEpPHOCTb
bynesoHna-popmoTepona K byaecoHnay onpeaensinach Kak BepxHun npegen 95% -
HOro JOBEPUTENBHOIO MHTEPBaNa Ans pucka KOHEYHOW TOYKM NEPBUYHON
6esonacHocT MeHee 2,0. [TepBUYHON KOHEYHOW TOYKOW 9D EKTUBHOCTM BbINO
nepBoe 060CTpeHNE acTMbl , KOTOPOE OLEHNBANIOCh BO BPEMS aHanm3a cobbITU.

PE3YJIbTATbI:

B obuwen crnoxHocTtn 11 693 naumeHTa NoAgBepPrincb paHaoMmmsaunm, N3 KOTopbix 5846
ObInNy Ha3Ha4yeHbl ANnsa npyemMa bygecoHna-popmoTtepona v 5847 ons npyema
bynecoHnaga. Cepbe3Hoe cobbiTUe, CBA3aHHOE C aCTMOU, UMENo MecTo y 43
naumeHToB, Nony4yasLunx byaoecoHna-goopmoTepon 1y 40 NaunMeHTOB, NOMyYaBLLUNX
byaecoHu (oTHoLWeHne puckos, 1,07, 95% noseputenbHbin nHTepBan [[], 0,70 oo
1,65]); bblno nokasaHo, 4to 6y,£l,eCOHI/I,EI, (POpMOTEPON HE OTNMYAETCS OT

6y,u,e00vaa bbinn gBe cmepTn, CBA3aHHbIE C aCTMOW , KaK B rpynne dyaecoHna-
(popMoTEPONA; OAUH M3 STUX NALNEHTOB NOABEPICS VIHTy6aLI,I/II/I

CBsi3aHHOM C acTMOW . PUck oboCcTpeHust acTMbl Oblf Ha 16,5% HMXe ¢ ByaecoHua-
dopmoTeporom, 4em ¢ bygecoHngom (koadbdpuuneHT pucka 0,84, 95% [1A, 0,74-0,94, P
= 0,002).



lccnepoBaTenbCKU BOMpPoC

e [lpBOANT NN K CHUXKEHUIO 00OCTpPEHUS
acTMbI cpeau NoAPOCTKOB cTaplue 12
yfleT C aCTMOU YMEepPEeHHOU U TAXerioun

CTEerneHbK JievyeHue
oyanecoHuna+opmoTeposn B CpaBHEHUN
CO CTaHAApPTHOU Tepanueun TorbKO
oyaecoHngom?



PICO

* P-paeTu cTaplue 12 neT c ymepeHHou
cTeneHbIo acTMbI

e | - Oynecouna+ chopmorepon
e C-TONbKO OyaecoHup

e O - oTCcyTCTBME ODOCTPEHUSA B TeYEeHUMU
ANUTenbHOro npeuoaa



INnTepatypa

* PLIP3 (PecnybnukaHcknn UeHTp pa3BuUTuA
3apaBooxpaHeHna M3 PK)
Bepcusa: KnuHnueckme npotokornbl M3 PK —
2017

e https://cyberleninka.ru/article/n/aktualnost-p
roblemy-bronhialnoy-astmy-u-detey.pdf

* https://www.ncbi.nlm.nih.gov/pubmed/2757
9635




