TakpIpbIObI: «AIEproTecT KOMErIMEH KYPBUIFaH TUIIOAIePTreH Il
IYE€TaHbIH OPOHXHAJIALI aCTMA €MI1HIH HOTHXKECIHE THIMILIIT

OPbIHOAFAH: MOPNCOBA XXAHCAA 101
TOIT
NEOVNATPUA



O3EKTIJIIT]

CTtaTuctuka bonbiHLLa anemae bananapgbiH
5-10nanbI3bl BpoHxmnangbl actTMagad 3apaarn
wereni. bananap aronusanelk bpoHxuanabl
acTMaMeH Xui ayblpaabl. OHbIH cebebi OpoHXx
©3€eriHIH TapblnyblHA SKeNITIH — annepruanbIk
peakuud. 9geTTe o dbananapabiH
NHranauusnblk annepreHaepmMeH Kapbim-
KaTblHACbIl Ke3iHae aamunabl. COHbIMEH KaTap
KiIlLULKEHTaW bananapna Taramabik
annepreHaep acepiHeH gamMmybl MYMKIH.



C¥PAK

bpoHxuangbl actmachkl bap bananapaa
anneprotecT KeMeriMeH rmnoannepreHal
aneTa Kypy eM HBTUXKECIH XaKcapTaabl Ma



P- Oponxuanabl acTMa JUarHo3bIMEH
IYCIIAHCEPIIIK €CENTE TYPFaH SKacKa
JCHIHT1 Oajtanap

[- a;mmeprorecT KeMeriMeH KypblUIFaH JUeTa
C-aHaMHE3 MAJIIMETTEP1 OOMBIHIIIA
KacallFaH JIueTa

O-TYHIIBIFY YCTaMaChl SITM30TapbIHBIH
a3arobl



MAKCATHb!

Anneprotect KeMerimeH 6poHxunangbl actma
anarHosbl bap bananapabiH AneTacbiHa
KoppeKums xacayablH €M HOTUXeCIH
XakcapTyfFa TMIMAINITIH aHbIKTay



TAICbIPMATAPBI:

1. bpoHxuanabl acTMa JUAarHO3bIMEH AUCIIAHCEPIIIK
€CeITe TypraH SKacKa JeH1HI1 OajlanapabiH T131MIH
xKacay.

2. Kesnencok omicrien 100 0amansl Tanaan any. Onap/bl
T€H 2TonKa 0o, 1-ToObIHA aJUIEPrOTECT OTKI3Y
aApKbLIbI KAl 3aTKa aJUICPrUsCchl Oap €KeHIH HaKThI
AHBIKTAY, 2-TONTHIH, AJUICPTUSACHIH AHAMHE3 KUHAY
ApPKbIIbl aHBIKTAY.

3. 2TONTHIH, J1a JUETACBIHAA aHbIKTAJIFaH ajIepreHAaep/il
IIIEKTEY.



ALLbIK
3epTTey




KapananbiM Ke30eNCOoK




SEPTTEY OTUKACDI:

-bananap — ys3Bumas rpynmna. Con ceOENTEH dTUKAIbIK KOMUTET
anJbIHAA 3epTTEy/l Oalanap/ia *KYpri3yalH MaHbI3AbLIbIFbL
TYCIHIIPUII].

-bapnbik OanamapablH aTa-aHACHIHAH YKOHE KaMKOpPIIbLIapbIHAH
aKIapaTTaHIbIPbUIFaH KEJIICIM aJIbIH/bI.

-bananappiH aTa-aHanapbl KE3-KEJIT€H yaKbITTa 3€pTTEYACH O0ac
TapTa ajaisbl.

-3epTTeyaiH Oana yIIlH )KoHE KOFaM YIIIH Maiackl TYCIHIIPLIIL.
-byJ1 3eprrey smuxanvix kKomumemner TaIKbUIAHBIM, KEI1CIM
AJIBIH/IBI.



SAFETY OF ADDING SALMETEROL TO FLUTICASONE PROPIONATE
IN CHILDREN WITH ASTHMA.

Abstract
BACKGROUND:

Long-acting beta-agonists (LABAS) have been shown to increase the risk of asthma-related
death among adults and the risk ofasthma-related hospitalization among children. It is
unknown whether the concomitant use of inhaled glucocorticoids with LABAs mitigates
those risks. This trial prospectively evaluated the safety of the LABA salmeterol, added to
fluticasone propionate, in a fixed-dose combination in children.

METHODS:

We randomly assigned, in a 1:1 ratio, children 4 to 11 years of age who required

daily asthma medications and had a history ofasthma exacerbations in the previous year to
receive fluticasone propionate plus salmeterol or fluticasone alone for 26 weeks. The primary
safety end point was the first serious asthma-related event (death, endotracheal intubation, or
hospitalization), as assessed in a time-to-event analysis. The statistical design specified that
noninferiority would be shown if the upper boundary of the 95% confidence interval of the
hazard ratio for the primary safety end point was less than 2.675. The main efficacy end point
was the first severe asthma exacerbation that led to treatment with systemic glucocorticoids,
as assessed in a time-to-event analysis.

RESULTS:

Among the 6208 patients, 27 patients in the fluticasone-salmeterol group and 21 in the
fluticasone-alone group had a serious asthma-related event (all were hospitalizations); the
hazard ratio with fluticasone-salmeterol versus fluticasone alone was 1.28 (95% confidence
interval [Cl], 0.73 to 2.27), which showed the noninferiority of fluticasone-salmeterol
(P=0.006). A total of 265 patients (8.5%) in the fluticasone-salmeterol group and 309 (10.0%)
g;gq[fltit(i)cl?sone-alone group had a severe asthma exacerbation (hazard ratio, 0.86; 95% Cl,

: 01.01).

CONCLUSIONS:
In this trial involving children with asthma, salmeterol in a fixed-dose combination with
fluticasone was associated with the risk of a serious asthma-related event that was similar to

the risk with fluticasone alone. (Funded by GlaxoSmithKline; VESTRI ClinicalTrials.gov
number NCT01462344 ).



BEANANAPOAFbLI BPOHXUANOLI ACTMAHbI
EMOEYAE ®NYTUKA3OHFA CANIbMETEPOJ
KOCY TUIMAI ME?

P- bpouxuanabl actMackl 0ap 4-11>kactarsl
Oasanap

I- nyTMKasoH+canbMeTepon
C- qonyTMKasoH
O-aCKbIHYJIApIbIH a3a0bI



PaHOOMN3NPOBaHHbIN

1 TaHpay: KapananbiM Ke3Oencok



