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Kalwenb? bpoHXiT?

bpoHxunpe

& nonerwye BigKaltoBaHHA?

f&) yCcyBa€ 3anaJjieHHs?

&) 3BMEHLWYE Hanaan Kawso?

Bponxunper®. NokazaHHa ANA 3acTOCYBaHHA: NiKyBaHHA 3ananbHuX 3aXBOPIOBaHb BEPXHIX Ta HUMHIX AWXanbHWX WNAXIB, 30KPEMa rocTporo Ta XpoHivHOro BpoHXiTY, WO CYNPOBOAXKYETLCA YTBOPEHHAM

MOKPOTHHHS Ta KawneM. fo3ysaHHA: BpoHxunper™ cupon 50mMn., 100 mn. itk Bia 1 poky Ao 5 pokis = 3,2 Mn. 3 pa3u Ha aedsb. ity Bia 6 go 11 pokis - 4,3 Mn. 3 pa3u Ha aeHb. Jitv Big 12 pokie Ta gopocni

5,4 Mn 3 pasu Ha AeHs. Bponxunper® Tabn. N? 20, N2 50. fitv Bia 12 pokie Ta Aopocni npuidMatoTe no 1 Tabnetui Ha 3 pasu Ha AeHb. MpoTunokasanHa: MigsuileHa iHAMBIAyansHa YyTAUBICTb A0 KOMMNOHEHTIB

npenapary. OcobnMBOCTI 3acCTOCYBaHHA: HE PEKOMEHAYETLCA 3aCTOCOBYBATH MNiA Yac BariTHOCTI Ta roaysaHHs rpyanio. Mobivki edexTn: v NooAMHOKWX BUNaAKax nigBULLEHa YyTAWBICTE WKIPK, WNYHKOBI

PO3Naau Ta aneprivHi peakuii.
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Ans posMilledHs y cneuianizoBaHmx BUAAHHAX, NPU3HAYEHWX ANA MEAWYHWX YCTaHOB Ta NiKapie, a TakoX ANS PO3NOBCIOAKEHHS HA CeMiHapax, KOoHtepeHuiax, cuMnosiyMax 3 MeandHoi TemaTuku. Matepian

MPU3HAYEHWIA BUKAKOYHO ANS crneuianicTie y ranysi oXopoHu 340poB’s.
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MYNbMOHOJIOrIA

PE3VYJIbTATU AOCIIAXEHHSA

HoBellwue uccneqosanug nogmeepxgalom mepanesmuyeckyto
JfihexmusHocmb npenapama bponxunpem®

[ aHHbIe KNTUHNYECKUX UCCeaoBaHUN

CoBpemeHHble pacTuTesibHble JIEKAPCTBEHHbIE CPEACTBA MOryT 3aHATbL IMAUPYIOLLUE NO3ULUKN
B NPOPUIbHbIX 06NACTIX NPUMEHEHUS HE TOJIbKO HO OCHOBOHUM HAKOMJIEHHOTrO
NOJIOXKUTENBHOrO TEPANEBTUYECKOro ONbITA, HO U 6Gnaroaaps pe3ynbTaram Hay4HbIX
uccnegoeaHum. NMogreepxxaeHnEM 3TOMyY CIYXXAT KJIIMHUYECKUE UCCIEeAOBAHMS,

B KOTOPbIX usyuanacb 3¢p¢peKTUBHOCTL NpenaparoB BpoHxunpet® cupon u Bpouxunper® tabnertku,
NOKPbITbIE 060JIOUKOM, MPU OCTPOM BPOHXUTE, O TAKIKE UX NEPEHOCUMOCTD.

«byaronapst CEKpeTOJIUTUYECKUM, CTAa3MOJUTUYECKUM
1 TPOTUBOBOCIAJIMTENbHBIM CBOMCTBAM (hUTOMpenapaThl
B [TOCJIEIHEE BPEMSI 3aHUMAIOT JIMIMPYIOIIUE TO3U LIV Y CPeNn
JIEKapCTBEHHBIX CPEACTB JJIST CAMOCTOSTEBHOTO TIPUMEHE-
HUS MallMeHTaMU TPU Kalljie, 00yCI0BICHHOM OCTPBIMU
pecpaTOPHLIMU BUPYCHBIMU 3a00JIeBAHUSIMU», — OTMEYaeT
nynasmoHoutor Iletep Kapnoc (r. ®pankopypt, 'epmanus),
MOAYEepPKUBasI, UYTO MPEUMYILECTBA PACTUTEIbHBIX JIeKap-
CTBEHHBIX CPECTB MOAKPEIJIEHbI pe3yJbTaTaMu MPOBEIEH-
HBIX PAaHJIOMU3UPOBAHHBIX MJ1a1e00 KOHTPOIUPOBAHHBIX
UCCIIEJOBAHU.

Hoxrop I1. Kapnoc — aBTOpUTETHBII 9KCTIEPT B 9TOM OT-
paciiu, UM ony0JMKOBAHO MHOXECTBO HayuHbBIX paboT O Jie-
YeHUU 3a00JIeBAHU A, COTTPOBOXIAIOLIMXCS KAllIeM; KpoMe
TOTO0, OH YYaCTBOBAJI B pa3paboTKe HECKOIbKUX TepareBTH-
YeCKUX CTaHIAPTOB HAa OCHOBE IMTPUHIIMIIOB JOKA3aTeIbHOMI
MeAUIUHBL. «OTHO3HAYHBIM 10Ka3aTeIbCTBOM 3(PHEKTUB-
HOCTU MEIMKAMEHTOB BOOOILIE U CPEACTB [IUISI YCTPAHEH U
KalllJisl B YaCTHOCTH SIBJISIIOTCSI PE3YJILTATHI IBOMHBIX CJle-
MBIX PAHIOMM3UPOBAHHBIX MJale00 KOHTPOJIUPOBAHHBIX
Hccae0BaH U, MONOOHbIE UMEIOILIMMCS B HACTOSIIIEE BPEM ST
115 ripenapaTta bponxumnper®», — oobsacuser I1. Kaproc.

Jern moodar cupon Bponxunper® 3a npusATHBIii BKYC,
POIMTEIH NPEXKIe BCEro BCOMHHAIOT O MOJIOKHTETbHOM
OnbITe MPUMEHEHUST U 0TMEYAIOT XOPOIIYI0 MePEeHOCUMOCTb.
Bpauam u ¢papmaneBTaM, NOMHUMO 3TOT0, H3BECTHBI Pe3Y.ib-
TaTbl HAYYHBIX HCCJIEA0BAHMIA, MOATBepKAaOMNUX 3¢ dek-
THBHOCTb mpemnapara. Tak, Ha0J01eHNe 32 MPUMEHEHHEM
npenapara npu JieYeHHH JeTeil MOATBEPKAAET COKpAIIEHHE
noKa3sareJieid 110 IKaJie TSXKeCTH cumMnToMoB oOponxuTa (BSS)
yepe3 4 u 10 aHeii oT HAYa A Tepanum.

JIBa paHIOMHU3UPOBAHHBIX ABOMHBIX CJIEMBIX TJa-
11600 KOHTPOJMPOBAHHBIX UCCIENOBAHUS, TTOKAa3aBIINUX
BecbMa yOenuTeJbHbIE PE3YJbTAThl, ObIJIU MPOBEIEH b
B cooTBeTcTBUU co cTaHaapToM GCP (Good Clinical
Practice). B ucnbiTanusix usyuaauchb 3(pheKTh npe-
napatoB bpoHxunpet® cupor (Ha OCHOBE CIeLHaIbHOTO
akcTpakTa TuMbsiHa BNO 1561 u crieninaibHOro 9KCTpakTa
rotia BNO 1511) u Bponxunper® tabieTKu, MOKPHITHIE
000J104KO (Ha OCHOBE CIeIMaJbHOTO CYXOTro 3KCTpaKTa
tuMbssHa BNO 1018 u cneninaabHOro CyXxoro 3KCTpakra
nepsouBeTa BNO 1535); moka3aHo, YTO MHTEHCUBHOCTh
aHaJIM3UPYEMbIX CHMIITOMOB ITPU MTpYeMe YKa3aHHOTO Cpeji-
CTBa B TeUEHUE HECKOJIbKHUX AHEl CYIIECTBEHHO COKpallia-
Jlach MO CPaBHEHUIO C TAKOBOM MPU MPUMEHEH MU Mialeoo.

Bce 3aBucur ot 3kcTpakra. Komnanusa «bunonopuka»
MOJIyYaeT U MCNOJIb3yeT HCKTIOYNTEIBHO OTpeieIeHHbIe
crelHaJbHbIe IKCTPAKThI. KayecTBO KOHTPOJIMPYeETCS XpoMa-
TorpadmueCKMMHU U APYTHMHI METOAAMH aHAJIN3A.

3HauHTEbHOE COKPAIEHNE KOJTHYeCTBA MPUCTYNOB KA.
JluarpamMMa JeMOHCTPHPYET OTHOCHTEJbHOE COKpaIleHne
KOJIMYEeCTBA MPUCTYNOB KAILISA B TEYEHHE CYTOK, ONpe/ieeH-
Hoe Ha 7, 8-ii u 9-ii 1eHb Jle4eHnss B CPABHEHUH C MOMEHTOM
HaYyaJaa Tepanum.

B uccrenoBaHUSIX MpUHUMAIH yIacTHE B3POCITbIC TTAIIH-
eHThl (N=361 B KaxXJ0M) ¢ OCTPBIM OpOHXUTOM. Kputepu-
SIMM BKJTIOYCHU S OB TUTIEPCEKPEIIST CIU3U B OPOHXAX
B TCUCHUE HE MeHee YeM 2 THEeM, a TaKKe ee 3aTpyaIHEHHOe
orxoxjaeHue. Kpome toro, nmo mkaiie BSS, orpaxaromeit
CTEeTICHb BBIPAXKEHHOCTY TUTTMYHBIX CHMIITOMOB OPOHXHUTA,
MalMeHThl JOJKHbBI ObLIIM HAOpaTh HE MeHee 5 0aJlyioB.

B xone nccnenoBaHust yYaCTHUKHU ITOACYUTHIBATIN KOJTMYE-
CTBO MPUCTYIIOB KaIIISl B TeYeHHE CYTOK, a TAKIKE BeJIU JHEB-
HMK, B KOTOPOM (DMKCHPOBAJIM CBOE CAMOYYBCTBUE, HAIIPHMED
HapyILeHUS CHa, CBSI3aHHBIC C KaIJIeM, U 3aTPYJIHEHHOE OT-
XoxaeHue MoKpoThl. Yepes 4 u 10 qHeii 1e4eHUs COCTOsSIHUE
MalMeHTOB OLIEHUBAJIOCh Bpayamu 1o 1kaje BSS.
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CTaTUCT4ECKN 3Ha4YMMOe OT/INYME Pe3ysbTaToB MPUMEHEHNS
mexay ¢huTonpenapaTom 1 nnayeeo.

Puc. 1. UsmeHeHme yacroTbl MPUCTYNOB KaLuns B Te4eHUe CyToK

B tedenue 1-x cyTok HabOI0AeHMSI yYaCTHUKAM UCCIEH0-
BaHUS IPUXOIUJIOCH B CpeIHEM 26 pa3 HaXKMMAaTh KHOIIKY
Ha creuMraJbHOM cueTunkKe, GUKCUPYS MPUCTYI Kallsl.
OnHako yxe Ha 2-ii ieHb Teparnuu 00JbHble, MOJYyYaBLINe
bpouxurmnpet®, geaanu 9T0 pexe, YeM YYACTHUKHU IPYIIIIbI
nnaue6o. Ha 4-it neHb nmpu npueme cuporna u Ha S5-i 1eHb
MpU MPUMEHEHU U TabJETOK 3TO pa3jnMyue cTajo CTaTu-
CTUYECKU 3HAUMMBbIM. B TeueHue Bcero nepuoja JeueHmst
B IpYyTIINe MalleHTOB, IMOJTYYaBIINX TECTUPYEMBII ITperapaT
C COOTBETCTBYIOLIEH KOMOMHALIMEN 1eMCTBYIOIIMX BEILIECTB,
KOJINYECTBO MPUCTYMOB KallJIsl B CYyTKU COKPAaTUIOCh Oojiee
YyeM Ha JiBe TpeTH (puc. 1).

IIpu npueMe cnemuaabHBIX KCTPAKTOB THMbSIHA
M ITI0MA KOJMYECTBO MPUCTYNOB KALLIS B CYTKH y Na-
IHEHTOB YMEHbUIAIOCH 3HAYNTEIbHO ObICTpEE, YeM NPH MpH-
eme mianedo. CokpaieHne KOJIMIeCTBA MPUCTYNOB BABOE
y 50% nmanueHTOB MPOMCXOAMJIO HA 2 ITHSA paHbIIe,
YyeM B rpynme mianeoo.

BaxHeiinmum kputepuem olleHKU 3G GHEKTUBHOCTH Te-
panuu Mpu OCTPOM OPOHXUTE SIBJISIETCS MEPUOI BPEMEHH,
3a KOTOPBII KOJMUYECTBO MPUCTYIIOB Kallljisg B cyTKu y 50%
MalMeHTOB COKpallaeTcs B 2 pa3a. B o6oux ucciaenoBaHusIxX
y HaOIo1aeMbIX O0JbHBIX, MMOJAyYaBInX bpouxumnper®,
3TOT 3G eKT AoCcTUTANCS Ha 2 THS paHbllle, YeM B TpyMIax
nnane6o. O6iiee yayunieHue coctosHus y 80% MCHbITy-
€MbIX B X0Jie 000MX UcCCaeN0BaHU I OblJIO 3aDMKCUPOBAHO
yXe uepe3 4 nHs Tepanuu. B rpynmnax nianebo, rae yyact-
HUKMW HE MOJIyYaau pacCTUTETbHbIX JEUCTBYIOINX BELIECTB,
CTOJIb 3HAYUTEIBHOTO KOJMYECTBA OTBETUBIIMX Ha Tepa-
TIMIO He OBIJTO 3aperucTpupoBaHo gaxe depes 10 qHeit e-
yeHus (puc. 2).

CorocTaBUMbIMU ObLIW W OTJINYMS B U3MEHEHUSIX TIOKa-
3aTesieid 1o 1mKajae CMMITOMOB OpoHxuTa. Eciu B Hauase
HCCIeI0BaHMSI OLieHKa 1o mkajie BSS B cpenHeM cocraBisiia
8 0aJJI0B, TO HA MOMEHT 3aBEpLICHUS UCIIbITAHUS (TO €CTh
yepe3 10 mHeit) 3TOT MoKa3areIb COKpaTHiICcs 10 1,6 6anna
y y4aCTHUKOB, mojydaBmux bponxunper® cupor,
u 1o 1,7 6anna y nauveHToB, IpUMHUMaBIIMX Bporxumnper®
TabJeTKH, MOKPbIThIE 06os0uKoit. UTOo KacaeTcs rpynn
niauebo, To 3A€Ch TSIXKECTh CAMITOMOB CHU3UJIACH JIUIIIb
1o 3,3 u 3,5 6a1a cooTBETCTBEHHO (puc. 3).

IMTpomeMOHCTpUPOBAHHBIE Pe3YJIbTAThI OBIIN yOe M-
TeJbHBI HEe TOJIbKO Jist fokTopa [1. Kapnoca. B xypHane
NaturaMed (Bbimyck 3a deBpanb 2007 r.) ObLT caenaH oj-
HO3HAYHBI BBIBOI: «Pe3yabTaThl nccienoBaHUii TOKa3bl-
BAlOT, YTO COCTOSIHUE MALIMEHTOB C OCTPBIM OPOHXUTOM
B Ha4YaJIbHOM CTaJAUU, COMPOBOXAAIOMIMMCS MPOAYKTUB-
HBIM KalljeM, yaydiuaeTcs Npu Ha3HauYeHUU Mpernapara
Bpouxunper® Ha paHHEM dTalle Pa3BUTUs 3a00JI€BAHUS».

B cooTBeTCTBUM C MOJAYYEHHBIMU JaHHBIMY MIPUMEHEHUE
KUIKOU 1 TBepAol ¢hopM Mpernapara Mo3BOJISIET 10CTUYb
COMOCTaBUMBIX MOJOXUTENbHBIX 3((eKTOB. Pe3yabraThl
3TU ABYX UCCJIEA0BAHUIA, TPOBEIEHHBIX MO CTaHIapTaM
GCP, nmaoT BpauaM BO3MOXHOCTb Ha3HayaTh JICUCHHUE,
OCHOBBIBAsICh Ha MPUHIIUITIAX JOKA3aTEIbHOW METUIIUHBI.

KonunyecTtBo OTBETMBLUMX Ha Tepanuio

KonnyecTBo naumeHToB (%)

BponxunpeT® TMnaue6o  BpoHxunpeT® [Mnaue6o

cupon cupon Tabnetku, TabneTku,
MOKpbITbIE MOKPbITbIE
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Puc. 2. KonuyectBo OTBETUBLUMX HA NIeY€HWE HA MOMEHT BUSUTOB 2 U 3

LLikana cuMnTOMOB 6pOHXUTa

8,3 [ | BpOmenpeT®cmpon
M nnaue6o

6,0

CpepHuii nokasartens no BSS (6annos) + 95% AU

Buaut 3
(10-1 geHb)

Buaut 2
(4-1 peHb)

Buaut 1
(o6cnepoBaHmne
npu BKIOYEHUN
B MccnepoBaHue)

Puc. 3. Avnamuka Tsxecty 6poHxura (no wkane BSS)

| IIpumenenune ooeux ¢opm npenapara Bpouxunper®

—J o0ecnmeynBaeT 3HAYUTEIHHO 00Jiee BHICOKYIO YACTOTY
0TBETA HA Tepanuio, 4eM npuem mianedo. Jlumamu, oTBeTHB-
MIMMH HA TE€PANNI0, CYUTAIUCH MANHEHTHI, Y KOTOPBIX OBLIO
JOCTHTHYTO MOJIHOE BBI3I0POBJIEHHE HJIH 3HAYNTEIbHOE YIIy-
menne cocrostaus. IlokazaTesn mo cpeaHeii mKkaJjae CHUMITOMOB
oponxura (BSS) npu npumenennn cupona bponxunper® Takxe
CHUKAJICh 3HAYMTEILHO OBICTPEE, YeM B rpymne mianedo.

O06a uccienoBaHus MPOBOJUIUCH C YYaCTUEM B3pPOC-
JIBIX MallMeHTOB. To, YTO aHAJOTMYHbIE TepaNeBTUYECKHE
3GbGeKTh MOTYT ObITh JOCTUTHYTHI TaKXKe MpPU JeUeHUU
JeTeil U MOAPOCTKOB, MOATBEPXKAET HEJABHO TPOBECHHOE
HaOJIIONeHNE, B X0Ie KOTOPOTO CITeIIMaTbHO MCCIen0Ba-
Jach 3pheKTUBHOCTD TpUMEHeH st cupora bpouxunper®
B JICUEHUU AEeTel C OCTPbIM OpoHXUTOM. B HabmoneH N
npuHsaau yyactue 6osee 1200 maiimeHToOB B BO3pacTe
ot 2 1o 17 net. B xone 10-g1HEBHOTO Kypca JeueH sl YacToTa
MPUCTYIOB KAIllJIsI B CpelHeM coKpaTuaach Ha 81,3%,
a mokasarenu 1o 1mkaue BSS —c 8,8 no 1,3 6anna.

XopolIyIo epeHOCUMOCTb IpernapaTta bpouxunper® noa-
wepkuBaeT 1 mpodeccop U.I1. Tyrren6uxiep (ABCTpus):
«HenaBHO YrnpaBieHue 1Mo KOHTPOJIIO KaueCcTBa MPONYKTOB
nuTtanus u jekapctBeHHbIX cpencTB CLIA (FDA) 3anpetuio
MPUMEHEHUE psiia XUMUUYECKM CUHTE3UPOBAHHBIX TMperna-
paToOB IS JICUSHUS AeTeil paHHETO BO3pacTa Mo MpUINHE
BBICOKOTO prcKa pa3BUTHUS MOOOYHBIX 3¢ (heKTOB Ha (hoHE
tepanuu. Yro Kacaercs cupona BpoHxumper®, To ero MoxXHO
Ha3HavaTh AETSIM B BO3pacTe oT 1 roma.

CraTbs ne4ataeTcs B COKPALLEHUM.
Medical Nature N2 7/2011.

Mepesen c Hem. Muxaunn @upcros
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