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Mpuxas MUHUCTEPCTBA 3APABOOXPAHEHUS

Pecny6anky, Beaapyeb
MHCTPYKLUNA or
no MeauunHCKOMY NpuMeHeHuto JleKapCcTBEHHOro cpeactea
®JIMKCOHA3E / FLIXONASE

ToproeBoe HauMeHOBaHMe NieKapCcTBeHHOro cpeacTaa: dnimkcoHase / Flixonase.
MexayHapoaHoe HenaTeHTOBaHHOe HaumeHoBaHue: ryTukasoH / fluticasone.
JNlekapcTBeHHas cpopMa: cripeit HasarbHbIN [03MPOBaHHbBIN.

COCTAB

[eticmeyiouee seuecmeo: nyTMkasoHa NponuoHaT (MMKPOHN3NpoBaHHbIA) 50,0 MKr/aosa.
BcriomozamenbHble eewjecmsa: pekctposa (6essogHas), Asuuen RC591 (uennionosa
MUKpOKpUCTannuyeckas, kapbokCUMeTUNuUennonosa Hatpus), deHunataHon, OGeHsankoHWs
xnopua (B Buae pacteopa OeHsankoHus xropuga), nonucopbart 80, xnopucToBoAOpOAHAS

Kucnota passegeHHas, soga odUUieHHan.

OMNMUCAHUE

Benas, HenpospayHas cycneHsus, ceobofHas 0T MOCTOPOHHUX YacTuL,

OAPMAKOTEPANEBTUYECKAA MPYMMNA
CpepncTea ans neveHna sa6oneeaHuit Hoca. KopTukoctepougbi.
Koa ATX: RO1ADO8

®APMAKOJIOTMYECKUE CBOUCTBA

dapmakoaMHamMuka

dnyTukasoHa nNponuoHaT — 9TO CUCTEMHbIA TNIOKOKOPTUKOCTEPOUL WHTpaHasanbHOoro
NPUMEHEHNS, KOTOPbLI OKasbiBaeT MNPOTUBOBOCNANUTENbHbLIA 3dbekT, He npuBoas K
CUCTEMHbBIM peaKUMsM, XapaKTepHbIM 4Nsi JaHHOro Tuna cTepouaos.

lNocne HasanbHOro BBEAEHMA nyTMKasoHa nponuoHaTa (200 MKI/CYTKM) He Bbirlo BbISBMNEHO
HUKAKOro 3HAYUTENBHOIO U3MEHEHWs CbIBOPOTOYHOro koptusona B AUC B TeyeHue 24 vacos
no cpaBHeHuio ¢ nnauedo (oTHoweHue: 1,01; IC 90% 0,9-1,14).

Bbio  BbIABNEHO  HE3HA4YUTENbHOE  YrHeTeHue  pyHKUMM  runoTanamo-runodusapHo-
HaAMNOYEYHNKOBO OCU MOCNe WHTPaHa3anbHOrO NpPUMEHEHUA B OonbluMx fosax. Takum
obpasoMm, cnyTMKkazoHa NPONMOHAT HE BbI3bIBAET 3HAYUTENbHbIX CUCTEMHbIX KITUHUYECKMX
peakumi Npy BBEAEHWN CTaHAAPTHO PEKOMEHA0BAHHbIX A03.

KnuHuyeckne nnaue6o-KOHTpoONvMpyeMble UCCNEefoBaHWA  BbIABUNK, YTO  pryTUKasoHa
MPOMNUOHAT 3HAYUTENIbHO CHUXKAET CUMMNTOMbI ansiepri4eckoro puHUTa y nNauyneHToB C 4 neT u
crapwe. [1Ba KnuHUYecknx nnauebo-KOHTpoNMpyeMblX UCCNeaoBaHNs, Lienbilo KOTOpbIX Obina

oueHka Gonn, CBA3AHHOW C OWYLWEHWEeM fAaBfeHUA B NpUAATOYHbIX nasyxax, nokasanu
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3HaunTenbHoe obneryeHne 6Gonn y nauveHToB 18 neT W cTaplLirenvkorspbi@pcrpanaiyj

arnnepruyeckvMm puHUTOM.

OpHoroguyHoe  paHAOMU3MPOBaHHOE  ABOMHOe  crienoe  nnaue6o-koHTponmpyemoe
KNUHMYECKOE WCCrefoBaHe pocTa B napannenbHbiX rpynnax y AeTei npenybeprartHoro
nepvoja BospacTom oT 3 Ao 9 neT (B pamkax KoToporo 56 nauveHToB Mony4nunu
WHTpaHa3arnbHO hryTUKasoHa MponuoHaT W 52 nauueHTa nonyuunu nnaue6o), He nokasarno
3HaUNTENbHbIX CTAaTUCTUYECKUX PpasfuMuMii B CKOPOCTU pocTa Mexay nauueHTamu,
MOSy4aBLWMMN MHTPaHasanbHO cnyTukazoHa nponvoHat (200 MKr/CyTku), MO CpaBHEHWIO C
rpynnoi, nonyyasluen nnatebo.

BbiSIBIIEHHas CKOPOCTb pocTa nocre roga NpuMeHeHWs npenapata cocTtasuna 6,20 cm/rop
(ES=0,23) B rpynne nnaueGo u 5,99 cm/roa B rpynne, nonyvasiien yTukasoHa nponuoHar,
CpefHsa pasHMLa CKOPOCTW pocTa Mexay AByMs rpynnamu nocne roaa wuccneaoBaHus
coctasuna 0,20 cm/rog (ES= 0,28; IC 95%= -0,35; 0,76).

He 6bino nonyy4yeHo A0Ka3aTENbCTB KMMHUYECKN BaKHBIX M3MEHEHWA yHKUMM runotanamo-
rMNogU3apHO-HaAMNOYEYHNKOBO OCK, a TaKkke MUHEpanbHOW NIIOTHOCTU KOCTEW, CormacHo
OUEHKM 12-T 4acoBOW 3IKCKPELMM KOPTU30Ma C MOYON U PEHTTEHOBCKOW AEHCUTOMETPUW,
COOTBETCTBEHHO.

dapMaKkoOKMHETHKaA

Mocne WHTpaHasanbHOro BBEeAEHWs 4O03bl A0 1 Mr nnasmeHHble YPOBHU brlyTUKa3oHa
nponuoHaTa UMEIOT HU3KWE 3HAYEHUSA, rPaHnYalLmne ¢ KONMMYeCTBEHHbIM NpeAerioM USMepeHus
(0,05 Hr/mn).

Mocne nepopanbHoro npumeHexus, 87-100 % A03bl BLIBOAUTCA C Kanom, Ao 75 % B thopme
HEU3MEHEHHOTO WCXOAHOr0 COEeAVHEHWS B 3aBWCMMOCTM OT p[osbl. [locne nepopanbHoro
npumeHeHUs 6 Mr, 64% BbLIBOAMTCA B HewameHeHHon copme. CyluecTByeT OCHOBHOM
HeaKTVUBHbIN MeTabonuT. lMocrne BHYTPMBEHHOrO BBEAEHWA HacTynaeT ObICTPbIA KIMPEHC,
KOTopbIt npednonaraeT Gonbloe NpoxXoXaeHWe 4yepes neveHb. Ha OCHOBaHMKM HavamnbHbIX
OrpaHUYEHHBbIX AAHHbIX ObINO BLISBNEHO, YTO KOHLEHTPaLUs B nna3Me CHKaeTCs B TeYyeHue
Tpex 4acoB M YTO 06beM pacnpegeneHus Gornee YeEM B TpU pasa npeBbllaeT Bec Tena. 7o
NPVUBOAUT K LLUMPOKOMY pacnpefesieHunto Ha YpoBHe TKaHen 1 ObICTPOMY BbIBEAEHMIO.

NOKA3AHUA K NPUMEHEHUIO

Cnpeli HasanbHbI NyTMKa3oHa MPOMWOHAT MpeAHasHadeH Ans NPoMUNaKTUKU U NEYEHUN
CE30HHOro annepruyeckoro puHUTa, BKNOYas CEHHYI NUXopaaKy, U NeYeHus KpyrnoroguyHoro
puHuTa.

NMPOTUBOMOKA3AHUA K NIPUMEHEHUIO
FMNepuyBCTBUTENLHOCTE K aKTUBHOMY OCHOBHOMY KOMMOHEHTY wnu ritoGomy ApyroMmy
KOMMNOHEHTY npenapara.
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PecnyGauxu Benapycs

NMPUMEHEHUE NPU BEPEMEHHOCTU U JTIAKTALIUU
Takke KaK ¥ Npu Tepanun WHbIMK NpenapaTamu, UHTpaHasanbHoe npuMeHeHue nyTnkasoHa
nponuoHara B TeueHne GepeMeHHOCTY 1 B Nepuoa nakrauuy BO3MOXHO TOMNbKO B TeX cny4dasx,
KOr4a oXvaaemas Nonb3a NPeBbIaeT BO3MOXHbLIE PUCKU, CBA3AHHbIE C NpenapaTom 1 niobeiM
MHBIM anbTepHaTUBHbLIM JIEYEHNEM.

BepeMeHHOCTb

HeT pocrtaTouHbIX foKasaTenbcTB 6e3onacHOCTU NpUMEHEHWUA ¢nyTukasoHa npornuoHata y
BGepeMeHHbIX JKeHWWH. B nposBefeHHbIX wuccnefoBaHWsX Ha JKMBOTHBIX WMENU  MEecCTo
xapaktepHble addekTbl MIOKOKOPTUKOCTEPOMAOB NpW  BbICOKOW CUCTEMHOW  3KCTMO3MLIMK;
NpAMOE MHTpaHa3sanbHoe NpuMeHeHne obecnevynBaeT MUHUMAanNbHYIO CUCTEMHYIO SKCNO3NLIMIO.
Mepvoa nakrauwm

He nsyuvanach cekpeuvs dnyTukasoHa nponuoHaTta B rpyaHoe monoko. MNoakoxHoe BBeaeHne
riyTMKa3oHa NponuoHaTa NaKTUpyloWmm nabopaTopHbIM Kpbicam NPUBOAMIIO K NOSBIIEHUIO
U3MEPSIEMbIX MMasMEHHbIX YPOBHEW W MOABMNEHUI ¢nyTkaszoHa nponuoHaTta B rpyaHOM
morioke. TeM He MeHee, npeanonaraeTcs, YTo NNasMeHHbIe YPOBHU Y NaLMEHTOK, MOMyYaoWwmux
WHTpaHa3arnbHo nyTukazoHa nponuoHar, GyayT BeCbMa HU3KUMM.

DepTUnbHOCTL

[ aHHble OTCYTCTBYIOT.

CnNoCcoOb NPUMEHEHUA N AO3UPOBKA

OosupoBka

[lo3oi cunTaeTcs MMHUManNbHOE KONWYEeCTBO npenaparta, Npu NoMoLLM KOTOPOro AOCTUraeTcs
3P PeKTMBHbLIA KOHTPOIb HaZ CUMNTOMaMM.

B3pocnbiM M getrsiM cTapwe 12 ner: AnA NpodunakTUKU W neyvYeHust Ce30HHOro
annepru4eckoro puHWTa W NEYEeHUs  KPYrnoroguYHOro PpuHWTa peKkoMeHayeTcs pBa
BCMPbICKMBAHNA B KaXKObI HOCOBOW XOp, OAWMH pas B cyTku (200 MKr/aeHb), NnpeanoYvTUTenbHO
yTPOM. B HeKoTopbiX criyyasix — no [Ba BCMNPbICKMBAHUA B Kaxablii HOCOBOW XOA ABa pasa B
cyTkn. MakcMmanbHasi cyToyHas f[03a He [OMKHA npeBbillaTh YeTbipe BCNPbICKMBaHUA B
KaXkabIi HOCOBOW XOA.

MoxunbiM nayueHTaMm: o6bl4Has [03a ANS B3POCHbIX.

Hdetn

Hetn mnaawe 12 ner: Ans NpoUNaKTUKKN U NEYEHUA CE30HHOro annepruyeckoro puHUTa u
NeMeHnst KpYrnoroaguyHoro puHuTa y getent 4-11 net pekomeHayeTcs OQHO BCMpbiCKMBaHWE B
Kakablii HOCOBOI X0op, 0AWH pa3 B cyTku (100 MKr/aeHb), NpeanoYTuTensHo YTpom. B HeKoTopbixX
cryyasx — OHO BCMpbICKMBaHUE B KaXXAbli HOCOBOW xoA ABa pasa B CyTku. MakcumanbHas

CyTOuHas [o3a He AofKHa NpeBblliaTh ABa BCMPbICKUBAHWA B KaXkabli HOCOBOW XOA4.
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HeT aaHHbIX 06 3dbdeKTMBHOM NpuMeHeHun PrikcoHase y aeTe MnafuRecdysigru Berapyck

Cnocob6 npumeHeHus
Cripeii HasarbHbIA hpnyTKa3oHa NPONUOHaT NMPUMEHAETCA TOMbKO UHTPaHa3albHO. Cnepyet

npeaoTBpaLlaTh KOHTAKT npenapaTa c rnasamu.
[INsi BOCTVXEHUA MOMHOro TepaneBTUYeckoro adpekta HeobxoauMo perynspHoe NpumeHeHue
thnyTUKa3oHa nponuoHata — HasanbHoro cnpes. CreayeT 0OBbACHATL NaUMeHTam, YTo OaHHbINA
npenapar He faeT HesameanuTesibHoro adpgpekta, Tak Kak MakcumansHoe obneryeHve
HacTynaeT nocrne Tpex-4eThipex AHen NeYeHus.

He npumeHaTs ®nvkcoHase Gonblue Tpex Hefenb Npu OTCyTCTBUM peakumm.

Wcnonb3oBaHve HasanbHoro cnpes

lModzomoeka Ha3arbH020 cripes K UCnosib308aHuK
B cnepyiowmx cnyyasx TpebyeTcA BbiNONMHEHMe [eACTBuiA NO MNOAroToBKE Crpes K
WCNOb30BaHMIO:
e [lpn NnepBOM UCMONb30BaHWMY,
e [py nepepbiBe B UCNOMb30BAHUN B TEYEHNE HECKOSBKUX AHEN;
e [locrne OuYUCTKM HaKOHEYHWKa pacnbinuMTens B COOTBETCTBUM C  yKasaHUAMM,
npeacTaBneHHbIMK B pasgene «Ounctka Ha3anbHOro cnpes».
MoaroToBka CNpes K MCMOMb3OBaHUIO rapaHTUPYeT Mofy4YeHue MonHON A03bl npenaparta
nauveHTom. CrnieqyeT BbINONHWUTL CneayoLwmne AencTBuUs:
o BcTpsxHyTb PNakoH U CHATb 3alUTHbIA KOMNaYok.
e [lepxa rakoH BepTUKanbHO, HanpaBUTb HAKOHEYHMK OT cebs.
e [loMecTuTb ykasaTenbHbi M CpeaHWin nanblpl Mo ob6e CTOPOHbLI OT HaKoHe4YHWKa, a
GonbLuon naney — nog AOHbLILKO.
e YaepxuBas pnakoH GonbLIMM NanbLUeM, HaXaTb Ha pacnbinuTenb, YToobI BbicBOGOAUTL
HebonbLoe obnayko npenapaTta B BO3AYX.
e Tenepb NekapcTBEHHOE CPEACTBO roTOBO K UCMOSIb30BAHMIO.
e Ecnu nauuweHT nonaraeT, YTO HAKOHEYHMK pacnbinuTens 3acopeH, 3anpelyaeTcs
ncnonb3oBaTb GynaeBky UK JpYron ocTpbI NPeaMeT Ans ero O4UCTKU.
e B crniyyae HeoBXOQMMOCTU OUYUCTKW, CNEAyWTe MHCTPYKUMAM, OMUCAHHbIM B pasjerne
«OuncTka Ha3anbHOro cnpesy».
Ucnonb3oeaHue cripes
1. BCTpsIXHYTb PrakoH U CHATb 3aLUMTHbLIA KOMMaY4oK.
2. MpouncTuTb HOC (BbICMOPKaTLCS), YTOOLI OYNCTUTL HOCOBLIE XOAbI.
3. 3akpbiTb OAHY HO3APK ManbLUEM W aKkKypaTHO BBECTM HAKOHEYHWK B APYryl HO3ApHO.
HaknoHUTb ronoBy HEMHOTO Briepej, NPoAorHKan AepXaTb ¢riakoH BePTUKanbHO.
4. HavaTb fenaTb BAOX 4Yepe3 HOC W, NPOAOKaa BAbIXxaTb, MPOU3BECTM OAHOKPATHOE

Ha)XkaTtue nanbLamu ansa pacnbineHnsa npenaparta.
l+
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HeEHA
BblHYTb HAKOHEYHUK U BbIAOXHYTb Yepes poT. T N oo

6. [anee HeoBXoAMMO MOBTOPUTb OMUCaHHYIO Bbile NpoLEeAypy, BBEAS HAKOHEYHWK B

APYryo HO3APIO.
7. Tlocne ncnonb3oBaHus cregyeTt NPOMOKHYTb HAKOHEYHVK YUCTBIM MIaTKoM.

8. HapeTb 3alyuUTHbIA KONMAYOK.

Ouyucmka Ha3asibHO20 cripes
PacnbinuTenb criegyeT npoMbiBaTb He MeHee 1 pasa B Hegenio BO usbexaHue 3acopeHus
HaKOHEeYHVKa pacnbinuTens. [ns aToro Heo6Xo0AMMO BLIMOMHUTL Crieayolme AeNCTBUS:

e CHATb 3aLUNTHBINA KONMAYoK.

e OcTaBUTb HAKOHEYHUK B TENNON BOAE Ha HECKONBKO MUHYT.

e [lpombITb NoA CTpyei BOJONPOBOAHOW BOAbI.

o CTpsixHyTb U3BLITOK BOABI ¥ OCTaBUTb ANA NPOCYLUNBAHNA B TENJIOM MecTe.

e OCTOPOXHO YCTAHOBUTb HAKOHEYHWK Ha MPEXHEee MECTO B BEPXHEN YacTu nakoHa.

e [loAroToBUTb NEKAPCTBEHHOE CPEACTBO K WCMNOMb30BaHUIO, Cnegya  ykasaHusAM,

npeacrtaeBneHHbIM B pasgene «[MoproToBka Ha3arnbHOro Cripes K UCrnonb30BaHUIOY.

NOBOYHOE AEUCTBUE

MNpeacTaBneHHble Hke MoBGoYHbIE peakumy ObiMu KnaccugUUMpPOBaHbl B 3aBMCUMOCTU OT
aHaTOMMYECKOro, CUCTEMHOrO W YacTOTHOrO nokasarens. Yactora BCTpe4YaemocTut
onpeaensnack crneaylowmm obpasom: oveHb YacTo (21/10), wacto (21/100 n <1/10), HevacTo
(=1/1.000 u <1/100), peako (=1/10.000 m <1/1.000), oueHb pefko (<1/10.000), Bkntoyan
oTAenbHble MCCNeaoBaHWUs U HEBLIABMEHHYK 4YacToTy (HEBO3MOXHO OLIEHUTb Ha OCHOBaHWU
pacrnonaraemblx AaHHblX). MoBouHble [eNcTBUMA KaTeropu «OoYeHb YacTo», «4acTo» U
«He4acToy» 6binv onpeaeneHbl Ha OCHOBaHWM JaHHbIX KIMHUYECKUX uccneposaHuii. Kateropuu
peaKo M oYeHb peaKo — B Npevog nocTperncTpaunoHHbix HabnogeHui. Mpy oueHke YacToThl
BCTPEYaeMOCTU HeXenaTenbHbIX SBMEeHWA He MPUHUMAanUCb B pacyeT UCXOAHble 3Ha4YeHus B

rpynnax nnauebo.

CucTeMHble 3hdeKTbl HasanbHbIX KOPTUKOCTEPOUAOB MOTYT HabnioaaTbes rnaeHbIM 0Opasom

npv NpUMEeHEHN B BbICOKUX A403aX B Te4YeHNe ANUTenbHbIX NEPMNOAOoB.

HapyleHusi co CTOPOHbI UMMYHHOM CUCTEMbI
OyeHb pefKo: peakuun rMnepyYyBCTBUTENBHOCTY, aHaduNaKTUYeCKWid LWok/aHadunakTuieckue

peakuyuu, 6p0HXOCI’I33M, KOXXHasi Cbilnb U 3emMa Ha nnue 1 A3bike.

HapyweHus co CTOpOHbI HEPBHOW CUCTEMbI
YacTo: ronosHas 6onb, HENPUSTHbIA 3anax v BKYC.
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Kak » npu npyMeHeHUU OpyrMx HasarnbHbIX cnpees, noctynanu coobLeHuns 06 ouyueHuax

HEMPUSITHOrO 3anaxa 1 BKyCa, a TaKkke rofloBHOMN 6onu. COTJIACOBAHO ;
MUHHCTEPCTBOM 3IPABOOXPAHEHMUS
PECIIYBJIMKY BEJIAPYCh
) TIpukas MurucTepCeTBa 34PAaBOOX PANICHE
HapyieHMsi O CTOPOHbI 3PUTENLHON CUCTEMbI Pecny6auku Bexapycs |

OueHb pegko: rmaykoma, yBenvyeHme BHyTpUrnasHoro AasneHna u KaTapakra.

HeusBecTHO; pacnnbisyatoe apeHue (cMoTpuTe pasaen «Mepbi peaoCTOPOXHOCTIY).

HapyweHusi co CTOPOHb!I AbixaTeflbHOW, MeANacCTUHaNIbHON CUCTEeM, OpraHoB rpyAHON
KNeTKu

OueHb 4acTo: HOCOBOE KPOBOTEYEHME.

YacTo: cyxocTb B HOCY, YOKEHUE, CYXOCTb B roprie U pasapaxeHue ropna.

OuyeHb pepko: nepdopaumns HOCOBOW NeperopoaKu.

HeunsBecTHO: A3BbI HOCA.

Kak u npu npUMeHeHWM NpouMx HasanbHbiX ChpeeB nocTynanu cooblueHust 0 CyXoCTu U

pasgpaxeHun Hoca 1 ropna, HOCOBOM KPOBOTEYEHUN.

Takke nocne NpUMEHeHUs WHTpaHasarbHbIX KOPTUKOCTEPOUA OB coobwanoch 0 nepcbopaumm

HOCOBOW Neperopoaku.

MHdopMUpoBaHME O BO3MOXHbIX NOGOYHBLIX ABNEHUAX

MpepocTaBnexHe MHGOpPMauuMn o0 nogo3peBaemMbix NOGOYHbIX peakuusX, BbISBMNEHHbIX nocne
perucTpaumn, umeet 6onbliOe 3Ha4YeHWe, TaK Kak MO3BONSAET MNPOBOAWTb MOCTOAHHbBIA
MOHUTOPWHI 6anaHca Mnonb3bl M puUCKa nexkapcTBeHHoro cpefcTea. CoobwuTte 0 noBbIX
nogospeBaembix MOBGOYHBIX peakuusx cneumanucTbl obnacTu 34paBOOXPaHEHUs MoryT

nocpeacTeoM HaUMOHanbHOW CUCTEMbI I/lHCbOpMVIpOBaHI/IFl.

NEPEOO3UPOBKA

HeT paHHbIX 06 OCTPO UM XPOHUYECKON NEPEAO3nPOBKE HasarbHbIM cripeem dryTukaszoHa
nponuoHaTa. HasanoHoe BBeaeHve 2 Mr cpnyTvMkasoHa nponuoHaTa ABa pasa B CyTKM B
TEYEHUE CeMu [JHeid He oKasano BNWAHWE Ha QYHKUMIO runoTanamo-runogusapHo-
HaANOYEeYHVKOBOW OCY Y 30,0pOBbIX 406POBONbLEB.

Jleyenue

MpogomkuTensHoe nNpPUMEHEHNe npenapata B [fo3aX, Bbllle pPEeKOMeHAO0BaHHbIX, MOXET
NPUBECTN KO BPEMEHHOMY YTHETEHUIO (PYHKLIMA HAaANOYEYHUKOB.

Y Takux nauveHTOB crieayeT NpogorkaTtb nedyeHne nyTnkasoHa nponvMoHaTom B [03aX,

HeobxoauMbIX ANSA KOHTPOMA CUMMTOMOB.

B3AMMOOEWCTBUE C APYI'MMU NEKAPCTBEHHbIMU CPEACTBAMMU
6
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Ipuxa;
B HOpMalbHbIX YCNOBUAX WHTpaHasanbHoe rnpumeHeHne @. TWﬁM&mWﬂp T
K HWU3KUM KOHLIEHTpauuam CbJ'IyTI/IKa3OHa nponuoHata B MNnas3me, BBMAOY 3HaJYUTENbHOro

mMeTabonu3Ma npyu NepeoM MPOXOXKAEHWN Yepes Me4eHb U BbICOKOro CUCTEMHOro KIMpeHca
nocpeactsom uutoxpoma P450 3A4 B KMLWIEUYHUKE W MEYEHU. Takum 06pa3om, ManoBepPOATHbI

KIVHWYECKM 3HAYUMBbIE B3auMogeicTaua cnyTukasoHa nponmoHara.

Kak 6bino [okasaHo B WCCNEAOBaHWM B3aUMOLEWNCTBMA npenapaTos, NpoBOAWMOM Ha
3710pOBbIX A06pOBONbLAX, PUTOHABUP (CUMbHBIA MHIMBMTOP UUTOoXpoma P450 3A4) moxeTt
3HAYNTENbHO YBENMUYUTL KOHLEHTPaLMu nyTukasoHa nponvoHarta B nnasme, rnpu 3ToM pesko

CHUXAIOTCA KOHLIEHTPAaLMK KOPTU30I1a B CbIBOPOTKE.

B TeyeHVe NoCTMAPKETUHIOBOTO MCNONb3oBaHUs GblnNy BbISIBMEHbI 3HAYUTENbHbBIE KIMHWUYECKUE
MeAMKAMEHTO3Hble B3aUMOAENCTBMA Yy NAaUMUEHTOB, MONYYMBLUMX WHTpaHasanbHoe neYeHune
WNW MHransaumio nyTMKasoHa nponuoHaTa M putoHasupa. CuuTaeTcs, YTO ConyTCTBylOLIanA
Tepanua ¢ uHMBuTopamu CYP3A, BkIovas npenapathbl, coaepxawiue kobuumcrar,
yBENWYMBAET PUCK BO3SHUKHOBEHMS CUCTEMHbIX MoBGouHbIX peakuuid. HeoGxogumo wusberatb
nopo6Hol KoMBMHALUMKU NpenapaToB 40 TeX Nop, Noka nonb3a oT WX HasHaueHus He Oyaet
NpeBbILLaTh BO3MOXHbI PUCK PasBUTUS NOBOYHBIX KOPTUKOCTEPOUAHBIX CUCTEMHBIX PeaKuuid, B
[JAHHOM crny4yae nauuWeHTbl AOMMKHbI HaxoauTbcs nop HabniogeHuem Bpada Ans KOHTpONA

nNo6oYHbIX peaxkuui.

B HecKOnbKuUX NpOBEAEHHbIX MCCNeaoBaHuAX Obino [oKasaHo, 4YTO ApyrMe WHrubuTopsl
uutoxpoMa P450 3A4 npuBOAAT K HE3HAUUTENBHOMY (3PUTPOMWULIMH) U HWUYTOXHO Maromy
(KETOKOHA30Mn) MOBLILLEHUIO KOHLEHTpaumy rnyTukasoHa nponuoHaTa, 6es 3ameTHoro
CHWKEHWS KOHLEHTPaLMM KOpTW3ona B CbiBOpPOTKE. TeM He MeHee, criegyeT cobniogatb
OCTOPOXHOCTb MpY COBMECTHOM NPUMEHEHWU CUMbHBIX MHrMGWTOpOoB LuToxpoma P450 3A4
(HanpuMep, KeTOHas3on) BBUAY BO3MOXHOTO MOBBILEHVS KOHLUEHTpauuu dnyTukasoHa

nponuoHara.

MEPbI NPEAOCTOPOXHOCTH
MecTHble MHeKkuMn: MHPEKLUMN HOCOBBIX X0A0B TPeOYT AOMKHOrO NeYeHNs, 0AHaKo OHU He
ABMNAOTCS 0COObIM NPOTUBOMOKA3AHWEM K MPUMEHEHWIO HasanbHOro cnpea dnyTukasoHa

nponuoHara.

Cne,qyeT cobriroaatb OCTOPOXHOCTb, KOrpa nauveHTbl nony4yalT reyeHue CUCTEMHbIMU
cTrepounaamn U NpPOXOAAT nevyeHne HasanbHbiM cnpeem ('bJ'IYTVIKa30Ha nponuoHaTa, ocobeHHo,

NPY HANUYUM NPELNONOXKEHUSA O HAPYLUEHUN PYHKLMK HAaAMNOYEYHUKOB.
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Hpuxas MuHHCcTepCTBA 3MpaBooOXpalies
B TteuyeHue NOCTMapPKETUHIOBOTO NpUMEeHeHUs Oblny BbISBIEHbl 3H®dM mé&w#ﬁq%{é e

MeAUKAMEHTO3Hble B3aMMOAENCTBUS Yy NauMeHToB, NOMyuuBLUKMX neveHue dnyTmkasoHa
NPonNUoHaTOM W puToHaeupoM. onaraeTcs, 4To conyTcTeylollee nevyeHne MHrnbuTopamm
CYP3A, Bknouasi MeauKaMeHTbl, KOoTopble coAepxaTt kobuuucrar, yBenuuusBaeT puck
NoBOYHBIX CUCTEMHBIX peakumii. Heobxoammo nsberatb nogobHon KoMbuHaLuy npenapaTos A0
Tex nop, Noka rnonb3a OT WX HasHauyeHus He OyAaeT npesbilaTth BO3MOXHbIVI PUCK pasBUTUSA
NOBOYHBLIX KOPTUKOCTEPOUAHBIX CUCTEMHbLIX Peakuui, B AaHHOM cnyyae nauueHTbl AOMMKHbI
HaXOAMTbCS NoJ, HabrioAeHeM Bpaya AnA KOHTpona noboyHbix peakuymin. (CmoTpute pasaen

«B3aumopeiicTBue ¢ ApyrvMiu nekapcTBEHHbIMU CPpeacTBamMmny).

MOFYT noABUTbLCA CUCTEMHbIE peaKkuun C nobbiM KOPTUKONOOM, BBOAMMbIM B HOCOBbIE XOAbl,
0cobeHHO Npy Ha3HaYEeHUN BbICOKMX 403 U NPy NPUMEHEHUN B TeYeHue AnUTenbHoro nepuoaa.
OpHako BEPOSTHOCTb BO3HWKHOBEHUA AaHHbIX peaKuMﬁ HaMHOro HWke, 4YeM npun npueme
nepoparnbHbiX KOPTUKOCTEPOWUAOB;, OHU MOryT BapbUpOBaTbCA Y pasHbiX nauueHToB U mMexay
pasnuyHbIMK KOPTUKOCTEPOUAHLBIMU NpenapaTtamu. Bo3aMOXHble CUCTEMHbIE peaKkuuu MoryT
BKNtoYaTbh CUHAPOM KywuHra, KylvHromgHble YepTtbl, yrHeTeHue Hagno4eyHUKoB, 3aEPXKKyY
pocTta y OeTel U NOAPOCTKOB, pexe, cbmsmonormqecme M noBefeH4Yeckue peakuuu, BKnovasn
MCUXOMOTOPHYIO rMNepakTUBHOCTb, HapylleHWe CHa, TPEeBOXHOCTb, AEnpeccuio nnu arpeccuto

(ocobeHHO y paeTen).

JledeHne B TeuYeHME MPOLOIMKUTENBbHOMO nepuoja A03aMu HasanbHbIX KOPTUKOCTEPOWUAOB,
KOTOpble MpeBbILLAanT peKkoMeHAoBaHHbIE, MOXET MPUBECTU K KNUHUYECKN 3Ha4YNMOMy YrHETEHUIO
YHKUMN  HaAMOYEYHUKOB. B cnyyae yBepeHHOCTM B Tepanuu [O3amy, NpeBbllLaloLMn
pekoMmeHoBaHHbIe, Heobxoanmo pacCcMoTpeTh ynOTpe6neHme AONONHUTENDBbHbLIX CUCTEMHbIX

KOPTUKOCTEPOWOOB B CTpeCccoBble Nepuoibl U Npu NposeaeHnn NnaHoBbIX onepauvu7|.

MonHbin adbdexkT HasanbHOro crpea nyTukasoHa nponuoHaTa MoXeT HabnodaTbCa NMUllb

Yyepe3 HeCKOJTbKO CYTOK Tepanuu.

HecMoTps Ha TO, 4YTO B GONbLUMHCTBE CrlydaeB HasanbHbiA criper dnyTukasoHa nponuoHaTa
KOHTPONMPYET CUMMTOMbl CE30HHOro annepruyeckoro puUHWTa, B HEKOTOPbIX chy4asx, npu
OY€eHb BbICOKOW KOHLIEHTPaLMN B BO3AyXe annepreHoB, MOXeT NoHafobunTbeca AONONHUTENbHARA

Tepanus.

Bbinu 3apervcTpupoBaHbl 3aAepXKn pocTa y AeTel, MosyYaBLUMX paspelleHHble [03MPOBKY

HEKOTOPbIX Ha3anbHbLIX KOPTUKOCTEPONAOB. PekoMeHayeTCs NocTosHHOe HabnogeHne pocTa 'y

peTell, KOTOpble ANWTENbHO MPUHUMAIOT HasarbHble KopTukocTepouabl. Mpu 3ameaneHwm

pocTa CrieAyeT, Npu BO3MOXHOCTM, MepecMoTpeTb noTpebnsemylo A03y HasanbHOro
8
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. Hémxaa MUHKMCTEPCTBA 3APaBOOX bailerlid
KOpTUKOCTEpOUAA U CHU3UTL €€ 00 MUHUMalbHOW, acthppexTn KOHTRRAMPYQLESIpCIAMITTOM

3aboneBaHusi. Kpome TOro, pekomeHgyeTcs HabniogeHve nauneHTa y negmuartpa.

HecmoTpss Ha TO, 4TO OTCYTCTBYIOT [AOKasaTeNnbCTBa BMUAHUA Ha (DYHKUMIO runoTanamo-
runodn3apHO-HaANOYEYHUKOBOA OCM B paMKax MpoBeEeHHbIX KIMHUYECKUX MCCRefoBaHuid ¢
npenapatom ®&nukcoHase, criefyeT MpuUHUMaTb BO BHUMaHWe, YTO cucTemaTnveckoe
ynotpebreHne TUNOBbIX KOPTUKOCTEPOWUAOB MOXET MpuBECTU K HeobpaTUMOMy BNUSHWIO Ha

yKasaHHYIo OCb.
Bbino coobleHo o KpaiiHe peakux cnydyasx nepdopauuy HOCOBOW Meperopogku npu
NPUMEHEHUN HasanbHbLIX KOPTUKOCTEPOWAOB, B YACTHOCTW, Y NaLMEHTOB, KoTopble Gbinu

NOABepPXXeHbl HOCOBOWA XUPYPruu.

HapylLieHune 3peHus

Mpu cucteMHOM M MECTHOM TepanuuM KOPTUMKOCTEPOMZAMM MOryT BO3HWKHYTb HapyLUeHuWs
3peHus. Ecnu y nauueHTa HabnoaalTcs CUMMNTOMbI PacnnbiBYaTOro 3peHus, Heobxoaumo
MPOKOHCYNbTUPOBATLCS Y ohTanbMonora ANA YCTAHOBNEHUS BO3MOXHbIX MPUYMH, Takux Kak
KaTtapakrta, rnaykoma wunuv pegkue 3aboneeBaHusi, Hanpumep, UeHTpanbHas Ccepo3Has
petuHonatus (LICP), koTopas nposiBuMnacb nocrne CUCTEMHOIO U MECTHOro MNpUMEeHEeHUs

KOPTUKOCTEPOWAOB.

MNpeaynpexneHue o BCnomorarenbHbIX BelljecTBax:
Mpenapat cogepXuT 5 Mr rnwkosbl B OQHOW [03€, faHHbIA hakT cregyeT NpuHUMaTh BO

BHUMaHWE npu Hanu4inm AvaberTa.

Tawkke npenapat cogepxut 20 Mukporpamm GeH3ankoHusi xropuga B ofHou aose. Moxer
BO3HVKHYTb BOCMaNeHWe Cnu3nUCcToil 060mnoukn, 0coGEHHO NpU ANUTENBHOM MCMONb30BaHWUM
npenapara. [pu nogo3peHun faHHOR peakuun (MPOAOCIMKUTENbHAA 3aM0OXEHHOCTb Hoca), Npu
BO3MOXHOCTM, HeobXoAMMO MNPUMEHSITb HasanbHblA npenapaTt, He coepXawui aaHHoe
BELLECTBO.

Hosoautcs oo CBEAEHUS CNOPTCMEHOB, YTO AaHHbIN npenapart coaep>XUT KOMNOHEHT, KOTOprI‘/‘l

AaeT NonoXuternbHbIN pe3ynbTat Ha aHanu3 gonuvHra.

BINIMAHUE HA CMNOCOBHOCTb YMNPABNATb TPAHCMNOPTHbIMU CPEOCTBAMM,
MEXAHU3MAMM
OTCyTCTBYIOT AOKA3aTENbCTBA TOro, YTO (PNyTUKA3OHa NMPOMMOHAT OKasblBaeT BO3AENCTBUE Ha

crocobHocTb ynpaenaTb TPAHCMOPTHbIMW CpeaAcTBaMn U ApyruMn MexaHusmamu.
9
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Pecniybnuxu Benrapych

®OPNMA BbIMTYCKA
Cnpei HasanbHbIV fo3nposaHHbIA 50 MKr/ao3a.
Mo 120 po3 BO chnakoHe xéntoro crtekna Tuna | wunm Tuna [ll. Kaxabid dnakoH cHabxeH

Josuvpylowmm yctporictBoM. Ha cnakoH u posvpylollee ycTpoMCTBO HajeT apjanTtep Ans

WHTpaHasanbHoro BBedeHus. PnakoH [OMNOMHWUTENbHO cHabXeH KonnaykoMm [Ans 3awuTbl
aganTepa OT Mbinu.

Kaxablii hnakoH BMecTe C A03UPYIOLUM YCTPOCTBOM, afanTepoM U 3alUTHLIM KONMa4vkoMm (B
co6paHHOM COCTOSIHUM) W WHCTPYKUMEA N0 MEAUUMHCKOMY MPUMEHEHUIO MOMeLLaloT B

KapTOHHYIO Nauky.

CPOKI'OOQHOCTH
3 roga.
He ncnonbsoBaTtb Nocrne UCTEYEHUs] CPOKA FOAHOCTM, YKa3aHHOMO HA YNaKOBKe.

YCNnoBuA XPAHEHUA
XpaHutb npy Temnepatype He Bbiwe 30 °C.

XpaHuTb B HEAOCTYNHOM Ans LeTel MecTe.

YCNOBUA OTIMYCKA
o peuenTy.

NMPOU3BOOUTEIDb

'makco Bannkom C.A., Ucnanus

Aspa e Skctpemagypa 3, 09400 ApaHaa ge Ayapo, Byproc, Ucnanus /
Glaxo Wellcome S.A., Spain

Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain

3a pononHuTenbHON UHdopmaumen obpawaTLca:

Mpepctasutenbcteo OO0  «InakcoCmutKnsanH AkcnopT Jlra»  (BenukoGpuTtanus) B
Pecny6nuke Benapycb

220039, r. MuHck, yn. BopoHsiHckoro 7A, oduc 400

Ten.: +375 17 213 20 16; dakc: +375 17 213 18 66

MNpaBa Ha obnafaHve ToBapHbLIMM 3HaKaMu NpuHagnexar rpynne komnanuin GSK.
©2018 Npynna komnanun GSK wnu nx npasoobnaparens.
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