NHCTPYKUUA
no MeAULMHCKOMY NPUMEHEHWIO NeKapCTBEHHOro CpeAcTsea
®JIMKCOHASE / FLIXONASE

Toprosoe HauMeHOBaHUe NIeKapCTBEHHOro cpeacTBa: drinkcoHase / Flixonase.
MexayHapoaHoe HenaTeHToBaHHOe HauMeHoBaHue: ryTukasoH / fluticasone.
NekapcTBeHHas hopma: crnpeli HasanbHbl [03UPOBAHHbIN.

COCTAB

[eticmeyiowee sewecmso: nyTukazoHa NponuoHaT (MUKPOHN3NPoBaHHbIN) 50,0 mkr/ao3a.
BcriomozamenbHble sewecmsa: pekctposa (6essogHas), Asuuen RC591 (uenntonosa
MUKpOKpUCTannuyeckas, kapGoKCUMEeTUnUennonosa Hatpus), deHunataHorn, GeH3ankoHus
xnopug (8 Buae pacteopa GeHsankoHus xnopuga), nonucopbart 80, xnopucToBOAOPOAHAA
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KMUcnoTa pa3sefgeHHas, Boaa o4vuLLlieHHasn.
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benas, Henpo3spayHas cycneHsus, cBoboaHasn OT NOCTOPOHHUX YacTuL.

OAPMAKOTEPANEBTUYECKAA NPYINA
CpeacTsa Ans neveHus 3abonesanuii Hoca. Koptukoctepouapi.
Kog ATX: RO1ADO8

®APMAKONOMMYECKUE CBOUCTBA

dapmMakoaMHaMuKa

dnyTukazoHa MNpPONMOHAT — 3TO CUCTEMHbIA TMIIOKOKOPTUKOCTEPOUS MWHTpaHa3anbHoro
NPUMEHEHUA, KOTOPbIi OKasblBaeT NPOTMBOBOCMANUTENbHbIA 3dekT, He npuBOAA K
CUCTEMHbBIM peakunsiM, XapakTepHbIM ANSA AaHHOro Tuna cTeponaos.

Mocne HasanbHOro BBEAEHUs ryTUkasoHa nponuoHaTa (200 MKr/cyTku) He Bbino BbIABMIEHO
HUKaKOro 3HaYUTENbHOro N3MEHEeHUs1 CbiIBOPOTOYHOro kopTudona B AUC B TeyeHue 24 4acos
no cpaBHeHuto ¢ nnaue6o (oTHoweHwue: 1,01; IC 90% 0,9-1,14).

Bbino BbiIBNEHO HE3HauUTenbHOe YrHeTeHue  pyHKUMM  runoTanamo-runousapHo-
HaANoO4YeYHVKOBOW OCWU MOCMe WHTpaHasanbHOro nNpUMEHEHWS B OonbluMx Ao3ax. Takum
obpasoM, ¢nyTukasoHa NPOMUOHaT He Bbi3blBAET 3HAYUTENbHBIX CUCTEMHbIX KITUHUYECKUX
peakuuii Npy BBEAEHUM CTaHAapPTHO PEKOMEHA0BaHHbIX [03.

KnuHnyeckne nnauebo-KOHTPONMPYEMblE WUCCMEAOBAHWSA  BbIABANKW, 4TO  pnyTukasoHa
NPONUOHAT 3HAYUTENbHO CHUXKAET CUMMTOMbI annepriuyeckoro pUHUTa y nauneHToB C 4 neT u
cTaplwe. [la KnUHUYeckux nnauebo-KoHTPONMPYEMbIX UCCMefoBaHNsA, Lenbio KOTOpbIX Obina

oueHka 0Oonu, CBA3aHHOW C OLylleHWeM JaBneHus B MPUAATOYHbIX Masyxax, nokasanu



3HaunTenbHoe obnerdyeHve Gonu y nauveHToB 18 neT u CTapwe, KOTOpble CTPajanv
annepru4eckum puHUTOM. : d
O[HOrOAWYHOE  paHAOMU3MpOBaHHOe  ABOHOe  cnenoe  nnauebo-koHTponupyemoe
KMWHWYECKOEe WCCNEedoBaHUE pocTa B napannefibHblX rpynnax y Aetei npenyGepraTHoro
nepuosa BospactoM oT 3 Ao 9 neT (B pamkax KoToporo 56 nauveHToB nony4unu
WHTpaHa3anbHO hbnyTUKasoHa nponuoHaTt U 52 nauueHTa nony4unu nnaue6o), He nokasano
3HauuUTenbHbIX CTaTUCTUYECKUX pPasnMYMA B  CKOPOCTW pocTa Mexay nauueHTamu,
NonNy4YaBlUMMN UHTPaHasanbHO (ryTukadoHa nponuoHat (200 MKr/cyTku), MO CpaBHEHWUO C
rpynnoi, nony4yaswen nnauebo.

BbiSBNEeHHas CKOPOCTb pocTa Mocne roga NpuUMeHeHWs npenaparta coctasuna 6,20 cm/roa
(ES=0,23) B rpynne nnaue6o u 5,99 cm/rog B rpynne, nonyyaslien ryTukasoHa NponvoHar,
CPEfHAs pasHuLa CKOpPOCTW pocTa Mexay [ABYMA rpynnamu nocne roga wccneaosaHus
cocrasuna 0,20 cm/roa (ES= 0,28; IC 95%= -0,35; 0,76).

He 6bino nony4yeHo A0Kas3aTenbCTB KMMHUYECKU BaXHbIX W3MEHEeHUA (yHKUUM runoTtanamo-
rMnocusapHo-HaAnoYeYHNKOBOA OCK, a TakKe MUHEPanbHON NMOTHOCTU KOCTER, cornacHo
OLUEHKM 12-T YacOBOWN 3IKCKPELWU KOpTU3ona C MOYOW U PEHTrEHOBCKOWA AEHCUTOMETPUM,
COOTBETCTBEHHO.

dapMaKOKUHETHKA

Mocne WHTpaHa3anbHOro BBEAEHWS [03bl A0 1 Mr nna3meHHble YPOBHW (pryTUKa3oHa
NponuoHaTa UMEKT HU3KNE 3HAYEHUA, rpaHuYaLlue ¢ Konu4ecTBEeHHbIM NpeaenomM U3MepeHus
(0,05 Hr/mn).

Mocne nepopanbHoro npumeHeHusi, 87-100 % [03bl BLIBOAUTCA C kanom, Ao 75 % B ¢opme
HEeU3MEHeHHOro MUCXOAHOro COeAWHEHUs B 3aBUCMMOCTM OT pAo3bl. [locrne nepopanbHOro
npumMeHeHnss 6 Mr, 64% BbIBOAUTCA B HeuameHeHHoN copme. CyllecTByeT OCHOBHOM
HeakTWBHbIN MeTabonuT. [Mocne BHYTPUBEHHOrO BBEAEHWA HacTynaeT ObICTPbIA KIMPEHC,
KOTOpbIn NpegnonaraeT Gonbluoe NpoXoxaeHWe 4Yepes neveHb. Ha OCHOBaHWM HayvanbHbIX
OrpaHVWYeHHbIX AaHHbIX OblNo BbISBNEHO, YTO KOHLUEHTPaUUs B Nra3mMe CHUXKaeTCA B TEeYeHue
Tpex 4acoB M 4YTO o6beM pacnpeaeneHus Gonee Yem B TpuU pasa npesbilaeT Bec Tena. 3710

npuBOAUT K LLUMPOKOMY pacnpeneneHuto Ha ypoeHe TKaHel n 6bICTPOMY BbIBEAEHUIO.

NOKA3AHUA K NTPUMEHEHUIO
Cnpeit HasanbHbIi hryTMKa3oHa NPOMUOHAaT npeAHasHadYeH Ans NpodunakTUKU U NeveHus
CE30HHOr0 annepruyeckoro PUHUTA, BKMKYas CEHHYH NUXOPaAKy, U NeYeHUs Kpyrnoroagu4Horo

pUHUTa.

NMPOTUBONOKA3AHUA K MPUMEHEHUIO
FMNepYyBCTBATENBHOCT K aAKTUBHOMY OCHOBHOMY KOMMOHEHTY unu nbomy Apyromy

KOMMOHEHTY npenapara.



NPUMEHEHUE NPU BEPEMEHHOCTWU U NNAKTALIUUA

Talioke Kak 1 Npu Tepanuu WHLIMW NpenapaTamu, UHTpaHasanbHoe NpUMeHeHue dyTukasoHa
nponuoHaTta B Te4eHne GePEMEHHOCTM U B NepUop NakTauuy BO3MOXHO TOMbKO B TeX CriyyasX,
KOraa OXUAAeMas nonb3a NpeBblliaeT BO3MOXHbIE PUCKM, CBA3AHHbIE C NpenapaToM U NobbiM
WHbIM anbTepHaTUBHbLIM NEYEHUEM.

BepemMeHHOCTb

HeT AoCTaTOYHbIX AOKa3aTenbCTs 6e3onacHOCTU NpPUMEHEeHUs (bJ'IYTMKa3OHa nponuoHaTa y
6€peMeHHbIX XEHWuH. B npoBeAeHHbIX WUCCNeaoBaHUAX Ha JXUBOTHbIX WMEnu MeCTO
XapakTepHble ahheKTbl rIIIOKOKOPTUKOCTEPOUAOB MNPU BbICOKO/A CUCTEMHON 3KCMO3uuuu,
npsAsMoe UHTpaHasanbHoe NpuMeHeHune obecneynBaeT MUHUMAnNbHYO CUCTEMHYIO KCMO3ULINIO.

MNepvoa nakraunu

He usyyanach cekpeuus nyTukasoHa NponuoHaTa B rpyaHoe Monoko. MoakoxHoe BBEAEHWE
nyTUKa3oHa NponuMoHaTa NakTUpYLWWUM nabopaTopHbIM Kpbicam NPUBOAUMO K MOSIBIIEHUIO
U3MEpPSEMbIX MMasMeHHbIX YPOBHE U MOosBNeHulo ¢nyTukasoHa nponuoHaTta B rpyaHOM
moroke. TeM He MeHee, NPeAnonaraeTcs, YTo NNasMeHHbIe YPOBHU Y NaLMEeHTOK, Nony4aroLmx
WHTpaHa3anbHO (ryTUKasoHa NponuoHar, 6yayT BeCbMa HUSKUMM.

depTUnbHOCTb

[laHHble OTCYTCTBYIOT.

cnocob NPUMEHEHUA U NO3UPOBKA

[Jo3svpoBka

[lo3011 cyMTaETCs MUHUManNbHOE KONMWYEeCTBO npenapata, Npu MOMOLLM KOTOPOro AOCTUraeTcs
3 HEKTUBHBIA KOHTPOSb HA4 CUMATOMAMM.

B3pocnbiMm M petaM crapwe 12 ner: AnNA NpoUNakTUKMA U NEeYEeHUs CEe30HHOro
annepruyeckoro puUHWTA U NEYEeHUs KPYrnoroguyHoro puHUTa pekoMmeHayeTcs fABsa
BCMPbICKUBAHUA B KaXXAblAi HOCOBOW X04 OAWH pa3 B cyTku (200 MKr/aeHb), NpeanoyTUTensHo
yTpoM. B HekoTopbIX criyyasix — no ABa BCMPbICKUBaAHUA B KaXablii HOCOBOW XOA ABa pasa B
CyTkM. MakcumanbHas CyToyHas [o3a He [O0rMhKHa MpeBblillaTh YeTbipe BCMpbICKUBaAHUA B
Ka)kablii HOCOBOM X0A.

MoxunbIM nayueHTam: obbl4Has 4033 ANS B3POCbIX.

detu

Oetu mnaawe 12 net: ANA NPoUNaKkTUKA U NEYEHUSs CE30HHOrO annepruyeckoro puH1UTa v
NeYeHua KpyrnoroaguyHoro puHuta y agetei 4-11 net pekomeHayeTca OHO BCMpbiCKWBaHWE B
KaXablii HOCOBOW Xo4 oAvH pa3 B cyTku (100 MKr/aeHb), NpeAnoYTUTENbHO YTPOM. B HEKOTOPbIX
cny4yasx — OfHO BCMpbICKMBaHWE B Kaxdbli HOCOBOW XoA ABa pasa B CyTKW. MakcumanbHas

CyTOYHasa [A03a He A0/KHa npeBbilaTh ABa BCNPbICKUBAHUA B KakZblA HOCOBOW XOf.



HeT AaHHbIX 06 acheKTMBHOM npuMeHeHun GnvkcoHase y Aetein mnaawe 4 ner.
N7 2§

Cnocob npuMmeHeHus

Cnpeit HasanbHbIN nyTUKasoHa NPONMOHAT MPUMEHSIETCA TONbKO MHTpaHasanbHo. Crneayer
npeaoTBpallaTh KOHTAKT Nnpenapara ¢ rnasamu.
Ans OCTUXEHUA NOMHOro TepaneBTUYeckoro adpdekra HeobXoAUMO pPerynapHoe NpumMeHeHue
nyTKasoHa nponuoHarta — HasanbHoro crpes. Crneayet 0GbACHATL NaLUUEHTaM, YTO AaHHbIA
npenapaT He [faeT HesameanuTenoHoro addpekta, Tak Kak MakcumanbHoe obnerdeHve
HacTynaeT nocne Tpex-4yeTblpex AHEeN neYyeHus.

He npuMeHsaTb PrivkcoHase BonbLue Tpex Heaenb nNpu oTCyTCTBUN peakunn.

Mcnonb3oBaHWe Ha3anbHOro cnpes

[Modzomoska Ha3arbH020 Cripesi K Ucrnob308aHur0
B cneapywowmx cnyydasx TpebyeTcs BbINONMHEHWe [AEeWCTBUIA MO MOArOTOBKE Cnpes K
NCMNONb30BaHUIO:
e [lpn NnepeOM UCNONb30BaHUY;
e [pu nepepbiBe B UCMONb30OBAHUN B TEYEHNE HECKOMNbKUX AHEN;
e [locrne OYMCTKM HaKOHEYHWKA pacnbiUTenss B COOTBETCTBUM C  yKasaHUAMMU,
npeacTaBneHHbIMU B pasgene «O4ncTka HaszanbHOro crnpesy.
MogroToBka cnpes K WUCMONb30BaHWIO rapaHTUpyeT nonyyYeHWe MonHoW Ao03bl npenapaTa
naumeHToM. CneayeT BbINOMHUTL CneayoLlme AencTBUA:
e BcTpaxHyTb hnakoH U CHATb 3aLUTHbBIA KONNaYyoKk.
e [lepxxa hnakoH BEPTUKaNbHO, HAaNpaBUTb HAKOHEYHUK OT CeBs.
e [lomecTUTb yKkasaTenbHblA U CpeaHWUi nanbubl MO 06e CTOpPOHbl OT HaKOHEeYHUKa, a
BonbLuoi naney — noA AOHBILLKO.
e YaepxuBas nakoH 60nbWMM NanbLem, HaxaTb Ha pacnbinuTenb, YTobbl BbICBOGOAUTL
HebonbLwoe o6nayko npenaparta B BO34YyX.
e Tenepb NekapcTBeHHOE CPEACTBO MOTOBO K UCMOMb30BAHUIO.
e Ecnu nauweHT nonaraeT, 4YTO HaAKOHEYHWK pacnbiNUTEns 3acopeH, 3anpellaeTcs
ncnonb3oBatbh OynaBky UNu APYroi OCTPbIA NPeaMET AN ero OYUCTKW.
e B cnyyae HeoGXOAMMOCTUM OYUCTKW, CrneaymnTe WMHCTPYKUUSIM, ONUCaHHbBIM B pasgene
«OyncTka HasanbHoOro cnpesy.
Wcnonb3osaHue cripest
1. BCTpsAXHYTb hnakoH U CHATb 3aLUUTHbLIA KONNaYok.
2. Mpo4ncTuTb HOC (BBICMOPKATLCS), YTOObLI OYUCTUTL HOCOBbIE XOAbI.
3. 3aKkpbITb OOHY HO3APK NanbLUeM W akkypaTHO BBECTU HAKOHEYHWK B APYryld HO3APH.
HaknoHUTb ronoBy HEMHOro Brepea, NPoAoIKaA AepXaTb (hriakoH BepTUKanbHO.
4. Havatb genaTtb BAOX Yepe3 HOC W, Npojornkas BAblXaTb, MPOU3BECTU OAHOKpaTHOe

Ha)XXaTue nanbuamun Ana pacnbineHnsa npenapara.
l+



BbIHYTb HAKOHEYHWK U BbIAOXHYTb Yepes poT.
6. [anee Heo6XxoQUMO MOBTOPUTb OMUCaHHYK Bbllle Npoueaypy, BBeAs HaKOHEYHWK B
APYryro HO3APHO.
7. TMocne ucnonb3oBaHWA cnegyeT NPOMOKHYTb HAKOHEYHWUK YUCTBIM NNaTKOM.
8. HapeTb 3aWUTHbLIA KONNaYoK.
Oyucmka Ha3arnbHO020 cripes
PacnbinuTtens crnegyeT npoMbiBaTb He MeHee 1 pasa B Hefenio BO u3bexaHue 3acopeHus
HaKOHe4YHUKa pacnbinutens. [Ina aToro Heo6X04MMO BbINONHUTL CreayloLne AedCTBUS,
e CHATb 3aWUTHbIA KONNa4yoKk.
e OcTaBUTb HaKOHEYHUK B TENMOWN BOAE HA HECKONBKO MUHYT.
e [IpombITb NOA CTPyeV BOAONPOBOAHON BOAbI.
o  CTpsixHYTb U3BLITOK BOAbI U OCTaBUTb ANSA NPOCYLLUMBAHUSA B TENNIOM MECTe.
e  OCTOPOXHO YCTAHOBUTb HAKOHEYHUK Ha MPEeXHee MeCcTo B BEPXHEN YacTu nakoHa.
e [logroToBUTb rEKapCcTBEHHOE CPEACTBO K WCMOMb30BaHWIO, Cneays  yKasaHuAawm,

npeacTaBneHHbIM B pasaene «loarotoeka HasanbHOro cnpes K UCrnofib30BaHUoY.

NOBOYHOE AEUCTBUE

MpeacraBneHHble HWxe noboyHble peakuMn 6binu knaccuduuMpoBaHbl B 3aBUCUMOCTU OT
aHaTOMWYECKOro, CWUCTEMHOrO W 4acTOTHOro nokasatens. Yactota BCTpe4yaemMocTu
onpeaenanack cnegywowmm obpasom: odeHb Yacto (=1/10), yacto (=1/100 un <1/10), He4acTo
(=1/1.000 n <1/100), peako (=1/10.000 u <1/1.000), o4yeHb pepko (<1/10.000), BknO4as
OTAENbHble UCCNeAoBaHUA U HEBLISBMNEHHYIO 4YacTOTy (HEBO3MOXHO OLEHUTb Ha OCHOBaHWUW
pacnonaraemMmblXx AaHHblX). [1o60o4Hble [OEWCTBUA KaTeropuil «O4YeHb YacTo», «4acto» W
«HevacTo» Gbinu onpeAeneHbl HA OCHOBAHWUU AaHHbIX KNMUHUYECKUX uccnefosaHui. Kateropuu
peaKko U o4eHb peaKo — B Npenon NoCTperucTpaunoHHblX HabnwoaeHu. MNpu oLeHke 4acToTbl
BCTPEYAEMOCTU HeXenaTeribHblX SABMeHUA He NPUHUManuCb B pacyeT UCXOAHble 3Ha4YeHUs B
rpynnax nnaue6o.

CucteMHble 3ghdekTbl HasanbHbIX KOPTUKOCTEPOUAOB MOryT HabnoaaTeCa rnaBHbIM 06pasom

npu NnpuMeHeHUN B BbICOKUX 03aX B Te4YeHune ANUTENbHbIX Nepuoaos.

HapyweHus co cTOpOHbI UMMYHHOM CUCTEMBbI
OueHb pefko: peakuuu runepyyBCTBUTENBHOCTU, aHaUNaKTUYECKUA Wok/aHadunakTmyeckme

peakuun, GpoHxocnasM, KOXXHas Cbinb U 34eMa Ha NLE U A3bIKE.

HapyuweHusa co CTOpOHbLI HEPBHOW CUCTEMbI

YacTo: ronosHas 6onb, HENPUSITHLIN 3anax U BKYyC.



Kak n npy npyumMeHeHUun ApYyrux HasanbHbIX Cnpees, noctynanu coobuieHuns 06 ouyuieHnax
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HEenpUATHOro 3anaxa u BKyca, a Takxe ronosHon 6onu.

HapyweHusi CO CTOPOHbI 3pUTENbHON CUCTEMBI
OueHb peako: rnaykoma, yBen4eHne BHyTPUrnasHoro AaeneHus U katapakra.
HeusBecTHoO: pacnnbiByaToe 3peHue (cMoTpute pasgen «Mepbl NpeAoCTOPOXHOCTUY).

HapyweHusi coO CTOPOHbI AbIXaTefloHOW, MeANacTUHANbLHOW CUCTeM, OpPraHoB rpyAHOM
KNEeTKH

O4yeHb 4acTo: HOCOBOE KPOBOTEYEHME.

YacTo: cyxoCTb B HOCY, XOKEHUE, CYXOCTb B ropre v pasgpaxeHue ropna.

OyeHb peako: nepcopaums HOCOBOW NEPErOPOAKHA.

HenssecTHO: A3BbI HOCA.

Kak 1 npu npuUMEHeHWM NpouMX HasanbHbIX CMpeeB NOCTynanu CoobLeHWss O CyXoCTu U

pasgpaxeHun Hoca u ropna, HoCoOBOM KPOBOTEHYEHUN.

Takke nocne NpUMEHeHWs UHTpaHasanbHbIX KOPTUKOCTEPOUAOB coobuwanock 0 nepgopauuu

HOCOBOI NEPEropoaKu.

UHdbopMupoBaHUe 0 BO3MOXHbIX NOGOYHbIX ABMNEHUAX

MpenocTaeneHve MHopMauu 0 NOA03PEBaEMbIX NOBOYHbIX peakLusX, BbIABMEHHbIX nocne
peructpauun, uWmeeT 6GonblUOe 3HAYeHWe, Tak Kak MO3BOMSET MNPOBOAUTb MOCTOSHHbINA
MOHWUTOPUHr GanaHca nonb3bl U pucka rnekapcTBeHHoro cpeactBa. Coobwnte 0 nobbIX
nopospesaeMblx NOBOYHBIX peakuusix crneuuanucTel obnacTv 34paBOOXPaHEHWs  MoryT

NOCPEACTBOM HaLMOHaNbHOW CUCTEMbI MHGOPMUPOBAHHUS.

NEPEOO3UPOBKA

HeT faHHbIX 06 OCTPOI UMM XPOHUYECKON Nepefo3vpoBKE HasanbHbIM cripeem ¢ryTukasoHa
nponuoHaTa. HasanbHoe BBegeHwe 2 Mr cnyTukasoHa nponuoHaTta ABa pasa B CYTKA B
TEYEHNEe CemMU [JHeil He o0Kasano BnusHWEe Ha QYHKUMIO runoTanamo-runoguaapHo-
HaAnoYe4YHUKOBOW OCU Yy 300pOBbIX 40OPOBONbLEB.

JleyeHve

MpopgomkutTensHoe npUMeHeHue npenapaTta B [03ax, Bblle PEKOMEHAO0BaHHbIX, MOXET
NPUBECTU KO BPEMEHHOMY YrHETEHUIO PYHKLN HAANOYEYHMKOB.

Y Takux nauvMeHToB cnepyeT npojomkaTb neveHve dnyTukasoHa nponuoHaToM B A03aX,

HeobxoauMbIX AnNs KOHTPOJ1A CUMNTOMOB.

B3AUMOLEWCTBUE C APYI'MMU NEKAPCTBEHHbLIMUA CPEACTBAMU
6
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B HopMarnbHbIX YCINOBUAX MHTpPaHasanbHoe npumeHeHne nyTukasoHa nponvoHara npuBoauT
K HW3KUM KOHLEHTpauusm cnyTukasoHa nponuoHata B nnasmMe, BBUAY 3Ha4YUTENbHOro
meTabonuama npu NepBOM MPOXOXAEHWM Yepe3 NeyYeHb U BbICOKOro CUCTEMHOro KrvpeHca
nocpeacTsoM uutoxpoma P450 3A4 B kuweYHUKE 1 neveHn. Takum o6pasomM, ManoseposiTHbI

KNMUHUYECKN 3HaYUMble B3aUMOAENCTBUA CbﬂYTVIKSSOHa nponunoHara.

Kak 6bino f[oka3aHO B WCCNeAoBaHWM B3auMOAENCTBUA npenapaTtos, MNPOBOAWMOM Ha
340pOBbIX A06poBOMbLAX, PUTOHABMP (CUNbHbIA UHrMEUTOP uuTOoXpoma P450 3A4) moxeT
3HaYUTENbHO YBENMUYUTL KOHLUEHTpauuu cryTukasoHa nponuoHaTa B nnasme, npu 3TOM pesko

CHMXAaKTCA KOHLUEHTpauUun KOpTnU3ona B CbiIBOPOTKE.

B Te4YeHne NOCTMapKETUHIOBOro UCNonb3oBaHUs Gblnu BbISBMNEHbI 3HAa4YUTENbHbIE KUHUYecKkue
MeAUKAMEHTO3Hble B3aUMOAEWCTBUSA y NaLWUeHTOB, MONYyYUBLUMX WHTpaHasanbHoe nevyeHue
UMY UHranauuio gnyTukazoHa nponvoHaTa U putoHasupa. CuuTaeTtcs, YTO COnyTCTBYOLWas
Tepanua ¢ uHrubutopamu CYP3A, Bknoyas npenapatbl, copaepxawue kobuuucrar,
yBENUYMBAET PUCK BO3HUKHOBEHWS CUCTEMHbIX MOGOYHbIX peakuui. Heobxopumo usberatb
nopobHoit koMBMHaLMM npenapaToB A0 TeX Mop, Moka nonb3a OT WX HasHayeHus He Gyaer
npeBbIlLaTh BO3MOXHbI PUCK Pa3BUTUSI NOBOYHBIX KOPTUKOCTEPOUAHBIX CUCTEMHbIX peakLui, B
AaHHOM cryyae nauueHTbl AOIKHbI HaxoAuTbCcs noa HabnogeHnem Bpaya Ans KOHTpons

nNo6oYHbIX peakuun.

B HeckonbKMX NPOBEAEHHbIX WUCcnefoBaHUAX Obino [AokasaHo, YTO Apyrve WHrMouTopbl
uutoxpoma P450 3A4 npuBOAAT K HE3HAYUTENbHOMY (3PUTPOMULIMH) U HUYTOXHO Manomy
(KETOKOHA30M) MOBbLILEHUIO KOHLEeHTpauun dnyTukasoHa nponuoHata, 6e3 3ameTHoro
CHWKEHWA KOHLIEHTpaLMM KOpTU3ona B CbiBOpPOTKE. TeM He MeHee, crieayeTt cobniogatb
OCTOPOXHOCTb NPV COBMECTHOM MPUMEHEHWN CUMbHBIX MHIMGUTOPOB UMTOXpoma P450 3A4
(Hanpumep, KeToHason) BBWAY BO3MOXHOrO MOBLILEHUA KOHUEHTpauuu dryTukasoHa

nponuoHara.

MEPbI MPEOOCTOPOXHOCTU
MecTHble UHMDEKLUMN: UHEEKUUM HOCOBBIX XOA0B TPebyIoT [AOMKHOrO NeYeHnsi, 04HaKO OHU He
SBMSIOTCA 0COBbIM MPOTUBOMOKA3aHWEM K MPUMEHEHUI0 HasanbHOro cnpes ¢nyTukasoHa

nponuoHara.

CnepyeT cobnioaaTb OCTOPOXHOCTb, KOrAa MaLMEHTbl MOMy4alT feYeHne CUCTEMHbIMU
cTeponaamMi U NPOXOANAT NeYeHVe HasanbHbIM cnpeeM nyTuka3oHa nponuoHara, 0cobeHHo,

npu HanM4num NpeanosioXXeHns o HapylweHun dDyHKLlVIVI HaAno4Ye4YHUKOB.
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B TeyeHMe NOCTMApPKETUHroBOro MpuUMeEHeHUs Oblnvu BbIABMNEHbl 3HAYUTENbHbIE KIUHUYECKUE
MeAWKAaMEHTO3HblE B3aUMOAEUCTBUA Yy MNAUMEHTOB, MOMy4YMBLUMX neyeHue rnyTukasoHa
NPonMoHaToOM U pUTOHaBUPOM. [lonaraeTcs, YTO COMyTCTBYOLIEE NeYeHune ¢ UHrubutopamu
CYP3A, BKnNw4as MeauKaMeHTbl, KOTOopble coAepxaT KkKobuuucrtaT, yBenuynBaeT puUcK
noBoYHbIX CUCTEMHBIX peakuuii. Heobxoaumo nsberatb nogobHom kKomEuHaUuUM npenapaTos A0
TEX Nnop, noka nonb3a OT UX HasHa4yeHus He ByAeT npeBbillaTb BO3MOXHbIA PUCK pPasBUTUSA
NoBGOYHbIX KOPTUKOCTEPOUAHBIX CUCTEMHbIX peakuuii, B faHHOM cnyyae nauueHTbl AOIMKHbI
HaxoauTbCs nog HabniogeHvem Bpayva Ans KOHTpons nobo4yHbix peakuui. (CMoTpute pasgen

«B3anmopencTeue ¢ ApYruMu nekapCTBEHHbIMU CPEACTBAMUY).

MoryT nosiBUTLCS CUCTEMHbIE peakuuu ¢ NiobbiM KOPTUKOMAOM, BBOAVMbLIM B HOCOBbIE XOfbl,
0COBEHHO MPU Ha3Ha4YeHUN BbICOKUX 403 U MPU NPUMEHEHUN B TEYEHNE ANUTENbHOro Nepuoaa.
OfHaKo BEPOSITHOCTb BO3HUKHOBEHWS [AaHHbIX peakuuii HaMHOro Huxe, YeM Mpu npueme
nepopanbHbIX KOPTUKOCTEPOWUAOB; OHU MOTYT BapbMpOBaTbCA y PasHbiX MaUWEHTOB U Mexay
pa3nUYHLIMMU KOPTUKOCTEPOUAHBIMU Mpenapatamu. Bo3mMoXHble CUCTEMHblE peakuuu MoryT
BKMIOYaTb CMHAPOM KyLUMHra, KyLUMHIOMAHBbIE YepTbl, YrHETEHWE HaAMNOYEeYHWUKOB, 3aAepXKy
pocTa y AeTeil U NoApoCTKOB, pexe, (PU3NONOruyeckne 1 noBefeHYeckne peakuum, BKoYas
MCUXOMOTOPHYIO FMMNEePaKTUBHOCTb, HapyLLUEHWE CHa, TPEBOXHOCTb, AENPEeCCU0 UMK arpeccuro

(ocobeHHo y feTen).

NleYeHVe B TeYEHWEe MPOAOIIKATENBHOTrO nepuoda [03aMy HasanbHbIX KOPTUKOCTEPOUAOB,
KOTOpble NPEBbILLAKT PEKOMEHA0BAHHbIE, MOXET NMPUBECTU K KITMHUYECKA 3HAUUMOMY YrHETEHMIO
(YHKUMN  HaAMOYeYHUKoB. B criydae yBEpeHHOCTW B Tepanuu [03amu, MpesbiualoLmm
PEKOMEHI0BaHHbIE, HEeOoBXOAUMO PacCMOTPeTb ynoTpebneHne AOMONMHUTENbHBLIX CUCTEMHbIX

KOPTUKOCTEPOUAOB B CTPECCOBbIE NEPUOABLI UNTU NPy NpoBeAEHNN NNaHOBbIX onepaum?n.

MonHbIA 3deKT HasanbHoro cnpes nyTukazoHa nponuoHaTa MOXeT HabnoaaTbCA Nuwb

yepes HECKOMbKO CYTOK Teparnuu.

HecMoTpsa Ha ToO, 4TO B BONbLUMHCTBE CrnyvaeB HasarnbHbIA cnpen ¢nyTukasoHa nponuoHarta
KOHTPONUPYET CUMMTOMbI CE30HHOrO annepruyeckoro puHWUTa, B HEKOTOPbIX Cryyasx, npu
O4YeHb BbICOKOW KOHLIEHTPAaLMM B BO3AYXE annepreHoB, MOXeT NoHaaobuTbCA AononHUTeNbHas

Tepanus.

Bbinu 3aperucTpupoBaHbl 3a4epXKW pocTa y AeTel, NonyyasluMX paspelueHHble A03UPOBKY
HEKOTOPbIX HasanbHbIX KOPTUKOCTEPOUAOB. PekomeHayeTCA NocTosHHOe HabnoaeHne pocrta y
[eTell, KOTOpble AMUTENbHO MPUHUMAIOT HasanbHble KopTukocTepouAbl. [pu 3ameaneHuu

pocta cneayet, npu BO3MOXHOCTW, MNepecMoTpeTb n0Tpe6nﬂemyro A03Yy Ha3anbHOro
8



KOPTUKOCTEpoMAa U CHU3UTb €e A0 MUHUMAnNbHOW, 3PEKTUBHO KOHTPONMUPYIOLLEA CUMNTOMbI

3abonesaHusa. Kpome Toro, pekomeHayeTcs HabniogeHvne nauveHTa y neguarpa.

HecMmoTpA Ha TO, 4YTO OTCYTCTBYHT AOKasaTenbCTBa BMUSHUA Ha (YHKUWIO runotanamo-
runousapHoO-HaANoOYEYHNKOBOM OCU B pamMKax MpoBeAeHHbIX KIMUHUYECKUX uccrneaoBaHuin ¢
npenapatom ®&nukcoHase, cnedyeT NpUHUMaTb BO BHUMaHWe, 4TO CUCTEMAaTU4eckoe
ynotpebneHne TUNOBbLIX KOPTUKOCTEPOWAOB MOXET MPUMBECTU K HeobpaTUMOMY BIUSAHWIO Ha

yKasaHHYH OCb.
Bbino coobleHO O KpaWiHe pegkux criyqasx nepdopauMm HOCOBOW MEepPeropoaku npu
NPUMEHEeHUN HasanbHbIX KOPTUKOCTEPOWAOB, B YaCTHOCTW, Y NaLMEHTOB, KoTopble 6binu

noABep)XeHbl HOCOBOW XUPYpPruu.

HapylwieHne 3penus

Mpu CUCTEMHOW W MECTHOW Tepanuu KOPTUKOCTEpOMAAMU MOryT BO3HWUKHYTb HapyLUeHUs
speHusi. Ecnn y nauveHTa HaGnioAaloTCs CMMNTOMbI PacnnblB4aToro 3peHusi, Heobxoanmo
NPOKOHCYNbTUPOBATLCS y odTanbMonora AnA YCTaHOBMNEHUS BO3MOXHbIX MPUYUH, TaKUX Kak
KaTapakTta, rrmaykoma wnu pepakue 3abonesaHus, Hanpumep, LeHTpanbHas ceposHas
petuHonatus (LICP), koTopas nposiBunace Nocre CUCTEMHOrO U MECTHOrO MNpPUMEHEeHUs

KOPTUKOCTEPOUAOB.

MpeaynpexaeHue o BCnoMoraTenbHbIX BelecTBax:
MpenapaT cogepXwWT 5 Mr rnoko3bl B OAHOW A03€, AaHHbIA hakT crneayeT npuHMMaTh BO

BHUMaHue npu Hann4mum Avabera.

Tawke npenapat cogepxut 20 Mukporpamm GeHsankoHus xnopuaa B oaHow aose. Moxer
BO3HWUKHYTb BOCManeHue cnuancTon o6onoyku, ocoBeHHO npu AMUTENIbHOM WUCMONb3oBaHUM
npenapata. Mpy NOAO3PEHUN AaHHOW peakunn (MpoAomMKUTENbHAA 3aM0XEHHOCTb Hoca), npu
BO3MOXHOCTU, HeoBXoAMMO NPUMEHSITb HasanbHblA npenapart, He coAepXalui AaHHoe

BELlEeCTBO.

J10BOANTCA A0 CBEAEHUS CMOPTCMEHOB, YTO AAHHbLIA NpenapaTt COAEPXUT KOMMOHEHT, KOTOPbIN

aaet NONOXWUTENbHbLIA pe3ynbTaT Ha aHanu3 AonuHra.

BIIUAHUME HA CMNOCOBHOCTb YMNPABNATb TPAHCMNOPTHbLIMU CPEACTBAMMW,
MEXAHU3MAMU
OTCyTCTBYIOT AOKa3aTenbCTBa TOro, YTO hryTUKas3oHa NPOnNMOHaT OkasbiBaeT BO3AENCTBME Ha

cnocoBHOCTb YNpaBnATh TPAHCMOPTHLIMU CPEACTBaMU U APYTVMUA MeXaHU3MaMu.
9



®OPMA BbIMYCKA

Cnpeit HasanbHbI f03MPOBaHHbIA 50 MKr/ao3a.

Mo 120 o3 Bo ¢hnakoHe xé&nToro crekna Tuna | unu Tuna lll. Kaxabin dnakoH cHabxeH
A03UpYyloWMM ycTpoiticTBOM. Ha chnakoH u fgosupyrowlee YCTpOWCTBO HapeT ajantep Ans
WHTpaHasanbHoro BBeAeHusA. PnakoH AOMNONHUTENbHO CHabXeH Konnaykom AnsA 3aluTbl
aganTepa oT nbinu.

Kaxablii hriakoH BMecTe € 403UPYIOLLUM YCTPONCTBOM, aAanTepoM U 3alUTHBIM KOnna4vkoMm (B
cobpaHHOM COCTOSIHUM) W UHCTPYKUMEA Nno MeAULMHCKOMY MPUMEHEHUIO MOMeLawT B

KapTOHHYIO Nayky.

CPOKIrOgHOCTHU
3 ropa.
He ncnonb3osaTb Nocne UCTEYEHUNA Cpoka roAHOCTH, YKa3aHHOro Ha ynakoBKe.

ycnoBusa XPAHEHUA
XpaHuTb npu Temnepatype He Bbiwe 30 °C.

XpaHuUTb B HEAOCTYNHOM ANA AETEN MecTe.

YCINOBUA OTIMYCKA
Mo peuenTy.

NPOU3BOAUTENb

nakco Bannkom C.A., UcnaHus

Aspa ne Okctpemagypa 3, 09400 ApaHpa ge Oyapo, Byproc, Ucnanus /
Glaxo Wellcome S.A., Spain

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

3a nwbon wuHdopmauuen o npenaparte cneayer obGpawarbcA K Aepxarento
perucTpauyMoHHOro y40CTOBEePEHUs:

MakcoCmutKnsinH Akenopt J1T4., Benukobputanus / GlaxoSmithKline Export Ltd, UK

980 MNpent Bect Poyn BpeHtdopa Mupgancekc TW8 9GS, Benuko6putanus / 980 Great West
Road Brentford Middlesex TW8 9GS, United Kingdom

Ten. +44 20 8047 5000

®akc +44 20 8047 5000

Xanobbl Ha Ka4yecTBO NEKapCTBEHHOro npenapaTta HeobxoAMMO HanpaenATb Ha appec

3nNeKTpoHHoM noyThl: gdnp.complaints@gsk.com.
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CoobLeHnss 0 HexenaTenbHbIX peakuusax HeobxoAuMo HanpaBnATb Ha afgpec ANeKTPOHHOW
nouyThl: by.safety@gsk.com.

MpaBa Ha o6nagaHve ToBapHbIMW 3HaKaMu NpuHaanexar rpynne komnaHuin GSK.

©2018 MNpynna komnaxuit GSK unu nx npasoobnagarens.

11



