3ATBEPIKEHO
Haxa3 MinicTepcTBa 0XOpOHH
310poB’s YKpainu
25 O£ I Ne AULE

PeecTpaniiiae HocBiT9eHHS
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IHCTPYKIIA

/IS MEAHTHOTO 32CTOCYBaHHS JIKAPCHKOIo 3aco0y

BEKJIOMETA30H-310POB’s
(BECLOMETASONE-ZDOROVYE)

Cknao:

oitoua pevosuna: beclometasone;

1 no3a mpenapary MiCTHTb GEKJIOMETa30Hy aurnporionary - 50 MKT;

donomioichi pevoeunu: MIKPOKPHCTAliqHa IEmono3a Ta HaTpilo KapMelno3a, IIIOKO3a, GEH3aIKOHIIO
XJIOpH, CITHpT (eHiTeTHIoBHH, nomicopbar 80, Bozia OUMINIEHA.

Jlikapcska opma. Cnpeli HazanbHHHA Z030BaHMi, CyCIEH31s.
Ocnoeni ghizuxo-ximiuni enacmugocmi: 6iI0ro KojbOpy Hempo3opa cycrensis 6e3 Oyab-sKHX BHIMMHX
YaCTHHOK.

®apmakoTepaneBTH4Ha rpyna. 3acolw, AKi 3aCTOCOBYIOTH IIPH 3aXBOPIOBaHHAX MOPOXHHHHM HOCA.
[IporrHaGpsKOBi Ta iHIMI HpemaparH A MiCIIEBOTO 3aCTOCYBaHHS IPH 3aXBOPIOBAHHAX IOPOXHWHM
noca. Kopraxocrepoimu. Kox ATX R01A DO1.

Dapmaxonoziuni enacmueocmi.

DapmakoOuHamika.

ITicns MicIeBOTro 3aCTOCYBaHHS GEKIOMETa30HY 17,21-gunponioHaT YMHATE NOTYXKHY IPOTH3ANAIRHY Ta
CYAMHO3BYXXyBaJbHY Hif0. bexiomerasony JHEIpPOIiOHAT — MONEPETHAK aKTHBHOI PEYOBHHH 3i cnabkoro
CIOPiHEHICTIO 3 IIIOKOKOPTHKOIMHUMM PEIENTOPaMH. Bin rigpomizyeThcs ecTepasaMH 3 YTBOPEHHIM
aKTHBHOTO MeTaboiiTy GexnoMmera3oHy-17-MOHONPOMIOHATY, SKHH Mae BHCOKY MiCIIeBy IIPOTH3ANAIBHY
AKTHBHICTB.

BeK/IOMeTa30Hy MIIPOIiOHAT 3abe3medye MpodiaakTHIHE 6a3oBe JTIKyBaHHS CIiHHOi JIMXOM@HKH IIpH
3aCTOCyBaHHI Ilepeq Ji€io anepreHy. IIpu perynspHOMY 3aCTOCYBaHHI GEKIOMETa30Hy NHMPOIiOHAT
ToTepe KY€ TOBTOPHi IIPOSIBA CHMIITOMIB aJIeprii.

DapmakoKinemuxa.

[licns iHTpaHA3aJBHOTO 3aCTOCYBAaHHS GEKIOMETa30Hy JMMpOIOHATy CHCTeMHa abcopbuis BH3HAdAacs
IIUIXOM BHMipIOBaHHA KOHIIEHTpalii #0ro akTHBHOIO MeTabomiTy — GexsoMeTa3oHy 17-MOHONpPOiOHATY
(B-17-MII), abcomoTHa GiOMOCTYNHICTh SKOTO mic/s iHTpaHa3aIBHOIO 3aCTOCYBaHHS CTAHOBHTH 44 %.
BexoMeTa30Hy MMIIPOIIOHAT JyXe MIBHIKO BHBOIHTECS 3 kpoBoobiry, i micis iHTpaHa3aIbHOro
3aCTOCYBaHHA HOrO KOHIEHTAIio y IUIa3Mi kpoBi BEMipsTH HemoxummBo (< 50 nr/mi). Merabomism
BinOyBa€Tecs y BCIX TKAHMHAX 3 Y9YacTIO €cTepas. OcHOBHEE TIpPOTYKT MeTabomisMy — aKTHBHHH
merabomit (B-17-MII). 3B’s3yBanHs 3 Oinkamu ILTasMH kpoei momipHo BHCOKE (87 %). Iepion
HANIBBHBENEHHS 3 ILUIa3MM KpPOBi JUis GEKIOMETa30Hy NHMIIPONIOHATY CTaHOBHTH 0,5 romuHE Ta A
B-17-MII — 2,7 romusu. ITicis mepopaJbHOTO 3aCTOCYBaHHA OEKIOMETa30Hy JMTIPOIiOHATy MPHOIM3HO
60 % 1037 BABOIMTHCA 3 BUNOPOXHEHHSIMH IPOTAToM 96 rOIMH rOOBHMM THHOM Y BUIVIAZI BITBHHX Ta
KOH’JOTOBaHHX NOApHEX MeTabomitiB. IIpubmasao 12 % m03M BHBOAMIOCK Y BHIVIAZI BUTBHHX Ta
KOH’IOTOBaHMX IOJSApPHAX MeTabomiTiB i3 cedero. HupkoBmi KIipeHc GeKIOMeTa30Hy JHIpPOIOHATY Ta
#ioro MeTaboIiTiB HE3HAYHMH.
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Kiinigni xapakTepHcTHKH.
Ilokazanna.
IIpodinaxruka Ta TiKyBaHHS ITOPITHOIO Ta CE30HHOTO AJIEPTiTHOTO PHHITY.

IIpomunoxasanns.

[ligBrmena 9y THBiCcTE 10 Aifod0i pedoBuHE abo A0 Gymp-KOi 3 JONOMIKHEX PEYOBHH, HEpPENIYeHuX y
poszim «Cxnany, B anamuesi. TyGepKymbo3, KaHIUAOMIK03, TSXKKI Halma| GpOHXiaTbHOI acT™H. JIHTsauit
BIK.

B3aemodin 3 inwumu nikapcokumu 3acobamu ma inuwi euou 63aemooiii.

Bexsiomerason Menm 3anexHuit Big merabomismy CYP3A, Hix mesxi immi KOPTHKOCTEpOimy, i 3araioM
B3aEMOZii MAJOHMOBipHi; ONHAK HE MOXHa BHKIIOYATH MOXHBICTh CHCTEMHHX e(eKTiB IpH
ONHOYACHOMY 3aCTOCYBaHHI CHIbHHX iHTiGiTopis CYP3A (Hampuiiaj, putoHaBipy, kobinucrary). Tomy
IIpH OJHOYACHOMY 3aCTOCYBaHHI IMX IIpelnapaTiB peKOMEHAYeThcs GyTH OGepeXHMM i 3iMiCHIOBATH
Bi/MOBiTHW#H MOHITOPHHT.

Ocobnueocmi 3acmocysanna.

IadexniliHo-3ananbHi 3aXBOPIOBAHHS HOCOBHX ILIAXiB Ta NPHIATKOBHX masyx He € crerudivHEM
TIIPOTHIOKA3aHHAM JUIS IPH3HAYCHHS JTiIKapCEKOTO 3acoby, ale B TaKOMy pa3i CIIi/l IPOBOIMTH BiJIOBiHY
Tepartio.

3 obepexHiCTIO CITi/l MPH3HAYATH JKAPCHKHIA 3aci6 XBOPHM IIPH IIepeBEAEHH] ixX 3 JiKyBaHHS CHCTEMHHMH
CTepoinaMH, 3BaXaloYd HAa MOMUIMBICTB MOPYINEHHsS (YHKIIi HaJHUPKOBHX 3al03, 4 TAKOX XBOpHM i3
HEJIOCTATHICTIO HaJHAPKOBHX 3aJI03.

ITicns HemonaBHiX Xipyprivuux BTpydaHb y IIOpOXHHEHI HOCA Ta TPaBMM HOCa Ta IIPH HasSBHOCTI BHPa30K
CIH30BOi HOCA Yepe3 MifBUINEHHMH PU3MK nepopalii meperopoaxd HoOca, CIIif IIPOKOHCYJIETYBaTHCH 3
JKapeM IIepell 3aCTOCYBaHHAM JiKapPCHKOIO 3aco0y. Mox/IMBe BHHHKHEHHsS CHCTEMHOI [il Ha3zaIbHHX
KOPTHKOCTEPOiJliB, 30KpeMa NPH 3aCTOCYBaHHi BEJMKHX 03 IPOTATOM TPHBAIOrO dacy. Taka cHCTEMHa
Jisi € MEHII iMOBIPHOIO, HiX IIPH 3aCTOCYBaHHI OPAILHEX KOPTHKOCTEPOIIB, Ta MOX€ BiIPi3HATHCA SK B
OKPEMHX MAI€HTIB, TaK i IIPH 3aCTOCYBaHHI Pi3HHX KOPTHKOCTEPOLMHAX npenapariB. CHCTeMHa Jis MOxke
TIPOSBIIATACS CHHAPOMOM KyIIMHIa, KyIIMHTOIfHMMM O3HaKaMH, IPHTHIYCHHSM HAJHHPKOBHX 3403,
KaTapaKTolo, IMayKoMOIO Ta (pifme) NCHXiYHHMH Ta MNOBEiHKOBUMH pO3IajaMH, BKTIOYAIOUH
TICHXOMOTOPHY TillepaKTHBHICTh, IOPYINEHHs CHy, HECIIOKii, Jenpeciio a6o arpeciro (ocobnuBo y aireif).
JlixyBaHHS OLIBII BHCOKHMM IO03aMH, HiX PEKOMEH/IOBaHi, MOXe€ CIPHYMHHTH KIiHIYHO 3HaYyIIe
NPHUTHIYeHHd HAIHUPKOBAX 3a103. Y pa3si BCTAHOB/JEHHS IePEBHIEHHS PEKOMEHJIOBaHHX 03
GexiioMeTasoHy HeoOXiHa [oNaTKoBa CHCTEMHA KOPTHKOCTEpPOiHA Tepamis BIPOJOBX CTPECOBHX
nepioziB a60 eeKTHBHUX omepalrii.

Jlikapcekmit 3aci6 MiCTHTL GEH3ATKOHIIO XIOPHI, SKHH MOXe CIOPUYMHHUTH MOApa3HEHHA abo Micresi
peaxiii.

He cmix 3actocosysaru meit mpemapar Ge3mepepBHO nporaroM Gimbme 1 micams Ge3 Harsimy mikaps.
Sxmo xBopuit 3acToCOBye iHmm Jikapchki 3aco6u y Oymp-sikux nikapchkux Qopmax, mo cKIamy SKHX
BXOILATE KOPTHKOCTEPOINH, a TakoX NpeNapaTH JUif JIKyBaHHS acTMH, CIiJi IPOKOHCY/IBTYBAaTHCS 3
JKapeM Nepe] 3aCTOCYBaHHSM GeKIOMETa30Hy TUIPOIiOHATY. :
Ilpu mepeBMmeHHi [O3yBaHHS iHTpaHA3aIBHOIO OexoMeTa30Hy, NpH iHAWBiAyambHiM IIigBHIEHiH
9yTIMBOCTI a60 BHACHIOK HEMOJABHBOTO CHCTEMHOTO 3aCTOCYBaHHS CTEpPOiNiB MOXE MaTH MiCIle
CHCTeMHa [1isl, BKIIOYAIOUH 3aTPUMKY POCTY.

Xoua GexToMeTa3’0Hy IUIPOMiOHaT Y GLIBIIOCT] BHNAIKIB KOHTPOJIIO€ CHMIITOMH CE30HHOTO aJIeprigHOro
PHHITY, y JESKHX OCOGIMBO TSDKKHX BHIIa[Kax, [OB’S3aHMX i3 HASBHICTIO allepreHiB y JiTHI# nepiox,
MOX€ BHHUKHYTH HEOOXiIHICTB y HONaTKOBOMY JTiKyBaHHi, 0COGIMBO CHMITTOMIB 3 60Ky opraHiB 30py.
Ilopywenns 3opy.

Ilix 9ac cacTeMHOrO Ta MiCHEBOrO 3acTOCYBaHHS KOPTHKOCTEPOi/liB MOMTHBI BHIIQ/IKH OPYIIEHHS 30DY.
SIKmo y namieHTa CHOCTEPIraloThCS Taki CHMITOMM SK PO3MHTHH 3ip UM iHINI HOpYIEHHS 30py, HOMy
HOTPi6HO 3BEpHYTHCS A0 OQTANBMONOra IS OMIHKH MOXIMBHX NPWYHH, IO MOXYTh BKJIIOYAaTH
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KaTapakTy, [JiayKoMy abo pimkicHi 3aXBOPIOBAHHS, Taki K IIEHTpaIbHA CEPO3Ha xoplope'mnonarm (I_ICX)
TPO BHIIAJIKH AKOT OB ZOMIISIIOCS ITiJI YAC CHCTEMHOIO Ta MiCIIEBOTO 3aCTOCYBAHHA KOPTHKOCTEPOi/IiB.

3acmocyeanns y nepiod eéazimnocmi abo 200y8anHs 2pyooio.

Bazimuicme
JloxaziB Ge3neku 3acTOCYBaHHS Jmcapcmom 3aco6y B IIEpiox BariTHOCTi HENOCTATHBO. 3acTocyBaHHSA

Koprmcocwpounn y TBapHH y neplo,u BAariTHOCTI MOX€ CIIPHYMHHTH aHOMAlii PO3BHTKY ILIOJAA, y TOMY
gpcai po3mimHy migHeGiHEA i 3aTPUMKY BH}’TplIIIHLOYTpOGHOI‘O pocty. OTxe, MOXe iCHyBarH Jryxe
HEBE/NMKHH PH3MK TAKMX BIUMBIB Ha Ui OfHak 3MiHH PO3BHTKY ILIOAA y TBapHH BHHHKAIOTH micins
BIIHOCHO BHCOKOro cHcTeMHoro BrumBy. Jlikapcekuit 3aci6 3abesmedye Zito 6e1<110me'ra3011y
JEOpomioHaTy Ge3mocepeqHBO Ha CTM30By OGONOHKY HOCA i TAaKAM YMHOM 3MEHIIyE 0 MiHiMyMy
CHCTEMHMI BILIHUB.

3acTocyBaHHS GEKIOMETa30HY TUNPOIMIOHATY B neplon BAriTHOCTI CJIiJi YHUKATH, 32 BEHATKOM BHIIAJIKiB,
KO, Ha ZlyMKy JIKaps, O9iKyBaHa KOPHCTB U MaTepi IEPeBHINy€ MOTCHIIHHMA PA3KK UL ILI0/a.
Ilepiod 200yeanns gpyt)b;o

Cnenuivaux JOCTiOKEHb, ¥ SKHX 6H BUBYIOCh MPOHAKHEHHS 6CKJIOMeTa30Hy JUIIPOIIIOHATy B MOJIOKO
TBapHH, He IPOBOAMIOCH. MOXHA IIPHITYCTHTH, IO GEKIOMETa30Hy mmpomoHaT IIPOHHKAE Yy MOJIOKO,
ae 7103, MO BHKOPHCTOBYIOTECS JUIS MPSMOTO POSIHICHHI B HOCi, MaloTh HHW3bKWH IOTEHINan s
IiIBAINEHHS KOHIEHTpAIii HO0ro y rpyIHOMY MOJOII.

TIpu3HadYeHHs Ipenapary JKiHKaM y IepioJl ToXyBaHHs: IPYAIO MOXUIHBE JIAIIE y BUNAJIKY, KOIH, Ha JyMKY
JiKaps, OYiKyBaHa KOPHCTb JUIsi Marepi IIePEBHITY€ IOTEHIIHHUH PH3AK [ JATHHH.

Depmunvricms

Hemae faHAX MO0 BIUTMBY Ha (EepTHIBHICTS.

30amuicmvy enaugamu Ha WEUOKICMb peaxyii npu KepyeaHHi A6MOMPAHCHOPIMOM abo iHwuMuU
MexaHizMamiul.
He BrumBac.

Cnoci6 3acmocysaHHa ma 003u.

Jlikapcpkmii 3aci6 cimiy mpE3HaYaTH JIMINE IS iHTPaHA3AJILHOIO 3aCTOCYBaHHS. Ilepen 3acTocyBaHHSM
300BTaTH.

Jlopocni: o 2 BIOPCKyBaHHs y KOXHY Hi3Apio 2 pasu Ha 06y a6o 1o 1 BIOPCKYBaHHIO y KOXHY Hizapio 4
pazu Ha 100y.

MakcumansHa 1060Ba 1032 He Mae epeBUInysari 8 BriopckyBaHb (400 MKr).

Jlns OTpHMaHHS OBHOTO TepaleBTHIHOrO edexry HeobXilHe pery/ispHe 3aCTOCYBaHHS IIpenapary. IMicns
HepIIMX KiJIGKOX BIOPCKYBaHb MakKCHMaJIbHE MOJETIIEHHS CTaHy He JOCATaEThCA.
He 3acTocoByBary moHaj 3 Micsrli 6e3 KOHCYIbTallil JTiKaps.

Himu.

JlikapchKmii 3aci6 He peKOMEHIYETHCA 3aCTOCOBYBATH JiTSAM.

Ilepedo3ysanHna.

€IMHAM IKiUMBEM e(eKToM, IO MO)Ke BHHMKHYTH IC/IA iHTalAINii BEJHMKHX N03 Mpemapary 3a
KOPOTKHif TIepiofl 4acy, € NpUrHiderHs (QyHKIii rinoragaMo-rinoizapHo-HaJHEPKOBO3AIO3HOI CHCTEMH.
Lleit cTaH He MOTpebye HEBIMKIAMHOI HOMOMOTH. 3aCTOCYBaHHS JKapChKOro 3acoly MOXHA IIPOXOBKHTH
Y PEKOMEHIIOBAHHX /103aX. ®yHKUis rimoTanaMo-rinodizapHO-HaTHHPKOBO3aJIO3HOI CHCTEMH BiTHOBHTBCS
gepe3 1-2 mHi.

¥ IBOMY BHIIAIKY nom16no NisSTH BiAIIOBiIHO IO KITIHIYHMX IOKa3aHb abo BiATIOBIHO O PEeKOMEHAaIiH
HalliOHAJBLHOTO TOKCHKOJIOTIYHOTO EHTPY (IIpH HAasBHOCTI).

Crenmdignoro JiKyBaHHS epe03yBaHHs OEKIOMETa30HY JUIPOIOHATY HEMAE.

V BHIA[Ky Iepeno3yBaHHs y pasi HeOOXiAHOCTI MAIEHTy CIIi/l 3a6e3MeUHTH BiMOBiAHIMA HaIIAA.

i0 3 MaTepianamu
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ITo6iuni peaxuii.

TTo6iuni peakitii po3MOALIEHO 33 YaCTOTOIO Ha TaKi KaTeropii:
nyxe gacto (> 1/10),

gacto (> 100 Ta <1/10),

gedacto (> 1/1 000 Ta <1/100),

pimxo (> 1/10 000 ta < 1/1000),

myxe pinko (< 1/10 000),

gacToTa HeBiloMa (He MOXKHA BU3HAYHTH 3 HASBHHUX JIaHWX).

3 6oky imynnoi cucmemu: peaxuii rinepuyTIMBOCTI, BKTIOAIOTH: HacTo — BHCHIAHHA, KpOITUB’ SHKY,
cBepOiXk, epuTeMy; HyXe Pilko — aHTiOHEBPOTHIHHH HabpsK, HabpsK oded, o6maaus, ry6 i ropia,
3aqMIIKy i/a6o GpoHXOCIa3M, aHadinaxroinni/anadinakTHIHi peaKmil.

3 60Ky Hepe06oi cucmemy: IACTO — BiIyTTS HEIPHEMHOTO CMAKY, 3allaxy.

3 6oky opeanie 30py: KyKe PiIKo — IiJABAIIECHHA BHYTpIIIHEOOYHOTO THCKY, IllayKkoMa abo KarapaxTa;
9acTOTa HEBiZlOMa — PO3MHUTHH 3ip.

3 6oky ouxanvHoi cucmemu. 9acTo — CYXiCTb i moapasHeHHs HOca Ta ropiia, HOCOBa KpOBOTEYa; Kalleib,
napajoKCambHUN GpOHXOCHA3M, IHCIIHOE; AyXe DKo — NOONMHOKI BHIajku mepdopamnii HOCOBOL
[IEPETOPOJIKH.

Ipu ZOBrOTPHBANOMY 3aCTOCYBaHHI GEKIOMETa30Hy, OCOOIMBO Yy BEMMKHX N03aX, MOXIHBHH KaHIMIO03,
3HIKeHHs QYHKINT KOpH HaJHAPKOBHX 3aJ103, OCTEO0IOpO3, 3aTPHMKa POCTY ¥ JiTeH.

CHcTeMHHH BIUTHB Ha3aJIbHEX KOPTHKOCTEPOINiB MOXYTh MarTH MicCle IpH BHKOPHCTaHHI iX y BEJMKHX
7103aX MPOTATOM TPHBAIIOTO IEPiozy.

Tepmin npuoamnocmi. 2 pOKH.

‘YmoBH 36epiranns.

36epiraTi B OpUTiHATBHIM yIaKoBIi Y TeMIepaTypi He BHAIIE 25 b 4
He 36epiratu B XOIOQHILHHKY.

36epiratd y HENOCTYIIHOMY JIIs JIiTeH MiCIIi.

YnakoBkKa.
ITo 180 103 y duaxoHi 3i crpe#-HacOCOM Ta 3aXHCHUM KOBIIAYKOM ¥ KopoOi.

Kareropis Biamycky. bes penenra.

Bupobank.
ToBapHCTBO 3 OGMEXKEHOIO BiMOBiJATBHICTIO «DapManeBTHIHA KOMIIaHis «3mopoB’ .

Micme3HaxoQkeHHS BHPOOHHKA Ta agpeca MicIs NPOBAIKeHHH HOTro MigILHOCTI.
Vipaina, 61013, XapxiBcska o611, Micto Xapkis, By Illesuenka, GyIHHOK 22

(xoHmponb AKocmi, 8UNycK cepii)

Vipaina, 08301, Kuicbka o6u1., M. boprcrins, y:1. lllepuenxka, 6yz. 100, nit. B-II (xopmyc 4).
(6ci cmaoii eupobruymea, 6unyck cepii)
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