IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BEKOHA3E
(BECONASE®)

Cknag:

Aitoya peyosmHa: 1 fo3a (100 Mr cycneHsiT) MicTUTb 6eknomeTasoHy aunponioHaty 50 MKr;

[ONOMI>KHI PeYOBMHM: HATPi0 KapOOKCUMETWU/ILENON03a — Lie/to103a MIKPOKpUCTanivyHa, roKo3a 6e380aHa,
6eH3aNKOHIt0 Xnopua, CnUpT PeHineTnnoBmin, nonicopbat 80, BoAa OUULLEHA.

JNikapcbKa hopma. Cnipeii Haza/lbHWUiA, CyCMeH3is.
OCHOBHI  (pi3MKO-XiMiYHI BNACTMBOCTI: 6INOro KONbOPY Henpo3opa CycrneHsis 6e3 Oyab-AaKUX BUAMMUX
YyXOPILHWNX YaCTOYOK.

dapmaKkoTepaneBTUYHa rpyna.
3acobu, fKi 3aCTOCOBYHOTb MPU 3aXBOPHOBAHHAX MOPOXHWHWU Hoca. [poTMHAOPAKOBI Ta IHWI npenapatn ans
MICLIeBOro 3aCTOCyBaHHSA Npu 3aXBOPKOBAHHAX NOPOXKHMHU Hoca. KopTukocTepoign. Kog ATX RO1A DO1.

dapmMakosoriyHi BnacTmnBoCTI.

PapmakonHamika.

Micna MicueBoro 3acTocyBaHHA 6OeksiomeTasoHy 17,21-AvMnponioHaT NPOSABASE MOTYXKHY MNpoTu3anajbHy Ta
CYAVHO3BY)YBa/lbHY [it0. BeknomeTasoHy [AMNponioHaT — MOMepefHuK akTMBHOI PeYOBMHU 3i Cnabkoro
CMOPIAHEHICTIO 3 MNHOKOKOPTUKOIAHMUMY peLienTopamu. BiH rigponisyetbes ectepasaMu 3 YTBOPEHHAM aKTUBHOIO
MeTaboniTy 6eKNOMeTa30Hy-17-MOHONPONIOHATY, SKUA Mae BUCOKY MiCLiEBY NPOTU3ana/ibHy aKTUBHICTb.
BekiomeTasoHy AunponioHat 3abesnedvye nNpoinakTnyHe 6a30Be NliKyBaHHA CIHHOT rapsyky npu 3acToCyBaHHI
nepes Aieto anepreHy. Mpu perynspHoMy 3acToCyBaHHI OeKNOMeTa3oHy AMNPONioHAT nonepeakye MOBTOPHI
NpPosiBY CUMIMTOMIB afieprii.

dPapmakoKiHe TuKa.

[icna iHTpaHa3a/IbHOrO 3aCTOCYBaHHA GEKNOMETa30HY AMNPONioHaTy CUCTEMHA abcopbLis BU3HaYaIacs LUISAXOM
BUMIpIOBaHHS KOHLEHTpaLii 10ro akTMBHOro MeTaboniTy — 6eknomeTasoHy  17-moHonponioHaty (b-17-MTM),
abcontoTHa 6IOAOCTYMHICTb AKOro Micna IHTPaHa3aJbHOro MpU3HaYeHHs CTaHoBUTbL 44 %. BeknomeTasoHy
AMNPONIOHAT [y>XKe LWBWMAKO BMBOAMTLCA 3 KPOBOOGIry, i nicns iHTpaHa3albHOr0 3acTOCyBaHHA 10Oro
KOHLLEHTpaL,it0 y nna3mi KpoBi BUMIpATU HEMOXMBO (< 50 nr/mn). MeTaboniam Big0yBaeTbCs Y BCiX TKaHWHAX 3
yyacTio ectepa3. OCHOBHUIA MPOAYKT MeTaboniamy — akTUBHWIA MeTaboniT (6eknomeTasoHy 17-MoHONpPoMioHar).
3B’A3yBaHHA 3 Ginkamu naasmMy NomipHoO BUCOKe (87 %). Mepiog HaniBBUBEAEHHA 3 N1a3MU 419 GEKOMETa30HY
aunponioHaty ctaHoBuUTb 0,5 roguHu Ta Ans 6eknometasoHy 17-moHonponioHaty — 2,7 roauvHu. [licns
MepopasibHOr0  3aCTOCYBaHHA 6eknoMeTasoHy AunponioHaty npubnmsHo 60 % [03M  BMBOAUTLCA 3
BUMOPOXHEHHAMM NPOTAroM 96 roAuH rOMOBHWM YMHOM Y BUIMAA4I BiJIbHUX Ta KOH’HOroBaHUX MOMIAPHUX
meTaboniTie. Mpn6an3HO 12 % [03M BUBOAUIOCA Y BUTNAAI BiIbHUX Ta KOH’tHOrOBaHUX MOMSAPHUX MeTaboniTiB i3
ceyeto. H/pKOBWIA KNipeHC B6eKNOMETa30HY AMNPOMIOHATY Ta KOro MeTaboniTiB HE3HAYHIA.

KniHiYHI XapaKTepUCTUKN.
Noka3aHHA.
MpodinakTnka Ta NikyBaHHS LifIOPIYHOIO Ta CE30HHOIO anepriyHoro puHITY.

MpoTunokasaHHS.
MigBuLLEHa YYTAMBICTb [0 [AitOYOI PeYOBMHU abo Oy[b-AKOi 3 AOMOMIKHUX PEYOBMH, MEPEniyeHnX y po3aini
«CKnaf», B aHamHe3i. TybepKynb03, KaHAnA0MIKO3, TSHXKKI Hanaay 6poHXianbHOT aCTMW. [UTA4nii BiK.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

BeknomeTasoH MeHL 3anexHuin Big MeTaboniamy CY P3A, HiX [esiKi iHLWI KOPTUKOCTEPOIAW, | 3arasioM B3aeMOfil
Ma/I0MMOBIPHI; OfiHAK HE MOXKHa BUK/TIOUUTU MOX/IUBICTb CUCTEMHUX e(PEKTIB NPU OLHOUYACHOMY 3aCTOCYBaHHI
cunbHUX iHriéiTopis CYP3A (Hanpuknag, puToHaBipy, KobiumcTaty). Tomy npu 0g4HOYAaCHOMY 3aCTOCYBaHHI LMX
npenapaTtiB PEKOMEHAYETLCS 6y TN 06EPEXXHUM i 34iiCHIOBATU BIAMOBIAHWUIA MOHITOPUHT.



Oco6MBOCTI 3aCTOCYBAHHSA.

IH(eKUinHO-3anaNbHI  3aXBOPIOBaHHS HOCOBUX  LWMAXIB  Ta NPUAATKOBMX Masyx He €  crneyugivyHum
NMpPOTMNOKa3aHHAM Ana Npu3HaveHHA bekoHase, ane B TakOMY pasi Cnif NpoBOAUTY BIAMOBIAHY Tepanito.

3 06epexHICTIo cnif npusHayvaty bekoHase XBOPWM MpY NepeBefeHHI X 3 NiKyBaHHSA CUCTEMHUMU CTepoijamu,
Marouy Ha yBasi MOXMBICTb MOPYLUEHHA (DYHKLIT HAAHUPKOBUX 3a/103, a TaKOX XBOPWUM 3 HeAOCTaTHICTHO
HagHMPKOBUX 3a/103.

Micna HewlofaBHIX XipypriyHWX BTpy4YaHb Y MOPOXKHWUHI HOCa Ta TpaBMM HOCa, Ta MPW HasBHOCTI BMPa3oK
C/IM30BOT HOCA, Yepe3 MNiABULLEHWI pU3MK nepdopauii Neperopogkn Hoca, Cif NPOKOHCY/bTYBATUCA 3 NIKapeM
nepef 3acTtocyBaHHAM bekoHase. MOX/MBe BUHUKHEHHSA CUCTEMHOT AiT Ha3a/lbHUX KOPTMKOCTEPOiaiB, 30Kpema
NPy 3aCTOCYyBaHHI BE/IMKUX [03 NPOTArOM TPUBAJIOr0 Yacy. Taka CUCTEMHA Aisi € MeHLU iMOBIPHOK, HiX npw
3aCTOCYBaHHI Opa/lbHUX KOPTMKOCTEPOIAiB, Ta MOXe  BIAPI3HATMCA AK B OKPeMUX NauieHTIiB, Tak i npwu
3aCTOCYBaHHI Pi3HMX KOPTUKOCTEPOIAHUX npenapatiB. CUCTEMHA LI MOXe MPOABAATUCA CMHAPOMOM KyLumnHra,
KYLUVHIOTAHUMMW 03HaKaMm, NPUrHIYEHHAM HaLHUPKOBYMX 3a/103, KaTapakKToHo, rayKoMoroTa (pigLue) NCuxivHnuMm
Ta MOBEAIHKOBMMW pO3/afiamMmu, BK/IOYAKOUM MCUXOMOTOPHY TFiMepakTUBHICTb, MOPYLUEHHS CHY, HECMOKIM,
[ienpecito yu arpecito (0Co6/MBO Yy AiTel).

JlikyBaHHA 6i/1bLU BUCOKMMM [03aMMW, HDK PEKOMEHJ0BaHI, MOXe CMPUYMHUTU KNIHIYHO 3HavylLle NpUrHivyeHHs
HagHWPKOBUX 3a103. Y pasi BCTAHOBMIEHHA MepPEeBULLEHHA PEKOMEHA0BaHMX [03 OGeK/IOMeTa3oHy HeobXigHa
[04aTKOBa CUCTEMHA KOPTUKOCTepOiaHa Teparis BNPOA0BX CTPECOBMX MepiofiB abo eneKTMBHUX onepauii.
NikapcbKuii 3aci6 MiCTUTL BEH3A/TKOHIO X/TOPUL, SKMUIA MOXE CIIPUYNMHUTIL B6POHX0CNa3M Ta MiCLEBI peakLii.

He cnig 3acTtocoByBaTV Ll npenapat 6e3nepepBHO NPOTArom Ginble 1 Mmicaus 6e3 Harnsgy nikaps. AKWo
XBOPWIA 3aCTOCOBYE IHLUI /NiKAPCbKi 3acobm Yy O6yab-aKUX NiKapCbKMX Qopmax, A0 CKnagy SKUX BXOAATb
KOPTUKOCTEpOIAM, a TakoX npenapatyv Ana NiKyBaHHA acTMW, Cif MPOKOHCY/bTYBATUCA 3 JliKapeM nepes
3acTocyBaHHAM bekoHase.

Mpy NepeBULLEHHI [03yBaHHS iHTpaHa3a/IbHOrO GeKNOMeTas3oHy, NpW IHAMBIAYaNbHIA NigBULLEHIA Yy TAUBOCTI
ab0 BHaC/iA0K HELL0AaBHbLOIr0 CUCTEMHONO 3aCTOCYBaHHA CTEPOIiB MOXe MaTh MiCLe CUCTEMHA Ais, BK/IOYarun
3aTPUMKY pOCTY.

Xoua bekoHase y BibLLOCTI BUNAAKIB KOHTPO/IKOE CUMMTOMM CE30HHOT O a/IePriyHOro PUHITY, y AesKuxX 0Cco6/IMBO
TSDKKMX BUMAAKax, MOB’A3aHMX i3 HAsBHICTIO anepreHiB B NiTHI nepiod, MOXe BUHWKHYTU HEOOXiAHICTb y
[04aTKOBOMY JliKyBaHHi, 0C06/1MBO CMMNTOMIB 3 6OKY OpraHiB 30py.

INopyLLeHHs 30pY.

Mg yac CMCTEMHOrO Ta MICLLEBOr0 3aCTOCYBaHHS KOPTMKOCTEPOILiB MOX/INBI BUNALKM NOPYLLEHHS 30pY. AKLLO Y
nauieHTa CcnocTepiraloTbCA Taki CUMMNTOMW AK PO3MUTWUIA 3ip YW iHWI MNOPYLUEHHS 30py, WOMY MOTPi6HO
3BEPHYTUCA A0 OhTa/IbMOsIora ANs OLIHKA MOX/IMBUX NPUYMH, WO MOXYTb BK/IKOYATW KaTapakTy, rnaykomy abo
PIAKICHI 3aXBOPOBaHHA, Taki AK LUeHTpasibHa cepo3Ha XopiopetuHonaTia (LLCX), npo Bunmagku AKol
MoBiAOMNANOCA Nif Yac CUCTEMHOIO Ta MiCLLEBOro 3aCTOCYBaHHA KOPTUKOCTEPOILiB.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb. [lokasiB 6e3nekun 3acToCyBaHHS NiKapCcbKOro 3acoby B nepiog BariTHOCTI HeOCTaTHbO. 3aCTOCYBaHHS
KOPTMKOCTEPOIAiB y TBAPWH Y Nepiog BariTHOCTI MOXe CrpUYMHUTK aHOManii po3BUTKY NoAa, Yy TOMY YUCHi
PO3LLINMHY NifHEBIHHA | 3aTPUMKY BHYTPILLHLOYTPOBHOro pocTy. OTXe, MOXe iCHYBaTU Ay>Ke HEBENNKNIA PUSKK
Takux BMAMBIB Ha MAif. TM He MeHLUe, CNif 3a3HaunTK, L0 3MiHW PO3BUTKY NI0AA Y TBAPVH BMHUKAKOTL MicNs
BiJHOCHO BMCOKOro cucteMHoro Bnamvsy. lNMpenapat BekoHase, cripeil, fLoCTaBnse 6eKNOMeTa30Hy AunponioHar
6e3nocepeAHbO Ha CNM30BY 060MOHKY HOCA | TAKUM YMHOM 3MEHLLYE A0 MiHIMYMY CUCTEMHWIA BB,
3acTocyBaHHsA 6eKNOMeTa3oHy AUMNPONIOHATy B Nepiog BariTHOCTI CNif YHUKATW, 3a BUHATKOM BUNaAKiB, KOMW, Ha
[YMKY niKaps, 04iKyBaHa KOPUCTb [/11 MaTepi NepeBuLLye NOTEHLiIHNIA pU3KK 4N nioja.

rogyBaHHSA rpyaar0. Crneum@ivyHUX  LOCNIKEHb, Y AKUX OWM BMBYAIOCH MPOHWKHEHHA 6eK/IOMeTasoHy
AMMponioHaTy B MOMIOKO TBapwWH, He MPOBOAMAOCL. MoOXKHa NpuUnycTUTW, WO OeKNOMeTa3oHy AMnponioHart
MPOHMKAE Yy MONOKO, ae [03U, WO BUKOPUCTOBYHKOTLCA A/ MPSMOro PO3MUIEHHS B HOCI, MalTb HU3bKWIA
noTeHUian Ans NiABULLEHHS KOHLEHTpaLiT A0ro y rpyAHOMY MOJIOLI.

Mpu3HayeHHa npenapaTy XiHKaM y nepiof rofyBaHHs rpyAfl0 MOX/IMBE fiULle Y BUMALKY, KOMWU, HA LYMKY
nikaps, 04iKyBaHa KOpUCTb /11 MaTepi NepeBuLLYE NOTEHLIAHUIA PU3UK ANS AUTUHMN.

PepTUIbHICTL. Hemae faHuX LLOLO BNINBY Ha PEPTUILHICTD.

34aTHICTb BNIMBATY Ha LWBUAKICTb peakuil Npu KepyBaHHi aBTOTPAHCNOPTOM abo iHWUMK MexaHismamu. He
BMNJIMBAE.



Cniocib 3acTocyBaHHA Ta [03Mu.

BekoHase cnif npu3HavaTy vie AN iHTpaHasa/lbHOro 3aCToCyBaHHS. [epes 3acTocyBaHHSAM 300BTaTH.

[lopocni: no 2 BNOPCKYBaHHSA Y KOXXHY HI3Apto 2 pasn Ha Ao6y abo no 1 BNOPCKYBaHHIO Y KOXHY Hi3apto 4 pasu
Ha [o6y.

MakcumarnbHa o60Ba fio3a He Mae rnepeBuLLyBaTh 8 BNopcKyBaHb (400 MKr).

[ns OTpUMaHHA MOBHOIO TepaneBTUYHOIO eleKTy HeoOXifHe perynspHe 3acTocyBaHHS mnpenapaty. [llicns
MepLUnX KiflbKOX BMOPCKYBaHb MaKCUMasIbHE NOMEerLLeHHs CTaHy He JOCAraeTbCs.

He 3acTocoByBaTu noHag 3 MicsaLi 6e3 KOHCYNbTaLil nikaps.

[iTu. JTikapcbKunin 3aci6 He PeKOMEH/Y€ETbCS 3aCTOCOBYBATU AiTSM.

Mepeno3yBaHHA.

€LMHUM LUKILIMBUM e(DEKTOM, LLIO MOXKe BUHUKHYTW MICNA iHranauii BefIMK1X 403 npenaparty 3a KOPOTKuiA nepiog
yacy, € NPUrHiveHHa (YHKUIT rinotanamo-rinoMizapHo-HafHMPKOBO3a/103HOI CUCTEMW. Lleid cTaH He noTpebye
HeBIAKMaAHOI fonoMorn. 3acTocyBaHHA BekoHase MOXXHA MPOAOBXWTU Y PeKOMeHAOBaHVX fo3ax. PyHKLUiSA
rinoTanamo-rinoMi3apHo-HaAHNPKOBO3a/103HOT CUCTEMU BIJHOBUTLCS Yepe3 1-2 fHi.

Y ubOMy BMMagkKy MOTPIOHO AiATM BIiANOBIAHO A0 KIHIYHMX MOKa3aHb abo BiAMNOBIAHO A0 pekoMeHAaUil
HaL,iOHa/IbHOr0 TOKCMKO/OTIYHOr 0 LieHTpY (Npn HasBHOCTI).

CneunivyHoro nikyeaHHs nepefo3yBaHHs 6EKNOMETa30HY AMMNPOMioHaTy HEMAE.

Y Bunagky nepeaosyBaHHsA Y pasi HeOOXiAHOCTI NaLieHTy cnif 3abe3neyunTu BiANOBIAHWIA Harnsaa.

Mo6iyHi peakuil.

3 60Ky IMYHHOI cucTemu: peakuii rinepyyTanBOCTI, BKIOYatoun: (nowwmpeHi: > 1/100 ta < 1/10) BUCUNaHHS,
KponuB’siHKy, cBepbiX, epuTeMy; (gy>xe pigko: < 1/10 000) aHrioHeBPOTUYHUIA HAOPSAK, HAOPAK o4eld, 06/1M4Ys,
ry6 i ropna, 3aguLuKy i/abo 6poHxocnasm, aHainakToigHi/aHathinakTUYHI peakuii.

3 60Ky HepBOBOT cucTemu: (nowwmpeHi: > 1/100 Ta < 1/10) Bif4YTTA HENPUEMHOIO CMaky, 3anaxy.

3 BOKy opraHiB 30py: (gy»xe pigko: < 1/10 000) NigBWLLEHHS BHYTPILLHLOOYHOIO TUCKY, rNaykoMaabo KaTapakTa;
(4acToTa HeBiflOMa: HEMOXX/TMBO OLLIHUTW 3a HAssBHUMUW AaHUMK) PO3MUTUIA 3ip.

3 60Ky AuxanbHoi cucTemu: (nowwpeHi: > 1/100 Ta < 1/10) cyxicTb i MoApa3HeHHA Hoca Ta ropna, HocoBsa
KpoBOTeYa; Kalle/b, napafoKcanbHUA 6poHxocnasMm, aucrHoe; (ayxe pigko: < 1/10 000) nooguHOKI BUMNagKM
nepdopaLiii HOCOBOT MEPEropOLKM.

Mpu [OBroTpMBaioMy 3acTOCyBaHHI 6Gek/IOMeTa3oHy, 0CO6/IMBO Y BENVKMX [03aX, MOXIMBMIA KaHAWZO3,
3HUKEHHSA (DYHKLIT KOPU HaAHVPKOBMX 3a/103, OCTEOMNOPO3, 3aTPUMKa POCTY Y AiTel.

CucTeMHi BMAMBY Hasa/lbHUX KOPTMKOCTEPOIAIB MOXYTb MaTu Miclue Npu BUKOPWUCTaHHI Yy BEIMKUX [03ax
NPOTAroM TPMUBa/INX NePioAiB.

[MoBigOMMAEHHS NPO Nif03POBaHI NOOIYHI peakLit

MoBifOMMIEHHSA NPO Nif03PHOBaHI MOGIYHI peakLii Nicis peecTpaLii NiKapcbKoro 3acoby € Ay>ke BaXIMBUMUN. BoHM
[03BOJIAOTL  MPOLOBXMUTUA KOHTPONb CMIBBIAHOLIEHHS KOPWUCTI/PU3NKY 3aCTOCYBaHHS iKapCbKOro 3acofy.
MeanyHnM npauiBHUKaM PEKOMEHAYETbCA MOBIAOMAATU NPO 6yAb-AKi NiAo3proBaHi NO6IYHI peakuii 4epes
aBTOMaTM30BaHy iH(hopMaLiiHy cuctemy hapmakoHarnsgy A «JepxasHuil ekcnepTHUIA LeHTp MO3 YKpaiHu».
Beb6caiT: https://aisf.dec.gov.ua.

TepMiH NpUAATHOCTI. 3 POKMW.

YM0BM 36epiraHHs.

36epiratu npu Temnepatypi He BuLe 25 °C.
36epirati y HeOCTYMHOMY N5 AiTeld MiCLi.
He 36epirati B X0N04U/IbHUKY.

YnakoBKa.
Mo 100 po3 a6o 180 A03 y (hnakoHi MoOMiNPonifieHoBOMY, 3’€AHaHOMY 3 [03YHOUUM MPUCTPOEM, HOCOBUM
aflanTepom Ta KpULLIeYKoro; Mo 1 (hiakoHy B KapTOHHI KOpo6Li.

KaTteropis Bignycky. be3 peuenta.

BupobHMK.



"nakco Bennkom C.A./ Glaxo WellcomeS.A.

Micue3HaxoMkeHHSA BUPOOHMKaA Ta afpeca Micua NpoBaf>KeHHS MOro 4isiNIbHOCTI.

ABeHiga e Exctpemagypa 3, IMon. 1HA. AnneHgeanyepo, 09400 ApaHga fe Ayepo, byproc, IcnaHis/ Avenida de
Extremadura 3, Pol. Ind. Allendeduero, 09400 Aranda de Duero, Burgos, Spain.

IHCTPYKLUIA
AN1A MeANYHOr0 3aCTOCYBaHHSA JTiKapCbKOro 3acoby

BEKOHASE
(BECONASE®)

Cknap:

Aitoya pevosmHa: 1 gosa (100 mr cycneHsii) MICTUTb 6EKTIOMETa30HY AunponioHaTy 50 MKr;

[OMOMIXKHI PEYOBMHU: HATPI0 KapOOKCUMETWUALIENON03a — Le/kon03a MiKpOKpUCTaiiyHa, rnKo3a 6e3BoaHa,
6eH3a1KoHI0 xnopug, cnupT eHineTnnosuii, nonicopbat 80, BOAA OUNLLEHA.

Nikapcbka hopma. Cnipeil Haza/lbHWiA, CyCMeH3is.
OCHOBHI  (pi3MKO-XiMiYHI BMACTMBOCTI: 6iNOro KoNbOpy Hernpo3opa CycrneHsis 6e3 Oyfb-AaKuUX BUAMMUX
YYXKOPiAHUX YAaCTOUOK.

dapmakKoTepaneBTUYHa rpyna.
3acobm, AKi 3aCTOCOBYHOTb MPW 3aXBOPHOBAHHAX MOPOXHWUHM Hoca. MpoTUHABPSAKOBI Ta IHWI npenapatn 4/s
MiCL,eBOro 3aCTOCYBaHHS MpU 3axXBOPIOBaHHAX MOPOXHMHN Hoca. KopTtukocTepoign. Kog ATX RO1A DO1.

dapmMakosoriyHi BnacTmeoCTI.

PapmakofnHamika.

Micna MmicueBoro 3actocyBaHHsA 6ekfiomeTasoHy 17,21-AunponioHar MposiBAsSE MOTYXXHY MpoTu3anasbHy Ta
CYAVHO3BYXXYBa/lbHY [it0. BeknometasoHy [MMNPOMioHaT — MOMEepefHuK akKTMBHOI PeYOBUMHWM 3i Cnabkoro
CMOPIAHEHICTIO 3 MNIOKOKOPTUKOIAHUMY peLienTopamu. BiH rigponisyeTbcs ectepasaMu 3 YTBOPEHHAM aKTUBHOIO
MeTaboniTy 6eKIoMeTa30Hy-17-MOHONPOMIOHATY, IKUIA Mae BUCOKY MiCLLeBY NPOTU3anasibHy aKTUBHICTb.
beknometasoHy gunponioHat 3abesnedvye npodinakTMyHe 6a30Be NiKyBaHHA CIHHOT rapsAvky npu 3acToCyBaHHI
nepeq pieto anepreHy. Mpu perynspHoOMy 3acTOCyBaHHI GEKIOMeTa3oHy AMMPOMNioHaT MOonepeaykye MOBTOPHI
MPOSBM CUMMTOMIB aeprii.

PapmakokKiHeTuKa.

MMicns iHTpaHa3a1bHOro 3aCTOCYBaHHA OEK/IOMETA30HY AMMPONIOHaTy CMCTEMHa abcopbLis BU3HAYANACH LUIAXOM
BUMIPIOBAHHA KOHLEHTpaLiT MOro akTMBHOro mMeTtabonity — 6eknomeTasoHy  17-moHonponioHaty (b-17-MIT),
abconoTHa 6i0A0CTYMHICTb SKOro Micns iHTpaHasa/lbHOro MpPU3HaYeHHs CTaHOBUTL 44 %. BeknomMeTasoHy
AUNpoNioHaT fy)Xe LWBWAKO BMBOAMTLCA 3 KPOBOOGIry, i nicns iHTpaHa3albHOro 3acTOCyBaHHA MOro
KOHLEHTpaLito y nsa3mi KpoBi BUMIPATU HeMOXMBO (< 50 nir/mn). MeTtaboni3m Bif6yBaeTbCA Y BCIX TKAHWHAX 3
yyacTio ectepa3. OCHOBHUIA MPOAYKT MeTaboniamy — akTUBHWIN MeTaboniT (6eknomeTazoHy 17-MoHONpoMioHar).
3B’A3yBaHHA 3 BifIkaMun naa3Mu NoMipHO BUCOKe (87 %). Mepiog HaniBBUBELEHHS 3 Nia3MK A1 6EKNOMeTasoHy
aunponioHaty ctaHoBuTb 0,5 roguHu Ta And 6eknometas’oHy 17-moHonponioHaty — 2,7 roguvHu. Tlicns
MepopasibHOr0  3aCTOCYBaHHA GeKNOMeTasoHy AunponioHaty npubnmsHo 60 % [03M  BMBOAUTLCS 3
BUMOPOXHEHHAMM NPOTArOM 96 rofAvH TFOMOBHUM YWHOM Yy BUIMAA4I BiJIbHUX Ta KOH’HOrOBaHUX MOMAPHUX
meTaboniTie. MpnbnnsHo 12 % [031 BUBOAMNOCS Y BUTNALI BiIbHUX Ta KOH’HOroBaHMUX NONSAPHUX MeTaboniTIB i3
ceyeto. H/PKOBWMIA KNipeHC BeKNOMEeTa30Hy AMNPOMiOHATY Ta KOro MeTabosiTiB HE3HAYHNIA.

KniHIYHI XapaKTepPUCTUKWN.
lNoka3aHHA.
MpoinakTnKa Ta MikyBaHHA LiI0PIYHOr0 Ta CE30HHOI0 aNepriyHoro pUHITY.

IMpoTnnoKasaHHA.



MigBvLLeHa YyTAMBICTb 4O Ai0Y0I PeyoBUHM abo OyAb-AKOI 3 AOMOMDKHUX PEYOBWH, MEpenivyeHnx y po3gifi
«CKnag», B aHaMHe3i. Ty6epKynb03, KaHANA0MIKO3, THXKKI Hanaay 6poHXianbHOT acTMU. [UTAYniA BIK.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

BeknomeTasoH MeHL 3anexHuin Big MeTabonismy CY P3A, HiX [esiKi iHLWi KOPTUKOCTEPOIAW, | 3arasioM B3aeMOfil
MasIoMOBIPHI; OfjHaK HE MOXHa BUK/IIOUUTUA MOX/IMBICTb CUCTEMHUX €(IeKTiB Mpy OAHOYACHOMY 3aCTOCYBaHHiI
cunbHKUX iHriéiTopis CYP3A (Hanpuknag, putoHaBipy, KobiumcTaty). ToMy npyv 04HO4YaCHOMY 3aCTOCYBaHHI LMX
npenapaTiB PEKOMEHAYETLCS 6y TN 06ePeXHNM i 34iiCHIOBATU BIANOBIAHWUIA MOHITOPUHT.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

IH(beKUiiHO-3ananbHi  3aXBOPKOBAHHA HOCOBMX  LUAXIB  Ta MPUAATKOBUX Masyx He €  creuugiyHnm
NPOTMNOKa3aHHAM N8 Npu3HaveHHA bekoHase, ane B TakOMY pasi CAif NpoBOAUTY BIAMOBIAHY Teparito.

3 06epeXxHicTIo cnif npusHavaTy bekoHase XBOPUM MpW MepeBefeHHi TX 3 iKyBaHHA CUCTEMHUMMW CTepoifamu,
Maluy Ha yBasi MOXIMBICTb MOPYLUEHHA (YHKLIT HAAHWUPKOBUX 3a/103, a TaKOX XBOPWM 3 HeLOCTaTHICTHO
HaHVPKOBMX 3a/103.

Micna HewlofaBHIX XipypriyHUX BTPy4YaHb Y MOPOXHWHI HOCA Ta TPaBMM HOCA, Ta NPV HAABHOCTI BMPa3okK
CNM30BOT HOCa, Yepe3 MNiABULLEHWI pU3MK nepdopauii Neperopoakn Hoca, Cif NPOKOHCY/NbTYBATUCA 3 NIKAPEM
nepea 3actocyBaHHAM bekoHase. MOXMBe BUHNUKHEHHSI CUCTEMHOT AiT Hasa/lbHUX KOPTUKOCTEPOIiB, 30Kpema
Mpy 3aCTOCyBaHHI BEIMKMX [03 NPOTArOM TPMUBAJIOrO Yacy. Taka CUCTEMHA A € MEHLU IMOBIPHOK, HIX npu
3aCTOCYBaHHI Opa/lbHUX KOPTMKOCTEPOIAiB, Ta MOXe BIiAPI3HATMCA SAK B OKPeMMX NauieHTiB, Tak i npwu
3aCTOCYBaHHI Pi3HMX KOPTUKOCTEPOIAHUX npenapatiB. CUCTEMHA Aisfi MOXe MPOABAATUCA CMHAPOMOM KyLUKWHra,
KYLUVHTOTAHUMMW 03HaKaMu, NPUrHIYEHHAM HaLHMUPKOBYX 33103, KATapaKToHo, rnayKoMoroTa (pifLue) NCUxivHnMm
Ta MNOBEAIHKOBMMMW pO3/1afiaMn, BK/IKOHAKOUM MNCUXOMOTOPHY TFiMepakTUBHICTb, MOPYLUEHHS CHY, HECMOKIN,
Jernpecito uu arpecito (0co6nm1BO y fiTel).

NikyBaHH#A 6iNbLL BUCOKMMU [03aMUW, HDK PEKOMEHZO0BaHI, MOXe CPUUYMHUTY KNIHIYHO 3HauyLle NpUrHideHHs
HaAHVUPKOBMX 3a/103. Y pa3i BCTaHOB/MIEHHS MEPeBULLEHHS PeKOMeHA0BaHWX A03 6eK/IoMeTa3oHy HeobxifHa
[0/AaTKOBa CUCTEMHA KOPTUKOCTePOiaHa Tepanis BAPOAOBX CTPECOBMX MepiofiB abo eneKTUBHUX onepauii.
NiKapcbKuii 3aCi6 MiCTUTb GEH3A/TKOHIO XTOPUL, SKWUIA MOXE CIIPUYMHUTIL BPOHX0CMNa3M Ta MiCLEBI peakLii.

He cnig 3actocoByBaTy Lel npenapat 6e3nepepBHO NpoOTArom Ginblwe 1 Mmicaus 6e3 Harnsgy nikaps. Ao
XBOPWIN 3aCTOCOBYE iHLWI NiKapCcbKi 3acobm y 6yab-SKMX NiKapCbKMX QopmMax, A0 CKnagy SAKUX BXOAATb
KOPTMKOCTEPOIAMN, a TakoX npenapatv A8 NiKyBaHHA acTMW, CNif MPOKOHCYNbTYBaTUCA 3 JliKapeM nepes
3acTocyBaHHAM bekoHase.

Mpy nepeBuLLEHHI [03yBaHHA iHTpaHa3a/bHOro GeknoMeTasoHy, Npu iHAMBIAYaIbHIA NiABULLEHIA YyTMBOCTI
ab0 BHaCMiAoK Hew04aBHbLOI0 CUCTEMHOIO 3aCTOCYBaHHS CTEPOILiB MOXe MaTh MiCLie CUCTEMHa [if, BK/IOUaKouu
3aTPUMKY pPOCTY.

Xoua bekoHase y 6i/1bLIOCTI BUNaAKiB KOHTPOJTHOE CUMNTOMU CE30HHOI0 aNlepriyHoro pUHITY, Y AesKuxX 0co6/1mMBo
TSOKKUX BUMagKax, MOB’A3aHMX i3 HaAsBHICTIO anepreHiB B JIiTHIA nepiof, MOXE BUMHUKHYTWM HEOOXIAHICTb Y
[04aTKOBOMY NiKyBaHHI, 0CO6/1MBO CMMMNTOMIB 3 6OKY OpraHiB 30py.

INopyLLeHHs 30pY.

Mg yac CMCTEMHOrO Ta MICLEBOr0 3aCTOCYBaHHS KOPTMKOCTEPOILiB MOX/NBI BUNALKM NOPYLLEHHS 30pY. AKLLO Y
nauieHTa cnocTepiraloTbCA Taki CUMATOMM AK PO3MUTWUIA 3ip YW iHWI MNOPYLUEHHs 30py, WOMY MOTPi6HO
3BEPHYTMCA [0 OhTasIbMOsiora A1 OLIHKM MOX/IMBUX MPUYKH, O MOXYTb BK/IKOUATU KaTapakTy, rnaykomy abo
PIAKICHI 3aXBOPIOBAHHA, TakKi fAK LeHTpasibHa cepo3Ha XxopiopeTuHonatid (LICX), npo Bunagky AKoi
MOBIZOMANOCA Mif, 4ac CUCTEMHOIO Ta MiCLIEBOrO 3aCTOCYBaHHA KOPTUKOCTEPOILiB.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHs rpyasto.

BariTHicTb. [lokasiB 6e3nekun 3acToCyBaHHS NiKapcbKOro 3acoby B nepiog BariTHOCTI HeOCTaTHbO. 3aCTOCYBaHHS
KOPTMKOCTEPOIAIB y TBApWH Y Nepiog BariTHOCTI MOXe CrpUUYMHUTK aHOMasii PO3BUTKY NI0Aa, Y TOMY YKCHI
PO3LLINMHY NifHEBIHHA | 3aTPUMKY BHYTPILLHLOYTPOBHOro pocTy. OTXeE, MOXe iCHYBaTU Ay>e HEBENMKNIA PUSKK
TakvX BNAMBIB Ha Nig. TM He MeHLUe, CNif 3a3HaunTy, WO 3MiHX PO3BUTKY NI0AA Y TBapWH BUHUKAKOTb MiC/
BiJHOCHO BMCOKOro cucteMHoro Bnamvsy. lMpenapat bekoHase, cripeil, fJoCTaBNse GeKNOMeTa30Hy AunponioHar
6e3snocepeHbO Ha CM30BY 060/10HKY HOCA | TaKUM YMHOM 3MEHLLYE 10 MiHIMYMY CUCTEMHWIA BNWB.
3acTocyBaHHs 6eK/I0MeTa3oHy AUNPONIoHaTy B Mepioj BariTHOCTI CNif YHUKATK, 38 BUHATKOM BUMAAKIB, KO, Ha
AYMKY niKaps, 04iKyBaHa KOPUCTb [11 MaTepi NepeBuLLye NOTEHLiIHNIA pU3KK 4N nioja.

CosysaHHA rpyaato. CrneundiyHnX LOCMIAXKEHb, Y fKMX 6OM BUBYANOCH MPOHUKHEHHSA OGEKIOMEeTa3oHy




AMMNpOMioHaTy B MOJIOKO TBapWiH, He MPOBOAWMIOCL. MOXHa NpunycTuUTW, WO 6eKnomMeTasoHy AunporioHat
MPOHUKAE Yy MOJIOKO, afle [03M, L0 BUKOPWUCTOBYHOTHCA A5 MPAMOrO PO3MW/IEHHA B HOCI, MalOTb HU3bKUM
noTeHuian Ans NigBULLEHHS KOHLEHTpaUiT Moro y rpygHoMy MosIoLi.

MMpu3HaYeHHa npenapaty >XiHKam Yy nepiog rofyBaHHA TPYALI0 MOX/IMBE JIULLE Y BUMALKY, KOMW, HA AYMKY
niKaps, o4iKyBaHa KOpUCTb AN1S MaTepi NepeBuLLY€E NOTEHLINHUIA PU3UK ANS AUTUHW.

PepTuNbHICTL. Hemae gaHuXx LOAO BNAUBY Ha (DEPTU/bHICTD.

34aTHICTb BNMBATY Ha LWBUAKICTb peakuil Npu KepyBaHHi aBTOTPaHCNOPTOM abo iHWUMK MexaHismamu. He
BM/IMBaE.

Cnocib 3acTocyBaHHA Ta A03Mu.

BekoHase cnif npu3HavaTy vile AN iHTpaHasa/lbHOro 3aCToCyBaHHS. [epes 3acTocyBaHHSAM 300BTaTW.

[lopocni: Mo 2 BNOPCKYBaHHSA Yy KOXHY Hi3fpto 2 pa3u Ha Jo6y abo no 1 BNOPCKYBaHHIO Y KOXHY Hi3apto 4 pasu
Ha [o6y.

MakcumarnbHa o60Ba fio3a He Mae rnepeBuLLyBaTh 8 BNopcKyBaHb (400 MKr).

[ns OTpUMaHHA MOBHOIO TepaneBTUYHOIO e(eKTy HeoOXifHe perynspHe 3acToCyBaHHS mnpernapaty. [llicns
NepLUMX KiflbKOX BMOPCKYBaHb MaKCUMasIbHE NOJErLLeHHs CTaHy He JOCAraeThCs.

He 3acTocoByBaTu noHag 3 MicsLi 6e3 KOHCYNbTaLil nikaps.

[iTn. JTikapcbKmnin 3aci6 He peKOMeH/Y€ETLCS 3aCTOCOBYBATU AiTSAM.

Nepeno3yBaHHSA.

€4MHUM LUIKILIMBUM e(DEKTOM, LLIO MOXKe BUHUKHYTI MICNA iHranauii BefIMK1X J03 npenaparty 3a KOPOTKWiA nepiog
yacy, € NPUrHiveHHa (YHKLUIT rinotanamo-rinoMisapHo-HafHMPKOBO3a/103HOI CUCTEMW. Lleid cTaH He NoTpebye
HEeBILKMNAAHOI JOMOMOrn. 3acTocyBaHHA BbekoHa3e MOXHa MPOLOBXWUTU Y PEKOMEHAOBAHMX [03aX. PYHKLisA
rinotanamo-rinogizapHo-HagHPKOBO3a/103HOT CUCTEMM BIAHOBUTLCA Yepe3 1-2 fHi.

Y ubOMy BuMagkKy MOTPIOHO AiATM BIiANOBIAHO A0 KAIHIYHMX MOKa3aHb abo BiAMOBIAHO A0 pPeKoMeHAaUil
HaL,iOHa/TbHOr0 TOKCMKO/OTIYHOI 0 LieHTpY (Npn HasBHOCTI).

CneundivyHoro nikyeaHHs nepefo3yBaHHs 6EKNOMETA30HY AMMNPOMioHaTy HEMAE.

Y BMNagKy nepefo3yBaHHA Y pasi HeoOXi4HOCTI NauieHTy cnif 3abe3neunTy BiANOBIAHWI Harnsg.

Mo6iuHI peakuii.

3 60Ky IMYHHOI cucTemu: peakuii rinepyyTAnBOCTI, BKIOYatoun: (nowmpeHi: > 1/100 Ta < 1/10) BUCUNaHHs,
KponuB’siHKY, cBepbiX, epuTeMy; (ay>e pigko: < 1/10 000) aHrioHeBPOTUYHWIA HAOPSAK, HAOPAK oYeld, 06/1MYYs,
ry6 i ropna, 3aguiuky i/abo 6poHxocnasm, aHainakToigHi/aHatinakTUYHI peakuii.

3 60Ky HepBOBOT cucTeMU: (nowmpeHi: > 1/100 Ta < 1/10) BiguyTTS HENPUEMHOIO CMaKy, 3anaxy.

3 BOKy opraHiB 30py: (gy»xe pigko: < 1/10 000) nigBWLLEHHS BHYTPILLIHLO04YHOIO TUCKY, rayKkoMaabo KaTapakTa;
(4acToTa HeBifloMa: HEMOXX/TMBO OLLiIHUTY 3a HAssBHUMW AaHUMK) PO3MUTUIA 3ip.

3 60Ky AuxanbHOI cucTemu: (nowwmpeHi: > 1/100 ta < 1/10) cyxicTb i MofApasHeHHA HOca Ta ropna, Hocosa
KpoBOTeYa; Kalleslb, NapajoKcaibHUA GPOHXOCMasMm, AUCNHOE; (JyXe pigko: < 1/10 000) nooAuHOKI BMNaaKu
nepdopadii HOCOBOI NePeropoaKu.

Mpy [OBroTpMBaZIOMY 3acTOCYBaHHI 6GeKNOMeTasoHy, OCO6/MBO Y BeMKMX [03aX, MOXIMBUIA KaHAMAO03,
3HWKEHHS (DYHKLT KOpW HaAHMPKOBYX 3103, OCTEOMNOPO3, 3aTPUMKa POCTY Y AiTel.

CuCTeMHI BMAMBY Ha3a/lbHUX KOPTUKOCTEPOILIB MOXYTb MaTv MicLe Npu BUKOPWUCTaHHI Yy BEIMKMX [03ax
MPOTArOM TPMBAINX NepioAiB.

[MoBigOMNEHHS NPO NifO3PKOBaHI NOBIYHI peakLil

MoBifOMMIEHHA NPO Nif03proBaHi MNOGIYHI peakLii Nicns peecTpaLii NikapcbKoro 3acoby € Ay>xe BaXIMBUMU. BoHM
[03BO/IAIOTL  MPOLOBXUTW KOHTPO/Nb CMIBBIAHOLIEHHS KOPWUCTI/PU3NKY 3aCTOCYBaHHS JliKapCbKOro 3acofy.
MeanyHUM NpauiBHUKaM PEKOMEHAYETLCA MOBIAOMAATM NPO 6yab-AKi Nigo3proBaHi Nob6iyHI peakuii 4epes
aBTOMaTM30BaHy iH(hopMaLliiHy cuctemy hapmakoHarnsgy A «epxasHuil ekcnepTHUA LeHTp MO3 YKpaiHu».
Be6caliT: https://aisf.dec.gov.ua.

TepmiH NpUAATHOCTI. 3 POKMN.

YMoBM 36epiraHHs.
36epiratu npu Temnepatypi He BuLle 25 °C.
36epirati y HeJOCTYNHOMY AN AiTein Micu,.



He 36epirati B X0NI04U/IbHUKY.

YnakoBKa.
Mo 100 go3 abo 180 103 y (hnakoHi NonieTuneHoBOMY, 3’ €AHAHOMY 3 03YOUMM NPUCTPOEM, HOCOBUM afanTepomM
Ta KpMLIEYKOO; N0 1 (h1akoHy B KapTOHHI Kopoou,.

Karteropis Bignycky. bes pevenra.

BupobHuK.
Pixapg bitTHep Al'/ Richard Bittner AG.

Micue3HaxomKeHHA BUPOOHMKaA Ta afpeca Micusa NpoBamKeHHS Moro AisnibHOCTI.
OcciaxepLutpacce 7, A-9560 ®enbakipxeH, ABcTpis/ Ossiacherstrasse 7, A-9560 Feldkirchen, Austria.



