IHCTPYKIIA

IUISI MEITHYHOTr'0 3aCTOCYBaHHsA JIIKAPCHKOI0 3aC00y

Byneconig-TeBa

(Budesonide-Teva)

Cknao:
ditoua peyosuHa: OymecoHis;
1 M7 cycnenaii st po3nunesHs MicTuTh Oyneconiny 0,25 mr a6o 0,5 mr;

donomidcHi pevosuHu: momicopOat 80; HATPIO XJTOPU[; HATPi0 HUTPAT AUTIOPAT; KUCIIOTA IMMOHHA,
MOHOTIApaT; JUHATPII0 efeTaT OUTigpaT; Boda O iH €KITiH.

Jlikapcbka ¢popma. CycreH3id ajisi po3NuIeHH.

OcHosHi (¢izuko-xiMiyHi 8aacmusocmi: cycreH3is Bif 6inoro go mMatizke 6i710T0 KOJILOPY B aMITyIi, 110
MICTUTH Pa30By H03y.

dapMakoTepaneBTHYHA rpyna. [Hranamiiiai 3acobu, 10 3aCTOCOBYIOThCS [JIs JTiIKyBaHHS
O0OCTPYKTHBHUX 3aXBOPIOBaHb AUXanbHUX NUIAXiB. ['MmokokopTukoigu. Kog ATX RO3B A02.

®apmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

BynecoHin - HeranoreHizoBaHU TTTIOKOKOPTUKOCTEPOIN 31 CUJIBHOIO MiCI[€BOIO ITPOTU3AIabHOIO Ai€T0
Ta HUKYOI0, TIOPIBHSHO 3 IEPOPAIbHUMU KOPTUKOCTEPOigaMy, YaCTOTOI Ta TSAXKKICTIO MOOIYHUX
edexkTis.

Touynui MexaHi3M [il TIFOKOKOPTUKOIMIB IIPY JTiKyBaHHI OPOHXianbHOI aCTMU OCTATOYHO HE
3’sicoBaHmil. IMOBipHO, BifirparoTh BasKIMBY PO IPOTH3aNasbHi edekTn (30KpeMa BIIUB Ha T-
TiMGOIUTH, €03MHO(]INK Ta MACTOILUTH), TaKi K IPUTHIYeHHS BUBUIbHEHHS Me[iaTOpiB 3alaleHHs
Ta IPUTHIYEHHS 0II0CEPeNKOBaHOl IIUTOKiHAMM iMyHHOI BiTIOBIfi.

Kniniyne gocmimXeHHS 3a y4acTIO Malli€HTiB i3 6pOHXiaTbHOIO aCTMOIO, B IKOMY ITOPiBHIOBAJIUCH
iHrandiiiiHa Ta mepopaibHa JiKapchKi ¢hopMu OymecoHiny B M03aX, PO3PaxOBaHUX IJIST HOCATHEHHS
671M3bKOI 3a 3HAUEHHSIM CHCTEMHOI 0i0JOCTYIIHOCTI, IT0Ka3ajIo CTaTUCTUYHO 3HAYYIIY IlepeBary
eekTUBHOCTI iHTransANiiiHOr0 OyOeCcOoHiAy MOPiBHSAHO 3 myauebo; IepopanbHui OyAeCoHiN Takol



IepeBary He MPOAEMOHCTPYBaB. TaKUM YMHOM, TePaleBTUYHUN e(eKT CTaHIapTHUX 03
iHransuiinoro 6ymecoHioy Moxe 3HaYHOI0 MipOI0 TOSICHIOBATHCS Moro 6e3mocepeiHbo0 Oi€r0 Ha
OUXaJIbHI IJISIXH.

Y npoBokaIitHOMy JOCTiIKeHH] B pe3yIbTaTi IOMepegHbOro JIiKyBaHHS OyIeCOHIIOM POTSATroM
4 TUXKHIB CIIOCTepiranacs npotuaHadinakTUYHa Ta IPOTU3aMnalbHa Oisl, SKa IPOSBIsANIAcSI y
3MeHIIeHH] 00CTPYKIIil OPOHXIB IPY alepriyHuX peakIlisix K HeralHoro, Tak i CIOBiTbHEHOTO THILY.

ITouamoxk eexmy

[Ticns ogHOpPaA30Boi iHransMii OyoecoHimy 4yepes poT 3a HOMOMOTOI0 iHTaIITOpa CYyX0To IMOPOIIKY
IIOKPAIIeHHS JIereHeBol QYHKIIIl JOCATAETHCS MPOTATOM KilTbKOX ToguH. Byo mokasaHo, 110 micis
TepaneBTUYHOr0 3aCTOCYBaHHA iHTanAIi# OyaecoHiny Yepe3 PoOT 3a OIIOMOI0I0 iHTansTopa CyXoro
IIOPOLIKY ITOKPallleHHS JereHeBol GyHKIii HacTaBaso IPOTATOM 2 JHIB Bifl T0YATKY JTiKyBaHHS, X04a
MaKCUMabHUM eDeKT Mir He focsaraTucs 0o 4 TUXKHIB.

PeaxmusHicmb OuxaivbHuUXx wasxie

BcTaHOBIEHO TAKOXK, ITI0 Y MAIli€HTIB 3 TineppeakTUBHICTIO OyIEeCOHIN 3HUXKY€E PeaKTUBHICTh
OUXaJbHUX LIIAXIB Ha TiCTaMiH Ta METaXOJIiH.

BpOHxia/lea acmma d)isuqueo HABAHMANMCEeHHA

Tepamis iHransaniinuM 6yIecoHimoOM BUKOPHUCTOBYBanacs i epeKTUBHOI TPo(dilakTUKY HanafiB
OpoHXxianbHOI aCTMH, CIPUYNHEHNX (i3NYHUM HaBaHTaXKEHHIM.

Bnaue Ha KOHUeHmMpayito Kopmu30.ay y naa3mi Kposi

Y mocnifKeHHSX 3a y4acTiO 3[0POBUX TOOPOBOJIBIIIB ITPK 3aCTOCYBaHHI OyeCOHIAY criocTepiraBcs
[0303ajIeKHUY BIIJIUB Ha PiBeHb KOPTU30JYy Y MJia3Mi KpoBi Ta cedi. Jlikapchkuii 3acib npu
3aCTOCyBaHHI y PEKOMEHIOBaHUX [03ax 3HAYHO MEHIIIEe BIJINBA€E Ha (PYHKI[iI0 HAGHUPKOBUX 327103,
HiX IpenHi30H y mo3i 10 Mr, mo nigreepaxeHo aHanizamu Ha AKTT.

Bnaue Ha 3POCMAHHA

Y KOPOTKOCTPOKOBUX JOCIIIIXKEHHSAX CIIOCTePiraaocs HeBeJlvKe, 3a3BU4Yall TUMYACOBe 3HUXKEHHS
TEMIIIiB POCTY, siKe BiiOyBaeThCS B OCHOBHOMY IIPOTSITOM IIEPIIOT0 POKY IiKyBaHHs. OOMexkeHi faHi
IOBrOCTPOKOBUX NOCTIiI2KEHb CBiYaTh, 1110 OiNbIIICTh AiTel Ta MifgIiTKiB, AKi 3aCTOCOBYBaIN
iHrangiiitHui OymecoHis, BpeIlTi foCcsIraayd CBOTO BiIIIOBIMHOI0 3pOCTY y MOpocaoMy Biri. OgHak B
OJHOMY HOCIiIXKeHHi [iTH, SKi TPoTIroM 6 POKiB OTPUMYBaIM iHTanALiiHUN OyIeCcoHi]] y BUCOKUX
[03ax 3a AOIIOMOroI0 iHTansATopa cyxoro nopomky (400 MKr mopaHs) 6e3 TUTPYBaHHS A0 HAaWHUKYO1
eekTUBHOI 031, B cepefHbOMY Oyu Ha 1,2 cM HUXKYi ¥ ZOPOCIOMY Billi, HiX Ti, IKi OTpUMyBaiu
n1a1e60 IPOTATOM aHAJIOTiYHOTO nepiony Yacy. CTOCOBHO TUTPYBAHHS 10 HaWHUKYOI e(eKTUBHOI
MO3H Ta IIPO MOHITOPHHT 3POCTAHHS Yy HiTel auB. po3fin «Oco6IUBOCTI 3aCTOCYBaHHS».

KniHiuHe 3acmocysaHHA: 6poHXianbHa acmma

EdekTuBHICTh 3aCTOCYBaHHS JTIKapChKOI0 3aco0y BUBYAIACS Y BEIUKIiM KiTbKOCTi JOCITiIXKeHb, SKi
IIPOJEMOHCTPYBAJIU KOT0 e(peKTUBHICTh y HOPOCTIUX i OiTeX y peXUMi 3aCToCyBaHHA 1-2 pa3u Ha
o0y miist mpodilaKTUYHOTO JTiKyBaHHS [TEPCUCTYI0YO0l aCTMH.



KaiHiyHe 3acmocy8aHHA: Kpyn

Y "3 JocHifXKeHb 3a y4acTio [iTel, XBOPUX Ha KPYII, IOPiBHIOBAJIU JIiKyBaHHS OyoeCcoHinoM Ta
3acTocyBaHHS Iale6o. [Tpuknagu pempe3eHTaTUBHUX JOCTiOXKEHb, B IKUX BUBYAJIA 3aCTOCYBaHHS
OymecoHinmy, cycmeH3ii [ PO3MUIeHHs, OIS JIIKyBaHHS AiTel i3 KpynmoM, HaBefeHi HUKYe.

EgexkmuegHicmb 3acmocyB8aHHs 0imsAM i3 Kpynom se2kKoi ma nomipHoi maxckocmi

[ITo6 BU3HAYXTHU, YU MOKPAIIye OyAeCOHIN MOKa3HUKK CUMIITOMIB KPYIIy i 4Y¥ CKOPOUYE Take
JiKyBaHHSI TPUBAICTD rocIiTanizatii, 0yo mpoBeeH0 paHAOMi30BaHe MOABiKHE cIline mamebo-
KOHTPOJIbOBaHEe [OCTiIXKeHHS 3a ydacTio 87 miteii (BikoM Bif 7 micsiuiB mo 9 pokiB), ski Oynu
rocCIiTani3oBaHi 3 KIiHIYHUM AiarH030M KPyIl. YYaCHUKY JOCIIIIXKEeHHS OTpUMaJIu 1I04YaTKOBY HO3Yy
OymecoHiny (2 mr) a6o mnare6o i B mofanbIioMy oTpuMYyBanu 6ymecoHin y go3si 1 mr abo nare6o
KoXHi 12 rogus. Ha Ti 3acTocyBaHHS OyIeCOHiy CIOCTepiraaocs CTaTUCTUYHO JOCTOBIpHE
ITOKPAIIEHHS OLIHOK CTYIEeHs TAXKKOCTi 3aXBOPIOBaHHS yepe3 12 Ta 24 TOOWHMU, a TAaKOX Yepe3 2
TOOWHMU Y TAIi€HTIB 3 TOYATKOBOO OI[IHKOIO CTYIEeHs TSIKKOCTi Kpymy Buire 3 6aniB. Crocrepiramnocs
3MeHIIeHHS TPUBAJIOCTI rocmiTanisaiil Ha 33 %.

EpexmueHicmb y dimetl 3 nomipHumMu abo maxcKkumu popmamu Kpyny

Y paH[I0Mi30BaHOMY MOOBIMHOMY CJIiITOMY I11a1ie60-KOHTPOILOBAaHOMY [OCIiIXKEHHI TOpiBHIOBaIacs
edekTuBHICTb OyHeCOHINYy, cycreHail s po3nuiieHHs, i mare6o y 83 mite# (BikoM Bif 6 MicsIIiB 1o

8 pokiB), rocmiTanizoBaHuX 3 KIiHIYHUM miarHO30M KpyII. [TamieHTH oTpuMyBanu 2 Mr 6ymecoHimy abo
nnane6o KoxXHi 12 roguH MakCUMyM BIIPOAOBK 36 roguH abo 40 MOMEHTY BUMUCKHU 3 JliKapHi. OLiHKY
CHMIITOMIB KpyITy 3fmificHIoBanu yepe3 0, 2, 6, 12, 24, 36 Ta 48 roguH miciisg BBeeHHS II0YaTKOBOI
no3u. Yepes 2 roguHu B 000X Irpymax, e 3aCTOCOBYBaBCA JIiKapchKuit 3acib i mareoo,
CIIOCTEPIrasocs aHaJIOTiyHe MOKPAIleHHs OLiHKY TSKKOCTi CUMITOMIB Kpymy 0e3 KOmgHOi
CTQTUCTUYHO 3HAYKUMO] BiIMIHHOCTI MiX rpynamu. Yepes 6 TOOUH OLiHKa CUMITOMIB KPYIy B IPyIIi
3acToCyBaHHS OymecoHimy 6yna CTaTUCTUYHO JIOCTOBIPHO KPAIIOlo0, HiX y mtanebo-rpymi, i Take
IIOKpallleHHs MOPiBHSHO 3 MTaiie6o 6y0 OMHAKOBO OUeBUOHUM 4Yepe3 12 rofguH i 24 roguHu.

dapmaxoKiHemuxka.
BcmoxkmyeaHHA

CucteMHa OOCTYIIHICTh OYOeCOHIAY IiCyIsg 3aCTOCYBaHHS CYCIIEH3il IJIsT PO3MUIeHHS Yyepe3
CTpyMeHeBU# HeOymai3ep CTaHOBUTh MpubIu3HOo 15 % HoMiHambHOI Ho3u i 40-70 % mo3u, BBEOEHOI
nauienTy. HeaHayHa 4yacTHHa ITi€l KiTbKOCTi 06yMOBIIeHa BCMOKTYBaHHSM JIiKapChKOT0 3ac00y, 110
OyB IPOKOBTHYTHM. MaKkcrManbHa KOHIIEHTpallig y mia3mi KpoBi (C,,,,) HoCATaEThCS ITPUOIU3HO
yepe3 10-30 XBUNTKH MiC/Is TOYATKY PO3MUIEHHS Ta CTAHOBUTH MPUOIN3HO 4 HMOJIB/MI MiCTs
3aCTOCYBaHHS 03U 2 MT.

Po3noodin

06’eM posmopiny 6ymecoHimy CTaHOBUTE IPUONIKU3HO 3 JI/KT. 3B'sI3yBaHHs 3 OilKaMu Ij1a3Mu KPOBi - B
cepepaboMy 85-90 %.

Memaboaism

[Tpu6nusao 90 % OymecoHimy IepeTBOPIOETHCS B MIPOIIEC MEPUIOTO IPOXOAXKEHHS y eYiHII 3a
yuacTio CYP3A4 Ha MeTabomiTH 3 HU3BKOIO TTIIOKOKOPTUKOCTEPOIAHOI aKTUBHICTIO.

[ MI0KOKOPTHKOCTEPOifHA aKTUBHICTh OCHOBHUX MeTaloJIiTiB, 6B-rinpokcubymeconiny Ta 16a-
rigpokcunpenHi3onoHy, craHoBUTHL MeHIe 1 % akTuBHOCTI GymecoHigy. MeTtabomniam OynecoHiny



BinOyBa€eThHCS MepeBaxHO 3a yyacTio CYP3A, 1110 HaleXuTh A0 MiApoauHu nuToxpomy P450.
BusedeHHs

MeTaboJiTH BUBOASTHCS ITepeBakKHO HUPKaMHU y He3MiHeHi# abo KoH'toroBaHiu popmi. ¥V ceui He
BUSBJISETLCS HE3MiHeHUM OyIeCoHin. Y 3M0poBUX HOPOCIKX JOOPOBOJIBIIB OYIECOHI Ma€E BUCOKUM
CUCTEMHUY KiipeHc (mpubnu3Ho 1,2 11/xB), a KiHIleBUY Mepiof HalliBBUBENEHHS ITiCs
BHYTPIIIHEOBEHHOT'O BBE[EHHS B CEPEIHbOMY CTaHOBUTD 2-3 FOAWHU.

JIiHiliHicmb

dapMaKoKiHEeTHYHI TOKa3HUKY OyIECOHIy € MPOMOPLiMHIMY A03i IPU 3aCTOCYBaHHI B KITIHIYHO
3HAQYYILIUX [03ax.

Y mocnimKeHHi, B IKOMy TallieHTH OTpuMyBaau Takox 100 Mr KeToKOHa307y 2 pa3u Ha [o0y,
BifI3Ha4a/IM MigBUINEHHS PiBHS OyoEeCOHiny B Ia3Mi KPOBi Micys mepopaabHOro 3aCTOCYBaHHS (B
OIHOPAa30Bi# mo3i 10 Mr) y cepenrboMy B 7,8 pa3a. BimomocTi mpo B3aeMopii momi6HOTo THUITY IIPH
3aCTOCYBaHHI iHransaIinHOro 6ymeCoHimy BiiCyTHI, TPOTe IIiJIKOM O4YiKyBaHUM € CYTTEBE IiIBUIIEHHS
PiBHS PEYOBUHU Y IIJIa3Mi KPOBI.

Himu

Y mite#t BikoM 4-6 poKiB, XBOPUX Ha OPOHXialbHy aCcTMYy, CUCTEMHUY KIlipeHC OYIEeCOHioy CTaHOBUTh
npubnusno 0,5 11/xB. Y mepepaxyBaHHi Ha Macy Tina KiipeHc OynecoHiny y miTe# mpubnusno Ha 50 %
BUIINH 3a KJIipeHC y Jopociux. Y fiTel, XBopUX Ha OpoHXialbHY acTMy, KiHIIeBUH IIepion
HalliBBUBEJeHHS OyOeCOHiAy micisd iHransAmil cTaHOBUTEL TPUOIKU3HO 2,3 TONUHY Ta Malixke CIliBIagae
3 IOKA3HUKOM [JI5T 3OPOBUX JOPOCIUX HOOPOBOJIBIIIB.

Y miteit BikoM 4-6 pOKiB, XBOPUX Ha OpOHXiallbHy acTMy, CUCTEMHa 0i0mOCTyNHICTh OyeCcoHiny micna
BBE[IEHHS CYCITeH3il [y iHransiii 3a momomMorow crpyMeneBoro HeOymaizepy (Pari LC Jet Plus® 3
KoMIipecopoM Pari Master® compressor) ckiamae npubnu3Ho 6 % Big HOMiHaMbHOI 103U i 26 % Bif
mo3u, JoctaBneHoi mauieHTy. CHCTeMHa JOCTYIHICTh y [AiTel mpubIu3HO BABiUi HUXKYa, HiX Y
3[I0POBUX IOPOCTTHX OOOPOBOJIBIIIB.

Y miteit BikoM 4-6 poKiB, XBopux Ha 6ponxianbHy actMy, C, .. HOCATAETHCI B MexkaX 20 XBUIUH
IiCyIs MoYaTKy pPo3nuiieHHs: 1 Mr 6yecoHimy Ta CTaHOBUTH MPUOIU3HO 2,4 HMOJIB/I.
[Toka3uuku ekcno3utlii 6yneconiny (C,., Ta AUC) micns 3acTocyBaHHS OJHOPA30BOi H03U

1 Mr mIsgXoM PO3NUJIeHHS V AiTel BiKoM 4-6 POKIiB € OPiBHAHHUMMY 3 TIOKa3HUKAMHU Y
3[I0POBUX IOPOCTIKX OJOOPOBOJIBIIIB, IKi OTPUMaH TaKy caMy go3y OyIecoHigy 3a [0II0MOI 00
TaKO0l CaMOl CUCTEMU PO3NUJICHHS.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

Jlikapcwekuii 3acib byneconin-TeBa npusHayeHui AJg IiKyBaHHS OPOHXialbHOI aCTMU Y MAIli€HTIB,
[JIST SKUX 3aCTOCYBaHHS iHTaJIITOPIB 3 PO3NUIEHHIM JIiKapChKUX 3aC00iB CTUCHYTUM TOBITPSIM abo y
BUTTISIMI TiKapChKOI (OPMU CYXOT0 MOPOIIKY € HeepeKTHBHUM ab0 HeOIiTbHUM.

Jlikapcekuii 3acib Byneconifn-TeBa TakoK peKOMEHIOBAHO IJIS1 3aCTOCYBaHHS HEMOBJISATAM i AiTAM,



XBOPUM Ha KpyT (yCKJIafHEHHS TOCTPOI BipyCHOI iH(eKIIil BepXHiX AuXalbHUX IIJIAXIB, 10 TAKOXK
BiZloMe SIK JTapUHTOTPaxeoOpOHXIT ab0 Mmig3B’ I3KOBUI JTAPUHTIT), 110 € TIOKA3aHHIM [JIs
rocmirtasisaril.

IIpomunoka3aHHs.

[TigBuIeHa YyTIUBICTE K0 OynecoHiny abo 0o 6ymb-gKOl 3 JOTIOMIKHUX PEYOBUH JIIKaPCHKOTO 3ac00y.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

MeTtabomni3m OymecoHiny BimOyBa€eThCs mepeBaxHo 3a yuacTtio CYP3A4, BHACIiAOK 4OTr0 OMHOYAaCHe
3acTtocyBaHH4 3 iHribiTopamu CYP3A4, Hanpukiaz 3 KETOKOHA30JI0M, iTPaKOHa30JI0M,
inribiTopamu nportea3u BIJI (TakuMu SIK pUTOHABIp i cakBiHaBIp), Ta TiKapChbKAMU 3acobaMy,
II0 MIiCTATh KOOILKMCTAT, CIIPUYKHSIE 3POCTAHHS PU3UKY PO3BUTKY CUCTEMHOI €KCIIO3HUIIil
oymecoHiny (ouB. po3min «Ocob6IMBOCTI 3aCTOCYBAaHHS»).

Heo06xigHO YHUKATH CYMiCHOTO 3aCTOCYBaHHS TaKuX KOMOiHalli#, KpiM BUIIQAKiB, KO KOPUCTD
nepeBaxkae MigBUIIEHNWN PU3UK PO3BUTKY CUCTEMHUX MOGIYHUX e(eKTiB KOPTUKOCTEPOIMiB; ¥ TAKOMY
BUIIQ[IKy CJIiJ KOHTPOJIIOBATH CTaH MAlli€eHTiB IIOJI0 OSIBA CUCTEMHUX TO0IYHUX e(PEKTIB
KOPTUKOCTEPOIMiB. Y pa3i 0fHOYaCHOTO 3aCTOCYyBaHHS OyOeCOHINy 3 MPOTUTPUOKOBUMU JTiKapChbKUMU
3acobaMu (TaKMMHU SIK iTpaKOHAa30J1, KETOKOHA30J1) iHTepBasl MiK 3aCTOCYBaHHSIM I[uX 3aC00iB Mae
OyTu sIKOMOTa JOBUIMM. MOXKHa PO3TJISHYTH MUTAHHS PO 3MEHIIeHHS J03U OymecoHiny.

O6MexeHi gaHi o0 momibHoI B3a€MOii 3 BUCOKMMHU O03aMU iHTaNsIiiiHOr0 6yIecoHigy
IEMOHCTPYIOTb, IO ITPU CYIIyTHbOMY 3aCTOCYBaHHi iTpakoHa3omy B f03i 200 Mr 1 pa3 Ha go0y
BBe[leHHs iHTansuiiHoro 0ynecoHiny (ogHOopa3osa mo3a 1000 MKT) mIPU3BOOUTD IO CYTTEBOTO
IiABUINEHHS KOHI[EHTPAllil pe40BUHMU Y IIJIa3Mi KpoBi (B cepegHboMy y 4 pa3u).

Y XiHOK, 9Ki oqHOYaCHO TpUiiMaly eCcTporeHn abo ropMoHasbHiI KOHTPAIENITUBH, ITiIBUIIlyBaIacs
KOHIIeHTPallis OyeCcoHiny y mia3Mi KpoBi i mocumoBaBCcs e(peKT KOPTUKOCTEPOIiB, OQHAK IIpH
3aCTOCyBaHHi OyecoHiny pa3oM 3 HU3BKMMHU N03aMU KOMOiHOBAaHUX ITepopalbHUX KOHTPAIEIITUBIB
el edext 6yB BifCYTHIH.

Yepe3 MOXKIUBE NMPUTHIYEHHS QYHKII HAGHUPKOBUX 3aj103 Mpoba Ha cTuMy sl cekperrii AKTI ms
[iaTHOCTUKH TinmodizapHOi HeHOCTATHOCTiI MOXKe [laBaTy ITIOMUJIKOBI pe3yIbTaTé (HU3bKi 3HAUEHHS).

Himu. [JocnigkeHHS B3a€EMOIil MPOBOAUIUCH TiIbKM 3a y4aCTIO JOPOCTIHX.

Oco6 1ueocmi 3acmocyeaHHsi.

Jlikapcekui 3acib ciig 3 0co0mrBo0 00epPeKHICTIO 3aCTOCOBYBATH TalliEHTaM 3
aKTHBHOIO/HEaKTUBHOIO (OPMOI0 TYOEpKYIIb03y JereHb Ta TpuOKoBUME a00 BipycHUMU iHMEKLiIMU
IUXaTbHUX LIIAXIB.

ITauienmu 6e3 3aaedxcHocmi 8i0 cmepoidis. TepaneBTUYHUH ePeKT 3a3BUUal JOCITAETHCS IPOTITOM
10 mi6. ITamieHTH 3 HAAMIPHOIO IPOAYKIIIEI0 CIU30BOTO0 CEKPETY B OPOHXAX CIIEPIly MOXKYTh
noTpebyBaTi KOPOTKOCTPOKOBOI Teparlil mepopaibHIMU KOPTHKOCTEPOifamMu (MpubIu3HO 2 THXKHI).



[Ticns Kypcy mepopanbHUX IpenapaTiB Moxke OyTH IOCTaTHbO 3aCTOCYBaHHS OyIeCOHINY SK
MOHOTEpAIIil.

ITauienmu i3 3asexcHicmio 8i0 cmepoidie. [lepeBeeHHS MAIiE€HTIB, IKi OTPUMYIOTh ITIEPOpabHi
KOPTUKOCTEPOINY, Ha iHransauiiHi GopMu KOPTUKOCTEPOILIB Ta IXHE IOJasIblle JTiKyBaHHS
3[iMCHIOIOTE 3 0CO0IMBOIO 00ePeXKHICTIO, KONX MalieHT nepebyBae y BifHOCHO cTabinbHilN da3si
3axBOPIOBaHHSA. Y TaKWxX BUNagKax mpubnu3Ho npoTsaroM 10 gHiB mikapcbkuit 3aci6 Byneconin-Tesa
3aCTOCOBYIOTh y KOMOiHallil 3 TepopabHUM CTEPOIIOM Yy 0031, SKy 3aCTOCOBYBa/IM PaHillle.

[Ticna mbOro HO3y IepopaIbHUX CTEPOINIB CIIif TOCTYIIOBO 3MEHIIyBaTH (HalpuKiag, Ha 2,5 MT
IpegHi30yI0Hy abo eKBiBasieHTa LOMiCSLs) 10 HaWHUKYO0I MOKIIMBOI M03U. MOXKJIMBa II0OBHA 3aMiHa
IIePOPaIbHOT0 KOPTUKOCTEPOIAY iHTaNAIINHUM KOPTUKOCTEPOITHUM JTiKapChKUM 3aC000M.

[Tig yac mepexopy 3 Teparil mepopaJbHUMU CTEPOifaMy Ha iHransAuiiHui OymecoHin MOXYTh
BUHUKATH CUMIITOMH, SIKi paHillle IPUTHIYyBaINCSI CUCTEMHOIO [Ii€I0 TITIOKOKOPTHUKOI/IB,
HAIIPHUKIIA[ II0sSBa CUMIITOMIB ajeprii abo apTpuUTy, TaKuX SK PUHIT, eK3eMa Ta M’ SI30B0-
cyrno6oBuit 6inb. [1715 MiKyBaHHS IIUX CTaHiB HEOOXiMHO MPU3HAYUTH CIIelupidyHy Teparliio.
3a3BuYall HEOOCTaTHIiM ePEeKT TTIOKOKOPTUKOCTEPOITHOI Tepallil MOXKHa 3alifo3pPUTH, SKII0
BUHWKAIOTh TaKi CUMIITOMHM, SIK BTOM/TIOBaHiCTb, TOJIOBHUY 0inb, Hy[iOTa, O/0BaHHS, X04a Iie
OyBae pifgko. Y TakuxX BUIaKaX iHKOMM MOXKe OyTu MOTPiOHE TUMYacOoBe MigBUIIEHHS N03U
IIepopasbHUX TTTIOKOKOPTUKOCTEPOIMIB.

4K iy pasi iHmmx BUAIB iHTangIiiiHOl Tepalii, MoXke BUHUKHYTH ITapafoKcalbHUM GPOHX0CIIa3M, II0
CYIIPOBOIXKYETHCS IIOCUTIEHHAM CBUCTSIYOT0 JUXaHHS OApa3y IIiCid MpoLenypH. AKIo Take
TPANUTHCS, JIIKyBaHHA iHTanANiMHUM OyIeCOHIOM CJIifl HeTallHO IPUNMHUTH i OLIHUTH CTaH
nalieHTa Ta, SKIIO Ije MOTPiOHO, PO3IoYaTH albTepPHATUBHY TEpPaIlIilo.

Y namienTis, sikuM Oyna HeoOXiTHa HeBigK/IagHa Tepalis KOPTUKOCTEPOIlaMU Y BUCOKHUX 103ax abo
TpUBaJie JTiKyBaHHS IHTaNgIiiHUMYA KOPTUKOCTEPOlIaMy y HalBUIIi PEKOMEHI0BaHil 1031, TaK0XK
iCHy€ PU3UK PO3BUTKY MOPYLIEHHS (QYHKII] HAHHUPKOBUX 3aJI03. Y TAKUX IAIli€HTiB MOXK/IMBa II05IBa
O3HaK i CUMIITOMIB HEJOCTATHOCTI KOPY HaJHUPHUKIB y pa3i TAKKOTro cTpecy. B mepionu ctpecy abo
Ha IIepiof IJIaHOBUX XIPYPriyHUX BTPYYaHb CIIifl PO3IJIAHYTH OOAATKOBE 3aCTOCYBAHHS CUCTEMHUX
KOPTUKOCTEPOIIiB.

[Tpu 3acTocyBaHHi Oyab-KOT0 iHTANAI[iIfHOTO KOPTUKOCTEPOIAY MOXKYTh BUHUKATHU CUCTEMHI e(eKTH,
0COBJIMBO IIpY IPU3HAYEHH] BUCOKHX 03 BIIPOMIOBXK TPHBAJIOTO Iepiofy yacy. ¥IMoBipHicTh
BUHUKHEHHS TaKuX e(eKTiB 3HAUHO MEeHIIIa IIPU 3aCTOCYBaHHi iHTaNgI[iiHUX KOPTUKOCTEPOIiB, HiXK
nepopaabHuX. MOXKIINBI CUCTEMHI e(eKTH BKII0Yal0Th CHHAPOM lueHka - KyumHra, KynmHroigHi
pucH, IpUTHIYeHHS QYHKII] HagHUPKOBUX 3a7103, 3aTPUMKY TEMIIIB POCTY V HiTel Ta MifIiTKiB,
3HUKEHHS MiHepaIbHOI MIIJIBHOCTI KiCTOK, KaTapaKTy i ITayKoMy, pifle - HU3KY IICUX0JIOTIYHUX i
IIOBEIHKOBUX PO3JIafiiB, 30KpeMa IICUXOMOTOPHY TillepaKTHUBHICTh, IOPYIIEHHS CHY, TPUBOXKHICTD,
memnpecito abo mposBu arpecii (oco6muBo y mited). ToMy mo3y iHranAmiiHIX KOPTUKOCTEPOIAIB CIIif
TUTPYBaATH 0O HaliMeHIIOl eeKTUBHOI NO3H, IIPH sKil 30epiraeTbcs eheKTUBHUN KOHTPOIb
OpoHXiambHOI aCTMH.

JlikapceKui 3acib He 3aCTOCOBYETHCS [T TiKyBaHHS FOCTPUX €Ii30fiB OpOHXianbHOI aCTMH, IO
BMMaraloTh 3aCTOCyBaHHS iHTaNAIiNHUX OPOHXOAMIATATOPIB KOPOTKOI Ail. AKIIO y MallieHTiB
JiKyBaHHS OPOHXOOUIATATOPAMHU KOPOTKOI [Iii HeedeKTuBHE ab0 SKIIO BOHU IOTPeOyIOTh GibIol
KiTbKOCTI iHTansmii, Hizk 3BU4aitHO, HeoOXiIHe MeguyHe BTPY4YaHHs. Y Takidl cuTyalii cyin
PO3TIITHYTU NMUTAHHS ITOCUJIEHHS 3BUYANHOI Tepallii, HapuKJIaf 3a PaXyHOK 30i/bIIeHHS D031
inrangiiiiHoro 6ymecoHigy abo momaBaHHS OeTa-aroHicTa TpuBaoi Ail, abo mpu3HaYeHHS KypCcy



TIEpOPAJIbHUX TTIOKOKOPTUKOCTEPOIMiB.

[TopymieHHs QYHKINI MeYiHKK MOXKe BIJIMBATHA Ha BUBEEHHS TTTIOKOKOPTUKOCTEPOIMiB 3 OpraHi3My,
OCKiJTbKM 3MEHINYETHCS MIBUAKICTh BUBENEHHS Ta 30iNbIITYEThCS CUCTEMHA eKCco3ullis. HeoOxigHO
naM’sITaTé PO MOXKJIUBICTh PO3BUTKY MoOiuHMX edekTiB. ONHaK MIa3MaTUYHUM KITipeHC micis
BHYTPIIIHbOBEHHOT'0 BBefIeHHS OymecoHiny OyB OMHAKOBUM Y TAI[iEHTIB 3 IXPO30M IEYiHKU Ta y
3mopoBuX Mo6poBoIbLiB. [Ticis mepopanbHOTo MPUoMy cucTeMHa OiogocTynHicTh OynecoHimy
3pocTaa BHACIIOK MOpyLIeHHS QYHKIII MeYiHKy 3a paxyHOK 3HUXKEHHS ITPEeCUCTEMHOT0
MeTabomizmy. KitiniuHe 3HaYeHHS UMX 3MiH [AJg TiKyBaHHS iHTaNgIiiHAM OyOeCOHiIOM 0CTaTOYHO He
3’sicOBaHe, OCKIJIbKY HaHi I0f0 iHransaIinHoro OymecoHimy BiICyTHi, ajle MOXKHA O4iKyBaTH
HigBHUINEHHS PiBHS JTiIKApPChKOTO 3aco0y B I1a3Mi KPOBi, a OTXKe, i MiIBUIIEHHST PU3UKY CUCTEMHUX
mOOIYHUX peaKIli.

OuiKyeThCs, 110 OQHOYACHE 3aCTOCYBAaHHS 3 MOTYXKHUMHU iHribiTopamu CYP3A4, Hanpuknafg, 3
KETOKOHA30JI0M, iTpaKoHa30J10M, iHribiTopamu npoTeasu BIJI Ta mpenmapaTaMu, 110 MiCTSTh
KOoOiIMCcTaT, CIpUYNHSIE 3POCTAHHS PU3UKY PO3BUTKY CUCTEMHOI eKCIo3uilil. Ciifg yHUKaTH TaKuxX
KoMOiHalli{f, 3a BUHATKOM BHUIIQ[IKiB, KOJIM KOPUCTH IIEPEBUILYE TTiABUILIEHUIN PU3UK, Y TAKOMY
BUIIAOKY CTaH IallieHTiB MOTPiOHO KOHTPOJIIOBATH II[0JI0 BUHUKHEHHSI CUCTEMHUX IOOIYHUX e(eKTiB,
IOB’sI3aHUX i3 3aCTOCYBAHHSIM KOPTHKOCTePOimiB. Ile Mae oOMexkeHe KiliHiuYHe 3HAYEHHS MTPU
KOpOoTKOoTpuBanomy (1-2 TuxkHi) mikyBaHHI iTpakoHa30710M a00 KETOKOHA30J10M a0o0 iHIITNMU
noTykHUMHU iHribiTopamu CYP3A4, ane #oro CiIifl BpaxoByBaTH IIifl Yac TPUBAJIOTO JIiKyBaHHS. TaK0oxk
HeoOXiTHO PO3TISHYTH MOXKJIUBICTh 3MEHIIIeHHS 103U OymecoHiny (ouB. po3min «B3aemogpis 3 iHIIUMHA
JiKapChKUMHU 3acob6aMu Ta iHIi BUAKU B3aEMOiN»).

Kamepy HeOyrnalizepa Ta pOTOBHM MyHAIITYK (@00 MacKy misi 06u44s) HeoOXigHO MPOMUBATH IiCs
KOXKHOT'0 3aCTOCYBaHHS Tapsiy0i0 BOAO0 3 MUIOUKUM 3aCO00M M’SKOI [ii, mMicIst 4oro ix Ciif peTenbHO
OTIOJIOCHYTH BOJIOIO i BUCYLIUTH IIUISTXOM ITifl’€IHAHHS KaMepu HeOynan3epa 10 KOMIIpecopa.
PekoMeHIy€eThCST BOUXATH PO3MUIEHUN KOPTUKOCTEPOIN Yepe3 POTOBUY MYH/LITYK, & HE MackKy, 1100
IIOIIePEeNUTH MicIleBe IOAPa3HeHHs MKipu 061uudst. Y pa3i BUKOPUCTAHHS MaCKH, ITiC/Is 3aKiHYeHHS
inrangnil HeoOXimHO BMUTHU 00JIMYYS BOLOIO.

[Ipu mikyBaHHI iHTangUiMHUMUA KOPTUKOCTEPOIAaMHi MOXKe PO3BUBATUCS KaHAUA03 POTOBOL
nopoxXHuHM. 15 iH}eKIis MoxKe moTpeOyBaTH 3aCTOCYBAHHS BiIIOBIIHUX ITPOTUTPHUOKOBUX
JiKapchbKuX 3aco0iB, a A OeIKUX NallieHTiB MOXKe BUHUKHYTH HeOOXifHICTh MPUNUHEHHS JIIKyBaHHS
KOPTHKOCTEPOITOM (OUB. TAKOXK Po31in «CrociO 3aCTOCYBaHHS Ta HO3U»).

ITHe8MOHisl y nayieHmMig i3 XPOHiYHUM 06CMPYKMUBHUM 3aXB80PHBAHHAM nezeHb (XO3J1). 3a maHuMu
eIiIeMioNoTiYHUX OOCHiXKeHb y malieHTiB i3 XO3J1, fKi npuiiMaloTh iHranAiiiHi KODTUKOCTEPOINH,
crocTepiranocst 30inbIlIeHHsT YaCTOTH BUIQMKiB THEBMOHII, 30KpeMa IMTHEeBMOHil, sika motpebye
rocmiTanizatii. € meski qokasu 36ibIIeHHS PU3UKY BUHUKHEHHS ITHEBMOHII y 3B’s13KY 3i
30iNbIIIEHHSIM 0031 KOPTUKOCTEPOIfIiB, ane Ie He OyJI0 OQHO3HAYHO I0BEJIEHO B JKOTHOMY 3
IOOCIIiIXEHb.

Hemae ogHO3HAYHUX KITIHIYHUX J0Ka3iB BHYTPIIIHHOKJIACOBUX BiIMIHHOCTEN MiX iHTaIAL[inHUMHI
KOPTHKOCTEPOIgaMu IIOM0 CTYIeHsI PU3UKY BUHUKHEHHS THEBMOHII.

Jlikapi moBuHHI 0c06IMBO YBaxKHO criocTepiraty 3a namieHTamMu 3 XO3JI 11000 MOXKIIMBOTO PO3BUTKY
ITHEBMOHII, OCKiJIbKY K/TiHiYHi CUMIITOMY TaKHX 3aXBOPIOBaHb ITePEKPUBAIOTHCS CUMIITOMaMH
3aroctpeHHs XO3JI. 1o akTOpiB pU3MKy BUHUKHEHHS ITHEeBMOHIi y narfieHTiB 3 XO3JI HanexkaTs:
aKTyallbHe TMaJiHHS, JIiTHIM BiK, HU3bKUM iHAEKC MacH TiNla Ta TsaxkKa ¢dopma XO3JI.

ITopyweHHA 30py. [TopylieHHS 30py MOXYTh CIIOCTEPIraTUCS IIPU CUCTEMHOMY i MiCLIeBOMY



3aCTOCYBaHHI KOPTUKOCTEPOITiB. AKINO MalliEeHT Ma€ TaKi CUMIITOMH, K IOPYIIEHHS YiTKOCTi 30py
abo iHII po3yagu 30py, CIIiI 3BePHYTUCS OO 0PTATbMOJIOTa s OL[iHKY MOXK/IMBUX MIPUYKH, SKi
MOXKYTh BKJIIOYATH KaTapakTy, rmaykoMy abo Taki pifkicHi xBopoOH, sIK IeHTpabHa CEPO3Ha
XOpiOpeTHHONAaTIsA, IIPO BUHUKHEHHS SKUX IIOBITOMIISAIOCS MIiCJIs 3aCTOCYBAaHHS CUCTEMHUX i
MiCIIeBUX KOPTUKOCTEPOIMiB.

Himu

BrinuB Ha 3picT. PerynsipHuil MOHITOPUHT POCTY PEKOMEHO0BaHUU OiTAM, SIKi OOepPKYITh
NOBrOTpUBAJe JTiKyBaHHS IHTalIAMIMHEMHA KOPTUKOCTEPOIiAaMu. fAKIIO TeMII POCTY CIOBIIbHIOETHCS,
Teparliio CIifl eperisiHyTH 3 MeTOI0 3HUKEHHS 03U iHTagI[iiHOr0 KOPTUKOCTEPOiAY A0 HalHUKYO01
MOXKJIMBOI 103U, IIpHU SIKii 30epiraeTbcst eeKTUBHUYN KOHTPOIIL OpOoHXianbHOI acTMu. KopucTs Bif
Teparil KOPpTUKOCTepoigaMu HeoOXiTHO PeTeIbHO 3BaXKUTH 3 YPaxyBaHHSIM MOXKJIMBOT'O PU3UKY
IIPUTHIYEHHS 3pOCTaHHA. KpiM TOro, BaXKJIMBO HAIIPaBUTHU Ialli€eHTa Ha KOHCYJIbTALlil0 10 AUTIYOT0
IyJIbMOHOJIOT .

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00io.
Bazimuicmo.

BinpiIicTe pe3ynbTaTiB MIPOCIEKTUBHUX E€IiIEeMiOIOTiYHUX JOCIIiAXKEeHb i JOCBi MiXKHapOJHOTO
3aCTOCYBAHHS JTiKapChKOT0 3aco0y y MicIspeecTpaliiHui nepioq He BUSBUIIM MiOBUILIEHHS
pU3UKy HeGaxKaHOTO BIJIMBY Ha IIJTiI/HOBOHAPOMKEHOTO IIPX 3aCTOCYBaHHI iHransaIinHOr o
OymecoHiny B Iepiof BariTHOCTI.

HocmigXeHHS Ha TBapUHAX MPOOEMOHCTPYBAJIH, 110 TIIOKOKOPTUKOCTEPOIAN MOXKYTh CIIPUYUHSITH
IIOPYIIEHHS PO3BUTKY. [IpoTe 11l maHi He BBaXKaTHCA 3HAUYYIIUMU [JIS JIIOAVUHU IIPYU 3aCTOCYyBaHHI
PEKOMEeH0BaHUX [I03, ajle Tepallilo iHranamniiHuM 6ymecoHimoM IoTPiOHO PerynsipHO IeperiaaaTy i
3aCTOCOBYBATH JIiKapChbKUM 3aci0 y HalHUKYill e(eKTHBHIi 703i.

4K muis mmofa, Tak i [yg MaTepi, BaXkJIMBO TPOBOAUTH HaJlexkHe JTiKyBaHHS OpOHXialbHOI aCTMHU IIif
yac BariTHOCTI. fIK i mpu 3acTOoCyBaHHI iHIIKX JTiKapChKUX 3ac00iB y mepiof BariTHOCTI, HEOOXigHO
OLIIHUTH KOPUCTH Bifi 3aCcTOCYyBaHHS OyIeCOHiTy [/ MaTepi MOPiBHAHO 3 pU3WKaMU [AJig IIJI0Ja.

[HransAUiiHUM TTIIOKOKOPTUKOCTEPOiflaM CJIifi HaJjaBaTy IlepeBary rnepep nepopaabHUMU
TJTIIOKOKOPTHKOCTEPOIfaMy 3 OrJIsIy Ha MEHIIy BUPaXKeHICTh CHCTEMHUX e(eKTiB IIpX 3aCTOCYBaHH] y
mo3ax, HeoOXigHUX IS JOCSTHEeHHS OOHAKOBOI BidmoBimi 3 60Ky OpraHiB AUXaHHS.

T'o0yeaHHA 2pydoo.

BynecoHin BuminseTscs y TpyaHe Monoko. OfHAK IIPY 3aCTOCYBaHHI TepalneBTUYHUX J03
JIKapChKOT'0 3aC00y He OYiKYETHCS KOTHOTO BIUIMBY Ha QUTHUHY, SKa 3HAXOOUTHCS Ha
TPYZHOMY TOyBaHHI.

Jlikapcwekuii 3aci6 Byneconin-TeBa Moxe 3aCTOCOBYBATHUCS Y ITePiof TOMYBaHHS TPYIOIO.

[TinTpuMyBasnbHe JiKyBaHHS iHTansauiiauM 6ymeconingom (200 Mkr a6o 400 MKr 2 pa3u Ha 0o0y) y
XKiHOK 3 OPOHXiaTbHOI0 aCTMOIO, SIKi TOAYIOTh TPYAAI0, IPU3BOOUTE JIUIIE 10 HE3HAYHOI CUCTEMHOI
eKCII03ullil Oy[IecoHiny y miTeH, sSKi 3HAaXOOAThCS Ha IPyOHOMY TOAyBaHHI. 3a JaHUMHU
(dhapMaKOKiHETUYHOT O IOCIIiI>KEHHS po3paxoBaHa f000Ba go3a ¥ HeMoBNAT cKiagana 0,3 % Bin



no00Bo1 103U MaTepi Ang 000X J03yBaHb, @ CepefHs KOHIIEHTpallid JiKapchKoro 3aco0y B Myia3Mi
KpOBi HeMOBJAT Oyna oniHeHa Ha piBHi 1/600 KoHIIEHTpallil, SKa CIIOCTepiraeThCs y Iaa3Mi Kposi
MaTepi, 3a YMOBH, II10 POOUTLCS IPUMYIIEHHS NP0 IIOBHY IlepopajbHy 0i0gOCTYIIHICTh V AUTUHH.
KonenTpatisi 6ymecoHify y BCiX 3pa3Kax IJIa3MM KPOBi TPyIHUX OiTel He JoCsAraa Mexi KillbKiCHOTO
BA3HAYEHHS.

Bepyuu mo yBaru BigomocTi mpo OymecoHif [ iHransAIiiHoro BBeOeHH i ToM ¢akT, 1m0 OyoecoHin
OEMOHCTPYE TiHiliHI (hapMaKOKiHeTUYHI BTaCTUBOCTI B MeXKaX iHTEpPBaJIiB TePaleBTUYHUX 03 MiCIIsa
Ha3aJIbHOTO, IHTaJAIiMHOT0, IIEPOPabHOr0 ab0 PeKTalbHOTO BBEIEHHS, 0UiKy€eThCS, 110 V HiTeH,
SKMX TOOYIOTh TPYOI0, eKCI03ullisg OyIecoHify pu 3aCTOCYBaHHi ¥ TepaleBTUYHUX H03aX Oyme
HU3bKOIO.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Jlikapcwekuii 3aci6 byneconin-TeBa He BruBae abo Ma€ He3HAYHUY BIIJIUB Ha 3[ATHICTh KepyBaTH
TPAHCIOPTHUMH 3aco0aMU Ta IIPAIfoBATH 3 iHITUMKU MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma do3u.

Hos3 YBAHHA

Io3yBaHHS HEOOXiTHO KOPUTYBATH 3ajIeKHO Bif iHAMBiAyanbHUX MOTPed malieHTa.

IIo3a, TKa BBOOUTHCS MAIIEHTY, 3aJI€3KUTh Bifl BAKOPUCTOBYBAHOT'0 00JTafiHAHHS [JIST PO3MUIIEHHS.
Yac po3muieHHs Ta AOCTaBjeHa [I03a 3ajiexkaTh Bifl IIBUOKOCTI TOTOKY, 06’eMy KaMepu HeOynan3epa
Ta 06’eMy HanoBHeHHS. [[IBUOKICTL OBITPSIHOTO TOTOKY Yepe3 MPUCTPIH, 110 BUKOPUCTOBYETHLCS TS
PO3MUIEHHS, Ma€ JOpPiBHIOBATH 6-8 NiTpiB 3a XxBUNIMHY. BignoBigHuit 06’eM HalOBHEHHS OJIS
OinbuIocTi HeOymai3epiB CTAaHOBUTD 2-4 M. 103y CIifl 3MEHIIUTH [0 MiHIMyMYy, HEOOXiTHOTO Iy
MigTPUMaHHS HaleXHOr0 KOHTPOJII0 OpoHXiambHOI acTMu. HaliBulmy no3y (2 Mr Ha go0y) miTsSM BiKoM
no 12 pokiB moTpiOHO MpU3HAYATH TiJILKU Y pa3i TAXKKOro rnepediry actMu i Ha oOMexkeHu# mepion
gacy.

BpoHxiaavHa acmma
ITouamkoea mepanis

Ha nouaTky nikyBaHHS, IIiJl Yac mepiofiiB 3aroCTpeHHsT OpPOHXiaIbHOI aCTMU Ta IIPU 3MeHIIeHH] abo
IPUIMHEHH] IepopaabHOro IPUIOMY ITIOKOKOPTUKOILIB PEKOMEHI0BaHa 03a CTAHOBUTD:

[liTu BiKOM Bif 6 MicaniB go 12 pokis: 0,5-1,0 Mr 2 pa3u Ha #o0y.
Hopocri (y ToMy YKCIi TallieHTH JIITHBOr0 BiKY) Ta OiTh BiKoM Bif 12 poxkis: 1,0-2,0 Mr 2 pa3u Ha

noby. Y myXe TAXKKUX BUNaIKax 0o3a Moxke OyTH IONaTKOBO IifiBUIIEHA.
ITiompumyroua mepanis

[TigTpumytouy no3y HeoOxigHO migOupaTy iHAKWBIAyanbHO 00 MOTPe6 KOXKHOTO MallieHTa 3
ypaxyBaHHSM TS2KKOCTI 3aXBOPIOBAHHSA Ta KJTiHIiYHOI peakiil. [Ipu HOCATHEHHI TepaneBTUYHOI 0
eekTy migTpUMy0uy 03y MOTPiOHO 3HMU3UTHU OO MiHiMaIbHOTO 3HAYEHHS, JOCTATHHOTO IJIS



KOHTPOJIIO CUMIITOMIB.

[liTu BiKOM Bif 6 MicamiB go 12 pokis: 0,25-0,5 Mr 2 pa3u Ha [00y.

opocni (y TOMy YKCIIi allieHTH TiTHBOTO BiKYy) Ta miTy BikoM Bim 12 pokis: 0,5-1,0 mr 2 pa3u Ha
no0y.

ITauienmu, AKi nepopasnvbHO NpulimMarmMe 2A10KOKOPMUKO0iou Ax nidmpumyrovy mepaniio

3acTocyBaHHS NiKapchkoro 3aco0y byneconin-TeBa mae MOXKIUBICTb BigMiHUTH ab0 3HAYHO 3HU3UTHU
03y TIIOKOKOPTUKOCTEPOI/IiB [JIs IIEPOPaIbHOT0 3aCTOCYBaHHS 3i 30epekKeHHSAM KOHTPOJIII0
OponxianbHOl acTMu. HeoOXigHOI0 yMOBOIO [AJIS TOYATKY IIEPEXONY 3 IepOopaIbHUX CTEPOIMIB €
BiTHOCHO cTabinmbHUM cTaH namieHTa. ITpoTsrom npubnau3xo 10 OHIB 3aCTOCOBYIOTH BUCOKY O3y
Oymeconimy B KoMOiHallil 3 103010 ITePOPAILHOTO CTEPOIMY, Ky 3aCTOCOBYBaIM paHirre. ITicis mboro
[03y IIepOpaIbHUX CTEPOIAIB CJIiff IOCTYIIOBO 3MEHIITYBATH [0 HaIMEHIIIOTO MOKJIMBOTO PiBHS,
HaIpUKJaa Ha 2,5 Mr npegHi3oioHy abo eKBiBajieHTa Ha Micsilb. HYaCTO 3aCTOCYBaHHS II€pOPaIbHOTO
CTepoifly MOXKHaA MOBHICTIO IPANUHUTY, 3aMiHUBILIK WOT0 BUKJIIOYHO iHTalALiNHUM OyIeCOHIigoM.
IoknapHilIe Mpo BiAMiHY I'TIOKOKOPTAKOCTEPOILIB AJIs1 TePOpPaibHOT0 3aCTOCYBAHHS JUB. y PO3MiNi
«0Oc06IMUBOCTi 3aCTOCYBAHHS».

Ocobaugocmi 003yB8aHHA

Jlikapcekuii 3aci6 Bynmeconin-TeBa MozxkHa 3MimntyBatu 3 0,9 % po3ynHOM HATPio XJIOPUAY Ta 3
pO3UMHAMU [JIs iHTanALid, 9Ki MiCTATh TepOyTasiH, canb0yTamMo, GeHOTepoJI, alleTUINUCTEIH,
HaTpio KpoMmormikaT abo impaTpormiymy 6pomiz.

Tabmuns 1

PekomeHparii 3 §o3yBaHHS

06’eM nikapcekoro 3aco0y bymeconin-TeBa, CycreH3is ais
TTo3a (Mr) |pO3NUIEHHS
0,25 Mr/mn 0,5 Mr/mn
0,25 1 Mmn -
0,5 2 MII 1 Mn
0,75 3 MII -
1,0% 4 M1 2 MIJI
1,5%* 6 M1 3 M1
2,0 8 M1 4 M

* 3aCTOCOBYIOTH 2 aMITyJIH JTiIKapChKOTo 3aco0y Bymeconin-Tesa, cycmensis gns po3nunenss, 0,25
Mr/Mi abo OfgHY aMIIyiy JlikapcbKoro 3acoby Bymeconig-TeBa, cycneHsis s po3nuneHHs, 0,5 Mr/mi.

** 3aCTOCOBYIOTH OIHY aMITyy JiKapcbKoro 3aco0y bymecoHin-TeBa, CycleH3is AJisl PO3NUIeHHS,
0,25 Mr/mMy IIIOC OfHA aMITyJIa JiKapchKoro 3aco0y BymecoHin-TeBa, CyclieH3is s PO3MUIIeHHS,
0,5 mr/mi.

[MamienTaM, ans sikux 6axKaHO MigBUIIUTY TeparneBTUYHUN edeKT, 0COOIUBO malieHTaM 6e3 BeTUKOol
KiJIbKOCTi C/TM3Y B OUXAJIbHUX IIJIAXaX, PeKOMEHIYEThCS 30iMbIIUTY [03Y iHTaAIiiiHOr0 Oy IecoHigy
3aMicTh KOMOIHOBAHOTO JIiKyBaHHS 3 II€pOPaIbHUMK KOPTUKOCTEPOIlaMHy, 1110 TI0B’sI3aH0 3 MEHIIUM
PU3UKOM BUHUKHEHHS CUCTEMHUX MO0iYHUX e(PeKTiB.

Kpyn



3BUyYaliHa [03a [JIs OiTel, XBOPUX Ha KPYII, CTAHOBUTD 2 MT PO3MIuUIeHoro OynecoHiny. Lo mo3y
3aCTOCOBYIOTH OTHOPA30BO abo po3mineHy Ha ABi mo3u 1o 1 Mr 3 inTepBanoM y 30 XBUIWH. BBeeHHS
JiKapChKOTro 3aCc00y MOXKHA ITOBTOPIOBATH KOXKHi 12 roguH, MakcuMyM 10 36 rogus abo 1o
OOCSATHEHHS KIiHIYHOTO OKPaIeHHS.

Cnocib 3acmocyB8aHH s

IIpumirka! YnbTpa3BykoBi HeOyaii3epy He IpU3HayeHi 719 PO3MUIIeHHS JTIKapChKOTO 3aco0y
BynecoHin-TeBa, 0TKe He MOXYTh OyTH peKOMeHI0BaHi I 3aCTOCYBaHHS.

JlikyBaHHS$ npenapaToM bymecoHin-TeBa 3MiliCHIOETLCS 3@ JOTIOMOT0I0 CTPyMeHeBoro Hebynan3epa 3
POTOBKMM MYHAIITYKOM a0o0 BifmoBimHOI Mackoio. HeOymaii3ep Ciif mifg'emHaTH OO MOBITPSHOTO
KOMIIpecopa, IKui 3abe3neuye JOCTaTHIN MOBITPSHUY MOTIK (6-8 11/XB), @ 00’€M HAITOBHEHHS Ma€
CTAHOBUTHU 2-4 MII.

IHCTPYKLis i3 3aCTOCYyBaHHS:
[TinprotyBaTu HeOynai3ep N0 BUKOPUCTAHHS 3TiHO 3 iHCTPYKIIiE€I0 BUPOOHUKA.
BigkpuTy 30BHIMHIY TakeT 3 (HONBIY Ta OiCTaTy KOHTYPHY YIIAaKOBKY 3 aMIylaMu. Bigginutu
OIHY aMITyJly Bifl yIIaKOBKHU LIISIXOM IPOKPY4YyBaHHA Ta BigTaryBauHus (Puc. 1).
OO0epexkHO CTPYIIyBaTH aMITy/1y BIPoAoBK mpubnu3Ho 10 cekyHn abo [0 3HUKHEHHS Ocafy.
YTpuMyour aMIyny y BepTHKaIbHOMY IIOJIOXKEHHI, BITKPYTUTH BepxHid KiHuuk (Puc. 2).

[TepeBepHYTH aMIIyy HOTOPH JHOM Ta BUIABUTH ii BMICT ¥ EMHICTh (KamMepy) HeOynai3epa
(Puc. 3).

Awmryna npu3HadeHa [JIg OQHOPa30BOr0 BUKOPUCTAHHS. [1ic/ig KOKHOT'0 3aCTOCYBaHHS Oy/Ib-
SKWM HEBUKOPUCTAHUM TiKapChKUii 3aci0 BUIMBAETHCS, a KaMepa HeOymaii3epa MPpOMUBAETHCS i
ouninyeThcsi. Kamepy HeOymaii3epa Ta pOTOBUYM MYHAIITYK ab0 MacKy sl 06JIUYYs TPOMUBAIOTH Y
TeTIi Bofi uu M’gKoMy MuiouoMy 3acobi. [1oOpe OmMoiCKyIOTh i CyIIaTh, i €qHABIIN KaMepy
HeOyna3epa 0o BXiTHOT0 OTBOPY KOMIIPecopa.

[NauieHT MaloTh OyTH MOBiOMIIEH] ITPO HEOOXigHICTh CIIOMiCKYBAHHS POTOBOI IIOPOXKHUHU
BOJIOIO TTiCJIs iHTassIil TpU3HauYeHOl 103U 3 METOI0 MiHiMi3allil pu3uKy BUHUKHEHHS KaHOUI03Y
POTOTTIOTKH.

Kpim 115010, TTAI[iEHTH TAaKOXK MTOBUHHI CIIOTICKYBaTH 00NMMYYSs BOAOIO MiCIS BUKOPHUCTAHHS
MaCKH 3 METOI0 IIOTIepeNKeHHS ITOAPa3HeHHS MIKipy 006Iuays.

Himu.

Jlikapcwekuii 3acib Byneconin-TeBa 3aCTOCOBYIOTH [iTSIM 3a ITOKa3aHHAMU (OUB. po3pinu «Iloka3aHHS»
Ta «Crocib 3aCcTOCyBaHHS Ta JO3U»).



Ilepedo3yeanHs.

T'ocTpe nepeno3yBauHs O6ymecoHinoMm, HaBiTh IIPU 3aCTOCYBaHHI HAMIpHUX 103, HaWiMOBIpHille,
He OyJle CTaHOBUTH KJIiHIYHO 3HauyIIol npobemu. Jlikapcbkuii 3acib mictuts 0,1 mMr/mmn
OWHATPiIo egeTarTy, 110, K IOBeIeHO, CIPUYUHSIE 3BYKeHHS OPOHXIB, SKII0 HOT0 PiBEHb
nepesuiye 1,2 mMr/mi.

ITo6iuni peakuii.

3a yactororo nobiuHi peakiril kinacuikoBaHi BilIOBiIHO [0 TAaKUX KPUTEPIiB: OyxKe yacTo (=1/10);
yacTo (Bim =1/100 mo <1/10); HewacTo (Big =1/1000 mo <1/100); pimko (Bim =1/10000 mo <1/1000);
nyxe pigko (<1/10000) i yacToTa HeBimoMa (He MoxKe OyTH BCTaHOBJIEHA BUXOISIYHU 3 HasIBHUX
OaHUX).

IHpekuii ma iHeasii. YacTo: opodapuHTeanbHUM KaHOUO03, THEBMOHIA (y narmienTis 3 XO3JI).

3 6oky imyHHOI cucmemu. PiOKO: peaxkiiii migBUIEHOI Yy TNUBOCTI HETAUHOTO Ta CIOBITBHEHOTO
TUITY*, 30KpeMa BUCUIIAHHS, KOHTAaKTHUY IePMaTUT, KPOIIUB THKA, aHTiI0HEeBPOTUYHUHN HAOPSK Ta
a”adimakTAYHA peakilis.

3 60Ky eHOoKpuHHOI cucmemu. PigKo: 03HAKM i CHMIITOMU CHCTEMHUX e(PEKTiB
KOPTUKOCTEPOIMIiB, 30KpeMa MpPUrHiueHHs (GyHKIIl HagHUPHAKOBUX 3aJ103 i 3aTPpUMKa TEMITiB
POCTy**,

ITcuxiyHi nopyweHHs. HewacTo: TPUBOXKHICTE, fenpecis. Pinko: 30yaxKeHiCTh, HEPBO3HICTh, 3MiHU
MIOBE[iHKH (TTepeBaxkKHO Y OiTel), MOPYyIIeHHS CHY, ICUXOMOTOPHA TillepaKTUBHICTh, arPECUBHICTh.

3 6oky Hepeoeoi cucmemu. HedacTo: TpeMop**+*,
3 60Ky opeanie 30py. HewacTo: KaTapaKTa, HEYITKICTh 30py. HacToTa HeBijoMa: riaykoMa.

PecnipamopHi, mopakaavHi ma mediacmuHaabHi nopyweHHA. YacTo: Kallle/lb, IIOgPa3HeHH]
ropiia, 3aXpUIIICTh. Pimko: 6poHxocma3M, quC@OHis, 3aXPUTIITICTE ¥ **,

3 60Ky WAYHK0BO-KUWK08020 mpakmy. YacTo: Togpa3HeHHS CIM30B01 000JI0HKH POTOBOL
TIOPOXKHUHMU, YTPYIHEHHS KOBTAHHS.

3 boky wkipu ma nidwkipHoi KaimkosuHu. Pimko: cuHIl, WIKipHi peakirii, cBep6ixk, epureMa.
3 60Ky ckesnemHo-m’ 30801 cucmemu ma cnoayyHoi mkaHuHu. HedacTo: M'430Bi Cclia3Mu.
Pe3yabmamu docaiddceHbs. JIyKe PigKo: 3HUKEHHS MiHEpPaIbHOI IIiTbHOCTI KiCTOK.

* Jue. HUJCHe onuc oKpeMux nobivyHUX peaky,itll; no0pasHeHHs WKipu 0b6aAuYYS;

** gue. Huocue po30in «Ilimu»;

** Ha nidcmasi yacmomu, 3apeecmposaHoi nid Yac KAiHIYHUX 8UNPOOYBAHY;

*k¥* pioko y dimetl.



IHOmi Ha TiIi 3aCTOCYBaHHS IHTAJAIINHUX TTIOKOKOPTUKOCTEPOINiB MOXKYTh BUHUKATU CUMIITOMH YU
O3HaKM MO0IiYHUX peakKiliif, XapaKTepPHUX [IJIs CHCTeMHUX T'TIOKOKOPTHUKOIMIB, SIKi, BiporimHoO,
3asiexarTh Bifl 03H, YacCy eKCII03Ullii, 0MHOYACHOT0 Ta MOMEePeaHbOr0 JIiIKyBaHHS KOPTUKOCTEPOITaMH,
a TaKOX Bifl iHAMBiAyanbHOI YyTIUBOCTI (IUB. po3ain «OCOBIUBOCTI 3aCTOCYBAHHSI»).

Onuc okpeMux nobivHUX peaxu,itl

IHOmi, Koy 3aCcTOCOBYBaBCs HeOyai3ep 3 AUXaabHOI MACKO0, ITOBIIOMIISIIOCS IIPO PeakKIliio
IiABHUINEHOI YyTIMBOCTI V BUTISAI OApa3HeHHs MKipu o6auyys. [ 3amobiraHHs mogpa3HeHHIo
IiCJIsT KOKHOT'0 3aCTOCYBaHHS AMXalIbHOI MACKH CJIifi YMUBATUCH.

[Tpu niKyBaHHi iHTansAUidHUM OyOeCOHIIOM MOXKJIMBA II0sIBa KaHAUM03HOI iHPeKITii poTormoTKu. AK
TI0Ka3ye OOCBifl, YacTOTa BUHUKHEHHS KaHAUI03HOI iH(deKIlii 3HUKYETHCS, SKILO CIOJiCKyBaTH
POTOBY TIOPOKHUHY IiC/IS KOXKHOI iHransuii, mob MiHiMi3yBaTH 1€l PU3UK.

4K i npu 6ymb-sIKil iHTanmAIiiHil Teparii, gyXKe piaKo MOXKIMNBUN PO3BUTOK IapafloKCaTbHOTO
O6ponxocnasmy (guB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

Y nnane60-KOHTPOILOBAHUX [OCIIIIZKEHHSIX IIPO BUMQAKKU KaTapaKTH HeYacTo MOBiJOMIISAIIOCS TaKOXK
y miane60-rpyii.

Bynu npoananizoBaHi pe3ynbTaTé KIIiHIYHUX OOCHiAXKeHb 3a y4acTio 13119 namieHTis, ki
OTPUMYBaJU iHTanAUidHNUM OygecoHin, Ta 7278 mallieHTiB, AKi oTpuMyBanu mnanebdo. YacToTa
PO3BUTKY TPUBOXKHOCTI cTaHoBuma 0,52 % Ha Tii inransauiitnoro 6ygeconingy i 0,63 % Ha Tii mmane6o,
a yacrtora pgenpecii - 0,67 % Ha T iHransgiiiHoro 0ymeconiny i 1,15 % Ha Tni nnaue6o.

Himu

Yepe3 pU3UK 3aTPUMKHU POCTY Y OiTel HeoOXimHO MPOBOOUTH KOHTPOIb POCTY V IediaTPUUHUX
TIAIliEHTIB, SIK OMKMCAHO ¥ po3Mini «Oco0IMBOCTI 3aCTOCYBaHHS».

[ToBigomieHHS PO mo6ivHi peakirii

BaxxuBo MOBiMOMIISTY IIPO MMif03pioBaHi mo6iyHi peakii y mocTpeecTpaliiiHuii epion 3acToCyBaHHS
nikapchKoro 3aco6y. Ile mae 3mory mpoBonuTy 6e3nepepBHUM MOHITOPUHT CIiBBiTHOUIEHHS
KOPHCTH/PU3UK JIiKapchKoro 3acoby. CrerriamicTy y rany3i 0XOpoHU 3[0POB’S TOBUHHI IIOBIIOMISATH
npo OyOb-iKi BUTIaAKU MMif03PI0OBaHUX MOOIYHMX peakllii yepe3 HallioHaNTbHY CUCTEMY 3BiTHOCTI.

Tepmin npudamHocmi. 2 POKH.

TepMin TpUAaTHOCTI 3 MOMEHTY BifKPUTTS MakKeTy 3 GoJbru - 3 Micsii. Bmict ammynu nosuHeH 6yTu
BUKOPUCTAHUM OApPa3y IiCJId BiIKPUTTS.

YmMmoBH 30epiranns. Jlikapcbkuil 3aci6 30epiratu npu Temnepatypi He Buitle 25 °C. He
3aMOpOXKYyBaTH. 30epiraT y BepTUKaIIbHOMY TI0JI0KEeHHI. AMITyNIM y BiTKpUTOMY TaKeTi 3 GOonbru
30epiraty y KapTOHHiN KopoO1i IyIst 3aXUCTY Bif CcBiTna. 30epiratu y HEOOCTYIHOMY IJIS OiTeM MicIi.



YnakoBka. [To 2 M1 B ammyJti; o 5 amMmyn y makeTi 3 ¢Gobry; mo 4 makeTy y KapTOHHIM KOPOO1Ii.

Kareropis Bigmycky. 3a peLenTtom.

BupoOHHK.

Hopton Xenckea Jlimiten T/A AMUBEKC ®apmacsiotukan3 FOK/ Norton Healthcare Limited T/A IVAX
Pharmaceuticals UK.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicIsi IpoBaIXKeHHs HOro Tis/IbHOCTI.

Acton Jlenn Hopc, Baiitxays Beiun Iamactpien Ecreiit, Pankopsa, WA7 3FA, Benuka bputa#nisa/ Aston
Lane North, Whitehouse Vale Industrial Estate, Runcorn, WA7 3FA, United Kingdom.



