IHCTPYKIIA

OIS MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y

BYIOECOHIO-IHTEII

(BUDESONID-INTELI)

CKn1ao0:
ditoua pevosuHa: budesonid;
1 mo3a mictuts 50 MKT a6o 200 MKT OymecoHiny MiKpOHi30BaHOTIO;

0onomidcHi peyosuHU: KUCIIOTa OJIeIHOBA, eTaHoI Oe3Bomuui, 1,1,1,2-TerpadTopetan (HFA-134a).

JlikapcbKa (popMa. [Hransuis mjg TUCKOM, CYCIIEH3is.
OcHo8Hi (i3uko-ximMiyHi 81acmusocmi:
Ha sunyck: oyis go3yBaHHs 50 MKr/mo3a: Oina cycrneHsis;
nist mo3yBaHHS 200 MKr/mo3a: 6inla cycrieH3is 3 TUTIOBUM 3aIllaXOM Ta CMaKOM.

ITpomsezom mepmiHy npudamHocmi: fjist 000X [03yBaHkb: Oifla CycreHsis.

QapmaKOTepaneBTHqHa rpyma.

[Hransuiiiai 3aco0u, 110 3aCTOCOBYIOTHCS OIS JIiIKyBaHHS OOCTPYKTHBHUX 3aXBOPIOBAHb JUXaTbHUX
nuisaxiB. [mokokoptukoigu. Kom ATX RO3B A02.

dapmakonoziuHi e1acmueocmi.

®apmakoduHamika. BynecoHin - 11e akTUBHUM CUHTETUYHUY TJIIOKOKOPTUKOI, 1110 3aCTOCOBYETHCS
O TiKyBaHHS aJeprivyHUX i 3alajbHUX 3aXBOPIOBaHb AUXaIbHUX LINIXiB. BUSIBIS€ HE3HAUHY

MiHEepaJIOKOPTUKOCTEPOIIHY aKTUBHICTh. HalnexXuTh [0 mpenapaTiB IPOJIOHT0BaHOL Iil 3 MOXKJ/IUBICTIO

OIHOPA30BOr0 f03yBaHHS. by[eCoHi XapaKTepu3y€eThCA MiCLIEBOI0 IPOTU3AIaIbHOK Ji€l0 3a
PaxyHOK BUCOKOI Jimo¢inbHOCTI i 30aTHOCTi IPOHUKATH BHYTPILIHbOKITITUHHO, 3B’ A3yBaTUCS 3
TJIIOKOKOPTHKOITHUMHY pelieniTopaMu. MexaHi3M fil OymecoHify monsirae B yTBOPEHHI KOMILIEKCIB 3
TIIOKOKOPTHKOITHUMHU pelleliTopaMy LXATOIIa3MUu. ['OpMOHPEIeNTOPHI KOMITJIEKCU TPOHUKAIOTh Y
AApa KIiTUH-MileHed (eo3uHOoPinu, HeuTpodinu, miMmponuTu), 38’ 13y10Thcs 3 [THK i akTUBYIOTH
TeHH, SIKi BiTIOBigal0Th 3a MPOAYKILiIO TiMOKOpTHUHY. JIiMOKOPTHH € iHriGiTopoM docdominasu A2 -
(dbepMeHTYy, 1[0 IPUTHIYYyE CUHTE3 MeLiaTOpiB 3allaJleHHs: TiCTaMiHy, IeMKOTPI€HIB, IUTOKIHIB.



Y TKaHWHaX [UXalbHUX IUISXiB Oy[IeCOHIN yTBOPIOE KOH oraTy 3 edipaMyu KUPHUX KUCIIOT, SIKi
HaKOIMYYIOThCA B KiTiTuHAX. Koy KoHIeHTpalis OyIecoHiny B KITiTHHAX 3MEHIIYETHCS, CTEPOINHI
edipy XKUPHUX KUCIIOT PYUHYIOTHCS Mifl BIUTMBOM JIina3u. bygecoHif, 110 BUBITbHUBCS, 30aTHUU
YTBOPIOBATY TOPMOHPEIENITOPHI KOMITJIEKCH, 5IKi 00YMOBIIIOIOTh PO3BUTOK IIPOTHU3aNajIbHOI Ail
npernapary. 30aTHiCTh Oy[IeCOHioy yTBOPIOBAaTH KOH IOTATH i3 XKUPHUMHU KUCJIOTaMH ITOSICHIOE
MeXaHi3M MiCIleBOl IPOTH3anaabHOl aKTUBHOCTI YIIOBIIbHEHOT'0 TUITY i BUCOKUY PiBEHb
TepaneBTUYHO! eheKTUBHOCTI IIpenapary.

[TpemapaT Mae GinbIlly CIIOPigHEHICTH i3 TTIIOKOKOPTUKOITHUME PelleTopaMu OPOHXIB IIOPiBHSHO 3
OeKJI0MeTa30HY IIPOIIIOHATOM, BifMOBigHO Mae OilbIl BHCOKY MiCIIEBY ITPOTHU3aIMaIbHy i
IPOTHANEPTriYHy aKTUBHICTh. 3HAUHE IOIININEHHS TOKa3HUKIB (QPYHKIIil 30BHIIIHBOT'O AUXaHHS
Big3Ha4a€eThCA Yyepes KinbKa [AHiB (7-10 gHIB) Bifg mo4YaTKY JiKyBaHHS. BymecoHin He BIIMBa€ Ha
rIagKy MyCKynaTypy OpoHxiB. [IpemapaT 3MeHIIY€ TieppeakTHBHICTh OPOHXIB, IPUTHIUYE PAHHIO
a3y anmepriyHol peakiiil (micyist OCUTH TPUBAJIOTO 3aCTOCYBaHHA) i Mi3HIO Pa3y peakiiil, TaKUM
YUHOM TONlepenKaloyy HamaAu aCTMU. ByecoHin TakoXkK 3MeHIye OPOHXO0CIa3M, CIIPUYNHEHUN
Gbi3MYHUM 3YCUIIIISIM, XOJIOOHUM TOBITPSM ab0 CipyaHUM aHTioPUAOM.

®apmakokiHemuka. [Ipenapat mBUAKO aOCOPOYETHCS MiCs iHramAIitHOT0 3acToCyBaHHS. 34 %
3aCTOCOBAHOI 103U 0CAHKYETHCS B JIereHsaX. AOCOTIOTHA CUCTEMHA NOCTYIHICTh CTAaHOBUTH 39 %
BBe[IeHOi no3u. MaKcuMallbHi KOHIIeHTpalii 0yoecoHiny B mina3Mi qocsiraroThest uepes3 30 xB micys
inransiii. 06’eM po3mofiny CTaHOBUTEL IPUOIKU3HO 2-3 1I/KT. MeTabo71i3M 6inbinoi YacTUHU
6ynmeconiny (mpubnusuo 90 %) BinOyBaeThcs B medinIi 3a ydacti ensumy CYP3A4, BHaCIiIOK 40OT0
YTBOPIOIOTHCS MeTaboJIiT! 3 HU3bKOI0 I'TIOKOKOPTUKOCTEPOINHOIO aKTUBHICTIO.

[ TIOKOKOPTHUKOCTEPOIlHA aKTUBHICTh OCHOBHUX MeTaboIiTiB 6-6eTa-rimpokcubymeconiny ta 16-
anbda-rizpokcubymecoHiny cTaHOBUTL MeHIIe 1 % MOpiBHSIHO 3 aKTUBHOIO Pe4oBUHOW0. [Ipubnu3Ho
90 % mpuUMHATOl AO3U MEPEXOAUTh Y HEAKTUBHUM CTaH BXKe IIiJ Yac MepIIoro MpPoXoaXKeHHS yepes
ne4dinky. MeTtaboi3M y nereHsx He3HaUHUM. Y OOPOCIUX IIepiofl HalliBBUBEIeHHS IIpernapary 3
IJ1la3MU CTAHOBUTH Y CEPeNHbOMY 2 TOOUHM, Y AiTeH - 1,5 roguuu. 3B’A3yBaHHSA OyHmecoHIOy 3
OinKaMu Mma3Mu KpoBi KOMUBA€ETHCS Bifm 85 0o 90 %. BuBoguthbcs i3 ceuelo (70 %) i xkoBut0. OCKinbKu
OCHOBHa [Iist OymecoHiny BinOyBa€ThCS B UXANbHUX MIIAXaX, HEMA€E JaHUX PO 3B’SI30K Mixk
KOHIIEHTpAIli€lo IMpelapaTy B IJIa3Mi Ta e(peKTUBHICTIO HOTO Ail.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

bpoHxianbHa acTma.

IIpomunokKa3aHHsi.

linepuyTnuBicTh K0 6yAb-SKOTO 3 KOMIIOHEHTIB IIpenapary.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

MeTaboriam 6ynecoHiny BinOyBa€eThCs mepeBaxkHo 3a yuacTio CYP3A4, BHacmifok voro iuribitopu
IIbOTO (pepPMEHTY, HallpUKJiaZ, KETOKOHA30J Ta iTpaKOHA30JI, MOXKYTh MiJBUIyBATH CUCTEMHY
eKCII03uIlito OymecoHiny (muB. po3pinu «OcobnuBOCTI 3aCcTOCyBaHHA» Ta «PapMaKOIOoTiyHi



BITaCTUBOCTi»). OCKIiNIbKY AaHi 100 03yBaHHS BiICYTHI, PEKOMEHAYETLCS YHUKATHU CYIyTHHOTO
3aCTOCYBaHHS IIUX MpenapariB. AKIIo e HEMOXKJIMBO, iIHTepBasl MiXK 3aCTOCYBaHHIM LUX JTIKapChbKUX
3aco6iB Mae OyTu sskoMora moBuruM. CIIifl TaK0K BPaXOBYBAaTU MOXKJIUBICTb 3HUXKEHHS NO3U
OymecoHiny. IcHye MOBipHiCTb, 1110 iHImi moTyxHi inribiTopu CYP3A4 TaKoXK MPU3BOASATH [0
CYTTEBOTO IiIBUILIEHHS PiBHS OyOECOHIMY B IJ1a3Mi.

OO6MexeHi gaHi o0 momibHoI B3a€MOii 3 BUCOKMMH O03aMU iHTamnsIiiiHOro 6yIecoHigy
IEMOHCTPYIOTD, IO IIPH CYIIyTHbOMY 3aCTOCYBaHHi iTpakoHa3o0iy B 703i 200 Mr ofguH pa3 Ha [00y
BBe[leHHs iHTansuiiiHoro 0ynecoHiny (ogHOopa3osa mo3a 1000 MKT) mPU3BOOUTDL OO CYTTEBOTO
IiABUINEHHS KOHIIEHTPAIlil peYOBMHHU Y IIJIa3Mi KPOBi (B cepegHboMY V 4 pa3u).

Y XiHOK, K1 OMHOYaCHO IPUUMaJyd eCTPOTeHHU YU FOPMOHAJIbHI KOHTpAleNTUBY, MiABUIIlyBalacs
KOHIIEHTpallig OyoecoHigy B Ia3Mi KpPoBi i mocumioBaBcs ePeKT KOPTUKOCTEPOIMiB, OfHAK IIpU
3aCTOCyBaHHi OyOeCcoHimy pa3oM i3 HU3bKMMU [03aMK KOMOiHOBAaHHUX IepOpaIbHUX KOHTPAIETITUBIB
el edexT OYB BiICYTHIH.

LluMeTUAVH Ma€ HEPI3KO BUPaXKEHUY MPUTHIUYBaIbHUM BIJIUB Ha MEYiHKOBUHM MeTabo1i3M
OymecoHifly, omHaK Iie SBUIlle He Ma€ KJIiHiYHOT0 3HAYEHHS.

Yepe3 MoKIMBe NPUTHIYEHHS (PYHKIII HAGHUPKOBUX 3a7103 TecT 3i ctuMynsuieio AKTT (ageHo-
KOPTUKOTPOIIHOT'O TOPMOHY) IJI AiaTHOCTUKH TrinodizapHol HeTOCTaTHOCTI MOXKe JaBaTh IIOMHUJIKOBI
pe3ynbTaTé (HU3bKi 3HAUYEHHS).

Himu

HocnifKeHHS B3a€EMOIil IPOBOOUINCS TiTbKY 3a y4acTIO JOPOCTIUX.

Oco06.1u8ocmi 3acmocyeaHHsi.

[Tpemapar cyif 3 06epeKHICTIO 3aCTOCOBYBATH IalliEHTaM 3 aKTUBHOI0 ab0 HEaKTUBHOI (HOPMOI0
TyOepKYJbo3y JereHb Ta TpPUOKOBUME a00 BipyCHUMU iHGEKILIIMU OUXATbHUX IIJISXIB.

ITayieHmu 6e3 3anedxcHocmi 8i0 cmepoidie. TepaneBTUUHMM edEKT 3a3BUYaAN HOCATAETHCS IPOTITOM
10 pHiB. ITarienTaM 3 HagMipHOIO TPOAYKIIi€I0 CTM30BOTO CEKPETY B OPOHXAX CIIEPINy MOXKHA
3aCTOCOBYBaTH KOPOTKOYACHUM (0IM3BKO 2 THUKHIB) JOJATKOBUU KYpC ITepOparbHUX
KOpTHKOCTepoifiB. [Ticis Kypcy mepopaibHUX IIpernapaTiB JOCTATHIM JTiKyBaHHIM MoXke OyTu
3aCTOCyBaHHS Oy[eCoHiNy K MOHOTepaIlil.

ITauienmu i3 3asexcHicmio 8i0 cmepoidie. [TounHaTH Nepexi 3 IepopanbHUX CTEPOifiB Ha OynecoHin
MOXKHa, KOJIM Talli€eHT repe0yBa€e y BiTHOCHO CTabinbHil (a3i 3aXBOpIOBaHHA. Y TaKUX BUIIafKaX
npubnau3Ho npotsaroM 10 gHiB OyoeCOHin BUKOPUCTOBYIOTh ¥ KOMOiHallii 3 mepopaibHUM CTEPOifoM y
[03i, IKy 3aCTOCOBYBa/IX IO TOTO.

[Ticns uporo KO3y nepopabHUX CTEPOIAIB CIIif IOCTYIIOBO 3MEHITyBaTH (HalpHUKiaf, Ha 2,5 Mr
IPegHi30JI0HY YK eKBiBaJIeHTa IIOMICSI), HOKU He Oyae JOCATHYTO HaHUKY0I MOXKIIUBOI 103U, Y
OaraTbox BUIIaIKax MOXKJIMBE ITOBHE 3aMillleHHS ITePOpPaIbHUX CTEPOINiB OyaeCOHIoOM.

[Tig yac mepexofy 3 Teparlii mepopaabHUMU CTEpPoigaMu Ha OymecoHin y GinbIIoCTi BUMTaKiB
CIIOCTEpPiraeThCss 3MEHIIEHHSI CUCTEMHOI il KOPTUKOCTEPOIiB, 110 MOXKe TPU3BECTH [0 IOSBU
CHMIITOMIB ajieprii abo apTpUTy, TaKUX K PUHIT, €K3eMa Ta M’30B0-Cyria000Bui 6inb. [Tpu mux
CTaHaxX HeoOXiMHO MPU3HAYUTH CIeludiyHe TiKyBaHHS. Y MOOTUHOKMX BUMAAKAX MOXKIIMBI Taki



CHUMIITOMH, SIK CTOMJIEHICTb, TOJIOBHMI 0ifib, HyOOTa, O/II0BAaHHS, SKi BKAa3yIOTh HAa CHCTEMHY
HEOOCTaTHICTh ITIOKOKOPTHUKOCTEPOINiB. Y TaKUX BUIMIaAKaX iHKOIM MOXKe OyTH IOTpiOHe TMMYacoBe
TiIBUIIEHHS 03K ITePOPaIbHOT0 CTEPOidy.

4K iy BUnagKax 3 iHIMMUMU BUJAMU iHTansALUidHOI Tepanii, 6e3mocepeHbO MiCIg 3aCTOCYBaHHS 03U
MOXKe€ BUHUKHYTH ITapafdoKcalbHUM GPOHXO0CIa3M. AKIN0 BUHUKAIOTh TSXKKI peakirii, ciim 3poduTtu
IIePEeOoLiHKY JIiKyBaHHS Ta, 3a He00XigHOCTi, po3ToYaTy aJbTePHAaTUBHY Teparliio.

YV nauienTiB, skuM Oyna HeoOxifHa HeBigK/IagHa Tepallis KOPTUKOCTEPOigaMu V¥ BUCOKUX f103ax abo
TpHBaJe JIiKyBaHHS iHTalIALiMHIMUA KOPTUKOCTEPOIgaMy y HaBUIIiN PEKOMEHA0BaHil 031, TaK0XK
icHye pU3UK PO3BUTKY MOPYIIeHHS QYHKIll HAgHUPKOBUX 3aj103. Y IUX NAIi€HTIB ¥ pa3i TIKKOTO
CTpPecy MOXYTh BUHMKATHA CUMIITOMU HaJHUPKOBOI HEIOCTATHOCTI. Y CTPECOBUX CUTYaIliIX YK Ha
Iepiof MIaHOBOIO OMEPATUBHOIO BTPYUYaHHS MOXKHA IIPU3HAYUTHU OOAATKOBY CUCTEMHY
KOPTHUKOCTEPOITHY Tepallilo.

[Tpu 3acTocyBaHHi OyOb-KOTO iHTaNAIiHOT0 KOPTUKOCTEPOIAY MOXKYTh BUHUKATH CUCTEMHI e(eKTH,
0CcOo0NIMBO TP MIPHU3HAYEHHI BUCOKUX 03 MPOTSATOM TPUBAJIOTO Mepiomdy. VIMOBipHICT BHHUKHEHHS
TakKuX e(PeKTiB 3HAUHO MeHIIIa IIPY 3aCTOCYBaHHI iHTaNlgLiiHUX KOPTUKOCTEPOIMiB, HiXK MepopasbHUX.
MoxXuBi cUCTEMHI e(peKTH BKII049al0Th CUHAPOM I1leHKa-KyuInHra, KyIIMHToIgHI PUCH, MPUTHIYeHHS
GbyHKII HaIHUPKOBUX 3aJ103, 3aTPUMKY POCTY y HiTel, 3HNKEHHS MiHepasbHOl IIiTbHOCTI KiCTOK,
KaTapakTy i rjaykoMy, piflle - psf ICUXOJIOTIYHNX 1 TOBEIIHKOBUX PO3JIafiB, Y TOMY YHUCIIi
TICUXOMOTOPHY TillepaKTUBHICTh, MOPYIIEHHS CHY, 3aHETIOKOEHHS, fleTipecito abo mposiBu arpecii
(ocobmuBo y miTed). ToMy m03y iHranAIiHUX KOPTUKOCTEPOIMiB CIIifl TUTPYBATH [0 HAMMEHIIOi
epeKTUBHOI 103U, ITpH SIKii 36epiraeThcs ePeKTUBHUN KOHTPOJIb OPOHXiaIbHOI aCTMHU.

Byneconin He mpu3HauYeHUY IJIs1 MIBUAKOTO YCYHEHHS TOCTPUX eMi30fdiB 6poHXiambHOI aCTMH, 110
BMMaraloTh 3aCTOCYyBaHHS iHTaNAIiNHAX OPOHXOAMIATaTOPiB KOPOTKOI Ail. AKII0 y mallieHTa
JiKyBaHHS OPOHXOOUIAaTaTOpaMHu KOPOTKOI [iii HeedeKTuBHE ab0 K0 BOHU NOTPeOyI0Th GibIIol
KilTbKOCTI iHTamnsIii, HiXk 3BUYaiiHO, He0OXiTHe MeIu4yHe BTPy4YaHHs. Y TaKill cuTyallil ciin
PO3TIISIHYTH MUTAHHS [TOCUJIEHHS 3BUYANHOI Tepallii, HapuKIIaf, 3a PaXyHOK 30i/bIIeHHS 003U
iHransiiiiHoro 6ymecoHiny uu momaBaHHS OeTa-aroHicTa TpuBasoi fii abo mpu3HavYeHHS KypCy
IIepopaibHUX TTIOKOKOPTUKOCTEPOIMIB.

3HUKEHHS MMeYiHKOBO1 (QYHKII1 MOXKe BIIJINBAaTHA Ha BUBEJEHHS I'TIOKOKOPTUKOCTEPOIIIB 3 OpraHiamy,
OCKiJIbKM 3MEHIIYEThCS UIBUOKICTh BUBEMIEHHS Ta 30iNbIYETHCS CUCTEMHA eKcno3utlisi. Heo6ximHo
BpPaxOByBaTH IIPO MOXKJIMBUYN PO3BUTOK IOOIYHUX e(PEKTIB.

Y matieHTiB, sIKi 3aCTOCOBYIOTh BUCOKI 103U €KCTPEHOI KOPTUKOCTEPOITHOI Tepartii, abo mpu
TPUBAJIOMY JIiKyBaHHI MaKCHMaJIbHOI PeKOMEHI0BAHOIO 03010 iHTalsALiMHUX KOPTUKOCTEPOIiB
MOXKe IigBUITYBATUCS PU3UK MOPYIIeHHS QYHKII HaMHUPKOBOI 3a/1031. Y TaKuUX IMAIli€eHTiB IIpU
CUJIBHOMY CTPECi MOXKJIMBe BUHUKHEHHS 03HaK i CUMIITOMIB HEJOCTATHOCTI HAOHUPKOBUX 3aJ103.
[ToTpi6HO PO3TNAHYTH HEOOXiAHICTH HONATKOBOTO 3aCTOCYBaHHS CUCTEMHUX KOPTUKOCTEPOIMIB Y
nepionu cTpecy abo Ipu maHOBiM onepatii. LIi mamieHT MOBUHHI OyTH IPOIHCTPYKTOBAHI PO
HeoOXiIHICTh HOCUTH i3 c00010 KapTy, B SKill 3a3Ha4E€HO, 1110 IM MOXKe 3HaflOOUTUCS CTEPOiT.
JIikyBaHHSI JOaTKOBUMHU CUCTEMHUMMU CTepoifaMu abo JikapcbkuM 3aco0oM BymecoHin-IHTemi He
CJIifl IPUNIUHSATHA PamTOBO.

OpHak ma3MaTUYHUM KITipeHC Mic/Is BHYTPIIIHHOBEHHOT0 BBEOEeHHS 0ynecoHiny 6yB OqHAKOBUH Y
MAIiEHTIB i3 IMPO30M MEYiHKK Ta y 3MOPOBUX H0OPOBOMILILB. [Tic/s mepopaabHOr0 IIPUHOMY
cucreMHa 0iogocTynHiCTh OymecoHiny 3pocTasa BHACIIAOK MOTipiIeHHs TeYiHKOoBoi GYHKIII 3a
PaxyHOK 3HUXKEHHS ITpecucTeMHoro Metaboniamy. KniHiuHe 3Ha4eHHS 1IUX 3MiH 15 JTiIKyBaHHS
OymecoHioM 0CTaTOYHO He 3’siCOBaHe, OCKINIbKY MlaHi OO0 iHTangIiiiHoro npemnapary BiiCyTHi, aje



MOKHa OYiKyBaTH IMiABUIIEHHS PiBHS B IJa3Mi, a OTXKe, i MiABUILIEHHS PU3UKY CUCTEMHUX
HeOaXKaHUX peaklil.

Bimomo mokasanu, 110 epopaibHUM IPUoM KeTOKOHA30Jy Ta iTpakoHa30/y (Bimomux iHTibiTOpiB
aktuBHOCTi CYP3A4 B meuinIi Ta cnu3oBiit 060I0HIN KUIIEYHUKY) CIPUYMHSIE 3POCTaHHS CUCTEMHOI
ekcno3util 6ygeconiny. Crif yHUKATH CyNyTHHOTO JTiKyBaHHSI KETOKOHA30JI0M, iTPAKOHA30JI0M,
inribiropamu npoteasu BIJI abo inmmmu notryxkuuMu iHriditopamu CYP3A4. AK1io 11e HEMOXKIIHBO,
iHTepBan MiXK 3aCTOCYBaHHSIM LIUX JIIKAPCHKUX 3ac00iB Mae OyTH SKOMOTa JOBIIUM. TaKOXK CIIif
PO3TIIIHYTU MOXKJIMBICTh 3MEHIIEHHS 003U OyoecoHiny (AuB. po3nin «B3aeMofia 3 iHIIUMU
JMiKapChKUMU 3aco0aMH Ta iHIIi BUOU B3AEMOIIN»).

Ha Tni nikyBaHHS iHraNsAUiiHUMY KOPTUKOCTEPOifaMy MOXKe PO3BUBATHCS KaHOUA03 POTOBOL

nopoxHuHU. 1Is iHdeKIis Moxke moTpeOyBaTH 3aCTOCYBaHHS BiTIOBIMHUX MIPOTUTPUOKOBUX

Ipenaparis, a s OesKUX MallieHTiB MOXKe BUHUKHYTU HEeOOXiHICTh NPUIMHEHHS JIiIKyBaHHS
(muB. TakoXk po3min «Crocib 3acTOCyBaHHS Ta HO3U»).

[Ipu 3acTOCyBaHHi iHTaNALIMHUX CTEPOIAIB NalliEHTaM CJIiff IPOMUBATH POTOBY IIOPOKHUHY BOMOIO
IiCJIsT KOKHOT'0 BBEIEHHS 0O03H, 110 3yMOBJIEHO PU3UKOM iH(iKyBaHHS POTOBOI YaCTUHU TJIOTKU
rpuOKOBOI0 MiKPOGhIIOPOIO.

ITonepedsiceHHs: ipuitoM OyIeCOHiNy CTIOpTCMeHaMH MOXKe HaTH IMO3UTHBHUM Pe3y/bTaT aHali3y Ha
IOOIIIiHT.

Himu
Bnaues Ha picm

Y miTel, IKUX NPOTATOM TPUBAJIOTO YacCy JIKYIOTh iHTaNgIinHUMYA KOPTUKOCTEPO1IaMy,
PEKOMEeH0BaHUY PETYIAPHUN MOHITOPUHT POCTY. fKIIO PICT CIOBIIBHIOETHCS, TEPAIII0 CIIif
NIePEerISHYTH 3 METOI0 3HUXKEHHS 103U IHTaJAIiMHOT0 KOPTUKOCTEPOIAY 10 HaWHUKYO0I MOXKIIMBOL
IO3H, IIpH sKiii 30epiraeThcs eeKTUBHUMN KOHTPOIb OpoHXianbHOI acTMu. KopucTs Bif Teparrii
KOPTHUKOCTEPOIfaMu CJIifi peTeIbHO 3BaXKUTU 3 YPaXyBaHHSIM MOKJINBOTO PU3UKY IPUTHIYEHHS
pocTy. KpiM TOro, BaXXJ/IMBO HAallPaBUTH IallieHTa Ha KOHCYJIbTAL[iI0 A0 JUTSAYOr0 IIyJIbMOHOJIOTA.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BazimHicmo

3acTocyBaHHs OyeCOHIy IiJ Yac BariTHOCTI BUMAarae peTeibHOT0 3BaXKyBaHHS KOPUCTI [ KiHKU
TIOPiBHSHO 3 PU3UKOM IJI IJIOfa. [HransAliiHUM TTIIOKOKOPTUKOCTEPOiflaM CJIifi HafjaBaTy IlepeBary
HaJ] TepopaabHUMHU TTIIOKOKOPTUKOCTEPO1iaMy 3 OTJIIAY Ha MEHIy BUPaXKeHiCTh CUCTEMHUX e(eKTiB
IIPU 3aCTOCYBaHHI y 103axX, HeOOXimHUX [JIsT HOCSITHEHHS OMHAKOBOT0 e(peKTy 3 00Ky OpraHiB
OUXaHHSI.

ITepiod 200ysaHHs 2py0010

Byneconin npoHukae y rpygHe Moyioko. OfHaK IMpu 3aCTOCYBaHHI TepANeBTUYHUX 103 OyOECOHIoy He
OYiKY€TBhCS KOOHOTO BIIJIUBY Ha JUTUHY, Ka 3HAXOOUTHCS Ha TPYOHOMY rogyBaHHi. Byneconin
MO2KHa 3aCTOCOBYBATH IIif] YaC rOAyBaHHS I'PYALOIO0.

[MinTpumytoye nikyBaHHA iHransuiauM 6yneconigom (200 a6o 400 MKT ABiui Ha 700y) y KiHOK 3



OpoHXiaNbHOI0 aCTMOIO, SKi TOAYIOTh TPYALI0, IPU3BOAUTD JIUIIE N0 HE3HAYHOI CUCTEMHOL €KCIIO3HUIIil
OymecoHiny y miTei, SKi 3HAXOASATHCSA Ha TPYTHOMY TOyBaHHi.

Bepyuu mo yBaru BigomocTi po OymecoHin [ iHransIiiHoro BBeOeHH i ToM ¢akT, 1m0 OyoecoHin
OEeMOHCTPYe JiHiliHI ®K-BTacTUBOCTI B MeXkKaX IHTepBasliB TepalleBTUYHUX 03 IiCJIg Ha3aJIbHOro,
iHTamAIiitHOT 0, TepopaIbHOr0 a00 PEKTATbHOTO BBeIEHHS, OUiKY€EThCS, 110 Y [iTeH, IKUX FOIyI0Th
TPYOAI0, eKCIo3ullisg OyIecoHiTy pu 3aCTOCYBaHHI ¥ TepaneBTUYHUX N03ax Oye HU3BKOIO.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

BynmecoHi He BIIMBa€ Ha MIBUAKICTL Peakilii Ipy KepyBaHHi aBTOTPAHCIIOPTOM Ta po0oTi 3
IHITUMY MeXaHI3MaMHu.

Cnoci6 3acmocyeaHHsi ma do3u.
3aCTOCOBYETHCS TiJIbKU Y BUTTIAAL iHTaIAIIid.
Ilimu sixom 8i0 5 0o 12 pokis: 200-800 MKT I10fIeHHO, ¥ 2-4 TpUKOMH.

Lopocai (8katouaryu nayieHmis noxun020 8iky) ma dimu eikom 8i0 12 pokig: 200-1600 Mxr
IIOOEHHO, V 2-4 IPUUOMHU.

[Ticnsa mocsirHeHHS 6aXKaHOTO0 KIIiHIYHOTO eeKTy MigTpUMyoda 03a TOBHHHA OyTH IIOCTYIIOBO
3MeHIIIeHa A0 MiHiMabHOI HO31, HeOOXiIHOI [JIsT KOHTPOJII0 CUMIITOMIB.

[Ticrst KOXKHOI iHTansauil MmaiieHT IOBUHEH IIPOIIOIOCKATH POT BOMOIO.
Bxa3zisku u,000 npasuibH020 BUKOPUCMAHHA:

[Tepen BUKOPUCTAHHSIM aep030JIi0 HeOOXiTHO TIePeBipUTH TEPMiH IPHUIATHOCTI ITpenapary. AKIo
iHranmaTop HOBUY a00 He BUKOPUCTOBYBABCS MIPOTATOM KiJIbKOX [IHiB, HE00XigHO oOpe CTPYCHYTH
J0T0 i BUIYCTUTH OOHY JO3Y B IOBIiTPS, a0U ITepeKOHATHUCS, 110 BiH IPAIIoE.

1.3H4TH KpUIIKY 3 fo3aTopa (puc. 1). x]
2. TpumaTH IHTansATOp BEePTUKAIBHO, SK
[MOKa3aHo Ha puc.l.

3. CTpycHyTH iHTandaTop npotsaroMm 20 ceKyH[
(puc. 2).

4. TlputucHyTy ryou go gosartopa (puc. 3) i
[MOBHICTIO BUOUXHYTH.

5. HaTucHyTH Ha aepo30JIbHUY KOHTEWHED, K
[MOKa3aHOo Ha pucC. 4, 0MHOYACHO 3POOUBIITH
rIUOOKUM BOUX POTOM.




6. Tlicrg BOUXy 3aTpUMaTU JUXaHHS [AJIS MaKCUMalbHOTO TPOHUKHEHHS IIpemnapary.
7. dK1i10 HeoOXimHO, TPOJOBKUTH [EKibKa CEeKYHJ i TOBTOPUTH IIPOLIeNypy 3HOBY (3, 4).
8. 3aKpUTH KPUIIKOIO IIICJIS 3aCTOCYBaHHS.

[TnacTukoBuUY amanTep HeoOXiMHO PETYISIPHO YUCTUTH. [IJI1 OUUILEHHS TiCTAaTH MeTaleBUul
KOHTEWHED i IPOMUTH afianTep y TEIIii (He rapsadii) BOAL 3 MUJIOM.

CrapaHHO CIIOJIOCHYTH, BUCYIIUTH afamnTep i 3i6patu npuctpiit. Ilicyis 30upaHHs 3aKPUTH KPUIIKOIO.

IiTtu.

[IpenapaT NpoTHIOKa3aHUM TiTSM BiKOM [I0 D POKIB.

Ilepedo3yeanHs.

[Tpu TpuBanoMy 3aCTOCyBaHHI BUCOKUX 03 MOXYTh BUHUKHYTH TaKi CUCTEMHI e(peKTH
TTIIOKOKOPTHKOCTEPOIMIB, K TiepKOPTUIN3M (HaOpSIKU, IPUIYXIiCTh 00/IMYYST) Ta MPUTHIYeHHS
rinotanaMmo-rinodizapHo-HagHUPKOBOI cucTeMu. EneKTponiTHUM nucbanaHc TOBUHEH OyTH YCYHEHUU
3a IOIIOMOTOI0 3aCTOCYBaHHS [iypPeTHKIB, AKi He BIUIMBAIOTh Ha KaJlid, TaKi K CIiPpOHOJIaKTOH i
TpUaMTepeH.

ITo6iuni peakuii.

YacTtora nobiuHuxX epeKTiB mpeacTaBIeHa HUKYe BiMIOBIZHO M0 HACTYITHUX KPUTEPIiB: MyKe 4acTo
(=1/10); gacro (Bim =1/100 mo <1/10); HewacTo (Big =1/1 000 mo <1/100); pigko (Big =1/10 000 mo
<1/1 000); myxe pigko (<1/10 000).

[HdexkIiiiHi i Tapa3uTapHi 3aXBOPIOBAHHSI
Yacmo: opodapuHTeanbHUN KaHOUO03.
Pioko: nHeBMOHIf (y xBopux 3 XO3JI (xpoHiuHi 00CTPYKTUBHI 3aXBOPIOBaHHS JIETEHBD)).

3 OOKY iMyHHOI CUCTEMH.

PiOko: peakxiiii rimepuyTIUBOCTI HEraHOIO Ta BiICTPOYEHOT0 TUIY (Y TOMY YUCJIi BUCHIIAHHS,
KOHTAKTHUM IePMaTUT, KPOTIUB'THKA, aHTIOHeBPOTUYHMM HAOPSK i aHadinakTHYHa peakxiis).

3 O0KY eHIOKPUHHOI CUCTEMH.

PiOKo0: 03HAKHY i CUMIITOMU CUCTEMHUX e(PEKTiB KOPTUKOCTEPOIAiB, y TOMY YHUCJI IPUTHIYEHHS
GYyHKIIIT HaIHUPKOBUX 3aJ103 i 3aTPpUMKa pOCTY*.

3 OOKY IICUXIKH.



Pi0Ko: TICUXOMOTOpPHA TilepaKTUBHICTD, TOPYIIEHHS CHY, arPeCUBHICTD, HPATiBIUBICTh, IICUX03.
3MiHa [IOBEMiHKHU (IepeBaxHO y OiTen).
Heuacmo: 3aHEeIOKOEHHS, Iepecis.

3 60Ky HEPBOBOI CUCTEMU

Heuacmo: TpeMop**.

3 60Ky OpraHiB 30py

Hevyacmo: KaTapakTa.

Hegidomo: rmaykoMa.

3 OOKY OuxXalbHOI CHCTEMH, OpraHiB TPYIHOI KIIITKHY i CepenoCTiHHS
Yacmo: KaIenb, 3aXpUIIiCTh, MOAPa3HeHH ropia.

Pioko: muconiss, 0POHXOCIA3M, 3aXPUILTICTEF**,

3 6OKY LIKipK Ta HigIMKiPHOi KITITKOBUHU.

PioKo: cuHIIi.

3 OOKY CKeNIeTHO-M'sI30BOl CUCTEMM i CIIONYYHOI TKaHUHU
Hegidomo: cria3mu M’s13iB.

* OUB. HUXKYe po3main «IiTu»;

** Ha OCHOBI ITEPiOAUYHOCTI, TIPO SIKY MOBiMOMIISIIY KITiHiYHI BUTTPOOYBaHHS;

*kk 3pigKa y miTen.

Onuc okpemux nobiyHuUX peaxuit

KaHaumos y poTOTJIOTI BUHMKAE BHACIINOK BiKIageHHs JTiKapCchbKoro 3acoby. OmomicKyBaHHS
POTOBOI MMOPOKHUHY BOLOIO IiCJI KOXKHOI iHTasnsil MiHiMi3ye 11ei pu3uK.

4K i npu Oymb-sIKil iHTanAmiiHil Tepamnii, gyXe piAKo MOXK/IMNBUN PO3BUTOK IapafloKCaTbHOTO
Oponxocmnasmy (guB. po3min «OcoB6IUBOCTI 3aCTOCYBAHHS»).

IcHYye migBUINEHNY PU3UK PO3BUTKY ITHEBMOHII y MAIi€HTIB 3 AiarHocTOoBaHUM ymepiie XO3JI, aki
IIOYMHAIOTH JIiIKyBaHHS iHTaNnsgUivHUMU KOPTUKOCTepoigamMu. OfHaK 3BaXkKeHa OlliHKa BOCbMHU
3BeMleHUX KITIHIYHUX JOCTigKeHb He IPOIeMOHCTPYBasla MiiBUIIeHOT0 PU3UKY ITHEBMOHII.
Pe3ynbTaTy Mepmux ceMH 3 IUX BOCBMU AOCTiAXKeHb Oy ony0/IiKoBaHi y BUTTISIAI OKPEMOTO
MeTaaHali3y.

Ha T1i 3acToCcyBaHHS iHransAmiHAX KOPTUKOCTEPOIiB MOXKe BUHUKATU CUCTEMHUY e(peKT, 30KpeMa
SIKIII0 BUCOKI JO3Y IPUUMAIOTh IIPOTATOM TPUBAIOro 4acy. Llei eeKT € 3HauHO MEHII UMOBIpHUM
IIpY iHTaNAIiiHOMY JTiKyBaHHi, HiK IIPU 3aCTOCYBaHHi ITepopaabHUX KOPTUKOCTEPOIAiB. MOXKINBUN



CHUCTeMHUY epeKT BK/II0Ua€ 3HWKEHHS MiHepaabHOI IIiTbHOCTI KiCTKOBOI TKaHWHU. EexT, BiporigHo,
3aJ1eXKUTh Bif] JO3M, Yacy €KCII03UIlil, OMHOYAaCHOTO Ta IONEePEeIHbOr0 JTiKyBaHHS KOPTUKOCTEPOIAaMHy,
a TaKOX IHOWBiTya IbHOL YyTIUBOCTI.

Himu

Yepes pU3UK 3aTPUMKU 3POCTAHHA Y AiTel He0OXiAHO MPOBOOUTH KOHTPOJIb POCTY Y NegiaTpUUYHUX
TALEHTIB, SIK OMUCAHO ¥ Po3aini «OcoO6nIuBOCTI 3aCTOCYBaHHS».

Tepmin npudamHocmi. 2 POKH.

YMmoBH 30epiranssi.

30epiratu npu Temmepartypi He Buile 30 °C.

30epiratu y HEJOCTYIIHOMY OJISI OiTe# MicCIi.

Barnon mig THCKOM - He IPOKOoIoBaTyH. He KumaTy [0 BOTHIO, HABITh TOPOXKHIM GasIoH.
BeperTu Bif BIIMBY IPSIMUX COHSTYHUX ITpoMeHiB. He 30epiratu mo6mu3y mxkepen Tela.

He 3amopoxyBatu.

VnaxoBka.

AmominieBuit 6anon Ha 200 go3 (10 mm) o 50 mkr/mo3a abo 200 MKr/mo3a OymecoHiny KoXHa, 3
IJTaCTUKOBUM afjariTepoM Ta KPHUIIKOI Y KapTOHHIH! KOpOoOIIi.

Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

JIABOPATOPIO AJIbJJO-FOHIOH, C.JI./LABORATORIO ALDO-UNION, S.L.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajfipeca Miclsi MpoBaIXKeHHs HOro Tis/IbHOCTI.

Baposneca me Manpa, 73, 08950 Ecninyrec ne JInobperat, bapcenona, Icnanisi/Baronesa de Malda,
73, 08950 Esplugues de Llobregat, Barcelona, Spain.



3asiBHHUK.

3AT «IHTEJII TEHEPHUKC HOPJI»/JSC «INTELI GENERICS NORD».

Micue3HaxomKeHHs 3asiBHHKA.

Byn. lemuuumkio 3, 09312, BinsHioc, JIutea/Seimyniskiu 3, 09312, Vilnius, Lithuania.



