IHCTPYKIIA

OIS MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y

BYIOECOHIO-IHTEII

(BUDESONID-INTELI)

Cknao:
ditoua pevosuHa: budesonid;
1 mo3a mictuth 50 MKr a6o 200 MKT OymecoHiny MiKpOHi30BaHOTIO;

0ONnoMidCcHi peyo8uHU: KUCIJIOTa 0JIeIHOBA, eTaHoI Oe3Bomumi, 1,1,1,2-TerpadTopetan (HFA-134a).

JIikapcbKka ¢opma. [Hrangiis mig THCKOM, CyCIeH3is.
OCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:
Ha sunyck: oyst go3yBaHHs 50 MKr/mo3a: Oina cycrneHsis;
miist mo3yBaHHS 200 MKr/mo3a: 6inta cycreH3is 3 TUIIOBUM 3aIllaXOM Ta CMaKOM.

ITpomsieom mepmiHy npudamHocmi: mjisi 000X T03yBaHb: Oifla CyCIeH3is.

®apMakKoTepaneBTUYHa I'pyna.

[HransAuiiHi 3acobH, 110 3aCTOCOBYIOTHCS OIS JTiKyBaHHS 00CTPYKTHBHUX 3aXBOPIOBAHb JUXaTbHUX
nusxiB. [mokokopTukoinu. Kom ATX RO3B A02.

dPapmako.102iuHi 8 1acmueocmi.

®apmakoduHamika. BymecoHif - e aKTUBHUM CUHTETUYHUY TTTIIOKOKOPTUKOIL, 1110 3aCTOCOBYETHCS
[J1s JIIKyBaHHS aJIeprivyHuX 1 3amajbHUX 3aXBOPIOBaHb OUXaIbHUX LINAXiB. BUABIA€ HE3HAUHY
MiHEpPallOKOPTUKOCTEPOINHY aKTUBHICTh. HanexkuTh 0o mpemnapaTiB MPOJIOHTOBAHOI [Iil 3 MOXKIIUBICTIO
OHOPA30BOTr0 N03yBaHHS. byIeCOHI XapaKTepu3y€eThCS MiCLIEBOI0 MPOTU3AIaIbHO AIi€l0 3a
PaxyHOK BHCOKOI JinO(inbHOCTI i 31aTHOCTI IPOHUKATH BHYTPIITHBOKIIITUHHO, 3B’I3yBaTUCA 3
TTIIOKOKOPTHKOIMHUMHU pelieniTopaMu. MexaHi3Mm [iii OymecoHify mosnsrae B yTBOpeHHi KOMITJIEKCiB 3
TTIIOKOKOPTHKOIMHUMHU pelleliTopaMy LKATOIIa3Mu. ' OpMOHPEIEeNITOPHI KOMITJIEKCH TTPOHUKAIOTh Y
aApa KIiTUH-MileHel (eo3uHodinu, HeuTpodinu, miMmponuTu), 38’s13y10Thcs 3 [JTHK i akTUBYIOTH
TeHH, Ki BifMOBia0Th 3a MPOAYKIIito JTinoKopTUHY. JIiTOKOPTHUH € iHribiTopom docdomninazu A2 -
(dbepMeHTYy, 110 IPUTHIYYE CUHTE3 MEeOiaTOpiB 3allaJleHHs: TiCTaMiHy, IeMKOTPIi€EHIB, IUTOKIHIB.

YV TKaHWHaX [WXalbHUX HMUISXiB 6yIeCOHIN YTBOPIOE KOH toraTH 3 edipaMu KUPHUX KUCIIOT, SIKi



HaKOIMYYIOThCS B KiIiTHHaX. Koiu KoHIeHTpallis OyieCcOHioy B KJIiTUHAX 3MEHIIYEThCS, CTEPOiAHI
edipu XKXUPHUX KUCIOT PYUHYIOTHCS Iifl BIUTMBOM JIina3u. byoecoHif, 110 BUBIMbHUBCS, 30aTHUN
YTBOPIOBATU TOPMOHPELENITOPHI KOMITJIEKCH, 5IKi 00YMOBITIOIOTh PO3BUTOK NTPOTHU3aNajIbHOI Aii
npernapary. 30aTHiCTh OyIeCOHioy YTBOPIOBAaTH KOH IOTATH i3 XKUPHUMHU KUCJIOTAMH ITOSICHIOE
MexaHi3M MicClleBoi TpoTH3arnaabHOl aKTUBHOCTI YIIOBIIbHEHOTO TUILY i BUCOKUM PiBEHDb
TepaneBTUYHOI e(peKTUBHOCTI IIpenapary.

[TpemapaT Mae GibIlly CIIOPigHEHICTH i3 TTIIOKOKOPTUKOITHUME PellelTopaMu OPOHXIB IIOPIiBHSIHO 3
OekIoMeTa30Hy NIPOIIOHATOM, BifIOBIZHO Ma€e OilbII BICOKY MiCIieBY IIPOTHU3aNalbHy i
IPOTUANEPTiYHY aKTUBHICTh. 3HAUHE IOJIINIIEHHS TOKa3HUKIB (PYHKIIil 30BHIIIHBOT'0 AUXaHHS
Bij3HA4a€TLCA Yepes Kinbka OHiB (7-10 gHIB) Bif O4YaTKYy JIiIKyBaHHS. BynecoHin He BIIMBAE Ha
r7agKy MYCKynaTypy OponxiB. [IpemapaT 3MeHIIY€ TineppeakTUBHICTh OPOHXIB, IPUTHIUYE PAHHIO
a3y anmepriuyHol peakiiil (Micyist JOCUTH TPUBAJIOTO 3aCTOCYBaHHS) i Mi3HIO Pa3y peakilii, TaKUM
YUHOM ITIoTiepeKalouyy HamaAu aCTMU. ByecoHin TakoXkK 3MeHIIye OPOHXO0CIa3M, CIIPUYUHEHUN
Gi3MYHUM 3YCUIIISAM, XOJIOQHUM MOBITPAM ab0 cipyaHUM aHTigPULOM.

®apmakokiHemuka. [Ipemnapar mBUAKO aOCOpOYeEThCS MicIs iHTamgIiitHOro 3acTocyBaHHd. 34 %
3aCTOCOBAHOI MO3M 0CAOXKYEThCS B IeTeHsX. AOCONIIOTHA CUCTEMHA AOCTYIIHICTb CTaHOBUTH 39 %
BBeJeHOI 703u. MakcruMasbHi KOHIeHTpallil 6ygecoHiny B maa3Mi gocaraioTbes yepes3 30 XB micys
inransiii. 06’eM po3moiny CTaHOBUTEL IPUOIU3HO 2-3 JI/KT. MeTabo;1i3M 6inlbInoi YacTUHU
oynmeconiny (mpubnusno 90 %) BinOyBaeThcs B medinIi 3a yuacti ensumy CYP3A4, BHaCIiIOK 40OT0
YTBOPIOIOTHCS MeTaboJIiT! 3 HU3bKOIO I'TIOKOKOPTHKOCTEPOINHOIO aKTUBHICTIO.

[ MI0KOKOPTHKOCTEPOIHA aKTUBHICTh OCHOBHUX MeTa0oJIiTiB 6-0eTa-rigpokcubynecoHiny ta 16-
anbda-rizporcubymecoHigy cTaHOBUTL MeHIIe 1 % MOpPiBHSIHO 3 aKTUBHOIO PeYOBUHOW0. [Ipubnu3Ho
90 % npuiHATOI JO3U NEPEeXOOUTh Y HeaKTUBHUU CTaH BXKe IIif 9ac epIIoro IPOXOOKeHHS Yepes
ne4vinky. MeTtabosi3M y nereHsx He3HAUHUH. Y OOPOCINX Iepiofl HaliBBUBEIEeHHS IIperapary 3
TII71Ja3MU CTAHOBUTD Y CepeqHbOMY 2 TOOUHMY, YV AiTel - 1,5 roguuu. 3B’sA3yBaHHSA OymecoHiy 3
OinKaMu MmIa3Mu KpoBi KOMUBAETHCS Bifm 85 mo 90 %. BuBoguthbcs i3 ceuero (70 %) i xkoBut0. OCKinbKu
OCHOBHa [Iist OymecoHimy BigOyBaEThCS B AUXANIbHUX IIISIXaX, HEMa€ JaHUX PO 3B’SI30K Mixk
KOHIIEHTpAIIli€l0 ITpelapaTy B MJIa3Mi Ta e(peKTUBHICTIO HOTO Ail.

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

bponxianbHa acTma.

IIpomunoka3aHHs.

linepuyTnuBicTh 70 OyAb-IKOT0 3 KOMIIOHEHTIB IIpenapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

MeTaboriam OynecoHiny BinOyBaeThCs mepeBaxkHo 3a yuacTio CYP3A4, BHacmimok voro inribitopu
ILOTO (hepMEeHTY, HallpUKJiaf, KETOKOHA30J1 Ta iTpaKOHA30JI, MOXKYTh MiJBUIyBaTH CUCTEMHY
eKcro3uliio 6ymecoHiny (muB. po3minu «OcoOnMMBOCTI 3acToCcyBaHHA» Ta «DPapMaKoIoTriyHi
BJIACTUBOCTI»). OCKiIbKY JaHi I0f0 [03yBaHHS BiICYTHi, pPEKOMEHAYETbCS YHUKATHU CYIIyTHBOTO



3aCTOCYBaHHS IIUX Ipenaparis. AKIIo e HEMOXKJIMBO, iHTepPBasl MiXK 3aCTOCYBaHHSM IUX JTIKapChKUX
3aco6iB Ma€e OyTH sskoMora moBuIuM. CIIifl TaK0K BPaXOBYBAaTH MOXKJIUBICTb 3HUXKEHHS HO3U
Oymecowniny. IcHye WMOBipHiCTb, 110 iHIm moTyxHi inribiTopu CYP3A4 TaKoXK MPU3BOASATH [0
CYTTEBOTO IiIBUILIEHHS PiBHS OyOECOHINY B Ia3Mi.

O6MmexeHi gaHi oo momibHoI B3a€MOii 3 BUCOKMMHU q03aMU iHTamsIiiiHOro 6ymecoHimy
IEMOHCTPYIOTb, IO IIPU CYIIyTHbOMY 3aCTOCYBaHHi iTpakoHa30iy B 703i 200 Mr oguH pa3 Ha [06y
BBe[leHHs iHTansuiiHoro 0ynecoHiny (ogHopa3osa mo3a 1000 MKT) mpU3BOIUTD OO CYTTEBOTO
IiABUIEHHS KOHI[EHTPAllil pe40BUHM ¥ IIJIa3Mi KpoBi (B cepegHboMy y 4 pa3u).

Y XiHOK, gKi OMHOYaCHO IPUKAMaJd eCTPOTeHN YU FOPMOHAJIbHI KOHTPAleNTUBY, MiABUIIyBalacs
KOHIIeHTpallis Oy[ecoHioy B Iyia3Mi KpoBi i mocusnoBaBcs epeKT KOPTUKOCTEPOIMiB, OOHAK IIPU
3aCTOCYBaHHi OyleCcoHioy pa3oM i3 HU3bKUMU A03aMU KOMOiHOBAHUX ITepOpaIbHUX KOHTPAIIEIITHBIB
1e# edexT O6yB BifCYTHIH.

lluMeTUONH Ma€ HePi3KO BUPaXKeHUY IPUTHIYyBaJIbHUY BIJIUB Ha [T€YiHKOBUY MeTabo01i3M
OymecoHiy, OmHaK Iie SBUIlE He Ma€ KITiHIYHOr0 3HAYEHHS.

Yepes3 MOXKIUBe NIPUTHIYEHHS PYHKIIII HAOHUPKOBUX 3a103 TecT 3i ctumynsitieto AKTIT (ageHo-
KOPTUKOTPOITHOT'O TOPMOHY) IJI AiaTHOCTUKH TrinodizapHol HeIOCTaTHOCTI MOXKe JaBaTh ITOMHUJIKOBI
pe3ynbTaTy (HU3bKi 3HAUYEHHS).

Himu

HocmifKeHHS B3a€EMOIil TPOBOAUINCS TiMbKY 3a y4acTiO JOPOCTIUX.

Oco6 1ueocmi 3acmocyeaHHsi.

[Tpenapar ciif 3 00epekHICTIO 3aCTOCOBYBATH TAlliEHTaM 3 aKTUBHOI0 a00 HEaKTUBHOIO (OPMOI0
TyOepKYJIbo3y JereHb Ta TpUOKOBUME a00 BipyCHUMU iHMEKIIIMU OUXATbHUX IITISTXIB.

ITayieHmu 6e3 3anedxcHocmi 8i0 cmepoidie. TepaneBTUUHUM edEKT 3a3BUYaAN NOCATAETHCS IPOTITOM
10 pHiB. ITarienTam 3 HagMipPHOIO MTPOAYKIIi€I0 CTM30BOTO CEKPETY B OPOHXAX CIIEPIINy MOXKHA
3aCTOCOBYBATH KOPOTKOYACHUY (0IM3BKO 2 TUKHIB) JOJATKOBUYU KYpPC ITepPOparbHUX
KOpTHKOCTepOoiniB. [Ticisa Kypcy mepopabHUX IIpernapaTiB [OCTATHIM JTiKyBaHHSIM MoXke OyTu
3acToCyBaHHS OyIeCoHimy K MOHOTepaIlii.

ITauienmu i3 3asexcHicmio 8i0 cmepoidie. [TounHaTu Nepexi 3 IepopalbHUX CTEPOoiiB Ha OynecoHin
MO2KHa, KOJIM TaIlieHT IepebyBae y BifHOCHO cTalinbHil ¢a3i 3axBopioBaHHS. Y TaKUX BUIIafKax
npu6nu3Ho npotsaroM 10 gHiB OyAeCcoHiT BUKOPUCTOBYIOTh Y KOMOiHaIlil 3 TepopabHUM CTEPOIIOM Y
[031, IKy 3aCTOCOBYBaJI [0 TOTO.

[Ticns uporo go3y nepopabHUX CTEPOIMIB CIIif IOCTYIIOBO 3MEHITyBaTH (HalpuKiafn, Ha 2,5 Mr
IIPEeIHI30/I0HY YU eKBiBajleHTa LIOMICAIs), JOKU He Oyne JOCATHYTO HalHUKYO0I MOXKIJIUBOI 103U, Y
OaraThbox BUIIQIKax MOXKJIMBE ITOBHE 3aMillleHHs IIePOPaIbHUX CTEPOINiB OyaeCoHigoM.

[Tig yac mepexopy 3 Teparil mepopaabHUMU CTEPOifaMu Ha OymecoHin y 6inblIoCcTi BUIagKiB
CIIOCTEPIraeThCS 3MEHINIEHHSI CUCTEMHOI [Iil KOPTUKOCTEPOIMIB, IIT0 MOXKE IMPU3BECTHU 0 IOSBU
CHMIITOMIB ajieprii abo apTpUTy, TaKUX K PUHIT, eK3eMa Ta M’s130BO-Cyria000Buit 6inb. [Tpu mux
CTaHaxX HeoOXiHO MPU3HAYUTH ClieludiyHe JTiKyBaHHSI. Y MOOOUHOKUX BUIIafKax MOXKJIMBI TaKi
CHUMIITOMHU, SIK CTOMJIEHICTb, TONOBHUY 0inb, Hy[OTa, OJII0BaHHS, SIKi BKa3ylOTh Ha CUCTEMHY



HEJOCTATHICTh TTTIOKOKOPTUKOCTEPOIMiB. Y TaKUX BUIAgKaX iHKOJIM MOXKe OyTH IOTPiOHE TUMYaCcoBe
TiABUINEHHS 03U IIePOPaIbHOTO CTEePOoiny.

4K iy BullafgKax 3 iHIIMMU BUJAMU iHTansAIiiHOI Tepartii, 6e3rmocepeaHbo Micls 3aCTOCYBaHHS 03U
MOXK€ BUHUKHYTH ITapafoKCcalbHUM 6POHXO0CIa3M. AKIN0 BUHUKAIOTh TSXKKI peakirii, ciim 3pobutu
IIePEeOLiHKY JIiIKyBaHHS Ta, 3a He0OXigHOCTi, po3MoYaTy allbTePHATUBHY Teparliio.

YV nauieHnTiB, skuM Oyna HeoOxifHa HEBigK/IagHA Tepallis KOPTUKOCTEPOigaMu y BUCOKHX 103ax abo
TpHBaJe JTiKyBaHHS iHTalIALiMHIMUA KOPTAKOCTEPOigaMy y HalBUIIiN PEKOMEHI0BaHil 1031, TaK0XK
iCHy€ PU3UK PO3BUTKY MOPYLIEHHST (QYHKIIl HAHHUPKOBUX 3aJ103. Y IIUX MAIli€HTIB Y pa3i TIXKKOIo
CTpecy MOXYTh BUHMKATH CUMIITOMUA HaHUPKOBOI HEIOCTATHOCTI. Y CTPECOBUX CUTYallisX YM Ha
nepiof IJIaHOBOTO ONEPaTUBHOIO BTPy4YaHHS MOXKHA IIPU3HAUUTHU OOHATKOBY CUCTEMHY
KOPTHUKOCTEPOIOHY Tepalliio.

[Tpu 3acTocyBaHHi OyAb-KOTO iHTaNAI[iIfHOTO KOPTUKOCTEPOIAY MOXKYTh BUHUKATHU CUCTEMHI e(eKTH,
0COBTIMBO U IPU3HAYEHH] BUCOKHX 03 IPOTATOM TPHUBAJIOTO Iepiony. FIMOBipHICTh BHHUKHEHHS
TaKUX e(PeKTiB 3HAUHO MeHIIa IPY 3aCTOCYBaHHI iHTaNMgLiiHUX KOPTUKOCTEPOIMiB, HiXK IMepopaTbHUX.
MozxnuBi cUCTEMHI e(eKTH BKIIIOYal0Th CUHAPOM IneHKa-KymnHra, KYIIUHTOIAHI PUCH, TPUTHIYeHH S
GyHKIIII HaHUPKOBUX 3aJ103, 3aTPUMKY POCTY y HiTel, 3HNKEHHS MiHepasibHOI IIiTbHOCTI KiCTOK,
KaTapakTy i riIaykoMy, piflie - pAL ICAXOJIOTIYHUX 1 ITOBEiHKOBUX PO3JIafiB, y TOMY YHCIIL
IICUXOMOTOPHY TillepaKTUBHICTh, IOPYIIEHHS CHY, 3aHETIOKOEHHS, fielipecio abo mposiBU arpecil
(ocobnuBo y miTeit). ToMy 003y iHranAUiiHUX KOPTUKOCTEPOIAIB CTif TUTPYBATH A0 HaWMEHIIOl
eekTUBHOI 103H, IPH SIKiK 30epiraeThcst ePeKTUBHUM KOHTPOJIb OpPOHXialbHOI aCTMH.

BynecoHin He Ipu3HavyeHUN A7 WIBUAKOTO YCYHEHHS TOCTPUX eMi3ofiB 6poHXialbHOI acTMHU, 110
BHMMaraloTh 3aCTOCYBaHHS iHTaNAIiNHUX OPOHXOOUIATATOPiB KOPOTKOI Ail. AKIIo y malienTa
JiKyBaHHS OPOHXOOUIATaTOpPaMHu KOPOTKOI [iii HeedeKTuBHE ab0 SKIIO BOHU IOTPeOyIOTh GibIol
KiJIbKOCTI iHTansmiii, HiXK 3BUYaiiHo, HeoOXifHe MeguYHe BTPy4YaHHA. Y Takid cUTyallii CIif
PO3TISIHYTH MUTAHHS ITOCUJIEHHS 3BUYAMHOI Tepalil, HampuKiaf, 3a PaxyHOK 30i/IbllIeHHS 003K
iHransiiiHOro 6ymecoHiny uu momaBaHHS OeTa-aroHicTa TpuBasoi fii abo mpu3HaYeHHS KypCy
IIepOpaIbHUX TTIIOKOKOPTUKOCTEPOIIB.

3HUXKEHHS NTe4YiHKO0BOl (YHKIIil MOXKe BIJINBATH Ha BUBEOEHHS ITIOKOKOPTUKOCTEPOINIB 3 OPraHi3My,
OCKiIbKY 3MEHIIYETHCS MIBUKICTL BUBENEHHS Ta 30iIbLUIYEThCS CUCTEMHA eKco3ullis. HeoOxinHoO
BPaxOBYBaTH ITPO MOXKJIMBUYN PO3BUTOK IOOIYHUX ePEKTIB.

Y nmarieHTiB, sIKi 3aCTOCOBYIOTh BUCOKI 1031 €KCTPEHOI KOPTUKOCTEPOITHOI Tepartii, abo mpu
TPUBAJIOMY JIiKyBaHHI MaKCUMaJIbHOI0 PeKOMEHI0BAHOIO 03010 iHTalsALiMHUX KOPTUKOCTEPOiNiB
MOXKe TiJBUIIYBaTUCS PU3UK MOPYLIeHHS QYHKIII HaAHUPKOBOI 3a/1034. Y TaKuX IMalli€HTiB Ipu
CUITBHOMY CTPECi MOXKJ/IMBEe BUHHKHEHHS 03HaK i CUMIITOMIB HEJJOCTATHOCTI HAOHUPKOBUX 3aJ103.
[ToTpi6HO PO3TNISHYTH HEOOXiTHICTh HOJATKOBOTO 3aCTOCYBAHHS CUCTEMHUX KOPTUKOCTEPOIiB y
nepiogu cTpecy abo mpu IIaHOBiM onepariii. LI marienTy noBuHHI 6yTH NPOIHCTPYKTOBaHI PO
HeoOXiIHICTh HOCUTH i3 c00010 KapTy, B SKill 3a3Ha4YEHO, 1110 IM MOXKe 3HaJl0OUTHUCS CTEPOI,.
JIikyBaHHSI JOaTKOBUMHU CUCTEMHUMMU CTepoifaMu abo JikapcbkuM 3aco0oM BymecoHin-IHTemi He
CTIifl IPUIIUHSATHA PanTOBO.

OpHak mia3MaTUYHUM KITipEeHC Tic/Is BHYTPIIIHLOBEHHOTO BBENEeHHS OynecoHiny 6yB 0qHAKOBUH Y
NAIli€HTIB i3 IMPO30M MEYiHKY Ta y 3[0POBUX J0OPOBOIBILB. [Tic/s mepopanbHOro IPUioMy
cucTteMHa 0i0gOCTYIIHICTH OyOeCOHiAy 3pocTana BHACIINOK MOTipIIeHHs Ie4iHK0BOl QyHKIIL 3a
PaxyHOK 3HUXKEHHS MPecUucTeMHoro Metaboniamy. KniHiuHe 3HaYeHHS 1IUX 3MiH [Is JTiKyBaHHS
OymecoHiIoM 0CTAaTOYHO He 3’'sICOBaHe, OCKINIbKY MIaHi 00 iHrangIifHoro npemnaparTy BifCyTHi, ane
MOXKHa OYiKyBaT¥ IiIBUIIEHHS PiBHA B IJIa3Mi, a 0TXKe, 1 HiABUALLIEHHS PU3UKY CUCTEMHUX



He0akaHUX peakliiul.

Bimomo mokasanu, 110 epopabHuM ITPUioM KeTOKOHA30Jy Ta iTpakoHa30:/y (Bimomux iHTibiTOpiB
aktuBHOCTI CYP3A4 B neuiHIi Ta cIU30Bii 000JIOHI[I KUIIEYHUKY) CIPUYNHSE 3POCTaHHSA CUCTEMHOI
ekcno3util 6ygeconiny. Cif yHUKATH CyMyTHHOTO JTiKyBaHHS KETOKOHA30JI0M, iTPAKOHA30JI0M,
inriiropamu npoteasu BIJI abo inmmmu notyxxuuME iHridiTopamu CYP3A4. K10 e HEMOXKJIIHBO,
iHTepBan MiX 3aCTOCYBAHHSIM LIUX JIIKAPChKUX 3ac00iB Mae O6yTH SIKOMOTa JOBIIUM. TaKOXK CIIif
PO3TIITHYTU MOXKJIMBICTh 3MEHIIIEHHS 003U OyHmecoHiny (AuB. po3nin «B3aeMofia 3 iHIKUMU
JiKapChKUMHU 3acob0aMu Ta iHIIi BUOKM B3aEMOTiN»).

Ha Tri mikyBaHHS iHTaNsALUiiHUMY KOPTUKOCTEPOifaMy MOXKe PO3BHUBATHCS KaHOUA03 POTOBOI

nopoxXHUHM. L5 iH}eKIis MoxKe noTpeOyBaTH 3aCTOCYBAHHS BifIIOBIIHUX ITPOTUTPHUOKOBUX

Iperaparis, a OJis JesKUX MaIliEHTiB MOXKe BUHUKHYTH HEeOOXiqHICTh IPUIHHEHHS JTiKyBaHHS
(muB. TakoXk po3ain «Crocib 3acTOCYyBaHHS Ta HO3U»).

[Tpu 3acToCyBaHHI iHTANAIINHAX CTEPOINiB NalieHTaM CJIifi TPOMUBATH POTOBY MOPOXKHUHY BOLOI0
IIiCTI KOKHOTO BBEIEHHS [03K, 0 3yMOBJIEHO PU3UKOM iH(iIKyBaHHS POTOBOl YaCTUHHU TTIOTKH
rpuOKOBOI0 MiKPOGhIIOPOIO.

ITonepedsiceHHs: ipuitoM OyIEeCOHiNy CIIOPTCMeHaMH MOXKe HaTH MO3UTHBHUM Pe3y/bTaT aHali3y Ha
IOOIIIHT.

Himu
Bnaue Ha picm

Y miTel, IKUX MPOTATOM TPUBAJIOTO YacCy JIKYIOTh iHTaNgI[iiHUMYA KOPTUKOCTEPO1iaMy,
PEKOMEH0BaHUM PEryIPHUN MOHITOPUHT POCTY. AKIO PiCT CIOBIIBHIOETHCS, TePallito CIIif
IePeragHyTH 3 METOI0 3HUXKEHHS 03U IHTalIAiiHOr0 KOPTUKOCTEPOIAY A0 HAMHUKYO0I MOXKIIUBOL
MOo3MU, IPH sIKil 30epiraeTbcs eeKTUBHUM KOHTPOJIbL OPoHXianbHOI acTMu. KopucTh Bif Teparmii
KOPTHKOCTEPOIaMu CJIifl peTeIbHO 3BaXKUTU 3 YpaXyBaHHSIM MOXKJIMBOTO PU3UKY NIPUTHIYEHHS
pocTy. KpiM TOro, BaXX/IMBO HAlIPAaBUTH IallieHTa Ha KOHCYJIbTAI[I0 A0 JUTSYOr0 IyJIbMOHOJIOTA.

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

3acTocyBaHHs OyIeCcOHiy IiJ Yac BariTHOCTI BUMAarae PeTeibHOT0 3BaXKyBaHHS KOPUCTI [y KiHKU
IIOPiBHAHO 3 PU3UKOM 14 IJI0fa. [HramgaiiHuM I'TIOKOKOPTUKOCTEPOiaM CIIifi HagaBaTH IepeBary
HaJl TepopaJbHUMHU TTIIOKOKOPTUKOCTEPOIlaMy 3 OTJIIAY Ha MEHIy BUPaXKeHiCTh CUCTEMHUX e(deKTiB
IIPY 3aCTOCYBaHHI y 103axX, HeOOXimHUX AJIST HOCATHEHHS OMHAKOBOT0 e(eKTy 3 00Ky OpraHiB
OUXaHHS.

ITepiod 2o0ysaHHA 2pyd0io

Bynecownin nponuKkae y rpynHe MoJjioko. OgHakK IpX 3aCTOCYBaHHI TepalneBTUYHUX 103 OyIecoHiny He
OYiKy€eThCSI KONHOTO BIJINBY Ha AUTHHY, SKa 3HAXOOUTHCS Ha IPyIHOMY rofyBaHHi. bBygecoHin
MOXKHA 3aCTOCOBYBATHU IIifl 4aC TOAYBaHHSA IPYAIIO.

[TigTpuMytoue niKyBaHHS iHransAmiEuM OymecoHnigom (200 a6o 400 MKr fmBivi Ha m0o0y) y XKiHOK 3
OpOoHXiaIbHOIO aCTMOI0, SKi TOOYIOTh TPYAII0, IPU3BOIUTD JIKIIE N0 He3HAYHOI CUCTEMHOI eKCIIO3HUIIil



OymecoHify y [iTel, IKi 3HaXOOAThCA Ha TPYOHOMY TOOyBaHHI.

Bepyuu o yBaru BimoMocTi 1ipo Gy[iecoHif A iHrangiiiHoro BBefleHHS i Tol (akT, 1o 0ynecoHin
neMOHCTPYe JiHiliHI ®K-BTacTUBOCTI B MexkKaX IHTepBasliB TepalleBTUYHUX 003 IIiCJig Ha3aJIbHOro,
iHransAUiHOrO, MepopasbHOTr0 ab0 PEKTAIbHOTO BBEJEHHS, OYiKYETHCS, 1110 Y AiTeH, IKUX TONYI0Th
T'PYAII0, eKCIOo3ullisi OyIecoHiny Npu 3aCTOCYBaHHI y TepaneBTUYHUX N03ax 0yae HU3BKOIO.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

BynmecoHiy He BIIMBaE Ha MBUAKICTL Peakilii Ipy KepyBaHHi aBTOTPAHCIIOPTOM Ta po0oTi 3
IHITUMY MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
3aCTOCOBYETHCS TiNIbKU Y BUTTIAMA1 iHTaIAIIid.
Limu eikom 8i0 5 0o 12 pokia: 200-800 MKT 10geHHO, Y 2-4 IPUHOMH.

Lopoci (8katouarvu nayieHmis noxus1020 8iky) ma dimu gikom 8i0 12 pokis: 200-1600 MKr
IIOOEHHO, V 2-4 IPUOMHU.

[Ticnsa mocsirHeHHS 6aXKaHOTO0 KITiHIYHOTO eeKTy migTpuMyoda i03a MOBHHHA OyTH IIOCTYIIOBO
3MeHIIeHa 00 MiHiMalbHOI 03U, He00XigHOI [AJIsT KOHTPOII0 CUMIITOMIB.

[Ticrst KOXKHOI iHTansuii MmaiieHT IOBUHEH IIPOIIOIOCKATH POT BOMOIO.
Bxaszisku u,000 npaguibH020 BUKOPUCMAHHA:

[Tepen BUKOPUCTAHHSIM aep030JIi0 He0OXiIHO TIepeBipUTH TEPMiH IPHUIATHOCTI ITpemnapary. AKIno
iHranmsaTop HOBUM ab0 He BUKOPUCTOBYBABCS MPOTATOM KiJlbKOX [IHiB, HE00XigHO 0oOpe CTPYCHYTH
J0T0 i BUIYCTUTH OOHY J03Y B IOBIiTPS, abu ITepeKOHaTHUCs, 110 BiH IIPaIIoE.

1.3H4TH KpUIIKy 3 fo3aTopa (puc. 1). [x]
2. TpuMaTu iHTangaTop BEPTUKAJIBHO, SIK
[10Ka3aHo Ha puc.l.

3. CTpyCHyTH iHTanaTop npoTaroM 20 CeKyH[
(puc. 2).

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

5. HaTucHyTH Ha aepO30/IbHUN KOHTEUHED, K
I0Ka3aHo Ha puc. 4, 0MHOYACHO 3pOOUBIIN
ruOOKUN BOUX POTOM.




6. ITicns BouxXy 3aTpUMaTH OUXaHHS OJ1S MaKCUMaJIbHOTO IPOHUKHEHHS Ipenapary.
7. dK110 HeoOXimHO, TPOJOBKUTHU [eKilbKa CEeKYH i TOBTOPUTH IIPOLeypy 3HOBY (3, 4).
8. 3aKpuTH KPHUILIKOIO IiCJIg 3aCTOCYBaHHS.

[TnacTukoBuUY ajanTep HeoOXiMHO PETYNIPHO YUCTUTH. [IJI OUUILEHHS TiCTAaTH MeTaleBUul
KOHTEWHEp i IPOMUTH afianTep y TeIJIii (He rapsadii) BOA1 3 MUJIOM.

CrapaHHO CIIOJIOCHYTH, BUCYIIUTH afamnTep i 3i6patu npuctpiii. Ilicnsg 36upaHHsg 3aKPUTH KPUIIKOIO.

IiTu.

[IpenapaT NpoTUIOKa3aHUM OIiTSM BIKOM [I0 D POKIB.

Ilepedo3yeanHns.

[Ipu TpuBasoMy 3aCTOCYBaHHI BUCOKMX A03 MOXKYTh BUHUKHYTHU TaKi CUCTEMHI epeKTu
TTIIOKOKOPTHKOCTEPOIMIB, K TiepKOPTUIM3M (HaOpSKU, IPUIYXIiCTh 00/IMYYSsI) Ta IPUTHIYeHHS
rinoTanaMmo-rinodizapHo-HagHUPKOBOI cucTeMU. EneKTponiTHUNM aucbanaHC TOBUHEH OyTH YCYHEHUU
3a [IOMOMOTO0 3aCTOCYBaHHS [iyPETHUKIB, SKi He BIJIMBAIOTh Ha KaJliid, Taki K CIiPOHOJIAKTOH i
TpUaMTepeH.

ITobiuni peakuii.

YacTtora nobiuynux epeKTiB mpeacTaBiIeHa HUKYe BiIMIOBIAHO OO0 HACTYITHUX KPUTEPIiB: MyKe 4acTo
(=1/10); wacro (Big =1/100 mo <1/10); HeuacTo (Bim =1/1 000 mo <1/100); pigko (Big =1/10 000 mo
<1/1 000); myxe pigko (<1/10 000).

[adekiHi i Tapa3uTapHi 3aXBOPIOBAHHSI
Yacmo: opodapuHTeanbHUN KaHOUO03.
Pioko: mreBMOHis (y xBopux 3 XO3JI (xpoHiyHi 06CTPYKTHBHI 3aXBOPIOBaHHS JIETEHB)).

3 60KV iMYHHOI CUCTEMH.

Pioko: peakxiiii rimep4yTIMBOCTI HEraHOTO Ta BiICTPOYEHOT0 TUIY (Y TOMY YHMCJIi BUCHTIAHHS,
KOHTAKTHUM IepPMaTUT, KPONIUB'IHKA, aHTIOHEeBPOTUYHMM HAOPSK i aHadinakTHYHa peakiis).

3 OOKY eHIOKPUHHOI CUCTEMH.

PiOko: 03HaKH i CHMIITOMHU CHUCTEMHUX e(deKTiB KOPTUKOCTEPOI/IiB, y TOMY YMCIIi IPUTHIUeHHS
GyHKIIII HaHUPKOBUX 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.

YnaxoBka.

AmowminieBuit 6anon Ha 200 inransnii (10 mi) mo 50 MKr/mo3a a6o 200 MKr/mo3a OynecoHiny KoxkHa,
3 IIJJaCTUKOBUM afialiTEpPOM Ta KPUIIKOI Y KapTOHHIi# KOPOOIIi.

Kareropis Bignmycky. 3a peLemnToM.

BupoOHUK.

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

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsl MPoBagKeHHsI HOT0 TisIbHOCTI.

Baponeca me Manpma, 73, 08950 Ecninyrec me Jino6perat, bapcemnona, Icnanisi/Baronesa de Malda,
73, 08950 Esplugues de Llobregat, Barcelona, Spain.



3asiBHHUK.

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

Micne3HaxomXKeHHsS 3asiBHHKA.

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



