IHCTPYKIIIA
IJIs1 METUYIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aCO0y
BYIECOHII ACTPASEHEKA

(BUDESONIDE ASTRAZENECA)

Cknao:
ditoua pevosuHa: 6ymecosin (budesonide);
1 M7 cycnenaii st posnunenss mictuth 0,25 mMr abo 0,5 Mr 6ymecoHiny;

0onoMidcHI peuosuHU: HATPilO XJIOPUA, HATPilO IIUTPAT, AUHATPI0 emeTaT, momicopbaT 80, KucIoTa
NIUMOHHA 0e3BOOHA, BOIa IJIs iH EKIIi.

Jlikapcbka ¢popma. CycrneH3is [ pO3MUTIeHHS.

OcHO8HI (i3uKo-XiMiyHI 81acmuBocmi: CyCIeH3is, 10 JIerKO pecyCleHayeThcs, 0ioro abo Maixe
0i710r0 KONIBOPY, HAIIOBHEHA B OOHOM030B1 KOHTEMHEPH 3 MITIACTHUKY.

dapMakoTepaneBTHYHA rpyna. [HransiiiHi 3acobu, 110 3aCTOCOBYIOThCS IS JTIKyBaHHS
O0OCTPYKTHBHMX 3aXBOPIOBaHb AWXanbHUX NUIAXiB. ['MokokopTukoinu. Kog ATX RO3B A02.

®apmako102iuHi 8 1acmueocmi.

®apmakoOduHamika.

MexaniaMm mii

BynecoHin € TTI0KOKOPTUKOCTEPOINOM i3 CUITBHOI0 MiCIIEBOIO MPOTH3AlaIbHOI Mi€lo.

TouyHu MexaHi3M [il TTIIOKOKOPTUKOCTEPOIMiB y IiKyBaHHI OPOHXiaTbHOI aCTMU OCTATOYHO HE
3’sicoBaHuy. IMOBIpHO, BaXKJINBY POJIb BiirpaloTh Taki MpoTU3amnaibHi eheKTH, IK IPUTHIUeHHS
BUBIJIbHEHHS Me[iaTOPiB 3allajieHHs Ta IPUTHIYeHHS 0II0CepeIKOBaHOl IUTOKIHAMY iMyHHOI
BifmoBimi. AKTUBHICTE OyIecoHimy, BU3HauYeHa 3a CIOPiqHEHICTIO 3 TIIIOKOKOPTUKOCTEPOITHUMHU
petieniTopamu, Tpubnu3Ho ¥ 15 pasiB Oinblia, HiK y TPeqHi30I0HY.

KniniyHa edeKTUBHICTD




BynecoHin YMHUTEL IPOTHU3aNasbHy [if0, SKa IPU3BOAUTH J0 3MEHIIeHHS OpoHXialbHOl 00CTPYKIIil K
Ha paHHbOMY, TaK i Ha Mi3HbOMY eTalli ajiepriyHoi peakuil. BynecoHin 3HMKY€e aKTUBHICTh TiCTaMiHy
Ta MeTaxXO0JIiHy B IAIi€HTIB i3 rinepakTUBHICTIO AUXaJIbHUX LIJIAXIB.

HocmimKeHHS MPOIEeMOHCTPYBAJIH, 1[0 YUM paHillle Bifl MO4YaTKy Hamamy 6poHXiaabHOI acTMU
IIOYMHAETHCS JIiKyBaHHS OyIeCcOHimoOM, THM Kpalnoro GyHKIiOHYBaHHS JereHb MOXHA O4iKyBaTH.

[laHi KmiHiYHOI 6e31eKn
Bnsaus Ha KOHUeHMpayiro Kopmu30.1y 8 NaAa3Mi Kposi:

Y mocrnimKeHHSX 3a y4acTio 300POBUX NOOPOBOJIBIIB IIPX 3aCTOCYBaHHI JIiIKapchKOTO 3ac00y
[TynemikopT TypOyxasep criocTepiranock no303ajexkHe 3MeHIIeHHs PiBHS KOPTU30JTy B MJIa3Mi KPOBi
Ta ceui. [Ipu 3acToCcyBaHHi y peKOMeH0BaHUX f03ax [IynpMikopT TypOyxanep CIpU4YUHSIE CYTTEBO
MEHIIUY BIJIUB Ha QYHKIIiI0 HaHUPKOBUX 3aJ103, HiXK IMpeaHi301oH y 7o3i 10 Mr, mo 6yio
IIPOEMOHCTPOBAHO TeCTaMM Ha afpPEeHOKOPTUKOTPOonHUY ropMoH (AKTT).

Himu
KniniuHa eekTHBHICTh Ipu OPOHXialdbHiM acTMi

EdekTuBHICTDb cycrieHaii ans po3nuneHHs bymeconin AcTpa3eHeKka BUBYAIM IIif 4ac
YHCJIEHHUX [IOCTiIKeHb, SKi IPOoIeMOHCTPYBanu eheKTUBHICTh TiKapChKOTo 3acoby mpu
3aCTOCYBaHHI OMMH YX [Ba Pa3u Ha Ho0y [ JMiKyBaHHS IMEPCUCTYI040i OPOHXialbHOI acTMHU
y Dopocnux Ta Aiten. Huxkde HaBefileHO KiflbKa NMPUKIIafiB PeIpPe3eHTaTUBHUX OOCIIAXKEHb.

Y mitet BikoM Big 3 pokiB mpu 3acTtocyBaHHi 003 0o 400 MKT Ha 00y cucTeMHUX eeKTiB He
croctepiranocs. ITpu go3ax 400-800 MKr Ha {00y MOXKYTh BUHUKATH 6ioXiMiyHi 03HAKM CUCTEMHOTO
BIIJIUBY, TOAIi SIK IIpU NOOOBUX [103aX, 110 mepeBulnyoTh 800 MKT, Taki 03HaKu € MOMKUpeHUMU. Lis
indopMartris cTtocyeThes mikapchkoro 3aco0y bymeconin Actpa3eHeka, SKUM 3aCTOCOBYIOTE Y popmi
CIIpero [JIS IHTasAlii Ta IOPOLIKY [ IHraIsaLin.

BponxianbHa acTMa, Tak caMo SIK i 3aCTOCyBaHHS iHTaIAIiiHUX KOPTUKOCTEPOIIiB, MOXKe
CIIPUYUHSTH 3aTPUMKY pocTy. OOMeKeHi faHi JOBrOCTPOKOBUX AOCTiAKEHb CBiIUaTh IIPO Te, 1110
OinbIIicTh miTel Ta MigIiTKiB, AKi OTPUMYBaIK Tepariio iHrandaniiauM OyIecoHinoM, y KiHlleBoMy
HiACYMKY OOCATAJIHU LiIbOBOTO 3POCTY B AOPOCIIOMY Billi. OgHaK CIOCTepiraeThCs I04aTKoOBe
HEeBeJIUKe, ajie MUHYIIe 3HUXKEHHS TeMIIiB pocTy (mpubnu3Ho Ha 1 cM). 3a3Buyail 1e BinOyBa€eThCS
IIPOTSATOM IIEPIIOT0 POKY JIiKYyBaHHA.

BponxiaabHa acmma (pi3uyHo20 HABAHMAMCEHH

[uransmiiina Teparmis 0ygecoHimoMm epeKTUBHA AJI TPOGiTaKTUKYA CUMITOMIB aCTMU, CIIPUYUHEHOI
Gbi3VYHYM HaBaHTAXKEHHSIM.



KniniyHe 3aCTOCYBaHHS: 3aTOCTPEHHS XPOHIYHOTO OOCTPYKTUBHOI'O 3aXBOPIOBAHHS JIETEHb
(XO3J)

IekinbKa mocnigxkeHb OyIeCOHiMy, CyCIeH3il Ay po3nuiieHHs, B 0o3i 4-8 Mr/goly
IPOIEMOHCTPYBaiu e(heKTUBHICTS Y JIiKyBaHHI 3aroctpersb XO3JI.

EdekTuBHicTb OymecoHimy 0yIo OILliHeHO Y BITKPUTOMY PaHAOMi30BAHOMY MOPiBHSAIBHOMY
OOCIIIIKeHH] 3a y4acTio 78 rocuitani3oBaHux nalieHTiB i3 3aroctperHsamMu X0O3J1 y nBox
napajesibHUX IPyIax, siki 3aCTOCOBYBanu OyOeCOHif, CycreH3ito st po3nueHHs, (n 37) B
no3i 4 mMr/mo0y (2 Mr gBidi Ha fo0y) abo BHYTPIIIHBOBEHHY iH(DY3il0 IPEHI30I0HY B 031
120-180 mr/mo6y (n = 41) nmpotsirom 7-14 mi6. Y mairieHTiB, SKi 3aCTOCOBYBajIu OyIoECOHIT,
CYCIeH3i10 [JIs1 po3muiieHHs, abo MpPeaHi30I0H, CIIoCTepiranocs nonioHe MoKpaleHHs
II0Ka3HUKiB 00’eMy (HhopCcOBaHOr0 BUAUXY 3a nepiy ceKyHny (OPB1), HacuueHHS KPOBi
KNCHEM, BUMIpsIHE 3a I0IIOMOT010 ImyabcokcuMeTpil (SpO2), Ta CUMIITOMIB (TECT OIS OLiHKU
XO3JI - COPD Assessment Test™ (CAT)).

Y GaraToueHTPOBOMY PaHIOMi30BaHOMY KOHTPOJILOBAHOMY IIPOCTOMY CJIIIIOMY OOCIigKeHHi
3a yuacTio 471 matienTa i3 3aroctpensasaM XO3JI npusHadanu 6yecoHif, CyCleH3ito as
po3nueHHs, B f03i 6 Mr/moby (mo 2 Mr Tpudi Ha go0y) abo BHYTPIIIHEOBEHHY iH €KIIiI0
MeTunnpenHizonony (40 mr/oo0y) mpotsarom 10 mi6. Kniniuna epekTuBHIiCTE OyoecoHimy,
CyCIeH3il 71 pO3NUJIeHHs, Y IOPiBHSAHHI i3 CHCTEMHUM METUINPEIHI30JI0HOM, BUMipsHA 3a
O®B1, napuiansauM THCKOM CO2 B KpoBi (PaCO2) Ta cumntomamu (tect CAT), Oyna
IIOPiBHSIHHA, TOA1 K IOKa3HUKU MapLiaabHOro TUCKY O2 B KpoBi (PaO2) npomeMoHCTpyBanu
OinbIle MOKpaIlleHHS B TPYIIi METUIIPEOHI30II0HY.

Y nopBitHOMY CIIiIIOMYy paH0Mi30BaHOMY II1alle00-KOHTPOILOBAHOMY AOCIIIXKEHH] 3a
yuacTio 199 marienTis i3 3aroctperHsaM XO3JI 3acTocoByBanu OyAeCOHiN, CyCIeH3io o
po3nuineHHs, B 0o3i 8 mr/moby (mo 2 Mr 4 pa3u/mody, (n = 71)) abo 30 Mr mepopaabHOTO
IpefHi3010Hy KOXKHi 12 rogun (n 62) abo nnaiebo (n = 66) mporsirom 3-x mi6. ITokpamieHHsS
noctopouxonituyHoro O®B1 y nopiBHsHH] 3 nane6o ctanosusno 0,10 1 ang 6ymecoHigy Ta
0,16 n onsg npenHi30I0HY; Pi3HUIA MiX IpylaMu aKTUBHOTO JIiKyBaHHS He Oyna
CTATUCTUYHO 3HAUYILO0. JacTKa NaljieHTiB 3 KIIIHIYHUM IIOKpAaIleHHAM
noctopouxosituyHoro O®B1 He Menme Hix 0,15 11 6yna BUIOI0 B IrpyImi 6ymecoHiny,
cycnenaii st posnunenus (34 %), i B rpyni npennizonony (48 %), Hix y rpyni nnare6o (18
%). BigMiHHOCTI Oy/TM CTaTUCTUYHO 3HAYYIIMMHU [JIsT 000X TPy aKTUBHOTO JIIKYBaHHS y
nmopiBHSHHI 3 mamebo (p < 0,05), ane He MixK rpymamMu aKTUBHOTO JTiKyBaHHS.

KIiiHiYHe 3aCTOCYBaHHS: KPYII



Y HU3LI goCHiXKeHb 3a y4acTIO [AiTel i3 KpyIIoM IOPiBHIOBaIM TepaIllilo JIiKapChKUM 3aco00M
Byneconin Actpa3eHeka Ta miane0o.

[Ipuknagu penpe3eHTaTUBHUX AOCIIIXKEHD, V SKUX BUBYAJIA 3aCTOCYBaHHS JTIKapChKOTO
3aco0y bymeconin Actpa3eHeka AJisl NiKyBaHHS [IiTeH i3 KPyIIOM, HaBeieHi HUXKYe.

EgexmusHicmb 3acmocy8aHHA 0imam i3 Kpynom sne2koi ma nomMipHoi msaxickocmi

3 MeTOl0 BU3HAYUTH, YU Ma€ JTiKapchkuii 3aci6 bymecoHin AcTpa3eHeKa IO3UTUBHUY BIIJIUB
Ha CUMIITOMHM KPYIIy Ta Y CKOPOUYE TaKe JIiKyBaHHS TPUBAIICTh ToCIiTami3airii, 6ymao
IIPOBEIeHO paHIOMi30BaHe IOMBiiHe CiIile maleb0-KOHTPOIbOBaHe NOCIiMKEeHHS 3a
yuacTio 87 miTel (BikoM Bifm 7 MmicsiniB o 9 pokiB), ki Oynu rocmiTanisoBaHi 3 KITiHIYHUM
MiarHO30M KPYII. YYaCHUKHU OTPUMaJIu IT0YAaTKOBY /103y JiIKapchKoro 3aco0y bymeconin
Actpa3eHeka (2 Mr) abo miaiebo 3 moJanabIIuM BBeIEeHHSIM 103U JIiIKapChKOTo 3aco0y
Byneconin Actpa3eHeka 1 Mr a6o nnmane6o koxHi 12 rogus. Jlikapcekuit 3acid Byneconin
AcTtpa3eHeKa 3a CTaTUCTUKOIO 3HAYHO MOKpAIlyBaB ITI0Ka3HUKHU OLIHKYA CHUMIITOMIB KPYIy
yepe3 12 1 24 roguHY, a TAKOXK Yyepe3 2 TOAUHY Y MallileHTiB 3 MOYAaTKOBOO OLIIHKOIO
CHMIITOMIB KPyIy Ha piBHi Buile 3 OasiB. TpuBamicTh rocmiTanisallii TaK0xk CKOpoYyBasacs
Ha 33 %.

EgexmusHicmb 3acmocy8aHHA 0iMAM 3 NOMIPHUM | MANXCKUM KPYNom

3 MeTOI0 OPiBHIHHS e(eKTUBHOCTI Teparlil JlikapchKuM 3acoboM bymeconin AcTpa3eHeka Ta
nane6o 0y10 TpoBedeHO paHAOMi30BaHe IOfBilHE clline Miale00-KOHTPOIbOBaHE
IOCTiIKEeHHS 3a y4acTio 83 HeMOBIAT i iTel (BiKOM Bif 6 MicsIiiB mo 8 pokiB), sKi Oynu
rocIiTani3oBaHi 3 KIiHIYHUM AiaTHO30M KpyII. [IallieHTH OTpUMyBalIu TiKapChbKUi 3acid
Byneconing Actpa3eHeka y 703i 2 Mr abo mane6o KoxHi 12 roguH npoTsaroM He Oinbiie 36
roguH a0o 0 MOMEHTY BUMUCKYU. 3arajbHui 0asl OIiHKYM CUMIITOMIB KPYIy BU3HAYAJIU ITepeq
BBeIeHHSIM JTiKiB i uepe3 0, 2, 6, 12, 24, 36 i 48 romuH micas BBeOeHHS IT0YaTKOBOI HO3M.
Yepes 2 roguHM y rpynax Tikapcbkoro 3aco0y bymeconin Actpa3eHeka Ta mnaie6o
Big3HAYa/IM OOHAKOBI ITOKPAIIEeHHS OLIIHKY CUMIITOMIB Kpyny 6€3 CTaTUCTUYHO 3HAYYIIOl
pi3HMI MiX rpynamu. Yepes 6 rOAMH OLiHKA CUMIITOMIB KPYIy B I'PYIi 3aCTOCyBaHHS
nikapchKoro 3acoby byneconim Actpa3eHeka Oyiia CTaTUCTUYHO 3HAYHO KPalllolo, HiXK y
rpymi manebo, i e MoKpaleHHs MOPiBHSAHO 3 male6o 0y/10 OHHAKOBO 0UEBUIHUM TaKOXK
yepe3 12 i 24 roguHm.

dapmakokiHemuka.

Abcopbuis

Y mopocnux cucTeMHa HOCTYIHICTh OyIEeCOHiy Mic/Is 3aCTOCYBaHHS CYCIIeH3il Ay iHransmii
Byneconin Actpa3eHeKka yepe3 CTpyMeHeBul HeOylalidep CTaHOBUTEL IPUOIKU3HO 15 % HOMiIHAIBHOI
mo3u Ta 40-70 % mo3u, BBemeHoi maifieuTy. He3aHayHa 4acTHHa IIi€i KinbKOCTi 00yMOBIeHa
BCMOKTYBaHHSIM JIiKapChKOTO 3aco0y, 1110 OYB MPOKOBTHYTHUH. MaKcuMalbHa KOHIIEHTPAIis y M1a3Mi



nmocaraetbes npubnu3Ho yepe3d 10-30 XBUIKH Micg IOYaTKY PO3NUIEHHS Ta CTAHOBUTL IPUOIU3HO
4 HMOJIB/TI MiCNIS 3aCTOCYBaHHA [NO3U 2 MT.

Po3nodin

006’eM posmopiny 6ymecoHiny CTaHOBUTEL IpuOIKU3HO 3 N/KT. 3B'sI3yBaHHs 3 OiKaMu Ija3Mu KpoBi - B
cepegaboMy 85-90 %.

Memab6oaizm

Bynecownin mimnaetbcst 3HauHOMY (~90 %) MeTaboi3My MepIIoro IpoxXoaKeHHs Yyepes MediHKy [0
MeTabOTiTiB 3 HU3BKOIO I'TIOKOKOPTUKOCTEPOITHOIO aKTUBHICTIO. [ TIOKOKOPTUKOCTEPOigHA aKTUBHICTh
OCHOBHUX MeTabomiTiB, 6B-TimpokcudymecoHiny Ta 16a-TigpoKCUIIPeIHI30I0HY, CTAHOBUTL MEHIIIe
HixK 1 % akTuBHOCTI Oymeconiny. MeTtabomni3m OymecoHiny BimOyBa€eThCs IEPEBAXKHO 3a Y4aCTIO
CYP3A, 110 HanexuTth A0 miapogunu nuroxpomy P450.

BusedeHHs

MeTaboriTu OymecoHify BUBOASTLCS IlepeBakHO HUPKaMU Y He3MiHeHi# ab0 KOH 10roBaHil ¢hopMi.
Bynecownin y He3aMiHeHil ¢GopMi B cedi He BUSBISIETHCS. Y 3MOPOBUX [OPOCTUX 3a3BUYall BUCOKUU
CHUCTEMHUU KiipeHc OynecoHigy (mpubnusHo 1,2 1/XB.), a KiHIIeBUH Iepion HaliBBUBEIEHHS
OymecoHimy Imiciisi BHYTPIIIHLOBEHHOT'0 BBEIEHHS B CEPeIHbOMY CTAHOBUTD 2-3 TOIUHH.
dapmakokiHeTruKa OyoeCoHimy IpomopIifiHa 4031 MpX 3aCTOCYBaHHI V¥ KJTiHIYHO 3HAYYIIHUX 03aX.

JIiHiVHICTL/HemiHINHICTD

KineTuka 6ymecoHigy mpomnopiiiiHa [03i TPy 3aCTOCYBaHHI y KITIHIYHO 3HAYYIIUX J03aX.

dapMakoKiHeTHYHE/PapMaKOIUHAMIYHEe CUiBBiTHOIIEHHS
iTn

Y piteit BikoM 4-6 poKiB, XBOpKX Ha OpOHXiambHy aCTMy, CUCTEMHUH KJlipeHC OyIeCOHiTy CTaHOBUTh
npubnu3no 0,5 n/xB. Knipesc y miteit (Ha 1 Kr Macu Tina) npubau3Ho Ha 50 % mepeBuUIye KITipeHc y
mopocnux. Y miTei, XBOpUX Ha OPOHXianbHY acTMy, ITepiof 0CTAaTOYHOI'0 HalliBBUBeNeHHs OymecoHimy
micys iHransAuii cTaHOBUTH MPUOIU3HO 2,3 roguHu. [IpubIM3HO TaKWi caMui ITOKA3HUK
CIIOCTEPIraeThCs y 3[OPOBUX IOPOCTKX. Y MallieHTiB BikoM 4-6 POKiB, XBOPUX Ha OPOHXiaIbHY acTMYy,
CHCTeMHa JOCTYIIHICTh Oy[eCcoHiny mmiciisg BBeleHHS cycIeH3il ang inransanii bymeconin Actpa3eHeka
yepe3 cTpyMeHeBuii HeOynansep (Pari LC Jet Plus® 3 komnpecopoM Pari Master®) cTaHOBUTH
npubu3HO 6 % HOMiHanbHOI 03U Ta 26 % m03u, HocTaBneHol naienTy. CucTeMHa OOCTYIIHICTD y
miTed mpuONMU3HO BABiYi HUXKYA, HiXK y 30OPOBUX JOpocnuX. Y miTei BikoM 4-6 pOKiB, XBOPUX Ha
OpoHxianbHY acTMy, MaKCHMaJIlbHa KOHIIEHTpaLlig Y IIJI1a3Mi KPOBi IoCATAETLCS IPOTSATroM 20 XBUIUH
IIiCJI TTOYaTKy PO3MUIIEHHS Ta CTaHOBUTH MPUOIU3HO 2,4 HMOJIB/M MiC/Is 3aCTOCYBaHHS 103U 1 MT.



[Toka3uuku ekcrnoautii 6ymeconiny (C,., Ta AUC) micnsg 3acTocyBaHHSI ODHOPA30BO1 103U 1 Mr
[JITXOM PO3NUIEHHS V AiTel BiKOM 4-6 POKiB € IOPiBHIHHUMU 3 TAKMMHU IIOKa3HUKaAMU y 3[0POBUX
IOPOCIUX, SIKi OTPUMYBaJIM TaKy CaMy AOCTaBJIEHY 103y OyAEeCOHINy Yepes3 TaKy K CUCTEMY
PO3MUIEHHS.

dapmakokiHeTKa OyHmeCcoHify B NallieHTIB 3 MOPyIIeHHSAM QyHKIII HUPOK HeBigoMa. Brinus
OymecoHimy Moxe OyTH HiABUIIEHUM Y MAI[iEHTIB i3 3aXBOPIOBAHHAM IEYiHKH.

KniniuyHi XapaKTepHUCTHKH.

Iloka3zauns.

Jlikapcekuii 3acib Bynmeconin Actpa3eHeka, CyCIeH3is Oyl po3NuIeHHs, T0Ka3aHUi MallieHTaM 3:
OpOHXiaTbHOI0 aCTMOIO;

3aroCTPEHHSIM XPOHIYHOT0 0OCTPYKTUBHOTO 3aXBOPIOBAHHS JIeTeHb B 0Ci6 6e3 03HaK
TOCTPOI AUXaNTbHOI HEMOCTAaTHOCTI;

nyXkKe TSIXKKUM IICEBOOKPYIOM (Tig3B I3KOBUIL JTAPUHTIT), 110 noTpedye rocmiTamizariii.

Ls nikapchKa opMa MiAXOAUTH [J1g NallieHTiB, IKUM CKJIagHO BUKOPUCTOBYBATH TaKi MPUCTPOI, K
aepo30JIbHUM ab0 TOPOIIKOBUH iHTANSATOP O/ BBEIEHHS JTiKapChKOT0 3aco0y.

IIpomunoka3aHHus.

[TigBuIeHa YyTNIUBICTE [0 AiI040l peuyoBUHU ab0 OyIb-sIKOi 3 HOMTOMIXKHUX PEYOBHH JTiKapChKOI0
3aco0y byneconin Actpa3eHeka.

B3aemodis 3 iHwumMu snikapcbkumu 3acodamu ma iHwi eudu e3aemodiii.

Metabomni3M OymecoHify B eplly 4epry onocepenkoByeThcs Hieto depmeHTy CYP3A4. Otxe,
3aCTOCYBaHHS iHTi0iTOPIB 1IbOTO (PEPMEHTY, TAKUX K KETOKOHA30JI, iTpaKOHA30JI Ta iHribiTopu
npoTtea3u BIJI, Moxke mpu3BecTu m0 30iTbIIeHHS CUCTEMHOI eKCII0o3uIlil OymecoHimy B KinbKa pasiB
(muB. po3min «Ocob6muBOCTi 3acToCyBaHHS»). OCKINIbKY [aHi 00 peKOMEeHOallif 3 HO3yBaHHS
JiKapchbKuX 3aco0iB BifcyTHi, Takux KOMOiHaIli# CTifl yHUKATHU. AKIIO I[bOTO YHUKHYTH HEMOXKJIUBO,
TO TIepiof MiXK 3aCTOCYBaHHSIM JliKapChKHX 3aC00iB TOBMHEH OyTH SIKOMOTa JOBIIKMM, a TaKOXK MOXKHA
PO3TIISHYTU MOXKJIUBICTh 3MEHIIEHHS 003U OyOeCoHiny.

OOMexkeHi JaHi 100 3a3Ha4eH0] B3a€MOIil 3 BUCOKMMU N03aMU iHTaJAIiitHOr0 OyIecoHiny
IEMOHCTPYIOTH, 1110 IIPU CYIIyTHBOMY 3aCTOCYyBaHHI iTpakoHa30i1y B 7031 200 MI oguH pa3 Ha [eHb
BBeIEHHS iHTamsIiHOro O0ymecoHiny (omHopa3oBa go3a 1000 MKT) MpU3BOAUTE OO CYTTEBOTO
MigBUIIIEHHS KOHIIEHTPAIlil PEYOBUHU Y IJ1a3Mi KPOBi (B cepemHbOMY B 4 pas3u).



30inbIIIeHHS I71a3MOBUX KOHIIEHTPAIIiM Ta MigBUIlleHUY e(eKT KOPTUKOCTEPOIIiB CIIOCTEPIraloThCS Y
XKIHOK, 5IKi TaKOXK OTPUMYIOTh eCTPOreHu a00 mepopasbHi KOHTPAIenTUBH. [IpoTe XKOOHUX iCTOTHUX
3MiH He 0yJ10 Bifl3HAYEHO IIPU CYMyTHBOMY 3aCTOCYyBaHHi 0yIeCOHiAYy Ta HU3bKOM030BaHUX
KOMOiHOBaHHUX IIEePOPAIbHUX KOHTPAILIEIITUBIB.

Ockinbku GYHKINST HAGHUPKOBUX 3a7103 MOXKe OyTu nMpurHiyeHa, mpoba Ha CTUMYJIAIi0 CeKperil
AKTT, npu3HayeHa A7 OiarHOCTHKY TinodizapHol HemoCTaTHOCTI, MOXKe MTOKa3aTH ITOMUIIKOBUHN
pe3ynbTaT (HU3bKi 3HAaUEeHHS).

Ocob1ueocmi 3acmocyeaHHsi.
3azanvHa iHpopmauis

BynecoHin He Tpu3HauYeHU! OJ1s MIBUAKOTO MOJIETIIeHHS TOCTPYX HamafiB OpoHXialbHOI aCTMU Y
BUTIAKaX, KOJIM BUMAra€ThCsl 3aCTOCYBAHHS iHTaNALiMHNX OPOHXOMITUYHUX 3aC00iB
KOPOTKOTPHUBAJIO] [il.

[TauieHTiB cnif monepeguTy NP0 HEOOXigHICTh 3BePHYTHUCS [0 JIiKaps, SKII0 eeKT Bif JTiKyBaHHS B
I[iIOMY 3MEHIIYETHCS, OCKITbKY IIOBTOPHI iHTasNil Mpy TAXKKUX Hallafgax aCTMU He TIOBUHHI
3aTpPUMyBaTH II0YATOK iHIIOI BaK/IMBOI Tepallil. Y pa3i pi3Koro moripiieHHs CTaHy JTiKyBaHHS
HeoOXiTHO OMOBHUTHU 3aCTOCYBAHHSIM IePOPabHUX KOPTUKOCTEPOITiB IPOTSATOM KOPOTKOTO
nepiony.

ITepexid 3 nepopaavHuUX KopmuKkocmepoiois

OcobnuBa yBara HeoOXifiHa IIpu JIiKyBaHHi NAL€HTIB, SKi IePEX0ASTh 3 IePOPaIbHOT0 IPUIOMY
KOPTHUKOCTEPOIMiB, OCKITbKY Y HUX BIIPOAOBXK 3HAYHOI'0 Yacy Moxke 36epiraTucs pu3ukK IMOPYLUIeHHS
GYHKIIT HaMHUPKOBUX 3a7103. [10 TPYNH PU3UKY TaK0XK MOXKYTh HalekKaTH MallieHTH, SKi
noTpebyBany HeBiAKIamHOI Tepalil BUCOKMMHU 003aMU KOPTHKOCTEPOIfiB ab0 TPUBAJIOTO TiKyBaHHS
HaAMBUIIMMHU PEKOMEHIOBAaHUMHU N03aMHU iHTASIINHUX KOPTUKOCTEPOIMIB. Y TaKuX IMallieHTiB Ipu
CUJIBHOMY CTPECi MOXKYTh IPOSABISITUCS 03HAKU Ta CUMIITOMU HEJOCTAaTHOCTI HAAHUPKOBHUX 3a/103. Y
nepion cTpecy abo IMIaHOBUX XipypriyHUX BTPy4aHb [ TAKUX MAILiEHTIB CMIil BpaXOByBaTH
MOXKJIUBICTh 3aCTOCYBaHHSA AOOATKOBUX CHCTEMHUX KOPTUKOCTEPOIMIB.

[Tig yac mepexopny 3 Tepallil mepopalbHUMU KOPTUKOCTePOifaMy Ha Bymeconin Actpa3eHeka
TAIliEHTH MOXKYTb Bif4yBaTH TaKi CUMIITOMH, SK 6ifib ¥ M's13ax i cyrno6ax. ¥ Takux BUMIafKax MOXKe
3HaMOOMTHUCS TUMYACOBE IMigBUINEHHS NO3U ITePOpaibHOr0 KOPTUKOCTEPOIny. AKIo iHomi
3'IBNIAI0THCS BTOMJIIOBAHICTh, TOJIOBHUY Oinlb, Hy#oTa, 6/1f0BAaHHS a00 CX0XKi CUMIITOMY, Y GiNbIIOCTi
BUTIAIKIB CJIif] 3aMMilo3pUTH HEeIOCTaTHIii eheKT KOPTUKOCTEPOI/iB.

CucmemHi epekmu iH2anAuiliHUX KopmuKkocmepoiois

MoOXyTbh CIIOCTEPIraTUCS CUCTEMHI e(eKTH iHTaNsaLUiiHIX KOPTUKOCTEPOIAiB, 30KpeMa IIpH 1X



IIpHU3HAYEeHHI Yy BUCOKUX [103axX Ha TpUBaiui CTPoK. Lli epekTr € 3HAUHO MEHII iMOBIpHUMHU, HiX IIPU
3aCTOCYBaHHi mepopasibHUX KOPTUKOCTEPOIAiB. [I0 MOXKIMBUX CUCTEMHUX e(PEKTIB HajlexkKaThb
cuHapoM KymwuHra, KyIIMHTOIgHI 03HaKM, IPUTHIYEeHHSI HAOHUPKOBUX 3aJ103, 3aTPUMKa POCTY y HiTeln
Ta MiAJIiTKiB, 3HUXKEHHS MiHepaJbHOI IIiIIbHOCTI KICTKOBOI TKaHWHHM, KaTapaKTa, IllayKoMa Ta pifie -
PsO ICUXOJIOTiYHUX a00 MOBeHiHKOBUX e(eKTiB, 30KpeMa IICUXOMOTOPHA TilepPakKTUBHICTh, PO3JIafu
CHY, TPUBOXKHICTB, fleTipecis abo arpecis (oco6nuBo y miTeit). Tomy BaxuBo, 06 f03a
iHTanAUiMHOT0 KOPTUKOCTEPOINY Oyiia 3HMKEHA N0 HaWHUKYOI H03H, 3a SIKOI HiATPUMYETHCS
e(eKTUBHUY KOHTPOJIb OPOHXiaNbHOI aCTMHU.

3amiHa Teparii CHCTEMHUMU KOPTUKOCTepoifaMy Ha Bynmeconin Actpa3eHeKka iHOAI MIPU3BOAUTE 10
IIPOSIBIB aneprii, TaKUX K PUHIT Ta eK3eMa, SIKi paHille KOHTPOIIOBAINCI CHCTEMHUM JIiKYBaHHSIM.

CynymHe 3acmocyBaHHs 3 iHWUMU AiKapcbkuMu 3acobamu

Cnip yHMKaATH OHOYACHOT'0 3aCTOCYBaHHS JTiIKapChKOT0 3aco0y 3 KETOKOHA30JI0M, iTpaKOHa30JI0M,
inribiropamu npoteasu BIJI abo inmmmu notyxkuuMu iHriditopamu CYP3A4. AK1o e HEMOXKIIKBO,
iHTepBaa MiXK 3aCTOCYBaHHSIM LIMX JTIKAPCHKUX 3ac00iB Mae OyTH iKoMora OinbIIuM (OUB. TAKOXK
po3min «B3aemois 3 iHIIUMHU JTiIKAapCHKUMHU 3aco0aMu Ta iHIIM BUOX B3aEMOIIN»).

Bpoxxocnasm

4K i mpu 3acToCyBaHHI iHIMNX iHTaNMAIiHNX 3ac00iB, MiC/IsA MPUIOMY 03U MOXKE BUHUKHYTH
napafioKcaabHUANM OPOHXOCIIa3M i3 HeraHUM IIOCUJIEHHSM XPUIIiB. Y TaKuX BUMaAKaX JiKyBaHHS
iHransauiiHoo hopMor OyHEeCOHIny Cif HeraHO MPUNUHUTHY, OLIHUBIIM CTaH Malli€HTa, Ta y pasi
HeoOXimHOCTI po3moyaTu JIiKyBaHHS ajbTePHATUBHUMU JIiIKapChKUMU 3acobaMu.

3acmocyeaHHs nauieHmam i3 nopyweHHAMU QYHKUiIi HUPOK

3HMKeHHS PYHKIII MeYiHKY BIJIMBA€E Ha 30AaTHICTh OPraHi3My BUBOJUTHA KOPTUKOCTEPOINH, LI10
IIPU3BOOUTH 10 3HUXKEHHS IIBUAKOCTI BUBEIEHHS JTIKapChKOTO 3ac00y Ta PO3BUTKY BHCOKOI
cucTeMHOI ekcro3utii. Heo6ximHO maM’siTaTH PO MOKJTUBUM PO3BUTOK CUCTEMHUX O0IiYHUX
e(eKTiB.

Bronus Ha picT

Y miteli, SiKi OTPUMYIOTh TPHBaJie JiKyBaHHS KOPTUKOCTEPOilaMy, He3alekHO Biff (opMHU JTiKapChKOTO
3aco0y, 110 3aCTOCOBYETHCS, PEKOMEHAYETHLCS PETYIIPHUM KOHTPOJIb POCTY. SKIIO picT
CIIOBIIbHIOETHCS, TEPAIIil0 CIIiJ MEePEragHyTA 3 METO 3HUXKEHHS OO3U IHTaJISLiNHOr0
KopTuKocTepoiny. [IepeBaru nikyBaHHS KOPTUKOCTEPOigaMu HEOOXigHO OI[iHIOBATH, MTOPIBHIOIYH 3
MOXKJIMBUM PHU3WKOM 3aTPUMKH PoCTy. KpiM TOro, MOLiNIbHO HANpaBUTH IallieHTa Ha 00CTeXKEeHHS [0
OUTSYOTO IIyJIbMOHOJIOTA.



Kanou0o3 pomosoi NnopoX#CHUHU

[Tig yac nikyBaHHS iHTANALIMHUMY KOPTUKOCTEPOiaMy MOXKe PO3BUHYTUCS KaHOUA03 TOPOKHUHI
porta. I[TosiBa i€l iH(eKIIil Moxke TOTpeOyBaTH NTpPU3HAUYEeHHS TiKyBaHHS BifIIOBIIHUMHU
IPOTUrPUOKOBUMU JTiKAapPCHKUMU 3aco0aMu, a [Jisl AesIKUX NallieHTiB Moxke O6yTH HeoOXigHUM
IPUIMHEeHHS JTiKyBaHHS (IuB. po3min «Crocib 3acTOCyBaHHS Ta JO3W»).

IHpexkuii duxanvHux wasxis

Ocob6nuBa 00epexXHiCTh HeoOXifHa y MAI[iEHTIB 3 aKTUBHUM TyOEpKYIb030M JIeTeHb ab0
TYOEpPKYJIb030M JIeTeHb V TaTEHTHIN cTafil, a TaKoX NauieHTiB 3 rpubKoBOI0 a0 BipycHOIO iHOEKITi€0
IVXaNbHUX LIISXIB.

ITHesmoHis y nauienmis 3 XO3J1

Y malieHTiB 3 XpOHIYHUM 0OCTPYKTUBHUM 3axBopioBaHHAM jereHb (XO3JI), fKi oTpUMYIOTh
iHTanAiiH KOPTUKOCTEPOIAH, CIIOCTEPIranocs MigBUINEHHS YaCTOTH BUITAAKiB THEBMOHil, BKJTIOUHO 3
ITHEBMOHI€I0, 1110 ToTpebye rocmitamizaril. ICHYIOTh fesiKi foKa3u MigBUIIEHOT0 PU3UKY BUHUKHEHHS
TTHEeBMOHII ITpY MigBHUINEHHI [03U KOPTUKOCTEPOINy, IIPoTe Iie He OYJI0 0CTAaTOYHO IPOJEMOHCTPOBAHO
B XKOHOMY 3 [OCJIiAKEHb.

s iHrangIifHUX KOPTUKOCTEPOIIHUX JIiKapChKUX 3ac00iB BifCyTHI BUUEPIHi KIiHiUHI JOKa3u
BHYTPIIIHbOKJIACOBUX PO30iKHOCTEN Y BEIMUKHI PU3UKY PO3BUTKY ITHEBMOHIl.

Jlikapsim oTpi6HO OYTH YBaXKHUMHU IIIOJI0 MOXKJIMBOTO PO3BUTKY MMHEBMOHIl B marienTis 3 XO3]JI,
OCKIiIbKY KJTiHiYHi 03HAKU IIOT0 iHGEKIIMHOr0 3aXBOPI0BaHHS 30iratoThCs i3 cUMIITOMaMu
3aroctpenns XO3JI.

dakTopu PHU3UKY PO3BUTKY MHEBMOHII ¥ matlieHTiB 3 XO3JI BKI104YalOTh KYPiHHS, MiTHIN BiK, HU3bKUI
ingexkc macu Tina (IMT) ta Taxkuit mepedir XO3JI.

IlopyweHHs 30py

[Tig yac cUCTEMHOTO Ta MiCLIeBOTO 3aCTOCYBaHHS KOPTUKOCTEPOIiB MOXKYTh CIIOCTEPiraTucs
opyIieHHs 30py. [Ipy HasBHOCTI y MallieHTa TAKUX CUMIITOMIB, SIK PO3MHUTICTh 30pY, ab0 iHIIKX
MOPYIIEHb 30PY CJIifi 3BePHYTUCS 3a KOHCYIbTAII€I0 A0 0 TaIbMOIOTa AJIS OLiIHKYA MOXK/IUBUX
IPUYHUH, Cepen IKUX MOXYTh OyTH KaTapaKTa, I'laykoMa abo pigkicHi xBopobu, Taki sIK IleHTpabHa
cepo3Ha xopiopetrHomnaTis (LICX), mpo 110 MoBimOMIISIIOCS MiCas CHCTEMHOT0 af0 MicIleBOT0
3aCTOCyBaHHSI KOPTUKOCTEPOI/IiB.



3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00io.
BariTHicThb

BinpiIicTe pe3ysibTaTiB IPOCIEKTUBHUX EIileMiOIOTIYHUX JOCIIiIKEeHb Ta IOCTMapKEeTUHT 0Bl faHi 3
yCBOTO CBIiTY He 3MOTJIM BUSIBUTHU MiABUIIEHOT0 PU3UKY 00iYHUX eeKTiB AJid II0fa Ta
HOBOHAPOMXKEHOI IUTUHHU, TTOB’I3aHUX i3 3aCTOCYBAaHHSIM iHTaNAIilHOI hopMu OyIecoHiny mig Yyac
BAriTHOCTI. 4K IJIS III0[1a, TaK i A7 BariTHOI BazKJIMBO, IT00 ITifl Yac BariTHOCTI MigTpUMYyBanocs
ajeKBaTHe JIiKyBaHHS aCTMH. fK i Mpu 3acTOCYBaHHi Il Yac BariTHOCTI iHIMX TiKapChKUX 3aC00iB,
KOPHCTD BiJf 3aCTOCYyBaHHS OyIeCOHIMy M7 BariTHOI CJIifl 3BaXKUTH 3 ypaXyBaHHSIM PU3UKIB IS
IJI0fa.

HocnimKeHHS Ha TBAPHHAX IIPOJIEMOHCTPYBAJIH, III0 I'TIOKOKOPTHUKOCTEPOITH MOXKYTh CIIPUYNHSITI
TIOpPYIIeHHS PO3BUTKY, MPOTe 1Ii AaHi He BBAXKAIOThCS 3HAUMMUMHU [JIS JIIOOUHYU IIPU 3aCTOCYBaHHi B
PEKOMEH0BaHOMY NO3yBaHHI.

HocnifKeHHS Ha TBAapMHAaX TaK0XK BUSIBUIY BIJIUB HAJIUIIKY [IpeHATaIbHUX TTIIOKOKOPTUKOLMIB Ha
IiBUIIIEHHS PU3UKY 3aTPUMKH BHYTPILIHEOYTPOOHOTO PO3BUTKY, CEPLEBO-CYOUHHI 3aXBOPIOBAHHS Y
[IOPOCIIOMY Billi Ta IOCTiHHY 3MiHY LIiIIBHOCTI TIIOKOKOPTUKOIIHUX PELeNTopPiB, 00MiH
HeUPOTPaHCMITepiB Ta MOBEAIHKY NIPU 3aCTOCYBaHHI 03, HUXKYUX 3a TepaTOreHHi.

[Tig yac BariTHOCTI CJIim HaMaraTuCcs 3aCTOCOBYBAaTH HaliMeHITy e(eKTHUBHY 03y OyHoecoHiny,
BPaxOBYIOUM IIPU IIbOMY PU3UK IMOTipIIeHHS nepediry 6poHxianbHOI aCTMH.

TogyBaHHA TPYANI0

BynecoHip noTtpamise y rpygHe MojioKo. OfHak Ipy 3aCTOCYBaHHI TepalleBTUYHUX 03 JIIKapChKOr0
3aco0y Bynmeconin AcTpa3eHeka He O4iKyETHCS KOMIHOTO BIIJIUBY Ha OUTHHY, siKa epeOyBae Ha
TPyOHOMY BUTOJOBYBaHHI, OCKiJTbKM CHCTEeMHa €KCIIO3UIlis A AUTUHHY, 1110 TepedyBa€e Ha TPyIHOMY
BUTOJIOBYBaHHI, € He3HaUYHOW0. bymecoHig AcTpa3eHeKa MOXKHa 3aCTOCOBYBATH Y MePiog rogyBaHHSI
TPyAQo.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3Mamu.

Bynecownin AcTpa3eHeKa He BIIJIUBAE Ha 3JaTHICTh KePyBaTH TPAHCIOPTHUMHU 3aco0aMu Ta
IIpaloBaTy 3 IHIIKUMHA MeXaHi3MaMu.

Cnocid 3acmocyeaHHs1 ma 0o3u.

Ho3yBaHHS 1py OpOHXiadbHIN acTMi



Io3yBaHHS nikapchKoro 3aco0y bymeconin AcTpa3eHeka HeoOXigHO KOPUTYBATH 3a/IeKHO Bifl
inguBimyanbHUX MoTped mamieHTa. AKIimo mo0oBa [03a He IMepeBulnye 1 Mr, BCIO 03y MOXKHA
3aCTOCOBYBATH B OMH MpuitoM. AKIo HeoOXimHi BuIi 100OBi 4031, 03y CIIif PO3MITUTH Ha [Ba
npuiioMu Ha goOy. HatBury mo3y (2 Mr Ha mo0y) miTaM IoTpiOHO MpU3HaYaTH TiNMbKU y pasi TAKKOTO
nepebiry actMu Ta Ha oOMexkeHu# nepion vacy. [TinTpumyioda fo3a Mae OyTH SIKOMOTa HUKYO0I0
e(peKTUBHOIO 103010.

[TouaTkOBE OJO3yBaHHA Md€ CTAaHOBUTH:

Himu sikom ei0 6 micsauis: 0,25-0,5 Mr Ha mo0y. 3a HE0OXiMHOCTI 03y MOXKHA MiIBUIIUTYU [0
1 mr Ha moOy.

Iopocai: 1-2 mr Ha g006y.

[l migTpUMyI04oro JIiKyBaHHS:

Limu eikom 8i0 6 micauis: 0,25-2 Mr Ha 700y.

Hopocai: 0,5-4 mr Ha HO0y. ¥ myXe TSIXKKUX BUIagKaxX 003y MOXKHA JOJATKOBO 30iIbIIATH.

[Tpu miKyBaHHi MaIfieHTiB 3 OPOHXiaIbHOIO AaCTMOIO, [JIS SKUX € OaXKaHUM ITiACUIUTH TePaleBTUYHUN
edekT, crig HamaBaTu epeBary 30iNbIIEHHIO 003U JTiIKapChKOTo 3aco0y Bymeconim Actpa3eHeka,
HikK KOMOiHOBaHil Teparrii 3 mepopaJbHUMKA KOPTUKOCTEPOigaMu, Yepe3 HUKYWN PU3UK BUHUKHEHHS
CUCTEMHUX MTOOIYHUX e(eKTiB.

3acTocyBaHHS JIikapchKOro 3aco0y BynmecoHin Actpa3eHeKa [03BOJIsi€ 3aMiHUTH ab0 CyTTEBO
3HU3UTHU JO3YBaHHS ITePOpabHUX KOPTUKOCTEPOINiB Ipu 30epekeHHi KOHTPOIIO acTMHU. [1pu

Iepexofi 3 nepopalbHUX KOPTUKOCTEPOINiB Ha BynecoHin Actpa3eHeKa MallieHT Ma€e 6YTH Y BiTHOCHO
cTabinpHOMY cTaHi. Hapmami npotsaromM 10 mi6 3acToCcoBYIOTE BUCOKY mo3y bymecoHiny Actpa3eHeka B

KoMOiHalIii 3 103010 IIepopanbvHOoro KOQTHKOCTGQOiHy. AKY 3aCTOCOBYBaJI paHime.

[Ticns 11p0T0 D03y IepOPanbHOr0 KOPTAKOCTEPOIAY CIIifl MOCTYIOBO 3MEHIITYBATH, HAPUKIIAL
Ha 2,5 Mr/MicsIs TpenHi30m0HyY abo eKBiBaleHTa Ha MiCsllb, 10 HAWHUKYOTO MOKIIUBOTO
piBHs. Y OaraThox BUIaKaX MOXKHA MMOBHICTIO 3aMiHUTH TepOPaTbHUN KOPTUKOCTEPOIn
nmikapcbKUM 3acoboM BynecoHin Actpa3eHeKa. [t oTpuMaHHs JOfaTKOBOI iHdopMmarrii momo

BiMiHM IIepopaIbHUX KOPTUKOCTEPOINiB JUB. pPo3Min «OcoOIUBOCTI 3aCTOCYBaHHS».

Yac 0o HacmaHHA epekmy npu 6PoHXianbHill acmmi



[Ticns 3acTocyBaHHS IIOYATKOBOI 103U e(DEKT CIIif O4iKyBaTu dyepes KinbKa roguH. [loBHUM
TepaneBTUYHNYN e(EKT HOCATAETLCS IUIlle Yepe3 HeKibKa TUXKHIB JTiKyBaHHS.

[To3yBaHH4 npu 3arocTperHi XO3J1

[TauieHTiB moTpi6HO NiKyBaTH K060BOI0 M03010 4-8 Mr nmikapchkoro 3aco0y bymecoHin AcTpa3eHeKa,
CyCIIeH3il AJist pO3NUIeHHS, PO3AiNIeH0I0 Ha ABa-4OTUPHU IPUHOMHU, [0 NOCATHEHHS KIiHI9YHOTO
MIOKPaIIeHHs, ajie He moBIe Hix 10 mil.

BukopucranHas HeOynizoBaHOT0 OyIeCOHITY He OLiHIOBAlIOCS B KIHIYHUX AOCTIAKEHHSX 3@ Y4acCTIO
malfieHTiB i3 3aroctpenusaM XO3JI Ta nuxanbHOI HEJOCTATHICTIO, SIKi MOTPeOyIOTh iHBa3UBHOI
IITY4YHOI BEHTUIALI TereHs abo rocmiTanizaliii y BigmineHHs iHTeHCUBHOI Tepartii.

Yac mo HacTaHHA edeKTy Opu 3arocTperHi XO3J1

[Ticns iHransAuinHOrO BBEeHHd IiKapchKoro 3aco0y Bymeconin AcTpa3eHeka, CycleH3il ans
pO3NUeHHd, A1 NiKyBaHHA 3aroctpeHb XO3JI yac 10 MOKpallleHHS CUMIITOMIB IOPIBHAHHUY 3
TaKUM IIPX 3aCTOCYBaHHI CUCTEMHUX KOPTUKOCTEPOIMiB.

[l03yBaHHA IIPU IICEBIOKPYIII

Ins miTel, XBOPUX Ha MICEBAOKPYII, 3BUYaliHa f03a CTaHOBUTH 2 MT pO3MuieHoro 6ymeconiny. 1o
I03y 3aCTOCOBYIOTH 3a OfIMH IpuiioM abo 3a ABa mpuiioMu mo 1 Mr 3 intepsanoMm 30 xB. BBefieHHS
JIiKapChKOT0 3ac00y MOXKHa IMOBTOPIOBATH KOXKHi 12 roguH, 3arasoM moHa#binbire 1o 36 roguH abo
[0 KITiHIYHOT O ITOKpaIlleHHS.

HiTsaM, SIKi He MOXYTbh BOUXATH 4epe3 HacaaKy, MOXKHa BUKOPUCTOBYBaTH AMXaIbHY MacKy.

3aranbHa iHpopMaIris

ITopyweHHA ¢pyHKYiI neviHKku abo HUPOK

IocBin nikyBaHHS IallieHTIB 3 TOPYIIEHHSIMY I€YiHKOBOL Ta HUPKOBOI (PyHKIIiM BiACyTHiN. OCKiTbKH
OymecoHisl BUBOIUTLCS TOJIOBHUM YMHOM IIJITXOM IT€UiHKOBOTO MeTabo0Ii3My, MOXKHa 04iKyBaTH
MigBUIIEHHS €KCIIO3UIIi]l Y MAal[i€HTIB 3 TAXKKHAM IIUPO30M MEUYiHKH.

Tabnuus mo3yBaHHS

ITo3a (Mr) |O06’eM mikapcbKoro 3aco0y BymecoHnig AcTtpa3eHeka,
CYCIIeH3id [JIs1 PO3NUIEHHS

0,25 Mr/mn 0,5 Mr/mn

0,25 1 mm* -




0,5 2 MII -
0,75 3 MII -
1 - 2 MII
1,5 - 3 MII
2 - 4 M
4 - 8 M1

* Caid 0ogecmu 0o 2 ma 3a donomoz0t0 0,9 % co1b08020 po34duHy abo po34uHy 015 Hebyaali3epa,
ous. «IHCmMpyKuisa 3 BUKOPUCMAHHA MA NOBOOHCEHHA.

Cnocib 3acTocyBaHHSA

Bkaszisku u,000 npasuibHO20 3aCMOCY8AHHA NiKApCcbko20 3acoby bydecoHid Acmpa3eHeka cycneusii
015 PO3NUACHHSA

Bymeconin Actpa3eHeKa, CyCIIeH3iio 71 PO3MUIIeHHS, BOIUXAIOTh 3@ JOIIOMOT0I0 CTPYMEHEBOT0
HeOyraiizepa 3 Hacaakoo abo BifMOBIAHOI AUXaIbHOI0 MACKOIO.

BaxmnuBo, m06 malieHT auxaB CIOKINHO Ta piBHOMiIpHO Yepe3 Hacagky HeOynaii3epa, OCKilbKU
OymecoHin, TKu¥ BUKOPHUCTOBYIOTh y BUTJISIAI TiKapchKoro 3aco0y bymeconin AcTpa3eHeka, CyclieH3is
[JIs1 PO3NUIIEHHS, IOTPAIUISE B JIETEH] il 4ac BOUXY.

[Ticns iHransuil marieHTaM CIif TPOMUBATH POTOBY MTOPOXKHUHY BOMIOI0, 11106 MiHiMi3yBaTU pU3UK
opodapuHTeanbHOr0 KaHAUAO03Y.

IMPUMITKA! BaxxnuBo HaflaTH iHCTPYKIIil alieHTY/0OMiKyHy BMUBATH BOMOIO IIKipy 00/IUYYSs MicIis
3aCTOCYyBaHHS OUXaJIbHOI MacKH OJ1sl 3amo0iraHHs Mofipa3HeHHIo MIKipyu 06muyys.

He crig 3acToCcoByBaTH yIbTPa3BYKOBi HeOynali3epu, OCKiIbKY BOHU NOCTABISAIOTH MAIliEHTOBI IyxKe
HU3BKY 003y OymecoHiny. HeOymnaiizep Ta KoMnpecop (mpomeepHuit 6J10K) CIifl HalallTyBaTh TaKuM
YuHOM, 11100 OiNBLIICTE YACTOYOK PiOWHU, IKi JOCTABISIOTHCS, 3HAXOAUINCS V¥ MeXKax 3-5 MKM.

HocmimKeHHS in vitro mpogeMoHCTPYBaiy, 10 HeOynaiisepu Tuny Pari Inhalierboy, Pari Master Ta
Aiolos 3a6e3neuyioTh IOPiBHIOBAJIbHI N03U OyoEeCOHINY.

KinpkicTh OymecoHiny, 10 HOCTaBISETHCS MAIliEHTY, BapiloeThcs B Mexkax 11-22 % Bim mo3u, sSika
3aCTOCOBYEThCS B HeOynal3epi Ta 3a/eXKuTh Biff TakKux (HakKTOPiB:

- 4ac pO3NUJIEeHHS;
- 00’€M HAIIOBHEHHSI;

- TEexXHiYHi XapaKTepuUCTUKH KOMIIpecopa (IpormesiepHoro 6110Ky) Ta HeOyali3epa;



- OUXAJIbHUHN 00'€M IIAIli€HTa;

- 3aCTOCYBaHHA OuXaabHOI MacKu ab0 HacaaKH.

[IBupKiCTh MOTOKY MOBITPSA, KUY MIPOXOOUTDH Yepe3 HeOymai3ep, TakoxkK Mae 3HaueHHs. 11100
OTPUMATH MaKCUMAaJIbHY MOXKJIMBY H03y OyOeCOHidy, IIBUAKICTh TOTOKY MOBUHHA CTAHOBUTH 5-8 J1/XB.
O6’eM HamoBHEeHHS Mae 0yTu 2-4 M. [IoCTyIIHa [03a IS giTel 30iMbIIyeThCs 10 MaKCHMaIbHOI
IIJISTXOM 3aCTOCYBaHHS OMXANTbHOI MaCKH, SKa IIiJIbHO IIPUISATAE IO 00IrYYs.

[lepen TuM, K BiTKpPUTH OJHO030BUM KOHTENHED, HEOOXiTHO 00ePEKHO CTPYCUTH HOTO.

Kamepy HeOyrnalizepa He0OXigHO OYHUINATH IiCIs KOKHOTO BUKOPUCTaHHSA. [IpoMuiiTe KaMmepy Ta
Hacapky a00 gUxaJbHYy MacKy TEIJIOI0 IPOTOYHOI BOJOI0 T 3aCTOCOBYMTE M SIKOMIIOUUM MUIOUUHN
3acib.

PeTenbHO MpOMUITE i BUCYIIITh KaMepy IIIIXOM IPUENHAHHS J0 KOMIIpecopa abo moBiTponpuiiMaya.

I[uB. TaKOXK iHCTPYKIIil BUpoOHMKa HeOyai3epa.

[HCTPYKLIiA 3 BUKOPUCTAHHSA Ta IOBONKEHHS

BynecoHing Actpa3eHeka, CyCIeH3iI0 I PO3NUIEHHS, MOXKHA 3MilllyBaTU 3 PO3YUHOM HATpPil0
xmopupny 9 mr/mi (0,9 %) Ta/abo 3 po3unHamu g HeOymai3epis, AKi MiCTSATh TepOyTalliH,
canb0yTamor, GeHoTepoJI, alleTUILKUCTEIH, HaTpilo KpoMorikaT abo impaTpormito 6pomia. Cymit crig
BUKOpuUcTaTu npotsarom 30 XB.

HeBuxopucranui nikapchkuit 3aci6 abo 1#oro Bigxogu noTpiOHO yTUIi3yBaTH BiATIOBITHO [0
HallioHAJIbHUX BUMOT.

Himu.

Byneconin Actpa3eHeKa 3aCTOCOBYIOTH [iTSIM 3a ITOKa3aHHSAMHU (OuB. po3fgin «Iloka3aHHA» Ta
«Crocib 3acToCcyBaHHS Ta HO3U»).

Ilepedo3yeanHsi.

['ocTpe nepeno3yBaHHs CycHeH3il Ay po3nuneHHs bymecoHin AcTpa3eHeKa HaBiTh IPU
3aCTOCyBaHHI HaIMipHUX [103, HalliMOBipHiIle, He Oy[e CTaHOBUTH KJIiIHIYHO 3HAUYYIIOI ITPOOIEMH.
[Tpu TpuBasoMy 3aCTOCYBaHHI BUCOKUX 03 MOXKYTh BUHUKHYTH TaKi CUCTeMHi epeKTH
TIIOKOKOPTHUKOCTEPOI[iB, SIK TiepKOPTULM3M Ta IPUTHIYeHHS (PYHKIII HaAHUPKOBUX 3a/103.



ITob6iyHi peakuii.

YacToTa BU3HAYAETHCSA TaKUM YMHOM: AyxKe dacTo (=1/10); yacto (Big =1/100 go <1/10); HewacTo

(Bim =1/1000 mo <1/100); pimko (Bixm =1/10000 mo <1/1000); oyxe pimko (<1/10000).

Tabmuisg 1. TTo6iuHi peakilii miKapchbkoro 3acoby 3a cCTeMaMU OpraHiB Ta YacTOTOIO.

K 1acu cucmem

CKesilemHo-M’ 130801
ma cnoay4Hoi
MKAHUHU

. Yacmoma [Tob6iuHi peakuii

Op2aHis

THpexuii ma iHeasil [dacTo KaHaumo3 poTornoTKY, MHEBMOHIA (y nauieHTiB i3 XO3JI)

[TopyweHHs 3 60Ky |Pigko PeakIlil mMigBUILIEHO] YYTIUBOCTI HETAUHOTO Ta

IMYHHOI cucmeMu BiICTPOYEHOT0 TUIIY*, 30KpeMa BUCUIIaHHS, KOHTaKTHUMN
mepMaTHUT, KPOIIUB STHKA, aHTiIOHEBPOTUYHUY HaOpSK Ta
aHa(iaKTHYHA peakilis

[TopyweHHs 3 60ky |Pigko O3HaK{ Ta CUMIITOMHU CUCTEMHUX e(eKTiB

eHOOKPUHHOL KOPTHAKOCTEPOIZiB, 30KpeMa IIPUTHIYeHHS (PYHKIIi1

cucmemu HaJHUPKOBUX 3aJ103 1 3aTpUMKA POCTy**

[TopyweHHs 3 6oky [HedacTo KaTtapakTa***

Op2aHis 30py Po3MuTHi 3ip (OUB. TaKOXK po3min «Oco6auBOCTI
32CTOCYBAHHS»)

HeBigmoMo ['TaykoMa

TTcuxiuHi Heuacto [[PUBOKHICTD, Jempecis

NnopyuleHHA Pigko Hecnoxkiii, HepBO3HICTh, 3MiHU Y ITOBE[iHIIl (IepeBaxkHO y
miTedn)

Hesigomo [lopylIeHHs CHY, ICUXOMOTOPHA TilepaKTUBHICTD, arpecis

[TopyweHHs 3 6oky [HedacTo [TpeMop

Hepsosoi cucmemu

[TopyweHHs 3 60Ky [dacTo Karens, mogpa3HeHHs ropja

op2aHie OUXAHHA,

epyoHoi kaimku ma |Pigko BporxocnasM, guc(hoHis, 3aXpUIITiCTh

cepedoCmiHHA

[TopyweHHs 3 60ky |Pigko CuHIri

wWKipu ma

niowkipHoi

K/AIMKOBUHU

[TopyweHHs 3 6oky [HedacTo M’308Bi cria3mu

* Tlompa3HeHHs MIKipu 006/TMYYs, JUB. HUXKYE.

** CrocyeThes «[lemiaTpuyHOl MOMyIALil», IUB. HUXKYE.

*k* TTus. po3nin «IlopyureHHS 3 00Ky OpraHiB 30py» HUXKYE.




[HOMi TpM 3aCTOCYBaHHI iHTANAIINHNX TTIIOKOKOPTUKOCTEPOIMNIB MOXKYTh 3’ IBJISTACS 03HAKU YU
CUMIITOMH MMOGIYHUX e(eKTiB CHCTEMHMX TJIIOKOKOPTUKOCTEPOIMiB, 1110, HMOBIpHO, 3a/IeXKUTh Bifl 103H,
Yacy eKCI03ullil, CyIyTHLOTO Ta IOIEPEeNHbOT0 BIJINBY KOPTUKOCTEPOIMIB, a TAaKOXK iHAUBIAyaNbHOl
YYTJIABOCTI.

HopymeHH;{ 3 6OK§Z lMyHHOI CUCTEMH

[HOMi, KON 3aCTOCOBYBaBCS HeOyai3ep 3 AUXabHOI0 MaCKOI0, TIOBIIOMIISITIOCS IIPO TaKy peakiliio
IiABHUINEHOI YyTIMBOCTI, SIK IOIPa3HeHH MKipu o0nuyys. [I1s 3amobiraHHs Moapa3HeHHIO MicIs
3aCTOCYBaHHSI MaCKHU CJIifi YMUBATUCS BOHOIO.

[HdexkIril Ta iHBa3ii

Yepes pu3uK KaHAUOO3HUX iHGEKIIiM POTOBOI IOPOXKHKHY Ta ropJja MallieHT Ma€ OIMOJIiCKyBaTh
POTOBY TTIOPOKHUHY BOIOIO0 MiCIIs KOXKHOI iHTanmsIril.

[TopyieHHs 3 60Ky OpraHiB 30py

Y nnane60-KOHTPOILOBAHUX NOCIIIIXKEHHSIX ITOBIMOMIISIIOCH, 110 KaTapakTa € He4acToio I00iYHO0
peaxtiieio i y rpymi mnaie6o.

[IcuxiyHi MOPYIIEHHS

B 00’emHaHuX DaHUX KITiHIYHAX gocmigxkeHb 13119 namieHTiB oTpuMyBany iHTangminHuy OyoecoHin
Ta 7278 matlieHTiB - nmnane6o. YacTtoTa TpuBOKHOCTI cTaHoBuna 0,52 % mpu 3acToCyBaHHI
inransiiiHoro 6ymeconigy Ta 0,63 % - mmane6o; yactora memnpecii cranosuia 0,67 % mpu
3aCTOCyBaHHI iHransuiiHoro 6ymeconiny Ta 1,15 % - mnane6o.

[lemiaTpryHa MOMYIALA

Yepes pu3uK 3aTPUMKU POCTY V AiTEH CHif peryispHO KOHTPOJIIOBATH IIapaMeTPH POCTY (OUB. PO3Min
«OCc00IUBOCTI 3aCTOCYBaHHS»).

[ToBimomeHHs PO Mimo3poBaHi mo6iYHi peakirii

[ToBimoMnenHs npo mobiuHi peakilil micnis peecTpariii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle mae 3MOry IPOBOOUTHA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBAHHI LIbOT'O
JiKapchbKOro 3aco0y. MeguyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaKOX MalieHTam abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiTOMJISITH TIPO YCi BUTIAAKHU Ii03PI0OBaHUX IMOOIYHUX Peakllii Ta
BifICyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpMalliliHy CUCTEMY 3
(dhapMakoHarnsAmy 3a MocunaHHAM: https://aisf.dec.gov.ua.



https://aisf.dec.gov.ua

Tepmin npudamuocmi.
24 micsii.
BukopucraTté mpoTaroMm 3 MIiCSIIB IiCNIs BIIKPUTTSI KOHBEPTIB 3 (POJIBTH.

ZAKI0 BUKOPUCTAHO uile 1 MJI CyCIeH3il, pelTa CyCleH3il Bxke He € CTePUJIbHOIO, 1 11 CITif HeraHo
YTUIi3yBaTH.

YMmoBu 30epiranus.

30epiratu npu TeMmepatypi He Buile 30 °C. He 3aM0OpoXKyBaTH.
30epiratu y HEJOCTYIIHOMY IJIST OiTeH MicCIi.

KonTteltHepu ciif 30epiraT y BepTUKATbHOMY MTOI0KEHHI.

30epiraTu KOHTENHEPHU Y KOHBEPTi 3 GOJIbIY IS 3aXUCTY Bif Aii cBiTyA.

HecymicHicTsb.
CycneHsito ansg po3nuneHHsa bymecoHig AcTpa3eHeKa He CITifi 3aCTOCOBYBaTH pPa30M 3 iHIIUMU

nmiKapchbKUMU 3aco0aMu, KpPiM THX, IO 3a3Ha4eHi B «IHCTPYKIIii 3 BUKOPUCTAHHS Ta IIOBOMKEHHS»
(ouB. po3min «Crocib 3acToCyBaHHS Ta HO3U»).

VYnakoBkKa.

[To 2 M7 B KOHTeNHEPI 3 IIJIACTUKY; 10 5 KOHTENHEePiB, 3'€MHaHUX Mixk c00010, Y KOHBEPTI 3
aJmoMiHieBol (GOIBIY; M0 4 KOHBEPTH Y KaPTOHHIN KOPOOITi.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHUK.

Actpa3eneka AB/AstraZeneca AB.

Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOT0 Tis/TbHOCTI.



®opckapraran 18, Comepran’e, 151 36, Bemisi/Forskargatan 18, Sodertalje, 151 36, Sweden.



