BpaxoByroun 0coOJIMBOCTI 3aKOHOAABCTBA 3 PEECTPAIIii JTIKAPCHKHUX 3ac001B B YKpaiHi,
3aTBepKeHi MiHICTepCTBOM OXOPOHHM 3/I0pOB’sl YKpAiHU IHCTPYKUIT A1 MEMYHOTO 3aCTOCYBAaHHS
JKapChKUX 3ac00iB, 3apeecTpOBAHUX B YKpaiHi, MOXKYTh JISIIO BIAPIZHATHCS BiJl YNHHUX
IHCTPYKILIH A0 3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, 3apeecTpoBanux B €C.

Sxmo Bam craio BijoMo npo BUHUKHEHHS 0014HOT peakiii y Bac abo 6mu3bpKkoi moauau, abo mpo
BHITQJIOK BIJICYTHOCTI €(eKTy Bij Oyab-sIKOTO 3 MPOIYKTiB KoMIaHii Actpa3eHeka, Oy/ib jJacka,
nosizomre 1po e 10 TOB «Actpa3eneka Ykpainay y 0uH 13 HaBeJeHUX HIXK4Ye crioco0iB. e
MO>KJIUBO 3ilcHUTH 3a TenedgoroM: +38 050 382 99 89 abo eneKTPOHHO MOIITOIO
PatientSafety.Ukraine@astrazeneca.com Tako, BU MOKETE MOBIIOMUTH HaM JIaHy iHGOpMAIIito 3a
nocwtanHsM: https://contactazmedical.astrazeneca.com/content/astrazeneca-champion/ua/uk/amp-
form.html (BuGepiTh MOBY Ta ONIIiFO- «IIOBIJOMHUTH MPO TOOIYHY PEAKIIIIO»).

In reliance on the effective medicines’ authorization legislation in Ukraine, the instructions for
medical use approved by the Ministry of Health of Ukraine for the authorized medicines might be
partially different from the valid instructions for medical use of medicines authorized in the EU.

If you or your relative have experienced an adverse reaction or absence of the effect on any of
AstraZeneca's products, please notify AstraZeneca Ukraine LLC in one of the following ways. This
is possible by phone: +38 050 382 99 89 or by e-mail PatientSafety.Ukraine@astrazeneca.com
Also, you can tell us this information at:
https://contactazmedical.astrazeneca.com/content/astrazeneca - champion/en/en/amp-form.html
(select a language and an option "report an adverse reaction").

3ATBEP/IKEHO

Haxa3 MinicrepcTBa oXxoponun
310pOB’A YKpaiHu

25.05.2021 Ne 1032
PeecTpaniiine mocBigueHHst
Ne UA/5552/01/01

Ne UA/5552/01/02

IHCTPYKIIA
AJIS1 MEINYHOI0 32CTOCYBAHHS JiKAPCHKOr0 3aC00y

MYJIbMIKOPT
(PULMICORT®)

Cknao:

oiroua peuosuna: 6yneconin (budesonide);

1 M1 cycnensii it po3nwiieHHs MictuTh 0,25 Mr a6o 0,5 Mr OyecoHiny;

O0ONOMINCHI pedosuHU . HATPIIO XJIOPUJI, HATPIIO IUTPAT, TUHATPIIO enerar, noxicopdbar 80, kuciora
JIMMOHHA 0€3BOHA, BOAA I 1H €KIIIH.

Jlikapcbka dopma. CycrieH3is 171 pO3MIIICHHS.
OcHosHi @izuko-ximiuHi énacmusocmi. CyCIEH31s, 10 JIETKO PeCyCHeHIy€eThCs, 0170r0 abo Maiike

oi10ro KOJIbOPY, HAaITOBHCHA B O,I[HO,Z[OBOBi KOHTCﬁHCpH 3 INIACTHUKY.

@dapmakoTepaneBTHYHAa rpyna. [HramsmiiHi 3acobM, MO0 3aCTOCOBYIOTHCS JJIsl JIIKYBAaHHS
OOCTPYKTHBHHX 3aXBOPIOBAHb MUXATbHUX NUIAXiB. [ mokokoptukoinu. Kox ATX RO3B A02.

Dapmakonoiuni enacmueocmi.
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Dapmarxoounamixa.

MexaHi3m aii

BynecoHiz € rIroKOKOPTUKOCTEPOiIOM 13 CHIIBHOIO MICIICBOIO TTPOTHU3ANIATBHOIO JTI€H0.

Tounuii MexaHi3M [ii TJIIOKOKOPTHUKOCTEPOIAIB Yy JIKyBaHHI OpOHXIalTbHOI acCTMH OCTATOYHO HE
3’sicoBaHMi. IMOBIpHO, BaXXJIMBY pPOJIb BIIITPAIOTh TaKi MPOTHU3aNalIbHI €PEKTH, SK MPUTHIYCHHS
BUBUJIbHEHHSI MEJIaTOpiB 3amaJieHHs] Ta NPUTHIYEHHS OIOCEPEIKOBAHOI IMTOKIHAMHM IMYHHOI
BIAMOBiMl. AKTUBHICTh OYyJECOHIAY, BH3HA4YCHA 3a CIIOPIJHEHICTIO 3 TIFOKOKOPTHKOCTEPOIMHUMHU
perientopamu, TpubIN3HO y 15 paziB OiIbIa, HIXK Y PEAHIZ0JIOHY.

KrinigyHa eeKTUBHICTh

BynecoHia 4yuHUTE MpOTU3ANAIBHY i, KA MPU3BOJUTH J0 3MEHIICHHS OpOHXiaabHOI 00CTpYyKIIii
K Ha paHHbOMY, TaK 1 Ha MI3HBOMY e€Tami ajepriuyHoi peaxuii. BynecoHin 3HHMXKy€e aKTUBHICTbH
rictTaMiHy Ta METaxoJIiHy B MAIIEHTIB 13 TIMEPAKTUBHICTIO TUXAIBHUX MUIAXIB.

JlocnmipkeHHsT TPOJIEMOHCTPYBAM, 10 YMM paHIlle BiJl MOYATKy Hamagay OpOHXialbHOI acTMu
MMOYMHAETHCS JIIKyBaHHS OyI€COHIIOM, TUM Kpamioro (pyHKI[iOHYBaHHS JIETeHb MOXHA OYiKyBaTH.

JlaH1 KJIiHIYHO1 Oe31eKn

Bnaue na kxonyenmpayiro kopmuzony  niasmi Kpoei.

Y IOCHiKeHHSIX 32 y4YacTIO 3J0POBHX JOOPOBOJBIIB MPU 3aCTOCYBaHHI JKapChbKOTO 3aco0y
[Tynmemikopt TypOyxayep crocTepiraioch J0303alie)KHE 3MEHIICHHSI PIBHS KOPTH30JIy B TUIA3Mi
KpoBi Ta ceul. [Ipu 3actocyBanHi y pekomennoBanux nozax [lymemikopt TypOyxanep cnpudusse
CYTTEBO MEHIIUI BIUTUB Ha (PYHKIIIIO HAJIHUPKOBUX 3aJ103, HIXK MPEAHI30JI0H y 1031 10 mr, mo Gyio
MIPOJIEMOHCTPOBAHO TeCTaMU Ha aJIpeHOKOPTUKOTporHui ropmoH (AKTT).

Himu

Kniniuna e eKTUBHICTE IPY OPOHXIaIbHIN acTMI

EdextuBHicTh cycnensii mist po3nuieHHs [lyapbMiKOpT BUBYAIU Mif 4ac YUCIEHHUX JOCIHIKECHb,
SK1 TIPOIEMOHCTPYBaJIM €(EKTUBHICTD JIIKaPCHKOTO 3ac00y MPH 3aCTOCYBAaHHI OJMH YH JIBa Pa3d Ha
o0y NS JTIKyBaHHS MEPCUCTYI0U0i OpOHXiadbHOI acTMHU y JOpociux Ta AiTed. Hukde HaBemeHo
KUTbKa MPUKJIIAJIiB PEIPE3CHTATUBHUX JTOCIIKEHb.

VY nite#r BikoM Bia 3 pokiB mpu 3acTocyBaHHI 103 10 400 MKr Ha 100y CHUCTEeMHHX €(EKTiB HE
cnoctepiraiocs. Ilpu no3ax 400-800 Mkr Ha 100y MOXYyThb BHHHMKATH OlOXIMIYHI O3HAKU
CHUCTEMHOI'O BIUIMBY, TOAl AK INpH JT000BUX J03aX, 110 NepeBUIyloTh 800 MKI, Taki O3HAKH €
nompeHuMH. Ls iHpopmais crocyeTbes Jgikapebkoro 3aco0y IlynbMiKopT, sIKUil 3aCTOCOBYIOTH Y
(dbopMi cripero IS 1HTaJIAIN Ta HOPOIIKY JJIs IHTaJIsLIH.

BbponxiagpbHa acTma, Tak camMO SIK 1 3aCTOCYBaHHS IHTASIIMHUX KOPTHKOCTEPOiliB, MOXKeE
CIPUYMHATH 3aTPUMKY pocTy. OOMekeH1 J1aHi TOBrOCTPOKOBUX JOCITIJKEHb CBIYaTh MPO Te, 110
OUIBLIICTh JITEH Ta MIJUNTKIB, SIKI OTPUMYBAJIH TEpaIlilo IHraIALIHHUM Oy/I€COHIIOM, Yy KIHIIEBOMY
HiCYMKY JOCSTaJd IUIBOBOTO 3pOCTy B AOpocioMy Billi. OfHaK CIOCTEPIra€ThCsi MOYaTKOBE
HEBEJMKE, ajle MUHYILE 3HI)KEHHS TeMIIB pocTy (mpubnusHo Ha 1 cm). 3a3Buyail 11e Bi10yBa€eThCS
IPOTSTOM IEPILIOTO POKY JIKyBaHHS.

EBpouxianvna acmma gizuunozo naeanmasicenHs
[nransmiitna Tepanisa OyaecoHiioM edekTrBHA Ui MPOPITAKTUKHA CUMIITOMIB aCTMH, CHPUYHMHEHOT
(b13MYHUM HaBaHTAXXEHHSM.

KiiHiyHe 3aCTOCYBaHHS: 3ar0CTPEHHS XPOHIYHOTO OOCTPYKTHBHOTO 3aXBOpIOBaHHsI jiereHb (XO3J1)
Jlexinbka JOCHIPKEHb OyJECOHiMy, CyCIeH3il i po3muieHHs, B 1031 4-8 wMr/moly
MPOJAEMOHCTPYBAIN €(EKTUBHICTD Yy JiKyBaHHI 3aroctpeHb XO3J1.

EdexTuBHicTs OyaecoHiny OyJio OLIHEHO Yy BIAKPUTOMY PpaHAOMI30BAHOMY MOpPIBHSUIBHOMY
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JOCII/DKEHHI 3a ydYacTio 78 TocmiTaimizoBaHMX TaIrieHTiB 13 3aroctpeHHsmu XO3JI y nBox
napaJielIbHUX TpyIax, siki 3aCTOCOBYBaJIM OyIecOoHia, cycrensito i posnwieHHs, (N = 37) B no3i
4 mr/moby (2 Mr nBidi Ha 700y) a00 BHYTPINIHBOBEHHY 1H(QY31I0 MPEAHI300HYy B 1031 120—
180 mr/no6y (n = 41) npotarom 7-14 ni6. Y mami€eHTiB, 5IKi 3aCTOCOBYBaJU OyJECOHI/, CYCIEH31I0
JUISL PO3MHJICHHSI, a00 MPEeIHI30JI0H, CIIOCTEpiragocss MmoaiOHe IMOKpaIleHHs MOKa3HUKIB 00’ eMy
¢dopcoBanoro Buauxy 3a mepmy cekyHay (O®PBIl), nacuueHHS KpOBI KHUCHEM, BUMIpsSHE 3a
J0moMororo mysibcokcumerpii (SpO2), ta cummromis (Tect s ouinku XO3JI — COPD Assessment
Test™ (CAT)).

Y 6ararorneHTpOBOMY PAaHIOMI30BAHOMY KOHTPOJIHOBAHOMY IMPOCTOMY CIINIOMY JOCHTIKEHHI 3a
ydacTio 471 narienTa i3 3aroctpenssM XO3JI npusHavdanim OyaecoHi I, CyCIIeH3110 I PO3MUIICHHS,
B 71031 6 Mr/no0y (rmo 2 Mr Tpuui Ha 100y) a00 BHYTPIIIHHOBEHHY iH €KIIIF0 METHINPEAHIZ0I0HY
(40 mr/no6y) mpotsirom 10 xi6. Kiiniuna edekTuBHICTH OYAE€COHILY, CYCIIEH31T A PO3NUIICHHS, Y
MOPIBHSHHI 13 CHCTEMHHM METHIIIPEAHI130J0HOM, BuMipsHa 3a ODB1, mapmiansaum tuckom CO2 B
kpoBi (PaCO2) ta cumnromamu (Tect CAT), Oyna mopiBHSHHA, TOJI SK MOKA3HUKHU MapIiaibHOTO
tucky O2 B kpoBi (Pa02) npogeMoHCTpyBaiu OiIbIIE MOKPAIIEHHS B TPYIi METHIIIIPEIHI30JIOHY .

VY moABiiiHOMY CHIIIOMY paHAOMI30BaHOMY IUTAlE00-KOHTPOIHOBAHOMY JOCIIIKEHHI 32 y4JacTio
199 maunienTiB 13 3aroctperHsM XO3JI 3actocoByBanu OyAecoHid, CyCHEH31I0 A POMUIICHHS, B
1031 8 mr/no0y (o 2 mr 4 pasu/no0y, (N = 71)) ado 30 Mr nepopasbHOTO NPEAHI30J0HY KOXKHI 12
roguH (n = 62) abo miane6o (n = 66) nporarom 3-x 1i6. [TokpamieHHsT MOCTOPOHXOJITUYHOTO
O®BI1 y nopieasHHI 3 wiane6o cranoBwio 0,10 i s Oyaeconimy Ta 0,16 1 s npeaHi30IO0HY;
PI3HULIA MK TPYIIaMU aKTUBHOTO JIIKYBaHHS He OyJia CTaTUCTUYHO 3HAYYIOr0. YacTKa MaiieHTiB 3
KIIHIYHUM TOKpameHHsIM noctOponxomitnanoro O®B1 wve menme nixk 0,15 n1 Oyna Bumon B
rpyii Oyaeconiny, cycnensii aist posnwieHss (34 %), i B rpymi npeaHizonony (48 %), Hix y rpymi
rtane6o (18 %). BigmiHHOCTI OynM CTaTUCTUYHO 3HAYYIIMMH 11 000X TPy aKTHBHOTO JIIKYBaHHS
y nopiBHsAHHI 3 Tiae6o (p < 0,05), aje He Mk rpylaMu aKTUBHOTO JIIKYBaHHS.

KniniyHe 3acTOCyBaHHS: KPYII

VY HU3LI JOCHIKEHb 3a YYacTIO JITeH 13 KpynmoM MOPIBHIOBAIM TEPAIilo JIIKAPCHKUM 3aCO00M
[TynbmikopT Ta mamedo.

[Mpuknagn penpe3eHTaTUBHUX MOCITIKEHb, Y SKAX BUBYAIHM 3aCTOCYBAaHHS JIIKapChKOTO 3aco0y
[TynpMiKOpT JUIst TIKYBaHHS AiTeH 13 KPyIOM, HaBEECHI HIKYE.

Egexmusnicmo 3acmocysanusn oimsam i3 Kpynom 1e2koi ma nomipHoi msickocmi

3 METOI BU3HAYUTH, YU Mae€ JiKapchbkuil 3aci0d IlynbMIKOPT MO3UTHBHMI BIUIMB Ha CHMIITOMH
KpYIly Ta YM CKOpPOUYYy€e TaKe JIKYBaHHS TPUBAIICTh rOCHiTali3alii, OyJ10 MPOBEACHO paHI0Mi30BaHe
MOABIMHE CIITe MIaned0-KOHTPOIhOBAaHE JAOCTIHKEHHS 3a y4yacTio 87 miTeil (BIKOM Bij 7 MICSIIIB
10 9 pokiB), Aki OyiaM TOCHITali30BaHi 3 KIIHIYHUM J1arHO30M KpyH. YYacHUKH OTpUMAaNU
MOYaTKOBY 103y Jikapcbkoro 3aco0y I[lymemikopT (2 mr) abo miane0o 3 MOAABIIUM BBEICHHSIM
no3u Jjikapcbkoro 3aco0y Ilynasmikopt 1 Mr abo mnane6o kokHi 12 roaun. Jlikapcbkuii 3aci6®
[TynbMIKOPT 3a CTATUCTUKOIO 3HAYHO MOKPAIyBaB MOKa3HUKU OI[IHKM CHMIITOMIB Kpyiy depe3 12 i
24 roauHM, a TaKOX 4epe3 2 TOAMHU y MAI€HTIB 3 MOYaTKOBOKO OIIIHKOIO CHMIITOMIB KPyIy Ha
piBHI Bule 3 6aniB. TpuBamicTh rocmiTaiizaiii Takox ckopouyBanacs Ha 33 %.

Egexmuenicmo 3acmocysanus 0imsam 3 NOMIDHUM § MANCKUM KPYNOM

3 MeTol0 MOpIBHAHHS €(EeKTUBHOCTI Teparlii JikapcbkuM 3acoboM [lynbMikopT Ta miaanebo Oyio
MIPOBE/ICHO PaHAOMI30BaHE IO/IBiIfHE CITile Iiane00-KOHTPOIhOBaHE JAOCHTIHKEHHS 33 y4acTio 83
HEMOBJIAT 1 JiTed (BikoM Big 6 MicsmiB 10 8 pokiB), sfiKi OyaM TrocmiTaiizoBaHi 3 KIIHIYHUM
miarHo3oM kpyt. IlamienTn oTpuMyBamu sikapchkuit 3aci6 IlyneMikopT y mo3i 2 mMr abo miamne6o
KOXxHi 12 ronuH mpotsrom He Oinbiie 36 ToauH abo 0 MOMEHTY BUIUCKU. 3aradbHHUI Oall OIliHKA
CUMITOMIB KpyIy BU3Ha4allu Mepes] BBeAeHHAM JdikiB 1 uepe3 0, 2, 6, 12, 24, 36 1 48 roaux micis
BBEJICHHA I0YaTKOBOi a03u. Yepe3 2 roaumHu y Trpynax Jikapcbkoro 3aco0y IlymbmikopT Ta
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manedo BiJ3HAYAIN OHAKOBI MOKPAICHHS OLIHKKA CUMITOMIB KpyITy 0€3 CTaTUCTUYHO 3HAYYIIO1
pi3HuIi Mixx rpynamu. Uepes 6 TOJUH OI[iHKa CUMOTOMIB KPYITy B IpyIi 3aCTOCYBaHHS JIKapChKOTO
3aco0y Ilymbemikopt Oysia CTaTUCTUYHO 3HAYHO KPAIIOIO, HDK y TPyMi 1ianedo, 1 1me MOKpaneHHs
MOPIBHSHO 3 TIae6o0 Oys0 0THAKOBO OYEBHIHUM TAaKOX 4yepe3 12 i 24 ronuHu.

Dapmakokinemuxa.

Abcopoiis

VY nmopocnux CHUCTEMHa JOCTYMHICTh OYIECOHIMy Micisl 3aCTOCYBAaHHS CYCHEH3ii Ui iHTrassmii
[TynbpMikopT 4epe3 CTpyMEeHEeBHiIl HeOyraizep cTaHOBUTH MpUOIU3HO 15 % HOMIHAJIBHOI 03U Ta
40-70 % no3wu, BBeeHO1 namienTy. He3nauna yacTiHa i€l KIBKOCTI 00yMOBIIEHAa BCMOKTYBAaHHSM
JKapcbKoro 3aco0y, 1o OyB MPOKOBTHYTHH. MakcumalibHa KOHLIEHTpALs y IJ1a3Mi J0CITraeTbes
npubmm3Ho yepe3 10-30 XBUIIMH MICIIs MOYATKY PO3MUIICHHS Ta CTAHOBUTH NPUOIU3HO 4 HMOJIB/I
IiCJIsA 3aCTOCYBAHHSA 103U 2 MT.

Po3znooin
006’em po3noniny OyaecoHIAy CTaHOBUTH MPUOIHM3HO 3 JI/KT. 3B’ A3yBaHHS 3 OLIKaMU IJ1a3MU KPOBI
— B cepenapomy 85-90 %.

Memabonizm

Byneconin mignaerbes 3naqaOMy (~90 %) MeTaboIi3My MEpIIOTro MPOXOHKEHHS Yepe3 MEYiHKY 10
METa0OMITIB 3 HHU3BKOK TIFOKOKOPTUKOCTEPOIJHOK aKTHBHICTIO. [ JIIOKOKOPTHKOCTEPOIIHA
aKTHBHICTb OCHOBHHX MeETa0oMdiTiB, OB-rigpokcuOynecoHiay Ta 160-TigpOKCHUIIPEIHI30I0HY,
CTaHOBUTh MeHIIe HiX 1 % akTuBHOCTI OyaecoHimy. Mertabomnism OyaecoHiny BiIOyBaeThCs
nepeBakHO 3a ydactio CYP3A, o HajuexxuTs A0 miApoauHu uToxpomy P450.

Buseoenns

MeTtabomnitu OynecoHily BUBOAATHCS MEPEBAKHO HUPKAMH Y HE3MiHEHIN a00 KOH toroBaHii (hopmi.
Byneconin y He3MiHeHill opMi B cedi He BUSABISETHCA. Y 3A0POBUX JOPOCITUX 3a3BUYAl BUCOKHUN
CUCTeMHHUI KiipeHc OyaecoHimy (mpubmuszno 1,2 11/xB.), a KIHUEBUW Mepioj HamiBBUBEICHHS
OyJecOoHIy IIiclsi BHYTPINTHROBEHHOTO BBEICHHS B CEPEIHBOMY CTAHOBUTH 2—3 TOIMHH.
dapMakokiHeTHKa 0yIeCOHIIy MpONopIliiiHa /1031 IPU 3aCTOCYBaHHI Y KIIHIYHO 3HAYYIINX J03aX.

JIiHi}HICTh/HENIHINHICTD
Kineruka Oyneconiny npomnopiiiiiHa 1031 Ipy 3aCTOCYBaHH1 y KJIIHIYHO 3HAUYIIHX /103aX.

dapmakokigeTrnyHe/hapMaKoAMHAMIYHE CHIBBLUIHOIIEHHS

iTH
VY niteit BikoM 4-6 poKiB, XBOpPHX Ha OpOHXiaJIbHy acTMy, CHCTEMHHU KJIpeHC OyIecoHimy
craHoBUTh npubmuzHo 0,5 n/xB. Kumipenc y gireit (Ha 1 xr macu Tina) mpubmuzno Ha 50 %
MEPEBUILYE KIIPEHC y Jopociaux. Y MiTell, XBOpuX Ha OpOHXIaJbHY acTMy, NEpPiOj] OCTATOYHOIO
HaMiBBUBEICHHS OYy/IECOHITy MICIs IHTANALIl CTAaHOBUTH NMPUOIU3HO 2,3 roaunu. [Ipubnan3Ho Takwuii
caMHil IOKa3HUK CIIOCTEPIraeThbes y 3I0POBUX JOPOCIUX. Y MAlll€EHTIB BIKOM 4—6 pOKiB, XBOPHUX Ha
OpoHXiaJIbHy acTMY, CHCTEMHA JIOCTYNHICTh OYJECOHITy Micis BBEAEHHS CyCIHeH3ii /Ui IHrasamii
[TynemikopT yepe3 crpymeneBuil HeOynaiizep (Pari LC Jet Plus® 3 xomnpecopom Pari Master®)
CTaHOBHUTH MpPUOJIM3HO 6 % HOMIHAJIBHOI 103U Ta 26 % 103H, AocTaBieHoi maimieHTy. CuctemMHa
JIOCTYIHICTD y JiTeld MPUOIM3HO BABIUI HIDKYA, HDK Y 3J0POBHX JIOpOCTHX. Y niTeil BikoM 4—6
POKIB, XBOpPHUX Ha OpOHXiallbHY acTMy, MaKCHMaJlbHa KOHIIEHTpALlis Yy IUIa3Mi KPOBI JOCITAEThCS
npotsaroM 20 XBWJIMH MICS MOYATKYy PO3MIJIEHHS Ta CTaHOBUTH MPHOIN3HO 2,4 HMOJB/N Micid
3aCTOCYBaHHA 403U | MT.
[Tokaznuku excrno3uuii 0yaecoHiy (Cmax Ta AUC) micas 3acTocyBaHHS OJHOPa3oBoi 103U 1 Mr
IUIIXOM PO3MHICHHS y JiTe BIKOM 4—6 pOKiB € TOpPIBHAHHUMHM 3 TaKUMHU TOKa3HUKAMHU Y
3IOPOBHUX JIOPOCIHX, SKI OTPHUMYBAJIM TaKy caMy IOCTaBIIeHY /03y OYIECOHiNy depe3 TaKy XK
CHCTEMY PO3IMUJICHHS.
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dapmakoKiHETHKa OyJECOHIy B TAIlIEHTIB 3 MOPYIICHHSIM (YHKIIi HUPOK HeBimoma. Brus
OyJecoHi Ty MOXKe OYTH TiABUIICHUM Y TMAII€HTIB 13 3aXBOPIOBAHHAM MECUIHKH.

Kuiniuni xapakrepucTuku.
Ilokaszanns.
Jlixapcekuit 3aci6 [TyabMikopT, cycrieH3is s po3NHICHHS, TOKa3aHUi MalieHTaMm 3:
¢ OpOHXIAIEHOIO aCTMOIO;
® 3aroCTPEHHSM XPOHIYHOTO OOCTPYKTHBHOTO 3aXBOPIOBAHHS JIET€Hb B 0CI0 0€3 03HAK rocTpoi
JNXaJbHOI HEJOCTATHOCTI;
® JIyXe TSHKKHAM IICEeBJIOKPYIOM (IMiA3B’ I3KOBUM JIAPHUHTIT), 10 OTpeOy€e rocmiTami3aii.

s mikapchka Gopma migxoauTh IS TAIll€HTIB, SKUM CKJIaIHO BUKOPHUCTOBYBATH TaKi MPUCTPOI, 5K
aepo30JIbHUIN 200 TOPOIIKOBUM THTAJISTOP AJIsE BBEJECHHS JIIKapChKOTO 3200y .

Ilpomunokazanuna.
[linBuIIeHa YyTIMBICTH A0 JIF0Y0i PEYOBHHH a00 OYJb-AKOi 3 JOIMOMDKHUX PEUYOBHH JIIKAPCHKOTO
3aco0y [TynemikopT.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63aAcMO0Ill.

Mertabonizm OyaecoHiny B mepuly 4epry omocepenkoByeThes aiero pepmenty CYP3A4. Orxe,
3aCTOCYBaHHS 1HTiOITOpIB IbOTO ()EPMEHTY, TAaKUX SK KETOKOHA30J, ITpaKOHA30J Ta iHTi0iTOpH
npoteazu BIJI, Moxxe mpu3BecTH 10 301IBIIEHHS] CHCTEMHOI €KCIO3HIii Oy/IeCOHIAY B KiJibKa pa3iB
(muB. po3ain «OcobnuBocTi 3acTocyBaHHs»). OCKUIBKM JaHi LIOJI0 PEKOMEHMAIll 3 J03yBaHHS
JKapChbKUX 3aco0iB  BiJICYTHI, TakMX KOMOIHAIiil ciix yHHKAaTdH. SIKIIO IIbOTO YHUKHYTH
HEMOJKJIMBO, TO MEPI0Jl M1k 3aCTOCYBaHHSM JIIKApChKUX 3aC001B MOBUHEH OYyTH SIKOMOTA JIOBIINM, a
TaKOX MOXHA PO3TIITHYTH MOXKIIMBICTh 3MCHIIICHHS 03U OYJICCOHITY.

OOMexeHl NaHi IMOJO0 3a3HAYCHOI B3a€MOJIi 3 BHUCOKHUMH J03aMH IHTAALIMHOTO OyaeCcOoHITy
JIEMOHCTPYIOTh, IO NP CYIYTHOMY 3aCTOCYBaHHI iTpakoHa30iy B 7031 200 Mr oJiuH pa3 Ha JIeHb
BBEJICHHS IHTASIIIHOTO OymecoHimy (omHopazoBa no3a 1000 MKT) MpU3BOIUTE O CYTTEBOTO
MiBUIICHHS KOHIIEHTpALlli peUOBUHU Y TU1a3Mi KpoBi (B cepeqHboMY B 4 pasu).

3011bIIEHHS TUIA3MOBUX KOHIEHTpALil Ta MiJBUILEHUH eQeKT KOPTUKOCTEPOINiB CIIOCTEPIraloThCs
y KIHOK, SIKI TaKOX OTPUMYIOTh €CTpOoreHu abo mnepopajbHi KOHTpauentuBu. [Ipore xoaHux
ICTOTHMX 3MiH He OyJl0 BIJ3HaU€HO TpU CYNyTHbOMY 3acCTOCyBaHHI OyJecoHigy Ta
HU3bKOJI030BaHMX KOMOIHOBAaHUX MEPOpPaTbHUX KOHTPALIEITHBIB.

OckinbKH (YHKIIIS HaJHUPKOBUX 3aJl03 MOXKE OyTH IpUTHIYeHa, Mpo0da Ha CTUMYJISALII0 CeKperil
AKTT, mpu3HaueHa JuIsl A1arHOCTHKH Tirmogi3apHOi HEIOCTaTHOCTI, MOXe MOKa3aTH MOMUIKOBUH
pe3yabTaT (HU3bKi 3HAYEHHS).

Ocobnueocmi 3acmocyeanns.

3acanvua ingpopmayia

Byneconin He nmpu3HaYeHUH 7S MIBUAKOTO IMOJIETIIEHHS MOCTPUX HamaaiB OpOHXI1adbHOI acTMH Y
BUMAJKaX, KOJM BUMAraeTrbCsi 3aCTOCYBaHHA  IHTALIMHMX  OpPOHXOJITHUYHMX  3aco0iB
KOPOTKOTPHUBAJIOT Jii.

[MarieHTiB CNiJT MOMIEPEAUTH TTPO HEOOXIHICTh 3BEPHYTHCS JI0 JIKaps, SKIIO e(eKT Bij JIKyBaHHS B
LIJIOMY 3MEHUIY€ThCS, OCKUIbKM TOBTOPHI IHTANALII MPU TSHKKUX Hamajax acTMHM HE TOBUHHI
3aTpUMyBaTH TMOYATOK IHINOI BaXJIMBOI Tepamii. Y pas3i pi3KOro MOTIpLIICHHS CTaHy JIKyBaHHS
HEOOXiTHO JIOTIOBHUTH 3aCTOCYBaHHSM TI€POPATBHUX KOPTHKOCTEPOINiB TMPOTATOM KOPOTKOTO
nepiomy.

Ilepexio 3 nepopanbHux KOpMUKOCcmepoioie
OcobnuBa yBara HeoOXiJHa MpU JIKyBaHHI MAII€HTIB, K1 MEPEXOASATh 3 MEPOPAIBHOrO MpUIOMY
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KOPTUKOCTEPOIiIiB, OCKUIBKH Y HUX BIPOJIOBK 3HAYHOTO Yacy MOKE 30€piraTucsi pu3uK MmopymeHHs
¢byHKUii HagHUPKOBHX 3an03. Jlo Tpynmu pHU3UKY TaKOXK MOXYTh HaleXaTW MAaIlieHTH, sKi
nmoTpeOyBaau HEBIAKIAIHOI Tepamii BHCOKMMH J03aMH KOPTHKOCTEPOiliB ab0 TpHBAIOro
JMIKyBaHHA HaWBUIIMMHU PEKOMEHJOBAaHMMHU JI03aMH IHTAIALIHHUX KOPTUKOCTEPOidiB. Y TakKux
MAli€HTIB TPU CHWIBHOMY CTPECi MOXYTh TPOSBIATHCS O3HAKM Ta CHUMIITOMH HEIOCTAaTHOCTI
HAIHUPKOBHUX 3aJi03. Y mepiof cTpecy abo MIaHOBUX XipypriuHUX BTPydYaHb JJIs TAaKUX MAI[IEHTIB
CITi1 BpaXOBYBAaTH MOIIUBICTh 3aCTOCYBaHHS JI0JJaTKOBUX CHCTEMHUX KOPTUKOCTEPOIiIiB.

ITix yac mepexoay 3 Teparii mepopaTbHUMHA KOPTUKOCTepoinaMu Ha [1yIbMIKOPT Malli€eHTH MOXKYTh
BiJUyBaTH TaKi CUMIITOMH, SIK OiNb y M’si3aX 1 cyrio0ax. Y TakuX BHIIAJKaX MOXKE 3HAJOOUTHCS
THMYacoOBE IIJBMINCHHSA JIO3W IEPOPATBHOIO KOPTUKOCTEPOiAy. KO 1HOMI 3’ SIBISIOTHCS
BTOMITIOBAHICTh, TOJIOBHHUM O11b, HY/I0Ta, OJFOBAHHS 200 CXOXKi CUMIITOMH, y OUIBIIOCTI BUMAIKIB
CJTIJT 3aM1JO3PUTH HENOCTaTHIN e(hEeKT KOPTHUKOCTEPOIIiB.

Cucmemui eghexmu iHeanAYIUHUX KOPMUKOCMEPOiDia

MoXyTh crocTepiraTucs CHCTEMHI e(eKTH IHTaJsAIiHUX KOPTUKOCTEPOiliB, 30KpemMa Mpu ix
MIPU3HAYCHHI Y BUCOKHX J103aX Ha TpuBajui cTpok. Lli epexTn € 3HAUHO MEHIT IMOBIPHUMH, HIXK
IIPH 3aCTOCYBaHHI MEPOPATBHUX KOPTUKOCTEPOimiB. [l0 MOKIMBHX CHCTEMHHX €(EKTiB HaJIe)KATh
cuHIpoM KymiwHra, KymvHTOIIHI O3HAKH, TPUTHIYCHHS HAJIHUPKOBUX 3aJ103, 3aTPUMKa POCTY y
JITEeH Ta MiUTITKIB, 3HMKEHHS MiHEPAIBHOI IIUTBHOCTI KiICTKOBOI TKAHWHU, KaTapakTa, riiaykoMa Ta
piamie — psij ICUXOJOTIYHUX a00 MOBEIIHKOBUX €(EeKTIB, 30KpeMa IMICUXOMOTOPHA TiIePaKTHUBHICTD,
po3iamu CHy, TPUBOXKHICTB, Jenpecis ado arpecis (ocobmuBo y aiteit). Tomy BakiuBo, mo0 m03a
IHTJISIIIHOTO KOPTHKOCTEpOiny Oyina 3HIDKEHA J0 HAWHIKYOI JO3H, 3a SIKOI HiATPUMYETHCS
e(eKTUBHHUIA KOHTPOJIb OPOHXIaIbHOT aCTMH.

3amMiHa Tepamii CHCTEeMHUMH KOPTHKOCTepoinamu Ha [lyibMiKOPT iHOMI MPU3BOAUTH IO MPOSBIB
ayeprii, TaKUX SIK PUHIT Ta €K3eMa, SIK1 paHille KOHTPOIIOBAINUCA CUCTEMHHUM JIIKYBaHHSIM.

Cynymue 3acmocy8ants 3 iHUUMU NIKAPCOKUMU 3Aco0amu

Crig yHUKATH OJHOYACHOTO 3aCTOCYBAHHS JIIKAPCHKOTO 3aC00y 3 KETOKOHA30JI0M, ITPaKOHA30JIOM,
iHridbiropamu mpoteazu BIJI abo inmmmu noryxHumu iHrioitopamu CYP3A4. Sfxmo ue
HEMOJKJIMBO, IHTEpBaJ MIXK 3aCTOCYBAaHHSAM LIHMX JIKApChbKUX 3ac00iB Mae OyTH sSIKOMOra OuIbIIUM
(muB. TakoX po3ia «B3aemois 3 iHIIMMU JIIKAPCHKUMHK 3aCO0aMH Ta 1HIIN BUAN B3AEMOIII).

bponxocnazm

Sk 1 mpu 3acTOCyBaHHI IHIIMX IHTAMALIRHUX 3ac001B, MICIS NMPUHOMY /03U MOKE€ BUHUKHYTH
napagoKcalbHUN OpOHXOCIA3M 13 HEralHUM MOCWJIEHHSAM XpUMiB. Y TaKUX BUIAJAKAX JIKyBaHHS
IHramsuiiHoK GopMoro OyIeCOoHIAy CiiJi HETaltHO MPUIIMHUTH, OLIHUBIIYN CTaH HAalll€eHTa, Ta y pasi
HEOOX1THOCTI pO3MOYATH JIIKYBaHHs albTePHATUBHUMH JIKApChKUMH 3aC00aMHu.

3acmocysanus nayienmam i3 nopyueHHAMU QYHKYii HUPOK

3HIKEHHS (QYHKIII NEeYiHKU BIUIMBA€ Ha 3JaTHICTb OpPraHi3My BHUBOIMTH KOPTUKOCTEPOIAM, IO
INPU3BOJUTH 1O 3HM)KEHHS IIBUIKOCTI BHUBEIEHHS JIKApCbKOIO 3aco0y Ta PO3BUTKY BHCOKOI
cucTeMHoi ekcro3uuii. HeoOxigHO mam’sTatv NMpo MOXKIMBUN PO3BUTOK CHUCTEMHHUX HOOIYHHMX
eQeKTiB.

Bnius Ha pict
VY pitei, AKki OTPUMYIOTH TpHUBaje JIIKYBaHHA KOPTHUKOCTEpOilaMHu, HE3aJeXHO Bl ¢GopMu

JKapCchKOro 3aco0y, IO 3aCTOCOBYETHCS, PEKOMEHAYEThCS PETYISPHUN KOHTPOJIb POCTY. SIKIIO
PICT CHOBUIBHIOETHCS, TEpAMilo CIiJl TMEPEerasHyTH 3 METOI 3HW)KEHHS JO03HM I1HTaJIsLifHOrOo
KopTukoctepoiny. IlepeBaru JlikyBaHHSI KOPTHUKOCTEpPOifaMH HEOOX1THO OILIIHIOBATH, NOPIBHIOIOYH
3 MOYJIMBUM PU3HKOM 3aTPUMKH pocTy. KpiM Toro, 1o1iibHO HaMpaBUTH Mall€eHTa HA OOCTEKEHHS
710 JUTSYOTO ITYJIbMOHOJIOTA.
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Kanouoosz pomosoi noposicnuru

[lix gyac mikyBaHHS HTATSAIIHHUME KOPTUKOCTEPOiJaMUA MOKE PO3BUHYTHUCS KaHINU103 MTOPOKHUHA
pora. IlosBa miei iHdeknii Moxe nOTpeOyBaTH NPU3HAYEHHS JIKYBaHHS BiJIOBITHUMHU
MPOTUTPUOKOBUMHU JTIKAPCHKUMH 3aco0aMu, a Jig JACSIKHUX IAIeHTIB MOXKe OyTH HEOOX1IHHM
NPUIMHEHHS JTIKYBaHHs (IHB. po3aii «Crocid 3acTocyBaHHS Ta IO3H»).

Ingpexyii ouxanvHux wnsaxie

OcobnmrBa 00€epeXHICTh HEOOXiAHA Yy TAIIEHTIB 3 aKTUBHUM TyOepKylIb030M JIeT€Hb a0o
TyOepKyJIb0O30M JIETCHb Yy JIATEHTHIM CTafii, a TaKoX TMAali€HTIB 3 TPHUOKOBOIO ab0 BipyCHOIO
iH(DeKITIE€r0 TUXaNbHUX MUIIXIB.

IInesmonin y nayiecnmis 3 XO3J1

VY marieHTiB 3 XpOHIYHUM OOCTPYKTHBHHM 3axBoproBaHHsAM JereHb (XO3JI), ski oTpUMYyIOTh
IHTQSIIIAHI  KOPTHKOCTEPOIiH, CIOCTEPITaiocs TMIABUIEHHS YacTOTH BHITAJIKIB ITHEBMOHII,
BKJIIOYHO 3 THEBMOHI€10, IO TIOTpeOye rocmitanizaiii. [CHyI0Th AesKi T0Ka3! MiJBUIIEHOTO PH3UKY
BUHUKHEHHS ITHEBMOHII MPHU MiABHUILEHHI 03U KOPTUKOCTEPOidy, MpoTe 1€ He OyJ0o OCTaTOYHO
MIPOJEMOHCTPOBAHO B KOJHOMY 3 JIOCIIIKEHb.

Jinst iHTaJSIIMHAX KOPTHKOCTEPOIMHUX JIKAPChKUX 3ac00IB BiACYTHI BHUEPITHI KIIIHIUHI JOKa3n
BHYTPIIIHBOKJIACOBUX PO301KHOCTEH y BEIMYMHI PU3UKY PO3BUTKY ITHEBMOHI.

JlikapssM 1oTpiOHO OYTH YBa)XXKHHUMH I[0JI0 MOKJIMBOI'O PO3BUTKY ITHEBMOHII B nauieHTIB 3 XO3JI,
OCKUTPKM KIJIHIYHI O3HaKM LbOTO i1H(EKIIHHOrO 3aXBOPIOBaHHS 30Irar0ThCs 13 CHMIITOMaMHU
3aroctperHst XO3JI.

®dakTopu pU3MKY PO3BUTKY NHEBMOHII y mnauieHTiB 3 XO3JI BkIOYaOTh KypiHHS, JITHIM BIK,
Hu3bkui iHAeke Macu Tina (IMT) ta Tsoxkuii nepedir XO3J1.

Ilopywenns 30py

[lin 4Yac CHCTEMHOTO Ta MICLEBOTO 3aCTOCYBaHHS KOPTHUKOCTEPOIMiB MOXYTh CIOCTEpIraTucs
nopyuieHHs 30py. [Ipu HasSBHOCTI y Malli€HTa TaKUX CHMIITOMIB, SIK PO3MHUTICTh 30py, a00 1HIIMX
MOPYIIEHb 30py CIiJl 3BEPHYTHUCS 3a KOHCYJbTAI€0 A0 odTanbmojora i OLIHKH MOXKJIHBHX
MIPUYMH, Cepell IKUX MOXKYTh OyTH KaTapakTa, TJlaykoMa abo piIKiCHI XBOpOOH, Taki SK LIEHTpaJbHa
cepo3Ha xopioperunonatis (L{CX), mpo mo moBigoMisiaocs MICHs CUCTEMHOro abo MiCIEBOTO
3aCTOCYBAaHHS KOPTHUKOCTEPOiIiB.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2pyooi0.

BariTtHicTh

binpuricTs pe3ynbTaTiB NPOCIEKTUBHUX €M1IEMIONIOTTUHUX JOCTIIKEHb Ta TOCTMAapKETHUHIOBI J1aH1
3 yChOTO CBITY HE 3MOIJIM BUSBHUTU MiJABHIIEHOTO PHU3UKY MOOIYHHUX e(eKTiB s Miojga Ta
HOBOHAPOJKEHOT TUTHUHH, MOB’A3aHUX 13 3aCTOCYBAHHSIM IHTAJIAIIAHOT opMU OYyJECOHITY Mia Yac
BariTHoOCTI. SIK IS TIIo/a, Tak i AJi BariTHOI BaKJIMBO, IIO0 MiJ Yac BariTHOCTI MiATPUMYBAIOCS
a/IeKBaTHE JIIKYBaHHS acTMU. SIK 1 IpH 3aCTOCYBaHHI i/l Yac BariTHOCTI IHIIUX JIIKAPChKUX 3aC0O01B,
KOPUCTh BiJl 3aCTOCYBaHHs OYJECOHINy JUIs BariTHOI CINiJ 3BRXUTH 3 ypaxXyBaHHAM PU3HKIB I
mwioja.

JlociakeHHsT Ha TBapHHAX MPOJAEMOHCTPYBAIH, 1110 MIFOKOKOPTUKOCTEPOIAN MOXKYTh CIIPUUYUHATH
MOPYIIEHHS PO3BUTKY, MPOTE I1i IaH1 HE BBAXKAIOTHCS 3HAUMMHUMH JJIs1 JTFOAIMHU NIPU 3aCTOCYBaHHI B
PEKOMEH/I0BAaHOMY J103yBaHHI.

JlociakeHHsl Ha TBapUHAX TaKOK BUSIBIJIM BIUTUB HAJIMIIKY MPEHATAIbHUX TIIIOKOKOPTUKOIIIB Ha
MiABUILEHHS PU3UKY 3aTPUMKU BHYTPIIIHBOYTPOOHOTO PO3BUTKY, CEPLIEBO-CYIMHHI 3aXBOPIOBAHHS
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y JOpOCJIOMY BIiIll Ta TMOCTIHHY 3MiHY NIUTBHOCTI TJIOKOKOPTUKOIMHHMX PpEeLenTopiB, OOMiH
HEHpOoTpaHCMITEPIB Ta MOBEAIHKY MPHU 3aCTOCYBaHHI /103, HU)KYMX 32 TEPATOTE€HHI.

ITig yac BariTHOCTI CIiJi HAMaraTucsl 3aCTOCOBYBAaTH HaiiMeHIIy e(eKTHBHY 103y OyAecoHimy,
BpPaxOBYIOYH MMPU IbOMY PU3UK IOTIpIICHHS 1epediry OpoHXiaJbHOT aCTMHU.

CoyBaHHS rpyUIIO

Byneconin morparisie 'y rpyaHe Mojoko. OgHaK Tpu  3aCTOCYBaHHI TEpPAleBTUYHHX 103
Jikapcpkoro 3aco0y [TynapMiKOpT He OYIKYETHCS )KOIHOTO BIUIMBY Ha JUTHHY, siKa IepeOyBae Ha
IpyIHOMY BHTOJOBYBAaHHI, OCKIJIBKH CHUCTEMHA EKCHO3WIIf /s JUTUHHU, M0 mepedyBae Ha
IPYJHOMY BHUTO/IOBYBaHHI, € He3HaUHOIO. [TyIbMIKOPT MOKHA 3aCTOCOBYBATH Y IEpPioJl TOyBaHHS
TPYILO.

30amuicmy eénausamu Ha WUOKICMb pearkyii npu KepysawHi agmompancnopmom abo iHuumu
Mexarnizmamu.

[TynpMiKOpT HE BIUIMBAa€E Ha 3JaTHICTh KEPyBaTH TPAHCIOPTHUMH 3ac00aMM Ta MpPALIOBATH 3
IHIIMMH MEXaHI3MaMHu.

Cnocio 3acmocysanna ma 003u.

Jo3yBanus nmpu OpoHXianbHIH acTMIi

Jlo3yBaHH4 Jikapcbkoro 3aco0y IlynpMikopT HEOOX1ITHO KOPUTYBATH 3aJI€KHO BiJ] 1HIUBIIYaTbHIX
noTped mamienTa. SKmo 1000Ba 103a He TIepeBHIY€e | MT, BCIO 103y MOYKHA 3aCTOCOBYBATH B OJMH
npuiioM. fIkimo HeoOXiaHi BHIII J00OBI A03H, 03y CIHiJ PO3AUIMTH Ha JBAa MPHUMOMHU Ha J00Y.
HaiiBury no3y (2 mr Ha 100y) JiTsIM MOTPiIOHO MPU3HAYATH TUTBKH Y Pa3i TSHKKOTO Mepediry actMu
Ta Ha oOMexeHud mepion yacy. [linTpumyroua qo3a Mae OyTH SIKOMOTa HIDKYOK €(PEKTHBHOIO
JI03010.

[TouaTkoBe 103yBaHHS Ma€ CTAHOBUTH:
Himu eixom 6i0 6 micayig: 0,25-0,5 mr Ha 100y. 3a HEOOXIAHOCTI 103y MOXHA MIABUIIUTU 10 1 Mr
Ha J100y.

Hopocni: 1-2 mr Ha 100y.

JIjig miATpUMYIOUOTO JIIKyBaHHS:
Himu sixom 6i0 6 micayis: 0,252 mr Ha 100y.

Hopocni: 0,5-4 mr Ha 100y. Y AyXKe TSDKKUX BUTMAAKAX 03y MOKHA TOJATKOBO 301IBIITUTH.

[Ipn mikyBaHHI MAali€HTIB 3 OpPOHXIATBPHOK acTMOK, IS SKUX € OaXaHUM MiACUIUTH
TEepaneBTUUHUN e(eKT, CIiJ HajaBaTh InepeBary 3O0UIBIICHHIO JO3M JIIKApChKOro 3acoly
[TynpMmikopT, HIX KOMOIHOBaHii Tepamii 3 MepopalbHUMU KOPTHKOCTEPOiNaMH, yepe3 HIDKUMA
PU3MK BUHUKHEHHS] CHCTEMHUX MTOO1YHUX €(EKTIB.

3acTocyBaHHs JIKapchkoro 3acoOy IlynbmikopT m03BOJsi€e 3aMiHUTH a00 CYTTEBO 3HU3UTH
JI03YBaHHS MEPOPAITBHUX KOPTHUKOCTEPOIMIB MpHU 30epekeHHI KOHTpOI0 acTMu. [lpu mepexofi 3
IEPOPALHUX KOPTHKOCTEPOIAiB Ha IIyaEMIKOPT HMallieHT Ma€ OYTH Y BITHOCHO CTAa0LJIEHOMY CTaHI.
Hapmami npotsrom 10 ai0 3acTOCOBYIOTH BHMCOKY 103y IlyIbMIKOPTY B KOMOIHAIL 3 03010
IIEPOPAILHOI0 KOPTHKOCTEPOIAY, AKY 3aCTOCOBYBAIH PaHIIIIE.

[Ticns mpOro 03y MEepopabHOI0 KOPTHKOCTEPOIAY CHiJ IMOCTYIIOBO 3MCHIIYBATH, HAIPUKIA] HA
2.5 Mr/™Micane OpenHizonoHy a0d0 eKBiBaJeHTa Ha Micsllb, 10 HAWHMKYOTO MOKJIMBOIO DiBHA. Y
0araThb0X BHMIAJKaX MOYKHA ITOBHICTIO 3aMIHMTH TCPOPAIBLHMN KOPTHKOCTEPOII JIIKAPCHKUM
3acoboM IlynpmikopT. Jlis oTpumaHHS A0AAaTKOBOI 1H(OpMalii MI0J0 BIAMIHU MEPOpPaTHLHUX
KOPTHKOCTEPOiIiB UB. po3Ai1 «OCOOIUBOCTI 3aCTOCYBAHHS.
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Yac 0o HacmanHs eghekmy npu 6poHXianbHil acmmi
[Ticns 3acTocyBaHHS TOYATKOBOi J03W €EeKT CIiJ OYiKyBaTH dYepe3 Kulbka roauH. [loBHUI
TEpaneBTHYHUH e(DeKT TOCATAETHCS JIUIIE Yepe3 ACKUTbKa THXKHIB JIIKYBaHHS.

Ho3yBanns mpu 3aroctpenni XO3J1

[TamienTiB MOTPiOHO JIiKyBaTH T0OOBOIO 103010 4—8 MT JTikapchkoro 3aco0y [lymemikopt, cycnensii
JUIL pO3MIIICHHS], PO3IUICHOI0 HA JIBa-YOTUPH MPHUHOMH, A0 JTOCATHEHHS KJIIHIYHOTO MOKpAIeHHS,
aiie He posire HiK 10 ai0.

Bukopucranas HeOyii30BaHOTO OYJIECOHITYy HE OIIHIOBAJIOCS B KIIHIYHUX JOCHIDKCHHSAX 32
ydacTio mauieHTiB i3 3aroctpeHHsM XO3JI Ta nuXaabHOIO HEIOCTATHICTIO, SIKI MOTPEOYIOTh
1HBa3WBHOI IITYYHOT BEHTUJIALIT JIereHb a00 rocmiTaiizalii y BiJIUICHHS 1HTCHCUBHOI Tepartii.

Yac no nacranss edexTy npu 3aroctpenti X0O3J1

[Ticns iHTaNSIiHOTO BBEAEHHS JliKapchkoro 3aco0y [lynapmikopT, cycneHsii 1 po3muieHHs, IS
nikyBaHHs1 3aroctpeHb XO3JI yac 10 TOKpalleHHS CHMIOTOMIB TIOPIBHIHHUW 3 TaKUM IpHU
3aCTOCYBaHHI CUCTEMHUX KOPTUKOCTEPOITiB.

Jlo3yBaHHS IIPH IICEBIOKPYIL

Jlnst niTeid, XBOPUX Ha MCEBIOKPYII, 3BHUAiiHA /1032 CTAHOBUTH 2 MI' pO3MUIeHOro OyaecoHiny. Lo
7103y 3aCTOCOBYIOTH 32 OJIMH MpuiioM abo 3a aBa npuiiomu 1o 1 Mr 3 iHTepBaiom 30 xB. BBeeHHS
JKapChKOTO 3ac00y MOXKHA MOBTOPIOBATH KOXHI 12 TojuH, 3arajioM mioHaiOubme 10 36 ToauH
a00 10 KIIIHIYHOTO MOKPAIICHHS.

JiTsm, SIKi HE MOXKYTh BJIIXaTH Yepe3 HACaJIKy, MOYKHA BUKOPHCTOBYBATH TUXAILHY MAcCKY.

3aranpHa iHGOpMaIis

Topywenus @ynxyii neuinku abo HUPoK

JlocBia JiKyBaHHS TAIli€HTIB 3 TOPYHICHHSMH IIEYIHKOBOI Ta HHUPKOBOI (PYHKIIN BIACYTHIMH.
Ockinbku OyEeCOHI BUBOJAUTHCS TOJIOBHUM YHHOM MUISXOM IEYIHKOBOTO MeETaloIi3My, MOKHA
OYIKYBaTH MIJABUILEHHS €KCIO3ULIT y Malll€HTIB 3 TSHKKUM IIUPO30M MEUYIHKH.

Tabmuis no3yBaHHs

Jlo3a (mr) | O6’em mikapcbkoro 3aco0y [1yapMIKOPT, CyCrieH3is JUIsl pO3MUIICHHS
0,25 Mr/mi 0,5 mMr/mn
0,25 1 mr* -
0,5 2 MII -
0,75 3 M -
1 - 2 Ml
1,5 - 3 M
2 - 4 mn
4 - 8 Mt

* Cnio 0osecmu 0o 2 mn 3a 0onomozoro 0,9 % convosoco pozuuny abo po3uuny oas
Hebynauzepa, ous. «IHCmpyKkyisa 3 BUKOPUCIAHHS MA NOBOONCEHHSLY.

Cnocib 3acTocyBaHHS

Braszieku w000 npasuibHo20 3aACmOCy8aHHs NIKapcvbko2o 3acoby Ilynvmikopm, cycnewnsii O
PO3NUTEHHS

[TynbpMIKOpT, CyCIIEH3110 Ul PO3NUJICHHS, BAUXAIOTh 3a JOIIOMOTOI0 CTpPyMEHEBOro HebOyaiizepa 3
HacaJaKoIo a00 BIAMOBIIHOIO IUXAIHHOIO MAaCKOIO.

BaxmBo, mo06 mamieHT AMXaB CIOKIHHO Ta PIBHOMIPHO Yepe3 Hacaaky HeOynaizepa, OCKUIbKU
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OyZlecoHif, KU BUKOPHUCTOBYIOTh Yy BUIJISAL JIiKapchkoro 3aco0y Ilymbmikopt, cycmeHsis s
PO3MWICHHS, IOTPAIUISE B JICTSHI i/l 9Yac BIUXY.

[Ticna iHrananii mamieHTaM CiiJ MPOMUBATH POTOBY MOPOXKHUHY BOJOIO, 10O MIHIMI3yBaTH PU3UK
opogapuHreaTbHOTO KaHANUI03Y .

INPUMITKA! BaxnuBo HagaTH iHCTPYKIIi MaIi€HTY/OMIKYHY BMHBAaTH BOJIOI IIKIPY OOJIAYYS
TICJIS 3aCTOCYBaHHS IUXAIbHOT MAaCcKH JIIs 3a1100iraHHs TOPAa3HEHHIO MKIpH 00THaYsl.

He cnig 3acTtocoByBaTH YJiIbTPa3BYKOBI HeOynai3ep, OCKIIBKA BOHH JIOCTABIISIOTH IAIli€HTOBI
Iy’)ke HHU3bKY 103y Oyzaeconimy. HeOynaiizep Ta kommpecop (mporenepHuid OJIOK)  CIIij
HAJIAIITYBaTH TaKUM YHHOM, 100 OLIBLIICTD YACTOUOK PiTUHM, SKi JOCTABIAIOTHCS, 3HAXOAWINCS Y
Mexax 3—5 MKM.

Jocmimpkenns in Vitro mpoaeMoHCcTpyBai, 1o HeOynaisepu tumy Pari Inhalierboy, Pari Master ta
Aiolos 3a0e3meuyroTh MOPIBHIOBAIBHI 103K OYICCOHIIY.

Kinbkicth OynecoHimy, U0 JOCTaBISETHCS MAlI€HTY, BapitoeThes B Mexkax 11-22 % Bin o3, sika
3aCTOCOBYETHCS B HEOyIaii3epi Ta 3aJIeKUTh BT TAKUX (PaKTOPIB:

- Yac PO3NUJICHHS;

- 00’eM HalOBHEHHS;

- TeXHIYHI XapaKTepUCTUKU KOMIIpecopa (IponesiepHoro 6J10Ky) Ta HeOynaisepa;

- MXaJbHUHN 00’€M IaIicHTa;

- 3aCTOCYBaHHSI JUXaJIbHOI MacKu a00 HACaJIKH.

HIBuAKICTh TIOTOKY TOBITPsI, SIKHH MPOXOIMTH uYepe3 HeOyiaisep, Takox Mae 3HaueHHs. 11100
OTpUMATH MaKCHMaJbHY MOXIIMBY JI03y OYyJI€COHIIy, IMIBHJAKICTh MOTOKY NMOBHHHA CTAaHOBHTU S5—
8 n/xB. O0’em HamoBHeHHsT Mae Oytu 2—4 mu. JloctymHa mo3a [Uisi AiTed 30UTBIIYETHCS 10
MaKCHMaJIbHOI IUISIXOM 3aCTOCYBAHHSI TUXAIbHOT MACKH, SIKa IIIJTFHO MPHIISATAE IO OOIUTUsI.

[lepen Tum, SK BIIKPUTH OJTHOJJO30BUI KOHTEHHED, HEOOXiTHO 00EPEKHO CTPYCUTH HOTO.

Kamepy HeOynaiizepa HEOOX1JHO OUYHMINATU MICIs KOKHOTO BUKOpHCTaHHA. [Ipomuiite xamepy Ta
HacaJKy a0o IUXajJbHy MacKy TEIUIOK MPOTOYHOIO BOJIOIO Ta 3aCTOCOBYHTE M’ SAKOIIIOUUNA MUIOUUN
3aci0.

PerenpHO mpomMuiiTe 1 BHCYIIITh KaMepy NUIIXOM TpUENHAHHS JIO KoMIpecopa abo
MOBITpONpUiiMaya.

JIMB. Tako 1HCTPYKLIi BUpOOHUKa HeOynaiizepa.

IHCTpYKIlig 3 BUKOPUCTAHHS Ta MOBO/LKEHHS

[TynbpMIKOpT, CycHeH31l0 IS PO3NUJICHHS, MOXHa 3MILNIYBATH 3 PO3YMHOM HATPIIO XJIOPUIY
9 mr/ma (0,9 %) Ta/abo 3 po3umHamu Ui HeOynan3epiB, sKi MICTATh TepOyTaliH, canb0yTamol,
(deHoTepos, aUeTWINMCTEIH, HATpil0 KpomormikaT abo impaTtpomito Opowmia. Cywmim ciin
BUKOpHUCTATH IpOTAroM 30 XB.

HeBukopucranuit nikapcbkui 3acid abo #oro Bimxoau TOTPIOHO YTHIII3yBaTH BIiJMOBITHO [0
HAaI[IOHAJIBHUX BUMOT.

Jimu.
[TynbMIKOpPT 3aCTOCOBYIOTH [ITSIM 3a MOKazaHHAMU (nuB. posnin «Ilokazanus» Ta «Cnocid
3aCTOCYBaHHS Ta J03U»).

Ilepedosysanns.
l'octpe mnepenosyBaHHsi cycmneHsii Juisi posnwieHHs IlyabMikopT, HaBiTh TNpPH 3aCTOCYBaHHI
HaJMIpHUX J03, HailiMOBipHille, He OyJe CTAaHOBUTH KIIHIYHO 3Hadymoi npobiemu. Ilpu
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TpUBAIOMY

3aCTOCYBaHHI

BHCOKHX 103

MOXYTh BUHUKHYTH TakKi CHCTEeMHI e(eKTH

TIIIOKOKOPTUKOCTEPOIIB, K TIIEPKOPTHIIM3M Ta MPUTHIYCHHS (PYHKIIT HATHUPKOBUX 3aJ103.

I06iuni peakuii.

YacTtoTa BU3HAYAETHCS TAKUM YMHOM: ayxe dacto (>1/10); wacto (Bix >1/100 no <1/10); HeuacTo
(Bizm >1/1000 mo <1/100); pinko (Bix >1/10000 mo <1/1000); my>xe piako (<1/10000).

Tabmus 1. TloGiuHi peakiii JiKapchbKOro 3ac00y 3a CHCTEMaMH OPraHiB Ta YaCTOTOIO.

Knacu cucmem oo
opzanie Yacmoma Tob6iuni peaxyii
Inghexyii ma ineasii | Yacrto Kannunos porornorku, maeBMoHis (y narienTis i3 XO3J1)
Iopywenns 3 6oxy | Pinko Peakmii  migBUIIEHOT  YYTOWMBOCTI  HEralHOTO  Ta
IMYHHOI cucmemu BIJICTPOYEHOTO THMY™*, 30KpeMa BUCUIIAHHS, KOHTAKTHUU
JIepMATUT, KPOIMB SHKA, AHTIOHEBPOTUYHMN HAOpsAK Ta
aHa(TaKTUYHA PeaKIIis
Topywenns 3 6oxy | Pinko O3znaku Ta CUMIITOMH CHUCTEMHHUX edeKTiB
E€HOOKPUHHOT KOPTHKOCTEPOiJiB,  30KpeMa  NpUTHIYeHHS  (QyHKIIi
cucmemu HAQ/IHUPKOBHX 3aJ103 1 3aTpUMKa poCcTy™**
Topywenns 3 6oxy | Hewacto Karapaxra***
opeaHie 30py Posmutuit  3ip (muB. Takoxk po3ain  «OcobmuBOCTI
3aCTOCYBaHHS»)
Hesigomo ['mayxoma
Tcuxiuni Heuacto TpHUBOXKHICTB, IeTIpecis
NOpYULeHHs Pinko Hecnoki#i, HEpBO3HICTh, 3MiHH Y TIOBEiHIII (NIEPEBAKHO Y
JiTel)
Hesizomo [lopymieHHs CHY, IICHXOMOTOpHA TiIePaKTUBHICTD, arpecis
Ilopywenns 3 6oxy | Hewacto Tpemop
Hep8osoI cucmemu
Topywennsa 3 boxy | Yacto Kawens, moppaszHeHHs ropia
Op2amie OUXaHHs., Pinko Bbponxocnasm, nucgoHis, 3aXpUILTICTh
2PYOHOI KimKu ma
cepedoCmitHs
Topywenna 3 boky | Pinko Cunii
wKipu ma
RIOWKIPHOT
KIIMKOBUHU
Topywenna 3 boky | Hewacto M’s130B1 cia3mu
CKelemHO-M ‘A30801
ma cnonyyHol
MKAHUHU

* Tlogpa3sHeHHS WIKipU 00IUYYs], TUB. HIDKYE.
** Crocyetnes «llemiaTpuuHoi mOmMynsIii», TUB. HIKYE.
*#% Tus. po3ain «[lopymeHHs 3 00Ky OpraHiB 30py» HUXKYE.

IHOA1 mpu 3acToCyBaHHI IHTAMSLIRHUX TIIOKOKOPTHKOCTEPOiAIB MOXYTh 3’ SIBISATHCS O3HAKU 4U
CHUMIITOMH TMOOIYHUX €(EeKTiB CHCTEMHHX TIIIOKOKOPTUKOCTEPOIiB, 1110, HMOBIPHO, 3aJIE)KUTh BiJ
703, Yacy eKCIO3HWIlii, CyIyTHhOTO Ta TIONMEPEAHHOTO BIUTUBY KOPTHKOCTEPOIMiB, a TaKOX
1H/IMB1lyaJIbHOI 4y TIUBOCTI.
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[opy1ieHHs 3 00Ky iIMYHHOI CHCTEMU

[HOI1, KOJTM 3aCTOCOBYBABCS HEOya3ep 3 TUXAIBHOI MACKOI0, TIOBLAOMIISIIIOCS TIPO TaKy PEaKIlito
MiABUILEHOI YyTJIMBOCTI, SIK MOAPa3HEHHS IIKipu o0nmyuusi. [ 3amobiranHs MoIpa3HEeHHIO Micis
3aCTOCYBaHHS MacKH CJIiJI yMHBATHUCS BOJIOIO.

[ndexuii Ta iHBa31i
Uepes pu3uK KaHAUIO3HUX 1H(EKIH pOTOBOI MOPOKHUHU Ta TOpJa MAI[IEHT MAa€ OMOJICKYBaTH
POTOBY MTOPOYKHUHY BOJOIO ITICJISI KOYKHOI 1HTaJISAITi.

[opyiieHHs 3 00Ky OpraHiB 30py
VY mnane60-KOHTPOIbOBAaHUX JAOCHIHKEHHAX IMOBIIOMIISIIIOCH, IO KaTapaKkTa € HEYacTOI0 MOOIYHOI0
peaxIii€ro 1y rpymi miamne6o.

IIcuxiyHi DOPYIIIEHHS

B o00’egHanux paHuX KIIHIYHEX JgochipkeHb 13119 mamieHTiB OTpUMyBasId  iHTANSALIHHUN
Oynmeconiny Tta 7278 marmientiB — mane6o. Yacrora tpuBokHOCTI cTtaHoBmwia 0,52 % mnpu
3aCTOCYBaHHI iHTaysMmiiHOTO OynecoHinmy Ta 0,63 % — mmanebo; 9acroTa mempecii craHOBWIIA
0,67 % mpu 3acTocyBaHHi iHransmiiHoro 6yaeconiny ta 1,15 % — nnane6o.

[leniaTpuyHa MOy
Uepes pU3HK 3aTPUMKH POCTY Y IITEH CIIJ PErysPHO KOHTPOJIOBATH TMapaMeTpH pocTy (IuB.
po3in «OCcoOIMBOCTI 3aCTOCYBAHHS).

[ToBiToMICHHS PO MMi/I03PIOBaHi MOOIYHI peakilii

[ToBimomieHHs PO MOOIUHI peaKIii micis peecTparii JiKapChbKOTo 3ac00y Ma€e Ba)XJIMBE 3HAYCHHSI.
Lle mae 3Mory mpoBOJUTH MOHITOPHHI CIiBBIJHOIICHHS KOPUCTH/PU3UK MPU 3aCTOCYBaHHI LIOTO
JKapchKoro 3aco0y. MeaumunuM Ta (hapMarieBTHYHUM TPAIliBHAKAM, a TaKOX MaIlieHTaMm abo iX
3aKOHHUM IPEJCTAaBHUKAM CIIiJl TOBIIOMJIATH MPO yC1 BUMAAKHU MiJO3PIOBAHUX MOOIYHUX peaKIlii
Ta BIICYTHOCTI e(DeKTHUBHOCTI JIIKAPCHKOTO 3ac00y uepe3 ABTOMATH30BaHy iH(pOpMaIiiiHy cuCTEMY
3 (hapmakoHarsiny 3a mocuiaanuaM: https://aisf.dec.gov.ua.

Tepmin npuoammuocmi.

2 poku.

Bukopucratu npoTsarom 3 MicAIiB HiCs BIAKPUTTS KOHBEPTIB 3 (DOJIBIH.

ko BukopucTaHo jumie 1 Ml CycleH3ii, peliTa CycHeH3li BkKe He € CTepuiIbHO, 1 i1 ciij
HEeraifHO yTUIIi3yBaTH.

YMoBH 30epiranus.

30epiratu ipu Temmeparypi He Bumie 30 °C. He 3amopoxyBaru.
30epiraTv y HEAOCTYITHOMY ISl AITE€H MicCLii.

KonTeltnepu cnin 30epiraTé y BEpTUKaIbHOMY MTOJIOKEHHI.

30epiraTi KOHTEeWHEpU y KOHBEPTI 3 (OIBIU s 3aXUCTY Bij i1 CBITIA.

HecymicHicThb.

Cycniensito st po3nuieHHs [IyaTbMiKOpT HE CITiJT 3aCTOCOBYBATH Pa3OM 3 1HITUMH JIIKAPCHKUMH
3aco0aMu, KpiM THUX, IO 3a3Ha4eHi B «[HCTPYKIlii 3 BUKOPUCTAHHS Ta MOBOKEHHS (IUB. PO3ILI
«Crocib 3acTOCyBaHHS Ta J031»).

YnakoBka.

ITo 2 M B KOHTeHHepi 3 IUIACTHKY; MO 5 KOHTEHHepiB, 3’€HAHUX MK 00010, y KOHBEPTI 3
amoMiHieBOT (oibru; Mo 4 KOHBEPTH Yy KAPTOHHINA KOPOOIIi.
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https://aisf.dec.gov.ua/

Kareropis Bizmycky.
3a pelenTtom.

BupooOnuk.
Actpa3eneka Ab/AstraZeneca AB.

Micue3Haxo:KeHHsI BUPOOHUKA Ta ajJpeca Micls MPOBAJIKEeHHSA HOro XislJIbHOCTI.
®opckapraran 18, Conepran’e, 151 36, Llsenis/Forskargatan 18, Sodertalje, 151 36, Sweden.

Jara octanuboro neperiasay. 28.01.2025
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