IHCTPYKIIA
JJIS MEAUYHOT0 32CTOCYBAHHA JiKApPCHKOIo 3aco0y

CUHI'YJIAP®

(SINGULAIR®)
Cknao:
oiloua peuoguHa: MOHTEIYKACT;
1 TabneTka *yBaJbHa MICTUTh MOHTEJIYKACTy HATpit0 4,16 Mr (€KBIBaJICHT MOHTEIIYKacTy 4 Mr);
oonomidxcui peuosunu: MaHiT (E 421), nienton03a MiKpOKpUCTai4Ha, T1IPOKCUIPOIIIIIENI0I03a, OKCHT
3amiza yepBoHuii (E 172), HaTpito Kpockapmenosa, apoMaTH3aTop BUILHEBUH, acriaptam (E 951), marnito
cTeapar.
Jlikapcbka ¢gopma. TabreTku xyBabHi.
Ocnogni @hizuxo-ximiuni eénracmuocmi: TaOJIETKU XyBaJIbHI 10 4 MTI: pOXKEBl1 OBaJbHI ABOOIYKJI
tabnetku 3 BuaasieHUM HamrcoM «SINGULAIR» 3 ognoro 6oky Ta «MSD 711» — 3 iHmioro.
@dapmakoTepaneBTHYHAa rpyna. 3acoOM Ais CHUCTEMHOTO 3aCTOCYBAaHHS IPH OOCTPYKTHBHHX
3aXBOPIOBAHHSIX JAUXAIbHUX IUIAXIB. BlIoKaTOpH JeMKOTPIEHOBUX PELIENTOPIB.
Koxg ATX R03D CO03.
Dapmakonoziuni eracmusocmi.
Dapmakoounamixa.
Mucreininneiikorpienn (LTCy, LTD4, LTE4) € mnoTyxHMMH eHKO3aHOiZaMM 3arajeHHs, 10
BUJUISIFOTHCS PI3HUMHU KJIITUHAMM, Y TOMY YHUCJII OTTACUCTUMU KIIITHHAMU Ta eo3uHOo(pimamu. L1 Baxxnusi
MpOacTMaTU4YHI MeJiaTopu 3B’S3yIOThCA 3 ULUcCTeiHULIeliKoTpieHoBUMH peuentopamu (CysLT),
MPUCYTHIMHU B JUXaJIbHUX LUIAXaX JIOAWHM, 1 BUKJIMKAIOTh TaKy peakiito, ik OpoHXocmna3M, ceKpeLis
CIIU3Y, IOCUJICHHS IPOHUKHOCTI CYJIMH 1 301UIbIIEHHS KIJIBKOCT1 €03UHO(1TIB.
MoHnTenykacT npu nepopaibHOMY 3aCTOCYBaHHI € aKTUBHOIO CTIOJYKOIO, SIKa 3 BUCOKOIO BHOIPKOBICTIO
1 cnopigHeHicTio 3B’s3yerbest 3 CysLTi-peunentopamu. 3rilHO 3 KIIHIYHUMH JTOCHIIKCHHIMH,

MOHTEJIYKacT MpurHiuye Oponxocmasm micng ixramamii LTDy4 y mo3i 5 mr. Bponxoaunararis

CIIOCTEPIraeThCs YIPOJOBK 2 TOJMH IICHIS TEPOPATBHOTO 3aCTOCYBaHHS, el edekT OyB alUTUBHUM
110 OpoHXOIuIaTallli, CIpUIMHEHO1 B-aroHicTaMu. JIikyBaHHS MOHTETYKAaCTOM ITPUTHIYYBAJIO SIK PaHHIO,
Tak 1 mi3HIO (a3u OpOHXOKOHCTPHKIII, CIPUYMHEHOI AHTUTEHHOKI CTUMYJIAII€0. MOHTeIyKacT
MOPIBHSHO 3 ITa11e00 3MEHIITY € YUCITO0 €03UHO(1ITIB epudepruaHOi KPOB1 y TOPOCITUX MAIIIEHTIB T ITEH.
VY Xoai okpeMoro AOCHITKEHHS TPUIOM MOHTEIYKACTY 3HAYHO 3MEHIIYBaB YHUCIO €03MHO(DUIB Yy
TUXAIbHHUX NIIAXaX (32 BUMipaMu MOKPOTHHHS). Y JOPOCIMX MAIli€HTIB 1 AiTeH BikoM Bix 2 10 14 pokiB
MOHTETYKACT TOPIBHIHO 3 TUIareb0 3MEHIIye YHCIIO €03uHO(UIIB nmeprudepuyHoi KpoBi Ta MOKpaIIye
KJIIHIYHUA KOHTPOJIb aCTMH.

[Ti yac mociIKEHb 3a y9acTiO JOPOCIMX MOHTeNyKacT y 1031 10 Mr 1 pa3 Ha 100y MOpiBHAHO 3 T1a1ie60
MIPOJIEMOHCTPYBAB 3HAYHE MOJIMNIIEHHS MoKa3Huka pankoBoro O®B | (3miHa Bia moyarkosoro Ha 10,4 %
12,7 % BinnoBiznHO), paHKOBOI MikoBoi mBUAKOCTI BUauXy (PIILLB) (3mina Bix mouaTkoBoro Ha 24,5 11/XB
1 3,3 1n/XB BIIMOBIIHO) 1 JAOCTOBIpHE 3MEHIIECHHS 3arajbHOr0 3aCTOCYBAaHHsS [P-aroHICTIB (3MiHa Bif
mo4yaTkoBoro Ha — 26,1 % i — 4,6 % BiamoBiaHo). [TominIIeHHS MOBIJIOMJICHUX TAIlIEHTOM ITOKa3HUKIB
JCHHUX 1 HIYHUX CUMITOMIB acTMH OyJI0 JOCTOBIPHO KpaIluM, HiX MPH 3aCTOCYBaHHI I1aeoo.
JlocnipkeHHST 32 y4YacTIO JOPOCIUX TPOACMOHCTPYBalIM 3JaTHICTH MOHTEIYKACTYy JOMOBHIOBATH
KIIHIYHUA e(PeKT IHralsifHuX KOPTHUKOCTEpOidiB (3MiHa (B %) IMOYATKOBOTO TOKAa3HUKA IS
IHraIsAiHHOTO OEKJIOMETa30Hy 3 MOHTEITYKAaCTOM MTOPIBHSHO 3 OEKJIOMETa30HOM BiAnoBiaHO it ODPB:
5,43 % Tta 1,04 %; 3acrocyBanHs [-aronictiB: — 8,70 % Ta 2,64 %). IlopiBHSHO 3 IHTAIALIIHHUM
oexnometazoHoM (200 Mkr 2 pasu Ha 100y, criedicepHUi MPUCTPii) MOHTEIYKACT MPOJEMOHCTPYBAB
OUTBIII MIBHIAIITY TOYATKOBY BIATOBiAb, X04Ya YMPOAOBXK 12-THXKHEBOTO JOCIIHKEHHS OCKIOMETa30H



CIPUYMHUB OUIBII BUPAaXEHUN cepelHii TepaneBTUYHUN e(peKT (3MiHa MOYaTKOBOTO MOKAa3HMKA JJIs
MOHTEJIYKacTy HOPIBHIHO 3 OexsioMeTa3oHoM BianoBiaHo At ODB: 7,49 % ta 13,3 %; 3acTocyBanHs 3-
aronicta: — 28,28 % ta— 43,89 %). [Ipore nopiBHAHO 3 OEKJIOMETAa30HOM Yy OLIBIIOT KIIBKOCTI MAIII€HTIB,
K1 OTPUMYBAJIM JIIKYBaHHSI MOHTEIIYKacTOM, JTOCSTHYTa MOJIOHA KiiHIYHA BiANOBiAbL (ToO0TO y 50 %
MAIIEHTIB, SKi OTPUMYBAJIH JIIKyBaHHS OEKIIOMETa30HOM, TOCATHYTO nojinieHHs OPB| npubnuzHo Ha
11 % 1 Oinblue NMOPIBHSAHO 3 MOYATKOBUM, TOAl K Y 42 % malieHTIB, sKi OTPUMYBAJIU JIIKYBaHHS
MOHTEIIYKAaCTOM, TOCATHYTO TaKoi * BiIMOBIi/1).

VY xonai 12-THKHEBOTO, MIIaLe00-KOHTPOIBOBAHOTO JOCIIIHKEHHS 32 yUacTIO AiTeH BIKOM Bij 2 10 5 pokiB
MOHTEIYKAcT y 71031 4 Mr 1 pa3 Ha 100y HOKpalllyBaB HOKa3HUKH KOHTPOJIIO aCTMH MOPIBHSHO 3 I1a11e0o0,
HE3AJIEKHO BiJ CYMyTHbOI KOHTPOJIIOIOYOI Tepamii (KOpTUKOCTEpOiAn Ul 1HTaJIAMIi/B HeOynai3epax,
HATpII0 KPOMOIJIKAT JUis IHraysiliii/B HeOymaiszepax). 60 % mnamieHTiB HE OTPUMYBAIU 1HIIOT
KOHTPOJII0I0YOi Tepamii. MOHTEIyKacT MOKpallyBaB JACHHI CUMITOMHU (BKJIIOYAIOUM Kalllellb, XPHIIH,
YTPYJHEHHS TUXaHHS 1 0OMEKEeHHsI aKTUBHOCTI) 1 HIYHI CUMIITOMHM MOPIBHSHO 3 Tu1ane6o. MoHTenykact
TaKOXX 3HMXKYBaB 4YacTOTY BHUKOPUCTAHHS [-aroHICTIB 3a MOTPeOOI0 1 HEBIAKIATHOIO 3aCTOCYBAHHS
KOPTUKOCTEPOIIiB IpH NOTIpIICHHI epediry acTMu NOpiBHAHO 3 ru1ane6o. IlamienTH, ki 3acTocoByBaIn
MOHTEIIYKACT, MaJIH O1IbIIy KUTBKICTD THIB O€3 POSBIB aCTMH, HIXK NAIIIEHTH, SIKI OTPUMYBAJIH I1J1a11e0o.
TepaneBTuuHMi ePeKT JocATaBCs MICHs MPUHOMY HEpIIO] T03H.

VY xoxi 12-micsiuHoro miane00-KOHTPOJIBLOBAHOTO AOCHIKEHHS 32 yUacTIO JITel BIKOM Bif 2 710 5 pokiB
3 aCTMOIO JIETKOT'O CTYIEHS 1 eMi30ANYHUMHU 3arOCTPEHHSAMHU MOHTeNyKacT y 1031 4 mr 1 pa3 Ha 100y
noctoBipao (p < 0,001) 3meHmIyBaB piuyHy 4acTtoTy emi3ofiB 3aroctpenHs (E3) actmu mopiBHSHO 3
miane6o (1,60 E3 ta 2,34 E3 BianosigHo) [E3 Bu3HaueHi sk > 3 MOCHIAOBHUX AHIB 3 JICHHUMH
CHUMIITOMaMH, II0 BUMAaraloTh 3aCTOCYBaHHS [-aroHicTiB abo KOPTHKOCTEpOilniB (mepopanbHUX abo
IHrasiiauX ), abo rocmitanizauii 1y JiKyBaHHA acTMH|. BicOTOK 3HM)KEHHS pidyHOro nokasHuka E3
ckias 31,9 %, 395 % N1 16,9, 44,1.

[Tig gac muane6o0-KOHTPOIBOBAHOTO JTOCIIHKEHHS 332 yYacTIO JITe BIKOM BiJl 6 MICALIB O 5 POKIB 3
IHTEpPMITYIOUOIO (ajie He MEPCUCTYIOYOI0) aCTMOIO JIIKYBaHHS MOHTEIYKAaCTOM TPUBAJIO BIPOJOBXK 12
MicsmiB 3a cxemoro 4 mr 1 pa3 Ha 100y abo 12-meHHMMH KypcaMH 3 IMOYaTKOM KOKHOTO Kypcy Hpu
BUHUKHEHHI €Ii30y I1HTepMiTylounx cumnromiB. He crmocrepiramocs BHpa)keHOi BIAMIHHOCTI Y
MAII€HTIB, SIKI OTPUMYBAJIU JIIKYBaHHS MOHTEIYKacTOM y /1031 4 Mr, Ta THMH, XTO OTPUMYBaB Ij1a1e0o,
BiJIHOCHO KUJTBKOCTI €Mi30/1iB aCTMHU, 1110 TIEPEXO/IITh B HAMal aCTMU (BU3HAYCHUH SIK €11130]] aCTMH, 110
BUMAara€ TO03alJIaHOBOTO BiJBIAYBAaHHS JIKaps, IMyHKTY HEBIIKIAJHOI TOMOMOTH abo0 JIKapHi; 4d
JMIKyBaHHS 13 3aCTOCYBAaHHSAM IEpPOPaANbHUX, BHYTPIIIHBOBEHHUX a00 BHYTPIIIHBOM S30BHX
KOPTUKOCTEPOIIiB).

VY xoxi 8-THKHEBOTO JOCIIPKEHHS 32 y4acTio JiTei BikoM BiJ 6 10 14 pokiB MOHTEIyKacT y 1031 5 Mr
1 pa3 Ha 100y MOPIBHAHO 3 IUIALEOO JOCTOBIPHO MOKpAIlyBaB pecHipaTOpHy (YHKILIiO (3MiHA Bif
nouaTkoBoro nokazuuka O®B: 8,71 % nmopiBusiHO 34,16 %, 3MiHa moka3HuKa pankoBoi [TIB: 27,9 n/xB
nopiBHsSHO 3 17,8 11/XB) 1 3HMKYBaB YacCTOTY 3aCTOCYBaHHS [3-arOHICTIB 3a MOTpeOor0 (3MiHA Bif
MOYaTKOBOTO Moka3Huka Ha — 11,7 % nopiBHsAHO 3 + 8,2 %).

VY xomi 12-MicIYHOTO MOCHTIPKEHHsSI TOPIBHSIHHS €()EKTUBHOCTI MOHTEIYKACTy Ta IHTaJSAIIHHOTO
(byTHKA30HY I KOHTPOJIIO aCTMH Y TITEH BIKOM BiZl 6 10 14 pOKiB 3 MEPCUCTYIOUOIO aCTMOIO JIETKOTO
CTYTEHsS, MOHTEIYKACT BHSBJISB HE MEHINY €()EKTHUBHICTh, HIXK (PIyTHKAa30H, MOA0 30UIbIICHHS (Y
B1JICOTKOBOMY BUPa)XCHH1) KUTBKOCTI JHIB 0€3 3aCTOCYBaHHS IMIBUAKOMIIOYUX JIKAPCHKUX 3aC00IB ISt
HEBIJIKJIQTHOI TOTIOMOTH (TIEpBUHHA KIHIIEBA TOYKA). Y CEpeIHbOMY 3a 12-MicsuHUM mepio JTiKyBaHHS
B1JICOTKOBHI MOKa3HUK KUIBKOCTI JTHIB 0€3 3aCTOCYBaHHS HEBIAKIAIHOI Teparrii 30u1bmmuBcs 3 61,6 1o
84,0 B rpymi MoHTenyKacTy 13 60,9 o 86,7 B rpy1i uryTuka3oHy. Y rpymnax BiIMiHHICTb Y BiJICOTKOBOMY
BUpaXXEHHI cepenHbokBagparudyHoro (LS) 30inbmieHHS KUTBKOCTI JHIB 0€3  3acTOCYBaHHS
MIBUIKOIIFOUMX JIIKAPCHKUX 3aC001B 711 HEBIAKIAAHOI JOMTOMOTH OyJjla CTaTUCTUYHO 3Hauyma (— 2,8 3
95 % A1 —4,7,—0,9), ane B Mexax 3a37aj1eriib BCTAHOBIICHO1 KJIIHIYHOT HE MEHIIIOT €)EeKTUBHOCTI.



MoHnTenykact 1 (pIIyTHKa30H TaKOXK IMOKPALYBaJIH KOHTPOJIb aCTMH BIJIHOCHO BTOPUHHUX 3MIHHUX, II0
OLIIHIOBAJIMCA YNPOJOBXK 12-MICSYHOTO MEPiOAy JIIKyBaHHS.

O®B 36inbmmBes 3 1,83 1 10 2,09 11y rpyni MmonTenykacty i3 1,85 1 1o 2,14 n 'y rpymi ¢payTukazony.
MixrpynoBa BiIMiHHICTh Moka3HuKa LS BigHOCHO 301nbiieHHs O®B; cranoBuna — 0,02 1 13 95 %
J1-0,06, 0,02. Cepenue BiicOTKOBE 301IBbIICHHS B/l MOYaTKOBHUX MOKa3HUKIB HastexxHOr0o ODB | ckiano

0,6 % B rpymi JiKyBaHHSI MOHTEeIyKacToM 1 2,7 % B rpymi JikyBaHHs (IyTHKa30HOM. BinMiHHICTB
nokasHuka LS Bi moyaTkoBuX Moka3HUKIB HanexHoro OB Gyna noctoBipHa: —2,2 % 3 95 % JI1 - 3,6,
-0,7.

[Toka3HUK KUTBKOCTI JAHIB 13 3acTocyBaHHsM [-aronicta 3HM3MBCS 3 38,0 % mo 15,4 % y rpymi
MoHTenyKacTy 1 3 38,5 % no 12,8 % y rpyni ¢ayrukazony. MiXrpynoBa BiIMiHHICTh OKa3HHUKA LS
BiJIHOCHO BiJICOTKA JIHIB i3 3aCTOCYBaHHSM [3-aroHicra Oyna poctoBipHoro: 2,7 3 95 % /11 0,9, 4,5.
[Toka3HUK KUTBKOCTI MAaII€HTIB 3 HAmaJoM acTMH (Hamaj acTMH BH3HAUEHO SK NEpioJ MOTIpIICHHS
nepediry acTMH, 10 BUMArae JIiKyBaHHS MEPOPAJIbHIUMHU CTE€POiaMU, HE3aIJIaHOBAHOTO BiJIBITyBaHHS
JiKapsi, HeBIIKJIAHOI JOTIoMOru abo rocmitanizaiii) ckias 32,2 % y rpymni MOHTenyKacty i 25,6 % y
rpymi ¢piayTuka3zony; koedinieHT po3oixkHOCTI (95 % /1) nocroBipuuii: nopisnioe 1,38 (1,04, 1,84).
[Toka3HUK KUTBKOCTI TMAIli€EHTIB, $SKI 3aCTOCOBYBAIM CHCTEMHI (B OCHOBHOMY ME€pOpaibHi)
KOPTUKOCTEPOiM B Mepioj AocCiipkeHHs, ckiaB 17,8 % y rpymi monrtemykacty 1 10,5 % y rpymi
¢dyTrkazony. MiXrpynoBa BiAMiHHICTB oKa3Huka LS Oymna qoctosipHoto: 7,3 % 395 % JA12,9; 11,7.
JlocToBipHE 3MEHIICHHS OpOHXOCMAa3My, MOB’s3aHOTO 3 (i3muHuM HaaHTaxeHHsM (BDH), Oyro
MIPOIEMOHCTPOBAHO IiJ] Yac 12-TH)KHEBOTO OCIIKEHHS Y A0pociuX (MakcumainbHe 3HmKeHHs ODB

22,33 % nns MoHTemyKacTy nmopiBHSIHO 3 32,40 % st utane6o; yac 10 BITHOBJICHHS B Mekax 5 % Bif
noyatkoBoro O®B; 44,22 xB mopiBasHO 3 60,64 xB). lleii edekT cmocrepiraBcs yIPOIOBK
12 - TwxHEBOrO Tepiomy nociimkeHHs. 3HkKeHHs BOH Takoxx Oylio mpoAeMOHCTPOBAaHO Tij dac
KOPOTKOTO JOCTIPKEHHS 3a y4acTio aiTel BikoM Bix 6 10 14 pokiB (MakcumanbHe 3HMKCHHS ODB
18,27 % mopiBasHO 3 26,11 %; "ac no BigHOBICHHS B Mexax 5 % Big mouatkoBoro O®B; 17,76 xB
nopiBHSAHO 3 27,98 xB). Edekr B 000X mociimkeHHAX OyB MPOJAEMOHCTPOBAHHM B KiHIII iHTEpBaILy TIpU
MIPUIOMI OJTUH pa3 Ha 100Yy.

VY mami€eHTiB 3 YyTIUBICTIO O acHipHHy, SKi OTPUMYBAIM MOTOYHY TEPAIii0 IHTAISAIIHHUMHU Ta/abo
MepOpATLHUMHU KOPTHKOCTEPOiaMHy, JIIKYBaHHS MOHTEIYKACTOM IMOPIBHSHO 3 IJIarie00 MpU3BOIUIO 10
3HAYHOTO TOJIIIICHHS! KOHTPOJII0 aCTMHU (3MiHa Mo4aTtkoBoro nokasHuka O®B| cranoButh 8,55 %

npotu —1,74 % 1 3MiHa BiJ MOYAaTKOBOT'O B 3HMKEHHI 3arajbHOTO 3aCTOCyBaHHsA [-aronicra — 27,78 %
npotu 2,09 %).

Dapmakokinemuxa.

Abcopbuis

MoHTenyKacT MIBUIKO BCMOKTY€EThCSA MicCIs MepopalibHOTO mpuiiomy. [licns 3acTocyBaHHS JOPOCIUMHU
HaTIIe TabJEeTOK, BKPUTHX IUIIBKOBOIO 000JIOHKOIO, 1o 10 Mr, cepeaHs MakcuMaibHa KOHIIEHTpALlis
(Cmax) Yy ma3Mi kposi nocsiranacs yepes 3 ronusu (Tpyax). Cepenns 61040CTYHICTb IPU IEPOPATILHOMY
3acTocyBaHHI ckianae 64 %. [IpuiloMm 3BHYaifHOT i1 HE BIJIMBAB Ha 01010CTYMHICTh 1 Ha Cpax TpU
nepopanbHOMY 3acTocyBaHHI. besneka 1 edekTHBHICTH OynaM MIATBEPIKEHI IMiJ Yac KIIHIYHUX
JOCTIKEeHb TPU 3aCTOCYBaHHI TabJIETOK, BKPUTHUX TUTIBKOBOIO 000JOHKOM0, 10 10 Mr, HE3aleKHO Bij
qacy npuiomy ixi.

s TabneTok >KyBaJlbHUX MO 5 MI MOKa3HUK Cpax y JIOPOCIHMX JOCSTaBcs yepe3 2 TOAMHU Iicis
npuiiomy Hatiie. CepemHss O10JOCTYNMHICTh TPU TMEPOPATLHOMY 3acCTOCYBaHHI ckiamae 73 % 1
3HMXKY€ETbCs 110 63 % npu mpuiioMi 31 CTaHAAPTHOIO TKET0.



[Ticna nmpuifomMy HaTie TaOlIeTOK )KyBaJIbHUX, MO 4 MT, y JiTei BikoM BiJ 2 10 5 pokiB Moka3HUK Cax
JOCATAETHCS Yepe3 2 TOAMHM Micis npuiomy sikapcbkoro 3aco0y. Cepenne 3HadeHHsI Cpax Ha 66 %
BuUIlle, a cepeqHe C i HUKYE, HIXK Y TOPOCIHX, Micis npuitoMy Tadnerok mo 10 mr.

Po3znoodin

[Tonan 99 % moHTenyKacTy 3B'A3y€eThCs 3 OUTKaMU IU1a3MHu KpoBi. O0’e€M po3MOALTy MOHTEIYKAcTy B
cTarioHapHii ¢asi B cepeaHbOMY CTaHOBHUTH Big 8 mo 11 miTpiB. ¥ XOai AOCHIIKEHb Ha NIypax i3
3aCTOCYBAaHHSIM PaJIIOAKTHBHO MIYEHOTO MOHTEIYKacTy MPOXO/KEHHS uepe3 reMaroeHiedaniaHui
Oap'ep Oymno wmiHiMambHUM. KpiM TOro, y BCIX IHIIUX TKaHWHAX KOHIIGHTpAIlii IMO3HAYEHOTO
pazioi30TonoM Martepiany dyepe3 24 TOIMHHU MICIs MPUHOMY JT031 TAaKOXK BUSBHIIMCS MiHIMaTbHUMH.
Memabonizm

MoHnTenykacT akTUBHO MeTabomizyeTbes. [1i 9ac mociipKeHp 13 3aCTOCYBaHHSIM TEPANeBTUYHUX 103
KOHIICHTpaIlii MeTaboJIiTIB MOHTEITYKACTY y CTAIllOHAPHOMY CTaHI IJIa3MH KPOBI B IOPOCTUX 1 TIAI[IEHTIB
JTUTSIYOTO BIKY HE BU3HAYAIOTHCSI.

[utoxpom P450 2C8 € ocHOBHUM (epMEHTOM y MeTaboJi3Mi MOHTeNyKacTy. Kpim Toro, nuroxpomu
CYP 3A412C9 BigirpatoTb He3HaA4YHY POJIb Y ME€Ta00J113M1 MOHTEIIYKACTY, X04a iTpakoHa30J1 (1HTi6iTOp
CYP 3A4) ue 3miHOBaB apMaKOKIHETHYHI TOKa3HUKH MOHTEIIYKACTY Y 3J0POBUX JOOPOBOJIBIIIB, SK1
orpumyBaiu 10 Mr MouHTenykacty Ha [o0y. 3riiHO 3 pe3yJbTaTaMH JOCIIUKeHb in Vitro 3
BUKOPHUCTAHHIM MIKPOCOM TIEYIHKHU JIFOAMHH, TEPANeBTUYHI TUIa3MOBI KOHIIEHTpAIlll MOHTEITYKACTy HE
NPUTHIYYIOTH IuToxpomu P450 3A4, 2C9, 1A2,2A6,2C1912D6. YyacTs MeTa0OIIITIB y TEpANIEBTUYHIN
Jii MOHTETYKACTy € MIHIMAJIbHOIO.

Buseoenns

Kiipenc MoHTeyKacTy B Ij1a3Mi KPOB1 y 3JOPOBUX JOPOCIHUX JOOPOBOJIBIIB y CEPETHBOMY CTAHOBUTH
45 mn/xB. Ilicnst nepopaabHOro NPUHOMY MOHTEITYKACTY, MiY€HOT0 130TOTOM, 86 % BUBOIUTHCS 3 KaJIOM
npotsaroM 5 axiB 1 MeHme 0,2 % — 13 cedeto. Y CyKymHOCTI 3 O10JOCTYIMHICTIO MOHTENYKAacTy MHpu
MepopaJIbHOMY 3aCTOCYBaHHI IIeH (pakT BKa3ye, M0 MOHTEIYKACT 1 HOTO MeTa0OoIITH MaiyKe TTOBHICTIO
BUBOJISITHCS 3 )KOBYIO.

DapmaxkoxinemuKka 8 pi3HUXx 2pyn nayicHmis

J11st atieHTiB 13 mopyeHHsIM GyHKIIIT MeYiHKH JIETKOTO a00 CEPETHHOTO CTYIEHS TSKKOCTI KOPEKITis
1031 He moTpiOHa. JlociKeHHS 3a y9acTIO MaIli€HTIB 3 MOPYIICHHSIM (DYHKIIIT HUPOK HE TIPOBOIMIIHCS.
OCKUIBKHM MOHTEIYKACT 1 MOro MeTa0OJIITH BUBOIITHCS 3 KOBYIO, KOPEKIliS 03U IS TMAIEHTIB 3
nopymieHHsM QYyHKIIT HUPOK HE BBAXKAETHCS HEOOXimHOMN. J[aHMX mpo xapakTtep GhapMaKOKIHETUKH
MOHTEIYKACTy y TAIli€HTIB 3 MOPYMICHHSIM (YHKIII MEYIHKH TsHKKOTO CTymeHs (moHan 9 GamiB 3a
mkanoro Yaitnaa-11’10) Hemae.

[Tpu npuitomi Benmukux 103 MOHTEMyKacTy (110 B 20 Ta 60 pa3iB MepeBHINYyBaIU 103y, PEKOMEHIOBaHY
JUTSL TOPOCJIHX) CIIOCTEPITaliocsl 3HMKEHHS KOHIEHTparlii Teodutiny B mia3Mi kpoBi. Lleit edexr nHe
CIIOCTEPIraeThCs MPHU MPUHOMI PEKOMEHI0BaHO1 103U 10 MT o71uH pa3 Ha 100Yy.

KuiniuHi xapakTepucTuKm.

Ilokazanns.

Sk nomaTkoBe JiKyBaHHS MPU OpOHXIaNBHIN aCTMI1 y MAIIEHTIB BIKOM BiJ 2 10 5 pOKIB 3 MEPCUCTYIOUOIO
acCTMOIO BIJ JIETKOTO /IO CEPEIHbOTO CTYMEHs, SIka HEIOCTAaTHbO KOHTPOIIOETHCS IHTAIALINHUMU
KOPTUKOCTEPOiTaMH, a TAKOXK MTPU HEJOCTATHHOMY KIIIHIYHOMY KOHTPOJIi aCTMH 32 JIONTIOMOT OO aroHICTiB
B-ampeHopenenTopiB KOPOTKOT [ii, IKi 3aCTOCOBYIOTh 3a MOTPEOOIO.

Ak anpTepHATUBHUN METOJ JIIKYBaHHS 3aMIiCTh HHM3bKHX 103 IHTAIAIMIMHUX KOPTUKOCTEPOIMIB IS
TMAIIEHTIB BIKOM BiJl 2 10 5 POKIB 3 MEPCUCTYIOUYOK aCTMOIO JIETKOTO CTYMEHS, y SIKUX HE BiAMIYaiu
MPOTSTOM OCTAaHHBOTO Yacy CEPHO3HUX HamaaiB OpOHXIAIBHOI aCTMH, IO MOTPEOYIOTh 3aCTOCYBaHHS
MepopaIbHUX KOPTUKOCTEPOIIiB, @ TAKOXK K1 HE MOXKYTh 3aCTOCOBYBATH 1HTAISIIIHI KOPTUKOCTEPOi TN
(muB. po3ain «Crocid 3aCTOCYBaHHS Ta IO3W»).




[IpodinakTuka acTMH, JOMIHYIOUMM KOMIIOHEHTOM SIKOi € OpOHXOocma3M, 1HJIYyKOBaHUU (i3WYHUM
HaBaHTAXEHHSAM, Y Talli€EHTIB BIKOM BiJl 2 POKIB.

[TonermeHHs CHUMOTOMIB CE30HHOTO Ta LIJIOPIYHOTO ajepriuHoro puHITY. PHU3MKM BUHMKHEHHS
MICUXOHEBPOJIOTIYHOI CHMIITOMAaTHKH Yy TALI€HTIB 3 aJepriuHUM PUHITOM MOXYThb IMEpPEeBHUILYBAaTH
KOpUCTh BiA 3actocyBaHHS Cunrymsap®, tomy CuHryasip® HEOOXiIHO 3acCTOCOBYBaTH B SIKOCTI
mpemnapaTy pe3epBy y MAIli€HTIB 3 HEQJEKBATHOIO BIIMOBIAI0 a00 HEMEPEHOCUMICTIO aTbTePHATUBHOL
Teparii.

IIpomunokaszanna.

[TigBuIIeHa Yy TIMBICTh 10 OYIb-SIKOTO 3 KOMIIOHEHTIB JKapCchKOro 3aco0y. Iutsuuii Bik 10 2 pokiB.
B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

Cunrynsap® MoXHA IPU3HAYATH Pa30M 3 IHIIUMU JIIKAPCHKUMH 3aC00aMHU, 1110 3a3BUYail 3aCTOCOBYIOTHCS
Ui po(iIaKTUKKU ab0 TPUBAJIOro JIIKyBaHHS acTMu. IIpu mociipkeHHI B3aeMOJil MK JIKapChbKUMU
3aco0aMi PEKOMEHJIOBaHa KIIIHIYHA J103a MOHTENyKacTy He Majia BaXXJIMBOTO KJIIHIYHOTO BIUIMBY Ha
(bapMakOKiHETUKY TaKUX JIIKAPCHKUX 3aco0iB: TeOoQUTH, MNPEeIHI30H, MPEeIHI30JI0OH, IMepOopajbHi
KOHTpAIIENITUBY (€THUHIJIECTPai0JI/HOpeTUHAPOH 35/1), TepdeHaaut, IMroOKCHH Ta BapapuH.

V naui€eHTiB, AKi 0AHOYACHO MpuiiMann peHoOapO6iTal, IIoIa i KpUBOIO «KOHIIEeHTpalis —yac» (AUC)
IUIE MOHTENYKacTy 3HMXKyBanacs npuOnu3Ho Ha 40 %. OCKUTBKM MOHTEIYKacT MeTabomi3yeTcs 3a
nornomororo CYP 3A4, 2C8 i 2C9, HeoOxigHO OyTH 0OEpex HHM, OCOOIMBO IIOAO IITEH, SKIIO
MOHTEJIYKacT MPU3HAYaloTh oJHOo4YacHO 3 inaykropamu CYP 3A4, 2C8 1 2C9, nanpuknaj GeHITOTHOM,
(benobapbiTanzoM 1 pupamMminuHOM.

JIOCHiDKEHHS in Vitro TIOKa3ajiH, 110 MOHTeNIyKacT € moTy>XHuM iHriditopom CYP 2C8. Ilpote nani
KIIIHIYHOTO JOCIIKEHHS B3a€EMOIIT JTIKapChKUX 3ac00iB, 10 BKIOYAIOTh MOHTETYKACT 1 PO3HUIIITa30H
(MapkepHuU#l cyOcTpar; JiKapchKuil 3acib, mo meradomizyeTbes 3a gornomoror CYP 2C8), mokaszainu,
110 MoHTenyKacT He € iHrioiTopom CYP 2C8 in vivo. TakuM 4HHOM, MOHTETYKACT HE BIUTUBAE 3HAYHOIO
MIpOI0 Ha MeTaboIi3M JIIKapChbKUX 3aco0iB, 110 METa0OMi3yIOThCSA 3a JOMOMOTOI0 IbOro (epMEHTY
(HampuKJIaa NaKiIiTakcely, pO3UIIIITa30Hy Ta penariiHiay).

[Tix gac gocmimkeHs in vitro 0yno BCTAaHOBIEHO, 10 MOHTeTyKacT € cyoctparom CYP 2C8 1 meHmoo
Miporo 2C9 ta 3A4. ¥V xo/i KJIIHIYHOTO JOCITIIKEHHS B3a€MO/IT TIKapChbKUX 3aC00iB 13 3aCTOCYBaHHAM
MOHTeNnyKacTy 1 remdioposuny (iuriditopy CYP 2C8 i 2C9), remdiOpo3un MiABUILYBAaB CUCTEMHY
eKCIO3HUIIII0 MOHTeNyKacTy B 4,4 pa3a. [Ipu oqHO9acHOMY 3acTocyBaHHI 3 reM(}i0po3niom abo iHIIUMHU
notyxHuMH 1Hri6iTopamu CYP 2C8 kopekiist 1034 MOHTeNyKacTy He MOTpiOHa, ane JiKap MOBHHEH
BPaxoBYBAaTH IMiJIBUILEHUHN PU3UK BUHUKHEHHS OOIYHUX PEaKIii.

3a pe3ynpTaTaMu JOCHIJUKEHb i1 Vitro, He OUIKYETbCS BUHUKHEHHS KJIIHIYHO BaXKIMBUX B3a€EMOZIN 3
MeHII noTy>KHUMH iHri6iTopamu CYP 2C8 (nanmpukiaz 3 TpumeronpumoM). OHOYACHE 3aCTOCYBAHHS
MOHTEJIYKacTy 3 ITpakoHa30jioM, cuibHUM iHTri6iTopoM CYP 3A4, He mpu3BoAWiIO A0 iCTOTHOTO
MiABHUILIEHHS CUCTEMHOI €KCITO3UIII] MOHTEITYKACTY.

Ocobueocmi 3acmocyeanns.

[TamienTiB HeoOXigHO monepenuTH, Mo CHHTYIIp® [UIs NMepopajbHOro 3aCTOCYBaHHS HIKONM HE
3aCTOCOBYIOTH JJIs1 JIIKyBaHHS TOCTPUX HAIaiB aCTMH, a TAKOK PO Te, 110 BOHU ITOBUHHI 3aBX/IU MaTh
npu cobl BIAMOBIAHMNA JIIKapchbkuil 3acid excTpeHoi pomomoru. Ilpum rocrpomy Hamami cmix
3aCTOCOBYBAaTH IHTaNsLiiiHI  B-aroHicTh KopoTkoi nii. [lamieHTH TOBUHHI SIKHAWIIBHIIIE
MIPOKOHCYJIBTYBATHUCS 3 JIIKAPEM, SIKIIIO BOHH NOTPeOYIOTh OLIbIIOT KITBKOCTI J-aroHicTa KOPOTKOi Jii,
HIK 3a3BUYai.

He cnix mpoBoauTu pi3koi 3aMiHM IHralALiHHUX a00 MepopalbHUX KOPTHKOCTEPOINHUX NpenapaTiB
JikapchkuM 3aco6oM CuHrymsip®.

Hemae nanHux, siKi MiATBEPAXKYIOTh, 110 103y MEPOPATbHUX KOPTUKOCTEPOiliB MOXKHA 3MEHILIUTU TpU
OJTHOYaCHOMY 3aCTOCYBaHH1 MOHTENYKAacCTy.



[ToBiomIsIOCs PO BUHUKHEHHS MICMXOHEBPOJIOTTUHUX PeakUii y JOPOCIUX, MATITKIB Ta JITeH, sKi
3actocoByt0Th CuHTYIsIp® (muB. po3ain «lloGiuni peakmii»). IlamieHTn Ta nikapi MOBHUHHI OyTH
YBOXHUMH J0 TICHXOHEBPOJIOTIUHUX peakiliid. [lamientam Ta/abo gormsmadam ciaif JaTv BKa3iBKH MPO
Te, 100 BOHU MOBIIOMIISIIIM CBOTO JIiKaps y pa3i BAHUKHEHHS TaKUX peakiiil. Jlikapi HOBUHHI peTelbHO
OLIIHIOBATH PU3UKHU Ta MepeBaru MpoJOBKEHHs 3aCTOCYBaHHSA JliKapchbKoro 3aco0y Cunrynap®, sxino
TaKi peakiii BUHUKAIOTh.

VY NOOIMHOKMX BHUMAJIKaxX Y MAlli€HTIB, SIKI OTPUMYIOTh MPOTHACTMATHYHI 3aco0H, B TOMY YHCII
MOHTEIIYKacT, MOXKE CIIOCTEpIiraTHcs CUCTEMHA €03WHO(MIIISA, 1THKOIU Pa3oM 3 KIIHIYHUMH MPOSBAMU
BACKyJIITy, Tak 3BaHuM cuHapoMm Yapra — Crpocca, JiKyBaHHS SKOTO MPOBOAMTHCSA 32 JJOMOMOTOIO
CHCTEMHOI KOpTHKOcTepoinHoi Tepamii. Taki Bunmaaku 3a3Buvaii (ajge He 3aBxaAu) Oyiau OB s3aHi 31
3MEHIIEHHSAM /103U a00 BiIMIHOIO KOPTHKOCTEpOigHOro 3aco0y. IMOBIpHICTH TOrO, 11O AHTaroHiCTH
JEMKOTPIEHOBUX PELETITOPiB MOXKYTh OyTH MOB’s13aHi 3 MosiBOO cuHApoMy Yapra — CTpocca, He MOXKHA
cripocTyBaTu abo miaTBepAUTH. Jlikapi MOBUHHI MaM’ATaTH PO MOXJIMBICTh BUHUKHEHHS Yy MAallI€HTIB
€03MHO] 1111, BACKYJITHOIO BUCHUIIAHHS, TOTIPIICHHS JIET€HEBOI CUMIITOMATUKHU, YCKIaJHEHHS 3 OOKY
cepus Ta/abo Heiipomnatii. IlamieHTiB, Yy SKMX BUHUKIM TaKi CUMIITOMHM, CJIiJl TIOBTOPHO OOCTEKHUTH 1
NEPErITHYTH IXHIO CXeMY JIIKYBaHHS.

JlikyBaHHSI MOHTEIYKAacCTOM HE Jla€ 3MOTM MAaI[ieHTaM 3 aclipHH3aJEKHOI aCTMOIO 3aCTOCOBYBATH
acMipyH YM 1HII HECTePOiIHI MPOTU3aNalIbHI 3aCO0H.

Cunrynap® wMictuTh acnapram, SKAd € jokepenoMm  (QeHinanaHiHy. [lamientam, XBOpuUM Ha
¢eninkeToHypito, He0OX1IHO BPaxOBYBaTH, 110 1 KyBajbHa TabyeTka 1o 4 Mr MiCTUTh (eHUIaNaHiH y
KIUTBKOCTI, ekBiBaNieHTHi# 0,674 Mr ¢eHinanaHiHy Ha 103Y.

Jlikapcekuit 3aci6 MicTuTh MeHIIe 1 MMoub (23 Mr) HaTpiro Ha TabJIeTKy, TOOTO MPAKTUYHO BUIBHUH BiJ
HaTpiIo.

3acmocysanns y nepioo eacimnocmi abo 200y8aHHs 2pyoor0.

Bazcimnicms. JlocmikeHHs Ha TBapuHAX HE JAEMOHCTPYIOThH IIKIJUIMBOTO BIUIMBY Ha BariTHICTh a0o
eMOpioHaJIbHU/ (peTaTbHUNA PO3BUTOK.

HasBHi naHi 3 omyOniKOBaHUX MPOCIEKTUBHUX Ta PETPOCIEKTUBHUX KOTOPTHHUX JAOCIHIIKEHb 13
3aCTOCYBaHHSAM MOHTENYKAacTy BariTHUMH >KIHKaMH, SIK1 OLIHIOIOTh 3HAUYIIl BPOJKEeHI Baau y AiTeH, He
BCTaHOBWJIM PU3UKY IOB'SI3aHOTO 31 3aCTOCYBAHHSM JIiKapchKoro 3aco0y. HasiBHI AOCHIKEHHS! MAlOTh
METOOJOTYHI OOMEKEHHs, BKJIIOYAIOYM HEBEIMKHA po3Mip BUOIpKHM, B JESIKUX BHIAAKaX
PETPOCIIEKTUBHUIM 301p JaHUX, 1 HECYMICHI IpyNH NOPiBHSAHHSL.

Cunrynsap® ciif 3acTOCOBYBATH B IEPioJ] BariTHOCTI JIUILE 32 SIBHOI OTPEOH.

T'ooysanus 2pyooio. JlocnipkeHHs Ha Ilypax MpOAEMOHCTPYBAIH, 110 MOHTEIIYKACT IPOHUKAE B MOJIOKO.
HeBinomo, 4 BUBOUTHCS MOHTEIIYKACT 3 TPYAHUM MOJIOKOM Y JKIHOK.

Cunrynsap® MoOXHa 3aCTOCOBYBAaTH B IEpiOA TOAYBaHHS TPYAIIO, TUIbKM SIKIIO 1€ BBAXA€THCS
0€3yMOBHO HEOOXITHUM.

30amuicms  enausamu Ha WEUOKICMb peaxyii npu Kepy8aHHi ABMOMPAHCNOPMOM abO THUUMU
Mexauizmamu.

He ouikyeTbcs, 1110 MOHTENYKACT BIUIMBATUME Ha 3AAaTHICTH Malli€eHTa KepyBaTH aBTOTPAHCIIOPTOM abo
iHIIMMEU MexaHi3MaMu. [IpoTe myske piKo MOBIIOMIISIOCS PO COHIMBICTH a00 3aIIaMOPOUYEHHS.
Cnoci6 3acmocysannsa ma 0o3u.

Jlikapcekuii 3aci0 HEOOX1IHO 3aCTOCOBYBATH JITSIM i1 HATJIAOM 10pOciuX. TabaeTKu ciliJ po3KyBaTu
nepes KOBTaHHSM.

[TamieHTamM 3 acTMOIO Ta aJepriuHUM PUHITOM (CE30HHUM Ta LUIOPIYHUM) HEOOXigHO mpuitmMaTtu 1
TabNeTKy XyBaJibHY 10 4 Mr 1 pa3 Ha noOy. [ mosermeHHss CUMITOMIB alepriyHoro pUHITY 4ac
npuiioMy miIOMparoTh 1HIUBITYalbHO.

Jlnis nikyBaHHS acTMHU J103a JUTSI AiTeH BIKOM BiJl 2 10 5 pOKiB CTaHOBUTH | KyBajbHY TaOneTKy (4 Mmr)
Ha 7100y, BBeuepi. CUHrysip® ciif npuiiMaTi 3a 1 ronuny 1o iau abo yepes 2 rogunu micis inu. Hemae



HEOOX1THOCTI B KOPEKIIii 103U /i1 1i€i BikoBoi rpynu. Jlikapebkuii 3acid Cunrynsap® y nikapcebkiid popmi
TabJIeTKH KyBallbHI (4 MI') HE PEKOMEHIOBaHMM JUTsI IITEH BIKOM /10 2 POKIB.

3acanvui pexomenoayii. TepaneBTUYHMIA BIUIMB JiKapchbKoro 3aco0y CuHrymap® Ha MOKa3HUKU
KOHTPOJIIO aCTMHU HacTae ynpoaosxk 1 pus. [lamienTam ciiji peKOMEHIyBaTH MPOAOBKYBAaTH MpUiiMaTu
mikapcbkuil 3aci6 CuHTysip®, HaBiTh SKIIO JOCATHYTO KOHTPOJIIO acTMM, a TaKoXX B MEpioau
3aroCTPEHHs aCTMHU.

Hemae HeoOXi1HOCTI B KOPEKIIiT 1031 JUIsl MALli€HTIB 3 MOPYIIEHHAM (YHKIIi HUPOK a00 3 MOPYIIEHHAMU
(byHKLIT NEYiHKU Bif] JIETKOTO 10 CEPEIHbOTO CTYMEeHs TsDKKOCTi. Hemae naHuX BIAHOCHO MALli€HTIB 3
MOpYUIeHHAM (YHKLIT MEUiHKU TSHKKOTO cTyneHs. Jlo3yBaHHs A1 XJIOMYHMKIB 1 JIBYaTOK OJHAKOBE.

Ak anbmepHamusHuii Memoo NiKY8aHHs 3AMICb HUZLKOOO0308UX IHSANAYIUHUX KOPMUKOCEPOioie npu
nepcucmyouii. acmmi neckoeo cmynens. MOHTEIYKacT HE PEKOMEHJIOBAaHMN SIK MOHOTEepamis s
NAI€HTIB 3 TMEepPCUCTYIOYOI acCTMOIO CEpPEeIHbOIO CTYyMEHs. 3aCTOCYBaHHA MOHTENIYKAcTy SK
aJIbTEPHATUBH HHU3bKOJIO30BUM IHTAIALIAHUM KOPTHUKOCTEPOifAaM JITSAM BIKOM Bil 2 10 5 poOKiB 3
MEPCUCTYIOYOI0 aCTMOIO JIETKOT'O CTYTIEHS CIiJl PO3IIISIIATH TUIBKU JUI MALIEHTIB, Y AKUX 32 OCTaHHIN
yac He 0yJ10 cepiio3HMX Hama/liB aCTMH, 1110 BUMArajiu 3aCTOCYBaHHS EepOPAIbHUX KOPTUKOCTEPOIMIB, 1
SIK1 HE MOXKYTb 3aCTOCOBYBATH IHTAJIALIMHI KOPTUKOCTEpOiaH (IuB. po3ain «Iloka3anns»). Ilepcucryroua
acTMa JIETKOTO CTYIIEHs BU3HaY€Ha K BUHUKHEHHS CUMIITOMIB aCTMHU YacTimie | pa3y Ha THX/IEHb, aje
piame 1 pa3y Ha 1eHb, BAHUKHEHHS HIYHUX CUMITOMIB yacTiiie 2 pa3iB Ha Micillb, aje piaue 1 pa3y Ha
THUXJICHb, HOpMaJbHa (PYHKIIis JIETEHIB y TIepiogax Mixk emi3o1aMu. SKIII0 JOCTaTHHOT'O KOHTPOJIIO aCTMH
HE JIOCATHYTO, Y MOAANBIIOMY (3a3BHYail ypogoBxk 1 MicsIIsl) ¢ITifi BU3BHAYUTH HEOOXITHICTh JOJATKOBOL
a0o0 1HIIOI MPOTH3AMANbHOI Teparlii, IPYHTYIOUUCh Ha IMOCIIIOBHINA cucTemi JiKyBaHHsA acTMu. Ciiifg
NEPIOINYHO OLIHIOBATH CTaH MAIiEHTIB 111010 KOHTPOJIIO ACTMH.

IIpoghinakmuxa acmmu y nayicumia 8ikom 6i0 2 00 5 poKis, y AKUX OCHOBHUM KOMNOHEHMOM ACMMU €
oponxocnasm, inoykoganuu @izuunum nasanmadxcenuam. CHHTYISIp® peKoMEeHJOBaHHMM MallieHTam
BIKOM BiJ 2 10 5 pOKiB JUIsl NpOQUIaKTUKKA OpOHXOCTa3My, IHAYKOBAaHOTO (DI3MUHUM HaBaHTaXEHHSM,
AKMA MOXe OyTH OCHOBHUM IIPOSIBOM IEPCUCTYIOUOi aCTMH, NMpH SKIH HEoOXiJHE 3aCTOCYBAaHHS
IHTANAMIAHUX KOpTUKOCTepoiniB. CTaH MAIli€HTIB CHiA OMIHUTH Ticas 2 — 4 TWXKHIB JIKyBaHHS
MOHTEIIYKacTOM. SIKIII0 10CTaTHBOI BINOBII HE JOCATHYTO, CIIiJ PO3IIISIHYTH MUTAHHS PO 10JaTKOBY
a0o 1HIIy Teparnito.

3acmocysanns nikapcokoco 3aco0y Cuneynap® 3anedxcrHo 6i0 iHwozo nikysanus acmmu. Konun
mikapcbkuil  3aci6  CuHTYsp®  3aCTOCOBYEThCS SK JIOJATKOBAa Tepamis A0  IHTaIALiRHUX
KOPTUKOCTEPOifiB, JiKapchbkuM 3aco0oM CuHrymsip® He ciniff pi3Ko 3aMiHIOBATH IHTassLikHI
KOPTUKOCTEpOiaH (AUB. po3ais «OCcoOIMBOCTI 3aCTOCYBAHHS»).

imu. 3acTOCOBYIOTH JITSAM BIKOM BiJl 2 10 5 pOKiB.

Ilepedosyeanns.

Konnoi cnenianbHOi iHpOpMaLii 040 JIKyBaHHS MEpeo3yBaHb JiKapchbkuM 3aco0oMm CHHTYIsIp®
HeMae. Y XOMi JOCHIIKeHb XPOHIYHOI acTMU MOHTENyKacT Mpu3Havyanu B fo3ax no 200 mr/moly
JOPOCITUM TAIllEHTaM MPOTATOM 22 THXKHIB, a Y KOPOTKOYACHUX MOCHiKeHHAX — 10 900 mMr/moly
IPOTATrOM MPUOIU3HO OAHOTO THXKHS, IPU IIbOMY KIIIHIYHO BaXJIMBI MOOI4HI peakilii He BUHUKAJIH.
[Tpu mocTMapKeTHHTOBOMY 3aCTOCYBaHHI Ta IMiJl Yac KJIIHIYHUX JOCITIHKeHb HAJIXOAWIN TTOB1IOMIICHHS
PO TOCTpe Nepeao3yBaHHA JiKapchKuM 3aco0oM CHHTrynsp®. BoHu BKIIOYamu MpUHOM JiKapChbKOTO
3aco0y JJOPOCIMMH 1 JITBMH B 032X, 1110 nepeBuiytoTh 1000 Mr (mpubin3Ho 61 MI/Kr y AUTHHH BIKOM
42 micsui). OTpumani KIIiHI4HI 1 7a00paTOpHI JaHi BiAMOB1AaIM PO iIro O€3MeKH y TOpOCIUX Halli€HTIB
1 miteil. Y OUIBIIOCTI BUMAKIB NEpeao3yBaHHs Mpo MoOiuHI peakiii He nmoBigoMisuioch. Haifuacrime
criocTepiraiucs nobiuHi peakiii, 1o BiAMOBiAanu npodito 6e3neku Jikapcbkoro 3aco0y CHHTyIsp®
Ta BKJIIOYANU: OUTb y JKUBOTI, COHJIUBICTb, CHpary, rojoBHUH Oinb, OJIOBAaHHS Ta MCUXOMOTOPHY
rinepakTHUBHICTb.

HeBizomo 41 BUBOAUTHCS MOHTEIYKACT 3a JOTIOMOT'O0 IEpUTOHEAILHOTO Aiajizy abo reMoiianisy.



Ho6iuni peaxuii.

MoHTenmyKacT 3acTOCOBYBABCS IiJ] Yac KIIHIYHUX JOCHIKEHb MaI[leHTaM 3 NEepCUCTYI0YOI0 aCTMOIO:
TabJIETKH KYBaJIbHI 110 4 MT 3aCTOCOBYBaJIM 851 AUTHHI BIKOM BiJ 2 10 5 pOKiB.

MoHTeyKacT OLIHIOBABCA y X0/ KJIIHIYHOTO JOCIIPKEHHS y MAIIEHTIB 3 IHTEPMITYIOUOI0 aCTMOIO.

VY Xoai KITHIYHUX JTOCHIKeHb HIDKYe3a3HayeHi MOO14HI peakilii cnocrepiramucs dyacto (Bix > 1/100 go
< 1/10) y namieHTiB, K1 OTPUMYBAJIH JIKyBaHHS MOHTEIYKAaCTOM, a TAKOX 3 OLIBIIOI0 YaCTOTOIO, HIXK Y

MAII€HTIB, SIKI OTPUMYBAJH JIIKyBaHHS I1a11e00.

Tabmuns 1

Cucremu opratis

it BikoMm
BiZ 2 710 5 pOKiB

(omHe 12-TmxHEBE mocmikeHHs; n = 461)
(omHe 48-THKHEBE TOCHTIKEHHS; n = 278)

[TopymienHss 3 OOKy IIIYHKOBO-KHIIKOBOTO
TPaKTy

AOnomMiHanbpHul 0116

[TopymieHHss 3arajJpHOrO CTaHy Ta Taki, ILIO
MoB’si3aHl 31 cmocoOOM  3aCTOCYBAaHHS

Cmpara

JIKapChKOT0 3ac00y

[lin yac KIHIYHMX IOCHTIDKEHb MPU MPOJOHTOBAHOMY JIIKYBAaHHI HEBEJMKOI KUIBKOCTI JOPOCIIHX
TMAIIEHTIB YIPOJOBXK 2 POKIB 1 JiTel BikoM Bif 6 10 14 pokiB ynpoaoBx 12 micsiiB nmpodiias 0e3mexu

HE MIHABCH.

3aramom 502 mUTUHM BIKOM BiJl 2 10 5 POKIB OTPUMYBAJIU JIIKYBaHHS MOHTEIYKACTOM IPOTATOM SIK
MiHIMYM 3 MicsiB, 338 — ynpoaoBixk 6 micsiiiB abo aosiie, 534 — ynpoaosxk 12 micsiis ado gosmre. [Ipu
MPOJIOHT AT JIIKyBaHHS MPOQiias O€3MEKH y IUX MAIiEHTIB HE 3MIHIOBABCSI.

Tlocmmapkemuneosuii nepioo

[To6iuni peakinii, PO SKi MOBIJOMIISIIOCH Y IMOCTMAapKETHHTOBUN TIEPi0Jl, BKA3aHO 3TiAHO 3 KjacamMu
CHCTEM OPTaHiB 1 3 BUKOPHUCTAHHSM CTCI[ialbHUX TEPMiHIB y TaOuIl 2. YacToTa BU3HAYEHA 3T1THO TaHUX

KIHIYHUX JTOCHIIKEHb.

OYMKH Ta TIOBeAiHKa (CyIUAaNbHICTh),

Ta0mms 2
Cucremu opratis [To6iuHi peakiii Yacrora*

Indexuii Ta iHBa3i11 IHdexii BepXHiX JUXalbHUX HUIAXIB** Hyxe gacrto
[Mopymiennss 3 Ooky cucremu | TeHIEHIlis 7O MOCHICHHS KPOBOTOUMBOCTI | Pimko
KpOBI Ta TiM(pAaTHIHOI cUCTEMU | TpoMOOLUTONEHIs Jy>xe pinko
[Topymenns 3 Ooky imyHHOI | Peakuii rinepuytnuBocti, B ToMmMy uucii [ Hewacto
CHUCTEMH aHad1akcis

Eo3unodinbHa iHIBTpAaIIis MEYiHKA Hyxe pigko
[TopymienHs 3 60Ky ICHUXIKH [lopymenns cHy, y ToMmy uuchi Hiyai [ Hewacrto

KOIIIMapH, 0e3COoHHS, COMHAMOYITi3M,

TPUBOXKHICTB, AXXUTALIIS, BKJTFOYAI04U

arpecuBHy TOBEIiHKY a00 BOPOXKICTb,

JeTIpecist, MCUXOMOTOPHA TiNEPaKTUBHICTh

(BKJTIOYAOYHM  JPATIBIUBICTh,  HECIIOKIH,

TpeM0p§)

[Topymienns yBaruw, mnoripmieHHs mam’sTi, | Pigko

TUK

lamrouumnarnii, aesopieHTamiss, cyiuuaaneHi | Jyxke pigko




JKapChKOTO 3ac00y

00CeCHBHO-KOMITYJILCHBHI posnany,
auchemis
[Topymennss 3 OOKy HEpBOBOi | 3amaMOpOYCHHS, MIIsBicTh, | Hewacto
CUCTEMHU napecTesisi/rinecresisi, Cy10MH
ITopymienns 3 60Ky cepus [TanpmiTamis Pinko
[Topymenns 3 60oky auxanbHoi | HocoBa kpoBoTeua Heuacto
cuctemy,  opra”iB  rpyaHoi | Cungpom Yapra — Crpocca (muB. poszin | Jyxe pinko
KIJITKH 1 CEPENOCTIHHA «OcoBIMBOCTI  3aCTOCYBaHHS»), JIETE€HEBA
€03uHOGTis
[Topymienns 3 Ooky nutyHkoBo- | Hiapes™** nmymota***, GmroBaHHs™*** Yacro
KHIIKOBOT'O TPAKTY CyxicTb y poTi, TUCIIENCis Heuacto
[TopyieHHs 3 6oky | IligBumenHs piBHS TpaHcamiHa3 cupoBaTku | Hacto
rernaToOiTiapHol CUCTEMH (AJIT, ACT)
lematur  (Bkirowaroun  xosecratuuse, | Jyxe piako
TeraToLENIONSIPHE Ta 3MillaHEe YPaKEeHHS
MIEYIHKN)
[Topymenns 3 Ooky mkipu 1 | Bucum™*** YacTto
MIIIKIPHAX TKAHUH I'emaToma, KpoTuB'sTHKA, CBEPOIK Heuacto
AHT10HEBPOTUYHMN HAOPSIK Pinko
BysnukoBa  eputema,  mynbTudopmHa | [yxe piako
epuTemMa
[Topymennss 3 00Ky KICTKOBO- | ApTpaniris, Miairis, BiiIoudaroun M'si30Bi [ Hewacto
M’SI30BOT CHCTEMH 1 CIIOJIYYHOI | CyJIOMH
TKaHUHH
[Topymiennss 3 Ooky Hupok Ta | EHypes y miteit Heuacro
CEYOBUBIJITHUX IUISAXIB
3aranpHi posnmamu 1 moOiuHi | [Tipexcis™*** YacTto
peaxiii, BMKIMKaHI IIPUHAOMOM | ACTeHis/BTOMa, HE3MyKaHHs, HAOPSIK Heuacto

§Pim<o.

*YacToTa BU3HAUCHA 3TiHO 3 YaCTOTOIO IMOBIIOMJICHB Y 0a3i JaHUX KIIIHIYHUX JOCIIKEHB: Ty’Ke 4acTO
(> 1/10), gacro (Bim > 1/100 no < 1/10), mewacto (Big > 1/1000 go < 1/100), piako (Big > 1/10000 mo
< 1/1000), myxe piako (< 1/10000).
**[ s moOiYHA peakirisl crocTepiransacs 3 4acTOTOI <JIyXe YacTo» Y MAalli€HTIB, SKI 3aCTOCOBYBAIH
MOHTETYKACT, a TAKOXK y MAIIEHTIB, K1 OTPUMYBAIH I1a1ie0o0, M1 Yac KITHIYHUX JTOCITIKCHb.

***][s moOluHa peakIlis crocTepirajacs 3 YacTOTOK «4YacTo» Y TAIEHTIB, SKI 3aCTOCOBYBAIH
MOHTETYKACT, a TAKOXK Yy MAIlIEHTIB, K1 OTPUMYBAIIH I1a1ie00, M1 Yac KITHIYHUX JTOCITIKCHb.

Tepmin npuoamnocmi. 2 poxu.

He 3acTocoByBaTH JlikapchbKuii 3aci0 micist 3aKiHYeHHS TEPMiHY IPUAATHOCTI, 3a3HAYEHOT0 Ha YIAKOBIIL.

YMoBHu 30epiranus.

30epiraTy B OpUTiHAJIBHINA yIaKOBII Mpu TemiepaTypi He Buie 30 °C.
30epiraTy B HEJOCTYITHOMY JIJIsl JITEH MICIII.

YinakoBka.

ITo 14 Tabnerok y 6mictepi. [1o 2 Giictepu y KapTOHHIM KOpOOTIi.

Kareropis Bignmycky.
3a penenTom.
Bupoouuk.




Mepk apm 1 [loym Jlimiten, Benuka bpuranis.

Mepk apmn i [loym b.B., Hinepnanau.

epinr-ITnay Jlabo H.B., benbris.

Micue3HaxoqkeHHs] BUPOOHUKA TAa agpeca Micusi MPOBAKeHHsI HOro NislJIbHOCTI.
otron Jleiin, Kpamninrron, Hoprym6epnenn NE23 3JU, Benuka bpuranis.
Baapaepser 39, 2031 BH Xaapsiem, Hinepnanu.

Innycrpienapk 30, Xelict-on-nen-bepr, 2220, benbris.



