Ckian

Oitoua pevyo8uHd: MOHTEYKacT;

1 TabreTka XKyBaJjibHa MiCTUTh MOHTEJIYKaCcTy HaTpito 5,2 MT (eKBiBaJIeHT
MOHTEJIYKacCTy 5 MT);

oonomioicHi pedyosuHu: MaHiT (E 421), neniono3a MiKpOKpHUCTalidyHa,
TiOpPOKCHUIIPOMiNIEeNI0io3a, OKcup 3anida yepBoHui (E 172), HaTpito KpoCKapMeno3a,
apoMmaTu3aTop BumiHeBui, acnaptam (E 951), marxiio cTteapar.

JIikapcbKa ¢popmMma

TabmeTKy XKyBajbHi.

OcCHOBHI (i3uko-ximiuHi 821acmueocmi: TabJIEeTKY KyBaJlbHi 110 5 MT: POXKeBi Kpyriti
OBOOIIYKJIi TabneTku 3 BugaBiaeHuM HanucoMm « SINGULAIR» 3 ogHOTrOo 60Ky Ta «MSD
275» - 3 IHIIOTO.

®dapMaKoTepalneBTHUYHA Irpyna

3acobu [OJid CUCTEMHOI'O 3aCTOCYBAHHS ITPU OOCTPYKTUBHUX 3aXBOPIOBAHHSIX
OUXaJbHUX IJISAXiB. BIIOKaTOPU TEMKOTPIEHOBUX PELIENTOPIB.

Kom ATX R0O3D CO03.
dapMaKoauMHaMiKa

Lucreininneukorpienu (LTC4, LTD4, LTE4) € noTy:KHUMH eMKO3aHOlgJaMu
3anajieHHs, 10 BUOUIAIOTHCA PI3HUMU KIIITUHAMM, Y TOMY YHCJIi OIaCUCTUMU
KJIiTHHaMU Ta eo3uHo@inamu. Lli BaXKIMBi mpoacTMaTU4Hi MefiaTOPHU 3B SI3yIOTHCA 3
HUCTelHinneKoTpienHoBuMu penientopamu (CysLT), mpuCcyTHIMU B OUXaIbHUX IIIJIsIXaX
JIIOOWHY, 1 BUKJIMKAIOTh TaKy peakliifo, IK OpPOHX0CIIa3M, CEKpellisi CIU3y, IOCUJIEHHS
MTPOHUKHOCTI CyouH i 30iNblIeHHS KiTbKOCTi €03MHOMIIB.

MoHTeNnyKacT Opu IIepopajbHOMY 3aCTOCYBaHHI € aKTHUBHOIO CIIOJIYKOIO, SIKa 3
BHCOKOI0 BUOIpPKOBICTIO i criopigHeHicTIo 3B’s13y€eThest 3 CysLT1-perentTopamu. 3rigHo 3
KIiHIYHUMHY OOCTiAXKEeHHSIMU, MOHTEIYKaCT IIPUTHiYye OPOHXOCIIa3M ITic/as iHTramsaIil
LTD4 y go3i 5 mr. bporxogunartalisi CIOCTEPIra€eThCsA YIIPOLOBXK 2 TOOUH ITiCIISA
IIepopPaIbHOr0 3aCTOCYBaHHS, ek eheKT OYB agUTUBHUM [0 OPOHXOOMUIaTallil,
CIIPUYMHEHOI B-aroHicTaMu. JIikyBaHHSI MOHTEIYKAaCTOM IIPUTHIYYBaJIoO IK PAHHIO, TaK
i mi3HI0 ha3u OPOHXOKOHCTPHUKIII, CHPUYNHEHOI aHTUTE€HHOIO0 CTUMYJISIIIEIO.
MoHTeNnyKacT IMOPiBHSAHO 3 MJj1aieb0 3MeHIIIye YHUCII0 e03uHOQiiB rmepudepuyHoi



KPOBi y JOPOCJIUX MAalll€HTIiB Ta AiTeu. Y XOOi OKpeMOro OOCIIiOXKEeHHS IPUNoM
MOHTENIYKaCTy 3Ha4YHO 3MEHIIyBaB YHCIIO €03NHOMINIB y AUXalbHUX IIIsXax (3a
BUMipaMy MOKPOTHHHS). Y IOPOCIUX MAalli€HTiB i giTel BiKoM Bifg 2 go 14 pokiB
MOHTEJIYKaCT ITOPiBHAHO 3 Maleb0 3MeHITy€e YUCII0 e03nHO(iiB neprudeprnyHol KpPoBi
Ta MOKpally€ KIIIHIYHUN KOHTPOJIb aCTMHU.

ITig yac mocmimKeHb 3a y4aCTIO DOPOCIUX MOHTEeNyKacT y mo3i 10 mr 1 pa3 Ha moly
MMOPiBHSIHO 3 Iy1a1e00 IMIPOAeMOHCTPYBaB 3HaYHe MOJIINIIeHHs ITOKa3HUKa PaHKOBOT'O
O®B1 (3MmiHa Big mogaTtkoBoro Ha 10,4 % i 2,7 % BiOAmoBigHO), paHKOBOI ITiKOBO1
mBUAKOCTI Buauxy (PITIIB) (3MmiHa Big mogyaTKoBOTrO Ha 24,5 n/xB i 3,3 1/XB
BiITIOBiAHO) i MOCTOBipHE 3MEHIIIEHHS 3arajibHOT0 3aCTOCYyBaHHS B-aroOHIiCTiB (3MiHa
Big mouaTKoBOTO Ha - 26,1 % 1 - 4,6 % BignoBigmHO). [TominmieHHsI IOBiDOMIIEHUX
MMali€eHTOM ITOKA3HUKIB IEeHHUX i HIYHUX CUMIITOMIB acTMHU OYJI0 MOCTOBIPHO KpallluM,
HiX ITPU 3aCTOCyBaHHI mianebo.

IocmiaKeHHs 3a y4acCTiO AOPOCIINX IPOOEMOHCTPYBaJIU 30aTHICTh MOHTEIYKACTY
OOIIOBHIOBATH KITIHIUHUYN epeKT iHTrangIliiHUX KOPTUKOCTEPOoiniB (3MiHa (B %)
IMOYaTKOBOTO MTOKa3HUKaA [AJIA iHTaNlgainHOro 0eKJIOMeTa30Hy 3 MOHTEJIyKaCTOM
MOPiBHSIHO 3 OeKjoMeTa30HOM BignosigHo Ayt OPB1: 5,43 % Ta 1,04 %; 3acToCcyBaHHS
B-aronicTiB: - 8,70 % Ta 2,64 %). ITopiBHSHO 3 iHransaminHuM 6ekmoMmeTa3doHoM (200
MKT 2 pa3u Ha go0y, CieiicepHuM MPUCTPil) MOHTETYKACT ITPOAEeMOHCTPYBaB OisTbIn
IIBHUAIIY [IOYAaTKOBY BiAIOBiAb, X04Ya YIPOOOBXK 12-TUXKHEBOI'0O OOCIIiAXKEHHS
OeKJIoOMeTa30H CIIPUYNHUB OilbI BUPAXKEeHUM cepenHill TepaneBTUUYHUN eDeKT (3MiHa
IMO0YaTKOBOTO ITOKa3HUKa [AJII MOHTEIyKacTy ITOPiBHAHO 3 OEKJIOMEeTa30HOM BiITIOBIOHO
onst O®B1: 7,49 % Tta 13,3 %; 3acTocyBaHHS B-aroHicTa: - 28,28 % Ta - 43,89 %).
[IpoTe nmopiBHSAHO 3 6€KJIOMETAa30HOM Yy OilbIIIOl KiTbKOCTI IAIliEHTIB, SKi OTPUMYyBaIu
JIIKyBaHHSI MOHTEIyKacTOM, IOCATHYTa ImofAiOHa KiIiHigHa BigmoBigs (To6To y 50 %
Malli€eHTiB, sIKi OTPUMYyBaJIU JIiKyBaHHS 0€KJIOMeTa30HOM, JOCSATHYTO IOJINIIEeHH
O®B1 npubnmu3no Ha 11 % i Ginbille MOPiBHAHO 3 TOYaTKOBUM, TOOi IK V 42 %
Malli€HTiB, sIKi OTPUMYBAJIU JIIKYyBaHHS MOHTEJIyKaCcTOM, JOCSATHYTO TaKol K BiAIIOBimi).

Y xopni 8-TUKHEBOT'O OOCIIIAXKEHHS 3a y4acCTHo OiTeu BiKoM Bif 6 0o 14 pokis
MOHTEJIYKACT y m03i 5 Mr 1 pa3 Ha go0y ImopiBHSHO 3 m1aneb0 JOCTOBIPHO MOKpPAIIyBaB
pecmipaTopHy QyHKIIiO (3MiHa Bif modaTkoBoro noka3dumka O®B1: 8,71 % mopiBHSHO
34,16 %, 3miHa nmoka3d3Huka paukosol [1IIIB: 27,9 n/xB mopiBHsHO 3 17,8 n/xB) i
3HMXKYBaB YaCTOTY 3aCTOCYBaHHS B-aroHiCTiB 3a moTpeboio (3MiHa Bifi T0YaTKOBOTO
noka3Huka Ha -11,7 % mopiBasgHO 3 +8,2 %).

Y xomi 12-Mica9HOTO OOCHIAXKEHHS MOPiBHIHHSA €(peKTUBHOCTI MOHTEIYKacTy Ta
IHTaIAMinHOTO (PIYyTUKA30HY [OJI KOHTPOJIIO aCTMHU Y AiTel BiKoM Bim 6 mo 14 pokis 3
IIEPCUCTYIOUYOI0 aCTMOIO JIETKOI'0 CTYIIeHsI, MOHTEJIYKaCT BUSBJIAAB HE MEHIITY
e(peKTUBHICTD, HiXK (PJIyTUKA30H, 11070 30inbilleHHS (Y BiICOTKOBOMY BUPaXKEHHi)



KiZTbKOCTi gHIB 0€3 3aCTOCyBaHHS IIBUAKOMIIOYMX JIiIKapChKUX 3aco0iB O
HEeBIIKJIagHOL JOTIOMOTH (IIepBUHHA KiHIlIeBa TOYKa). Y cepegHbOMY 3a 12-MicauyHUU
nepiop JIiKyBaHHS BiICOTKOBUU ITOKa3HUK KiJIbKOCTi OHIB 0€3 3aCTOCyBaHHS
HeBigKJagHol Teparil 30inbimmBces 3 61,6 go 84,0 B rpyni MoHTenyKacTy i 3 60,9 mo
86,7 B rpyni ¢pimyTuKaloHy. Y rpynax BiIMiHHICTb y BiIlCOTKOBOMY BHUpPaXKeHHi
cepenHboKBampaTudHoro (LS) 30inbiIeHHs KinTbKOCTI OHIB 63 3aCTOCyBaHHSI
IIBUAKOMIIOYMX JTiIKapChKUX 3aC00iB i HEBiOKIamHOI HOonoMOru 6yla CTaTUCTUYHO
3Hauymma (-2,8 3 95 % I -4,7, -0,9), ane B Mexkax 3a3gajerigb BCTAHOBJIEHO1L
KJIiHiYHOI He MeHI101 e(heKTUBHOCTI.

MoHTenyKacT i QpIyTUKa30H TaKOXK IIOKpalllyBajii KOHTPOJIb aCTMHU BiTHOCHO
BTOPUHHUX 3MIHHUX, 110 OLIIHIOBAJIUCSA YIPOOOBXK 12-MiCA4YHOTO Ilepiony TiKyBaHHS.

O®B1 36inbmuBcs 3 1,83 m oo 2,09 ny rpyni MmoHTenykactyi3 1,85 1m0 2,141y
rpymi ¢payTuka3zoHy. MiXKrpynoBa BigMiHHICTh MOKa3HUKa LS BiTHOCHO 30inblIeHHA
O®BI1 cranoBuina -0,02 1i3 95 % I - 0,06, 0,02. CepenHe BimcoTKOBe 30ibIIIeHHS Bif,
I10YaTKOBUX ITOKa3HUKIB HajiezkHOro O®B1 cknano 0,6 % B rpyiii IiKyBaHHA
MOHTEJIYKacToM i 2,7 % B rpyr1i nikyBaHHSA GIyTUKa30HOM. BimMiHHiCTE mOKa3HUKa LS
Bil mOYaTKOBUX ITOKa3HUKIB HanexkHoro O®B1 Oysna gocToBipHa: -2,2 % 3 95 % [II
-3,6, -0,7.

[Toka3HUK KiTBKOCTI OHIB i3 3aCTOCyBaHHAM B-aroHicta 3HU3uBCA 3 38,0 % 0o 15,4 %y
rpymi moHTenykacTty i 3 38,5 % go 12,8 % y rpyni ¢pnytuka3ony. MiKrpymnoBa
BiIMiHHiICTh MOKa3HUKa LS BiTHOCHO BigCcOTKa OHIB i3 3acTOCyBaHHSIM B-aroHicta Oyna
OoCTOBipHOMO: 2,7 395 % I 0,9, 4,5.

[Toka3HUK KiTbKOCTI IaIliEHTIB 3 HaIagoM aCTMHU (Hamag aCTMH BU3HA4Y€HO SK Iepiof
MOTipIIeHHs epebiry acTMu, 110 BUMAarae€ JIiKkyBaHHS ITepopajibHUMU CTEPOigaMHu,
He3aIlJTaHOBAHOTO BiABimyBaHHS JIiKaps, HEBiOKIamHOl mormoMoru abo rocmitanilartiii)
cknaB 32,2 % y rpyIi MOHTeJIyKacTy i 25,6 % y rpymi piayTukKa3oHy; KOeillieHT
po36ixkHOCTi (95 % III) mocToBipHUii: mopiBHiIoEe 1,38 (1,04, 1,84).

[Toka3HUK KiJIbKOCTI IMAIi€HTIB, Ki 3aCTOCOBYBaJId CUCTEMHI (B OCHOBHOMY
ImepopaibHi) KOPTUKOCTEPOIOU B IIepioa mociigxKeHHs, cknaB 17,8 % y rpymi
MoOHTenykacTty i 10,5 % y rpymi ¢pnyTukasony. MixKrpynoBa BigMiHHICTh TOKa3HUKa LS
Oyna mocTtoBipHOIO0: 7,3 % 3 95 % I 2,9; 11,7.

IlocToBipHE 3MeHIlIeHHS OPOHX0CNa3My, ITOB’s13aHOT0 3 (Gi3MYHUM HaBaHTaAXKEHHSIM
(B®H), Oymo mpoaeMOHCTPOBAHO ITif Yac 12-TUKHEBOTO AOCITiAXKEeHHS ¥ JOPOCIINX
(makcuManbHe 3HUXKEHHS OOB1 22,33 % g MOHTeNnyKacTy nopiBHAHO 3 32,40 % mns
maie6o; yac go BigHOBJIEHHS B Mexax b % Big moyaTkoBoro O®B1 44,22 xB
nopiBHSAHO 3 60,64 xB). Lleit epeKT cnocTepiraBcs yopomoBXK 12-TUKHEBOTO mepiomy
mociimkeHHs. 3HNKeHHsS BOH Takoxk 0y10 IpoaeMOHCTPOBAHO ITiJT YaC KOPOTKOT'O



OOCITiIKEeHHS 3a y4acTIO [iTel BiKoM Bif 6 1o 14 pokiB (MakKCUMaslbHE 3HUKEHHS
O®B1 18,27 % mnopiBHSAHO 3 26,11 %; 9ac go BiDHOBIEHHS B Mexkax 5 % Bifg
noyaTtkoBoro O®B1 17,76 xB nopiBHsAHO 3 27,98 xB). EdekT B 000X mocmigxKeHHSIX OYB
ITPOAEMOHCTPOBAHUM B KiHIli iHTepBally IpU MPUNOMi OUH pa3 Ha Hooy.

Y manieHTiB 3 YyTJIMBICTIO OO acCIlipUHY, Kl OTPUMYyBaJId [IOTOYHY Tepallito
iHranguiiHuMu Ta/abo epopaaTbHUMU KOPTUKOCTEPOiaMu, TiKyBaHHS
MOHTEJIyKaCTOM ITOPiBHSHO 3 MJjialle00 IPHU3BOOUIIO OO 3HAUHOTO MOJIIIIIIeHHS
KOHTPOJII0O aCTMH (3MiHa MOo4YaTKOBOTro nokasHuka O®B1 ctanoButhk 8,55 % mpoTu
-1,74 % i 3MiHa Biff MOYaTKOBOTO B 3HMUKEHHI 3araJbHOI0 3aCTOCYBaHHS B-aroHicTa
-27,78 % npotu 2,09 %).

dapMaKOKiHEeTHKa

Abcopbuis

MoHTenyKacT MBUOKO BCMOKTYEThCS MiCJIA IlepopasibHOro npuruomy. Ilicmosa
3aCTOCYBaHHS OOPOCJIMMU HaTIIle TabJeTOK, BKPUTHUX ITJIIBKOBOIO 000I0HKOIO0, 10 10
MT, CepefHs MaKCuMaJlibHa KOHIeHTpalisa (Cmax) y maa3Mi KpoBi gocaranacs yepes 3
roguau (Tmax). CepenHsi 6i0mDOCTYIHICTD ITPU ITepoOpaIbHOMY 3aCTOCYBaHHI CKJIafga€e
64 %. [TpuiioMm 3BUYaNHO]I iKi He BIJIMBaB Ha OiomocTynHicTh i Ha Cmax mpu
IIepopabHOMY 3aCTOCyBaHHi. be3mneka i ehpekTuBHiCTh Oy MigTBEPAXKEHI ITim Yac
KJIiHIYHUX JOCiAXKEeHb IIPU 3aCTOCYBaHHI TabJIeTOK, BKPUTUX MJIITiIBKOBOIO 000IOHKOIO,
mo 10 Mr, He3aJlekKHO Biff 4acy IpPUHUOMY 1XKi.

71 TaGIeToK XKyBaJbHUX 10 5 MT ITOKa3HUK Cmax y JOPOCIUX OOCSATaBCs depe3 2
TOOWHMU micss npuiiomy Hartile. CepenHst 6i0OCTYIIHICTh ITPU TEPOPAILHOMY
3acToCyBaHHI ckiapa€e 73 % 1 3HUXKYETHCA 10 63 % npu npuitoMi 3i CTaHOZAPTHOO
1XKel0.

Po3nodin

[Tonan 99 % MoHTeNyKacTy 3B'S3y€ThCs 3 OinkaMu mma3Mu KpoBi. O6’eM po3mnominy
MOHTENYKACTy B CTallioHapHi# (a3i B cepegHbOMYy CTAaHOBHUTSD Bifg 8 mo 11 miTpiB. ¥
X0l OOCIIiOXKeHb Ha Iypax i3 3aCTOCYBaHHAM pafiOaKTUBHO Mi4Y€HOTO MOHTEIYKaCTy
ITPOXOOXKEeHHS Yyepe3 reMaToeHIiedaniunui 6ap'ep O0yno minmimanbauM. Kpim Toro, y
BCiX iHIIMX TKaHWHAX KOHIIEHTpPAallil T03HAaYeHOT0 Pafiioi3oTonoM MaTepiany yepes 24
TOOVHMU ITiCJIg IIPUMOMY O03U TaKOXK BUSBUIIUCS MiHiMaJIbHUMHU.

Memaboaizm

MoHTenyKacT aKkTUBHO MeTabomizyeTbcs. ITim yac gocmimXKeHb i3 3aCTOCYBaHHAM
TepaleBTUYHUX 103 KOHIIeHTpPallii MeTaboIiTiB MOHTENNYKaCcTy y CTallioHapHOMY CTaHi
I1JIa3MU KPOBI B IOPOCJIUX 1 MAIli€HTIB OJUTAYOTO BiKy He BU3HAYAIOTHCH.



HuTtoxpoMm P450 2C8 € ocHOBHUM ¢epMeHTOM Y MeTaboii3aMi MoHTenyKacTy. Kpim
toro, murtoxpomu CYP 3A4 i 2C9 BifmirpaioTs He3HaYHY POJIb ¥ MeTab0Ii3Mi
MOHTEJIYKaCTy, Xo4a iTpakoHa3o0J (inriditop CYP 3A4) He 3MiHIOBaB
(apMakoKiHETUYHI MOKa3HUKU MOHTEJIYKACTy y 3[I0OPOBUX JOOPOBOJIBIIIB, SKi
orpumyBanu 10 Mr MoHTenyKacTy Ha HoOy. 3rigHo 3 pe3ylbTaTaMHU OOCIiIXKEeHb in
Vitro 3 BUKOPUCTAaHHSAM MIKPOCOM II€YiHKM JIIOOWHU, TepalleBTUYHI M1a3MOBi
KOHIIEeHTpallil MOHTEeNyKacCcTy He IIPUTHIYYyI0Th nuToxpomu P450 3A4, 2C9, 1A2, 2A6,
2C191i 2D6. YuacTe MeTaboOIiTiB ¥ TepalleBTUYHIN il MOHTETYKACTy € MiHiMaIbHOIO.

BuseoeHHs

KrnipeHc MOHTENyKacTy B IJIa3Mi KPOBi ¥ 3[TOPOBUX AOPOCIINX OOOPOBOIIBIIIB Y
cepemHbOMY CTaHOBUTH 45 mii/xB. [licisa mepopasbHOTrO IPUNOMY MOHTEJIYKacTy,
MideHOro i3oTonoM, 86 % BUBOOUTHCS 3 KajloM ONpoTaroM 5 OHiB i meHie 0,2 % - i3
cedero. Y CyKyImHOCTI 3 6i0qOCTYIIHICTIO MOHTEIYKaCTy IIPU IIepopabHOMY
3acTOCyBaHHI 11e¥ (aKT BKa3ye, 110 MOHTEJIYKaCT i 1oro MeTabos1iTH MaiiKe ITOBHICTIO
BHUBOJSATHCS 3 2KOBYIO.

dapmakoKiHemuKa 8 pi3HuUx 2pyn nauieHmis

I71s manieHTiB i3 mopymreHHSM GYHKIIII Te9iHKY JIeTKOro abo cepeIHbOTr0 CTYIeHS
TSZKKOCTi KOPEKIIis mo3u He noTpibHa. [ociiaKeHHs 3a y4acCTIO IalliEHTiB 3
MOpyHUIeHHSAM (QYHKIIl HUPOK He npoBoauucs. OCKiTbKM MOHTEIYKAcCT i Koro
MeTaboIiTH BUBOOSATHLCS 3 JKOBYI0, KOPEKIIisd MO3U OJIs IMalliEHTIB 3 TOPYIIEeHHIM
(yHKIIil HUPOK He BBaXKa€ThCs He0OXigHO0. [laHUX MPOo XapaKTep apMaKOKiHETUKHU
MOHTEJIYKaCTy y HalliEHTIB 3 MOPYyLIEHHAM (QYHKIIIl ITeYiHKU TSIKKOT0 CTyHeHs (MoHaf
9 OajiB 3a mKanowo Yainma-I1'10) HeMae.

ITpu npuiioMi BeJIMKUX 4,03 MOHTeINyKacTy (110 B 20 Ta 60 pa3iB nepeBuIlyBaiu 03y,
PEKOMEHO0BaHy OISl JOPOCJIMX) CIIOCTEPIranocs 3HUKEHHS KOHIIeHTpallil Teodininy B
rmaa3mi KpoBi. Llei edeKT He cnocTepiraeThbCcst IpuU MpuioMi peKoMeHgoBaHol mo3u 10
MT" OOUH pa3 Ha fmo0y.

IToxa3aHHSA

Sk mopmaTKoOBe JIiKyBaHHS ITPU OpPOHXiasIbHiM acTMi y HaIliEHTIB 3 MEePCUCTYIOU0I0
aCTMOIO BiJl JIETKOI'0O OO CEPEOHBOTO CTYIEHs, IKa HEJOCTaTHbO KOHTPOJIIOETHCS
IHraIAIiMHUMU KOPTUKOCTEPOIdaMH, a TaK0xXK IIPU HEeJOCTaTHbOMY KITiIHiYHOMY

KOHTPOJIi aCTMU 3a JI0IIOMOT0I0 arOHiCTiB B-amdpeHOpeIenToOPiB KOPOTKOI Oil, SAKi
3aCTOCOBYIOTH IIPU HEOOXigAHOCTI.

fK anbTepHaTUBHUU METO[ JTiKyBaHHS 3aMiCTh HU3bKHUX 003 iHTaJISILiMHUX
KOPTUKOCTEPOIiB [JIs MALi€HTiB 3 IEPCUCTYI0YO0I0 aCTMOIO JIETKOTO CTYIIE€HS, Y IKUX



He BigMidasnu mIpoTATOM OCTaHHBOTO HYacCy CEPMO3HUX HalafiB OpOHXialbHOI aCTMHU, IO
noTpeOyIoTh 3aCTOCYBaHHS IIepopaibHUX KOPTUKOCTEPOIAiB, @ TAKOXK SKi HE MOXKYTh
3aCTOCOBYBATH iHTaJALIWHI KOPTUKOCTEepoiau (ouB. po3mdin «Cmocib 3acTocyBaHHS Ta
IO3U»).

[TpodimakTKa acTMU, TOMiHYIOUMM KOMIIOHEHTOM SIKO1 € OPOHXO0CHa3M, iHIyKOBaHU
dismyHMM HaBaHTAXKEHHSIM.

[ToneriieHHss CUMIITOMIB CE30HHOTO Ta LIJIOPIYHOTO ajIeprivyHoro puHiTy. Pusuku
BUHUKHEHHS IICUXOHEBPOJIOTIYHOI CUMIITOMATHUKM y HAIli€EHTIiB 3 aJIeprivHuM PUHITOM
MOXKYTb II€pPEBUILYBaTU KOPUCTH Biff 3acToCyBaHHA CUHTYIAP®, ToMy CUHTYIAP®
HeoOXigHO 3aCTOCOBYBAaTH B SIKOCTi IpelapaTy pe3epBy y IallieHTiB 3 HeaJeKBaTHOIO
BigmoBigaio abo HeIlepeHOCUMICTIO aTbTEPHAaTUBHOI Tepartil.

IIporunmoka3aHHA
[TigBuIleHa YyTIUBICTH A0 OyOb-IKOT0O 3 KOMIIOHEHTIB JIiIKapChKOTO 3aco0y.
B3aeMmofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHU B3a€EMOIIiH

CuHryniap® MoxKHa IMpHU3HavYaTH Pa3oM 3 iHIIUMU JTiKapChbKUMU 3aco0aMu, 1110
3a3BUYal 3aCTOCOBYIOThCS MO mpodinakKTUKU ab0 TPUBAJIOTO JTiKyBaHHS acTMu. [Ipu
OOCIigXKeHHi B3aeMO/Iil MixkK JTiKapChbKUMM 3aco0aMi peKOMeHOOBaHa KJIiHidHa Jo3a
MOHTEJIYKaCTy He MaJjia BaXKJIMBOT'O KJIIHIYHOTO BIJIUBY Ha (hpapMaKOKiHETUKY TaKUX
JIiKapCchKUX 3aco0iB: TeodisliH, IIpeaHi30H, IPeaHi30JI0H, IepopalbHi KOHTPAIEITUBU
(eTuHinecTpagion/HopeTuHaApoH 35/1), TepdheHaanH, TUTOKCUH Ta BapdapuH.

Y mairieHTiB, siKi omHOYacHO nmpuiiManu ¢peHobapbiTar, Ioila i KpuBO
«KOHIIeHTpallis - 4ac» (AUC) Ojia MOHTEeNnyKacTy 3HUXKYyBanacs nmpubnusxao Ha 40 %.
OcCkKinbKM MOHTeJIyKacT MeTaboni3yercs 3a gonomorooo CYP 3A4, 2C8 1 2C9,
HeoOxigHo OyTu 00epekKHUM, 0COOIUBO LIOMOO AiTEM, SKIIO0 MOHTEJIyKacT Mpru3HadaloTh
omHo4acHO 3 iHgykTopamu CYP 3A4, 2C8 i 2C9, Hanpukiap ¢GeHiTOIHOM,
dbenobapbiTanoM i pudamminmHOM.

IocmimxeHHs in vitro mokasasu, 1110 MOHTEIYKACT € MOTYXKHUM iHridiTopom CYP 2C8.
[TpoTe maHi KIiHIYHOTO JOCTIAXKEHHS B3a€MO/Il JTiKapChbKUX 3aC00iB, 1110 BKJIIOYAIOTh
MOHTEJIYKACT i pO3UrliTa30oH (MapKepHUM CcyOCTpaT; JIikapChbKUM 3acio, 1110
MeTabomni3yeThcs 3a gonomoroio CYP 2C8), moka3zasnu, 1110 MOHTENIYKacCT HE €
inri6iTopom CYP 2C8 in vivo. TakuM Y¥MHOM, MOHTENYKACT He BIIJIUBAE 3HAYHOIO
Mipoio Ha MeTaboi3M JliKapCchKUX 3ac00iB, 1110 MeTab0/Ii3yI0ThCS 3a HOTIOMOTOIO IIHOT'O
bepmenTy (HanpuKiIafg makiiTakCcelly, PO3UTIIITa30HY Ta penariiHigy).



ITix yac mocmim»keHsb in vitro 6y10 BCTaHOBJIEHO, 0 MOHTENyKacT € cyocTtpatoM CYP
2C8 i menmiow Miporo 2C9 ta 3A4. YV xofi KIiHIYHOTO OOCHIOXKEeHHS B3a€EMOIil
JIiKapCchKUX 3ac00iB i3 3aCcTOCYyBaHHAM MOHTeNyKacTy i reMpiopo3uny (iuriditopy CYP
2C81i 2C9), rem¢iOpo3u migBUIllyBaB CUCTEMHY €KCIIO3UIlil0 MOHTEYKAcCTy B 4,4
pa3a. [Ipu ogHOYacHOMY 3aCTOCYBaHHI 3 reM(piOpo3uoM abo0 iHIIUMU TOTYKHUMHU
inridiTopamu CYP 2C8 KopekKIlisi o3 MOHTEIYKAaCTy He NoTpiOHa, aje Jriikap mOBHUHEH
BPaxOByBaTU MifBUIIEHUN PU3UK BUHUKHEHHS ITOOIYHUX peakKIlii.

3a pe3yjbTaTaMu OOCIIAXKEHE in vitro, He O4iKyeThCA BUHUKHEHHS KJIIHIYHO
BaXKJIMBHUX B3a€EMOiM 3 MeHII NOTyKHUMU iHTi6iTopamu CYP 2C8 (Hampukiap 3
TpuMeTonpuMoM). OmHOYaCHe 3aCTOCYyBaHHS MOHTEIYKACTY 3 iTpaKOHAa30J10M,
cunbHuM iHTibiTOopoM CYP 3A4, He MPU3BOAMIIO [0 iCTOTHOTO HiABUIIEHHS CUCTEMHOIL
€KCITO3HIlil MOHTENyKacTy.

Oco006/1MBOCTi 3aCTOCYBaHHS

[NanieHnTiB HeoOXimHO monepenuTy, 110 CUHTYIAP® [/ IMepopPaIbHOr0 3aCTOCYBaHHS
HIKOJIX He 3aCTOCOBYIOTH [Jid JIIKyBaHHS I'OCTPUX HaIllaldiB aCTMH, a TaKOXK IIPO Te, 110
BOHU ITOBUHHI 3aBXKOU MaTH IIpu coOi BiAIOBimHMYM MiKapChKuM 3acib eKCTpeHol
poriomoru. [Ipu rocTpoMy Hallafi CIIil 3aCTOCOBYBATH iHTaNAMiMHI B-aTOHICTH
KOPOTKOI1 fil. [TallieHTH NOBUHHI SKHAUIIBUIIIE IPOKOHCYIbTYBATUCS 3 JIiIKapeM, SKIIO
BOHU NOTPeOYIOTH OiNbIIOl KiTbKOCTi B-aTOHiCTa KOPOTKOI [il, Hi2kK 3a3BUYail.

He cnig mpoBoguTH pi3Kol 3aMiHM iHTaNAIiHHNX a00 MepopaIbHUX
KOPTUKOCTEPOITHUX IIpenaparTiB TikapCchbKuUM 3ac000M CUHTYISIpP®.

HeMmae paHux, gKi MigTBEPOXKYIOTh, 110 MO3Yy IIePOPaIbHUX KOPTUKOCTEPOIAiB MOXKHA
3MEHIIUTHU ITPU OJHOYAaCHOMY 3aCTOCyBaHHI MOHTEJIYKacCTY.

[ToBimoMIIsANIOCS IIPO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX pPeakKlli Y JOPOCIuX, HiJIiTKiB
Ta OiTeH, siKi 3aCcToCOBYIOTh CUHTYNAP® (muB. po3min «ITobiuHi peakiiii»). [alieHTH Ta
JIiKapi MOBUHHI OyTU YBaXKHUMU A0 IICUXOHEBPOJIOTiYHUX peakiliii. [TamtieHTaMm Ta/abo
OoTJIsimadaM CIIif JaTH BKa3iBKM PO Te, 11100 BOHM ITOBiMOMIISIZIM CBOTO JIiKaps y pasi
BUHUKHEHHS TaKUX peaklliv. JIikapi HIOBUHHI peTeJIbHO OLiHIOBATU PU3UKU Ta
repeBaru NPOIOBKEHHS 3aCTOCYBaHHS JIiIKapChKOro 3aco0y CUHTYIsap®, SIKII0 TaKi
peaxilii BUHUKAIOTh.

Y noogvHOKUX BUIIAOKaX y MAlli€HTIB, IKi OTPUMYIOTh IPOTHACTMAaTUYHi 3acobu, B
TOMY YHKCJIi MOHTEJIYKacCT, MOKe CIIOCTepiraTucs CuCTeMHa eo3uHOMisis, iHKomu
pa3oM 3 KJIiHIiYHMMU OpOosiBaMU BacCKyJIiTy, TakK 3BaHUM cUHApPOM Yapra - CTpocca,
JIIKyBaHHS SIKOTO ITPOBOAUTHLCS 3a JOIOMOT0I0 CHUCTEMHOI KOPTUKOCTEPOIOHOI Teparil.
Taki Bunagku 3a3Budai (aje He 3aBXKau) OyJIv OB si3aHi 31 3MEHINIeHHSIM 03U abo
BiIMiHOI0 KOPTHUKOCTEPOIAHOTO 3aco0y. IMOBipHIiCTBH TOTO, 1110 aHTATrOHICTH



JIEMKOTPi€HOBUX PEIENTOPiB MOXKYTh OyTHU ITOB’si3aHi 3 IMOsIBOI0 cuHApoMy Yapra -
CTpocca, He MOXKHa CIIPOCTyBaTu abo IminTBepouTHu. JIikapi MOBUHHI maM’saTaTH IIPo
MOZKJIUBICTh BUHUKHEHHS Y IAlli€HTIB €03MHOMIil, BACKYJIITHOTO BUCUIIAHHS,
MOTipIIEeHHS JIeTeHeBOl CUMIITOMATUKY, YCKIagHeHHs 3 00Ky ceplid Ta/abo
Hewpornaril. [1alieHTiB, y SKMX BUHUKIIUA TaKi CHMIITOMH, CJIifi TOBTOPHO OOCTEXUTH i
MIEePETJISHYTU IXHIO CXEMY JIiKyBaHHS.

JIikyBaHHSI MOHTEJIYKaCTOM He [Ja€ 3MOI'M IallieHTaM 3 aClipUuH3aJIekKHOK aCTMOI
3aCTOCOBYBATHU aCIIipUH 4YH iHII HECTEePOiaHi MpoTu3anaiabHi 3aco0u.

Cunrynsap® MICTUTH acliapTaM, IKHUU € AxKepesioM ¢QeHinanaHiny. [TamieHTaM, XBOPpUM
Ha (eHiNKeTOHYypilo, HeoOXimHO BpaxXxOByBaTH, 1110 1 KyBajibHa TableTKa 1o 5 Mr
MiCTUTh (peHinanaHiH y KinbKOCTi, eKBiBaneHTHiu 0,842 mr ¢eHinanaHiHy Ha gO3Yy.

Jlikapcbkui 3acié MicTuTh MeHIie 1 MMonb (23 Mr) HaTpiro Ha TabneTKy, TOOTO
IIpaKTUYHO BUIPHUU Bif HATPilO.

3maTHICTH BIUTMBATH Ha IBUIKICTH peakiIlii NIpH KepyBaHHI aBTOTPaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

He ouikyeTnC4, 1110 MOHTEJIYKacCT BIJIMBAaTUMeE Ha 3[aTHICTh NallieHTa KepyBaTu
aBTOTpPaHCIIOPTOM abo iHIMMMU MexaHi3MaMu. [IpoTe OyKe pioKo MOBigOMIISIIOCS IIPO
COHJIMBICTH a00 3aTaMOPOYEHHS.

3acTocyBaHHSA y nepioa BariTHocCTi a00 rogmyBaHHs IPpyaaio

BaeimHuicmou. [JocnigXKeHHS Ha TBapHHaX He JeMOHCTPYIOTh LIKIAJIWBOTO BIIJIKBY Ha
BariTHicTh abo emOpioHanbHUM/pEeTaTbHUN PO3BUTOK.

HasiBHi maHi 3 onmy0JliKOBaHUX ITPOCHEKTUBHUX Ta PETPOCIEKTUBHUX KOTOPTHUX
OOCJIII’KEeHb 13 3aCTOCYBaHHAM MOHTEJIYKACTy BariTHUMU XKiHKaMM, AKi OL[IHIOIOTh
3Hauylli BPpOOXKeHi Bagu y OiTel, He BCTaHOBUJIM PU3UKY IIOB'I3aHOTO 3i
3aCTOCYBaHHSIM JIiKapChbKoro 3aco0y. HasiBHI gocimim»keHHsT MalOTh MEeTOHOJIOTiuHi
oOMezKeHHSsI, BKJTI0Ual0ul HeBeJIMKUY Po3Mip BUOIipKU, B AesTKUX BUIIagKaX
peTpoCcrneKTUBHUM 30ip maHuX, i HECYMIiCHI Ipynu MOPiBHSIHHS.

l'opyBauHda rpyngro. [ochigXKeHHs Ha Liypax IIPOaeMOHCTPyBaiy, 1110 MOHTEIYKacT
IIPOHUKAE B MOJIOKO. HeBimoMO, Y¥ BUBOOUTHCS MOHTENIYKACT 3 TPYAHUM MOJIOKOM Yy
KIHOK.

CunHrynssp® MozKHa 3aCTOCOBYBATH B IIePiOa IOAyBaHHS I'PYOOI0, TiTBKU SKIIO Iie
BBaXKa€ThbCsI 0€3YMOBHO HEOOXiTHUM.



Cnocid 3acTocyBaHHs Ta 03U

TabneTKu Ciif Po3KyBaTH Ieped KOBTAHHSIM.

[TamieHTaM 3 aCTMOIO Ta aJIePriyHUM PUHITOM (CE30HHUM Ta LiJIopivHMM) HEeOOXigHO
npuiiMaTu 1 TabrieTKy XKyBajbHy 10 5 MI' 1 pa3 Ha moOy. [171g moJjiermeHHsT CUMIITOMIB
aJIeprivyHOro PUHITY Yac MpuiomMy ImindupaloTh iHOUBIOyaJIbHO.

I1s miKyBaHHS aCTMHU [03a AJid OiTel BiKOM Bifg 6 1o 14 pokiB CTaHOBUTH 1 XKyBaJlbHY
TabneTky (5 Mr) Ha mo0Oy, BBeuepi. CuHTynsap® ciig npuiiMmatu 3a 1 roguny go igu abo
yepes 2 ToOuHU Imicns inu. HeMae HeoOXimHOCTI B KOPEKIIil HO3u AJis 1iel BiKOBOI
Tpynu.

3aranbHi peKoMeHpallil. TepaneBTUYHUY BIIJIUB JIiKapChKOTro 3aco0y CUHTYAP® Ha
MMOKa3HUKM KOHTPOJII0O aCTMU HacTae ynpoaoBxk 1 mus. [TamienTaMm crig
peKoOMeHAyBaTU IPOAOBXKYBaTU IIPpUUMAaTHU JIiKapcbKui 3aci6 CuHrynsap®, HaBiTh
SIKIITO OOCSATHYTO KOHTPOJIIO aCTMHU, a TaKOXK B IIepiogu 3aroCTPEeHHs aCTMU.

HeMae HeoOXigHOCTI B KOPEKIIil 03U [Jis IMAlliEHTIB 3 NOPYIIeHHAM GYHKIII HUPOK
abo 3 mopyieHHsIMU QYHKITIT ITe4iHKM Bif JIeTKOTr0 0 CePegHbOTr0 CTYIEeHS TSIXKKOCTi.
HeMmae paHMX BiTHOCHO NAlli€HTIB 3 MOPYIIEHHSAM (QPYHKIIil IEeYiHKHU TSIKKOTO CTYIEeHS
TAXKKOCTL. [Jo3yBaHHSA [OJIA XJIOITYHUKIB 1 JIBYATOK OOHAKOBE.

fK anbTepHATUBHUU METO[ JIIKYyBaHHS 3aMiCTh HU3bKOOO30BUX IHTaIALIMHUX
KOPTUKOCTEPOIAiB ITPU NEPCUCTYIOUill aCTMi JIETKOT0 CTyneHs. MOHTEeJIyKacT He
PEKOMEHI0OBaHUN K MOHOTEpalisa OJisd Malli€HTiB 3 IIePCUCTYIOY0H aCTMOI0
CepenHbOro CTyleHs. 3aCTOCYyBaHHS MOHTEJIYKaCTy K aJlbTepHaTUBU HU3bKOO030BUM
IHraISgIiiHUM KOPTUKOCTEpPOoiaM y miTel 3 IIepPCUCTYI0U0I0 aCTMOIO JIETKOTO CTYIIeHS
CIIii pO3TJIAOaTH TiIbKM [JIA MaIliEHTIB, Y SKMX 3a OCTaHHiX 4ac He O0yJI0 CEPUO3HUX
HalaiB aCTMH, 110 BUMaraioTh 3aCTOCyBaHHS IIepOpaIbHUX KOPTUKOCTEPOIAIB, 1 SKi
He MOXYTb 3aCTOCOBYBaTHU IHTaJIALiNHI KOPTUKOCTEPOIAH (OuB. po3ain «IToka3aHHSI»).
ITepcucTtyroda acTMa JIETKOI'O CTyII€HS BH3Ha4YeHa SK BUHUKHEHHS CUMIITOMIB aCTMU
yacrTime 1 pa3y Ha TUXOEeHb, ajie piaule 1 pa3y Ha OeHb, BUHUKHEHHS HIYHUX
CHUMIITOMIB 4HacTimle 2 pa3iB Ha Micsllb, ane pigue 1 pa3dy Ha TUXKIOEeHb, HOpMaJibHa
(yHKIIiS NTereHiB y nepiogax Mix enizomaMu. AKIIO JOCTaTHHOTO KOHTPOJIIO aCTMHU He
OOCSTHYTO Y MOAaJbIIOMY (3a3BUYau YIIPOOOBXK 1 MicsAls) Cclig BUSHAYUTH
HeoOXimHiCTh mogaTKOBOI abo iHIIIOI MpoTHU3alanabHOI Tepalii, I'PyHTYIOUYXUCh Ha
IIOCJIIMOBHIN cucTeMi JIiKyBaHHSA acTMu. CIIif IIepiOOWYHO OLIIHIOBAaTU CTaH IAlli€HTIiB
IIIOI0 KOHTPOJIIO aCTMU.

3acTocyBaHHS NTiKapchKOro 3aco0y CHUHTYynsap® 3ajexXHOo Bifl iHIIOTO JIiIKyBaHHS
actmu. Konu nmikapcbkuit 3acido CuHTymsap® 3aCTOCOBYETHCS K AOOaTKOBa Teparisa oo
iHTaNnAUiMHUX KOPTUKOCTEPOIfiB, JTiKapchKUM 3acoboM CUHTYISIp® He CIif pi3ko



3aMiHIOBATH iHTAJALINHI KOPTUKOCTEepoigu (OuB. po3min «Ocob6muBoCTi
3aCTOCyYBaHHS»).

itk
3acTOCOBYIOTH OiTAM BiKOM Bif 6 7o 14 pokis.
Ilepeno3yBaHHsA

2Kopmnol cnienianbHOI iH(GOpMaIllil 1100 JTiKyBaHHS IIepefo3yBaHb JTiKapChbKUM 3aco00M
Cunrynsap® Hemae. Y X0ofi JOCIiAXKeHb XPOHIYHOI aCTMU MOHTEJIyKacT NIprU3Hadalu B
po3ax mo 200 Mr/mo0y mopoCiIuM malliEHTaM NPOTATroM 22 THUZKHIB, @ Y KOPOTKOYaCHUX
nociigKeHHax - 10 900 Mr/mo0y mpoTSATOM MPUOIN3HO OJHOTO TUXKHS, IIPU LILOMY
KJTIHIYHO BazKJIMBi OOiYHi peakiIlil He BUHUKAIIHU.

[Tpu nmocTMapKeTUHIOBOMY 3aCTOCYBaHHI Ta IIiff YacC KJIIHIYHUX OOCIIiIXKEeHb
HaOXOOWUJIU ITOBiMOMJIEHHS IIPO IOCTPE Iepeao3yBaHHs JTiKapChbKUM 3aco00M
Cunrynsap®. BoHU BKIIOYally IIPUNOM JIiIKapChKOT0 3aco0y JOPOCIUMH i OiThMHU B
no3ax, 1o nepeBulnyioTh 1000 Mr (mpubau3Ho 61 MT/KT y OUTUHY BikoM 42 Micsii).
OTtpumaHi KniHiuHi i mabopaTopHi gaHi BignmoBimanu mmpodinio 6e3meKu y JopoCIuX
MalieHTiB i miTen. Y OinbIIoCcTi BUIIagKiB Imepego3yBaHHs PO IT00iYHI peakiiii He
nmoBimoMiisisiock. HaluacrTiiie crmocTepiranucs 1mobiuHi peaxiiii, 1110 BifmmoBiganu
nmpodinio 6e3neku miKapchkoro 3acody CUHTynsap® Ta BKIIIo4dasnu: Oillb y )KUBOTI,
COHJIMBICTBD, CIIpary, roJIoOBHUM 0inb, O/II0BAHHS Ta IICUXOMOTOPHY TiIepaKTUBHICTb.

HeBimoMo, uu BUBOJUTHCS MOHTEIYKACT 3a JOIOMOTOI0 IIePUTOHEeaIbHOTO Aiaily abo
remMopiani3sy.

IToGiuni peakii

MoHTenyKacT OIiHIOBABCS ITiJl Yac KJIiHIYHUX OOCHiAXKeHb: TabJMeTKU XKyBaIbHi 10 5
MT 3aCTOCOBYBasu nmpubnau3xo 1750 mitsm BikoM Bim 6 mo 14 pokis.

Y xomi KniHIYHUX OOCTigXKeHb HUXKYe3a3HadyeHi moOiyHi peakiiii cmocTepiraaucs 4acTo
(Bim = 1/100 mo < 1/10) y maiiieHTiB, IKi OTpUMYyBaJit JIIKyBaHHS MOHTEIYKacTOM, a
TaKO2K 3 Oi/JIbIIIOI0 YAaCTOTOIO, HiXK y IAIliEHTIB, SKi OTPpUMYyBaJu JTiKyBaHHS Iaie6o.

Tao6mumg 1



IiTH BiIKOM
Big 6 go 14 pokis

(ooHe 8-TUXKHEBE

CucTeMu OpraHis [OCIiNKEHHS; N =
201)

(mnBa 56-THUXXKHEBUX
OOCJIII>KEeHHS; n =
615)

Hopyrmenst 3 6oky ['onoBHUM 6inb

HEPBOBOI CUCTEMU

ITig yac KIiHIYHUX OOCHIAXKEHb IPU IPOJIOHTOBAHOMY JIiIKyBaHHI HEBEIUKO] KiJTbKOCTL
OOPOCIUX IAallieHTIB YIIPOAOBXK 2 POKIB 1 AiTeu BiKOM Bif 6 7o 14 pokKiB ynpomoBxK 12
Mics1iB mpodines 6e3neKu He 3MiHIOBaBCS.

I[TocTMapKeTUHTOBUH epPiof

[ToGiuHi peakiiii, Mpo SIKi TOBiHOMIISITIOCH Y ITOCTMapKETUHTOBUY II€Piof, BKa3aHO
3TigHO 3 KjlacaMU CHUCTeM OpPraHiB i 3 BUKOPUCTaHHAM CIIelliaJIbHUX TEePMiHIB y
Tabnumi 2. YacToTa BU3HaUYeHa 3TiMHO HAaHUX KJIIHIYHUX OOCIIiIZKEeHb.

Tabnuisa 2

Knacu cucrem

) [ToGiuHi peaxirii YacTtoTa*
OprasiB
Iandexii Ta [HdexkIiii BepxHix guxaabHUX
. . Iy>XKe 9acTo
iHBa3il HIIIXiB**

IlopymeHHS 3 |TenpeHIlist MO MOCUIEHHS

) Pigxo
00Ky CHCTEMU  |kpOBOTOYMBOCTI
KPOBI Ta
miMbaTHYHOI
TpoMOOIIUTOIIEeHis [yxe pigko

CUCTeMH




Peakiiil rimep4yTauBOCTi, B

. . , Heuacto
Topymenss 3 |TOMY 9HCTI aHadinakcis
00Ky iMyHHOI
CHCTEMH Eo3unodinbHa iHdinpTpalis ,
. IHyXxe pigKo
MMeYiHKN
[lopyllleHHS CHY, Y TOMY
YHUCJIi HiYHI KollIMapH,
0e3COoHHsI, COMHaMOy1i3M,
TPUBOXKHICTH, aKUTallis,
BKJIIOYal04M arpeCUBHY
) . HeuacTto
IMOBediHKYy ab0 BOPOXKIiCTh,
Oelpecisi, ICUXOMOTOPHA
rinepakTUBHICTh
[TopyiieHHda 3 . .
' (BKJTIOUAIOYM OPaTiBIUBICTS,
00Ky MCUXiKU .
HECIIOKiM, TpeMop$§)
[TopyiieHHA yBary, )
] .. Pigko
MIOTipPIIIEHHS ITaM’sTi, TUK
[amonmHallil, me3opi€eHTallis,
cyllugasnbHiI OYMKH Ta
roBefdiHKa (cyiumpmanbHicTh), | [IyzKe pigKo
00CeCHUBHO-KOMITYJIbCUBHI
po3nanu, nucheMis
[lopyiieHnHA 3 3armaMoOpOYeHHs, MIISIBiCTh,
OOKy HEpPBOBOl |mapecTesisg/rimecTesis, HeuacTo
CHUCTEMU CyooMu
[TopyiienHs 3 . . .
[TanbmiTaris Pigko
00Ky ceplis
[TopyiieHHd 3
00Ky OuxaiabHOI
CHCTEMHU, HocoBa kpoBoTeuya HeuacTto
OopraHiB rpygHO1L
KJIITKH 1
cepenoCTiHHA
Cungpom Yapra - Ctpocca
(muB. po3min «Oco6IUBOCTI .
HyXxe pigko

3aCTOCyBaHHS»), IeTeHEBa
eo3uHOoQimia




ITopymenus 3  |[Hiapes™***, mymora***,

rox YacTto

GOKY ITUTyHKOBO- [OJIFOBaHHSI
KHUIIIKOBOT'O _ ) ,

CyxicTb y pOTi, OUCIIEICisA Heuacto
TPaKTy

[TigBUILleHHS PiBHA

TpaHCaMiHa3 CUPOBaATKU Yacto
[Topymenus 3 |(AJIT, ACT)
00Ky [emaTtutT (BKIOYAOYU
remaTto0biliapHOl (xomecTaTU4HeE,
cucteMu remnaTolesIgapHe Ta [Hyxe pigko

3MilIaHe ypaXkKeHHs MeYiHKN)

Bucun**+* YacTto
ITopymienus 3 |['eMaToMa, KPOIIMB'THKA,
o : Heuacto
OOKy LIKipH i cBepOixk
MIAMKIPHAX AHTiOHEBPOTHUYHUH HAOPSIK |Pimko
TKaHWH By3/IHKOBa epuTeMa, )
HyXe pigko
MyJIbTU(POPMHaA epuTeMa
[TopyiieHHd 3
00Ky KiCTKOBO-
M’s130BO1 ApTpanris, Mmianris,
: , . Heuacto
CUCTEMH i BKJIIOYAIO4YM M'SI30Bl CyZOMU
CIIOTY4YHO1
TKaHUHU
[lopyiieHnHs 3
00Ky HUPOK Ta L
) Enypes y giten Heuacto
CEYOBUBIOHUX
LIJISIX1B
3aranbHi
po3nazn 1 TTipekcis*** YacTo
1moOiuHi peaxirii,
BUKJIMKaHI
IIPHHOMOM AcTeHisg/BTOMa, H
; €e4acTo
JIKapCRROTo HegoMaraHHs, HaOpsK
3acoby

*JacToTa BU3Ha4Y€eHa 3TiJHO 3 YaCTOTOIO MOBimoMIeHb ¥ 6a3i maHUX KITiHIYHUX



OocHigKeHb: gyKe dacTo (= 1/10), gacto (Big = 1/100 go < 1/10), HedyacTo (Big =
1/1000 mo < 1/100), pigko (Big = 1/10000 mo < 1/1000), oy=xe pigko (< 1/10000).

**]1s mob6iuHa peakllisi CliocTepiranacs 3 4aCTOTOIO «OyzKe 4acTO» y IallieHTiB, SKi
3aCTOCOBYBAJId MOHTEJIYKaCT, @ TAKOXK y IAlliEHTIB, SKi OTpUMYyBaJsu Iiaiebo, mig dyac
KIIIHIYHUX OOCIIiOXKEHb.

**]]s1 moOiuHa peakilis cmocTpepiraaacs 3 94aCTOTOI «YacTO» Y MAlli€HTIB, SKi
3aCTOCOBYBAJIM MOHTEJIYKACT, @ TAKOXK V IAIliEHTIiB, SKi OTpUMYyBaJsu Iaaiebo, mim yac
KJIIHIYHUX OOCHIAXKEHb.

§Pigko.
TepMmin npuagaTHOCTI

2 POKH.

He 3acTocoByBaTu IiKapCchKuM 3acib miciisa 3akKiHUeHHs TePMiHY IIPUIOATHOCTI,
3a3HA4YEHOro Ha YIIaKOBIIi.

YMoBHu 30epiranus

30epiraTtu B opuriHajabHiM yIIakoBIli Ipu TeMiepaTtypi He Buie 30 °C.

30epiraTtu B HEOMOCTYIHOMY [OJIS OiTeM MicCIii.

YnakoBka

[To 14 tabneTok y GricTepi. ITo 2 6nicTepu y KapTOHHIN KOPOOIIi.
KaTeropis Bignycky

3a peLienTomMm.

BupooHHK

Mepk lapm i Joywm Jlimiten, Benuka BpuTtanis.

Mepk Ilapn i Joym B.B., Hinepnasgu.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaaKeHHSI
IisITBHOCTI

[MToTTon Jlettn, Kpamniurrton, Hoprym6epneun NE23 3]JU, Benuka BpuTasis.



Baappepser 39, 2031 BH Xaapnewm, Higepnaunou.
[Ixepeno iHCTPpYyKIil

[HCTPYKIIifo TiKapChKOTro 3aco0y B3sTO 3 o(illiitHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChKHX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

