IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

MIJIYKAHT

(MILUKANTE)

Cknao:
ditoua peuosuHd: MOHTEIYKACT HaTpio (montelukast sodium);
1 TabGneTkKa MiCTUTh MOHTETYKAcTy HaTpio 10,4 MT y IepepaxyBaHHI Ha MOHTenyKacT 10 Mr;

0ONOMIdCHI peUOBUHU: LIEJTI0JI03a MiKPOKPUCTANIiuyHa, JTaKTO3W MOHOTIApaT, HaTPil0 KPOCKApMeIlo3a,
OUHATPiI0 eeTaT, MarHiio cteapaT; 000JI0OHKaA: Opadry® Yellow 20A82938 (rimpomenosa 6 cp,
rimpokcumnporminiesntosno3a, Tutany giokcun (E 171), 3amiza okcup xkotuit (E 172), 3aniza okcup
yepBoHui (E 172)).

JIikapcbka ¢opma. TabneTku, BKPUTI ITiBKOBOIO 000JI0HKOIO.

OcHo8HI ¢i3uko-ximiyHi 81acmueocmi: 0exXeBi, KPyrili, ABOONYKJIi TaOIeTKU, BKPUTI IIJIIBKOBOIO
000JI0HKOIO.

dapMmakoTepaneBTHYHA rpymna. [IpotTuacTMaTriyHi 3aco6u. CeTleKTUBHI Ta ITepopabHO aKTUBHI
6;okaTopu yefkoTpieHoBux pernentopis. Kog ATX R0O3D CO03.

dPapmakKon02iuHi eaacmueocmi.
dapmakoOuHamika.

Hucteininneiikorpienu (LTC4, LTD4, LTE4) - noTyxHi eK03aHOIOX 3allaleHHs, SKi BUBITbHSIOTHCS
3 Pi3HUX KJIITHH, BKJIIOYal049M ONaCUCTi KIITUHY Ta eo3uHo¢inu. Lli BaxInBi mpoacTMaTu4Hi
Me[iaTopu 3B’SI3yI0ThCS 3 HUCTeIHimnernkoTpieHoBuME penentopamu (CysLT), mpucyTHiMu B
OUXaNMbHUX LIISXaX JIIOOWHY, 1 BiIMOBiga0Th 3a peakilito 6poHX0cIa3My, BUiIeHHS MOKPOTUHHS,
IIPOHUKHICTh CynuH i 36inmbineHHs KinbkocTi eo3unodiniB. CysLTs KopenboBaHi 3 maTodisionorieio
aCTMHU Ta ajiepriuHux puHiTiB. [Ipy anepriyHux prHiTaX IUCTEIHIIIeNKOTPiEHN BUBIIBHSIIOTHCS i3
HOCOBOI C/IM30B01 000JIOHKM IIiCJISl BIJIUBY ajiepreHy MpOoTSATroM PaHHbBOI Ta Mi3HbOI a3y peakiiil Ta
aCoOIII0I0TECS 3 CUMIITOMaMu ajiepriunoro puHity. Ilpu inTpanasansHiit npobi 3 CysLT 6yso
IIPOJIEMOHCTPOBAHO 30i/bIIIEHHST PE3UCTEHTHOCTI AUXAbHUX HOCOBUX IIUISIXiB Ta CUMIITOMIB
Ha3aIbHOI 06CTPYKIIi.

MoHTeNnyKacT - Lie BHYTPIIIHbOAKTUBHA CIIOIYyKa, 110 3B’s13yeThcs 3 CysLT1 penentopaMu 3 BUCOKOIO



CIIOPiTHEHICTIO Ta CeIeKTUBHICTI0. MOHTEIyKacCT CIPUUMNHSIE 3HauHe OJI0KyBaHHS
IIUCTEIHINTeNKOTPIEHOBUX PEIeNTOPIB AUXaIbHUX LUISXIB, 110 0YJ10 MiATBEPAXKEHO HOTO 30aTHICTIO
inribyBaT GPOHXOKOHCTPUKIIIIO Y MAIliEHTIB, XBOPUX Ha OPOHXiaIbHY aCTMy, CIPUYNHEHY BOUXAHHSIM
LTDA4.

MonTenykacT inribye 6pOHXOKOHCTPHUKIIiIO, 3aBASKY iHranboBaHoMy LTD4 HaBiTh y [03i 10 5 MT.
BpoHxopgunaTarlisi CnocTepira€ThCs MPOTATOM 2 FOAUH IiCJIS BHYTPIIIHBOTO npuiiomy. EdekT
OpoHXomUaTalii, CIpuYNHEHUH B-arOHICTOM, TONA€ETHCA 0O e(heKTy, CIPUYNHEHOTO MOHTETyKacTOM.
JIikyBaHHSI MOHTEJIYKaCTOM iHTiOyBaso paHHIO i mi3HIO a3y OPOHXOKOHCTPUKIIii 3aBASKY BIJIUBY Ha
aHTUTeHU. MOHTENyKacT 3HUKYE KiTbKiCTh €03UHOGINIB neprudepruyroi KpoBi. JIikyBaHHSA
MOHTEJTYKaCTOM 3HaYHO 3HUXKYE KiJIbKICTh €03MHODIIIB y IUXaTbHUX MUISXaX (IpU BUMIPIOBaHHI B
MOKPOTHHHI) Ta y mepudepudHiil KpOBi, IpX MOKpalllaHHi KJIiHIYHOT0 KOHTPOJII0 aCTMH.

[Tig 4ac mocnifXeHb 3 y4acCTiO AOPOCINX MOHTENYKacT ¥ 703i 10 Mr npogeMOHCTPyBaB 3HayHe
MOJIINIIEHHS MOKa3HuKa paHKoBOoro O®B,, paHKOBOI MiKOBOI IIBUOKOCTI BUOUXY, HOCTOBIpHE
3MEHIIEHHS 3aralbHOTO 3aCTOCYBaHHS B-aroHicTiB. [TominIineHHs MOBiTOMIIEHUX MAIliEHTOM
TIOKA3HUKIB IeHHUX i HiYHUX CUMIITOMIB aCTMH 0YJI0 TOCTOBIPHO KpPAIIHM.

dapmakokiHemuka.
Abcopbuis.

MonTenykKacT mBUAKO abCOpOYETHCS Micsd BHYTPIIIHLOTO IpUiioMy. Y TabIeTOK, BKPUTHX IIIiBKOBOIO
000510HKO0 110 10 MT, TPUUHATUX HATILECEPLle, CepPeiHE 3HAUYEHHS MKy KOHIIEHTpallil y I1a3Mi KpoBi
(C,..x) mocsiTaeThCcs yeped 3 rogunu (T,,,,) MiCIS 3aCTOCYBaHHS y AOPOCINX Y IIBUAKUAX YMOBaX.
CepepnHs 6iomoCTynHICTb CTaHOBUTH 64 % Ipu npuiioMi cTaHgapTHOI iXi. CepenHs 6iogoCTynHICTh Ta
C,... HE 3aJlexkaTh Bif cTaHmapTHOI iXki. EdekTuBHICTH Ta Oe3IeKa [aHoi JTiKkapchKkol hopMu
Oynu IPOMEeMOHCTPOBaHI KITIHIYHUMHY [OCITiIXXKEHHSIMHU, B SKUX TaOJIeTKM, BKPUTI IIJTiBKOBOIO
000710HKO10, 10 10 MT, 3aCTOCOBYBaJId HE3aIEXKHO Bifl IPUNOMY 1XKi.

Po3nodi.

Binemie 99 % MOHTeIyKacTy 3B’I3YEThCS 3 IpoTelHaMU Iy1a3Mu. PiBHOBaXHUM 00’€M pO3NOAiTY
MOHTEJIYKacTy B cepemHboMy CTaHOBUThL 8— 11 1. [TocmimXeHHS 3 pafioaKTHBHO MiYeHUM
MOHTEJTYKaCTOM BU3HAYMUIIM MiHiMaIbHUHN PO3IOMiN Yepe3 reMaToeHedaniunuit 6ap’ep. Kpim toro,
KOHIIEeHTPallil pafioMapKOBaHOT'0 MOHTEJIYKACTy Yepe3 24 TOOWHY Iicys BBeOeHHS 0yu
MiHIMaJIbHUMH Y BCiX IHIIWX TKaHUHAX.

Biomparcpopmauis.

MonTenykact MeTabomi3yeThCsl MaliKe TIOBHICTIO. Y HOCTiAKEHHSX TePANeBTUYHUX 103
KOHIIeHTPallil MeTabo0IiTiB MOHTEIYKACTY Y CTalllOHaPHOMY CTaHi I1Jla3MU KPOBi JOPOC/IUX Ta AiTen
He MOXHa OyJI0 BU3HAYUTH.

Y mocmigeHHAIX in vitro 3 BAKOPUCTAaHHSIM MIKPOCOM MEYiHKY JTIOAUHY BU3HAUEHO, 110 IUTOXPOMU
P450 3A4, 2A6 i 2C9 3anyueHni 1o MeTabo1i3My MOHTENTyKacTy. Ha OCHOBI mofasbIIuxX pe3yIbTaTiB in
vitro Ha MiKpocoMax MeYiHKHU JTIOIUHY TPOIEMOHCTPOBAHO, 110 TepaneBTUYHI KOHIIEHTPallil
MOHTEJTYKaCTy y IJIa3Mi KpoBi He iHTiOyioTh muToxpoMu P450 3A4, 2C9, 1A2, 2A6, 2C19, yu 2D6.
Brecok MeTa0oJIiTiB y TepaneBTUUYHNY epeKT MOHTEYKacTy € MiHiMaJlbHUM.

BusedeHHs.



[Tna3mMoBui KJTipeHC MOHTEIYKACTY B CEPEIHBOMY CTAHOBUTD 45 MJI/XB Y HOPOCTIUX 3[MOPOBUX 0Ci0.

[Ticna mepopanpHOTO npuiioMy 86 % pamioMapKOBaHOTO MOHTEIYKacCTy BUBOOUTHCS 3 KaJoM
npotsiroMm 5 gHiB, MeH1e 0,2 % BUBOOUTHCS 3 cedelo. bepyun g0 yBaru 3Ha4eHHS 0i00OCTYIHOCTI Ta
0co6IMBOCTi eniMiHalil, MOXXHa 3p0OMTH BUCHOBOK, III0 MOHTEJIYKACT Ta H0oro MeTabosiTu Maixke
IIOBHICTIO BUBOLOSITHCS 3 KOBYIO.

dapmakoKiHemuka y pi3HuUx 2pyn nauieHmis.

[lns maIieHTiB MITHBHOTO BiKy, @ TAKOXK IAI[iEHTIB 3 EeYiHKOBOI HEJOCTATHICTIO JIETKOT'0 Ta
CepemHbOro CTYIEHS TSIXKKOCTI KOpPeKIlis mo3u He moTpibHa. OcKinbku MOHTENIYKACT Ta HOTo
MeTaboiTH Maiixke MOBHICTIO eNTIMIHYIOTECS 3 2KOBYIO, PETyIALis 03U He MOTpi0Ha OJIs MallieHTiB 3
OPYLIEHHAMHU (PYHKIIIM HUPOK. [lTaHUX CTOCOBHO XapakTepy (papMaKOKiHETUKHA MOHTETYKacCTy Y
MAIieHTIB 3 TAKKOIO IIeYiHKOBOIO HEJIOCTAaTHICTIO HEMAE.

[Tpu npuiiomi BeIUKUX 103 MOHTEMyKacTy (6inbin TepaneBTuyHOI B 20— 60 pasiB) cmoctepiranocs
3HUKEHHS KOHILIeHTpallil Teodininy y nna3mi Kposi. [Ipu npuiioMi TepaneBTUYHUX 003 Liel eheKT He
CIIOCTepirascs.

KrtinigHi xapaKTepHCTHKH.
IToka3zanus.

4K momaTkoBe JIiKyBaHHS OPOHXiaIbHOI aCTMU Yy MAI[iEHTIB 3 TEPCUCTYIOU0I0 aCTMOIO Bif
JIETKOT0 [0 CEPEHBOT0 CTYIIeHs TAKKOCTI, 1[0 HeJOCTaTHbO KOHTPOJIIOETHCS IHTaNIALINHUMU
KOPTUKOCTEPOIfaMy, a TaK0XK IIPY HeIOCTaTHhOMY KJIiIHIYHOMY KOHTPOJIi aCTMH 3@ [OIOMOT00
aroHicTiB B-afpeHOpeNenTOPiB KOPOTKOI fil, 1110 3aCTOCOBYIOTEH IIPU HE0OXimHOCTI. ¥ maIlieHTiB 3
aCTMOI0, §IKi IpUMaloTh MiNyKaHT, Lied npenapaTr TakKoX II0JIEeTIIye CUMITOMUA CE30HHOI0
aJIepriyHoro puHITY.

[TpodinakTrKa aCTMH, JOMiIHYIOYMM KOMIIOHEHTOM SIKOI € OPOHX0CIa3M, iHIyKOBaHUH
Gi3YHUMY HaBaHTAXKEHHSIMH.

[TonermeHHs CUMIITOMIB CE30HHOI'O Ta I[IJIOPIYHOTO aJIepriyHoro PUHITY.

IIpomunoka3aHHs.

linep4yyTnUBICTh MO aKTUBHOI PEYOBUHU JIiIKAPCHKOTO 3ac00y 4u OyIb-sIKOI JOTIOMiKHOI PEYOBUHU.
IuTtsuuii Bik 10 15 poKiB.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.



MonTenykacT M0oXkKHa 3aCTOCOBYBaTH Pa30M 3 iHIIMMH IIperiapaTaMy Ojisl NPoGinakTUKYU Ta
XPOHIYHOI0 JIIKyBaHHS aCTMHU. Y OOCIiIXKeHHAX JIIKapChKUX B3a€EMOAIN peKOMeHI0BaHa KIliHiYHa
[03a MOHTENIYKacTy He MaJja KJiHiYHO BaK/IMBOTO BILIMBY Ha (papMaKOKiHETHKY TaKHUX IIperapariB:
TeodisTiH, TpemHi30/I0H, TepopaibHi KOHTPAIIENITUBY (eTUHINIEeCTPadion/HopeTuHAPOH 35/1),
TepdheHaouH, MUTOKCHUH i BapbapuH.

[Trmomia mig KpuBOIO «KOHIeHTpalisi— 4ac» (AUC) oisi MOHTEeNyKaCTy 3HMXKYyBajlacb NMPuOIM3HO Ha
40 % y oci0, sKi omHO4aCHO mpuitManu ¢peHobapoOiTan. MouTenykacT Metabomisyetbcss CYP 3A4, 2C8
ta 2C9, ToMy He0OXiIHO JOTPUMYBaATHCh 3aX0fiB 00epeKHOCTI, 0COOIUBO AJIS OiTEH, SKIIO HOT0o
IpU3HavYaTy ogHO4YacHO 3 iHmykTopamu CYP 3A4, 2C8 ta 2C9 Takumu 5K GeHiTOiH, perHoOapbiTan i
pudaMITiIuH.

Y mocnimkeHHSX in vitro 6yIo moKa3aHo, 1110 MOHTeIyKacT € cuibHUM iHribiTopom CYP 2C8. OgHak
MaHi KTHIYHUX HOCTiAXKEeHb JTiIKapChKOl B3a€MOIii MOHTEITYKaCTy Ta PO3UTJIiTa30HY (MapKepHUi
cyOcTpar, 110 pefCcTaBysi€e IpelapaTy, epBuHHO MeTabonizoBani CYP 2C8) nokasanuy, 1o
MoHTenyKacT He iHriOye CYP 2C8 in vivo. ToMy He 04iKy€eTbCS, 1[0 MOHTEIYKACT 3HaYHO 3MiHUTh
MeTab01i3M IIpenaparis, 110 MeTa0oi3yI0ThCS UM eH3UMOM (HaIllpUKIIa, IaKIiTaKCel,
PO3UTIIITA30H i penarmiin).

HocnigxkeHHs in vitro moka3amy, 1110 MOHTeNIyKacT € cyocTpaToM CYP 2C8, i MmeH1mo0 Mipoto - 2C9 i
3A4.Y xninivyHOMY HOCIigXKeHHi B3aeMOil mpemnapariB 3 y4acTio MOHTETyKacTy i reMpibpo3umy
(iuri6iTop sixk CYP 2C8 Ta 2C9), remdibpo3un 36imbIINB CUCTEMHUN BIJIUB MOHTENYKAcTy B 4,4 pa3a.
3a3BUYall KOPEKIis 031 MOHTEIYKacTy IIpy 0OQHOYaCHOMY 3aCTOCyBaHHi 3 reM¢pibpo3unom abo
inmumMu notyxxkauMu iHriditopamu CYP 2C8 He moTpibHa, aje y IIbOMY BUIIQKY JiKapio CIIif B3SITH [0
yBaru MOXKJIUBICTh 30iblIeHHS TOOIYHUX peakKIill.

3a pe3ynabTaTaMu OOCHTiIXKEHb in vitro He mependavyalOThCA KTiHIYHO 3HAYYIIi JTiKapChKi B3aemMofii 3
MeHII noTykHUMH inribitopamu CYP 2C8 (nampukinap, TpuMeTtonpuM). OfHOYacHe 3aCTOCYBaHHS
MOHTEJTYKACTy 3 iTpakoHa30510M, OTYKHUM iHTi6iTopoM CYP 3A4, He mpu3BesO [0 3HAYHOI'O
30iTbIIIEHHS] CHCTEMHOTO BIIJIUBY MOHTEIYKacTy.

Oco6.1ueocmi 3acmocyeaHHsi.

[TauieHTaM He0oOXiIHO IOPAAUTH HiKOIM He BUKOPUCTOBYBATH MinyKaHT [Jid TiKyBaHHS IOCTPUX
HarafiB aCTMH i TPHMATH HAIIOTOTOBI IXHi 3BMYaHi IIpernapaTy MepIIoi JOTTOMOTH IS ITUX BUIIA[IKIB.
fAKI0 cTaBcA TOCTpUY Hamap, Tpeba BUKOPUCTOBYBATH iHTaIALiNHI B-aTOHICTH KOPOTKOI fil.
[TauieHTH MMOBUHHI TKOMOTA LIBUAIIE ITPOKOHCYIbTYBATUCS 3i CBOIM JliKapeM, SIKIII0 BOHU IMOTPeOYIOTh
OinbIle iHTANALIN B-arOHICTIB KOPOTKOI [ii, HiXK 3a3BUYai.

He cnip pi3ko 3amMiHIOBaTH MOHTENTYKACTOM Tepalilo iHransiiaumMu abo nepopaabHIME
KOPTUKOCTEPOITHUMHU TIpenapaTaMu. BincyTHi nani, ski cBiguumu 6, 10 IpUoM epopaabHUX
KOPTUKOCTEPOIMIiB MOXKHAa 3MEHIIIyBaTH IIPU OJHOYACHOMY IIPUNOMiI MOHTEIYKaCTYy.

[ToBimOMIISANIOCS PO BUHUKHEHHS IICUXOHEBPOJIOTIYHUX peakliiil y JOPOCINX, MiAJIiTKIB Ta OiTeH, sKi
3aCTOCOBYIOTh MOHTENYKACT (AuB. po3min «I1o6iuni peakirii»). [1anieHTu Ta niKapi moBUHHI OyTH
YBaXXHUMH [I0 ICHXOHEBPOJIOTiYHKX peakiii. [TamienTaM Ta/abo moriasgadaM CIIif JaTy BKal3iBKU
PO Te, 1100 BOHU IIOBIOMIISITIA CBOTO JIiKaps V pa3i BUHMKHEHHS TaKuX peakuii. Jlikapi
IIOBMHHI OIIiHIOBAaTH PU3UKM Ta IepeBaru MpPogoBKEHHS 3aCTOCYBaHHS JTIKapChKOTO 3aCo0y
MinykaHT, SIKIIO TakKi peakilii BAHUKAIOTh.



Y pigkicHuX BUIagKax y HaIi€HTIB, 110 TIKYIOTbCSA aHTHAaCTMaTUYHUMM IIpellapaTaMy, BKIOYal04n
MOHTEJTYKaCT, MOXK€e PO3BUHYTUCH CUCTEMHA €03MHOMITis, 10 iHKOIU CYyIPOBOAXKYETHCS KITiHIYHUMU
O3HaKaMU BaCKyJIiTy, BiIOBiAHO A0 cuHApoMy Yapra— Ctpayca, CTaHy, SKAU 4acCTO JIKYIOTh
CHCTEMHOI0 KOPTUKOCTEPOINHOIO Tepamieto. 11i Bumagku 3a3Buyai, aje He 3aBXK[IH, aCOIII0I0ThCS 3i
3MEHINeHHSIM YU BiTMiHO0 Teparlil mepopalbHUMK KOPTUKOCTepoimaMu. He MOXKHa BUKITIOUUTH YK
BCTAQHOBUTH IMOBIPHICTH TOTO, 110 @aHTATOHICTH JIEUKOTPIEHOBUX PELIENITOPIB MOXKYTh aCOL[il0BAaTUCS 3
po3BuTKOM cuHapoMy Yapra— Ctpayca. ToMy nikapiB He0OXiTHO ITOIIEPEOUTH ITPO MOKIIUBICTh
BUHUKHEHHS €03MHOODINii, BACKYIITHUX BUCHUIIIB, IOTipUIEHHS JIETeHEBUX CUMIITOMIB, CEPIIEBUX
yCKJIafiHeHb Ta/abo Heliponarii y nmamienTis. [TarieHTaM, y IKUX PO3BUBAIOTHCS 11i CUMIITOMH,
HeoOXiTHO ITPOUTU TTOBTOPHE HOCIIIXKEHHS, a CXeMY iX JIiKyBaHHS CIIiJ] IOBTOPHO IEPETIISHYTH.

JIikyBaHHSI MOHTEJIYKaCTOM He 3MiHI0O€ HeOOXiqHOCTiI YHUKATU NMPUMOMY aCIlipHHY Ta iHIIHMX
HECTEPOITHUX MPOTU3alalbHuX 3aco0iB y Malli€eHTiB 3 aCipHH-UYyTINBOIO
aCTMOI0.

MinykaHT, TaONeTKH, BKPUTI IJTiBKOBOIO 060/10HKOI0 110 10 MT, MiCTSITh JTaKTO3Y, TOMY IallieHTaM 3
PiAKiCHUMM CIagKOBUMU IIpo0eMaMi HeIePeHOCHMOCTI TaakTo3u, Ae(iluTy JakTo3u 91
IIOPYLIEHHAM BCMOKTYBaHHS IJIIOKO3U-TAJIaKTO3U He CJIif UO0ro IpU¥MaTy.

Jlikapcekuii 3aci6 micTuTs MeHIIe 1 MMoJb (23 Mr) HaTpilo Ha TabyIeTKy, TOMY IIPaKTUYHO
BIIbHUM Bifl HATPIO.

3acmocyeanns y nepiod eazimnocmi abo 200yeanHsi 2pydoio.
BazimHicmb.

Y mocmigKeHHSX Ha TBapuHaxX He 6y/T0 BCTAHOBIIEHO IIKiIJTMBOTO BILIMBY MOHTENYKaCTy Ha
BariTHicTh ab6o emOpioHanbHUM/DeTanbHUM PO3BUTOK.

OOMexeHi JaHi 3 HasgBHUX 0a3 MaHUX BariTHUX He MPUIIYCKal0Th IPUUYNHHO-HACIIAKOBOTO 3B 3Ky
MiXX MOHTEJIYKaCTOM Ta BaflaMU PO3BUTKY (TaKUMU K Oe(eKTH KiHIIBOK), IPO fAKi PigKo
IIOBIIOMJISITIOCH Y IOCTMApPKETUHTOBUX CBITOBUX HOCIIIXKEHHSAX. BIIBIIICT IIUX KIHOK MpUUMaIu
TAKOXK 1 iHIII ImpemnapaTy Bifl acTMU. [IpuUYMHHNY 3B’I30K MiXK IIMMU BUIIaAKaMU Ta IPUAMaHHIM
MOHTEIYKacTy He NOBeOeHUH.

HasiBHi gaHi 3 ony0/1iKOBaHUX Ta PETPOCIEKTUBHUX KOTOPTHUX [IOCHIIKEHb i3 3aCTOCYBAHHSIM
MOHTEIYKaCTy BariTHUMU XKiHKaMy, SKi OLIHIOITh 3Ha4YIlli BPOAXKEH] Bafiyl ¥ OiTel, He BCTaHOBUJIU
PU3UKY ITOB’SI3aHOTO0 i3 3aCTOCYBaHHSM JIiKapchKoro 3aco0y. HasiBHi mocmimKeHHS MalOTh
METO[OJIOTiuHi 00MeXKeHHS, BK/TI0Yalouy HeBeTUKUM po3Mip BUOIpKH, B OEeTKUX BUMTaIKaX
peTpocreKTUBHUM 30ip maHuX, i HECYMiCHI Irpynu MOPiBHSAHHS.

[Tpu npu3HaveHHi MinyKaHTy BariTHUM XiHKaM He0OXiIHO BpaXOBYBaTH CIiBBiIHOIIEHHS
KOPHUCTh/PUIUK.

I'odyeaHHA 2pydoio.
HocnigXKeHHS Ha IIypaX IPOAEMOHCTPYBaJIH, 1110 MOHTENIYKacT IPOHUKAE ¥ TPyIHE MOJIOKO.

Hemae maHuX npo NpOHUKHEHHS MinyKaHTy y I'pyIHE MOJIOKO XIHOK, SKi TOOYIOTh I'PYLAI0, TOMY
HeoOXiMHO BPaXOBYBATH CITiBBiMHOIIEHHS KOPUCTL/PU3UK MIPU MIPU3HAYEHHI IpemapaTy MinykaHT y



nepion rogyBaHHSA I'PYAAIO0.
depmuabHiCMb.

Y mocnigXeHHsX Ha TBapMHAX MOHTEJIYKacCT He BIIJIMBAaB Ha GepPTUIIBHICTL a00 PENPOAYKTUBHY
(bYHKIIi0 IPpY CUCTEMHOMY BIUIMBI, IO II€PEBUIYBaB KIIHIYHUY CUCTEMHUU BIIUB OIBII HIX Yy

24 pa3m.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

3a3Buyail MinykaHT He BIIJIUBA€ Ha 3JaTHICTh KePyBaTH aBTOTPAHCIIOPTOM abo iHIINMHU
MexaHi3MaM¥, ajie B JyKe PiAKiCHUX BUIaKax Bil3Ha4asyd COHIMBICTh ab0 3alIaMOpPOYEHHS Y
NallieHTiB, SIKi IpUiManu npenapat. ToMy IIifl 4Yac IPUHOMY JIiKapChKOTro 3aco0y CIlif yTpUMYyBaTUCS
Bil KepyBaHHS aBTOMOOineM abo iHIIMMYU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.

Io3a mgns marrieHTiB (y Biri Big 15 pokiB) 3 acTMO0I0 a00 3 aCTMOIO i CYIyTHIM CE30HHUM aJIepriyHUM
puniToM ctaHoBuTh 10 Mr (1 TabrmeTka) Ha o0y, BBeuepi. /151 MoereHHs CUMIITOMIB ajleprivyHoro
PHUHITY Yac IpUUoOMY CIlif mipbupaTu iHOUBigyaIbHO.

Kopexk1iist ;o3u Ojist MallieHTiB 3 Me4iHKOBOI0 HEIOCTATHICTIO 1eTKOr0 ab0 IOMIpHOT'O CTYIIEHS He
noTpebyeThes. [aHi 1010 KOperyBaHHS NO3H IJIS MAIli€HTIB 3 TAKKUM CTyIIeHeM IIe4iHKOBOi
HEeJ0OCTaTHOCTI BifcyTHi. Kopekilisi mo3u [Jg MallieHTiB JIiTHHOTO BiKy He IIOTpeby€eThCs.

3azanvHi pexomeHOauii

TepanepTuyHnuii epekt MinnykaHTy 3a TapaMeTpaMy KOHTPOJII0 aCTMH CIIOCTEPIraeThCs IIPOTATOM
1 mo6u. IlpenapaT MoXKHa 3aCTOCOBYBaTU He3aJieXkKHO Bif nmpuitoMy ixi. [TarienTaM HeOOXigHO
IIOpafiUTH IIPONOBXKYBAaTH IPUUMaTH IIperapar, HaBiTh SKIIO acTMa Iif KOHTPOJIEM, TaK caMo, K i
IIPOTSATOM TIEPIOMiB MOTipIIEeHHS aCTMU.

MinykaHT He CJIiff BAKOPUCTOBYBATUA OJHOYACHO 3 IHIIMMU IIpernapaTaMy, Kl MIiCTATh Ty CaMy Lilo4y
Pe4YO0BUHY, MOHTEIYKacCT.

KoperyBaTu 031 [ Iali€eHTIB TITHROTO BiKy He MOTPiOHO. KoperyBaTy go3u He IOTPiOHO TaKOXK
[J1s Tal[ieHTiB 3 HUPKOBOK HEJOCTATHICTIO, JIETKUM Ta IIOMIPHUM ypaXXeHHAM IediHnku. Hemae maHux
IIOZI0 TAIli€EHTIB 3 YpaKeHHSIMHU MeYiHKY TAKKOTO CTyIeHs. [lo3yBaHHS OJIs MAI[iEHTiB Y0JIOBiYO0l Ta
XKIHOYOI CTaTi € ifeHTUYHUM.

JlixysanHA npenapamom MiniykaHm NOpPi8HAHO 3 IHWUMU Memooamu AiKYy8aHHA ACMMU
MinykaHT MOKHa [O4aBaTU OO0 ICHYI0O4Or0 KypCy JIIKyBaHHS Malli€HTa.
IHeansyitiHi Kopmukocmepoiou

JlikyBaHHS MinyKaHTOM MOXKHA 3aCTOCOBYBATH, K OONATKOBY Tepallilo AJid MallieHTiB, AKII0
iHTasAIIiiHI KOPTUKOCTEPOiou Pa30M 3 HeOOXigHUMH B-arOHiCTaMK KOPOTKOI fil He 3a0e3MmeuyoTh



HeoOXigHOTO KJTiHIYHOTO KOHTPOJII0 aCTMH.

He crig pi3ko 3aMiHiOBaTH iHTaMNAIiliHi KOPTUKOCTEPOIgU ImpernapaToM MimyKaHT.

Himu.
MinykaHT, TaOneTKH, BKPUTi IIJIiIBKOBOIO 000JI0HKOIO, 110 10 MT, 3aCTOCOBYBATH AiTSM BiKOM Bif

15 pokiB. [Ing miTed BikoM 0o 15 pokiB 3aCTOCOBYBaTH TabJE€TKHX XKYBaJlbHi 110 4 MT Ta 5 MT
BI[ITOBIIHO [0 BiKy OUTHHU.

Ilepedo3yeanHsi.

Cneuudiunoi indopmatiii momo gikyBaHHS epeg0o3yBaHHS MOHTEIYKaCcTy HeEMa€E. Y OOCIigKeHHIX
XPOHIYHOI aCTMU MOHTEJTYKaCT Ipu3Hadany B fo3ax g0 200 Mr/go0y opoCIuM MallieHTaM IPOTSATroM
22 TUXHIB, a IPU KOPOTKOCTPOKOBUX HOCTiMXKEeHHAX - 1o 900 Mr/mo0y mpoTsaroM npubiausHo 1
TUXKHS, KIiHIYHO 3Hauyl nobiyHi peakiii Oyiau BimCyTHi.

[Tpu nocTMapKeTUHTOBOMY 3aCTOCYBaHHI Ta Iifl Yac K/IiHIYHUX AOCTiAKEeHb HaAXOOUIIN
IIOBIIOMJIEHHS IIPO TOCTPE NepPefo3yBaHHs, BKIIYAl0UY IOBIIOMIIEHHSI IPUUOMY IIpenaparTy
mopocnuM i mitTaM y nosi, mo mepesuttye 1000 mr (mpubnusHo 61 Mr/kr y miTew BikoM 42 micsiri). ¥
OiNBIIIOCTI TOBiMOMIIEHB TIPO BUIIQMIKX ITepefo3yBaHHS HiSKuX HeOaxkKaHUX SBUIL He CIIOCTepPiramocs.
Haituacrime mposiBu no6iuaux edekTiB Bifmoiganu mpodino Oe3neku mpemnapaTy Ta BKIIOYalu:
abpmomiHambHMI OiNlb, COHNUBICTE, CIIPAry, TONOBHUY 6inb, 6/TF0BaHHS i ICUXOMOTOPHY
rinepakTUBHICTh. JIiKyBaHHS cUMITOMaTU4YHe. HeBimomMo, 4 BUBOOUTHCS MOHTENIYKACT IIPU
IIepUTOHeaTbHOMY Aiani3i abo remopmiamisi.

ITo6iuni peakuii.

3aranmoMm MinykaHT goOpe rmepeHoCUuThCs. [1pu KITiHIYHUX JOCTiIXKEeHHIX TPUBaJle TiKyBaHHS B Pi3HUX
BiKOBUX TpyIax JeMOHCTPY€E HE3MiHHICTh podimio 6e3meKxu.

IHgexuii ma iHea3sii: iHdeKIIil BepXHiX IMXaIbHUX IIIIXiB.

3 60Ky Kpo8OHOCHOI ma AiMpamuyHoi cucmeM: TeHAEHIIis 10 IOCUIEHHS KPOBOTOYHUBOCTI,
TPOMOOLIUTOIEHIS.

3 6oky iMmyHHOT cucmemu: peakliii Timep4YyTIUBOCTI, Y TOMY 4uCIi aHadinakcisg, eo3uHodinbHa
iH(inbTpallid IeYiHKH.

3 60Ky ncuxiku: TOPYIIeHHS yBaTH, MOTipIIIeHHS MaM’siTi, IOPYIIEHHS CHY, Y TOMY YKCIIi HiuHi
KoImMapH, 6e3CoHHS, COMHaMOy1i3M, PO3APaTOBaHiCTh, THiB, HETEPIIAYICTL, TPUBOXKHICTB,
30ymKeHHs, BKJII0OYal0UX arpeCUBHY MOBEIiHKY a0 BOPOXKiCTh, mempecii, TpeMop, AyxKe pigko -
rajolMHalii, ne3opieHTalis, cylnuganbHi IyMKY Ta MoBediHKa (cupoba cyinuny), nuchemis,
00CeCHUBHO-KOMITYIbCUBHUH PO3Jaf.

3 60Ky Hepeosoi cucmemMu: 3alIaMOPOYEHHS i MISIBICTh, COHNTUBICTh, MAapecTe3is/rinecTesis, Hamagy,



TOJIOBHUY OiNb.
3 60Ky cepueso-cyOuHHOI cucmeMu: BiTuyTTsI CEPLEOUTTS.

3 6oky OuxavbHOi cucmemu, opeaHie epyoHoi Kaimku ma cepedocmiHHs: HOCOBI KPOBOTEUI,
cuagpoM Yapra— Ctpayca (muB. po3nin «OcobIuBOCTI 3aCTOCYBaHHS»), JleTeHeBa €03UHOPiTis.

3 60Ky wayHK0B0-KUWKOB020 Mpakmy: miapesi, CyXiCThb ¥ POTi, QUCIIeICcis, HynoTa, 6Il0BaHHS,
abmoMiHaANMBHUH Oifb.

3 6oky 2enamobisiapHoi cucmemu: TigBUILEHWH PiBEHb TPaHCaMiHa3 cupoBaTKuU KpoBi (ALT, AST),
relnaTUTH, BKIIIOYAIYX X0JIeCTaTUYHNY, TeNaTOLEeNI0NIIPHUM Ta 3MIIIaHOr0 3pa3Ky, MOLIKOIXKEHHS

IIEeYiHKH.

3 60Ky wKipu i niQwKipHUX MKAHUH: aHTIOHEBPOTUYHUM HaOPSIK, reMaToMa, KPOIIKB'THKA,
cBepbix, BUCUIIAHHS, BY3JINKOBA epUTEMA, MYJIbTU(HOPMHA epUTEMA.

3 60Ky cKkesnemHo-M’ 5130801 cucmemu i CnoAYYHOI MKAHUHU: apTPAITisi, Mialris, BKIIIOYal04Yu CYIOMHU
M’s131B.

3azanvHi po3daadu ma cmax OiAsiHKU 88e0eHHA: TapsiuKa, aCTeHis/MigBUIlleHa BTOMJTIOBAHICTh,
BiguyTTa muckoMdopTy, HaOpsSKH, cIpara.

Tepmin npudamHocmi.

2 POKH.

YMoBu 30epiranHsi.

30epiraTu B OpuUTiHaIbHIN YIAKOBI Y HEJOCTYIHOMY AJIS OiTE€M MiCIIi.

VYnaxoBka.

ITo 7 TabneTok y 6micTepi. ITo 4 a6o mo 12 GricTepiB y KapTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a peLenTtom.

BupoOHHUK.

AT «Apamen ®apma», [Tombia.

Micue3HaxoKeHHsI BUPOOHHKA Ta HOro aJgpeca MicClisi IpOBaIKeHHs Tis/IbHOCTI.
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