IHCTPYKIIA
AJIS1 MEIUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

MOHTYJIAP® KIJC
(MONTULAR®KIDS)

Cknao:

Oitoua peuosuna: MoHTenykact Hatpiro (montelukast sodium);

Kosxna Tabnerka >xyBajibHa MICTUTh MOHTEITYKAaCTy HATPIIO y NepepaxyBaHHI HA MOHTEIYKACT 4 MT;
00noMmidicHi peyosunu: TeNN03a Mikpokpuctaimiuaa (PH 112), rigpokcunponiimnentonosa, HaTpio

KpockapMenosa, 3aiiza okcupa yepBonuit (E 172), acmapram (E 951), apomatuzarop «Bumins
501027AP0551», manit (E 421), marsito cTeapar.

Jlikapcbka ¢opma. TabneTku KyBaslbHI.
OcHosHi  i3uko-XimiuHi eracmueocmi: KPyrial ABOOIMYKJIl TaOJETKH B CBITIO-POKEBOTO JI0
POKEBOTO KOJIbOPY 0€3 000JOHKH 3 HASIBHUMH BKPAIJICHHIMH, IJ1aJK1 3 000X OOKIB.

dapmakoTepaneBTHYHA rpyna. 3acobu JUIsi CHUCTEMHOTO 3aCTOCYBAaHHSI INPU OOCTPYKTUBHUX
3aXBOPIOBAHHAX JUXAIbHUX IIIAX1B. AHTaroOHICTU JIEHKOTPIEHOBUX PELIETITOPIB.
Kon ATX R03D CO03.

Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.

Hucreininneiikorpiean (LTCs, LTDs4, LTE4) € NOTY)KHMMH €WKO3aHOINaMH 3amlajeHHs, 10
BUIUISIOTHCS PI3HUMHU KJIIITHHAMH, y TOMY YHCI1 OMACHCTUMH KJIITHHaAMU Ta eo3uHo(dimamu. L1
BXJIMBI TPOACTMATHYHI MEMIaTOpH 3B S3YIOTBCS 3 HUCTETHUUICHKOTPIEHOBUMHU pEIENTOPaMH
(CysLT), HasBHUMH B AMXATBHUX MIJISAXaX JIOJUHU, 1 BUKIMKAIOTh Takl peakilii 3 00Ky AMXaTbHUX
NUIIXiB, SK OpOHXOCMa3M, CEeKpellis CIu3y, IIBUIICHHS MPOHUKHOCTI CYIWHHOT CTIHKHA 1
30UTBIIIEHHS KUTBKOCTI €03WHO(LTIB.

MoHTenykacT Mpu MEepopalbHOMY 3aCTOCYBaHHI € aKTHUBHOIO CIIOJIYKOIO, $IKa 3 BHCOKOIO
BHOIpKOBICTIO 1 cropigHeHicTio 3B’s3yeTbess 3 CysLTi-penentopamu. 3rifHO 3  KIIHIYHUMH
JOCITIDKEHHSMH, MOHTEIYKACT y 71031 5 MT IPUTHIYY€e OpOHXOCHa3M, BUKIMKaHUK iHTasieo LTDa.
Bbponxoaunaraiis croctepiraeTbCcsi ynpoAOBK 2 TOAUH MICs mepopaibHOro 3acrocyBaHHs. Lleit
ebekr OyB amUTUBHUM 10 OpoHXOoaujaTaili, crnpuduHeHoi [-aronicramu. JlikyBaHHSA
MOHTEIYKACTOM TMPUTHIYYBAJIO SIK paHHIO, Tak 1 Mi3HIO (a3u OpPOHXOOOCTPYKIIiil, CHPUYMHEHOL
AHTUT€HHOIO CTUMYJIAIi€I0. MOHTEIYKacT MOPIBHSAHO 3 IUIAnedo 3MEHIye KUIbKICTh €03UHO]IIIB
nepudepruyHoi KpoBi y AOPOCIUX MALIEHTIB Ta AiTe. Y Mmpoieci OKpeMoro AOCTIHKEHHS TpUioM
MOHTENYKAcTy 3HAa4YHO 3MEHIIYBAaB KUIbKICTh €03MHOMIUIIB Y AUXANbHHUX NUIAXaX (32 BUMIpamMH y
MOKPOTHHH1). Y AOpPOCIUX MAIi€HTIB 1 JiTeil BikoM Bia 2 a0 14 pokiB MOHTENyKAcT MOPIBHSHO 3
ane0o 3MEHIIye KUIbKICTh €03MHO(LIIB neprudepruyHoi KpoBi Ta MOKpallye KIIHIYHUM KOHTPOIb
aCTMH.

DapmakoKkiHemuxa.

Abcopbuis

MoHTenykacT MIBHAKO BCMOKTYEThCS Tichs mepopainbHoro mpuitomy. Ilicms 3acTocyBaHHS
JOPOCITUMU HATIIE TaOJIETOK, BKPUTHUX ILIIBKOBOIO 000JOHKOIO, Mo 10 MT cepeHs MakcHMaibHa
koHueHTpanis (Cmax) y m1a3Mi KpoBi gocsranacs yepe3 3 roauHu (Tmax). Cepeanst 61010CTYyMHICTh
MpH TEepOpalIbHOMY 3acTocyBaHHI ckmamae 64 %. BoxuBaHHS 3BHYAiiHOT TKiI HE BIUIMBAJIO Ha
6iomoctynHicth 1 Ha Cmax TpU TNepopajbHOMY 3acTocyBaHHI. be3meka 1 eQekTHBHICTH Oynu
MIATBEP/DKEH] MiJ Yac KIIHIYHUX JOCTIKEHb MPHU 3aCTOCYBAaHHI TaOJNIETOK, BKPUTHUX IUTIBKOBOIO
000JI0HKO10, 110 10 MI' He3aJIeKHO Bijl 4acy B)KUBAHHS DXKi.



Jlnst TabneToK JKyBaIBHUX MO 5 MI HOKa3HUK Cmax y JOPOCIMX AOCATaBCsA uyepe3 2 TOAMHM MICIs
npuiiomy Hatmie. CepemHss Ol0JOCTYIHICTh NMPU TEPOPaTBLHOMY 3acTOCyBaHHI ckiamae 73 % i
3HUXKYETHCS 10 63 % mpu nmpuidoMi 31 CTAHJAPTHOIO DKETO.

[Ticnst mpuitomMy HaTIIEe TaOJIETOK KYBATBHUX 10 4 MT y AiTel BIKOM Bijx 2 10 5 pokiB moKa3HUK Cmax
JOCATAETHCS Yepe3 2 TOJAWHU IICIs IPUOMY Jlikapcbkoro 3aco0y. Cepenne 3HaueHHS Cmax Ha 66 %
BuIIe, a cepenHe Cmin HIKYE, HDK Y IOPOCTUX Ticis npuiiomy Tabnerox mo 10 mr.

Posnoodin

[Tonan 99 % MoHTENMyKacTy 3B’SI3y€ThCs 3 OUTKaMu 1a3Mu KpoBi. O0’eM po3MOIiTy MOHTEIIYKAacTy
y cTaiioHapHii ¢a3i y cepeqHpoMy CTaHOBHUTH Bix 8 10 11 miTpiB. YV mporieci JoCTiKeHb Ha IIypax
i3  3aCTOCYBaHHSIM  PaJi0OaKTUBHO  MIYEHOTO  MOHTEIIYKAaCTy  INPOXO/DKCHHS  4Yepe3
remaroeHuedaniyauil 6ap’ep Oyno MiHiIManbHUM. KpiM TOro, y BCIX IHIIMX TKAHWHAX KOHIIEHTpAIil
MMO3HAYEHOT'0 Pajioi30TONOM Martepiainy depe3 24 roJuHU MICHIs TPUMOMY J03M TaK0X BUSBUIIUCS
MIHIMQJIbHUMH.

Memabonizm

MoHTenykacT akTUBHO MeTaboiizyerhes. Ilin yac mocmikeHb 13 3aCTOCYBaHHSIM TepaneBTUYHHUX
7103 KOHIIEHTpaIil MeTa0oJIITIB MOHTEIYKACTy Y CTAal[lOHAPHOMY CTaHi MJa3MU KPOBI y JIOPOCIHX 1
TMAIIEHTIB TUTAYOTO BIKY HE BU3HAYAIOTHCS.

Hutoxpom P450 2C8 € ocHoBHMM (depMeHTOM Yy MeTabosi3mMi MoOHTenykacty. Kpim Toro,
nuroxpomu CYP 3A4 1 2C9 BimirparoTh HE3HAYHY POJIb y META00JII3M1 MOHTEIYKAcTy, Xoua
iTpakoHazon (inrioirop CYP 3A4) He 3miHIOBaB (papMaKOKIHETHYHI MOKA3HUKA MOHTENYKacTy y
3I0pOBUX TOOPOBOJIBIIIB, sIKi oTpuMyBaiau 10 Mr MoHTenykacTy Ha a00y. 3rifiHO 3 pe3yiabTaTaMu
JOCHIDKeHb N VItr0 3 BHUKOPUCTAHHSIM MIKPOCOM TICUIHKM JIFOJWHH, TEpPAIeBTUYHI IJIa3MOBI
KOHIICHTpAIlli MOHTEIYKAcTy HE MPUTHIYYIOTh IuToxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 1 2D6.
VYyacTh MeTa0OJIITIB Y TEPANEBTUYHIHN i1 MOHTEIIYKACTy € MIHIMaIHHOTO.

Buseodenns

Krnipenc MoHTenmykacTy B IIa3Mi KpPOBI Yy 3I0OPOBHX JIOPOCITUX JOOPOBOJBIIB y CEPEAHBOMY
ctaHOBUTH 45 mur/xB. Ilicnst mepopalbHOTO TPUIOMY MOHTETYKAcTy, MideHOTo i3otoroM, 86 %
BHBOJUTHCS 3 KoM TpoTsarom 5 aHiB 1 meHie 0,2 % — i3 cedero. Y CyKymHOCTI 3 0i0J0CTYITHICTIO
MOHTEIYKacTy MpH MepopaJbHOMY 3aCTOCYBaHHI el (akT BKaszye, 110 MOHTEIYKAacT 1 HOro
MeTaboJIITH MaiKe MOBHICTIO BUBOJSTHCS 3 )KOBYIO.

DapmakoKinemuxa y pizHux epyn nayicHmis.

JIsl mamieHTiB 13 MOpYHIEHHAMH (YHKIT MEYiHKH JIETKOTo ab0 CepeaHbOrO CTYMEHS TSHKKOCTI
KOpEKIIis 1031 He moTpiOHa. JIocmipKeHHs 32 yJacTIO MAIliEHTIB 13 OpYIIEHHAMH (PYHKIIIT HUPOK
He npoBoAUIH. OCKUTBKM MOHTEIYKACT 1 HOTO MeTaOOoITH BUBOAATHCS 3 JKOBUIO, KOPEKIIIS 03
JUIS TAIIE€HTIB 13 MOPYIIEHHIMH (YHKIIIT HUPOK HE BBAXKAETHCS HEOOXimHOIO0. [laHUX Mpo XapakTep
(hapMaKOKIHETUKH MOHTEIYKACTy y MAI[lEHTIB 3 MEYIHKOBOIO HEIOCTATHICTIO TSXKKOTO CTYIEHS
(monan 9 GaniB 3a mkanorw Yainma — [1'10) Hemae.

[Ipu mnpwuiiomi Benukux 103 MoHTenykacty (mo B 20 Ta 60 pa3iB mnepeBHILyBald J03Y,
PEKOMEHIOBaHYy JUIsl AOPOCIUX) CIOCTEpIraaocs 3HMKEHHS KOHLEHTpaulii TeoduliHy y Iuia3mi
kpoBi. Lleii edekt He cocTepiraeTbest mpu MpuiiomMi pekoMeHn0Banoi 103u 10 mr 1 pas Ha 100y.

KuiniuHi XapakTepucTHKH.

Ilokaszannsa.

e Sk momatkoBe INiKyBaHHS TpU OpoHXiaJdbHIM acTMi y MAIli€eHTIB BIKOM BiI 2 J0 5 pOKIiB 3
MEPCUCTYIOUOI0 aCTMOIO BiJl JIETKOTO JIO CEPEIHBOTI0 CTYNEHs, sIKa HEIOCTaTHBO KOHTPOJIIOETHCS
IHraIAIHHIME KOPTUKOCTEPOiaMu, a TaKOX MpPU HEJOCTATHbOMY KIIIHIYHOMY KOHTPOJI acCTMHU
3a JIONIOMOTOI0 AaroHicTiB P-aJpeHopenenTopiB KOPOTKOi [ii, $Ki 3acCTOCOBYIOTh IpH
HEOOX1THOCTI.



e Sk anpTepHATUBHUI METOJ JIKYBAaHHS 3aMiCTh HM3BKHX J03 IHTAIAIMIMHUX KOPTHKOCTEPOiNiB
JUISL TIAIIEHTIB BIKOM Bi 2 710 5 POKIB 13 MEPCHCTYIOUOIO aCTMOIO JIETKOTO CTYIEHS, y SIKUX HE
BiIMiYaNd NPOTATOM OCTAHHBOTO Yacy CEpHO3HMX HamagiB OpoHXiaJbHOI acTMH, IO
noTpeOyIOTh 3aCTOCYBaHHS IEPOPATBHUX KOPTHKOCTEPOiNiB, a TaKOXK SKI HE MOXYTh
3aCTOCOBYBATH IHTISALINHI KOPTHKOCTEPOinu (quB. po3aut «Crocid 3aCTOCYBaHHS Ta JI03U»).

e [lpodinakTika acTMH, TOMIHYIOUMM KOMIIOHEHTOM SIKO1 € OpOHXOCTIa3M, IHIYKOBAaHUN (iI3UIHUM
HAaBaHTAXXCHHSM, y MAI[I€EHTIB BIKOM BiT 2 JI0 5 pOKiB.

e [lojnermeHHs: CAMITOMIB CE30HHOTO Ta IUIOPIYHOTO ANEPTidHOTO PUHITY. OCKUIBKH KOPUCTH Bif
3aCTOCYBAaHHSI MOHTEIIYKACTy Y TAIli€HTIB 13 aJIepriYHUM PUHITOM MOXE HE TIEPEBUIIYBATH PU3HK
BUHUKHEHHS TICUXOHEBPOJIOTITYHUX CHUMMTOMIB (IMB. po3ain «OcoOJMBOCTI 3aCTOCYBaHHS),
nikapcekuit 3aci6 Montymap®Kifac cimiz 3acTocoByBaTH SK HpemapaT pe3epBy MHaIlicHTaM i3
HEeaJIeKBaTHOIO BIAMOBIII0 a00 HEMEPEHOCHUMICTIO albTEpHATUBHOI TepaIlii.

IlIpomunoxazannsa.
[ligBuiieHa 4yTIUBICTh 10 Oy/Ib-IKOTO 3 KOMIIOHEHTIB JIIKAPCHKOIO 3ac00Yy.

B3aemooia 3 inwmumu nikapcoKumu 3acovamu ma inwii 6u0u 63aEmooiil.

MoHTenykacT MoOKHa MpHU3HAYaTH pa3oM 3 IHIIMMH JIKAPCBKUMU 3aco0aMy, L0 3a3BUYail
3aCTOCOBYIOTHCS ISl IPO(PITAaKTHKKA a00 TPUBAJIOTO JIIKYBaHHS acTMU. [Ipu mocmimkeHH1 B3aeMoaii
MDK JIIKApCBKUMHU 3ac00aMM PEKOMEHJIOBaHA KJIIHIYHA /1032 MOHTEIYKacTy HE Majla 3HAa4HOIo
KIIHIYHOTO BIUIMBY Ha (apMaKOKIHETUKY TaKuX JIKapChKUX 3aco0iB: Teo(iaiH, HpeaHI30H,
MIPEAHI30JI0H, TIepOpabHl KOHTpAIENTUBH (€TUHLIECTpaios/HOpeTuHaApoH 35/1), TepdeHaauH,
JTUTOKCHH Ta BapapuH.

VY mamieHTiB, sSKi oAHOYACHO NpuiiManu (penobapOiTan, Mioma Ml KPUBOK «KOHIICHTPAIIIS — Yac
(AUC) nns  monTenmykacTy 3HKyBanacs npubnuzHo Ha 40 %. OcCKUIbKM MOHTEITYKacT
Metabomizyetbes CYP 3A4, 2C8 1 2C9, neoOximHOo OyTH 00epeXKHUM, OCOOIMBO OO MIITCH,
3aCTOCyBaHHI Tmpenapary ogHodacHo 3 iHayktopamu CYP 3A4, 2C8 1 2C9, nHanpukman i3
(deniroinom, peHoOapOiTaIoM 1 pudamminuHOM.

Jlocmipkenns in Vitro mokasanm, 1Mo MOHTEIYKAcT € moTy:kHuM inridiropom CYP 2C8. Ilpote mani
KJIIHIYHOTO JTOCHIJIKEHHS B3a€MOJII1 JIIKApChKUX 3ac001B, 110 BKIIOYAIH MOHTEIYKACT 1 PO3UTIIITa30H
(MapkepHUll cyOcTpaT, IKUH MpeacTaBise JiKapchKi 3aco0H, 10 MeTaboi3ytoThes nepeBakHo CYP
2C8), mokasaiu, 1110 MOHTeIyKacT He € inribitopom CYP 2C8 in vivo. TakuM 4HHOM, MOHTEITYKAacT
HE BIUIMBAE€ 3HAYHOKI MIpOI0 Ha MeETaboJi3M JIKapChbKUX 3aco0iB, IO METa0OI3yIOThCSA 3a
JOTIOMOT'OFO IILOTO (hepMEHTY (HANPUKIIA, MAKIITAKCeTy, PO3UTIIITA30HY Ta perariiHimLy).

ITin yac mocmimpkenp iN Vitro Oyg0 BCTaHOBJIEHO, MO MOHTenykacT € cybcrparom CYP 2CS8,
MeHIo Miporo — 2C9 ta 3A4. V mporieci KIITHIYHOTO JOCTIDKEHHS B3a€MO/II1 JTIKapChbKUX 3ac00iB
13 3acTOCyBaHHSM MOHTeNnykacTy 1 remdiopo3uny (inridiropa CYP 2C8 1 2C9) remdibposun
MiZBUIIYBAaB CHUCTEMHY €KCIIO3MIII0 MOHTenykacTy y 4,4 pasa. [Ipu ogHO4acHOMY 3aCTOCYBaHHI 3
remdibpo3unoM abo iHmMMH noTy:kHUMH iHTi0iITOpamu CYP 2C8 kopekiiis 7031 MOHTENYKAacTy He
MOTpiOHa, aje JiKap MOBHHEH BPaXxOBYBATU MiABUIICHUI PU3UK BUHUKHEHHS MOOTYHUX pPeaKIliil.

3a pe3ynpTaTaMu JOCTIIKEHD iN VItro, He OYiKY€ThCS BUHUKHEHHS KIIHIYHO BayKIMBUX B3a€EMOIIH 13
MeHII mnoTykHuUMH iHriOitopamu CYP 2C8 (mampuxmnan, i3 TtpumeronpumoM). OgHodacHe
3aCTOCYBAaHHSI MOHTENYKACTy 3 ITPaKOHa30JI0M, CHiIbHUM iHrioitopoM CYP 3A4, He mpu3BoauiIo 10
ICTOTHOTO MiJIBUIIIEHHS! CUCTEMHOT €KCIIO3HIIil MOHTEIIYKACTY.

Ocoonueocmi 3acmocyéanns.

[NamieHTiB HEOOXITHO MOTMEPETUTH, IO MOHTynap® Kinc ans mepopalibHOTO 3aCTOCYBaHHS HE CIiJ
3aCTOCOBYBATH IS JIIKYBaHHSI TOCTPUX HAIMAJIB aCTMH, a TAaKOX PO Te, [I0 BOHU MOBUHHI 3aBXJIU
MaTH MpH coOl BIIMOBIIHUI JiKapchkuil 3acid exkcrpeHoi nomomoru. Ilpu rocrpoMy Hamasmi ciifg
3aCTOCOBYBAaTH IHTamsAMiiiHI [-aroHicTh Kopotkoi mii. [lamieHTaM HEOOXITHO SKHAWIIBUIIIE



MIPOKOHCYABTYBATUCA 3 JIIKApeM Yy BUMNAJKY, SKIIO iM MOTpiOHA Oulblla, HDK 3a3BUYA, KUIBKICTh
IHransmii B-aroHicTiB KOPOTKOT Ail.

He ciin mpoBoauTH pi3koi 3aMiHM IHTAIAMIKHUX a00 MEepOpaNTbHUX KOPTHKOCTEPOIAHUX IpenapaTiB
MOHTEIYKacTOM.

Hemae nanux, siki HiATBEPIKYIOTH, IO 103y MEPOPATEHUX KOPTUKOCTEPOiAiB MOKHA 3MEHIIUTH MIPH
OJTHOYACHOMY 3aCTOCYBaHHI MOHTEIYKaCTY.

VY NOOAWMHOKHMX BHMAJAKAX y MAIIEHTIB, SKI OTPUMYIOTh MPOTHACTMATHYHI 3aCO0HM, B TOMY YHCI1
MOHTEIIYKAacCT, MOKE CIIOCTEPIraTHCsi CUCTEMHA €03WHO(LTis, IHKOIM Pa3oM i3 KIIIHIYHUMH MTPOSBAMHU
BaCKyJIiTy, IO BiQNOBiZarOTh Tak 3BaHOMY cuHApoMmy Yapra — Crpocca, JIKyBaHHS SKOTO
MIPOBOJIUTHCS 32 JOMOMOTOI0 CHCTEMHHMX KOPTHUKOCTEpOifiB. Taki BUNaaku iHOAI Oyiw MOB’s3aHi 31
3MEHILEHHSAM J03M abo BIAMIHOIO Tepamii KOpTUKOCTepoifaMu. IMOBIPHICTH TOTO, II0 aHTAaroHICTH
JEHKOTPIEHOBUX PELENTOPIB MOXKYTh OyTH IOB’s3aH1 3 MosABOIO cuHjapoMy Yapra — Ctpocca, He
MOXKHA CIIPOCTYBaTu abo miaTBepAuTH. Jlikapl MOBUHHI aM’SITATU PO MOKJIMBICTh BUHUKHEHHS Y
MaIIEHTIB €03MHO(1III, BACKYIITHOIO BUCHILY, HOTIPUIEHHS JET€HEeBOT CUMITOMATHKH, YCKIIQJTHEHHS
3 OoKky cepus Ta/abo Heipomarii. [lamieHTiB, y SKUX BUHUKIW TaKi CUMIITOMH, CJiI TTOBTOPHO
00CTEXXUTH 1 IEPETIAHYTH IXHIO CXEMY JIIKYBaHHS.

JlikyBaHHSI MOHTEIIyKaCTOM HE J[a€ 3MOTH Malli€HTaM 3 acMipHH3aJIeKHOI0 acTMOIO 3aCTOCOBYBATH
ANeTUJICATIIMIIOBY KUCJIOTY YH 1HIII HECTEPOiMH] MpOoTU3anaibH1 3aCO0M.

[ToBizoMmsocs Mpo BUHMKHEHHS ICUXOHEBPOJIOTTYHUX PeaKI(iil y JOpOCIuX, MITITKIB Ta JITeH, AKi
3aCTOCOBYBaIM MOHTenykKacT (auB. po3ain «lloOiunHi peaxnii»). IlamienTy Ta jikapi NOBUHHI OyTH
YBOXHUMH JI0 TICHXOHEBPOJIOTTYHUX peakiliid. [lamientam Ta/abo ocobam, K1 32 HUMH JIOTJISIAl0Th,
CIJ JaTh BKa3iBKM MpO Te, 00 BOHM MOBLAOMIISUIM CBOTO JHKaps Yy pa3l BUHUKHEHHS TaKHUX
peakiriid. Jlikapi MOBHHHI peTEIbHO OIHIOBATH PU3MKH Ta TIEPEBarv MPOJOBXKEHHS 3aCTOCYBAaHHS
nikapcskoro 3acoby MonTtymap® Kizic, Ko Taki peaxilii BUHHKAIOTb.

JIonoMiXH1 peUOBUHM:

Jlikapcekuit 3aci6 Montynap®Kinc mictuts acmapram (E 951) — mkepeno deHimamadiHy, 1o €
HeOE3MEeUYHUM JIJIs1 XBOPUX Ha (PEHUIKETOHYPIIO.

3acmocyearnns y nepioo eazimuocmi abo 200y8anHsL 2pyoor0.

Baecimuicmo. JlocnimpkeHHS Ha TBapUHAX HE JIGMOHCTPYIOTh IIKIJJIMBOTO BIUIMBY Ha BariTHICTH a00
eMOpioHabHUM/heTanbHUN PO3BUTOK.

HasBHi gani 3 omyOmiKOBaHMX MPOCTIEKTUBHUX Ta PETPOCIEKTUBHUX KOTOPTHUX OCIIKEHBb 13
3aCTOCYBaHHSM MOHTEIYKACTY BariTHUMH JKIHKaMH, K1 OI[IHIOIOTh 3HAYYII1 BPO/DKEHI By y JIITEH,
HE BCTAHOBWJIM PU3HKY, IOB’SI3aHOTO 31 3aCTOCYBaHHSM JIKapchbKoro 3aco0y. HasBHI mociimkeHHs
MaroTh METOJIOJIOTTYHI 0OMEKEHHS, BKIIOYAI0UM HEBEIUKUN pO3Mip BUOIPKH, B IESKUX BUIAJKAX —
PETPOCHEKTUBHUMN 301p JaHUX, 1 HECYMICHI IPYITU MOPIBHAHHS.

T'ooysannsa epyoow. JlocnikeHHs Ha IIypax HpOJEMOHCTPYBAJIM, IO MOHTENYKACT MPOHUKAE B
M0JI0KO. HeBiTOMO, UM BUBOJAMTHCS MOHTEIYKACT Y TPYAHE MOJIOKO Y JKIHOK.

MoHTeIyKacT MOKHA 3aCTOCOBYBAaTH B IEPiOJ T'OJYBaHHS TPYIJIIO, TUIBKU SIKIO I1I€ BBAXKAETHCS
0€3yMOBHO HEOOXITHHIM.

30amuicms enaueamu Ha WEUOKICMb peakyii npu KepyeauHi a8MOmMpaHcnopmom abo iHuUMU
Mexanizmamu.
MoHTenykacT He BIIMBa€ a00 Mae He3HAUHUH BIUIMB HA 3JaTHICTh KePYBaTH aBTOTPAHCIIOPTOM YU
iHIMMH MexaHi3Mamu. [IpoTe maiieHTH MOBIAOMIISUIA PO COHIIMBICTH 200 3alIaMOPOYEHHS.
Cnoci6 3acmocysanna ma 0o3u.
s mepopanbHoro mnpuifomy. TaGneTku ciifi po3KyBaTu Iepen KOBTaHHSAM. Jlikapchkuil 3acid
HEOOXIJJTHO 3aCTOCOBYBATH JITAM ITiJ] HAarJIA0M J0POCIIHUX.

03YBaHHS



PexomenioBana y1o3a Juis aiTedd BikoM Bif 2 10 5 pokiB cTaHOBUTH | Tabnerka >xyBaibHa (4 Mr) Ha
no0y, 3aCTOCOBYIOTH BBeuepi. [Ipenapar cuig nmpuitmatu 3a 1 roauHy 1o inu abo yepe3 2 roJauHU
micist inu. Hemae HeoOXiIHOCTI B KOPEKIIiT 103U I Ii€] BIKOBOT TPYIIH.

3aranbpHi peKoMeH Il

Ax 0o0amxoee NiKy8aHHA npu OPOHXIANbHIU ACMMI Y NAYIEHMIE i3 NepCUCMYIOU0l0 aACmMMOK 8i0
J1e2K020 00 CepeOHbO20 CMYNEHsI.

TepaneBTryHMI BITMUB MOHTEIIYKACTy HA TOKAa3HUKH KOHTPOJIIO aCTMH HACTa€ YHPOJOBX 1 moOwH.
[NamierTaM citiJy peKOMEHIYBaTH MPOJOBKYBATH MPUHMATH MOHTEIYKACT, HABITh SKIIIO JIOCSATHYTO
KOHTPOJIIO aCTMH, a TAaKOXK Y MEPioH 3arOCTPEHHS aCTMHU.

Hemae HeoOXiTHOCTI B KOPEKIil A03W U MAIEHTIB 13 MOPYIICHHAMH (YHKIIT HUPOK abo 3
MOPYIIEHHSAMHU (PYHKIIT IEYIHKU B1JI JIETKOTO J0 CEPEIHBbOTO CTYMHEHs TsDKKoCTl. Hemae naHux momo
MAIIEHTIB 13 MOPYIIEHHAMU (QYHKIIT NEYIHKH TSHKKOro cTyrneHs. [lo3yBaHHS A XJIOMYHUKIB 1
TIBYaTOK OJHAKOBE.

Ak anomeprnamuenuii Memoo JNiKy8aHHs 3AMICMb HU3bKOO0308UX TH2ANAYIUHUX KOPMUKOCMEpPOoioie
npu NePCUCMyIOYiti acmmi 1e2K020 CIMyNeHs..

MoHTenykacT He PEKOMEHJOBaHHWM SK MOHOTepamis Uil NAll€EHTIB 13 MEPCUCTYIOUOK acTMOIO
CepEeHBOrO CTYMEHs. 3aCTOCYBAaHHS MOHTEIYKACTY SIK ajbTepPHATUBU HU3bKOJI0O30BUM IHTANSIIIIHHUM
KOPTHUKOCTEPOiaM JITSAM BIKOM Bif 2 0 5 POKIB 13 MEPCUCTYIOUOIO0 aCTMOIO JIETKOTO CTYIEHS CITij
PO3rIAaaTH TUIBKH JUISI TTALIEHTIB, Y SIKUX 3a OCTaHHIN 4ac He Oysno cepHO3HHMX HamajiB acTMH, 110
BUMAarajiu 3acTOCYBaHHS MEpOpaIbHUX KOPTHKOCTEPOidiB, 1 SIKI HE MOXYTh 3aCTOCOBYBaTH
IHTanAUidHI KopTHKOCTepoinu (auB. po3ain «Ilokazanusay). IlepcucTtyroua actma JI€rkoro CTyMEHs
BH3HAU€HA SIK BUHUKHEHHS CUMIITOMIB acTMH HacTimie 1 pa3y Ha TKIeHb, ane pimme 1 pa3y Ha
100y, BUHUKHEHHSI HIYHUX CHMITOMIB YacTilie 2 pasiB Ha Micsllb, aje piamie 1 pa3y Ha THKICHbD,
HOpMasibHa (YHKITIS JIETEHIB Yy Tepiojiax MDK emizogamMu. SIKIo TOCTaTHBOTO KOHTPOJIO acTMH HE
JOCSTHYTO, Y TOJAIBIIOMY (3a3BHYail YyIpoJOBXK | MICAL) CIil BU3HAYMTH HEOOXITHICTH
J0TaTKOBOT ab0 1HINOI MPOTU3AMAIbHOI Teparii, IPYHTYIOUHUCh Ha MOCTIIOBHIM CHUCTEMI JIIKYBaHHS
actmu. Crtifi mepioMYHO OIIHIOBATH CTaH MAIlIEHTIB 010 KOHTPOJIO aCTMH.

Ilpoghinakmuka acmmu y nayienmis 8ikom 8i0 2 00 5 poKis, V AKUX OCHOBHUM KOMNOHEHMOM ACMMU
€ bponxocnasm, iHOYKOBAHU DI3UUHUM HABAHMANCEHHSM.

MoHnTenykacT pPEeKOMEHJIOBAaHMK TaIlleHTaM BIKOM Bil 2 10 5 PpokiB ig NPpoQUIaKTHKH
OpoHxocmnazMy, 1HIYKOBaHOTO ()I3UYHUM HABAaHTAKEHHSM, KUl MO)Ke OyTH OCHOBHHM MPOSIBOM
MEPCUCTYIOYO1 acTMH, TIPH SIKIH HEOOXiAHE 3aCTOCYBaHHS IHTASLIMHMX KOpTUKocTepoimiB. CtaH
MAaI€HTIB CIi OIIHUTH MICHs 2—4 THKHIB JIKYBaHHS MOHTEIIYKAaCTOM. SIKIIIO TOCTAaTHHOI BiANOBiai
HE JIOCSATHYTO, HEOOX1IHO PO3TJISHYTH MUTaHHS PO J01aTKOBY a00 1HITY Teparlito.

3acmocysanns MoHmenykacmy 3a1eiHCHo 610 IHUL020 NIKYBAHHS ACMMU.

Konn MoHTenyKacT 3acTOCOBYEThCS SIK JOJATKOBA TEparlis M0 IHTalsIIMHUX KOPTHUKOCTEPOiiB, HE
CIi Pi3KO 3aMIHIOBAaTH HUM IHTQIANIAHI KOpTHKOcTepoimu (muB. po3ain  «OcobauBocTi
3aCTOCYBAHHS).

Tonezwenns cumnmomis ce30HHO20 Ma YLIOPIuHO20 anepeivHo20 PUHimy.

Jlis TOJIETIIEHHS CHUMIOTOMIB aJepriyHOr0 PHHITY Yac NpUHOMY MOHTENyKAacTy MiI0uparTh
1HAUBiAyaJIbHO.

Himu.

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS Jlikapchkoro 3aco0y Montynap® Kiic, sxyBaibHi TabneTku
no 4 Mr, IiTAM BIKOM J0 2 POKIB He BCTaHOBJEHI. [Ipemapar 3acTOCOBYIOTH AITSAM BIKOM BiA 2 710 5
POKIB.

Ilepeoosysanna.

VY mporueci JoCHiKeHb XPOHIYHOT aCTMH MOHTEIYKAcT MpHu3Hadanu y po3ax a0 200 mr Ha 100y
JOPOCITUM TAI[IEHTaM MPOTATOM 22 THXKHIB, a MPU KOPOTKOYACHUX JOCHimKeHHIX — 10 900 mr Ha
100y MPOTSArOM IPUOIU3HO OJTHOTO THOKHS, KJIIHIYHO 3HAUYII MOOIYHI peakiii Oyiu BiICYTHI.



[Ipy TOCTMapKETHHrOBOMY 3aCTOCYBaHHI Ta IMiJ dYac KIIHIYHUX JOCTIKEHb HAJIXOIIIN
MIOBIIOMJICHHSI TIPO TOCTPE MepeIo3yBaHHs MpernapaToM MOHTenykacty. Lli JaHi BKIOYamu npuiiom
mpemapaTry JOpOCIMMH Ta JIThbMHU B J103ax, mo nepeBuinyots 1000 mr (mpubmuszao 61 mr/kr y
IUTUHU BikoM 42 micaui). OTpumani KIIiHIYHI i 1abopaTopHi 1aHi BiAMOBigaIy Npodiaro 6e3mekn y
JIOPOCIMX TAI€HTIB 1 aiTeil. Y OULIBIIOCTI BUIAAKIB TEpeNo3yBaHHS IMPO TMOOIYHI peakuii He
MOB1IOMJISIIIOCK.

Cumnmomu.

Haiigacrime cnocrepiramucs moOidHi peaxiii, 1o BiAMOBinaM NpoduIro Oe3neky mpenapary Ta
BKJIIOYAM OiTh Yy JKUBOTI, COHJIMBICTB, CIIpary, TOJIOBHUHA Oulb, OJIOBAaHHS Ta IMCHXOMOTOPHY
rinepakTUBHICTb.

Jlikysanns.

CremianbHoi iH(OpMalii MOA0 JIKYBaHHS TEpelI03yBaHb MOHTENyKacToM Hemae. HeBimomo, um
BHBOJIUTHCS MOHTEIIYKACT 3a JIOTIOMOTOI0 IEPUTOHEATLHOTO JIiallizy abo remMoiani3y.

Io6iuni peakuii.

YacTtoTa BUHMKHEHHS OOIYHUX pEeaKIlid MpU 3aCTOCYBaHHI MOHTENyKacTy (KyBajbHI TaOJETKU 4M
TpaHyi 10 4 Mr) OIIHIOBaJacs I Yac KIIHIYHUX JOCHIKEHb 3a ydacTi 851 mutueM 13
MEPCUCTYIOYO0 aCTMOIO BIKOM Bix 2 710 5 pokiB Ta 1038 mireld i3 IHTEPMITYIOUOIO aCTMOIO BIKOM Bij]
6 MiCsALIB JI0 5 POKIB.

VY nBox mnane60-KOHTPOJIBOBAHUX JOCHIKEHHAX (0HE 12-THxKHEBE MOCTIHKEHHs; n = 461 Ta onHe
A8-TmKHEBE NOCHTIDKEHHS; n = 278) 3a ydvacTi nmiTel BIKOM Bim 2 10 5 pOKiB, sIKi OTpHUMYyBalll
JIKYBaHHS MOHTEIyKacToMm, HaivacTime (Big >1/100 mo <1/102 %) cnocrepiranucs adbaroMiHATBHUN
O11b Ta BiMUyTTs cpard. YacTtoTa BUTIAIKIB iX BAHUKHEHHsI OyJia BHINE, HDK y TPYII I1aneoo.

[Tin yac KIIHIYHMX MOCTIKEHb MPU MPOJOHTOBAHOMY JIIKYBaHHI JiTEH BIKOM Bim 2 10 5 POKIB
ynpo1oBXK MiHIMYM 3 micsiB (n = 502), 6 micsiiB abo 6inbmie (n = 338) ta 12 micsiiB abo Oubie
(n =534) nmpodines 6e3mekn He 3MIHIOBABCSL.

IlocTMapKeTUHIOBHIA TIEPio

[To6iuHi peaxitii, Tpo SAKI MOBIAOMIISIIOCH Y TOCTMAPKETHHTOBH TMEPioJI, BKa3aHO 3TiAHO 3 KilacaMu
CHUCTEM OpPTraHiB 1 3 BUKOPHUCTAHHSM CHEIliaIbHUX TEepMIHIB (AuB. Tabmwuiro). YacroTa BU3HAYCHA
3rIHO JAHUX KIINHIYHUX TOCHIDKEHb.

Cucremu opratiB [To61uHi peakiii Yacrora*
[Hdekmii Ta iHBa3i1 Iadexmii BepxHiX quxanbHuX NUBIXiB** | Jlyxe gacto
3 ©Ooky cucrtemMu KpoBi Ta | TeHumeHis bi o) nocwieHHs | Pinko
niMpaTHIHOT CUCTEMU KPOBOTOYHMBOCTI
TpomOoruToneHis Jyxe pinko
3 60Ky IMyHHOI cUCTEMHU Peakuii rinepuyrnuBocTi, B ToMy uucii | Heuacto
aHadinakcis
Eo3unodinpHa HGUIETpAIliS TEYIHKHA Hyxe pinko
3 OOKy ICUXIKH [lopymenns cHy (y Tomy uucii Hiuli | Heuacto

*Kaxu, Oe3COHHs, COMHaMOymi3M),
TPUBOXKHICTh, QXKHUTAIlisl (BKIIOYAIOUYU
arpecuBHy MOBEAIHKY a00 BOPOXKICTBH),

Jerpecis, MICUXOMOTOPHA
rinepakTUBHICTh (BKITIOUAOUN
JIpaTiBIMBICTh, HECHOKiil, TpeMop®)

[Topymenns yBary, noripmieHns | Pigko
mam’sITi, THK

lamonuHarii, ne3opieHTarlis, | Jlyxe piako

cyillMgalbHI  TyMKH Ta TOBEIIHKA




(cyimuaansHiCTh), 00cecuBHO-
KOMITYJIbCUBHI po371au, Auchemis
3 00Ky HEpBOBOT CUCTEMU 3anamMopoYeHHS, MJISIBICTB, | HewacTo
napecresis/rinecresis, CyJJOMH
3 00Ky cepiist [ManpniTamis Pinxo
3 Ooky nmuxamnbHOi cucrtemu, | HocoBa kpoBoTeua Heuacto
opraniB  rpyaHoi kimitku 1| Cuagpom  Yapra—Crpocca  (amB. | yxe piako
CepeOCTIHHS po3nin «OCOOIUBOCTI 3aCTOCYBaHHS),
JIeTeHeBa €03MHODUTIs
3 0Ooky uuIyHKOBO-KUIIKOBOro | [liapesa™**, nynora***, 6moBanuga™** | Yacto
TPaKTy CyXicTb y poTi, JUCHENCis Heuacto
3 00Ky renaro6utiapHoi | [linBumenHss  piBHS  TpaHcamizaz | YacTo
CUCTEMH cupoBatku (AJIT, ACT)
lenmatut (BrItOuUatounm xoJsiectatuuue, | Jyxe piako
renaToLENIOJISIPHE Ta 3MilIaHe
ypaXKeHHsI IEeY1HKHN)
3 Ooky mKipyn 1 miamkipHuX | Bucumanns™** Yacto
TKaHUH ['emaroma, KponuB’siHKa, CBEpODLK Heuacto
AHT'IOHEBpOTUYHUHN HAOPSIK Pigko
BysnmukoBa eputema, MynbtudopmHa | Jyxe piako
epuTemMa
3 00Ky  KICTKOBO-M’5130BOi | ApTpairis, Mianris, BKitovaroun | Hewacro
CUCTEMHU 1 CIIOJIYYHOT TKAaHHUHH! M’SI30B1 CTTa3Mu
3 00Ky HHpPOK Ta cedoBHMBimHMX | EHype3 y mirei Heuacto
HUISXIB
3aranbHi  posnmamu 1 moOiuni | [Tipekcisg™** Yacto
peakuii, BUKIMKaHI HPUHOMOM | AcTeHis/BTOMa, HE3My)KaHH, HAOPSK Heuacto
JIIKApCHKOTO 3aC00Y

*YacToTa BU3HAUEHA 3T1IHO 3 YAaCTOTOIO MOBIAOMIICHD y 0a31 JaHUX KIIHIYHUX JOCITIKEHB: TYXKE
gacto (>1/10), gacro (Bim >1/100 mo <1/10), mewacto (Bim >1/1000 mo <1/100), pimko (Big
>1/10000 mo <1/1000), myxe pinko (<1/10000).

**] s moGiuHa peakirisi CriocTepiragacs 3 4aCTOTO «JIY)KE YacTO» Yy MAIlIEHTIB, SKi 3aCTOCOBYBAIH
MOHTEIYKACT, a TAKOXK Yy IMAIlIEHTIB, K1 OTPUMYBAIIH I1a1ie00, Mmi yac KIHIYHUX TOCITIIKEHb.
*#*[{a moOiuHa peakiis crocTepiragacs 3 4acTOTOK «4YacTO» Yy MAlli€HTIB, SKi 3aCTOCOBYBAIH
MOHTEIyKAcT, a TAKOXK Y Malli€HTIB, SIK1 OTPUMYBAIH TUTane0o0, i Yyac KIIHIYHUX JOCTIIKEHb.

$]1s mo6GiuHa peaKifis CIOCTepiranacs 3 4aCTOTOIO «PiJIKO».

3BITYBaHHS PO MIO3PIOBaHI MOOIYHI peakiii
3BITYBaHHS MPO MiIO3PIOBaHI MOOIUHI peakilii micis peecTparlii JIKapcbKoro 3aco0y Mae BaXJIMBE
3HadeHHs. Lle mae 3mory 3xificHIOBaTH Oe3MepepBHUN MOHITOPUHT CHIBBIHOIIEHHS PU3UK/KOPUCTD
3aCTOCYBaHHs JiKapchkoro 3acoOy. KBamipikoBaHuX MpaliBHUKIB y cdepli OXOPOHH 370pPOB’S
IPOCATH 3BITYBAaTH Npo OyAb-sKi Mi103proBaHi HeOaXkaH1 peakiii BIAMOBIIHO 10 JOKaIbHOT CUCTEMH
3BITHOCTI.

Tepmin npuoammuocmi.
2 POKH.

YmoBu 30epiranns.




30epiratu B OpUTiHaNIBHIN yImakoBIi mpu Temneparypi He Buie 25 °C.
30epiraTtu y HEAOCTYITHOMY JUIS TS MiCIIi.

YnakoBka.
ITo 10 Tabnerox y Gumicrepi, o 3 abo no 9 GmicTepiB y KapTOHHIN yMAKOBIIL.

Kareropis Bianycky.
3a peuienTom.

Bupoonuxk.
KYCYM XEJITXKEP IIBT JITA/
KUSUM HEALTHCARE PVT LTD.

Micue3HaxoakeHHsI BHPOOHUKA TA ajgpeca Micls NPOBAKeHHA HOro AiAIbHOCTI.

[TnoT Noe M-3, Ingop Cnemen Ikonomik 3oyn, Deit3-11, ITirtamnyp, ict. Ixap, Maaxes [Ipanenm,
Ilim 454774, Ianis/

Plot No. M-3, Indore Special Economic Zone, Phase-I1, Pithampur, Distt. Dhar, Madhya Pradesh,
Pin 454774, India.
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