IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

MOHTYJIAP® KIJIC
(MONTULAR®KIDS)

Cknao:

Oitoua peuosuna: MoHTenykact Harpiro (montelukast sodium);

Kosxna Tabnerka )xyBajibHa MICTUTh MOHTEITYKAaCTy HATPIIO y NepepaxyBaHHI HA MOHTEIYKACT 5 MT;
O0onomigichi pevosunu: 1enroo3a Mikpokpuctaniaaa (PH 112), rigpokcumponinienoio3a, HaTpio
KpockapMmeno3sa, 3aiiza okcupa uepBoHuil (E 172), acmapram (E 951), apomaruszatop «BumHs
501027AP0551», manit (E 421), maruito creapar.

Jlikapcbka ¢opma. TabneTku xKyBaslbHI.
OcHosHi  i3uko-XimiuHi eracmueocmi: KPyril ABOOIYKJIl TaOJETKU BiJ CBITIO-POKEBOTO [0
POKEBOTO KOJIbOPY 0€3 000JOHKH 3 HASIBHUMH BKPAIJICHHIMHU, IJ1aJK1 3 000X OOKIB.

dapmakoTepaneBTHYHA rpyna. 3acobu ISl CHUCTEMHOIO 3aCTOCYBaHHSA MpPU OOCTPYKTHBHHX
3aXBOPIOBAHHAX JUXAIbHUX IIIAXIB. AHTaroOHICTH JIEHKOTPIEHOBUX PELETITOPIB.
Kon ATX R03D CO03.

Dapmakonoiuni enacmueocmi.

Dapmaroounamixa.

Hucreininneiikorpiean (LTCs, LTDs4, LTE4) € moTykHUMH €HKO3aHOimaMHu 3arajeHHs, II0
BUIUISIOTHCS PI3HUMHU KJIIITHHAMH, y TOMY YHCI OMACUCTUMH KIITHHaMH Ta eo3uHodimamu. Ili
BXJIMBI TPOACTMATHYHI MEIIaTOpH 3B’S3YIOTBCS 3 NUCTETHUUICHKOTPIEHOBUMHU PELETITOPAMH
(CysLT), HasBHUMH B JMXATBHUX MIIAXaX JIIOJWHU, 1 BUKIMKAIOTh TaKi peakilii 3 00Ky TuXalbHHUX
NUISIXiB, SK OpOHXOCMa3M, CeKpelis CIu3y, MIABUIICHHS TMPOHUKHOCTI CYAWHHOI CTIHKHA 1
30UTBIIIEHHS KUTBKOCTI €03WHO(LTIB.

MoHTenykacT mOpu MEepopalbHOMY 3aCTOCYBaHHI € aKTUBHOIO CIIOJIYKOIO, $IKa 3 BHCOKOIO
BHOIpKOBICTIO 1 cnopigHeHicTio 3B’si3yeThess 3 CysLTi-penentopamu. 3rigHO 3  KIHIYHHUMHA
JOCITIDKEHHSIMH, MOHTEIYKACT y 1031 5 MT' IPUTHIYy€e OpOHXOCHa3M, BUKIUKaHHUK iHTassieo LTDa.
Bbponxoaunaraiis croctepiraeTbCsi YOpoAOBXK 2 TOAMH MIcs MepopaibHOro 3actocyBaHHs. Lleit
edhekr OyB amUTUBHHM JI0 OpoHXoaWJaTallii, crnpuyuHeHoi [-aronHicramu. JlikyBaHHS
MOHTENyKACTOM TMPUTHIYYBAIO SK PaHHIO, Tak 1 Mi3HIO (a3u OpPOHXOOOCTPYKIIil, CHPUYMHEHOL
AHTUT€HHOIO CTUMYJIALIi€l0. MOHTEIYKacT MOPIBHSAHO 3 IJIanebo 3MEHIye KUTbKICTh €03WHOMIIIB
nepudepruyHoi KpoBi y AOPOCIUX MAILI€HTIB Ta AiTeil. Y MpoIeci OKPeMOro MOCHiIKEHHs MPUHoM
MOHTENYKAcTy 3HA4YHO 3MEHIIYBAaB KUIbKICTh €03WHOGUIIB y MUXaJbHUX HUISXaX (32 BUMIpamMu y
MOKPOTHHH1). Y AOpPOCIUX MAali€HTIB 1 AiTei BikoM Bif 2 A0 14 poKiB MOHTEIYKACT MOPIBHSIHO 3
mianedo 3MEHIIye KUIbKICTh €03WHOMUIIB MeprudepuyHOoi KpOBi Ta MOKpaIye KIIHIYHHA KOHTPOJIb
aCTMH.

DapmakoKkiHemuxa.

Abcopbuis

MoHTenykacT MIBHAKO BCMOKTYEThCS TMichs mepopainbHoro mpwuitomy. Ilicms 3acTocyBaHHS
JOPOCITUMHU HATIe TabJIeTOK, BKPUTUX ILTIBKOBOIO 000JOHKO, Mo 10 Mr cepeaHs MakcuMaibHa
koHueHTpamis (Cmax) y ma3Mi KpoBi gocsranacs depe3 3 roauHu (Tmax). Cepenns 61040CTyMHICTD
MpU TepopaTbHOMY 3acTOCyBaHHI ckiagae 64 %. BxkuBaHHs 3BUYAifHOT KI HE BIUIMBAJO HA
6iomocTynHicTh 1 Ha Cmax TpU MEpopalbHOMY 3acTocyBaHHI. be3meka 1 epexTHBHICTH Oynu
MIATBEP/DKEH] Mi Yac KIIHIYHUX AOCTIKEHb MPH 3aCTOCYBaHHI TaOJETOK, BKPUTHUX IUTIBKOBOIO
000JI0HKO10, 10 10 MI' He3aJeKHO Bijl 4acy B)KUBAHHS DXKI.



Jlnst TabneTok >KyBalbHUX 1O 5 MI' MOKa3HUK Cmax y JOPOCIMX AOCATaBCA 4yepe3 2 TOAMHM MICis
npuiiomy Harmie. CepemHst OIOJOCTYIHICTh TPU TEPOPaTBLHOMY 3acTOCyBaHHI ckiamae 73 % i
3HUXKYETHCS 10 63 % mpu nmpuidoMmi 31 CTAHJAPTHOIO DKETO.

[Ticnst mpuitomMy Hatiie TabJIETOK XyBaJIbHUX 10 4 MI y AiTell BIKOM Bix 2 10 5 pokiB Moka3zHUK Cmax
JOCATAETHCS Yepe3 2 TOJAWHU IICHs IPUoMY Jlikapcbkoro 3aco0y. Cepenne 3HadeHHS Cmax Ha 66 %
BuIIe, a cepenHe Cmin HIKYE, HDK Y IOPOCTUX Ticis npuiiomy Tabnerox mo 10 mr.

Posnoodin

[Tonan 99 % MOHTEITYKacTy 3B’A3Y€ThCA 3 OUTKAMH TUIa3MH KpOBi 0O6’em po3noz[i.11y MOHTEIYKacTy
y cTaIioHapHii ¢a3i y cepeqHboMy CTaHOBUTH Bix 8 mo 11 mitpiB. Y mporieci ToCiKeHb Ha IIypax
i3 3aCTOCYBaHHSM  pPaJiOaKTUBHO  MIYEHOTO  MOHTENIYKAcTy  TNPOXO/KEHHS  4epe3
remaroeHuedaniyHuii 6ap’ep Oyno MiHIManbHUM. KpiM TOro, y BCiX IHIINX TKAaHUHAX KOHIIEHTpAIi
MMO3HAYEHOI'0 Pajioi30TONIOM Martepiaiy depe3 24 TroAWHU Micis NPUHOMY 03U TAaKOX BUSBHIUCS
MIHIMQJIbHUMH.

Memabonizm

MonTenykacT akTUBHO MeTaboiizyerscs. Ilig yac gociikeHb 13 3aCTOCYBaHHSAM TeparneBTHUHUX
7103 KOHIIEHTpaIil MeTa0o0JIITIB MOHTEIYKAaCTy Yy CTAaI[lOHApHOMY CTaHI1 IJIa3MH KPOBI y JIOPOCIHX 1
TMAII€HTIB TUTSYOTO BIKY HE BU3HAYAIOTHCS.

Hutoxpom P450 2C8 € ocHoBHMM ¢depmMeHTOM y MeTaboii3Mi MOHTenykacTy. Kpim Toro,
uutoxpomMu CYP 3A4 1 2C9 BimirpaioTh HE3HayHy poJib y MeTalo0JIi3Mi MOHTENyKacTy, Xoua
iTpakoHazon (iHrioirop CYP 3A4) He 3MmiHIOBaB (papMaKkOKIHETHYH1 MOKa3HUKU MOHTENYKAacTy y
3I0pOBUX NOOPOBOJIBIIIB, sIKi OTpuMyBaiu 10 Mr MoHTenykacTy Ha A00y. 3rilHO 3 pe3ylbTaTaMHu
JOCHIDKeHb IN VIO 3 BHUKOPUCTAHHSIM MIKPOCOM TMEYIHKH JIFOJAWHH, TEPareBTUYHI IUIa3MOBI
KOHIICHTpAIIli MOHTEIYKACcTy HE MPUTHIYYIOTh IuToXpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 i1 2D6.
YyacTh METa0OJIITIB Y TEPANEBTUYHIN i1 MOHTEIIYKACTY € MIHIMAIHHOTO.

Buseodenns

Kiipenc MoHTenmykacTy B IIa3Mi KpPOBI Yy 3IOPOBHX JIOPOCITUX JOOPOBOJIBIIB y CEPEAHBOMY
ctaHOBUTh 45 mur/xB. [licist mepopalbHOTO TMPUHOMY MOHTENTYKAacTy, MideHOro izotormoMm, 86 %
BHBOJUTHCS 3 KoM TpoTsaroMm 5 mHiB 1 meHIne 0,2 % — 13 ceuero. Y CyKymHOCTI 3 010J0CTYITHICTIO
MOHTENyKacTy MpH MepopabHOMY 3aCTOCYBaHHI Liel (akT BKazye, 110 MOHTENIyKAacT 1 HOro
MeTaboJIITH MaiKe OBHICTIO BUBOJSATHCS 3 )KOBYIO.

DapmakoKinemuxa y pizHux epyn nayicHmis.

JIsl mamieHTiB 13 MOpYHIEHHAMH (YHKIT MEYIHKH JIETKOTO ab0 CepeaHbOTO CTYIEHS TAXKKOCTI
KOpEKIIis 103u He nmoTpiOHa. JlocmipKeHHs 32 y9acTiO MAIliEHTIB 13 MOpPYyIMEeHHIMH (YHKIlII HUPOK
He TpoBOoMUIH. OCKUTBKM MOHTEIYKACT 1 MO0 METaOOJITH BUBOIATHCS 3 JKOBYIO, KOPEKIIS JTO3H
JUIS TAIIE€HTIB 13 MOPYIIeHHAMH (YHKIIIT HUPOK HE BBa)KAaeThCs HeoOXinHOI0. [laHNX mpo XapakTtep
(hapMaKOKIHETUKH MOHTENYKAcTy y TAIl€HTIB 13 MEYiHKOBOI HEJOCTATHICTIO TSAXKKOTO CTYIEHS
(monan 9 GaniB 3a mkanorw Yainma — [1'10) Hemae.

[Ipn npwuiiomi Benukux 103 MoHTenykacTy (mo B 20 Ta 60 pa3iB mnepeBUIIYBaldd A03Y,
PEKOMEHIOBaHYy JUIsl JOPOCIHX) CIIOCTEPIranocsi 3HIKEHHS KOHLEHTpalii TeodiliHy y Iia3mi
kpoBi. Lleii edekt He cocTepiraeTbest mpu MpuiiomMi pekoMeHn0Banoi 103u 10 mr 1 pas Ha 100y.

KuiniuHi XapakTepucTHKH.

Ilokazanns.

e Sk nmonmaTkoBe NiKyBaHHS MpH OpOHXIaNbHIA acTMi y MalieHTIB BikOM Big 6 a0 14 pokiB i3
MEPCUCTYIOUOI0 aCTMOIO BiJ JIETKOTO JI0 CEPEIHBOTO CTYIEHs, IKa HEIOCTATHHO KOHTPOIIOETHCS
IHT TS IIHHAMHA I(OpTI/IKOCTepOIILaMI/I a TAKOK TPU HENOCTATHEOMY I(J'IlHl‘-IHOMy KOHTPOJIi acTMHU
3a JIOTIOMOTOI0 AaroHiCTiB [B-aJipeHOpEIenTOpiB KOPOTKOI [ii, sIKi 3aCTOCOBYIOTh TpH
HEOOXI1THOCTI.



e Sk anpTepHATUBHUI METOJ JIKYBAaHHS 3aMICTh HU3BKHX /03 IHTAMIHHUX KOPTUKOCTEPOiNiB
JUTSL TIALlIEHTIB BiKOM Bix 6 10 14 pOKiB i3 MEPCUCTYIOYOI0 aCTMOIO JIETKOTO CTYIEHS, Y SKUX He
BiIMIYali TMPOTATOM OCTAaHHBOTO 4Yacy CEpHO3HMX HamaaiB OpOHXiaJbHOI acTMH, UIO
noTpeOyIOTh 3aCTOCYBAaHHS TIEPOPAIBHUX KOPTHKOCTEPOINiB, a TaKOXK SKI HE MOXYTh
3aCTOCOBYBATH IHTISALINHI KOPTHKOCTEPOinu (quB. po3aut «Crocid 3aCTOCYBaHHS Ta JI03U»).

e [lpodinakTika acTMH, TOMIHYIOUUM KOMIIOHEHTOM SIKOi € OpOHXOCIa3M, IHAYKOBaHHH (Pi3UIHIM
HABaHTAXXCHHSM, Y MaIli€HTIB BIKOM BiJ 6 10 14 poKiB.

e [lonermeHHs: CAMITOMIB CE30HHOTO Ta UIOPIYHOTO aJIePTiYHOTO PUHITY. OCKITBKH KOPUCTH BijI
3aCTOCYBAaHHSI MOHTEIYKACTY Y MALI€HTIB 13 aJIepriYHAM PUHITOM MOX€E HE TIePEBHUIIYBATH PU3HK
BUHUKHEHHSI NICUXOHEBPOJOTIYHUX CHUMITOMIB (IUB. po3aul «OcoOIMBOCTI 3aCTOCYBAHHS»),
nikapcbkuit 3aci6 Montymap®Kinc cimiz 3acTocoByBaTH SK Tpemapar pes3epBy MaIlicHTaM i3
HEaJeKBaTHOIO BIAMOBIII0 a00 HEMEPEHOCUMICTIO albTEpHATUBHOIL TepaIlii.

IlIpomunoxazanns.
[ligBuiieHa 4yTIMBICTh 10 Oy/Ib-IKOTO 3 KOMIIOHEHTIB JIIKAPCHKOIO 3ac00Yy.

B3aemooia 3 inwmumu nikapcoKumu 3acovamu ma inwii 6u0U 63aEmooiil.

MoHTenykacT MOXKHa MpHU3HAYaTH pa3oM 3 IHIIMMH JIIKApCBKUMM 3aco0aMu, 10 3a3BUYait
3aCTOCOBYIOTHCS ISl PO ITAaKTHKKA a00 TPUBATIOTO JIKyBaHHS acTMu. [Ipu mocmimkeHH1 B3aeModil
MDK JIIKApCBKUMHU 3ac00aMM pPEKOMEHJIOBaHA KJIIHIYHA /1032 MOHTEIYKAcTy HE Malla 3Ha4yHOIo
KIIHIYHOTO BIUIMBY Ha (apMaKOKIHETUKY TaKuX JIKapChKUX 3aco0iB: Teo(iaiH, MPEeaHI30H,
MPEHI30JI0H, NEpOpajbHI KOHTpALENTHBH (E€TUHUIECTpaaios/HOpeTuHapoH 35/1), tepdenaaus,
JTUTOKCHH Ta BapdapuH.

VY martieHTiB, SKI OJJHOYACHO mMpuiiManu ¢GeHoOapOiTan, mioIa MiJ KPUBOK «KOHIIEHTpAIlS — 9acy
(AUC) nmns  monTenmykacty 3HIKYyBamaca npuoauzHo Ha 40 %. OckiUlbkM MOHTEIYKacT
Metabomizyerbess CYP 3A4, 2C8 1 2C9, HeoOxigHO OyTH 00EpEeKHUM, OCOOJIMBO MIOAO AITEH, MpHU
3aCTOCYBaHHI TmpemnapaTy ojgHodacHo 3 iHaykropamu CYP 3A4, 2C8 1 2C9, wnampukian i3
(deniroinom, peHobapOiTanoM 1 pudammiuHOM.

Jlocmipkenns in Vitro mokasaid, o MOHTEIYKACT € moTy:KHuM iHrioiropom CYP 2C8. IIpote mani
KJIIHIYHOTO JTOCITIKEHHS B3a€MOJII1 JIIKAPChKUX 3ac00iB, 10 BKJIFOYAIN MOHTEIYKACT 1 PO3HUTJIIITa30H
(MapkepHuUlt cyOCcTpaT, IKUW MPEICTaBIIsAE JIIKApChKi 3aCO0H, 110 MeTab0Ji3yI0ThCs nepeBakHo CYP
2C8), mokasaiu, 1o MoHTeaykacT He € inribitopom CYP 2C8 in vivo. Takum 4dHOM, MOHTEITYKACT
HE BIUIMBAE 3HAYHOIO MIPOK HA METa0OJI3M JIKAPCHKUX 3aco0iB, IO MeTaboNi3yIOThCA 3a
JOTIOMOT'OFO IILOTO (hepMEHTY (HANPUKIIA, MAKIITAKCeNy, PO3UTIITA30HY Ta perariiHimLy).

ITix wac gocimimpkeHs in Vitro 0yio BCTaHOBIIEHO, 10 MOHTENyKacT € cyoctpatom CYP 2C8, MeHIioro
Mmiporo — 2C9 Ta 3A4. Y mpoueci KIIHIYHOTO JOCHIDKCHHS B3a€MOJIi JIKAPCHKUX 3aco0iB 13
3aCTOCYBaHHSAM MOHTeNykacTy 1 remdioposuny (inriditropa CYP 2C8 1 2C9) remdidposun
MiZBUIIYBAaB CUCTEMHY €KCIIO3MIII0 MOHTenykacty y 4,4 paza. [Ipu ogHOYacCHOMY 3aCTOCYBaHHI 3
remdibpo3uinoM abo iHmMMH NoTykHUMH iHT10iTopamMu CYP 2C8 xopekiis 1031 MOHTEIYKACTy He
MOTpiOHa, aje JiKap MOBHHEH BPaXxOBYBATH MiABUIICHUI PU3UK BUHUKHEHHS MOOTYHUX pPeaKIliil.

3a pe3ynbTaTaMu JOCTIPKEHb IN VItro, He O4YiKyeThCss BUHUKHEHHS KIIIHIYHO BaKJIMBHUX B3a€MOJIIH i3
MeHII mnoTykHuUMH iHribitopamu CYP 2C8 (mampukman, i3 Tpumeronpumom). OngHouacHe
3aCTOCYBAaHHSI MOHTENYKACTy 3 ITpakoHa30JI0M, cuiibHUM iHTi0iTopoM CYP 3A4, He npusBouIio 10
ICTOTHOTO MiJIBUIIIEHHS! CUCTEMHOT €KCIIO3HIIil MOHTEIIYKACTY.

Ocoonueocmi 3acmocyéanns.

[NarieHTiB HEOOXITHO MOTMEPEIUTH, IO MOHTyJ'Iap® Kinc ans mepopalbHOTO 3aCTOCYBaHHS HE CIiJ
3aCTOCOBYBATH /ISl JIIKYBaHHSI TOCTPHUX HAIMAaJiB aCTMH, a TAaKOXK PO Te, [0 BOHU MOBUHHI 3aBXK]IH
MaTH NpHu coOl BIAMOBIIHUH JiKapchkuil 3acid ekcTpeHoi gormomoru. Ilpu rocrpomy Hamasi ciif
3aCTOCOBYBAaTH IHTANALINHI [-aroHicT KopoTkoi mii. [lamieHTamMm HEOOXiTHO SKHAWIIBUIIIE



MPOKOHCYABTYBATUCS 3 JIIKApeM Yy BUMAJAKY, SKIIO iM MOTpiOHA OuTbIa, HDK 3a3BUYaid, KUIBKICTH
IHransmiid B-aroHicTiB KOPOTKOT Ail.

He ciin mpoBoauTH pi3koi 3aMiHM IHTISIIHHUX a00 MepopatbHUX KOPTUKOCTEPOIAHUX MpenapaTiB
MOHTEIYKaCTOM.

Hemae nanux, sKi MiATBEPIKYIOTh, IO 03y MEPOPATBHUX KOPTUKOCTEPOIAIB MOXKHA 3MEHIIIUTH TIPH
OJTHOYaCHOMY 3aCTOCYBaHHI MOHTEIYKaCTY.

VY NOOJMHOKHMX BHUMAJAKAX Yy MAIiEHTIB, SKI OTPUMYIOTh MPOTHACTMATHYHI 3aCO0HM, B TOMY YHCIIi
MOHTEIIYKAacCT, MOXKE CIIOCTEPIraTHCs CUCTEMHA €03MHO( TSI, IHKOIHM Pa3oM i3 KIIHIYHUMH MTPOSIBAMHU
BaCKyJIiTy, IO BiONOBiZalOTh Tak 3BaHOMY cHHIpoMy Yapra — Crpocca, IJIKyBaHHS SIKOTO
MIPOBOJIUTHCS 32 JOMOMOTOI0 CHCTEMHHMX KOPTHKOCTepoiniB. Taki Bunaaku iHOJI Oynu 1moB’s3aHi 3i
3MEHILEHHSAM J03U abo BIAMIHOIO Tepallii KOPTUKOCTepoinaMu. IMOBIpHICTh TOrO, 110 aHTAroHICTU
JEHKOTPIEHOBUX PELENTOpPIB MOXKYTh OyTH MOB’s3aHi 3 MosiBOIO cuHAapoMy Yapra — Ctpocca, He
MOXKHA CIIPOCTyBaTu abo minrBepauTu. Jlikapi MOBUHHI IaM’SITaTU PO MOKJIMBICTh BUHUKHEHHS Y
MaIIEHTIB €03UHO(UIII, BACKYIITHOI'O BUCHILY, NOTIPIIEHHS JIET€HEBOi CUMIITOMATHUKH, YCKJIaIHEHHS
3 OoKky cepus Ta/abo Heliponarii. I[laiieHTIB, y SIKUX BUHUKIA TaKi CUMIOTOMH, CJIiJ] TTIOBTOPHO
00CTEXXUTH 1 IEPETISHYTH IXHIO CXEMY JIIKYBaHHS.

JlikyBaHHSI MOHTEJIYKAaCTOM HE Ja€ 3MOTH Malll€HTaM 3 acTIpUH3AJIEKHOI0 aCTMOIO 3aCTOCOBYBAaTH
ANEeTUJICATIIMIOBY KUCJIOTY YH 1HIII HECTEPOiMH] TpOTU3aNaibHI 3aCO0M.

[ToBizoMisocs Mpo BUHUKHEHHS ICUXOHEBPOJIOTTUYHUX peakiliil y TOpOCIUX, M/UTITKIB Ta IiTeH, sKi
3aCTOCOBYBaJIM MOHTeNnyKacT (auB. po3ain «[lob6iuni peaxii»). IlamienTy Ta jikapi MOBUHHI OyTH
YBOXHUMH JI0 TICHXOHEBPOJIOTTYHUX peakirii. [lamienTam ta/abo ocodam, siKi 32 HUMHU JOTJISIAIOTh,
CIJ JaTh BKa3iBKM NIpo Te, 100 BOHM MOBIAOMIISIM CBOIO JIKapsl y pa3l BUHUKHEHHS TaKHX
peakiriid. Jlikapi MOBUHHI pETETHHO OIIHIOBATH PU3MKH Ta MEPEBard MPOJOBKECHHS 3aCTOCYBAHHS
nikapcbkoro 3acoby MonTtymap® Kizic, Ko Taki peaxilii BUHHUKAIOTb.

JIonoMiXH1 peYOBUHM:

Jlikapcekwuit 3aci6 MonrTtynap®Kinc mictuts acmapram (E 951) — mkeperno ¢eHinananiny, mo sBise
HeOe3MeKy Il XBOpHuX Ha (DeHUTKETOHYPIIO.

3acmocyearnns y nepioo eazimuocmi abo 200Y8anHsL 2pyo0r0.

Bazimuicme. JlocnipkeHHs Ha TBapHHAX HE JEMOHCTPYIOTH IIKI[UIMBOTO BIUIMBY Ha BariTHICTH abo
eMOpioHabHUM/heTanbHUN PO3BUTOK.

HasBHi ngani 3 omyOiikOBaHMX MPOCHEKTUBHUX Ta PETPOCIEKTUBHUX KOTOPTHUX MOCIIKEHBb 13
3aCTOCYBaHHSM MOHTEIYKACTy BariTHUMHM JKIHKaMH, K1 OI[IHIOIOTh 3HAYYII1 BPOHKEH] BaJy Y TITEH,
HE BCTAHOBWJIM PU3HKY, ITOB’S3aHOTO 31 3aCTOCYBAHHSM JIKapChKOTO 3aco0y. HasiBHI mociikeHHs
MaroTh METOJIOJIOTTYHI OOMEKEHHs, BKJIIOYAIOUMd HEBETUKUN pO3Mip BHOIPKH, B JIESIKUX BUIAJKAX
PETPOCHEKTUBHUMN 301p JaHUX, 1 HECYMICHI IPYITU MOPIBHAHHS.

T'ooysannsa epyoorw. JlocnikeHHs Ha Imiypax HPOJEMOHCTPYBAIM, II0 MOHTEIYKAacT MPOHUKAE B
MOJIOKO. HeBiTOMO, UM BUBOJAMTHCS MOHTEIYKACT Y TPYAHE MOJIOKO Yy JKIHOK.

MoHTeIyKacT MOKHA 3aCTOCOBYBATH B IEpiOJ TOJYBaHHS TPYIJIO, TUIBKUA SIKIIO I1I€ BBAXKAETHCS
0€3yMOBHO HEOOXITHIM.

30amuicms enaueamu Ha WEUOKICMb peaxyii npu KepyeawHi aemompancnopmom ado iHuwuUMu
MexaHizmamu.
MoHTenykacT He BIUIMBa€ a00 YMHHUTHh HE3HAYHHIA BIUJIMB HA 3/IaTHICTh KEPyBaTH aBTOTPAHCIIOPTOM
9H IHITUMU MexaHi3MaMu. [IpoTe maimieHTaMu MOBiTOMIIATIOCS PO COHJIMBICTH 200 3alIaMOPOYEHHS.
Cnoci6 3acmocysanna ma 0o3u.
s mepopanbHoro mnpuitomy. TaOneTku cmig pozxkyBaTH mepen KOBTaHHAM. Jlikapchkuil 3acid
HEOOX1THO 3aCTOCOBYBATH JIITSAM il HATJISIOM JIOPOCIHX.

03yBaHHSA



PexomennioBana fj03a i zitei BikoM Bifg 6 10 14 pokiB ctaHoBuTH 1 TabieTka sxyBajibHa (5 MT) Ha
no0y, 3aCTOCOBYIOTH BBeuepi. [Ipenapar ciig mpuitmatu 3a 1 roaunHy o inu abo yepe3 2 roJuHU
micist inu. Hemae HeoOX1MIHOCTI B KOPEKIIil 103U s ITi€] BIKOBOT TPYIIH.

3aranbpHi peKkoMeHaaIii

Ax 0ooamkose niKy8auHs npu OPOHXIANBHIU acmmi Yy NAYIEHMIE 3 NEPCUCMYIOUOK) ACMMOIO 8i0
J1e2K020 00 CepeOHbO20 CMYNEHsI.

TepaneBTHyHMI BIUTMB MOHTEIYKACTY HA TMOKA3HUKH KOHTPOJIIO aCTMH HACTa€ ympoaoBxkK | moOwm.
[MamieaTam cnig peKOMEeHIyBaTH NPOJOBKYBATH NMPUIAMATH MOHTEIYKACT, HABITh SIKIIO JOCATHYTO
KOHTPOJIIO aCTMH, & TAKOX Y MEPioH 3arOCTPEHHS aCTMHU.

Hemae HeoOXiTHOCTI B KOPEKIil A03W JUIA TAIIEHTIB 13 MOPYHICHHSIMH (YHKIII HUPOK abo 3
MOPYIIEHHAMHU (PYHKIIT IEYIHKU BiJI JIETKOTO 0 CEPETHBOTO CTYNEHs TshKKOCTL. HeMae gaHux 1mojo
MAIIEHTIB 13 MOPYIIEHHAMM (QYHKIIT MEYIHKUA TSDKKOro cTymneHs. [lo3yBaHHS Al XJIOMYHUKIB 1
IBYATOK OJTHAKOBE.

Ak anbmepHamusHuti Memoo NiKY8aHHs 3AMICMb HU3LKOOO308UX TH2ANAYIUHUX KOPMUKOCMEPOidia
npu NePCUCMYIOYitl acCmmi 1e2K020 CIMYNeHs..

MoHTenykacT He PEKOMEHJIOBAaHWM $SK MOHOTepamis Uil HAIlEHTIB 13 MEPCUCTYIOUOI aCTMOIO
CepeHbOr0 CTYMEHs. 3aCTOCYBAaHHS MOHTENYKACTY SIK aJlbTEPHATUBH HU3bKOJ030BUM IHTANISALIHHUM
KOPTHUKOCTEPOiaM JITSIM BiKOM Bim 6 10 14 poOKIB 13 MEPCUCTYIOUOIO aCTMOIO JIETKOTO CTYIEHS CIIif
pO3rIAaaTH TUIBKHU /7S MAIli€HTIB, Y SIKUX 3a OCTaHHIN 4ac He Oyslo cepHO3HUX HamajaiB acTMH, IO
BUMarajiu 3acTOCYBaHHS MEpPOpPaJIbHUX KOPTHUKOCTEPOiNiB, 1 SKI HE MOXKYTh 3acTOCOBYBaTH
IHTansAUidHI KopTUKocTepoinu (auB. po3ain «I[lokazanusay). IlepcucTtyroua actma JIErKOro CTYIEHS
BH3HAUYE€HA SIK BUHUKHEHHS CHUMIITOMIB acTMH dacTimie 1 pa3y Ha TWXKIEHb, aie piame 1 pasy Ha
100y, BUHUKHEHHS HIYHUX CUMITOMIB YacTile 2 pasiB Ha Micsllb, ajie piame 1 pa3y Ha THXKICHB,
HOpMasibHa (YHKITIS JIETEHIB Yy TIepioJaXx MK emizonaMu. SIKIo TOCTaTHROTO KOHTPOJIIO acCTMHU HE
JOCSTHYTO, Y TOJAIBIIOMY (3a3BHYail YyIpoJOBXK | MICALA) CIIiA BHU3HAYUTH HEOOXITHICTH
JOIaTKOBOT a00 1HINOI MPOTH3AMaIbHOI Teparii, IPYHTYIOUHUCh Ha TOCIIAOBHIN CHCTEMI1 JIIKyBaHHS
actmu. Crtifi mepioJUYHO OIIHIOBATH CTaH MAIli€HTIB 00 KOHTPOJIO aCTMH.

Ilpoghinakmuka acmmu y nayienmis 6ikom 6i0 6 0o 14 pokie, y AKUX OCHOBHUM KOMNOHEHMOM
acmmu € OpoHxocnasm, IHOYKOBAHUU QI3UUHUM HABAHMAINCEHHAM.

MoHnTenykacT peKOMEHAOBaHWH TaIlieHTaM BIKOM Big 6 10 14 pokiB s TpOQUIAKTHKH
OpoHxocmnazMy, IHIYKOBaHOrO (i3MYHHUM HABAaHTAXKEHHAM, SIKUH MOKe OyTH OCHOBHUM IIPOSBOM
MEPCUCTYIOY01 acTMH, TIPH SIKIH HEOOXiAHE 3aCTOCYBaHHS IHTASLIMHMX KOpTHUKOcTepoimiB. CtaH
MAIE€HTIB CIiJ OMIHUTH TIcasA 2—4 THXKHIB JIIKYBaHHS MOHTEIIYKACTOM. SIKIIIO AOCTAaTHBOI BIMMOBIII
HE JOCSATHYTO, HEOOX1IHO PO3TJISIHYTH MUTaHHS IIPO A0JIaTKOBY ab0 1HITY Teparito.

3acmocysanns MOHmMenyKacmy 3a1eiHCHO 810 IHUL020 NIKYBAHHS ACMMU.

Konu MoHTenyKacT 3aCTOCOBYEThCS SIK JI0JIATKOBA TEparlis 10 IHTasaIiiiHUX KOPTHUKOCTEPOiniB, HE
CIi pI3KO 3aMiHIOBAaTH HHUM IHTQIALIAHI KopTUKOcTepoimu (auB. po3aul  «OcobauBOCTi
3aCTOCYBAHHS).

Tonezwenns cumnmomis ce30HHO20 Ma YLIOPIuHO20 AnepeivHo20 PUHImy.

JlJis TONETImIeHHS CUMIOTOMIB aJepriYHOr0 PHHITY Yac NPUMOMY MOHTEIYKAcTy MigOUparoTh
1HAUBiAyaJIbHO.

Himu.

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS Jikapchkoro 3acoby Montynap® Kizc, skyBajibHi TabneTku
1o 5 Mr, ITAM BiKOM /10 6 pokiB He BcTaHOBIEHI. [Ipenapar 3acTocoByOTh IiTSAM BikOoM Bix 6 g0 14
POKIB.

Ilepeoosysanna.

VY mporeci JOCHiKeHb XPOHIYHOT aCTMH MOHTEIYKAcT MpHU3Hadanu y go3ax g0 200 mr Ha 100y
JOPOCITUM TAI[IEHTaM MPOTIroM 22 THXKHIB, a MPU KOPOTKOYACHUX NOCHIHKeHHSIX — 10 900 mr Ha
100y MPOTSArOM IPUOIU3HO OJTHOTO THOXKHS, KJIIHIYHO 3HAUYII MOOIYHI peakiii Oynu BiICYTHI.



[Ipy TOCTMapKETMHTOBOMY 3aCTOCYBaHHI Ta TMiA 4Yac KIIHIYHUX JOCTIDKEHb HAJIXOIUIN
MOBIIOMJICHHSI TIPO TOCTPE TepeI03yBaHHs MpernapaTtoM MOHTenyKacTy. Lli naHi BKiItoyanu npuioM
mpemnapaTry JOpOCIMMH Ta JIThbMHU B J03ax, 110 nepeBumryorh 1000 mr (mpubnumsHo 61 Mr/kr y
IUTUHU BikoM 42 wmicsani). OTpumani KiIiHi4YHI 1 7a00paTOpHi AaHi BiANOBiAaIN NpodiTo O6e3rneku y
JIOPOCIIMX TAIi€HTIB 1 aiTeil. Y OUIBIIOCTI BUNAAKIB Tepepo3yBaHHA Npo MOOIUHI peakiii He
MOB1IOMJISIIIOCH.

Cumnmomu.

Haituacrime cmocrepiramucs mo0iuHi peakuii, o BigmoBizamu npodinro Oe3neku mpemapary Ta
BKJIIOYANM OiTh Yy JKUBOTI, COHJIMBICTB, CHpary, roJOBHUH OiIb, OMIOBaHHS Ta IICHXOMOTOPHY
rinepakTUBHICTb.

Jlikysanns.

CrnemianbHoi iH(oOpMalii MOM0 JIKYyBaHHS TEpeln0o3yBaHb MOHTENTyKacToM Hemae. HeBimomo, um
BHBOJIUTHCS MOHTEIIYKACT 3a JIOTIOMOTOI0 IEPUTOHEATLHOTO Jiallizy abo remMoiani3y.

Io6iuni peakuii.

YacToTa BUHUKHEHHS TTOOIYHUX PEAKI[I MPH 3aCTOCYBAaHHI MOHTENYKAcTy (KyBaJIbH1 TaOJETKU IO
5 MT) OIliHIOBAJIacA Mia Yac KIIHIYHOTO JOCTIKEeHHS 3a ydacti 1750 mitel 13 MepCUCTYHOUYOI0
acTMOI0 BIKOM Bif 6 10 14 pokiB.

VY TproX mianeto-KOHTPOIBOBAHUX TOCTIKEHHAX (0HE 8-THxKHEBe mocmimkeHHs; n = 201 ta nBa
56-TmXHEBUX MOCTIHKEHHS; n = 615) 3a ydacti mited BikoM Bim 6 m0 14 pokiB, siIKi OTpUMYBaIu
JIKYBaHHS MOHTEJyKacToM, Haiuactime (Bix >1/100 no <1/102 %) cnocrepiraBcsi rOJIOBHUIN OuTb
YacToTa BUMaAKiB HOr0 BUHUKHEHHS OyJia BHINE, HDK y TPYyIIi Tu1amneoo.

[lig gac KIIHIYHUX MOCTIDKEHb MPU MPOJOHTOBAHOMY JIIKYBaHHI 0OMEXEHOT KUIBKOCTI JTOPOCITUX
TMAaII€HTIB yIPOJOBXK 2 POKIB 1 JiTel BIKOM Bim 6 10 14 pokiB ympoaoBx 12 wicsiiB mpoduib
0e3rneKu He 3MIHIOBABCH.

[TocTMapKeTUHIOBHIA MEPioJT

[To6iuHi peaxiiii, Tpo sAKi MOBIAOMIISIIOCH Y TOCTMAPKETHHTOBHH TepioJI, BKa3aHO 3TiTHO 3 KJIacaMH
CHUCTEM OpPTaHiB 1 3 BUKOPHUCTAHHSM CHEIliaIbHUX TepMiHIB (MB. Tabiuiro). YactoTa BU3HAYECHA
3rIHO JAaHUX KINHIYHUX TOCHIDKEHb.

Cucremu opratiB [To61uHi peakiii Yacrora*
Indekmnii Ta iHBa3il Indeknii BepxHixX quxanbHuX NUBixiB** | Jlyxe gacto
3 ©Ooky cucrtemMu KpoBi Ta | TenmeHis bi (o) nocwieHHs | Pinko
niMpaTHIHOT CUCTEMU KPOBOTOYMBOCTI
TpomOoruToneHis Jyxe pinko
3 60Ky IMyHHOI cUCTEMHU Peakuii rinepuyrnuBocTi, B ToMy uucii | Heuacto
aHadinakcis
Eo3unodinpHa HGUIBTpAIliS MEYIHKHA Hdyxe pinko
3 GOKy ICUXIKH [lopymenns cHy (y tomy uucii Hiuli | Heuacto

*Kaxu, Oe3CoHHs, COMHaAMOymi3M),
TPUBOXKHICTh, QXKHUTAIlisl (BKIIOYAIOYU
arpecuBHy IMOBEAIHKY a00 BOPOXKICTB),

Jetipecis, IICUXOMOTOPHA
rinepakTUBHICTh (BKITIOUAOYH
paTiBIMBICTB, HECTIOKH, TpeMOp®)

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

lamonuHarii, ne3opieHTarlis, | Jlyxe piako
cyiluuganbHi JTyMKH Ta IOBEJIHKA
(cyimmaanpHICTh), 00ceCcUBHO-




KOMITYJIbCUBHI po371au, Auchemis
3 00Ky HEpBOBOI CUCTEMU 3anamMopoYeHHS, MJISIBICTB, | HewacTo
napecresis/rinecresist, CyJJOMH
3 00Ky cepiist [ManpniTamis Pinxo
3 ©Ooky nmuxamnpHOi cuctemu, | HocoBa kpoBoTeua Heuacto
opraniB  rpyaHoi kimitkd 1| Cuagpom  Yapra—Crpocca  (mmB. | yxe piako
CepeOCTIHHS po3nin «OCOOIUBOCTI 3aCTOCYBaHHS),
JIeTeHeBa €03MHODUTIs
3 Ooky muTyHKOBO-KMIIKOBOTO | Jiapes®**, nymora***, omoBanus*** | Yacro
TPaKTy CyXiCTb y pOTi, JUCHENCis Heuacto
3 00Ky renaroOutiapHoi | [linBumienHss  piBHS ~ TpaHcamizaz | YacTo
CUCTEMH cupoBatku (AJIT, ACT)
lenmatut (BrItOuUatounm xoJiectatuuue, | Jyxe piako
renaToLENIONISIpHE Ta 3MilIaHe
Ypa)KE€HHS TICU1HKH )
3 Ooky mKipy 1 migmkipHuX | Bucumanus™** Yacrto
TKaHUH ['emaTroma, KponuB’siHKa, CBEpPODLK Heuacto
AHT'IOHEBpOTUYHUHN HAOPSIK Pigko
BysnukoBa eputema, Mynbrudopmua | Jlyxe piako
epuTemMa
3 00Ky  KICTKOBO-M’5130BOi | ApTpairis, Mianris, BKirovaroun | Hewacro
CHUCTEMHU 1 CIIOJIYYHOT TKAaHWUHHU M’SI30B1 CTTa3MHu
3 00Ky HHpPOK Ta cedoBHMBimHMX | EHype3 y mirei Heuacto
HUISXIB
3arambHi  posnamu 1 moOiuHi | [Tipekcisg™** Yacto
peakuii, BHUKIMKaHI HPUHOMOM | AcTeHis/BTOMa, HE3My)KaHHs, HAOPSK Heuacto
JIIKapChKOTO 3aC00y

*YacToTa BU3HAUCHA 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 (Bix
>1/10000 mo <1/1000), myxe pinko (<1/10000).

**]1s moOIuHa peakIlist CrocTepiraigacs 3 YaCTOTOIO «IyXKE YaCTO» Y Malli€HTIB, K1 3aCTOCOBYBAIH
MOHTEIYKACT, a TAKOXK Y MAIlIEHTIB, K1 OTPUMYBAIH IIa11e00, IMiJT 4ac KIHIYHUX JOCIIKEHb.
*#*]1s moOiuHa peakilisi crocTepirajiacs 3 4acTOTOK «4acTO» Y TAalli€HTIB, SKi 3aCTOCOBYBAJIU
MOHTEIyKAcT, a TAKOXK y Malli€HTIB, SIKI OTPUMYBAJH TU1ane0o0, i Yyac KIIHIYHUX JOCTIIKEHb.

S]1s mo6iuHa peaKIfis CIoCTepiranacs 3 4acTOTOIO «PiJTKO».

3BITYBaHHS PO M1I03PIOBaH1 MOOIYHI peakIlil
3BITYBaHHS MPO MiJ03pIOBaHI MOOIUHI peakiii micis peecTpalii JiKapchbKOro 3aco0y Mae Ba)JIHMBE
3HaueHHs. Lle gae 3mory 3ailicHIOBaTH Oe3MepepBHUI MOHITOPHHT CHIBBIJHOIIEHHS PU3HK/KOPUCTH
3aCTOCYBaHHs JiKapchbkoro 3aco0y. KBamiikoBaHMX NpaliBHUKIB y cdepi OXOPOHH 370pOB’s
MPOCATH 3BITYBAaTH Npo OyAb-sKi MMi103proBaHi HeGa)kaH1 peakilii BIAMOBIAHO J0 JIOKAJIbHOI CUCTEMHU
3BITHOCTI.

Tepmin npuoamnocmi.

2 POKH.

YmoBu 30epiranns.

30epiratu B OpUTiHAJIBHIN yHnakoBIli mpu Temneparypi He Buie 25 °C.
30epiratu y HEIOCTYITHOMY /ISl NITEH MicIIi.

YnakoBka.

ITo 10 tabnerok y 6mictepi, mo 3 abo mo 9 6micTepiB y KApTOHHIM YIaKOBIIL.




Kareropis Bianycky.
3a peuienTom.

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

Micue3HaxoakeHHsI BHPOOHUKA Ta ajgpeca Micls NPOBaIKeHHA Oro AiAIbHOCTI.

[Tnot Ne M-3, Innop Crnemen Ikonomik 3oyn, ®eit3-1I, [Tirammyp, dict. dxap, Maaxes [Ipaner,
Ilin 454774, Ianis/

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