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IHCTPYKLIA
ANA MeAUYHOro 3aCTOCyBaHHs NikapcbKoro 3acoby

MOHTYNAP®KIAC
(MONTULAR® KIDS)

Cknao:

Oito4ya pe4osuHa: MOHTeNyKacT HaTpito (montelukast sodium);
KoxHa TabneTka xyBanbHa MiCTUTb MOHTENYKACTY HATpito Y nepepaxyBaHHi Ha MOHTeNyKkacT 4 mr;

OonomixHi pe4osuHU: Lientono3a Mikpokpuctaniysa (PH 112), rigpokcunponinuentonosa, HaTpito kpockapmenosa, 3anisa
okeug yepBoHuii (E 172), acnaptam (E 951), apomatuaatop «BuwHs 501027AP0551», maHiT (E 421), marHito cTeapar.

TNikapcbka dhopma. TabneTkn xyBarbHi.
OcHosHi ¢hisuko-ximiyHi emacmugocmi: Kpyrni ABOOMYKNi TabneTku Bif CBITNO-POXEBOrO [0 POXEBOrO Kombopy 6es3
000IOHKM 3 HASIBHUMW BKpaneHHAMM, rnagaki 3 060x Gokis.

®apmakoTepaneBTMYHa rpyna. 3acobu Ang CMCTEMHOrO 3aCTOCyBaHHS Mpu OBCTPYKTUBHMX 3aXBOPHOBAHHAX
AnXanbHWX LUNSXiB. AHTaroHICTV NENKOTPIEHOBUX PELIENTOpIB.
Kog ATXR03D CO03.

®apmakonoeiyHienacmusgocmi.

®apmaroduHamika.

Lincteininneikotpienn (LTC,, LTD,, LTE,) € nOTY:XHUMU €/iKO3aHOIaMu 3ananeHHs, LU0 BUAINSAKTLCS PisHUMM KMiTUHaMK,
y TOMy 4ucfi omacucTyMn KniTuHamu Ta eo3nHodinamu. Lli Baxnmei npoacTmaTwyHi mefgiatopy 3B'A3yHOTbCA 3
uucteiHinnenkotpieHoBumu peuentopamut (CysLT), HassBHUMM B AUXanbHUX LWNSXaX NIOAWH, | BUKNWKAKOTb Taki peakLii 3
60Ky AnxanbHNX WNAXIB, Sk GpoHXxocnasm, Cekpewis Cnuay, NiABNLLEHHS MPOHUKHOCTI CYAMHHOI CTIHKW i 36iNMbLUEHHS
KinbkoCTi €03uHOGinNiB.

MoHTenykacT npu nepopanbHOMy 3aCTOCYBaHHi € aKTUBHOK CMOMYKOI0, Ska 3 BUCOKOK BMBIPKOBICTHO i COPIBHEHICTIO
3B8'A3yeTbcA 3 CysLT,-peuentopamn. 3rigHO 3 KMHIYHAMM JOCTIMKEHHAMW, MOHTENyKacT Yy A03i 5 Mr npurHivye
BpoHxocnaam, BuknukaHuit iHransuieto LTD,. BpoHxogunartauis cnoctepiraetbCs ynpogoBX 2 rofyH nicns nepopansHoro
3actocyBaHHs. Lieit echex ByB aguTuBHIM [0 BpoHXoAnnaTaLyi, CipuimHeHoi B-aroHicTamu. JlikyBaHHst MOHTENYKacToOM
MPUrHiYYBano ik paHHto, TaK i NisHio asn 6pOoHX006CTPYKLi, CMPUYMHEHOT aHTUTEHHOK CTUMYnsUieto. MoHTenykacT
MOPIBHSAHO 3 NNauebo 3MeHLLYE KinbKiCTb €031HOGINIB NepudepUyHOi KPOBI Y 4OPOCHMX NaLiEHTIB Ta Aiten. Y npoueci
OKPEMOTO AOCTIIKEHHSI MPUIAOM MOHTENYKACTY 3HAYHO 3MEHLLYBaB KinbKiCTb €03MHOMINIB y AMXanbHUX Whsxax (3a
BUMipaMK y MOKPOTWHHI). Y BOpOCIVX NawjieHTiB i AiTeit Bikom Big 2 40 14 pokiB MOHTENyKacT NopiBHAHO 3 nnauebo
3MEHLLYE KirnbKiCTb €031HOMiNiB NepucepuyHOT KPOBi Ta NOKPaLLYe KNiHIYHWI KOHTPOMb aCTMK.

®apmakoKiHemuka.

Abcopbuis

MoHTenykacT LIBMAKO BCMOKTYETbCA MICNS NepoparnbHoro npuiomy. Iicns 3actocyBaHHS AOPOCHMMM HaTLLe TabneTok,
BKPUTUX NMiBKOBOK 060M10HKOI0, N0 10 Mr cepeaHs MakcumanbHa koHueHTpauist (C,,,) y nnasmi kposi gocsiranacs vepes 3
rognhu (T,.). CepeaHst GiogocTynHiCTb Npu nepopanbHOMY 3acToCyBaHHi cknagae 64 %. BxveaHHs 3BuyaiiHoi ixi He
BnnvBano Ha biogocTynHicTb i Ha C,,, Npy nepoparnbHOMy 3acTocyBaHHi. besneka i echekTuBHiCTb Gynu nigTBEpaXKEHi Nig
yac KniHiYHWUX SOCTimKeHb NPy 3acTOCyBaHHi TabneTok, BKpUTUX MAIBKOBOK 060M0HKOK, N0 10 Mr He3anexHo Big vacy
BXUBaHHS DKi.

[ins TabneTok yBanbHNX No 5 Mr nokasHuk C,,, y AOPOCAUX LOCAraBCcs Yepes 2 roauHm nicns npuiomy Hatile. CepenHs
BiopocTynHiCTb Npy NepopanbHOMy 3acTocyBaHHi cknapae 73 % i 3HukyeTbes 10 63 % npu Npuitomi 3i cTaHAapTHO
ixeto.

Micns npuitomy HaTLLe TabneTok XyBanbHUX No 4 Mr y AiTelt BikoM Bif 2 A0 5 pokiB nokasHuk C
roAmHu nicns npuiomy nikapcskoro 3acoby. CepeaHe 3HaueHHs C,, Ha 66 % Buiue, a cepeaHe C
nicns npuiiomy Tabnetokno 10 mr.

Po3nodin

MoHag 99 % moHTenykacTy 38'a3yeTbest 3 Binkamu nnasmu kposi. O6'eM po3noAiny MOHTENYKACTY Y CTaLjioHapHii asiy
cepeaHbOMY CTaHOBMTb Big 8 40 11 niTpiB. Y npoweci AochimXeHb Ha Lypax i3 3aCTOCYBaHHAM pagioakTUBHO MiYEHOro
MOHTENYKacTy NPOXOKEHHS Yepes remMaToeHLiedaniuHuin 6ap'ep Oyno MiHiMansHM. Kpim Toro, y BCiX iHLWMX TKAHUHAX
KOHLEHTpaLlii Mo3HayYeHOro pafioi3oTonom matepiany 4epes3 24 rogwHu Micns NpuitoMy A03W TaKOX BUSBUAUCS
MiHIMarnbHUMU.

Memabonism

MoHTenykacT akTuBHO MeTabonisyetbes. MMig Yac AOCHiMKeHb i3 3aCTOCYBaHHAM TepaneBTUYHUX A03 KOHLEHTpaLii
MeTaboniTiB MOHTENYKACTY y CTaLlioHapHOMY CTaHi nna3mu KpoBi y A0POCAMX i NaLieHTIB AUTAYOTO Biky HE BU3HAYAOTLCS.

Lintoxpom P450 2C8 € ocHoBHUM (hepmeHTOM y MeTaboniami MoHTenykacty. Kpim Toro, uutoxpomu CYP 3A4 i 2C9
BigirpaloTb He3HauHy ponb y MeTaboniami MoHTenykacTy, xoya iTpakoHason (iHribitop CYP 3A4) He 3wmiHtoBaB
(hapMakoKIHETUYHI NOKA3HUKW MOHTENYKACTY y 300pOBUX A0BPOBONbLB, Siki 0TpUMyBanu 10 Mr MOHTENyKacTy Ha foby.
3rigHo 3 pesynbTaTamu QOCAIMKEHb in Vifro 3 BUKOPUCTAHHAM MIKDOCOM MeYiHKW MIOAMHW, TepaneBTUYHI Nna3moBi
KOHLieHTpaLLii MOHTENyKacTy He NpurHivytoTh LuToxpomu P450 3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. YuacTb meTaboniTis y
TepaneBTUYHIN Al MOHTENYKaCTy € MiHIManbHOHO.

BusedeHHs

KnipeHc MoHTENyKacTy B nna3mi KpoBi y 340POBKX AOPOCNMX 40OPOBONLLIB Y CepeaHbOMY CTaHOBUTL 45 mn/xB. licns
nepopanbHOro NPUOMY MOHTENYKACTY, MiYeHOro i30TonoM, 86 % BUBOAMTLCS 3 Karom npoTsaroM 5 aHis i MeHiue 0,2 % —i3
ceyvero. Y cykynHocTi 3 GiofOCTYMHICTIO MOHTENykacTy npW nepopanbHOMYy 3acToCyBaHHi Liei (hakT BKkasye, Lo
MOHTENYKacT i 110ro MeTaboniT Maiixe NOBHICTIO BUBOAATHCS 3 KOBUYIO.

DapmakokiHemuka y pisHUX 2pyn nauieHmis.

[ns navieHTiB i3 nopyLLeHHsIMU hyHKLT NeYiHKku nerkoro abo cepeHbOro CTYNeHs TSKKOCTI KOpeKList 403K He NoTpibHa.
[ocnigpxeHHs 3a yyacTio nauieHTiB i3 nopyLieHHaMKU (yHKLUiT HUPOK He npoBoaunn. OCKinbki MOHTERyKacT i ioro
MeTaboniT! BMBOASATLCS 3 XOBYI0, KOPEKLiS [03WN ANS NaLjieHTiB i3 MOPYLIEHHAMN (YHKUiT HUPOK HE BBAXAETbCA
HeobxigHoto. [laHnx Npo xapakTep (apMakoKiHETUKA MOHTENYKACTY Y NaLieHTIB 3 NEYiHKOBOK HEJOCTATHICTIO TSKKOTO
cTyneHs (noHag 9 6anis 3a Wwkanoto Yaitnga — o) Hemae.

[Mpu npuomi Benvkmx go3 MoHTenykacty (wo B 20 Ta 60 pasiB nepeBuLLyBanu JO3y, peKOMEHA0BaHy Ans 4OPOCINX)
cnocTepiranocs 3HWKEeHHs KOHLeHTpaLlii TeodiniHy y nnasmi kposi. Llei edekT He crnocTepiraeTbCsi Mpu NpuioMi
pekomeHaoBaHoi 1031 10 Mr 1 pa3 Ha go0y.

nas AOCATAETBCA HEPE3 2
HUKYe, HIX Y BOPOCINX

max min

KniHiuHi xapakTepucTukm.

Moka3aHHs.

. #k pogaTkoBe NikyBaHHS Npy BPOHXianbHiiA acTMi y naLlieHTiB BikOM Bif 2 40 5 POKIB 3 NEPCUCTYIOHOK acTMOH Bif
TNErkoro 4o CepefHbOro CTYMeHs, ika HeA0CTaTHLO KOHTPOSKOETCA HranALiHMM KOPTUKOCTEpOiAaMK, a TakoxX
MpW HeLOCTAaTHLOMY KMiHIYHOMY KOHTPOI acTMK 3a [OMOMOrOK aroHICTiB B-aapeHopeLenTopiB KOPOTKOI Aii, siKi
3aCTOCOBYOTb NPY HEODXIZHOCTI.

. Ak anbTepHaTUBHUIA METOZ NiKyBaHHS 3aMICTb HU3bKWX 403 IHransiLinH1X KOPTUKOCTEPOILIB ANS NALEHTIB BIKOM Bif,
2 [0 5 POKiB i3 NIEPCICTYIOHOL0 aCTMOLO NIETKOro CTYNeH, y Akux He BiAMI4ani NpoTAroM 0CTaHHLOTO Yacy CEPHO3HIX
Hanagis 6poHxianbHOi acTMm, Lo NoTpebyTb 3aCTOCYBaHHS NepopanbHUX KOPTUKOCTEPOISIB, a TakoX siki He
MOXYTb 3aCTOCOBYBATH iHransiLinHi KOpTukocTepoiam (ane. po3ain «Cnocid 3actocyBaHHs Ta 403u»).

. MpodhinakTrka acTMu, JOMIHYOUMM KOMMOHEHTOM SIKOi € BPOHX0CNAa3M, iHAYKOBaHWI (i3N4HIM HABAHTAXEHHSM, Y
navieHTiB BiKOM Bif 2 40 5 pokiB.

. MonereHHs CUMNTOMIB CE30HHOTO Ta LiNOpIYHOr0 anepriyHoro puHity. OcKifbku KOpPUCTb Bif 3acTOCyBaHHs
MOHTENYKacTy y NaLieHTiB i3 anepriyHnM PUHITOM MOXe He NepeBHLLYBATH PUNK BUHUKHEHHS MCUXOHEBPOITOTYHMX
cMMNTOMIB (AvB. po3ain «OcoBnMBOCTI 3aCTOCYBaHHS), Nikapckkii 3acib MoxTynap® Kiac cnip sacTocosysath sk
npenapar pe3epBy naLieHTam i3 HeafekBaTHO BigNoBiLAt0 ab0 HENepeHOCUMICTIO anbTepHATUBHOI Tepanii.

lpomunoka3aHHsi.
MigBuLLeHa Yy TNMBICTL 40 OyAb-KOro 3 KOMMOHEHTIB NikapCbkoro 3acoby.

B3aemo0is 3 iHWuMu nikapcekumMu 3acobamu ma iHwi e udu e3aemoOitl.

MoHTenykacT MOXHa Npu3HayaTV pa3oM 3 iHWMMKM NikapcbkMKM 3acobamu, LU0 3a3BWyaii 3aCTOCOBYHTLCA ANS
npoginaktukn abo TpuBanoro nikyBaHHs acTmu. [Mpu JOChiAXeHHI B3aemogii Mix nikapcbkumu 3acobamm
pekoMeHA0BaHa KIiHIYHA 033 MOHTENYKacTy He Mana 3Ha4HOro KMiHIYHOTO BMAMBY Ha (hapMaKOKiHETUKY Takux
nikapcbkux 3acobiB: Te0diNiH, NPEAHI30H, NPEAHI30NOH, NepopanbHi KOHTPaLeNnTUBM (€TUHINeCTpagion/HOpETUHAPOH
35/1), TepdheHaavH, AMroKCHH Ta BapdapuH.

Y nauieHTie, ski ogHoYacHo npuimann deHobapbitan, nnowa nig KpUBO «KoHLUEHTpauis — yac» (AUC) ans
MOHTenykacTy 3Huxysanacs npubnusHo Ha 40 %. Ockinbkv MoHTenykacT metabonisyetbcs CYP 3A4, 2C8 i 2C9,
HeobXxigHo 6yTn 06epexHUM, 0coBNMBO LLOAO AiTel, 3aCTOCYBaHHI Npenapaty ogHouvacHo 3 iHayktopamu CYP 3A4, 2C8 i
2C9, Hanpuknag i3 heHiToiHoM, heHobapbiTanom i pudamniynHom.

[ocnigxeHHs in vitro nokasanu, Wo MOHTeNyKacT € NoTyxHuM iHribitopom CYP 2C8. MpoTe AaHi kniHiYHOro 4OCAimKeHHS
B3aemogii Nikapcbkux 3acobiB, WO BKKYANM MOHTENYKACT | pO3WrMiTa3oH (MapkepHuid cybcTpaT, sikuii npescTaBnsie
nikapcbki 3acobu, Lo meTabonisytoTbes nepesaxHo CYP 2C8), nokasanu, Lo MoHTenykacT He € iHribitopom CYP 2C8 in
Vivo. Takum YYHOM, MOHTEMNYKACT HE BMNNMBAE 3HA4YHOI0 MipOto Ha MeTaboniam nikapcbkux 3acobis, Lo MeTabonisyoTbes
32 A0NOMOrO10 LibOro (pepMeHTY (Hanpuknag, naknitakceny, po3urniTasoHy Ta penarniHigy).

Mig vac gocnimxeHb in vitro 6yno BCTaHOBNEHO, Lo MOHTenykacT € cybcTpatom CYP 2C8, meHLwuoto Mipoto—2C9 Ta 3A4. Y
npoueci KniHiYHOro JoCnimKeHHs B3aemopii nikapcbkux 3acobiB i3 3acTOCyBaHHAIM MOHTENykacty i remdibpoanny
(inribiTopa CYP 2C8i2C9) remchibpoann nigeuLLyBaB CUCTEMHY eKCrioauLito MoHTenykacTy y 4,4 pasa. Mpu ogHovacHoMy
3acTocyBaHHi 3 remdibposunom abo iHWKMMM NoTyxHUMK iHriGiTopamm CYP 2C8 kopekuis [03M MOHTENyKacTy He
noTpibHa, ane nikap NOBUHEH BPaxOBYBATM MiLBULLEHIA PU3VK BUHUKHEHHS NOBIYHNX peaKLilt.

3a pesynbTatamu BOCHILXEHb in Vitro, He OUiKyeTbCH BUHWUKHEHHS KNIHIYHO BaXNWBUX B3AEMOLIN i3 MEHLL NOTY)XHAMU
iHribitopamn CYP 2C8 (Hanpuknag, i3 TpumeTonpumom). OfHOYaCHe 3aCTOCYBaHHS MOHTENYKacTy 3 iTpakoHa305oM,
cunbHUM iHriGiTopom CYP 3A4, He Npr3BOAMO [0 iICTOTHOTO MiABMLLEHHS CUCTEMHOIT eKCro3uLii MOHTenNyKacTy.

Ocobnugocmi3acmocyeaHHsl.

MaujeHTia HeobxigHo nonepeawTh, Wwo MoxTynap® Kinc Ans nepopanbHOro 3acTocyBaHHs He Crif 3acTocoByBaT AN
niKyBaHHS FOCTPUX HaNagiB aCTMK, a TakoX NPO Te, L0 BOHW NOBUHHI 3aBX/41 MaTy npu cobi BignoBigHWiA nikapcbkni 3acio
ekcTpeHoi gonomoru. lMpu rocTpomy Hamagi cnig 3acTocoByBaTW iHranswiiiHi B-aroHicTi kopoTkoi aii. MavieHtam
HeobXigHO SKHALLBKALLE NPOKOHCYNLTYBATICA 3 NikapeM Y BUMaAKY, SKLLO M noTpibHa BinbLua, Hix 3a3Buyait, KinbkicTb
iHransii B-aroHicTis KOPOTKO Aii.

He cnig npoBoawTy pikoi 3amiHy iHranswjiiHux abo nepopanbHX KOPTUKOCTEPOIAHIX NPenapaTiB MOHTEYKacTOM.
Hemae panux, ki NiaTBEpOXYOTb, WO A03y NepopanbHUX KOPTUKOCTEPOIAIB MOXHA 3MEHLUMTU NPU OfHOYacHOMY
3aCTOCYBaHHi MOHTENYKACTY.

Y NooAMHOKMX BUNAAKaxX Yy NaLieHTiB, siki OTPUMYIOTb NPOTWAcTMaTWuHi 3acobu, B TOMY YMCIi MOHTENYKAaCT, MOXe
crnocTepiraTucs cUcTEMHa e03MHOMINIS, IHKOMM pa3oMm i3 KNiHIYHUMM NposiBaMy BACKyIiTy, LLO BiANOBIAAIOTL Tak 3BaHOMY
cuHapomy Yapra — CTpocca, NikyBaHHS SKOro NPOBOAUTLCS 3a JONOMOTOK CUCTEMHIX KOPTUKOCTEPOIAiB. Taki Bunazkm
iHoi 6ynw NoB'A3aHi 3i 3MEHLLEHHAM 2031 abo BiAMIHOK Tepanii KopTUKoCcTepoiaamu. IMOBIPHICTb TOTO, LLO aHTaroHiCTH
NeiKoTPpiEHOBMX PeLienTopiB MOXyTb Oy TV NOB'A3aHi 3 NosiBotO cuHApomy Yapra — CTpocca, He MoxHa cnpocTyBaTh abo
nigTeepanTy. Jlikapi MOBMHHI Nam'aTaTi MPO MOXIMBICTb BUHUKHEHHS Y MaLieHTIB €03uHOMINIi, BACKymniTHOrO BUCUNY,
noripLUEHHs NereHeBoi CUMNTOMATUKK, YCKagHeHHs 3 60Ky cepus Ta/abo Heiiponarii. MayieHTiB, Y SKUX BUHWKNK Taki
CUMNTOMMW, CITiZi MOBTOPHO OBCTEXUTY | NEPErnsHyTY iXHI0 CXeMy MiKyBaHHS.

JlikyBaHHS MOHTENYKacTOM He Aae 3MOru nauieHTam 3 acmipyH3anexHOK acTMO 3acTOCOBYBaTYW aLleTUncaniuunoBy
KMCMOTY YW iHLLi HeCTepOiaHi NpoTU3ananbHi 3acobu.

[ToBifoMnANOCs NPoO BUHMKHEHHS MCUXOHEBPOMOTYHAX PeakLiil y A0poCchuX, MiANTKiB Ta AiTelt, fKi 3acTocoByBasnm
MoHTenykacT (auB. po3ain «MobivHi peakyji»). MauieHTn Ta nikapi NOBUHHI ByTU YBXKHUMU B0 MCUXOHEBPONONYHIX
peakuiit. MNavjieHtam Ta/abo ocobam, ki 3a HUIMK BOTNSAAIT, CNiA AATY BKa3iBKY NPO Te, 06 BOHM NOBIAOMASANN CBOTO
nikaps y pa3i BUHWKHEHHS Takux peakuiid. Jlikapi NOBUHHI PETENbHO OLHIOBATM PU3WKM Ta NepeBarit NpOLOBXKEHHS
3acTocyBaHHs nikapcbkoro 3acoby MoxTynap® Kiac, AKwo Taki peaKLyii BUHUKaIoTb.

Nikapcbkuit 3aci6 Montynap® Kiac mictiTs acnaptam (E 951) — mkepeno deHinananiHy, o e HeBeaneyHnm A5 XBopux
Ha PEHINKETOHYpitO.

3acmocysarHs y nepiod eazimHocmi abo 200ygaHHs epydoro.

BazimHicmb. [locnifxeHHS Ha TBapWHax He AEMOHCTPYIOTb LIKIANWBOrO BNAWBY Ha BariTHiCTb abo
eMOpioHanbHWIA/eTanbHNA PO3BUTOK.

HasBHi gaHi 3 onybnikoBaHUX NPOCMEKTMBHWUX Ta PETPOCMEKTUBHUX KOTOPTHUX AOCMiMKEHb i3 3aCTOCYBaHHAM
MOHTENyKacTy BariTHAMM XXiHKaMK, SKi OLHIOIOTb 3HaYYLL BPOIPKEHI BaaW Y AiTei, He BCTAHOBMIN PU3HKY, MOB'A3aHOTO 3i
3acTocyBaHHAM nikapcbkoro 3acoby. HasiBHi AoChimkeHHs MalTb METOAONONYHI 0BMEXEHHS, BKITOYa0uM HEBEMVKINA
po3Mip BUBIPKK, B AESKNX BUNALKaX —PeTPOCNEKTUBHMIA 36ip AaHNX, | HECYMICHI rpynu NMOPIBHSIHHS.

[odysaHHs epyddio. [ocnimKeHHs Ha Lypax NpoLEMOHCTpYBanu, WO MOHTENYKACT NPOHMKaEe B MOMOKO. HeBigomo, un
BMBOANTLCSA MOHTENYKACT Y FPYAHE MOMOKO Y KIHOK.
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MoHTenykacT MoXHa 3aCTOCOBYBATY B Nepiog royBaHHS rpyAZI0, TiNbk SKLLO Lie BBaXAETCS 6e3yMOBHO HEOBXIAHUM.

30amHicmb ennugamu Ha weudkicmb peakyjii npu kepysaxHi asmompaHcnopmom abo iHWUMU MexaHi3MaMmu.
MoHTenykacT He Bnn1eae abo Mae He3HaYHWIA BNMUB Ha 38aTHICTb KepyBaTy aBTOTPAHCMOPTOM YM iHLLMMM MEXaHi3MaMu.
[MpoTe navieHTV NoBiAOMASNN NPO COHNMBICTL 26O 3aNamMOpPOYEHHS.

Cnoci6 3acmocyeaHHst ma 0o3u.

[ns nepopanbHoro npuitomy. TabneTku cnig po3xyBaTu nepes KoBTaHHAM. Jlikapcbkuii 3aci6 HeobXigHO 3acTocoByBaTH
JiTAM nig HarnsaoM 4OPOCIvX.

OosyBaHHs

PekomeHaoBaHa fo3a ans aiteit Bikom Big 2 40 5 pokiB cTaHOBUT 1 TabneTka xysanbHa (4 mMr) Ha Boby, 3aCTOCOBYOTb
BBevepi. [penapar cnig npuimaTyt 3a 1 roguHy Ao iav abo yepes 2 roguHu nicns ign. Hemae HeobxigHOCTI B kopekwii 4o3u
AN Liei BikoBOI rpynu.

3aranbHi pekomeraaLji
Sk do0amkose fiikygaHHs npu 6POHXianbHili acmmi y nauieHmig i3 nepcucmyr4ol0 acmmoro 8id e2ko2o 00 cepedHb020

cmynesl.
TepaneBTUYHMIA BNIMB MOHTENYKACTy Ha MOKAa3HWKM KOHTPOMK acTMu HacTae ynpoposx 1 gobw. Mauientam cnig
pekoMeHAyBaTh NPOJOBXYBATY MPUAMATV MOHTENYKACT, HaBiTb AKLIO AOCATHYTO KOHTPOMIO acTMK, @ Takox Yy nepioam
3aroCTpeHHs acTMu.

Hewmae HeoBXiaHOCTI B KOPEKLiT 10311 ANst naLjieHTiB i3 MOPYLLEHHAMM yHKL|ii HUPOK a0 3 NOPYLLEHHAMM tyHKLi NeviHku
Bl NIerkoro 40 CepefHbOro CTYNeHs TSHXKKOCTI. Hemae JaHux Woao nauieHTiB i3 NopyLUeHHAMM (YHKLT NEYiHKN TSHKKOrO
cTyneHs. [lo3yBaHHA 1151 XIIONYUKIB | 4iBYaTOK OHAKOBE.

Sk anbmepHamusHul Memod niky8aHHs 3amicmb HU3bKOO0308UX iHeansauiliHUX kKopmukocmepoidie npu nepcucmyoditi
acmminiezko2o CmyneHs.

MoHTenykacT He pekoMeHAOBaHWI Ik MOHOTEpanis AN1S NaLiEHTIB i3 NEpPCUCTYIOHOI0 acTMOK CepeaHbOro CTYMEHS.
3acTocyBaHHst MOHTENYKACTY SIK anbTEPHATUBI HU3bKOAO30BUM iHransiLiiHuM KOPTUKOCTEPOIgaM LiTsM BiKoM Bif 2 80 5
POKIB i3 NEPCUCTYIOYO aCTMOO NETKOr0 CTYMEHs Cif pOo3rnsiaaTy Tifbkv Ans NaLieHTiB, y SKMX 3a OCTaHHil Yac He Byno
CEpPNO3HMX HanagiB acTMK, LU0 BUMarani 3acToCyBaHHs NepoparbHX KOPTUKOCTEPOIAIB, i Siki HE MOXYTb 3aCTOCOBYBaTH
iHransiHi kopTukocTepoian (amB. po3gin «MokasaHHsi»). epcucTytova acTma Nerkoro CTYMeHs BU3HA4YeHa Sk
BMHWKHEHHS! CUMNTOMIB acTMW YacTille 1 pasy Ha TwxaeHb, ane pigwe 1 pasy Ha A0BY, BUHUKHEHHS HIYHUX CUMNTOMIB
yacTile 2 pasiB Ha MicsiLib, ane piaLue 1 pasy Ha TWXAEHb, HopMarnbHa PYHKLS NerexiB y nepiogax Mix enisogamu. AKLo
AOCTaTHOTO KOHTPOMIO acTMK He JOCArHyTO, Y nofanblioMy (3a3suyai ynpopoBx 1 Micaus) chig BU3HAUMTU
HeobXigHicTb AoAaTKoBOi abo iHLWOI NpoTU3ananbHoi Tepanii, FPYHTYUMC Ha MOCMIGOBHIN CUCTEMI NiKyBaHHS acTMU.
Cnip nepioany4HO OLiHIOBATM CTaH NALiEHTIB LLLOA0 KOHTPOMH aCTMMU.

Mpocpinakmuka acmmu y nauieHmie gikom gi0 2 do 5 pokis, y AKUX OCHOBHUM KOMNOHEHMOM acmmu € 6poHXocnasm,
iHOyK08aHU(l (hi3UYHUM HaBaHMAaXEHHSIM.

MoHTenykacT pekoMeHIoBaHuiA naLieHTam BikoM Bif 2 40 5 pokiB An1s npodinakTukv BpoHxocnasmy, iHLyKoBaHoOro
(i3NYHUM HABaAHTAXEHHSM, SKMA MOXe OyTM OCHOBHWM MPOSIBOM NEPCUCTYKOMOI acTMW, Npu SiKii HeobxigHe
3aCTOCYBaHHS iHranALHUX KOpTUKOCTepOigiB. CTaH nauieHTiB crig oLiHNTY Nicns 2—4 TWXKHIB NiKyBaHHS MOHTENYKACTOM.
FAKLLO OCTaTHBOI BiANOBIL| He 4OCATHYTO, HEOBXIAHO PO3MSHYTM MUTaHHS NPO A0AATKOBY ab0 iHLLY Tepanito.
3acmocysaHHsi MOHMeITyKacmy 3anexHo 8id iHWo20 nikyeaHHs acmmu.

Konu MoHTenykacT 3acTocoByeTbCA K JOAaTKOBa Tepanis 40 iHranswiiHux KopTUKOCTEPOIiAiB, HE CAiA Pi3Ko 3aMiHIBaTH
HWUM iHransLiiHi kopTUkocTepoian (anBe. poagin « OcobnMBOCTI 3aCTOCYBaHHSY).

[MoneaweHHs cuMnmomie Ce30HH020 ma UYiIopiYHO20 anepaiqyHo20 PUHIMy.

[ins noneriueHHs CUMMTOMIB anepri4HOro PUHITY Yac NPUItOMY MOHTERYKacTy nifbupaioTb iHAMBIAYanbHO.

Hdimu.
Besneka Ta eheKTUBHICTb 3aCTOCYBaHHS Nikapebkoro 3acoby Mowntynap® Kiac, xysanbHi TabneTk no 4 Mr, AiTam Bikom
[0 2 poKiB He BCTaHOBNEHI. [penapat 3aCToCcoBY0Tb AiTAM BiKOM Bif 2 40 5 pokiB.

Mepedo3yeaHHs.

Y npoueci 4ocnimkeHb XPOHIYHOT acTMW MOHTENyKacT npuaHavanu y gosax 4o 200 mr Ha goby AOpoCnMM naLieHTam
MPOTSrOM 22 TUXHIB, @ MPU KOPOTKOYACHMX AocnimkeHHsx — 4o 900 mr Ha [oBy NpoTAroM NpUBMM3HO OHOTO TUXKHS,
KNiHIYHO 3HauyLLi NobiyHi peakLii 6ynn BiaCyTHi.

lMpn nocTMapKkeTUHroBOMY 3acTOCYBaHHi Ta Mif Yac KMiHYHUX AOCMIMKEHb HAAXOAUNW MOBIAOMMEHHSA NPO rocTpe
nepeno3yBaHHs NpenapaTtom MoHTenykacTy. Lli aaHi Bkmtoyany npuitom npenapaty A0OPOCHMM Ta AiTbMU B 403aX, LU0
nepesuwytotb 1000 mr (npubnmuaHo 61 mr/kr y AuTMHW BikoM 42 Micaui). OTpumaHi KniHiYHi 11 nabopaTopHi AaHi
Bignosiganu npodinto 6e3nekn y Jopocnnx navieHTis i aiten. Y BinblUocTi BUNaakis nepeno3yBaHHs Npo nobivHi peakyii
He NoBiAOMAANOCh.

Cumnmomu.

HaityacTilwe cnoctepiranucs nobiyHi peakwii, Lo Bignosigany npodinto be3neku npenapaty Ta Bkro4anu binb y XMBOTi,
COHMMBICTB, Cripary, ronoBHWI 6inb, BNtOBaHHS Ta NICUXOMOTOPHY riNePaKTUBHICTb.

TlikygaHHs.

CneuianbHoi iHopmaLii Woao NikyBaHHS nepefo3yBaHb MOHTENykacToM Hemae. HeBigomo, Yu BUBOAUTHCS
MOHTEITyKacT 3a JONOMOTOH NepUTOHeanbHOro fianiay abo remogjaniay.

Mo6iyHi peakyii.

YacToTa BUHUKHEHHS MOBIYHNX peakLiil Npy 3aCTOCyBaHHI MOHTEMyKacTy (KyBanbHi TabneTku uu rpaHymu no 4 mr)
OLiHtOBanacs nig 4yac KniHiuHnx AoCcimKeHb 3a y4acTi 851 AUTHHM i3 NepCMCTYHOHOI0 acTMOtO BikoM B 2 10 5 pokie Ta 1038
[AiTei i3 IHTEPMITYI040I0 aCTMOI0 BikOM B 6 MicALiB [0 5 pokiB.

Y nBox nnauebo-KOHTPOMbOBaHWUX AOCTIMKEHHAX (0aHe 12-TxHeBe JOCRiMkeHHs; n = 461 Ta ogHe 48-TxHese
DOCTigKeHHs; n = 278) 3a yyacTi AiTelt BikoM Bif 2 10 5 pokiB, iki 0Tp1MyBanu nikyBaHHS MOHTENYKaCTOM, HalnvacTilue (Big
21/100 go <1/102 %) cnocTepiranucs abgomiHanbHWi 6inb Ta Big4yTTs cnpary. YactoTa BunaaKis ix BUHUKHEHHS Gyna
BULLE, HiX y rpyni nnave6o.

Mig Yac KniHiYHYX JoCnimKeHb NPy NPONIOHrOBaHOMY MikyBaHHi fiTel BiKoM Bif 2 40 5 pokiB yNpoaoBx MiHiMym 3 MicsiLiB
(n=502), 6 micsiLiB abo binbLLe (n =338) Ta 12 micsLia abo binbLue (n = 534) npodinb Ge3nekn He 3MiHIOBABCS.
[NoCTMapKETUHIOBIA NePio

Mo6iuHi peakuii, Npo ki NOBILOMMNANOCH Y MOCTMAPKETUHIOBMIA NEPIO, BKa3aHO 3rigHO 3 Knacamu CUCTEM OpraHiB i 3
BMKOPUCTaHHAM CreLjianbHIX TePMIHIB (4uB. Tabnunuio). YacToTa BU3HAYEHa 3riAHO JaHNX KMiHIYHUX AOCTIiMKEHD.

CucTemu opraHis Mo6iuHi peakyii YacroTa*

[Hdpekuii Ta iHBasii IHeKyjii BepXHiX AMXanbHUX WsxiB** [yxe yacTo

3 6oky cuctemm KpoBi Ta NiMaTiHOT | TeHaeHLis 4O NOCUNEHHS KPOBOTOUMBOCTI Pigko
cueTemm Tpom6oumToneHis Hyxe pigko
3 60oKy iMyHHOI cucTeMM Peakyii rinepyytnuBocTi, B TOMy 4ucni aHadinakcis Heuvacto

EosnHodinbHa iHdinbTpaLlis neviHku [yxe pigko
3 6oky ncyxiku [TopyLUEHHS CHY (Y TOMY YMCAi HiYHi axu, BE3COHHSI, Hevacto

COMHaMOyni3m), TPUBOXHICTb, axuTaLjis (BKIKOYaUN

arpecuBHy noeegiHKy abo BOPOXICTb), Aenpecis,

MCYXOMOTOPHA riNepaKTUBHICTb (BKMKOYA0UN

[paTIBAMBICTb, Hecrokiit, Tpemop’)

[NopyLUeHHs yBary, NOTipLLEHHS nam'aTi, TUK Pigko

["antouvHavii, fesopieHTawis, cyiuuaanbHi Lymkn Ta [yxe pigko

noseAiHka (CyiLMAanbHICTb), 06CECMBHO-KOMMYbCUBHI
po3naau, ancgemis

3 6oky HepBOBOI c1CTEMU 3anamopoyeHHs, MNSBICTb, NapecTesis/rinectesis, cyqomu | Hevacto

3 Boky cepust ManbniTadis Pigko

3 6OKy AnxanbHoi CMCTEMM, OpraHiB HocoBa kpoBoTeya Heuvacto

PYAHOI KITITKM | CepEAOCTIHHS Cunapom Yapra — CTpocca (auB. po3gin «Ocobrmeocti | [lyxe pigko
3aCTOCYBaHHsI»), nereHeBa e03uHoqinia

3 60Ky LLUMYHKOBO-KWLLKOBOO TpakTy | [liapes™*, Hyaota™*, bnioBaHHs™* Yacro
CyxicTb y poTi, gucnencis Heuvacto

3 6oky renaTobiniapHoi cuctemu [igBuLLEHHS piBHA TpaHcamiHaa cuposaTtku (AT, ACT) Yacto

['enaTuT (BKMKOYaKouM xonecTaTuyHe, renatouenionspHe | [yxe pigko
Ta 3MiLLaHe ypaxeHHs NeviHku)
3 60Ky LUKIpW i MiZLLKIPHIX TKAHWH BucunanHs™* Yacto
['emaToMa, KponmB'sHKa, cBepoik Heuvacto
AHTIOHEBPOTUYHUIA HAbpPsIK Pigko
ByanukoBa eputema, MynbTdopMHa eputeMa Hyxe pigko
3 60Ky KiCTKOBO-M'5130BOi CUCTEMM i ApTpanris, Mianrisi, BKIo4aro4n M'a30Bi cnasmu Hevacto
CMONYYHOI TKAHNHU
3 BOKy HMPOK Ta CevoBMBIgHUX WNsixiB | EHypes y giteit Heuvacto
3aranbHi poanagu i nobivHi peakuii, [Mipekcig*™* Yacto
BUKTTMKaHi PUAOMOM NiKapCLKOro AcTeHis/BTOMa, He3ayxaHHs, Habpsik Heuacto

3acoby

*YacToTa BU3HaY€eHa 3riHO 3 4acTOTO NoBigoMIeHb Y 6asi AaHUX KNiHI4HWX JoChimkeHb: Ayxe Yacto (=1/10), yacTo
(Big 21/100 mo <1/10), HewacTo (Big =1/1000 go <1/100), piako (Big =1/10000 fo <1/1000), pyxe pigko (<1/10000).
**Ls nobiyHa peakyis cnocTepiranacs 3 4acToTOl «AyXe YacToy Y NauieHTiB, ki 3aCTOCOBYBANN MOHTENyKACT, a
TaKoX y nawieHTiB, aki 0TpumyBanu nnawe6o, nig vac KniHiYHUX BOCHILKEHb.

***Lla noBiyHa peakLis cnocTepiranacs 3 4acToTOK «4acTo» Yy NauieHTiB, siki 3aCTOCOBYBaN MOHTENYKACT, a Takox Y
navieHTiB, siki oTpUMyBanu nnauebo, nig Yac KNiHivHUX AOCTimKEHD.

SList no6iuHa peakwis ciocTepiranacs 3 4acToTo «piaKo.

3BiTyBaHHA NPO Nif03proBaHi Nobi4Hi peakLii
3BiTyBaHHS NPO Nifo3ptoBaHi NoGiuHi peakLii nicns peecTpallii nikapcbkoro 3acoby Mae Baxmnuee 3HaueHHs. Lie fjae amory
3AiNcHIoBaT 6e3nepepBHUIA MOHITOPUHT CMiBBIAHOLWEHHS PU3NK/KOPUCTL 3aCTOCYBaHHS MNikapcbKoro 3acoby.
KsanichikoBaHux npaLiBHUKIB y cchepi OXOPOHM 3[0POB'S NPOCATL 3BITYBaTH NPO OyAb-AKi Nif03pIoBaHi HebaxaHi peakLji
BiZINOBIJHO [0 NOKANbHOI CUCTEMM 3BITHOCTI.

TepmiH npudamHocmi.
3 pokm.

YMoBM 36epiraHHs.
36epiraTvt B opyriHanbHil ynakosLi npu Temnepatypi He BuLe 25 °C.
36epiraTvy HeLOCTYNHOMY L7151 iTen MiCLyi.

YnakoBka.
Mo 10 Tabnetoky 6nictepi, no 3 abo no 9 GnicTepi y kapTOHHIN ynakoBLj.

Kateropis Bignycky.
3apeuentom.

Bupo6Huk.
KYCYM XENTXKEP NBT NTA/
KUSUMHEALTHCARE PVTLTD.

MicuesHaxomkeHHs BUpo6HUKa Ta agpeca MicLsi NPOBafAXEHHS 1Oro AisiNbHOCTI.
Mot Ne M-3, Inzop Cnewen IkoHomik 3oyH, ®eiis-Il, Mitamnyp, fict. Axap, Magxbs Mpageww, MiH 454774, Hgis/
PlotNo. M-3, Indore Special Economic Zone, Phase-Il, Pithampur, Distt. Dhar, Madhya Pradesh, Pin 454774, India.
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PACKING MATERIAL SPECIFICATION
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