IHCTPYKIIA
AJI MeIMYHOI'0 3aCTOCYBAaHHA Npenapary

I'VIEMOHT TABJIETKMU KYBAJIbHI
(GLEMONT CHEWABLETABLETYS

Cknao:

0il0ua peuoeuHa: MOHTEIYKACT;

1 TabneTka MiCTUTh MOHTEIYKACTY HATPilO €KBIBAJIEHTHO MOHTENyKacTy 4 mMr abo 5 Mr
0onoMmidicHi peyoguHu. TIEITI0NI03a MiKpokpucTtariuHa, MaHiT (E 421), HaTpiro KpockapMmenosa,
T1IPOKCUMPOMIIIIENION03a, Maruito creapat, acnaptaM (E 951), apomatuzarop BULITHEBUI

Jlikapcbka ¢opma. TabneTku xyBaibHi.

OcHO8HI Pi3uKO-XIMIUHI 61ACMUBOCTI:

TabJIETKH KYBaJIbHI 10 4 MI': OBaJIbHI, 01710r0 200 Maiike 61J10ro KoIbopy JIBOOIMYKIII TaONIETKU 3 TpaBipyBaHHIMI«
» 3 ogHOro 60Ky Ta «390» 3 1HIIOrO GOKY;

TabJIETKH KYBaJIbHI 10 5 MI': KpyTJIi, 6110ro abo Maif>ke 0171010 KoJbopy ABOOIYKIII TaOJETKH 3 TPaBipyBaHHIKGX
3 o1HOrO 00Ky Ta «391» 3 1HIIOro GOKY.

dapMmakoTepaneBTHYHA IPyIa.
[TpoTracTMaTH4Hi 3ac00U 7151 CHCTEMHOT'O 3aCTOCYBaHHs. AHTarOHICTH JEUKOTPIEHOBUX PELIETITOPIB.
Kox ATXRO03D C03.

Dapmakonoziuni e1acmueocmi.

Dapmaroounamika.

[ucreinumeiikorpienu (LTC4, LTD4, LTE4) € notyxHUMH €HKO3aHOIIAMH 3aIalieHHs, [0 BHILISIOTHCS PI3HUMHU
KIIITUHAMH, Y TOMY YHUCJIi OMACUCTUMU KIIiITHHaMH Ta eo3uHodinamu. Lli BaskIuBi mpoacTMaTU4HiI MeiaTopu
3B’SI3YIOThCS 3 IUCTeTHILTIeHKOTpieHOBUMHE penienitopamu (CysLT), mpucyTHIMU B TUXaTbHUAX MUISAXAX JIFOJUHH, 1
BUKIIMKAIOTh TaKy PEaKIIiio, Ik OpOHXOCTa3M, BUALIEHHS MOKPOTHHHS, TPOHUKHICTh CYIMH 1 301IbIIEHHS KiJTbKOCTI
€03MHO]1ITIB.

MoHTenyKacT € aKkTUBHOIO CIIOIYKOIO, SIKa 3 BUCOKOIO BUOIPKOBICTIO 1 XIMIYHOIO CIIOPiTHEHICTIO 3B3YETHCS 3
CysLT1-penentopamu. MOHTEITYKACT CIIPUIHMHSIE 3HAYHE OJIOKYBaHHS IUCTETHILICHKOTPIEHOBUX PEIICTITOPIB
JTUXaTbHUX [UIAXIB, 0 OyJI0 MATBEPIKEHO MOT0 3MaTHICTIO 1HTI0YBaTH OPOHXOKOHCTPHUKIIIIO B ACTMAaTUYHHUX
MAI€HTIB, cipuuuHeny BauxanHsM LTD4. HaBiTe HU3bKa /1032 5 MT CIpHUYUHSIE 3HAYHY OJIOKaIy CTUMYJIHOBAHOT
LTD4 6poHXOKOHCTPHKILiT. MOHTEIYKACT CIPUYMHSAE OPOHXOAMIATALIII0 IPOTITroM 2 TOJHMH MICIIs HEePOPATBHOTO
3aCTOCYBaHHS; IIeH eeKT OyB aTUTHBHUM 0 OpOHXOAMIATALll, CIPUYMHEHO]T J-arOHICTaMH.

JlikyBaHHSI MOHTETYKACcTOM MPUTHIUYE OPOHXOCHA3M SIK Ha PaHHI, Tak 1 Ha Mi3HIHN cTafil, 3HIKYIOUU peaklliio Ha
aHTHTeHU. MOHTEITyKaCT, MMOPIBHIHO 3 Iane00, 3MEHIIY€E YUCIIO €03MHO(LTIB Iepru(epruaHOT KPOBI Y TIOPOCITAX
HAIli€HTIB Ta AiTel. Y OKpeMOoMy JTOCIIIKEHHI IPUHOM MOHTEIYKACTy 3HAUHO 3MEHIIYBaB YHUCIIO €03UHODLIIB Yy
JTUXaTBFHUX NUIIXaX (32 BUMipaMu MOKPOTHHHS). Y JOPOCIUX MAIlI€HTIB 1 AiTel BikoM Bix 2 10 14 pokis
MOHTEYKACT, MOPIBHSHO 3 TU1a1e00, 3MEHIITY€ YHCII0 €03UHO(LTIB nepudepruuHoi KpOBi Ta MOKpAILye KIIHIYHAN
KOHTPOJIb aCTMH.

Dapmarokinemuxa.

AbcopOuis

[Ticns nepopajibHOrO MPUHOMY MOHTEIYKACT IBUIKO 1 IPAKTUYHO MOBHICTIO BCMOKTY€EThes. [licns npuitomy
npernapaty y GopMi )KyBalbHUX TaOJIETOK B 1031 5 MT HaTIIECEPIIE Gax Y AOPOCIUX JOCATAETHCS Yepe3 2 TOAUHU.
bionoctynHicts cranoBuia 73 % 1 3HMKyBanacs 10 63 % npu BXXUBaHHI 3BUYARHOT 1XKi.

Posnonin

[Tonazn 99 % moHTenykacTy 3B53y€eTbes 3 OUTKaMu maazmMu. O6cAr po3noily MOHTETYKacTy B CTalllOHapHiH a3zl B
CepeaHbOMY CTaHOBHTH BifJ 8 110 11 mitpir IIpu mocmimkeHHI MIY€HOTO MOHTEITYKACTY POXOKCHHS Yepe3
remMaToeHuedaniyHuil 6ap ep Oyso MiHIMaJIBHUM. Y BCIX 1HIIUX TKAHMHAX KOHLEHTpalii MIY€HOT0 paiioi30TonoM
Marepiany yepe3 24 TOIWHU MICIs MPUHOMY 03U TaKOXK BUSBIIIUCS MIHIMAIbHUMU.

Mertabo1i3m



MoHTenyKacT akTUBHO METa00Ii3y€eThCS. Y JOCTIIKEHHSX 13 TepaneBTUYHUMHU J03aMH KOHIIEHTpallii MeTaboITIB
MOHTEIIYKACTy y CTallilOHAPHOMY CTaHi TUIa3MH KPOBI B JOPOCIIUX 1 MAIIEHTIB IUTAYOTO BiKy HE BU3HAYAIOTHCS.

[Ting yac gocmiKEHbIN Vitro 3 BAKOPUCTAHHIM MIKPOCOM IMEYiHKHU JIFOJAUHU JOBEIEHO, 10 IuToxpomu P450 3A4,
2A 612C9 6epyTh ydacTh y MeTa0O0Ii3MI MOHTEIYKACTy. Pe3yJIbTaTi MOJAIBIINX JOCIIKEHb MIKPOCOM TICUiHKH
JIOJVHM i1 Vitro CBiAYaTh, 10 B TEPANeBTHUHUX KOHIIEHTPALISIX MOHTEIYKACT HE MpUTrHidye nuroxpomu P450
3A4,2C9, 1A2,2A6,2C19 1 2D6. Yyacth MeTaOOJITIB Y TEPAMEBTUYHIHN /il MOHTEIYKACTY € MiHIMAIIbHOTO.
Bupenenns

Kiiperc MOHTEITyKacTy 13 TUTa3MH KPOBi 3JOPOBUX JOPOCITUX TOOPOBOJIBINB Y CEPEAHBOMY CTAHOBUTH 45 MII/XB.
[Ticns mepopanbHOi JO3UTIO3HAYEHOTO 130TOMOM MOHTENyKacty 86 % BUBOIAUTHCS 3 KAJIOM MPOTATOM S5 IHIB 1
menme Hix 0,2 % — i3 cedero.Y CyKymHOCTI 3 010I0CTYIHICTIO MOHTEITyKacy PH MepOpaIbHOMY PU3HAYCHHI eH
¢dakT BKasye, 1110 oro MeTabomiTi Maiike MOBHICTIO BUBOMTHCS 3 KOBUIO.

dapMaKOKIHETHKA B PI3HUX TPYH MAIIEHTIB

JI71st marieHTiB 3 MEYiHKOBOIO HEJJOCTATHICTIO JIETKOTO 1 CEPEIHBOT0 CTYIEHS TSHKKOCTI KOPEKIis 103U He TOTpiOHa.
JlocmiKeHHs 32 Y9acTIO TAIi€HTIB 3 HUPKOBOIO HEOCTATHICTIO HE MPoBOAMIHCS. OCKIIBKH MOHTEITYKACT 1 HOTo
MeTabOoIITH BUBOJSATHCS 3 )KOBYIO, KOPEKIIisl TO3U JJIS MAIIEHTIB 3 HUPKOBOIO HEIOCTATHICTIO HE BBAYKAETHCS
HeoOXiHO0. J[aHuX mpo xapaktep papMaKOKIHETHKH MOHTEIIYKACTY Y MAIIEHTIB 3 TSHKKOIO TIEYIHKOBOIO
HeocTaTHICTIO (TToHam 9 OaniB 3a mkanoro Yaitnna — [Tro) Hemae.

[Tpu npuiiomi Bemukux 103 MoHTEIyKacTy (1o B 20 Ta 60 pa3iB MepeBUITYBAIN 103y, PEKOMEHIOBaHY IS
JIOPOCIUX) CIIOCTEpiraaocs 3HIKEHHS KOHIIeHTpallii Teodininy B miaa3mi kposi. Llel edekt He ciocTepiraeThest mpu
puiioMi peKOMEHJ0BaHOi 1031 10 MI OAMH pa3 Ha JIEHb.

dapMaKkOKIHETUYHI TOCIIHKEHHS [TOKa3alu, 10 Mpodisi KOHIEHTpaIlii )KyBaJIbHUX TAOIETOK MO 4 MT y AiTel BIKOM
BiJl 2 10 5 pOKIB Ta )KyBaJIbHUX TAOJETOK MO 5 MT y JiTeH BiKOM Bix 6 10 14 pokiB aHanoriuxi mpodismto
KOHIIEHTpAIlli BKPUTUX 000JIOHKOIO TabneTok 1mo 10 Mr y 1opociux.

KyBanpHi TaOJIETKH 110 5 MT CITij] 3aCTOCOBYBATH JIJIsl MAIIIEHTIB Yy Bimi Bif 6 10 14 pokiB, a )KyBajbHI TaOIETKH 4 MT
— JJIs MAIl€HTIB Y Billl BiJ 2 A0 5 POKIB.

KutiHiYHI XapaKTepUCTHKH.

Ilokazannusa.

KyBanbhi Tabnetkn MoHTenyKacT 4 MI peKOMEH/IOBaHi JIJIs1 AiTel BIKOM BiJ 2 70 5 POKiB;

KyBaJIbHI TabIeTKH MOHTEIIYKacT 5 MI' peKOMEHIOBaHi1 JIJIsl [IiTei BikoM Bix 6 mo 14 pokiB

- SIK I0AATKOBE JIIKyBaHHS OPOHXI1aTbHOI aCTMH Y TAII€HTIB 3 MEPCUCTYBAJIHHOIO aCTMOIO Bif] JIETKOTO 110
MOMIPHOTO CTYTEHS, 110 HEAOCTATHRO KOHTPOIIOETHCS IHTATSAIIHHUMHI KOPTHKOCTEPOITHUMH TTperiapaTaMu, a
TaKO MPU HEIOCTATHHOMY KIIIHIYHOMY KOHTPOJIi aCTMH 3a JJOTIOMOT OO [-aronicTiB
KOPOTKOCTPOKOBOI Jii, 10 3aCTOCOBYIOThCS IIPU HEOOX1THOCT1

- SIK aNbTePHATHBHUI CIIOCIO JiKyBaHHS 3aMICTh HU3bKHX /103 IHTAALINHAX KOPTUKOCTEPOINiB JIsI MALII€HTIB 3
MEPCUCTYIOYOI0 aCTMOIO JIETKOTO CTYIEHS, B SIKUX HE OYyJIO HEIIOIaBHO CEPHO3HIX HAIAIIB aCTMH, IO
noTpeOyI0Th NEPOPATBHOTO MPUHOMY KOPTUKOCTEPOiNiB, @ TAKOXK AJIS TUX MALIEHTIB, Y IKUX BUABICHO
HETNIEPEHOCUMICTh IHTISIHHUX KOPTUKOCTEPOITHUX MPETapaTiB

- sK mpo(iTaKTKa aCTMH, JOMIHYIOYMM KOMIIOHEHTOM SIKOi € OpOHXOCIa3M, 1HAYKOBaHUN (HI3UUHUMU
HaBaHTAXCHHSMU ;

- 715 IOJIETIIEHHS CUMIITOMIB CE30HHOTO Ta IIJIOPIYHOT0 AIEPT1YHOTO PUHITY.

Ilpomunokaszanns.
[TinBuIIeHa Yy TIUBICTH 10 OY/Ib-SKOTO 3 KOMIIOHEHTIB MIpenapary.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.

MoHTenyKacT MO>KHA TPU3HAYATH PAa30M 3 IHIIMMH TIperapaTtaMy I MpoQilakTHKH a00 TPUBAJIOTO JIIKyBaHHS
actmu. [Tpu mociipkeHHI B3aEMOIT MiXK JTIKapCHhKUMU 3aco0aMu peKOMEHI0BaHAa KITIHIYHA /1032 MOHTEITYKAgHE
MaJia 3HaYHOTO KJIIHIYHOTO BILTUBY Ha (DapMIKOKIHETUKYTAKHX MpenapariB: Teo(diIiH, MPeaHBOH, IPEIH BOJIOH,
NepopabHI KOHTPALECTITUBY (€THHLIECTpaaion/HopeTHHIpoH 35/1), TepdheHamH, TUTOKCHH Ta BaphapuH.



VY marrieHTiB, Kl 0JJHOYaCHO Tpuii Manu (henobapbiTan, miomia mia KpuBoio «koHueHTpaiis — gac» AUC)
MOHTEIYKaCTy 3HIKyBayiacst mpuoim3Ho Ha 40 %. Ockimbku MOHTENMyKacT Mmetabomizyercst Y P 3A4, HeoOximaHO
OyTHu 00epekHUM, OCOOIHMBO OO JTITEH, SAKIIO MOHTEIYKACT MPU3HAYAIOTh OJIHOYAcHO 3 iHaykTopamu WP 3 A4,
Hanpukiiag GeHiToiHoM, peHodbapOiTamIoM 1 pupaMIiIuHOM.

VY nocnikeHHX in vitro O0yo MoKa3aHo, 1110 MOHTEIIYKacT € MOTyXHUM 1Hri6iTopoM_Y P 2C8. [Ipote nani
KIIIHIYHOTO JOCII/DKEHHS B3a€MOIIT JIIKapChKUX 3ac001B, 110 BKIIOYAIOTh MOHTEIIYKACT 1 pO3UTIIITa30H (TIpernapar,
110 MeTabomizyerses 3a gonomororCYP 2C8), mokazanu, mo MoHTenyKacT He € iHrioiTopoM_YP 2C8 in vivo.
TakuM YMHOM, MOHTEIIYKACT HE BIUTMBAE 3HAYHOIO MIPOIO Ha METabO0IIi3M Tpenaparis, M0 METab0Ti3yIOThCS 3a
JIOTIOMOT 010 I1bOT0 (pepMEHTY (HampUKIIad, MaKIITaKCeTy, PORTIITA30HY Ta peHariiHiay).

Ocoobnusocmi 3acmocyéanns.

[TarieHTiB HEOOX1IHO MONEPEUTH, IO MOHTETYKACT HE CJIiJl 3aCTOCOBYBATH ISl 3HATTS TOCTPUX aCTMAaTHUYHUX
Hana/iB. PeKOMeHy€eThCs IPOAOBKYBATH JIIKYBaHHS BiMOBIIHUMU JTIKAMU JAJISl 3HATTS HamaiB. Y BUMAAKY
TOCTPOTO HamaIy CJIiJ] 3aCTOCOBYBATH IHTAIAIIIHI OeTa-aroHicTH KOpoTKoi mii. [armiearamM HeoOXiaHO
SKHAWIIBUIIIE TPOKOHCYIBTYBATHC 3 JIIKAPEM Y BUIIAJIKY, IKIIO 1M MOTpiOHA Oinblna, HiX 3a3BUYal, KITBKICTh
IHTIIALIN B-aroHiCTIB KOPOTKOI Ail.

He cnin pi3ko 3aMiHIOBaTH MOHTEIYKACTOM TEpaIiio IHTalAIHHUMU 200 epopaIbHUMH KOPTUKOCTEPOITHUMU
npernaparamu.

VY NOOJMHOKUX BUIAKaX Yy Malli€HTIB, AKi OTPUMYIOTh IPOTHACTMATUYHI 3aCO0H, B TOMY YHUCIIi MOHTENyKacT,
MOJKE CIIOCTEpIiraTHCs CUCTEMHa €03UHO(DIITIs, IHKOJIM pa3oM 3 KIIIHIYHUMH TMPOSIBAMU BAaCKYJITY, TaK 3BaHUN
curzpoM Yapra — Ctpayca (rpaHyieMaTO3HUN ajlepridHui aHriiT), JIIKyBaHHS KOO POBOAUTHCS 3a IOTIOMOTOF0
CHUCTEMHOI KOpTUKOCTEpOiaHO1 Teparrii. Taki BumaaKku 3a3Budvaii Oyyim MoB’s3aHi 31 3MEHIIEHHSIM a00 BiJIMiHOIO
Teparii KOpTUKOCTEPOiNHUMH MpenapaTtamu. [IpumnyieHHs npo Te, 1110 aHTaroHICTH JIEHKOTPIEHOBUX PELENTOPIB
MOXYTh OyTH OB’ s13aHi 3 OABOIO cHHApoMy Yapra — Ctpayca, HEMOXKIJIMBO aHi CIIPOCTYBATH, aHi MiATBEPANTH,
TOMY JIIKapiB HEOOXiTHO MOMEPEIUTH PO MOKIUBICT, BUHUKHEHHS Y MAII€HTIB €03MHO(1IIi1, BACKYIITHOTO
BUCHITY, MTOTIpPIIAaHH JIETEHEBOi CUMITTOMATHKH, YCKJIaTHEHHS 3 OOKY cepiieBoi cuctemMu Ta/abo Helponarii.
[TamienTam, y SKMX pO3BUBAJINCS BHUILE3raaHl CHMOTOMH, HEOOX1THO IPOMTH MOBTOPHE JOCTIKEHHS, a CXEMY
iXHBOTO JIIKYBaHHS CIIiJl IEPETISTHY TH.

['meMOHT TabNeTKH KyBaJIbHIMICTATh acliapTaM, sIKUH € MOXiIHUM (eH1TaNaHiHy 1 CTAaHOBUTH HEOe3MeKy s
XBOPHX Ha (DEHIIKETOHYPIIO.

3acanvui pekomenoayii w000 3acmMocy8aHus npenapamy.

TepaneBTu4Ha fisl Ipemapary Mo 0 KOHTPOIIO aCTMAaTHYHHX ITapaMeTpiB TPUBA€E MPOTAToM aHA. [lamieHTam cimif
PEKOMEHIyBaTH MIPOAOBXKYBATH IIPUIOM Ipenapary, HaBiTh KOJIM aCTMa € KOHTPOJIbOBAHOIO, a TAKOXK ITiJT 4ac
3arOCTPEHHS aCTMATUYHOTO CTaTYCy.

KoperyBanHs 1031 [UIs NaLi€HTIB 3 IEYiHKOBOIO HEOCTATHICTIO JIETKOTO Y IMMOMIPHOTO CTYIEHs 200 HUPKOBOIO
HEJOCTaTHICTIO HE MOTpedyeThes. JJaHux mpo xapakrep papMakOKIHETUKM MOHTEIYKACTY y MaLlI€HTIB 3 TAKKOIO
MEYIHKOBOIO HEJOCTATHICTIO (moHaa 9 OaniB 3a mkanoro Yainna — [1ro) Hemae, ToMy peKoMeHallii o0
KOpEeryBaHHS JT03H BiJICYTHI.

Jlo3yBaHHs MpenapaTy € 0JJHAaKOBUM JJIsl MAI[IEHTIB YOJIOBIYOi Ta KIHOYOI CTaTi.

Moumenyxkacm ax anrbmepHamueHuii CnOCio 1iKY8aAHHI 3AMICIb HULKUX 003 IH2ANAYILHUX KOPMUKOCMEPOoidie npu
NepCUCmy8anbHill ACMMI 1e2K020 CIMYNEHs.

MoHTemyKacT He peKOMEHIYETCS SIK MOHOTEPAITiSl XBOPUM 13 TIEPCUCTYBATBFHOIO ACTMOIO TIOMiPHOTO CTYTICHS
MoHTenyKacT ik ajJbTepHATUBHUHN JIIKApChKHIA 3aci0 3aMiCTh HU3bKHX J03 IHTANSIIHHUX KOPTUKOCTEPOITHUX
IpenapariB U1 1ITeH, XBOPUX HA NIEPCUCTYBAJIbHY aCTMY JIETKOTO CTYIIEHS, MOX€e OyTH 3aCTOCOBaHMM JIHILE AJIs
namieHTiB 0e3 TSHKKUX aCTMATUYHHX Hama/liB y HeIaBHbOMY aHaMHe31, [0 TOTPeOyI0Th IEPOPaTLHOTO
3aCTOCYBaHHS KOPTUKOCTEPOIMIB, @ TAKOXK JIJISl THUX TMAII€HTIB, SIKI HE MOKYTb MPUHAMATH IHT I HHI
KOPTUKOCTEPOiHI ITpenapaTy.

[lepcuctyBanbHa acTMa JIETKOTO CTYIICHS — 1€ aCTMa, MIPH SKii POsIB CHMIITOMIB aCTMH BifOyBa€eThCs yacTime 1
pa3y Ha THXKJIEHb, ane piamie 1 pa3y Ha 100y, HiUHI HAaJAU CIIOCTEPIraloThes YacTime 2 pasiB Ha MicAllb, aje
piame 1 pa3y Ha THXIEHB, MIX €Mi30AaMu (YHKIIIS JETeHb 3aJUIIAETHCS Y HOPMI. SIKIIIO HEMOKIIUBO TOCATTH
3aJIOBLIBHOTO KOHTPOIIIO aCTMU (SIK TIPABUIIO, IPOTATOM | Micslis), CIIiJ] OLIHUTH HEOOXiTHICTh 10AaTKOBOI 2060
IHIIIOT MpOTU3anabHOI Teparmii, o 0a3y€eThCs Ha MOETAIHIN cUCTeMi JTiKyBaHHS acTMU. KOHTpoIb acTMu y
MAIi€HTIB HEOOXITHO MEePIOJUYHO OLIIHIOBATH.



3acmocysanns monmenykacmy nepeo QisudHUMU HABAHMANCEHHAMU OJis 3aN00IeaHHA ACMMAMUYHO20 HANAOY.

Y XBopuX BIKOM Bij 2 10 5 poKiB OpoHXOCTa3M, CIIPUUMHEHHUN (I3MIHIMY HaBaHTAKEHHSIMH, MOXKe OyTH
OCHOBHOIO 03HAKOIO EPCUCTYBAIBHOI aCTMH, 1110 MOTpeOye JTIKyBaHHS IHTISILIHHUMHI KOPTUKOCTEPOi THUMHU
npenapatamu. CTaH MariedTa ciiij OIiHIOBATH BIPOAOBXK 2-4 THKHIB ITICIIS MOYATKY JIIKYBaHHS MOHTEITYKACTOM.
SIKI110 HE CHOCTepIraeThes 3aI0BUIBHOTO PE3yIbTaTy JIKYBaHHS, CIi1 NPUHHATH PILICHHS PO 101aTKOBE YH 1HIIIE
JKyBaHHS.

JIikysanusa MOHmMeENYKacmom NOPiGHAHO 3 IHUWUMU CROCODAMU IIKY8aHHA acmmu. SIKIIO JIIKyBaHHS MOHTEITYKacTOM
MIPOBOJUTHCA SIK JOAATKOBA TEPAITis 70 JIIKYBaHHS IHTASAIIHHIMH KOPTUKOCTEPOITHUMH TIperapaTaMufe MOXXHA
Pi3KO BBOJAUTH MOHTEIYKACT 3aMICThIHTANIALIHHUX KOPTUKOCTEPOIIiB.

3acmocysanns y nepioo eazimnocmi abo 200y8anus 2py0oio.
[Ipenapat npusHaA4YCHH 7151 3aCTOCYBAHHS JIITSM.

30amuicmo enaueamu Ha WBUOKICMb pearkyii npu KepyearHi asmompancnopmom abo pooomi 3 iHWUMU
MEXAHIZMAMU.
[Ipenapat npu3HaA4YCHHI 17151 3aCTOCYBAHHS JIITSM.

Cnoci6 3acmocyeanus ma 003u.
[Tpenapart ciij 3acTOCOBYBATH JIITAM ITiJl HATJISIOM JOPOCITHUX.

Himu sixom 6i0 2 0o 5 poxis.

[TarieHTaMm 3 aCTMOIO Ta aJePIUHUM PUH ITOM (CE30HHUM Ta IIIOPIYHIM) PEKOMEHI0BaHa /1032 CTAHOBHTH |
’KyBajbHa TabaeTka o 4 mr 1 pa3 Ha 100y.

Himu gixom 6i0 6 0o 14 poxis.

[TarieHTam 3 aCTMOIO Ta aepPIYHUM PUH ITOM (CE30HHHUM Ta IIIOPIYHUM) peKOMEHO0BaHa J03a CTAHOBUTH |
JKyBajbHa TabseTka mo 5 mr 1 pa3 Ha 100y.

Jlnst mikyBaHHSI aCTMH KyBallbHY TaOJIETKY CIiJl MpuiiMaTy BBeuepi 3a 1 roauny 1o abo uepes 2 TOANHHU Micst
npuiiomy Tki. JJ1st MONETIIeH s CUMIITOMIB aJIepTivHOTO PUHITY Yac MpUHOMY MiAOUParOTh 1HANWBITyaIbHO.
[npuBinyansHuit miAGip 103U A JaHOI BIKOBOI KaTeropii He moTpedyeThCsl.

Jnist mamieHTiB BikKOM BiJ 15 pOKiB peKOMEHAYETHCS 3aCTOCOBYBATH TAOJIETKH MOHTEIYKACTY 3 A03yBaHHAM 10 mr.

Jimu.
3acTOCOBYIOTh AITAM BIKOM BiJ 2 pokiB. J[iTSM BIKOM BiJl 6 MICSIIB /10 2 POKIB 3aCTOCOBYIOTb IIpenapar y BUTIIAAL
rpaHyJ o 4 mr.

Ilepeoo3ysanns.

Koanoi indopmariii mozo JTiKyBaHHs Mepea03yBaHb MOHTETYKACTOM HeMae. Y IOCIHIKEHHSIX XPOHIUHOT aCTMU
MOHTEITYKacCT MpHU3HAYaIu B 103ax 10 200 MI/aeHb JOpOCIUM Mali€HTaM IPOTATOM 22 THXKHIB, a TIPH
KOPOTKOYACHUX JOCIIKEHHSIX — 10 900 Mr/neHp mpoTsIroM npubIn3HO OJHOTO THXKHS, PU IIbOMY KITIHIYHO
3HAYyIIi MOOIYHI peakiii Oyiu BiJCyTHI.

[Tpu moCcTMapKEeTUHIOBOMY 3aCTOCYBaHHI Ta Mij] Yac KIIHIYHUX JTOCIIHKEHb HAIXOAUIU TIOB1IOMIICHHS TIPO TOCTpe
nepe103yBaHHs MOHTEITYKaCTOM BHACIIOK MPUHOMY Tpenapary JOPOCIHMH 1 JIThbMH B J103aX, [0 IEPEBHUINYIOTh
1000 mr (mpubnuzno 61 Mr/kr, muTHHa y Biti 42 micsi). OTpuMaHi KIiHIYHI 1 1Ta00paToOpHi JaH1 BiAMOBI 1AM
npodinro 6e3neKu I JOPOCIUX MAIEHTIB 1 TiTEH.

VY 6inpIIOCTI IOB1IOMJICHD PO BUMIAAKHU MEepe03yBaHHA CrIocTepiranucs nodiuHi eexTH, 1o BianoBiaaIu
podiTro Oe3MeKN MOHTETYKACTY Ta BKIIFOYAHU OiTb Y KHUBOTI, COHJIUBICTD, CIIpary, rOJIOBHUH O1Tb, OJTFOBaHHS Ta
MICUXOMOTOPHY TilI€PaKTUBHICTb.

HeBinomo, un BUBOIUTHCS MOHTEIIYKACT 33 JOMOMOTOIO IIEPUTOHEATHHOTO Jianizy abo remozianizyJlikyBaHHS
CHUMIITOMATHYHE.

Ilo6iuni peakuii.
[ToGiuHi peakiii, 3apeecTpoBaHi i1 Yac KIIHIYHUX JOCIIIHKEHB 3 4acToToro Big > 1/100 mo <1/10:
iHGhexyii ma inea3zii:iHEKIIT BEPXHIX AUXATbHUX IIJIAXIB;



3 OOKY Hep8o8oi cucmemu: TOIIOBHUH O1Mb;

3 OOKY WIIYHKOBO-KUUK08020 Mpakmy: O11b y KUBOTI

3aeanvbHi po3nadu: crpara.

[ToGiuHi peakiii, 3apeecTpoBaHi y MOCTMapKETHHTOBOMY ITEPiOJi:

3 OOKY KPOBOHOCHOI i TiMpamuyHoi cucmemu. TSHACHIISA A0 TOCUJICHHS KPOBOTOYUBOCTI;

3 OOKY IMYHHOI cucmemu: PEaKIiiTINepuyTIUBOCT] Y TOMY YHCIi aHadIaKkcis, e03nHO(UITbHA IHOUTHTPALIIS TEYIHKH;
3 60Ky ncuxixu: TOPYIIEHHS CHY, Yy TOMY YHCIIi HIYHI KOIIMapH, rajdrouHaIlii, 0e3COHHS, IpaTiBIUBICTh, THIB,
HETEPIUIAYiCTh, 30y/KEHHS, BKIIIOYAI0UN arpeCUBHY TOBEIIHKY a00 BOPOXKICTh, TPEMOD, ACTIPECii, 1e30pieHTAIis,
Iy>Ke PiIKO — CyiluIaIbHI HaMipHu Ta MOBEAIHKA;

3 OOKY HepB08oi cucmemu: MIIABICTD 1 3aIIAMOPOYCHHS, TAPECTE3is/TImecTe3is, Hanaay

3 OOKY cepyego-cyOuUHHOI cucmemu: BITIyTTS CEPLEOUTTS,

3 OOKY WITYHKOBO-KUUKO8020 MPAKmy: Tiapesi, CyXiCTh y pOTi, TUCTICTICIsI, Hy10Ta, OJFOBaHH;

3 60Ky eenamobiniapnoi cucmemu: NiABUILEHHS piBHIB TpaHcaMiHa3 cupoBatku (AJIT, ACT), renatur
(XonecTaTHUHUI TeTaTuT, MEYiHKOBOKIIITHHHI TOPYIIICHHS)

3 OOKY WKIpU i RIOWKIPHUX MKAHUH: AHTIOHEBPOTUYHHM HaOpSK, reMaToMa, KPOIUB'SHKa, CBEPO1K, BUCUTIAHHS,
HOJI03HA BY3JIMKOBA €PUTEMA,;

3 OOKY KICmMKO0B0-M 5130801 cucmeMu i CNOIYYHOI MKAHUKU: ApTPAITisl, MiaJTisl, BKIIIOUAIOYU MI30B1 CYJIOMIL
3a2anbHi po3nadu ma micyesi peakyii acCTeHis/BToOMa, BITIYTTA AUCKOM(OPTY, HAOPSK, Tapsika.

VY NOOJMHOKUX BUIAAKAX IT1J1 4ac JIIKyBaHHS MOHTEITYKAaCTOM XBOPUX aCTMOIO ONMCaHO BUHUKHEHHS HOCOBOT
KkpoBoteui, cunapomy Yapra — Ctpayca (CUC) (auBuck po3ain «OcoOaMBOCTI 3aCTOCYBAHHA» ).

Tepmin npuoamnocmi.
2 pOKH.

YmoBu 30epiranns.
30epiratu B CyXOMy, 3aXHIIICHOMY BiJ[ CBiTJIa MICIIi TpH TemnepaTypi He Bue 23C.
30epiratu B HEAOCTYITHOMY IS JIT€H MicCIIi.

YnakoBka.

[To 10 TabieTok y Guicrepi, Mo 3 OiicTepu B KAPTOHHIM KOPOOIT.

[To 30 TabieTok ymIacTUKOBOMY KOHTEHHEp1, y KapTOHHIH kopoO1ii. B koxxHMIT KOHTEltHep pa3oM 3 TabeTKaMu
BKJIAJIA€ThCS MOJIIMEPHUM LIUIIIHAP 3 BOJIOTONOIIMHAYEM (CUJIIKArelb).

Kareropis Bignmycky.
3a peuenTtom.

BupoOHuk.
I'meamapk @apmacerorukans Jita. /GlenmarkPharmaceuticald td.

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi MPoOBa’KeHHs TislIbHOCTI.
Cenumie Kimannypa, banni-Hanarapx Poyn, texcin Hanarapx, okpyr Conan (X.I1.) 174101, Innais /
Village KishanpuraBaddi-Nalagarh Road, Tehsil Nalagarh, Dis§olan (H.P.) 174101, India



