IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

AJNIEPTIHO MN1HOC®
(ALLERGINOL PLUS)

Cknag:

Aitoya pevoBMHA: MOHTENYKACT, NIEBOLETUPU3NHY ANTIAPOXN0PUL,;

1 Tabnetka, BKpuTa MJIiBKOBOK O60MIOHKON, MICTUTb MOHTENyKacTy Hatpito 10,5 Mr, WO ekBiBaJIEHTHO
MOHTenyKacTy 10 Mmr, Ta IeBOLMTUPU3NHY AWTigpoxiopuay 5 Mmr;

[OMOMI>KHI  PeyoBMHM:  Lenono3a  MIKpokpuctaniyHa, MaHiT  (E 421), HaTpilo  KpOCKapmenosa,
ripOKCUNPONINLEntono3a, MarHito cTeapaTt, onagpai 6invii (nonieTuneHrnikonb, TuTaHy piokeng (E 171),
rinpomenosa).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO.
OCHOBHI  (pi3MKO-XIMiYHI BfacCTWBOCTI: 6ini, ABOONYKNI TabGMeTKM OKPYraol (opMKn, BKPUTI MJIBKOBOKO
060/10HKOI0, rnaaKi 3 060X CTOPIH.

dapmakoTepaneBTUYHa rpyna.

MpoTacTMaTnyHi 3acobn. CeneKTUBHWI | NepopanbHO aKTUBHWIA 610KaTOp NENKOTPIEHOBUX peuenTopis. Kog
ATX RO3DCO3.

AHTUrICTaMiHHI 3aC00M 4N15 CUCTEMHOrO 3acToCyBaHHSA. MoxigHi ninepasuHy. Kog ATX RO6AEQ9.

dapmMakosoriyHi BnacTmneoCTI.

dapmakogyHamika.

MOHTeNyKacT.

LincTeiHinosi nerikotpieHn (LTC4, LTD4, LTE4) € noTyXXHUMM eNKOo3aHOTIfamu 3anafieHHs, Lo BUAINAKTLCA
PI3HMMKN KNiTUHaMK, Yy TOMY YMCNi MacTouuTamy Ta eo3vHodqinamu. Lii BaKMBI npoacTMaTUYHI MegiaTtopu
3B’A3YI0TbCA 3 LUCTETHINONeKOTpieHoBMMU peuenTopaMun (CysLT), NPUCYTHIMU B AUXANTbHUX LUAAXaX OLNHN
(BKNHOYAOUM MIOLMTU TNALKOT MYCKYNaTypu Ta Makpodaru), Ta iHW1MK KITUHaMK npo3anasieHHs (BKIHYarum
eo3nHOINM Ta fAesKi mienoigHi cToB6ypoBi KniTnHM). CysLT MatoTb BifHOLLEHHS [0 naTodisionorii actMu Ta
anepriyHoro puiHiTy. Mpu acTMi nerikoTpieHoonocepeaKoBaHi ethekTV BUKIMKAKOTL GPOHXOCNasM, BUAINEHHS
MOKPOTMHHS, NiABULLYIOTb MPOHUKHICTb CYAWH i 30iNbLUYOTh KiNIbKICTb €031HOMINIB. [py anepriyHoMy puUHITI
nicns ekcnosvyii 3 anepreHom CysLT BMBINMLHSAETLCA 3 HOCOBOI CNAM30BOI OO0MOHKM Mif 4Yac peakuil
rinepyyT/MBOCTI Ta NPOSBAAETLCA CUMNTOMaMM anepriyHoro puHiTy. Mpu iHTpaHasanbHii npobi 3 CysLT 6yno
MPOAEMOHCTPOBAHO 36i/bLLUEHHSA PE3VCTEHTHOCTI MOBITPOHOCHWX HOCOBMX LUAAXIB Ta CUMMNTOMIB Ha3a/ibHOI
06CTPYKLUT.

MOHTeNnykacT HaTtpit0 € aKTMBHOIO CrMONYKOH, fIKa 3 BUCOKOK BWOIPKOBICTIO | XiMIYHOK CMOPILHEHICTIO
3B’A3yeTbeA i3 CysL T1-peuentopamu. MoHTenykacT npurHiyye disionorivny aito LTD4 Ha CysL T1-peuenTopax,
He BUAB/IAKOYM CNOPISHEHICTb A0 PeLenTopis.

J1eBOLLETMPU3UNHY TiAPOXI0PUL.

INeBouLEeTMPU3NH, R-eHaHTIOMep LEeTUPU3NHY, — Lie MOTY>KHWUIN Ta CENeKTUBHWUIA aHTaroHicT nepudepinHmx Hq-
rictamiHOBMX peuenTopiB. [OCNi[PKEHHS BNacTUBOCTEN 3B’A3yBaTWUCS MOKasa/M BUCOKY CMOPIAHEHICTb
nesoueTUPU3NHY 0 Hgq-rictamiHoBux peuentopis nwoavHN  (Kj=3,2 Hmonb/n). CnopigHeHicTb Jo  Hj-
rictamMiHoBUX peLenTopiB Yy /IEBOLETUPU3NHY Y 2 pasv Buwa, HK Yy uetmpusuHy (K;=6,3 Hmonb/n).
INeBOUETUPU3NH Aucouitoe Bif Hq-rictamiHOBMX peuenTopiB 3 nepiogoM HaniBBuBeAeHHA 115 xBuivH + 38

XBUAWH. TMicnsa o4HOPa30BOro NPUIKOMY NIEBOLETUPU3MHY 3alMHATICTb peuenTopiB cknagae 90 % yepes 4 roguHu i
57 % u4epe3 24 roaumHn. B nnauebo-KOHTPOMbOBaHMX BUMNPOOYBaHHAX i3 3aCTOCYBaHHAM MOJe/Ni Kamepu
CTUMYNALIT anepriyHol peakuil NeBoUeTUPU3MH B 4031 5 MI NoYMHaB NPUrHiYyBaTU CUMNTOMM aneprii Ha NUIoK
yepe3 1 roguHy nicna npuitomy npenapaty. JocnigpkeHHs in vitro (kamepa boligeHa Ta MeToan «KNiTUHHMX
LLapiB») MOKa3aun, L0 NEeBOLETUPU3NH MPUTrHiYYye aKTUBHICTb iHAYKOBaHOI €0TAKCUHOM TPaHCeHAOoTeNialbHOT
mirpauii eo3uHOQINIB y KNITUHAX LWKIpY Ta nereHs. dapmakoguHaMiyvHi JOCNIAXKEHHS in Vivo (MeTof «LWKIpHUX
Kamep») NpoAeMOHCTPYBa/IM TPU OCHOBHI IHFiBGYOYI e(heKTN 1eBOLETMPU3NHY B 03I 5 Mr B nepLui 6 roguH nicns
KOHTaKTy 3 MWIKOM Yy MOPIBHAHHI 3 nnaue6o y 14 popocnmx nauieHTiB: npurHiveHHs sukugy VCAM-1
(Monekynu agresii CyfMHHOro eHAoTenito | Tvny), 3MiHA CYAWUHHOT NMPOHWKHOCTI Ta 3MEHLLUEeHHS aKTUBHOCTI




e03nHO(INIB. [OCNIMHKEHHA MNOKa3an, WO aKTMBHICTb /IEBOLETUPU3NHY B TMOMOBMHI [03M MOPIBHAHHA 3
aKTUBHICTIO LETUPU3NHY K Ha LLUKIpi, TaK i Ha C/M30Bi 060/10HLI HOca. B3aeMO3B’A30K (hapMaKOKIHETMKM
/thapmakoguHaMiKn NeBOLETUPU3NHY B 03I 5 Mr nofibHWin O CXeMW MPUrHiYeHHS iHAYKOBaHOI rictaMiHOM
peakuii No TNy «UBITIHHA» LeTUPU3NHOM B A03i 10 Mr. Tak camo, AK Iy LeTUpPU3nHY, it BIAHOCHO iHAYKOBaHMX
ricTaMiHOM LUKIPHUX peakuiin He 3a/1eXuTb Bif NNa3MoBUX KOHLUEHTpauii. aHi EKI He nokasanu BignoBigHOro
BMN/MBY NEBOLIETUPU3NHY Ha iHTepBan QT.

dapmakoKiHe TVKa.

MoOHTENYKACT.

BCMOKTYBaHHSA. Y fopocivMX Npv Npuinomi HaTLlecepue npenapaTy B Ao3i 10 Mr cepefiHs MiKoBa KOHLEHTpauis
Cmax Y Nnasmi Kposi focaraetbea yepes 3-4 roguHn (Tmax). CepefHa 6io4oCTyNHICTb Mpu nepopasibHOMY

3acTOCyBaHHi CTaHOBUTb 64 %. Mpuifom 3BMYAlHOT i BpaHLi He BnaMBae Ha Cpgy Y MNa3Mi Kposi, sika
[OCAracTbCA Yepe3 2 roavHu  BesneyHicTb Ta eqeKTUBHICTb MOHTENyKacTy AN XBOPWUX Ha acTmy Gy/u

NPOAEMOHCTPOBAHI Mif Yac KAIHIYHUX AOCNIMKEHb NPU NPUIAOMI TabneToK, BKPUTUX NNIBKOBOK 060N0HKOO, B
A03i 10 Mr BBeuepi, He3a1eXXHO Bif NpuiioMy DKi. Be3neyHicTb MOHTENYKacTy A/ XBOPUX Ha acTMy Takox byna
MPOLEMOHCTPOBaHa Mif Yac KNiHIYHMX LOCNiMKeHb NPy NPUIAOMI XKyBasibHUX TabneTtok B f03i 4 M BBeYepi,
He3a/IeXXHO Bif NpuitoMy DKi. Be3neyHicTb Ta e)eKTUBHICTb MOHTENYKACTY /1 XBOPUX Ha CE30HHWIA anepriyHmi
PUHIT 6yNM NPOAEMOHCTPOBAHI Mif Yac KAIHIYHUX AOCHiMKeHb MpW NpUnoMi TabneTok, BKPUTUX MNIBKOBOHO
060/10HKO10, B 403i 10 Mr BpaHL,i a60 BBeYepi, He3a1eXHO Bif NpUAoMy 1XKi.

Posnogin. MoHag 99 % MoHTenykacTy 3B’S3yeTbCs 3 6Oinkamu nnasmu. O6CAr po3nofiny MOHTenykacTy B
PIBHOB&)KHOMY CTaHi B CepefHbOMY CTaHOBUTbL Big 8 fo 11 niTpis. Tlig 4yac [OCHiMKEHb Ha nautokax
MPOXOMKEHHS1 MO3HAYEHOro pPafioi30ToONoOM MOHTENyKacTy udepe3 remaToeHuedaniyHuin - 6ap’ep  6yno
MiHIMa/IbHUM. Y BCIX IHLUMX TBapWH KOHLIEHTpaL,iT Mo3Ha4YeHoro pajioizoTornom MaTtepiany yepes 24 roguHun nicns
3aCTOCYBaHHA [03M TaKOX BUABUINCA MiHIMa/IbHUMMU.

MeTabonism. MOHTeNyKacT akTMBHO MeTaboNi3yeTbCA. Y [OOCNILKEHHAX 3 TepaneBTUYHUMK [03aMu
KOHUeHTpauil meTaboniTiB MOHTeNyKacTy Yy CTaliOHapHOMY CTaHi Mnasmy KpoBi B AOPOCAMX | NauieHTIB
ANTAYOrO BiKY HE BU3HAYatoThbCA.

MMig yac gocnigpKeHb in vitro 3 BUKOPUCTaHHAM MIKPOCOM NEYiHKWU IOANHN A0BeEHO, WO LmuToxpoMu P450 3A4 i
2C9 6epyTb y4yacTb Yy MeTaboniami MOHTenykacty. KniHIYHI [OCMifKeHHA eqekTiB BifoMuX IHri6iTopiB
untoxpomia P450 3A4 (Hanpuknaf, KeTOKOHa30/, epuTpomiumH) abo 2C9 (Hanpwuknag, (h1ykaHasos) Ha
(hapMaKOKIHETUKY MOHTeNlyKacTy He MPOBOAWIUCL. Pe3ynbTatv noganblumX AOCAifKeHb in Vitro MiKpocom
MeYiHKN JIIOAUHN CBIfYaTh, WO B TepaneBTUYHUX KOHLEHTpaLisX MOHTEYKACT He NPUrHivye ymtoxpomu P450
3A4, 2C9, 1A2, 2A6, 2C19 i 2D6. [locnigpKeHHs in vitro nokasann, WO MOHTENYKCT € MOTYXXHWUM iHri6iTopom
untoxpomy P450 2C8; ogHak AaHi, OTpuMaHi Micnsa NpoBefeHHS KAIHIYHOro AOCNIIKEHHA MeLUKAaMEeHTO3HOI
B3aEMO/IiT i3 3aCTOCYBaHHSAM MOHTENYKacTy Ta POCUrNiTa3oHy (MapKepHUIA CyoCTpaT NikapCbKuX 3aco6iB cnepLuy
6yB MeTabonizoBaHui umMtToxpomom CYP2C8), nokasanu, Wo MOHTeNyKacT He npurHiyye CYP2C8 in vitro, a
TOMY He MOBUHEH 3MiHKOBATK NpoLiec MeTabos1i3My NiKapCbKMX 3ac006iB, L0 MeTaboi3yTbCa LM PepMEHTOM.
BueeieHHA. KnipeHC MOHTeNyKacTy 3 MiasMu 3L0POBMX LOPOC/MX Y CepefHbOMY CTaHOBUTb 45 mn/xs. [licns
3aCTOCYBaHHS MepopasibHOI 031 MiYeHOr0 i30TONOM MOHTeNyKacTy 6y/0 BCTaHOB/IEHO, L0 86 % BUBOAMTLCA 3
KaJloM npoTaroMm 5 AHiB i MeHW HiX 0,2 % — i3 ceyern. Y CyKymnHOCTI 3 GIOAOCTYMNHICTIO MOHTeNyKacTy npw
nepopasibHOMY MPUnOMI Liei (PaKT BKa3ye Ha Te, L0 MOro MeTaboniTh Maixe MOBHICTIO BUBOAATLCA 3 XKOBYHO.
CepefiHiil nepiof HaniBBMBELEHHS MOHTE/NYKACcTy 3 MnasMu y MONOAMX 340POBUX MIIOAEN CKnagae Bif 2,7 [0
5,5 rognHn. ®apmakokiHeTKa MOHTe/TyKacTy 36epirae NiHinHWIA XapakTep Npy Npuinomi nepopasibH1X f03 4o 50
mr. Mpwn npuiiomi 10 Mr MOHTENYKacTy OfMH pa3 Ha [ieHb CroCTePiraeTbCs HeBenMMKa Kymynsuis (14 %) akTUBHOI
PEYOBUHM B NJIa3Mi.

J1eBOLIETUPU3NHY TiAPOXI0PUA.

dapmaKoKiHETNKA NTEBOLIETUPU3MHY NiHIHA, He3aNeXHa Bif, 031 | Yacy Ta Mae He3HaYyHy BapiaTMBHICTb Y PI3HUX
nawieHTIB.

BcMOKTYBaHHA. J1eBOLETUPU3UH MICNA MEepopasibHOr0 BBEAEHHS LUBMAKO Ta IHTEHCMBHO MOT/IMHAETHLCS.
MakcvMasibHa KOHLEeHTpaLis B nnasmi focsaraetbest Yepes 0,9 roguHu nicns npuiiomy. PiBHOBaXKHI KOHLEHTpauii
pocaratoTbes uepes 2 fHi. Cypgyx CTaHOBUTL 270 HI/MA Micns 04HOPa3oBOro 3actocyBaHHA i 308 Hr/mn — nicna

MOBTOPHOI0 3aCTOCYBaHHA Y 031 5 Mr BignoBiAHO.

CTyniHb BCMOKTYBaHHS Mnpenapary He 3a/1eXWTb Bif, 4031 Ta He 3MIHIOETLCA 3 MPUIAOMOM DXKi, ane MakcuMasibHa
KOHLeHTpaLisa npenapary 3MeHLLYETLCA Ta JOCATaE CBOr0 MakCMMasibHOr0 3Ha4eHHS Mi3HiLLe.

Posnogin. BigcyTHs iH(opmalis WOoLO PO3MoAiny /eBOLUETUPU3NHY B TKaHWHAX MOAMHKU, a TakoX LWoA0




MPOHUKHEHHA NEBOLETUPM3NHY Kpi3b rematoeHuedaniyHnii 6ap’ep. JleBouetupusnH Ha 90 % 3B’A3yeTbCA 3
6inkamu nnasmu. Po3nogineHHs NeBoLETUPU3NHY 0OMEXeHE, OCKINIbKM 06°eM po3nogineHHs cknagae 0,4 n/kr.
BioTpaHctopmanis. B opraHismi noguHU MeTabonismy nigaaetbcst 61mM3bko 14 % NneBOLETUPU3NHY, TOMY
BIAMIHHOCTI BHaCNifOK reHeTUYyHOro noniMopgiaMmy abo OAHOYACHOr0o 3acTOCYBaHHA IHrIGITOPIB (DepMeHTIB
MaloTb 6yTU HesHauHumW. Tpouec MeTaboniamMy BK/IKOYaE apoMaTuyHy okcupauito, N- Ta O-aeankinyBaHHS i
CMOMyYeHHs 3 TaypuHoM. [eankinyBaHHs, B nepLly yepry, BigbysaeTbes 3a yyacTio CY P 3A4, Tofi SK y npoLeci
apomaTMyHOI oKcupaauil 6epyTb y4yacTb 4McCneHHI Ta (ab6o) HeBu3HauveHi i3ogopmu CYP. JIeBOUETUPU3UH He
BMN/IMBAE Ha aKTUBHICTb LMTOXPOMHMX i30thepmeHTiB CY P 1A2, 2C9, 2C19, 2D6, 2E1, 3A4 y KOHUeHTpaLisX, Lo
3HAYHO MepeBULLYOTb MaKCUMasbHi, Micna NPUAHATTA 403K 5 Mr nepopasibHO. BpaxoBytOUM HU3bKWUIA CTYMiHb
mMeTaboniamy Ta BIACYTHICTb 3A4aTHOCTI A0 NPUrHiYeHHA MeTabo/ni3My, B3aeMOfis NeBOLETUPU3NHY 3 THLIMMM
pevyoBMHaMM MasIoMOBIpHa.

BusepeHHs. [Mepiof HaniBBUBELEHHSA MpenapaTty 3 Mnja3Mu KpPoBi Y LOPOC/MX CTaHOBUTbL 7,9+ 1,9 roguHw.
CepefHiin 3arasibHUin KnipeHe cknagae 0,63 MA/XB/Kr. B OCHOBHOMY BMWBELEHHS /IeBOLETUPU3MHY Ta WOro
MeTabonNiTiB 3 OpraHiamy Bif0yBa€eTLCA i3 Ceyeto (BUBOAUTLCSA B cepefHboMY 85,4 % OTpuMaHOT 03U npenapary).
3 (hekanismm BMBOAMUTLCA nuwe 12,9 % 3acTocoBaHOi [03W. EKCKpeuis neBOUETMPU3NHY BIifOYBaETbCA B
OCHOBHOMY 3a paxyHOK Kny604KO0BOI (hifibTpaLii Ta aKTUBHOI KaHa/bLEBOT CEKPELLl.

KniHiYHI XapaKTepuUCTUKMN.

lNokKasaHHS.

[N 3MeHLLEHHA CMMNTOMIB, MOB’A3aHMX i3 CE30HHMM Ta LiIOPIYHUM aflepriyHNM PUHITOM, a TaKOX PUHITOM Y
XBOPUX Ha BPOHXiaNIbHY acTmy.

MpoTunokasaHHs.

MigBuLeHa YyTAMBICTb A0 MOHTENYKacTy HaTpito, /IeBOLETUPU3MHY ab0 LETUPU3NHY, a TakoX [0 IHLIMX
KOMMOHEHTIB npenapaTy. [penapaT TakoX NPOTUMOKa3aHUA NpY TSHKKIA (OPMi HUPKOBOI HELOCTATHOCTI
(KnipeHC KpeaTuHiHY < 10 MA/XB); NpW TSHKKIN CNagKoBiid HENepeHOCUMOCTI ranakTo3n, AeiunTi hepmeHTy
NaKTO31 abo NMOpPYLUEHHAX 3aCBOEHHSA IMIHOKO3M i ranakTo3n. Autaunii Bik fo 15 pokis.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMO/IN.

MoOHTENYKACT.

Mpwn gocnimpkKeHHi B3aeMOAIT MiXK NiKapCbKUMK 3ac06aMn peKOMeH/oBaHa K/iHIYHA 403a MOHTENYKCTY He Mana
3HAYHOro K/iHIYHOro BMN/MBY Ha (hapMakKOKIHETUKY TakKuMX MpenapariB: TeoginiH, NpPeaHi30N0H, nepopabHi
KOHTpauenTveu (HopetugpoH 1 wmr/etunectpagion 35Mr), TepdeHaauH, AWFOKCUH Ta BapdapvH. [lonpw
BIZICYTHICTb CreyugiyHmMx AOCNiMKeHb MeAMKaMEHTO3HUX B3aEMOfi 3 MOHTeNlyKacToM, Yy psafi A0CNigKeHb
[aHWi NikapcbKuWia 3aci6 3acTOCOBYBa/IM OAHOYACHO 3 6araTbMa TpaguUiiHO NprU3HaYyBaHUMK Npenaparamu, Npu
YoMy OYyAb-IKMX KMIHIYHO 3HauYyLMX B3aEMOfii He BWABNEHO. [J0 TakMx npenapaTiB HaieXaTb FOPMOHU
LWMTONOAIGHOT 3an03M, 3acrokKiinnmBi Ta CHOAIVHI npenapaTy, HeCTepoiAHi npoTu3ananbHi npenapaTw,
6eH30ia3eniHn Ta NPOTUHABPAKOBI 3aC00M.

Y naui€eHTiB, WO OAHOYACHO NpuiiManu theHobap6iTan, KU CTUMY/IOE NeYiHKOBUI MeTaboniam, nnaowa nig
KpMBOK «KOHUeHTpauis—4yac» (AUC) ana MOHTenykKacTy nicnsa npuinomy pasosol gos3v B 10 M 3HMXKYyBasiacb
npu6nnsHo Ha 40 %. OfHak, KOoperyBaHHA [03M MOHTE/lyKacTy He pekoMeHAoBaHO. OfHOYacHe 3aCTOCyBaHHA
MOHTENYKCTY 3 MOTY)XHUMW iHri6iTopamn ymToxpomy P450, Takmmu K (heHobapbiTan abo pudamniH, cnif
MPOBOAUTM MifJ HAIEXXHUM KTHIYHUM KOHTPOJEM.

J1eBOLIETUPU3UHY TiApPOXI0pWUA.

[aHi in vitro BKasytTb Ha Te, L0 NIEBOLETUPU3NH He MPU3BOAUTL A0 (PapMaKOKIHETUUHMX B3aEMOAIN LLNSXOM
IHribyBaHHA abo CTUMY/NIOBAHHA (PEPMEHTIB MeyiHKW, AKi MeTaboni3ytoTb npenapat. JocnifXeHb B3aeMOSii
NIKapCbKMX 3aco6iB 3 NeBOLETUPU3NHOM iN ViVO He NpoBOAMNIOCA. [oCnimKeHHA (apMaKOKIHETUUYHOT B3aEMOAIT
NiKapcbKMX 3aco6iB, NpoBefeHi 3 BUKOPUCTAHHAM paueMidyHOro LEeTUPU3MHY, NoKasain, WO UETUPU3UH He
B3aEMOJi€ 3 aHTUMIPUHOM, NCceBAoedespuHOM, epUTPOMILMHOM, KETOKOHA30/10M Ta UMMETUAUHOM. HeBenuke
3HWDKEHHS KNipeHcy ueTupnsnHy (16 %) 6yno sussneHo npu npuiiomi 400 Mr TeodiniHy. ICHye iMOBIpHICTb TOrO,
Wo 6inblWwi [o3n TeodiniHy MOXYTb NOCUAUTK Leid edekT. PUTOHaBIp NiABuMLLYBaB pPiBeHb KOHLEHTpauit
LeTMPU3NHY B nnasmi npubnusHo Ha 42 %, nepiof HaniBBMBeLEHHA — Ha 53 %, a TaK0X 3HWXXYBaB K/ipeHC
LeTUpU3NHY Ha 29 %. Po3nogin puToHasipy Npy 04HOYACHOMY 3aCTOCYBaHHI LLETUPU3NHY He 3MiHIOBABCA.




Oco6MBOCTI 3aCTOCYBAHHSA.

MOHTeNyKacT.

MOHTeNnyKacT He Mpu3HaYaloTb A1 3HATTA OGPOHXOCNasMiB MpU rOCTPMX acTMaTMYHMX Hanafdax, BK/IYakouu
acTMaTW4HWiA cTaTyc. MauieHTaMm cnig nopekoMeHAyBaTW, Yy pasi TakMX HanagiB, 3aCTOCOBYBaTW BiAMoOBiAHi
NiKyBasbHI 3aco6u. Tepanito MOHTENYKACTOM MOXXHa MPOAOBXYBATM Mif Yac rocTpux Hanagis actmu. He cnig
Pi3KO 3aMiHIOBATU MOHTE/lyKaCTOM Tepanito IHranauinHMMM abo nepopalbHUMK  KOPTUKOCTEPOILHUMM
npenaparamu; f03y iHranALinHUX KOPTUKOCTEPOILiB MOXKHA MOCTYMNOBO 3HU3NTY N, HarNs40M nikaps.

He cnif 3acTocoByBaTy MOHTE/YKACT K MOHOTepanito 418 YCYHeHHS GpoHXocnasmiB, iHAYKOBaHUX (i3UYHUMM
HaBaHTKEHHAMW. AKLLO0 BUHWMKatOTb FOCTPI Hanagu acTMy nicna (isMYHOro HaBaHTaXKEHHS, MauieHTam chij
NPOAOBXYBaTW 3aCTOCOBYBATM B 3BUYANHOMY PEXUMI THranauiHi B-aroHicTu SK NpoinakTUYHi 3acobun Ta mMaTu
npwv cobi iHransayinHi B-aroHiCTX KOPOTKOT il ANs eKCTPeHOT J0NoMoriu.

JNiKyBaHHA MOHTE/lyKacTOM He [03BO/ISIE MaLjieHTaM 3 acrnipuHO3a/IeXXHOK aCTMOK 3aCTOCOBYBATW acmipuvH uu
IHLI HeCTepoIAHI NpoTM3anasibHI Npenaparu.

Eo3nHOiNiS. Y MOOAMHOKMX BMMaAKax Y MauieHTIB, AKI OTPUMYKOTb MOHTENYKacT, MOXe CrocTepiratucb
CUCTEMHa eo3nHoiNisA, iHoAI 3 KAIHIYHMMK MposiBamMy BackyniTy, Tak 3BaHMIA cuHApom Yepmka—CTpocca,
NiKyBaHHSA AKOro NPOBOAMTLCA 3a [JOMOMOrOK CUCTEMHOT KOPTUKOCTEPOiAHOT Tepanii. Taki BMNaaKu 3a3Bunyai
Oy/IM NOB’A3aHi 31 3MEHLLEHHAM 031 NepopasibHUX KOPTUKOCTEPOIAHMX Npenaparis.

YKogHnx BiAMIHHOCTER WoA0 6e3neYHOCTi Ta ePEKTMBHOCTI NpenapaTy Ans MiTHIX NayieHTiB Ta 6ibWw MONOANX
BCTAHOB/IEHO He OYy/10, X04a He MOXHA BUK/IOUUTM MNiABULLEHOT YYTAMBOCTI 4O MpenapaTty B Aeskux NiTHIX
nawieHTiB.

OCKiNbKN MOHTENYKacT MnepeBaXKHO BMBOAMTLCA i3 XKOBYIO, NauieHTaM 3 Ne4viHKOBOK HefOCTATHICTIO Chif 3
06epeXXHICTIO Npu13HaYaTK el KOMGIHOBaHWIA Npenapar.

J1eBOLIETUPU3UHY TiAPOX10pUL

MMig yac 3acTocyBaHHSA npenapary Cnif YTpUMYBaTUCh Bif BXMBaHHA ankoronto. lNpenapar He peKOMeHA0BaHWi
nawieHTam npu TSXKIA CNafKoBili HEMepeHOCUMOCTI FranakTo3u, AediunTi PepMeHTY 1akTo3n abo NOpYLUEHHSX
3aCBOEHHS T/1HOKO3W | ra/lakTo3m.

KniHIYHI  JOCNIMKEHHA NEeBOLETUPU3MHY LLOLO KOXXHOMO 3aTBEpP[PKEHOr0 rMokKasaHHSA [0 3aCTOCyBaHHS He
NPOBOANINCA Ha [JOCTATHIN KiNbKOCTI NawieHTIB BIKOM Bif 65 pokiB, W06 MOXHa 6y/n10 BCTAHOBUTU, Y/ MatOTb
BOHM [HLWIY peakuitd Ha npenapar y MOPIBHAHHI 3 MOMOAWMMM nauieHTamu. Tlig 4vac IHWKUX KATHIYHUX
[OCNIIKEHb TaKOX He BigMivaioCb YKOAHWX BiAMIHHOCTEM MK MONOAMMU MaLieHTaMn Ta NauieHTamy noxmaoro
BiKY LIOAO peakuil Ha npenapaT. 3araioM, MTHIM nauieHTam npenapat chig npu3HavaTy 3 00EPEXXHICTHO |
NoYMHaTW NiKyBaHHS 3 HaMEHLUMX [03, BPaxoBYHOUM 6ifiblly 4aCTOTY BMNAAKIB 3HMXKEHOI (DYHKLIT MEYiHKM,
HUPOK abo cepus, a TaKoX CyrnyTHI XBOPo6Ou abo 3aCTOCYBaHHA iHLLIMX Mpenaparis.

OCKiNbKN NEeBOLETUPU3NH BUBOAUTLCA MEPEBAXKHO i3 CEYero, MalieHTU 3 HUPKOBOK HEAOCTATHICTIO MOXYTb
noTpebyBaTN KOPEKL,iT peXXMy A03YBaHHSA. Y TakuX MauieHTiB Leit KoMBiHOBaHWIA Npenapar cAij, 3aCToCoBYBaTH 3
06epeXxxHICTHO.

3acTocyBaHHA y nepiof BariTHOCTI abo rogyBaHHA rpyaato.

OCKi/fIbKN HaneXHWX Ta [obpe KOHTPOMbOBaHWX AOCNiMKeHb 3 6e3nekn NpuiioMy MOHTenykacty abo
NEeBOLETUPU3MHY B Mepiof BariTHOCTI He MPOBOAMMIOCH, 3aCTOCYBaHHSA [aHOI KOMOIHaUiT Ans BariTHUX >KIHOK
MPOTMNOKa3aHe.

Mepiof rogysaHHs rpyaato.

OCKiNbKN NEeBOLETUPU3NH BUAINSETLCS Y TPYAHE MOJIOKO, 3aCTOCYBaHHA L€l KOMOGIHaLiT y nepiof rogyBaHHS
rPYAAH0 He peKOMeH0BaHe.

30aTHICTb BNAMBATM Ha LIBMAKICTL peakuii Npy KepyBaHHI aBTOTPAHCNOPTOM abo poboTi 3 iHWUMHK
MexaHi3mamu.

B [AedKnX KAIHIYHUX AOCNIMKEHHAX MOBIAOMIANOCA MPO BMMAAKM COHAMBOCTI, BTOMM Ta acTeHil y [AedAKux
MauieHTiB, WO NPOXOAMIN Tepanito NeBOLETUPU3MHOM. TOMYy nif 4ac nNpuUAOMY f1IEBOLETUPUINHY CHif
YyTpUMyBaTUCA Bif HeGe3MeUHOT AisNbHOCTI, WO NoTpedye NOBHOTY yBarn Ta KoopAanHauii pyxis, a came po6oTu 3
MexaHi3mMamuy abo KepyBaHHS TPaHCMOPTHUMU 3aco6amu.

Cnoci6 3acTocyBaHHs Ta [03W.
[opocnum i giTam BikoMm Bif 15 pokiB npu3HayatoTb NO 1 TabneTuyi oAnH pa3 Ha Ao6y BBeuepi, He3aeXXHo Bij
npuiiomy iXi. TabneTkn KOBTatOTb LiiIMMK He po3xoByoun. Kypc nikyBaHHS — 14 [HIB.



aiTn.
Mpenapat 3aCTOCOBYHOTb A4iTAM Bif, 15 poKiB.

Nepeno3yBaHHA.

[aHi npo nepefo3ysaHHA LbOro KOMOIHOBAHOrO npenapaty BiACYTHI. OfHak MOBIAOMANOCA MPO BUMagKK
rnepefo3yBaHHs OKPEMUMUN PEYOBMHAMMU.

MOHTeNyKacT.

Mpn NOCTMapKeTMHrOBOMY 3aCTOCyBaHHI Ta Mif 4ac KAIHIYHUX [OCNiMKeHb HaaXo4uNW MOBILOM/IEHHA MpPo
rocTpe nepego3yBaHHS MOHTENYKACTOM. Y 3BiTax MOBIAOM/AMOCA NPO NPUIAOM MpenapaTy 4OPOCIUMU i AiTbMU B
fo3ax, Wo nepesuuytotb 1000 mr. OTpuMaHi KniHivHi i nabopaTopHi AaHi Bignosigann npodinto 6esneku ans
AOPOC/NX NaUieHTIB i AiTeld. B 6inblLOCTI NOBIAOMMEHb MPO BUMAAKM NepPeo3yBaHHS HIIKUX HeOaKaHWX SBULL,
He cnocTepiranocb. HaivacTtiwe cnocTepiranmcs no6ivyHi  eekTW, WO BigNoBigann npodinto 6e3neku
MOHTENyKacTy Ta BKItOYa/n Biflb y XXMBOTI, COHNUBICTb, cnpary, rofioBHWIM 6ifb, 6/1H0BaHHSA Ta MCUXOMOTOPHY
rinepakTUBHICTb. HeBifgOMO, 4/ BMBOAMTLCA MOHTENyKacT 3a [OMOMOrOoH MepuTOHeasIbHOro Aianisy abo
remogianisy.

JlikyBaHHSA — CUMMTOMATUYHE.

J1eBOLIETUPU3UNHY TiAPOXI0PUA.

CuMMTOMM Nepeao3yBaHHA MOXKYTb BK/IKOUATU COHMBICTb Y AOPOCANX Ta 30YMKEHHS | TPUBOXHICTb Y AiTeW, AKi
3MIHIOKOTLCA COHAMBICTIO. CneunpivyHOro aHTUAOTY [0 NIEBOLETUPU3NHY He ICHYE. Y BUMaAKy Mepefo3yBaHHS
PEKOMEH/YIOTb CTaHAAPTHI 3axoA4u 419 BMBEAEHHS Heabcopb0BaHOro JlikapCcbKoro 3acoby. HeaoBssi nichns
npUNoMy MOXHa 3p06UTY NPOMMBAHHS LUNYHKA. ["'eMojiani3 He € ePEKTUBHUM A1 BUBELEHHSA NIEBOLETUPUINHY.
NiKyBaHHSA — cMNTOMaTUYHe.

Mo6iyHI peakuii.

[aHi npo nobivHi edpeKTV LLbOro KOMBGIHOBAHOrO Npenapary BiacyTHI. OfHaK NoBifoMsSN0CA NPO NOGIYHI edieKTn
OKpPEMUX PEYOBUH.

MoOHTENYKACT.

[0 Hainbinbl YacTMX MOGIYHUX edeKTiB BiAHOCATb AMCMENcito, Biflb y XMBOTI, BUCUNAHHS, 3arnaMOPOYeHHSs,
ronosHi 6071, BTOMY, rapsauky, TpaBmy, Kallesb, 3aK1afeHiCTb Hoca, rpun.

Mo6iyHI peakuiT, 3apeecTpoBaHi y NOCTMapKETUHIOBOMY MePIofi:

3 60Ky KPOBOHOCHOI i NiMhaTUYHOI CUCTEMU: TEHAEHLIS 0 MOCUIEHOT KPOBOTOUMBOCTI.

3 60Ky IMYHHOI CUCTeMun: peakuis rinepyyTIvBOCTI, Y TOMY YMC/i aHadinakcid, eo3nHogifbHa IHQINbLTpaLis
MeYiHKW.

3 BOKy MCUXIKW: MOPYLUEHHA CHY, B TOMY YMC/i HiYHI KOLIMapW, rantouuHalii, 6e3COoHHS, ApaTiBAMBICTb, THIB,
HeTepnAaYviCTb, 30yAKeHHS, BK/IKOYAOUM arpecnBHy NnoBediHKy abo BOPOXICTb, TPEMOp, Aenpecii, Ay>XXe pigko —
cyiumaanbHi HaMmipu Ta cyiynaanbHa noBesiHka.

3 60Ky HEepBOBOT CMCTEMU: MAIABICTD | 3aMaMOpOYeHHs, napecTtesia/rinectesis, Cy40MHI Hanaau.

3 60Ky AnxaNnbHOT cUcTeMU, TPYAHOT KNITKU Ta CepefOCTIHHSA: HOCOBa KpOBOTEYa.

3 60Ky LLMYHKOBO-KULLIKOBOIO TPaKTY: fiapes, CyxiCTb Y poTi, AUCNENCis, Hy0Ta, 6/1l0BaHHS.

3 60Ky renaTo6iniapHOi CUCTEMU: Y NALIEHTIB, LLO NPUAMaM MOHTENYKacT, 6y/10 NOMiYeHO NiABULLEHHS PiBHIB
TpaHcamiHa3 cuposaTku (A1T, ACT), pigki BUNaAKM X0NecTaTU4yHOro renaTuTy, Ne4iHKOBOKNITUHHMX MOPYLLEHb
renaTtouentoNapHOro Ta 3MILIaHOro reHesy. bBifbWICTb TakMX BUMAAKIB  CYNpPOBOLKYBa/INCA  IHLIMMM
O6TXKYHOUMMU (haKTOpaMu, TaKMUMU AK 3aCTOCYBAHHSA THLUMX NiKapCbKMX 3ac06iB abo CXWbHICTb 4O XBOPO6WU
MeyviHKu, a caMe 3/10BXMBaHHS a/IKorosiem abo renartur.

3 OOKy LUKIpW i NiALWKIPHUX TKaHWH: aHriOHEBPOTUYHWIA HAOPSK, reMaToMa, KPponuB’aHKa, CBEPOIXK, BUCUMNAHHS,
HOZl03Ha BY3/IMKOBA epuUTEMA.

3 60Ky KICTKOBO-M’S30BOI CUCTEMM | CMOAYUYHOI TKaHWHW: apTpanris, Mianris, BKIKYaouM M’ 430Bi Cya0MMU.
3arasibHi po3naiu Ta MiCLeBi peakuii: acTeHia/BTOMa, BIAUYTTA AUCKOMMOPTY, HAOPAK.

Y NOOAMHOKMX BUMAaAKax nif Yac NiKyBaHHA MOHTE/lYKacTOM XBOPUX Ha aCTMy OMUCAHO BUHUKHEHHSI CUHAPOMY
Uepmka—Ctpocca (CUC). Y NOOANHOKMX BUMaAKaxX y MalieHTiB 3 aCTMOK, AKi OTPUMYHOTb MOHTE/YKACT, MOXe
crocTepiratucs CUCTeMHa eo3MHOMINISA, IHKOMM pa3oM 3 KNiHIYHUMU NPOsiBaMU BaCcKy/iTy, TaK 3BaHUIA CUHAPOM
Yepmxka—CTpocca.

J1eBOLIETUPU3NHY TigpOX10pUA.

3acTocyBaHHSA 1IeBOLIETUPU3MHY AN15 NauieHTiB Bif 12 pokiB 6y/o nos’s3aHe 3 TakKMMKU MOBGIYHUMM etheKTaMu, SK




COH/MBICTb, BTOMa, PWUHOMAPWUHIIT, CyXiCTb Yy poTi Ta apuHrit. Cepes HeyacTMxX MOGIYHMX eqeKTIiB
criocTepiranacb acteHisi Ta 60/ y 4YepeBHIn NOPOXHWHI. MOBIAOMAANOCL MPO NOOAMHOKI BUMAAKM MOGIYHUX
peakLiiii, 3apeecTpoBaHMX Y NOCTMaPKETUHIOBOMY MNepiozi, a came:

3 60Ky IMYHHOT CUCTEMMU: TiNepyyTAnBICTb, y TOMY YMC/I aHadinakcis.

3 60Ky ncuxiku: arpecis, 30ypKEHHA, MOPYLLUEHHS CHY, ratouuHalii, aenpecis.

3 60Ky HepBOBOT CUCTEMU: CYLLOMMN, HEMPUTOMHICTb, TPEMOP, BEPTUIO, AUCTEBSIA.

3 60Ky opraHis 30py: MOPYLUEHHS 30py.

3 60Ky CepLeBO-CYyANHHOT CUCTEMU: BIAUYTTA CepLebuTTs, Taxikapais.

3 60Ky AnxaNbHOI CUCTEMU, TPYAHOT KNITKY Ta CepefOCTIHHA: 3aAMLLKa.

3 60Ky wWKipn Ta NiAWKIPHOT KNiTKOBUHW: aHriOHEBPOTUYHUIA HAOPAK, CTiKa MeAMKaMeHTO3Ha epuTema,
CBepOiXK, BUCMNAHHS, KPOMUB’AHKa.

3 60Ky KICTKOBO-M’A30BOT CUCTEMM | CMONYYHOT TKaHWUHW: Miasibrisi.

PesynbTaTun 06CTE>XKeHb: 306i/bLUEHHA Macu Tina, BigXWNEHHS (YHKLUiIOHa/IbHUX MNeYiHKoBUX npob Bif
HOPMa/IbHWX 3HaYeHb.

3 GOKy LLTYHKOBO-KMLLUKOBOTO TPaKTY: HyA0Ta, Aiapes, 6/10BaHHS, 3anop, NigBULLEHUIA aneTuT, renaTuT.

3 60Ky HUPOK: AM3ypis, 3aTPUMKa Ceui.

TepMiH NpUAATHOCTI. 2 POKMW.

YMoBM 36epiraHHs.
36epiraTv B OpuriHanbHiin ynakosLi Npu TemnepaTypi He BuLle 25°C y HeOCTYMHOMY ANs AiTel MicLi.

YnakoBKa.
YnakoBkaNe10 (10x1): 10 TabneTok y 6nictepi, 1 6nictep y KapTOHHIN ynakoBL,.
¥YnakoskaNe20 (10x2): 10 Tabnetok y 6sictepi, 2 6nicTepn y KapTOHHIN yNakoBLi.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK. baHa PapmacbroTikanc Jta., IHais / Bafna Pharmaceuticals Ltd., India

Micue3HaxomkeHHS BUpoOHMKa Ta agpeca MicLs NpoBafXeHHS 0ro AisfIbHOCTI.

147, Magrasapam-Pep Xinc Poyg, peHTnioH, Binngpk Bagakapai YeHHai Tamin Hagy IN 600052, 1Hgia / 147,
Madhavaram — Redhills Road Grantlyon Village Vadakara Chennai Tamil Nadu IN 600052, India.

3anaBHUK. CKAH BIOTEK NTA, IHgia / SCAN BIOTECH LTD, India

MicLe3HaxomLkKeHHA 3asBHMKa.

E-4/300, Apepa KonoHi EkcTeHwwH, 462016, Bxonan, (M.IM.) IHgia / E-4/300, Arera Colony Extension, 462016,
Bhopal, (M.P.) India



