IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MoOMIiKCOH
(MOMIXON)

Cknag:

Aitoya peyoBMHa: MOMETA30HY (hypoaTy MOHOrigpaT;

1 f03a cripeto MiCTUTb MOMeTa3oHy pypoaTy MoHorigpat 0.05173r, Lo eKBiBa/IeHTHO MOMeTa30Hy (ypoaTy 50 MKr;

[ONOMI>KHI PeYOBMHU: GEH3A/TKOHII0 X10pUaY PO3UKH, rniLepuH, nonicopbat 80, Letono3a MikpoKpucTanivyHa, HaTpito KpocKapmesnosa, KUcnoTa IMMOHHA,
MOHOrifpar, HaTpIto LUTpaT, BOAA OUMLLIEHA.

JlikapcbKa thopma. Crnpeit HazalbHWIA, CYyCMNeH3is.
OCHOBHI (hi3MKO-XiMiYHi BnacTMBOCTIi: 6i10ro abo maixe 6in10ro Konbopy B’A3Ka CycneHsis.

dapmakoTepanesTUyHa rpyna. NMpoTUHa6PAKOBI Ta iHLLI NpenapaTy 415 MiCLIEBOro 3aCTOCYBAHHSA NPU 3aXBOPIOBAHHSAX MOPOXHUHY Hoca. KOpTUKOCTepOiaw.
Kog ATX RO1A DO9.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

MexaHi3m aii

MomeTa3oHy (hypoat - FMiKOKOPTUKOCTEPOIAANA MICLLEBOro 3aCTOCYBaHHS, SKUIA YNHWUTL BUPAXKEHY NPOTU3anasbHy Aito. JIoKa/lbHa NpoTu3ananbHa Ais MOMeTa3oHy
(hypoaTy BUSBMISIETLCA Y [03aX, NPU AKUX HE BUHUKAE CUCTEMHUX e(DEKTIB.

B OCHOBHOMY MexaHi3M MpoTu3anaibHOI Ta MPOTUaNepriyHol AiT MOMeTa3oHy (pypoaTy MOB’A3aHWiA 3 Oro 34aTHICTIO MPUrHiYYBaTU BUAINEHHA MefiaTopis
anepriyHMx peakuii. MomeTa3oHy (ypoaT 3Ha4YHO 3MEHLUYE CUHTE3/BUBINIbHEHHS JNEMKOTPIEHIB i3 NEMKOUMTIB MauieHTiB, AKi CTpaxaatoTb Ha anepriyHi
3aXBOPIOBAHHSA. Y KNITUHHUX Ky/bTypax MOMeTa30Hy (Pypoat BUSBNAB BUCOKY eeKTUBHICTb IHFiOyBaHHSA CUHTE3Y i BUBIMbHeHHs [L-1, IL-5, IL-6 i TNF-anbga.
TaKoX € CU/IbHUM [HTiBITOPOM NPOAYKLIT NEMKOTPIEHIB Ta MOTYXXHMUM iHTiGITOPOM NPoAYKUiT unToKiHiB Th2, IL-4, IL-5 nogcekumn KnitnHamn T CD4 +,

Y [OCNIMKEHHSAX i3 3aCTOCYBaHHAM TECTY Hasa/lbHOT NPOBOKaLii 3 anepreHamn MoMeTa3oHy (hypoaTt YMHUB NPOTMU3anasibHy [it0 K Ha paHHil, Tak i Ha Ni3Hii cTagil
anepriyHoi peakuii. Llein hakT BUABNEHUIA Ha TNi 3HWKEHHA aKTMBHOCTI (W00 nnauebo) rictamiHy Ta e03UMHOMINIB, a TaKOX 3MeHLUEHHS KilbKOCTi (MOPIBHAHO 3
NoYaTKOBUMMW AaHMK) €03MHOMINIB, HENTPOMINIB | BINKIB aaresii eniteniaibHNUX KNITUH.

BupaxXeHWin KNiHIYHWIA edeKT y nepli 12 roguH 3acTocyBaHHS MOMeTa3oHy (ypoaty 6yB AOCATHEHUA Yy 28 % nauieHTIiB i3 CE30HHUM afepriyHnUM pUHITOM. Y
cepeaHboMy (50%) nonerieHHs HacTaBano NPoTAarom 35,9 roguHu.

PapmakoKiHeTuKa.

MomeTa3zoHy (ypoaT Mpu Hasa/lbHOMY 3aCTOCyBaHHI Yy BUrNA4I BOAHOrO Chperd BIAPI3HAETHCA 3ara/ibHOCUCTEMHONO 6I0OAOCTYNHICTIO Yy nnasmi <1 %, i3
3aCTOCYBaHHSAM YYT/IMBOrO METOAY BU3HAYEHHS 3 HUXKHBOK MEXero CTaHOBUTb 0,25 MKr/MJ1.

CycneHsig MOMeTa3oHy (ypoaty AyXe Cnabko abcopbyeTbCA 3i LUMYHKOBO-KMLIKOBOrO TPaKTy, a Ta HEBeNMKa KifbKiCTb, WO MOXE MPOKOBTHYTUCA Ta
abcopbysatucs, NigaaeTbCca akTMBHOMY NEPBMHHOMY MeTabo/1i3My Le A0 eKCKPeLiT NepeBaxXHO Y BUTNALI METAbO/ITIB i3 XXOBYIO Ta AeAKOK MipOto — 3 CEYeto.
ITW.



Bigomo, Wwo, y fiTei, AKMM 3aCTOCOBYBa/I MOMETa30HY (hypoaT y f060Bil f403i 100 MK NpOTAroM poKy, 3aTPMMKKN POCTY He CoCTepiraiu.

KniHIYHI XapaKTepUCTUKN.
MoKa3aHHs.
e JlikyBaHHS CE30HHOro abo ULiNOpiYHOro anepriyHoro PUHITY y A0POCAMX Ta [AiTeil BIKOM Bif 2 PokiB. podinakTuyHe niKyBaHHA anepriyHoro puHiTy
CepesHbOro I TAXKKOro nepebiry pekoMeHAYyeTbCA po3noyaty 3a 4 TUXKHI 40 nepefdavyBaHOro novaTky Ce30Hy MuKyBaHHS.
o FIK AONOMDKHWIA TepaneBTUYHMIA 3aCi6 NpY NiKyBaHHI aHTUGIOTUKaMM FOCTPUX eni30AiB CUHYCUTIB Y AopociuX (Y TOMY YiCAi NiITHLOIO BiKY) i AiTei BiIKOM Bif
12 pokis.
e J1ikyBaHHS CUMMTOMIB rOCTPOro pPUHOCUHYCUTY 6e3 03HaK THXKOT 6aKTepiabHOT iH(eKLiTy fopocux i AiTei Bikom Bif 12 pokis.
JlikyBaHHS Ha3a/lbHMX NONINIB Ta NOB’A3aHNX 3 HUMK CUMMTOMIB, BK/HOYAKOUN 3aKNafeHiCTb HOCa Ta BTpaTy HIOXY, Y MauieHTiB BiKOM Bij, 18 pokiB.

IMpoTnnoKasaHHA.

MigByLLeHa Yy TMBICTb [0 aKTUBHOT Pe4OBMHN abo A0 Oy/b-AKOro3 KOMMOHEHTIB npenapary.

MMpenapat He cnif 3acTOCOBYBATW MPW HAsABHOCTI HENIKOBAHOI /IOKaNi30BaHOT IH(eKUiT i3 3a1yYeHHAM C/IM30BOI 000/IOHKM HOCOBOI MOPOXHWMHKW (Hanpukniag,
NPOCTWIA reprec).

OCKiNbKN KOPTUKOCTEPOIAN MaOTb e(heKT MPUrHiYeHHs 3aroeHHA paHu, nauieHTaMm, SK1UM HewoAaBHO Poouan orepawito y HOCOBIN NMOPOXKHWMHI abo y AKUX Bynu
TpaBMW, He MOXXHa 3aCTOCOBYBATMW Ha3a/lbHUI KOPTUKOCTEPOIf, MOKM He BigbyAeTbCs 3ar OEHHS.

B3aemogis 3 iHLWIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSIN.

MpenapaT MOMIKCOH 3aCTOCOBYBa/IM OHOYACHO 3 flopaTafMHOM, MpW LbOMY He 6Y/10 Bif3HauYeHO XOAHOro BN/IMBY Ha KOHUEHTpaUito y niasMi KpoBi fiopaTaamHy
abo 1oro ronoBHOro MeTaboniTy, a MOMeTa30Hy (hypoaT He BM3HaYaBCA Y Na3Mi KpoBi HaBiTb Y MiHIMa/IbHIN KOHUeHTpauii. CymicHa Tepanis fobpe nepeHocuniacs
XBOPUMUA.

[JaHi o0 B3aeMogii 3 iHLWIMMK npenapaTaMun He NpeAcTaBeHi.

OuiKyeTbCA, WO chinbHa Tepanist 3 iHri6itopamm CYP3A, BKIKOYaouM npenapaTtu, WO MIiCTATb KoGiuucTar, 36ibWnTb PUSNK PO3BUTKY CUCTEMHMX MOBIYHUX
edpekTiB. MOEAHAHHSA CNif YHUKATU, AKLLO Ti/IbKN KOPUCTb HE MepeBuLLYyE MiSBULLEHOTO PUSNKY CUCTEMHMX MOBIYHMX e(IEKTIB KOPTUKOCTEPOILIB, Y LIbOMY BUMAAKY
nawuieHTam cnif, BpaxoByBaTV MOX/IMBICTb CUCTEMHUX BUHUKHEHHSA MOBIYHUX eqieKTiB KOPTUKOCTEPOIiB.

Oco6MBOCTI 3aCTOCYBaHHSA.

Mpenapat He cnif 3aCcTOCOBYBATW NPU HABHOCTI HENIKOBAHOI MicLeBOT iH(EKLIT i3 3a1yUYeHHsIM Y NPoLeC CNM30BOT 060/10HKK HOCA.

Uepes Te, L0 KOPTUKOCTEPOILM MatOTh e(heKT NPUrHIYEHHS 3arOEHHA paH, nalieHTam, AKUM HeLlofaBHO pobunv onepawito y HOCOBIV NMOPOXHUHI 260 Yy AKMX 6ynun
TpaBMK, He MOXXHa 3aCTOCOBYBATW Ha3a/lbHUIA KOPTUKOCTEPOIL, MOKM He Bif0yeTbCA 3ar0eHHS.

MOMIKCOH, Cripeit Ha3a/lbHWI, CNif, 3aCTOCOBYBATM 3 00EPEXHICTIO NaLieHTam 3 aKTUBHOK (POPMOI0 Ty6epKy/1b0o3y ab0 HeaKTUBHUMU Ty6epKY/IbO3HUMM iH(eKLisMU
ANXa/IbHOT cucTemu, abo HenlikoBaHil rprbKoBiii, 6akTepianbHii, CUCTEMHIN BipYCHIl iH(eKUiT abo npw iHgeKuUii herpes simplex 3 ypaXXeHHsSIM Queid.

MauieHTiB, fKi OTPUMYIOTb KOPTUKOCTEPOIAW, Y AKUX MOX/IMBE BUHUKHEHHS IMYHOCYMNPECUBHOI AiT, CNij MnonepeauTn Npo pusnK, NOB’A3aHMIA i3 KOHTaKTOM 3
HOCIAIMM AesKMX iH(EKLINHMX 3axXBOPtOBaHb (Hanpuknag, BiTpsHa Bicna, Kip), a TakoX Npo HeobXiAHICTb 3BEPHYTUCA 3a KOHCY/bTalieto 40 Nikaps y pasi, SKLO
KOHTaKT 3 HUMW Bif0yAeThbCs.

besneka Ta e(yeKTUBHICTb 3aCTOCYBaHHA MOMIKCOH Mpu NiKyBaHHI Ha3abHUX NONINIB Y AiTel Ta NigNiTKIB BIKOM 40 18 poKiB He A0Ci4KYBaIUCS.

Micna 12 micAuiB 3aCTOCYBaHHA MOMeETa30Hy (Dypoaty B AOCMIMKEHHI 3a y4acTiO MauieHTIB i3 LiIOPIYHUM PUHITOM He BUSABNEHO HIAKUX CMMMNTOMIB aTpowii



C/IM30B0i 060/IOHKM HOCa; KPIM LibOro, MOMETa30HY (hypoaT BUABNAB 34aTHICTb BiJHOBNHOBATI 6/IM3bKY [0 MPaBWU/IbHOI, FiCTOMONIYHY CTPYKTYPY CIM30BOT 060/I0HKN
Hoca. OfjHaK Npw 3acTOCyBaHHI NpenapaTy NPOTArom AeKibKOX MicsuiB abo GinbLue NauieHTiB cnif nepiognyHo 06CTeXYBATN 3 METOK BUSIBNIEHHS Y HUX MOX/IMBUX
3MiH C/IM30BOI 060/IOHKM HOCa. Y BUNafKy PO3BUTKY /I0KabHOI FPUOKOBOI IH(EKLT HOCa UM NI0TKM MOXE 3Haf00uTUCA NPUNUHEHHS Tepanii npenapaTtom abo
MpPOoBeAEeHHS Bi4NOBILHOIO NiKyBaHHS. MoApa3HeHHs CM30BOT 060/I0HKM HOCa | IIOTKM, WO 36epiraeTbCa NPOTAroM TPUBAIONO Yacy, TaKoX MOXKe 6YTK NMoKa3aHHAM
[0 NPUMNMHEHHS NTIKYBaHHA NpenapaTom.

MOMIKCOH, Cripeii Hasa/lbHWi1, He PeKOMEHAYETLCS 3aCTOCOBYBaTY MaLjieHTaM i3 nepgopavieto neperopogkn Hoca.

CucteMHa fisi KOpTUKOCTEPOIAiB.

MOXXyTb BUHUKHYTW CUCTEMHI AiT Ha3a/lbHUX KOPTMKOCTEPOILiB, 0CO6/IMBO Y pa3i BE/IMKUX [03, SKi 3aCTOCOBYHOTb MPOTArOM TPMBaUIoro nepiogdy. Mposs gaHux Aaii
ICTOTHO MeHLU IMOBIPHWIA, HDXX Y pa3i NpuitomMy nepopasibHUX KOPTUKOCTEPOIAiB, i MOXe BIAPI3HATACS Y Pi3HUX NauieHTiB, TaK i B Pi3HWX npenaparis, L0 MICTATb
KOPTUKOCTepoiamn. MOTeHUiHI CUCTEMHI AiT MOXYTb MPOABAATUCA Y BUrNA4I CUHAPOMY rinepkopTuumamy (KywmHra), 3mMiHM ocobu sk npy cuHapomi KywmHra,
NPUrHIYeHHS (YHKLIT KOpY HaAHVUPKOBUX 32103, 3aTPUMKIM POCTY B AiTel, y TOMY YiCAi y NigIiTKIB, KatapakTa, rnaykomMa, pigwe — pagy NcuxiyHnMxX cMMNToOMiB abo
3MiH Y NOBeAiHLi, BK/IHOYAKUM HaAMipHY NCUXOMOTOPHY aKTUBHICTb, NOPYLLEHHS CHY, CTPax, Aenpecito abo arpecito (0co6/1BO y AiTeN).

Mpwy 3acTOCyBaHHI Ha3a/IbHUX KOPTUKOCTEPOTAiB 3ahikCOBAHO BUNALKM NiABULLEHOIO BHYTPILLUHbOOYHOI O TUCKY.

Mpy TpuBanomy NikyBaHHI npenapatoM MOMIKCOH 03HaK MPUrHIYeHHs QYHKUIT rinotanamo-rinogisapHo-HafHNPKOBO3aI03HOT CUCTEMU He crnocTepiranocs. 3a
nauieHTaMmu, AKi NepexofdTb Ha NiKyBaHHS Hasa/lbHUM CMPEeEM Nicns TpuBanol Tepanil KOPTUKOCTEPOidaMu CUCTEMHOI Ail, NOTPIGHO YBaXKHO criocTepiraTu.
MMPUNUHEHHA NPUIAOMY KOPTUKOCTEPOIAIB CUCTEMHOT AT Y TaKUX XBOPUX MOXe NPU3BECTM [0 HEAOCTaTHOCTI PYHKLIT KOPU HAHUPKOBKMX 33103, L0 MOXE BUMaraTu
MOHOB/EHHA Tepanil CUCTEMHMMUN KOPTUKOCTepOigamu i 3aCTOCYBaHHS IHLLIOTO BIAMOBIAHOIO NiKyBaHHS.

MMig yYac nepexopy Bif NiKyBaHHA KOPTUKOCTEPOIAaMM CUCTEMHOT AiT Ha NiKyBaHHA npenapaTtoM MOMIKCOH Yy [esaKnx XBOPWUX NOpAf i3 MONerweHHAM HOCOBUX
CUMNTOMIB MOXYTb BUHWKHYTWM CUMMTOMM BiAMIHW KOPTUKOCTEPOIgiB (Hanpuknag, 6inb y cyrnobax ta/abo m’s3ax, BiguyTTs BTOMU i fenpecis). Takux XBOpUx
HeobXi4HO crelianbHO MepeKkoHyBaTh Yy A0LibHOCTI NPOLOBXEHHS /TIKyBaHHA CripeeM. 3MiHa Tepanii MOXe TakoX BUSABUTY a/lepriyHi 3aXBOPHOBaHHA (Hanpviknag,
aneprivyHnii KOH IOHKTUBIT, eK3eMa), LLL0 PO3BUHYINCS paHille i MacKyBa/nca Tepanieto KOPTUKOCTEPOigamu CUCTEMHOT Ail.

MMOTEHUIHWIA pU3NK CUHAPOMY KyLumMHIra MoyKe BUHUKHYTU Mpy TPUBa/IOMY 3aCTOCYBaHHI npenapaTy y BUCOKMX A03ax.

Moninu Hoca.

Hi 6e3neKy 3acTocyBaHHS, Hi e()eKTUBHICTb MOMETa30HYy (PypoaTty npu NikyBaHHI 0AHOGIYHUX NOAINIB HOCa, NOAINIB, NOB’S3aHUX i3 MYKOBICLMA030M, abo noninis,
fIKi NMOBHICTIO NMepPeKpUBat0Tb HOCOBY MOPOXXHWHY, HE JOC/ILKYBa/IN.

OpfHOGIYHI Nnoninu He3BMYaiHOT abo HenpaBU/ILHOT (DOPMM, 0CO6/IMBO NOKPUTI BUpPa3KaMm abo Taki, L0 KPOBOTOUATb, CliJ PETeNbHO 06CTEXUTMN.

Bnaune Ha picT AiTel Ta NigniTKiB.

PeKOMeHAYETLCS NPOBOANTU PEryNsipHUA KOHTPONb POCTY Y AiTeR, AKi NpoXoaaTb TpuBane NiKyBaHHA Ha3abHMMU KOPTMKOCTEpOigaMu. Y pasi YroBi/lbHEHHS
3pOCTaHHA Chif, SKLLO Lie MOXINBO, 3MEHLLNTM 03y Ha3a/lbHOTO KOPTUKOCTEPOTAY A0 MiHIMaIbHOT 403K, WO e(leKTUBHO 3HIMAE CUMNTOMW. TaKoX CNif PO3risHyTH
MOX/IMBICTb HamnpaB/ieHHs NaLieHTa Ao axisug — negiarpa.

HesBaxatoun Ha Te, L0 3aCTOCYyBaHHA NiKapCcbKoro 3acoby MOMIKCOH, cnpeli HasanbHWIA, [,O3BONSIE KOHTPO/IKOBATM CUMITOMM 3anasieHHs CM30BOT 060/10HKM Hoca Y
6iNbLLUIOCTI NaLieHTIB, 0AHOYACHE A0AATKOBE NTIKYBaHHSA MOXE CIIPUSATI 3HATTHO IHLLMX CUMMATOMIB, 30KPEMa OYHMX.

Cnig nonepeaUT NaLieHTiB NPo HeOOXIAHICTb HEranHOrO 3BepHEHHS [0 NiKapa Y pa3i BUHUKHEHHS 03HaK abo CUMMNTOMIB TSHXKKOI 6akTepiaibHOT IH(eKLiT, TakmX fK
NiABWLLEHHS TemnepaTypy Tina, CUMbHWUIA OAHOGIYHMIA 6inb y AindHUi 06nnyys abo 3yOHMIA 6inb, opbiTasbHa abo nepiopbiTasibHa NPUNYXNICTb/HAOPSK, abo
MOripLUEeHHsA CTaHy MiCnA No0YaTKOBOrO MOKPALLEHHS.

Mpy 3acTOCYBaHHI KOPTUKOCTEPOIAiB CUCTEMHOI Ta MicLeBOi AiT (BKIOYatOuM iHTpaHa3a/lbHe, iHransuiiHe Ta BHYTPILLHbOOYHE BBEAEHHS) MOXYTb BUHUKHYTU
MOpYLUEHHS 30pY. AKLLO BUHMKAKOTb TaKi CUMMTOMMU, IK HEYITKICTb 30pY ab0 iHLWI NOpYyLUEHHS 3 6OKY 30pY, NauieHTy CNif MPOMTM 06CTEXEHHS Y o(pTasibMoora ans
OLIHKN MOXMBUX MPUYUH MOPYLUEHHS 30pY, AKI MOXYTb BK/OYATM KaTapakTy, rfaykomy abo Taki PifKICHI 3aXBOPHOBaHHA, fK LEeHTpaibHa Cepo3Ha




XopiopeTuHonaris, Npo Lo NOBifOM/IAN0CA MIC/A 3aCTOCYBaHHSA KOPTUKOCTEPOIAiB CUCTEMHOT Ta MIiCLLEBOI Aii.
BesneyHicTb Ta epeKTUBHICTb 3aCTOCYBaHHS npenapaTty MOMIKCOH Npu NiKyBaHHI CUMMTOMIB PUHOCUHYCUTY Y AiTeld BIKOM A0 12 poKiB He BUBYanach.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

CnieyianbHNX gocnifpkeHb AiT npenaparty y BariTHUX XXIHOK He MPoBOAUN.

AK 1 IHWI KOPTUKOCTEPOIAM ANA IHTpaHas3abHOro 3acToCyBaHHA, npenapaT MOMIKCOH 3aCTOCOBYHOTb BariTHUM i XIHKaM, fKi rOfytTb IPyALto, TiNbKM - AKLLO
OuYiKyBaHa KOPWCTb Bifl 1Oro 3acTOCyBaHHS BMMpaBAOBYE MOTEHUIAHMIA PU3NK ANns maTepi, nnofga abo HeMOBAAT. HemoBAAT, MaTepi SKMX Yy nepiog BariTHOCTI
3aCTOCOBYBa/IM KOPTUKOCTEPOIAN, CNif, PeTeIbHO 06CTEXYBATU Ha NPeAMET MOX/IMBOI MNOYHKLIT HAAHUPKOBUX 3a/103.

34aTHICTb BNMBATY Ha WUBMAKICTb peakuii npy KepyBaHHIi aBTOTpaHCnopToM abo
HLLUMMUW MexaHi3Mamu.
Hesinoma.

Cnocib 3acTocyBaHHA Ta [03MW.

Mepef NOYaTKOM BUKOPUCTaHHA HOBOrO (hfiakoHa npenapaty Cnif npoBecTu 1oro KanibpyeaHHsA. KaniopyBaHHS 34iACHIOETLCS WASXOM Npuban3HO 10 HaTUCKaHb
[,03YH4Oro NPUCTPOLO, MpY LbOMY BCTAHOB/IHOETLCSA CTEPEOTUNHA Nofadva NiKapcbKoi pevyoBUHU, MPU AKil i3 KOXXHUM HATUCKaHHSAM Bif0YBaETLCA BUKMA NPUBIN3HO
100 mr cycneHsii, Wwo mictutb 50 MK MoMeTa30Hy (O4Ha [03a). AKLWO Ha3a/bHWUIA Crpein He BUKOPUCTOBYBATY MPOTArom 14 fHiB abo [oBLUE, nepes HaCTYMHUM
3acTOCyBaHHAM He06XifHe MOBTOPHE «BUMPUCKYBAHHSA» LLMIAXOM 2 HaTUCKaHb, 0KN He By /e cnocTepiraTucs noBHa nogava.

Mepes KOXKHMM 3aCTOCYBaHHSAM CAif, eHEPriiHO CTPYLUYBaTH (D1aKOH.

BrkopucTaHuii piakoH, a TakoX (h1akoH, PO3KPUTMIA ABa MicALLl TOMY, CNiJ BUKAHYTH.

JliKyBaHHSI CE30HHOIO ab0 LiNopPiYHOro anepriyHoro puHITY: Aopocaum (y TOMY YMCAi NMITHLOrO BiKY) i AiTAM BIKOM Bif 12 poKiB pekomMeHA0BaHa NpodinakTnyHa i
TepaneBTUYHa [03a Npenapary CTaHOBUTL 2 BMOPCKYBaHHA (M0 50 MK KOXHE) y KOXHY Hi3gpto 1 pa3  Ha  goby

(3arasnibHa go6osa fo3a — 200 MKr). Tlicns AOCATHEHHS NiKyBa/lbHOro eqoeKTy AN NigTPMMYYoT Tepanil AoLUilbHe 3MEHLLIEHHS 403U [0 1 BCMOPCKYBaHHS Y KOXHY
Hi3apto 1 pas Ha fo6y (3aranbHa Ao60Ba fo3a — 100 MKr).

AKLLO nocnabneHHsA CMMMNTOMIB 3aXBOPHOBaHHA He BAAETbCA AOCATTU 3aCTOCYBaHHSIM MpenapaTy y PeKOMeHAOBaHiin TepaneBTWUYHIN [03i, 4060BY [03Y MOXHa
36iNbWNTKA [0 MaKCUManbHOI — M0 4 BMOPCKYBaHHS Y KOXHY Hi3apto 1 pa3 Ha Ao6y (3aranbHa po6oBa gosza — 400 Mmkr). MMicns nocnabneHHs CMMNTOMIB
3aXBOPHOBAHHA PEKOMEHAYETHCA 3HUMXKEHHSA A03M.

[ns pitei Bikom 2—11 poKiB peKOMeHA0BaHa TeparneBTMYHa 403a CTaHOBUTL 1 BopcKyBaHHSA (50 MKI) y KOXHY Hi3apto 1 pa3 Ha o6y (3aranbHa fo60oBa fo3a — 100
MKT).

MpenapaTr NPoAEeMOHCTPYBaB K/iHIYHO 3HaYyLIMIA NOYaTOK Ail NpOTAroM 12 rofuH Micns nepLioro 3aCTOCyBaHHA [esKWM MauieHTam i3 Ce30HHUM aneprivyHum
pUHiITOM. OfHaK MOBHY KOPWCTb Bif NiKYBaHHA HE MOXHA OTpUMaTK y nepuli 48 roguH, TOMy nauieHTy Heo6XifHO NPOLOBXYBATU pPerynsapHe 3aCTOCyBaHHS AN
[OCATHEHHS NMOBHOI0O TePaneBTUYHOIO eqeKTy.

[lonoMi>KHe NiKyBaHHA roCTPUX eni3ofis CUHycuTiB. JopocnvMm ( 'y TOMY 4mC/li NITHLOTO BIiKY) 1 A4iTAM BIiKOM Bif 12 poKiB pekoMeHoBaHa TeparesTUyHa f03a
CTaHOBUTb 2 BNOPCKYBaHHA ( M0 50 MKT) Y KOXHY Hi3apto 2 pasu Ha fo6y ( 3arasibHa fo6oBa gosa — 400 MKr).

AKLO nocnabneHHs CMMNTOMIB 3aXBOPHOBAHHA He BAAETbCA AOCATTU 3aCTOCYBaHHSM MperapaTy B PeKOMeHOBaHii TepaneBTUYHIN [03i, A060BY [03Y MOXHa
36iNbWNTK [0 4 BNOPCKYBaHb Y KOXKHY Hi3Apto 2 pa3un Ha fo0y (3arasibHa go6osa fosa — 800 MKr). icna nocnabneHHs CUMITOMIB 3aXBOPHOBAHHA PEKOMEHYETHCA
3HUKEHHSA [03M.

FocTpuin pUHOCUHYCUMT. Jopocnum i AiTAM BiKOM Bif, 12 pokiB pekoMeH0BaHa TepaneBTUYHa 1038 CTaHOBUTL 2 BMOPCKYBaHHA ( N0 50 MKT) y KOXHY Hi3fpto 2 pasu



Ha o6y (3aranbHa fo6osa fo3a — 400 MKr)
HasanbHi noninu. Ansa nayieHTiB BikoM Bif 18 pokiB ('y TOMY Yncni NiTHLOrO BiKy) peKOMeH/oBaHa 403a CTaHOBUTb 2 BMOPCKYBaHHSA ( M0 50 MKI) y KOXHY Hi3apto 2
pasun Ha o6y (3aranbHa fo60Ba fo3a — 400 MKr). MMicns JOCArHeHHS KAiHIYHOro epeKkTy peKOMeH40BaHO 3MEHLLMTY 403y 40 2 BNOPCKYBaHb Y KOXHY Hi3apto 1 pas3
Ha o6y (3aranbHa fo6osa fo3a — 200 MKr).

aiTn.

Mpy npoBeaeHi NnaLebo — KOHTPONbOBAHMX KNIHIYHUX AOCNIMKEHb Y AiTeR, SKMM npenapaT MOMIKCOH 3aCTOCOBYBann y A060Bii fo3i 100 MKI NpOTAroM pokKy,
3aTPUMKM POCTY He Bif3Ha4vanocs.

He pocnimkyBanaca 6esneka Ta eeKTMBHICTb npenapaty MOMIKCOH Npu niKyBaHHI HasafbHUX NONINIB Yy AiTei Ta NigniTKiB BikoM Ao 18 pokiB, cMMNTOMIB
PUHOCUMHYCUTY — Y AiTel BiKOM 0 12 poKiB, CE30HHOM0 abo LjifIopiYHOro anepriyHoro puHITy —y AiTei BikoM 40 2 POKiB.

Nepepno3yBaHHSA.

YHacnifok Toro, Wwo cucTemMHa 6iog0CTyrnHICTb Npenapaty CTaHOBUTL < 1 % (BiANOBIAHO 40 pe3ynbTaTiB YyT/IMBOrO METOAY HUXHBLOMO KiflbKICHOTO BM3HAYEHHS
ctaHoBuTb 0,25 nr/mn), MasioiMOBIPHO, LLO MpY Nepefo3yBaHHI 6yAyTb NOTPIGHI iHLWI 3aX04u, KPiM Harnsagy 3a CTaHOM XBOPOTO i3 HACTYMHWUM 3aCTOCYyBaHHAM
npenapaTy y peKoMeH0BaHii Ao3i.

IHransayis abo nepopasibHe 3aCTOCYBaHH$ HaaMipHUX [03 KOPTMKOCTEpOigiB MOXe NpU3BeCTM [0 NPUrHIYeHHS (OyHKUIT
rinoTanamo-rinoisapHo-HaAHMPKOBO3a/103HOT CUCTEMM.

Mo6iyHI peakuii.
MoB’A3aHi 3 NiKyBaHHAM rpenapaTtoMm MOMIKCOH NOGIYHI peakLii, AKi CNOCTepiraincb y KMIHIYHUX LOCNIIKEHHAX Y MaUieHTIB 3 afepriyHuM pUHITOM, HaBefeHi B
Tabnuuil.

Tabnuual: MNos’A3aHi 3 NikyBaHHAM npenapatomM MOMIKCOH Mo6iYHI peakLil y nawieHTiB 3
anepriyHnM puHITOM
AyXe yacTto (=1/10), vacto (=1/100, <1/10), HeyacTo (=1/1000, <1/100), pigko (=1/10000, <1/100),
ayxe pigko (<1/10000)

3 60Ky AMXanbHOT CUCTEMMU, OPraHiB rpyAHOT KNITKK | CepefoCTiHHS:
YacrTo: HocoBa KpoBoTeua, (hapuHriT, BIiAYYTTA MEYiHHA Yy HOCI, BigyyTTA
MofpasHeHHs Y HOCI, BMPa3Ku B HOCI

3arasibHi NOpYLLEHHA Ta NOPYLLEHHS Y MiCLi BBELEHHS

YacTo: | FonoBHwWiA 6inb
HocoBi KpoBOTeYi NPUNUHANNCA CAMOCTINHO i 6y MOMIPHUMW, BUHMKAW AELLO YacTille, HiXK Npu 3acTocyBaHHI nnauebo ( 5%), ane pifLue, HiXX Npy 3aCTOCYBaHHi
IHWKMX IHTpaHa3aibHUX KOPTMKOCTEPOILIB, WO AOCNILKYBa/IMCA Ta 3aCTOCOBYBA/IACA K aKTUBHUA KOHTPOSb (Y AEAKMUX i3 HMX 4acToTa BUHUKHEHHS HOCOBWX
KpoBOTeY cTaHOBMMa A0 15%). YacToTa BUHUKHEHHS IHLWNX HebaxXaHUX ABuL, 6yna NOPiBHIOBAHOKD 3 YaCTOTOH BUHWKHEHHS MPW 3aCTOCYBaHHI nnaue6o.
Y [iTeil yacToTa po3BUTKY HebaxXaHMX sBuL, Gyna NopiBHIOBaHa 3 TakKOK NPV 3aCTOCyBaHHI Nnaue6o, Hanpuknag, HOCoBi KpoBoTeudi (6%), ronoBHuMiA 6inb (3%),
BIJUYTTA NMOAPa3HEHHS Y HOCI (2%) | uxaHHs (2%)
Y nauieHTIB i3 Ha3a/IbHUMK NONINaMK 3arajibHa KifbKiCTb HebaKaHWX SBWLL, NOPIBHIOBANACH 3 TaKOK MpW 3acTOCyBaHHI nnaue6o Ta nofibHa A0 KiNbKOCTI, Lo




criocTepiranacs y nauieHTiB 3 alepriyHyM pyUHITOM.
MoB’A3aHi 3 NikyBaHHAM npenapaToM MOMIKCOH MOGIYHI peakuil, AKi criocTepiranmcs y KniHiYHMX AoCnifKeHHsAX y 6inbll HiXX 1% nauieHTiB, HaBeaeHi B Tabnuui 2.

Tabnuusa2: MNoe’s3aHi 3 NikyBaHHAM npenapatoM MOMIKCOH Mo6iyHi peakLil y nawyieHTiB 3 Haza/lbHUMM
noninamu
AyXe yacTto (=1/10), yacto (=1/100, <1/10), HeyacTo (=1/1000, <1/100), pigko (=1/10000, <1/100),
ayxe pigko (<1/10000)

3 60Ky AMXanbHOT CUCTEMMW, OPraHiB rpyAHOT KNITKK i CepelOCTiHHS:
BepxHi gnxanbHi Wnaxm

IHbekuiT 4acTo HeyacTo
Hocosi KpoBoTeui 4acTo [Y>Ke 4acTo
3arasibHi NOPYLLEHHS Ta NOPYLUEHHS Y MiCLLi BBEEHHS

YacTo: | vacto | vacto

[Micna iHTpaHa3a/IbHOro 3aCTOCYBaHHA MOMETa30HY (ypoaTy iHOAI MOXYTb CrocTepiraT1cs peakuii rinepyyT/IMBOCTI, BKIKOYAKOUM 6poHxXocnasm Tn gucnHoe. [dyxe
piAKOo NOBIAOMAANN NP0 aHaiNaKTUYHY peakLito, aHriOHEBPOTMYUHUIA HABPSIK ab0 NOPYLLUEHHS HIOXY Ta CMakKy.

Y nauieHTiB i3 roCTPMM PUHOCMHYCUTOM 3arasibHa KiflbKiCTb HebaxaHNX ABWLL NOPIBHIOBAIACA 3 TAKOK MPY 3aCTOCYBaHHI Mnauebo Ta nofibHa A0 KibKOCTI, L0
crnocTepiranacs y nauieHTiB 3 iHWNMK NoKa3aHHAMM. 0B’ A3aHi 3 NiKyBaHHAM NOGIYHOT peakLii, SKi cnocTepiranaca y nauieHTIiB 3 iHLWXMK NokasaHHAMW. MoB’A3aHi
3 NiKyBaHHAM MO6IYHOT peakLii, AKi CNOCTePIrainch Y KNIHIYHUX LOCNIMKEHHAX Y OiNbll HXX 2% nauieHTiB, HaBeaeHi B Tabnumui 3.

Tabnunua3: MNoe’A3aHi 3 NikyBaHHAM npenapatoMm MOMIKCOH NO6iYHi peakuii y nauieHTiB 3 rocTpUM
PVHOCVHYCUTOM
AyXe yacTto (=1/10), yacto (=1/100, <1/10), HeuacTo (=1/1000, <1/100), pigko (=1/10000, <1/100),
Lyxe pigko (<1/10000)

200 mKr 1 pa3 Ha goby | 200 mKr 2 pa3un Ha goby
3 60Ky AMXanbHOT CUCTEMMW, OPraHiB rpyAHOT KNITKK | CepefoCTIHHS:
BepxHi AuxasibHi Wasxu

HocoBi KpoBOTeui | vacTo | acTo

3 6oky LLUKT

Bifb y XnBOTI 4acTo 4acTo
[Oiapes 4acTo 4acTo
Hygota 4acTo 4acTo
3arasibHi NopyLleHHs Ta NOPYLLEHHS Y MiCLi BBEEHHS

[010BHUI 6inb | vacto | vacTo

HaiiuacTiwe nobiyHa peakLis, HOCOBa KPOBOTEYa, BUHUK/IA NPUOM3HO 3 04HAKOBOK YacTOTOK Yy rpyni nnaue6o (2,6%) Ta rpyni npenapaty MomikcoH (2,9% Ta
3,7% BifNoBigHO).



MOoX/IMBe BUHWKHEHHS CUCTEMHUX e(DEKTIB Ha3a/IbHUX KOPTUKOCTEPOIAiB, 0CO6/IMBO MPW 3aCTOCYBAHHI BE/IMKUX 03 MPOTATOM TPUBA/IOr0 Mepios.
MoBigomnsanoca Npo BUNaAKW rnaykoMu/nigBuLLEHHSA BHYTPILLHBOOYHOI0 TUCKY MPY 3aCTOCYBaHHI iIHTpaHa3aibHUX KOPTUKOCTEPOTILIB.
MoBiAOMANOCS NPO HEYITKICTb 30pY.

TepMiH NpMAATHOCTI. 2 POKN.
TepMmiH NpMAATHOCTI NIiCMA NEPLUOro BIAKPUTTA (hiakoHa — 2 MicsL,.

YMoBW 36epiraHHs. 36epirati npu TeMnepatypi He BuLle 25° C.

YnakoBka. o 10 r (60 go3), no 16 r (120 go3), 18 r (140 n03) cycneHsii y nonieTunieHoBoMYy (P/iakoHi 3 [03YHOUMM HAacOCOM Ta Hasa/lbHUM ansikatopom. Mo 1
(hNakoHy Y KapTOHHI KOpPO6Li.

KaTeropis Bignycky. 3a peLenTom.

BupobHnku. ®apmea, PpaHuis/Farmea, France.
AT « Apames ®apma», Mosnbla/ Adamed Pharma S.A. Poland

Micue3HaxomkeHHs BUPOOHMKaA Ta agpeca MicLsi NPoBafKeHHS A0ro 4isifIbHOCTI.
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