IHCTPYKULIA

AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HA3OHEKC®

(NASONEX®)
Cknag:
Aitoya pevyosuHa: 1 fo03a cripetd MIiCTUTb MOMETa30HYy (hypoaTy MOHorigpat (MiKpOHi30BaHWA) Yy KifbKOCTI, eKBiBaneHTHIN 50 MKr MOMeTas3oHy (ypoaty
(6e3sofHOrO);

[ONOMI>KHI PeYOBUHU: LieNt0/103a ancrepcHa (Lenton1o3a MikpoKpucTaliyHa Ta HaTpito KapOOKCMMETUNLENH0103a); MNILEPUH; KUC0Ta IMMOHHA, MOHOTiApaT; HaTpito
umTpart, gurigpat; nonicop6at-80; 6eH3a/IKOHIKO X10pMAY PO34YMH; BOAA OUMLLIEHA.

JlikapcbKa thopma. Cripeit HazalbHWIA, 1030BaHWA.

OCHOBHI (hi3nKO-XiMiYHi BnacTVBOCTI: 6in0ro abo maixe 6in10ro KosboOpy HeNpPo3opa CyCreHsis.

dapmakoTepaneBTUYHa rpyna. MpoTuHa6psKOBI Ta iHLWI NpenapaTy Ans MiCLEBOro 3aCTOCYBaHHS NPY 3aXBOPHOBAHHSX MOPOXHUHU Hoca. KopTukocTepoiamn. Kog
ATX RO1A DO09.

dapmako/oriyHi B1acTmBOCTI.

dPapmakofnHamika.

MomeTa3oHy (Pypoar — CUHTETUYHWUIA KOPTUKOCTEPOi[ 415 MICLEBOro 3aCTOCYBaHHS, AKWA YNHUTb BUPaXKeHY MpoTu3anasbHy fito. JIoKanbHa npotusanaibHa gis
MOMETa30HY (hypoaTy BUABMAETLCA Y [03aX, NMPU AKUX HE BUHUKAE CUCTEMHUX e(EKTIB.

B oCHOBHOMY MexaHi3M NpoTu3anaibHOI Ta NPOTUaneprivyHol Ail MOMeTa3oHy (hypoaTy MOB'A3aHWIn 3 MOro 34aTHICTIO MPUrHIYyBaTW BUAINEHHA MefiaTopis
anepriyHMx peakui. MomeTasoHy (ypoaT 3Ha4YHO 3MEHLUYE CUHTE3/BUBINIbHEHHS NENKOTPIEHIB i3 NEMKOUMTIB MauieHTiB, AKi CTpaxaatoTb Ha anepriyHi
3aXBOpOBaHHA. MoMeTa3oHy (hypoaT NMPOLEMOHCTPYBaB Ha Ky/nbTypi KAiTUH y 10 pasiB Oinblly akTUBHICTb, HIX IHLWI CTepoign, BKIHOUaKOUM 6eKOMETa30Hy
aunponioHat, 6eTameTasoH, riJpPOKOPTU30H Ta [AeKcaMeTa3oH LWOAO MPUrHIYeHHA CUHTe3y/BMBINbHeHHA IL-1, IL-5, IL-6 Ta TNFo. BiH TakoX € MNOTY)XXHUM
iHri6iTopom npofykyeaHHsA Thy unTOKiHIB, IL-4 Ta IL-5 i3 mogcbknx CD4t T-knituH. MomeTa3oHy (hypoat TakoX Y 6 pasiB akTUBHILIMIA, HiIXX GeKIOMeTa3oHy

AavnponioHar Ta 6eTameTasoH, BiJHOCHO MPUrHIYeHHS NPoAyKyBaHHA IL-5.
Y pocnifkeHHsX i3 NPOBOKaLiMHUMK TeCcTaMW 3 HaHEeCEHHSAIM aHTWUTeHIB Ha CN130BYy 000M0HKY Hoca Oyna BUsIB/IEHA BMCOKa NpOTM3anaibHa akTUBHICTbL BOAHOMO



Ha3a/IbHOro cripeto Ha3oHeKc® AK y paHHiiA, Tak i y NisHili cTagil anepriuHoi peakuii. Lie 6yn0 niaTBepaKeHO 3HMKEHHAM (MOPiBHAHO 3 Nale60) piBHA ricTaMiHy Ta
aKTUBHOCTI €03MHOMINIB, a TAKOX 3MEHLLEHHSM (MOPIBHSAHO 3 NOYaTKOBMM PIBHEM) KiflbKOCTI €03MHOMINIB, HEUTPOINiB i 6iNKiB agresii eniTeniabHUX KNITUH.
BupaxeHuii KniHiuHWiA edekT y nepiui 12 roayH 3acToCyBaHHS BOAHOIO Ha3asibHOTo cripeto HasoHekc® GyB AocarHyTuii y 28 % naLlieHTiB i3 Ce30HHMUM anepridyHuM
PUHITOM. Y cepeaHbomMy (50 %) noneriueHHs HacTaBano NpoTaroM 35,9 rogmHu. OKpiM Lboro, Ha3oHeKc® BUSBMB 3HAUHY e(DEKTUBHICTb Y 3MEHLLIEHHI CUMNTOMIB
nopyLUeHb 30py (MOYEPBOHIHHSA, Cb030TeYa, CBEPOIXK) Y MALIEHTIB i3 CE30HHUM afepriyHnNM PUHITOM.

Y KNiHiYHNX JOCNIAKEHHAX 3 YUacTO NaLlieHTIB i3 HasalbHUMK noninaMu Ha3oHeKc® NpoAeMOHCTPYBaB 3HAUHY K/iHIYHY e(heKTUBHICTb LLOAO0 3HATTA 3aKNafeHOCTi
HOCa, 3MeHLLEHHS po3MipiB NONIiMiB, BiJHOBMEHHA HIOXY MOPIBHAHO 3 nnaueobo.

Y KNiHIYHUX [OCIMKEHHAX 3 y4yacTio MaLlieHTiB Bikom Bif 12 pokis Ha3oHekc® no 200 MKr fBidi Ha [eHb MPOAEMOHCTPYBaB BUCOKY €(EKTMBHICTb LLI0/0
nocnabneHHs CUMNTOMIB PUHOCMHYCUTY MOPIBHAHO 3 nnaue6o. Mpotarom 15 AHIB NiKyBaHHA CUMMATOMU PUHOCUHYCUTY OLLIHIOBA/IUCA 3a LUKA/IOK BUPAXKEHOCTI
cumnTomis (MSS — Magjor Symptom Score) (6inb y AingHLi 06n1yysd, BIgYYTTA TUCKY Y Masyxax Hoca, 6i/b Npy HafasoBaHHI, 6ifb y AiNgHLI Nasyx Hoca, pUHOpes,
CTiKaHHSA CNK3y Mo 3afHil CTIHLI MOTKM Ta 3aKnafeHicTb Hoca). E(DeKTMBHICTb 3aCTOCYBaHHS aMOKCcMUuiHy no 500 Mr Tpudi Ha 406y 3Ha4YHO He Bifpi3HAnaca Bif
nnaue6o oo nocnabneHHs CUMNTOMIB PUHOCUHYCUTY 3a LWKanoko MSS. MpoTarom nepiofy NoAabLLIOro CnocTepeXKeHHs Micns 3aBepLUeHHs NiKyBaHHS KiflbKiCTb
peuuamBiB y rpyni npenapaty Ha3oHekc® Gyna HUM3LKOK Ta MOPIBHIOBAHOK 3 TPYMOK aMOKCULMAIHY i nnaue6o. TpuBanicTb NliKyBaHHS FOCTPUX PUHOCUHYCUTIB
noHag 15 gHiB He ouiHoBanacs.

dapmakoKiHeTuKa.

BiogoCcTynHICTb MOMEeTa3oHy (pypoaty npu 3aCcTOCyBaHHI Y (hOpMi Ha3a/lbHOrO Crpetd CTaHOBUTL <1 % Yy nnasmi Kposi (BiANOBIAHO 4O AaHUX, OTPUMAHUX Mpu
BUKOPUCTaHHI YyTAMBOro METOAY HUKHLOT MeXi KisIbKICHOrO BU3HauYeHHs cTaHoBMTb 0,25 nr/mn). CycneHsis MOMeTa30oHy (ypoaty fAyxe cnabko abcopbyeTbes 3i
LLTYHKOBO-KMLLIKOBOI O TPAKTY, & Ta HEeBeNnKa KiflbKiCTb, WO MOXe MPOKOBTHYTUCA Ta abcopbyBaTucd, NiALAeTbCA aKTVBHOMY MEPBMHHOMY MeTabosisMy Le 10
EKCKpeLLiT nepeBaxXHO y BUTNA4I METABO/ITIB i3 XXOBYIO Ta AESAKOK MipOO — 3 CEYeto.

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.
e JlikyBaHHSI CE30HHOro abo LiNIOPIYHOro aiepriyHoro puHITY y JOpOCiMX Ta [AiTeil BIKOM Bif 2 pokiB. IMpodinakTuyHe NiKyBaHHS anepriyHoro puHiTy
CepefHbOro i TAXKKOro nepebiry peKoMeHAYeTbCA po3noyvaTy 3a 4 TUXKHI [0 Nepef6ayyBaHOro NoYaTKy Ce30HYy MUIKYBaHHS.
o FK JONOMDKHWIA TepaneBTUYHWIA 3aCib Npuy NiKyBaHHI aHTUGIOTUKaMM FOCTPUX eni30AiB CUHYCUTIB Y fopocinX (Y TOMY YACAi NiITHLOTO BiKY) i AiTei BIKOM Bif
12 pokiB.
e JlikyBaHHS CUMMTOMIB rOCTPOro PUHOCUHYCUTY 6€3 03HaK TSHXKKOT 6akTepianbHOT IHDEKLITY AOpoCnnX i AiTeil BIKOM Big 12 pokKiB.
o JTikyBaHHS Ha3a/IbHUX MOJINIB Ta MOB’A3aHMX 3 HAMMW CUMMTOMIB, BK/IHOUAKOUM 3aKNafeHiCTb HOCa Ta BTPaTY HIOXY, Y NaLieHTIB BIKOM Bif, 18 pokis.

MpoTuUnokasaHHs.
MigBuLLEHA YYTAMBICTb 0 aKTMBHOT Pe4oBMHM abo A0 OYAb-AKOroHeaKTMBHOIO KOMMOHEHTA npenapary.

B3aemogis 3 iHLUMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.



OuiKyeTbCH, WO cyMicHa Tepania 3 iHri6iTopamm CYP3A, BK/IOYauy npenapaTtu, WO MICTATb KOGIuMcTaT, 361bWNTb PU3UK CUCTEMHUX MOBIYHUX e(eKTIB.
CyMIiCHOr0 3aCTOCYBaHHS CANif YHUKATU, AKLWO TiIbKW KOPUCTb HE MepeBuLLYE NiABULLEHOTO PU3NKY BUHUKHEHHS CUCTEMHMX NOBIYHUX eeKTiB KOPTUKOCTEPOILiB, B
TaKoOMY BMNafKY NaLieHTiB NOTPIOHO KOHTPO/IHOBATU W00 BUHUKHEHHS CUCTEMHUX NMOGIYHUX edheKTiB KOPTUKOCTEPOILiB.

Y KniHiYyHOMy pgocnimpkeHHi npenapaT Ha3oHekc® 3acTOCOBYBanM OAHOYACHO 3 HECEAATMBHUM OPa/lbHUM aHTWUTICTAMIHHUM npenapatoM (nopaTafuH).
dapmakoKiHETUYHI NapameTpu Ta NPodiib 6e3neKkn 3aNNLLNANCA He3MIHEHUMU 4n1s 060X npenaparis.

Oco6MBOCTI 3aCTOCYBaHHS.

Mpenapat He cnif 3aCTOCOBYBATW NPU HAABHOCTI HEMIKOBAHOT MiCLLeBOT iH(EKLiT i3 3a/1yYeHHSAM Y NpoLec CM30BOT 060/10HKKU HOCA.

Uepes Te, L0 KOPTUKOCTEPOIAM MAKOTb e(DEKT NPUTHIYEHHA 3ar0OEHHA paH, NauieHTaM, SKMM Hewwo4aBHO pobuan onepawito y HOCOBI NOPOXKHWUHI 860 Y AKUX 6ynu
TpaBMK, He MOXXHa 3aCTOCOBYBATW Ha3a/lbHUIA KOPTUKOCTEPOTL, MOKM He Bif0yeTbCA 3ar0EHHS.

Mpenapat Ha3oHekc® cnig 3acTOCOBYBaTV 3 06ePEeXHICTIO a60 He 3aCTOCOBYBaTW 30BCIM XBOPMM 3 aKTVBHOK ab0 NATEHTHOK TYGEepKYNbO3HOK iH(EKLIIED
pecnipaTopHOro TPaKTy, a TakKoX NPV HeNliKoBaHi rprbKoBiii, 6akTepianbHii, CUCTEMHIN BipYCHIl iH(eKLUii abo npy iH(eKLiT herpes simplex 3 ypaXXKeHHAM oueil.

AK i BNPOfOBX Oy[b-AKOro LOBroTPMBA/IONO NiKyBaHHSA, MalieHTaM, fKi 3aCTOCOBYHOTb Mperapar MpoTAroM KifibKOX MICAUIB | [OBLUe, HEeO6XiAHO nepioguyHo
MPOXOAUTY OFNSZ, LLOAO BUSABMEHHS MOX/IMBUX 3MiH C/IU30BOT 060/I0HKM HOCA. Y KMiHIUHMX AOCAIMKEHHAX Micns 12-MicaYHOro nikyBaHHA npenapatoM HaszoHekc®
He BMHUKAJI0 03HaK aTpoil C/iM30B0T 060/IOHKM HOCA; KpiM TOro, MOMeTa30HY (hypoart Crnpuss HopMasidawii riCToNoriyHol KapTUHU CNM30BOT 060/I0HKKM HOCA.

Y pasi po3BUTKY NOKa/bHOT rPUBKOBOIT IHEKLT HOCa UM FNOTKM MOXKE 3HaA0bUTUCA NPUNUHEHHS Tepanil npenapaTtom abo NpoBeAeHHS BiAMOBIAHOIO NiKyBaHHS.
MofpasHeHHs CN130BOI 0BONOHKM HOCA | FNOTKKU, WO 36epiraeTbCsa MPOTArOM TPUBAIONO 4acy, TakoX MOXe OyTW MoKasaHHAM [0 MPUMUHEHHS NiKyBaHHA
npenapaTom.

Hemae [0Ka3iB L0A0 NPUIHiYeHHs (yHKLiT rinoTanamo-rinodisapHo-HagHMPKOBO3a/103HOT CUCTEMM NPY TPMBA/IOMY /iKyBaHHI npenapatoM HasoHekc®. OfHak €
MOX/MBICTb TOrO, L0 TPMBa/e 3aCTOCYBaHHS Hasa/lbHUX KOPTUKOCTEpOidiB (BKOYatoun HazoHeKc®) Moxe BNAIMHYTM Ha (YHKLi0 KOpY HafIHMPKOBMX 3a/103 Ta
CMPUYUHUTA TINEPKOPTULM3M Y UYYTIMBUX A0 KOPTMKOCTEPOILIB NaLieHTIB Ta Y NeBHUX BuNafgkax. 3a nauieHTamu, fKi NepexofsaTb Ha NliKyBaHHA npenapaTtom
HasoHekc® nicns TpyBanoi Tepanii KOPTUKOCTEPOTAaMU CUCTEMHOT Aii, MOTPIGHO YBAXKHO CMOCTEPIraTh, OCKifbKI B HUX MOXE BUHWUKHYTU HEOCTATHICTb (YHKLT
KOpY HaAHNPKOBUX 3a/103.

BesneyHicTb Ta eeKTMBHICTb 3acToCyBaHHs npenapaTy HasoHekc® npu MikyBaHHI OHOCTOPOHHIX MOAiMiB, MOAINIB MOB’A3aHWX 3 KiCTO3HUM (hiGpo3oM, a6o
nosinis, LLLO MOBICTHO NEPEKPUBAOTL HOCOBY MOPOXXHWHY, He BUBYaNach.

O[ZHOCTOPOHHI NOAINK, WO € HE3BMYHUMY Ta PifKO BUHMKAKOTb, 0CO6/IMBO Y BUMAAKY BUHUKHEHHS BUPA30K YM KPOBOTeY, MatoTb 6YTW LOCNILKEH] AeTanbHiLle.
MauieHTL, SKi 3aCTOCOBYIOTb KOPTUKOCTEPOIAMW, MOTEHLINHO MOXYTb MaTV 3HWXKEHY IMyHHY PeakTUBHICTb i X Heo6XifHO monepem,xaTyt Npo NiABULLEHWUIA PU3NK
3apaXKeHHs MNPy KOHTaKTI 3 XBOPMMMW Ha [esKi IH(eKUinHI 3aXBOptoBaHHS (Hanpuknag BiTpsHa Bicna, Kip), a TakoX Npo HeobXiAHICTb KOHCYNbTalil nikaps, SKLLLO0
TakWin KOHTaKT BifbyBCs.

Be3sneka Ta e(heKTUBHICTb 3aCTOCYBaHHA npenapaTty Ha3oHekc® npu nikyBaHHi Ha3albHWUX MONINIB Y AiTei Ta NiANiTKiB BIKOM [0 18 pOKiB He [OC/ipKyBasncs.

Mig yac nepexomy Bif NiKyBaHHS KOPTMKOCTEPOIAAMM CUCTEMHOT i Ha NiKyBaHHs npenapaTtoM Ha3oHekc® y fesKuX XBOPUX MOPSA i3 MOMErLeHHAM HOCOBMX
CUMMTOMIB MOXYTb BUHUKHYTU CUMMTOMM BIAMIHW KOPTUKOCTEPOIAIB. TakMx XBOPUX HEOOXIAHO crielia/lbHO MepeKoHyBaTh Y AOUINbHOCTI NPOAOBXEHHS NiKyBaHHS
npenapaTtom Ha3oHekc® .

3MiHa Tepanii MOXe TakoX BUSBUTY afleprivHi 3aXBOPIOBaHHS, L0 PO3BUHY/INCA paHiLle i MacKyBa/InCs Teparietd KOPTUKOCTePOifgaMuy CUCTEMHOT Aii.

3acTocyBaHHSA BE/IMKMX [03 YM TpUBasie 3aCTOCYBaHHS IIHOKOKOPTUKOCTEPOIAIB MOXe CMPUYMHUTU CUCTEMHI edieKTW, Taki fK MPUTHIYEHHA PoCTy y AiTeil.
[oBroTpusani eheKTn iHTpaHa3aNbHUX/IHTaNALIMHUX CTEPOIAIB Y AiTeil He MOBHICTIO 3p03yMifi. AK NpaBwno, /likap Mae YBaXXHO CTEXWTU 3a 3pOCTOM AUTUHW, LLLO



MPOTAroM TPUBAIOT0 Nepiogy OTPUMYE NiKYBaHHSA TIFOKOKOPTUKOCTEPOTAamMU. Y [OCNIIKeHHI cepen, 49 fiTeld, ki OTpUMyBaun HasoHekc® MPOTArOM POKY Yy A03i
100 MKr Ha o6y, 3aTPUMKK POCTY He CrocTepiranocs.

[icns 3acTocyBaHHA IHTPaHa3a/IbHUX KOPTMKOCTEPOIiBMOBILOMAANN PO BUNAAKW MiABULLEHOM 0 BHYTPILLHEOOYHOTr OTUCKY.

Mpn 3acTOCYBaHHI KOPTMKOCTEPOIAIB CUCTEMHOT Ta MicLUeBOI Ail (BKAHOYaloUuM iHTpaHa3asbHe, IHransuiinHe Ta BHYTPILUHbOOYHE BBEAEHHS) MOXYTb BUHUKHYTU
MOpYyLUEHHS 30pY. AKLLO BUHUKAKOTL Taki CUMNTOMM, IK HEYITKICTb 30pYy ab0 iHLLI NopyLUeHHS 3 60KY 30pY, NalieHTy Cif NPONTU 06CTEXEHHS Y O(hTasibMosiora 4/is
OLIHKN MOXMBUX MPUYUH TMOPYLUEHHS 30pY, SAKI MOXYTb BK/IOYATW KatapakTy, rfaykomy abo Taki PifKIiCHI 3aXBOPHOBaHHA, K LEHTpalbHa Cepo3Ha
XOpiopeTiHOMAaTIsA, MPO L0 NOBIAOMAANOCA NICNA 3aCTOCYBaHHA KOPTUKOCTEPOILIB CUCTEMHOI Ta MICLLEBOT Ail.

[ocTpuii PUHOCKMHYCUT: CNifg nonepeanTy NauieHTiB Npo HeobXiAHICTb HEeramHoro 3BepPHEHHS A0 Nikapsa Y pasi BUHMKHEHHS O3HaK abo CUMNTOMIB TSHKKOT
6akTepianbHOI iHEKLIT, TaKUX AK NiABULLEHHS TemnepaTypu Tifna, CUNbHUIA 0AHOBIYHWIA 6inb Y AiNAHUI 0611M4ys abo 3y6HMIA 6inb, opbiTanbHa abo nepiopbiTanbHa
npUNyxnicTs/HabpsaK, abo MOripLUeHHs CTaHy MiC/aA NOYaTKOBOr0 NMOKPaLLEHHS.

Be3neyHicTb Ta eeKTUBHICTb 3aCTOCYyBaHHSA npenapaty Ha3oHekc® npu NikyBaHHi CUMMTOMIB PUHOCUHYCUTY Y AiTelt Bikom A0 12 poKiB He BUBYa/IACh.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHs rpyagto.

[oBeaeHo, WO cUCTEMHI (AN NiLKIPHOIO BBEEHHS) KOPTMKOCTEPOIAN MatoTb TepaToreHHU eqoekT y TBapuH. KniHIiYHMX JoCnimKeHb cepef BariTHUX abo XIiHOK,
AKi rofytoTb rpyaato, He NPOBOANIIN.

MpenapaTy KOPTUKOCTEPOIAIB He CNif 3aCTOCOBYBATU BariTHUM abo XiHKaMm, AKi rofytoTb rpyAato, AKLLO Lie He € abCO/OTHO HeOOXIiAHMM.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3MaMu.

HeBsigomo.

Cnocib 3acTocyBaHHA Ta A03Mu.

Mepen NOYATKOM BUKOPUCTaHHSA HOBOrO (p1akoHa npenapaTy CAif NpoBecTU MOro KanibpysaHHsA. KaniopyBaHHS 34iACHIOETLCA LWASAXOM Npr6anM3HO 10 HAaTUCKaHb
[03YH4Oro NPUCTPOIO, NPU LibOMY BCTaHOB/HOETLCS CTEPEOTUMNHA Nojaya /TiKapCbKOl PEHOBUHW, NPU AKil 3 KOXKHUM HAaTUCKaHHAM Bif0yBa€eTbCA BUKMA NPUBIN3HO
100 mr cycneHsii, wo mictnutb 50 MKr momeTasoHy (1 go03a). FAKWO Ha3anbHWIA Crpeil He BUKOPMUCTOBYBATW NPOTAroM 14 AHiB abo AoBLle, Nepe HacTYMHUM
3aCTOCyBaHHAM He06XifHe MOBTOPHe «BUMPUCKYBAHHS» LUAAXOM 2 HATWUCKaHb, JOKW He Oyfe crnocTepiratuca nosHa nofava. He npokonoBaTu Hacagky nepes,
MoYaTKOM 3aCTOCYBaHHS.

Mepep KOXXHNM 3aCTOCYBaHHAM Cif, eHePriiiHO CTPYLLYBaTK (D1aKoH.

AKLLO HacaaKa 3abunacs, NOTPIGHO 3HATM MIACTUKOBUIA KOBNAYOK, 06EpeXXHO HAaTUCKYHOUM Ha 6ifle KinbLe, Nerko 3HATWU HacafKy i NPOMUTK 1T TEMI0K0 NPOTOYHOKD
BO/OM0, BUCYLUMTW Ta BCTAHOBMTWU Ha MonepeAHE Micue. He Hamaratuca nNpoyuncTUTM HacafKy rosikor abo iHWWM rocTpUM NpeaMeToM, OCKINbKKY Taki ail
NOLLKOAATbL f03aTOp.

PerynsapHe oumnLLEHHA HAacaLKW € fy>Xe BaX/IMBUM.

Mepen KOXXHVM 3aCTOCYBAHHSAM C/if, PETe/IbHO OUNCTUTM HiC Bif, Cnsy.



JNikyBaHHA CE30HHOro abo LiNIOPIYHOrO anepriyHoro pUHITY: gopocaum (y TOMY YACAi NITHBOrO BiKY) | AiTAM BIKOM Bif, 12 poKiB peKOMeHZoBaHa NpoMinakThyHa i
TepaneBTMYHa [j03a npenaparty CTaHOBUTb 2 BMNOPCKYBaHHA (N0 50 MKI KOXHE) Y KOXHY Hi3apto 1 pa3 Ha o6y (3arasibHa gobosa fo3a — 200 MKr). [icns gocarHeHHs
NiKYBa/IbHOrO e(PekTy 414 NIATPUMYHOYOT Tepanii AouifbHe 3MeHLUeHHA 403K A0 1 BNOPCKYBaHHA y KOXHY Hi3gpto 1 pa3 Ha foby (3arasbHa gobosa fosa — 100
MKT).

AKLLO nocnabneHHs CUMMNTOMIB 3aXBOPKOBaHHA He BAAETHCA AOCAITM 3aCTOCYBaHHSAM MpenapaTy y peKOMeHA0BaHi TepaneBTUYHIA [03i, J060BY [03y MOXHA
36iMbWNTA [0 MakCUMasibHOI: MO 4 BMOPCKYBaHHA Y KOXHY Hi3gpto 1 pa3 Ha foby (3aranbHa fobosa fosa — 400 mkr). lMicns nocnabneHHs CMMNTOMIB
3aXBOPHOBAHHA PEKOMEHAYETHCA 3HVXKEHHSA [03M.

MpenapaTt NpPoLeMOHCTPYBAB K/iHIYHO 3HAYYLLMA NOYATOK Aii NPOTAroM 12 roAuH nicns nNepLuioro 3acToCyBaHHA Y YaCTWHW MAUiEHTIB i3 CE30HHUM anepriyHmum
pUHITOM. OfHaK MOBHY KOPWCTb Bif NIKYBaHHA HE MOXHA OTpUMaTW y nepili 48 rogvH, ToOMy nauieHTy Heo6XifHO NPOLOBXYBATU pPerynsapHe 3aCTOCYBaHHA AN
[OCATHEHHS NMOBHOIO TEPaneBTUYHONO eIeKTy.

[ns piteld BikoM 2-11 pokiB pekoMeHAOBaHa TepaneBTUYHa f03a CTaHOBUTbL 1 BNopcKyBaHHSA (50 MKI) y KOXHY Hizgpto 1 pa3 Ha goby (3arasibHa go6osa gosa — 100
MKT).

JlonoMi>KHe fikyBaHHA TOCTPUX eni3ogis cuHycuTiB. Jopocamm (y TOMY 4Ymcni NiTHLOrO BIKY) i AITAM BIKOM Bif 12 pokiB peKOMeHAOBaHa TepaneBTMYHA A03a
CTaHOBUTb 2 BNOPCKYBaHHA (Mo 50 MKr) y KOXHY Hi3Apto 2 pa3n Ha fo0by (3arasibHa fo6oBa fo3a — 400 MKr).

AKWOo nocnabneHHs CUMNTOMIB 3aXBOPHOBAaHHA He BAAETLCA JOCArTM 3aCTOCYBaHHAM rMpenapaty B PeKOMEHOBaHili TepaneBTWUYHIA [03i, 40O0BY [03Y MOXHa
36ibLWMTY [0 4 BNOPCKYBaHb Y KOXHY Hi3Apto 2 pa3un Ha foby (3arasibHa gotosa fo3a — 800 MKr). IMicns nocnabneHHs CUMITOMIB 3aXBOPHOBAHHS PEKOMEHAYETHCA
3HUKEHHS [03M.

"oCTpuiA puHOCUHYCUT. [lopoc/iuMm i A4iTam BiKOM Bif, 12 poKiB peKOMeH/oBaHa TepaneBTUYHa [103a CTaHOBUTb 2 BMOPCKYBaHHA (M0 50 MKI) y KOXHY Hi3Apto 2 pasu
Ha o6y (3aranbHa fo6oBa fo3a — 400 MKT).

HasanbHi noninu. a4 nauieHTiB BiKOM Bif, 18 pokiB (y TOMY 4MCni NiTHLOrO BiKy) peKOMEH0BaHa 03a CTaHOBUTb 2 BMOPCKYBaHHSA (M0 50 MKI) y KOXHY HIi3apio 2
pasun Ha foby (3arasibHa fo6oBa fo3a — 400 MKr). Ticns [OCATHEHHA K/IHIYHOIO eqeKkTy PeKOMEeHLOBaHO 3MeHLWWUTU [03Y A0 2 BMOPCKYBaHb Y KOXHY
Hi3gpto 1 pa3 Ha foby (3arasibHa fpobosa fo3a — 200 MKr).

aiTn.
Mpu NpoBefieHHI NNaLEe60-KOHTPONLOBAHUX KNiHIUYHWX JOCNiAKeHb Y AiTeld, skuM npenapaT HasoHekc® 3acTocoByBanv y A060Biit A03i 100 MKF NPOTAroM Poky,
3aTPUMKM POCTY He Bif3Ha4vanocs.

He pgocnigpkyBanucs 6e3neka Ta edeKTMBHICTb mpenapaTy Ha3oHekc® mpu nikyBaHHI Ha3anbHUX MOAINiB y AiTeil Ta MigNiTKiB Bikom A0 18 pokiB, CUMNTOMIB
PUHOCUMHYCUTY — Y AiTel BiKOM 0 12 poKiB, CE30HHOM0 abo LiifIopiYHOro anepriyHoro puUHITy —y fAiTei BikoM 0 2 POKiB.

NepenosyBaHHS.
ManoimoBipHo, L0 Nepeao3yBaHHSA Oy e NoTpebyBaTy IHLLIOT Tepanii, OKPIM CroCTepeXKeHHs.
IHranauis abo nepopasibHe BBEAEHHA HaAMIPHUX L03 KOPTUKOCTEPOILIB MOXE MPU3BECTM A0 NPUTrHIYEHHS (DYHKLIT rinotanamo-rinogisapHo-HagHUPKOBO3a103HOI



CUCTEMMN.

Mo6iYHI peakuii.

MoB’A3aHi 3 NiKyBaHHAM MnpenapaTrom HasoHekc® noGiuHi peakuil, AKi cnocTepirainct y KNiHIYHMX AOCNIIKEHHAX Y NALEHTIB 3 anepriyHnUM puHITOM, HaBefeHi B
Tabnuui 1.

Tabnuuga 1: MoB’A3aHi 3 NiKyBaHHAM NpenapaTomM HazoHekc® nobiuHi peakuil y nauieHTIB 3 anepriyHnmM
PUHITOM
AyXe yacTto (= 1/10), yacTo (= /100, < 1/10), HeuacTo (= 1/1000, <1/100), pigko (= 1/20000, <1/1000),
Ay>e pigko (<1/10000)

3 60Ky AMXanbHOT CUCTEMMW, OPraHiB rpyAHOT KNITKK i CepefoCTIHHS:

YacTo: HocoBa KpoBoTeya, (hapuHriT, BIAYYTTA MEYiHHA Yy HOCI, BIZUYYTTA NOAPA3HEHHS Y HOCI,
BUPa3KM B HOCI
3arasibHi NOPYLLEHHS Ta NOPYLUEHHS Y MiCLLi BBEAEHHS

YacTo: | FonoBHMI 6inb

HocoBi KpoBOTeYi NPUNUHANUCS CaMOCTIHO | 6y MOMIPHUMU, BUHVMKaIM AELLLO YacTille, HK Npu 3acTocyBaHHi nnaue6o (5 %), ane pigLle, HiXK Npu 3aCTOCyBaHHiI
HLWKMX [HTpaHa3a/IbHNX KOPTUKOCTEPOIAiB, WO AOCNILKYBa/IACA Ta 3aCTOCOBYBA/IMCA SIK aKTUBHWUI KOHTPONb (Y AesKMX i3 HUX 4YacToTa BUHUKHEHHS HOCOBWX
KpoBOTeY cTaHoBMNa A0 15 %). YacToTa BUHUKHEHHS IHLLIMX HebaXkaHWX ABMLL, 6y1a MOPiBHIOBAHOK 3 YaCTOTOK BUHUKHEHHS MPK 3aCTOCYBaHHI nnaue6o.

Y piTei YacToTa po3BUTKY HebaxxaHUX ABuMLLY Gyna NopiBHIOBaHa 3 TaKOK MpW 3acTOCyBaHHI nnauebo, Hanpukag, HOCoBi KpoBoTedi (6 %), ronosHUiA 6inb (3 %),
BIAUYTTS nofApasHeHHs Y Hoci (2 %) | uxaHHA (2 %),
Y nauieHTiB i3 Ha3a/lbHUMK NONINaMK 3arasibHa KifbKiCTb HeOGaKaHWX SBWLL, NOPIBHIOBANaCcs 3 TakKOK MpK 3acTOCyBaHHI Mnaue6o Ta nogibHa A0 KiNbKOCTI, L0
criocTepiranacs y nauieHTiB 3 alepriyHnM pUHITOM.

MoB’A3aHi 3 NiKyBaHHAM NpenapaTom Ha3oHekc® noGiui peakwii, AKi CNOCTepIranCh Y KAIHIYHUX LOCNIIKEHHAX Y 6ibll HiXK 1 % navieHTiB, HaBeAeHi B Tabnuui
2.

Tabnuuga 2: ToB’A3aHi 3 NiKyBaHHAM MpenapaTtom HasoHekc® no6iuHi peakuii y nauieHTIB 3 Ha3a/IlbHUMU
nosinamm
AyXe yacTto (= 1/10), yacTo (= /100, < 1/10), HeuacTo (= 1/1000, <1/100), piako (= 1/20000, <1/1000),
ay>xe pigko (<1/10000)
200 mKr 1 pa3 Ha fo6y | 200 MKr 2 pa3un Ha goby
3 60Ky AMXanbHOT CUCTEMMW, OpraHiB rpyaHOT KNITKKN | CepPefOoCTIHHSA:
BepxHi gnxanbHi Wsxu

IHeKLiT 4acTo HeyacTo
HocoBi KpoBoTeui 4acTo Lly>Ke 4acTo
3 6oky LLUKT

MogapasHeHHs ropna | - | vacTo

3arasibHi NOpYLLEHHA Ta NOPYLLEHHS Y MiCLi BBEEHHS
[010BHMI 6inb | vacTo | vacTo




[Micna iHTpaHa3a/IbHOro 3aCTOCyBaHHS MOMETa30HY (hypoaty iHOAI MOXYTb CrocTepiratucs peakuii rinepyyTanBOCTi, BKIOYaKUM 6poHXocnasm Ta AucnHoe. [yxe
PiAKO NOBIAOMAANM NPO aHa(iNaKTUYHY peakLito, aHTiOHEBPOTUYHMIA HABPSAK a0 MOPYLUEHHS HIOXY Ta CMaKy.

Y nauieHTiB i3 rOCTPUM PUHOCUHYCUTOM 3arasibHa KifbKiCTb HebaXKaHMX ABWLL, MOPIBHIOBa/IacA 3 TaKOK MPW 3acTOCyBaHHI Mnauebo Ta nofibHa A0 KifbKOCTI, Lo
crnocTepiranaca y nauyieHTiB 3 iHLWMMK Noka3aHHAMMW. [MoB’A3aHi 3 NiKyBaHHAM NOGIYHI peakuii, SKi crnocTepirainct y KNiHIYHUX AOCNIMKEHHAX Y BinblU HiX 2 %
nauieHTiB, HaBefeHi B Tabnumui 3.

Tabnmua 3: MoB’A3aHi 3 liKyBaHHAM NpenapaTom Ha3oHekc® no6iuHi peakuii y nauieHTIiB 3 rocTpum

PUHOCVYHYCUTOM
Aayxe yacto (= 1/10), yacto (= 1/100, < 1/10), HeuacTo (= /1000, <1/100), pigko (= 1/210000, <1/1000),
Ay>Xe pigko (<1/10000)

200 mkr 1 pa3 Ha foby | 200 mKr 2 pa3un Ha goby

3 60Ky AMXanbHOT CUCTEMMW, OPraHiB rpyAHOT KNITKK | CepefoCTIHHS:
BepxHi AuxanibHi Wasxu

HocoBi KpoBOTeui | vacTo | vacTo
3 60Ky LLUKT

Binb y XnBOTI 4acTo 4acTo
[iapes 4acTto 4acTo
HypoTa 4acTto 4acTo
3arasibHi NOPYLLEHHS Ta NOPYLUEHHS Y MiCLli BBEAEHHS

[010BHUI 6inb | vacTo | vacto

HaltuacTilua no6iuHa peakLisi, HOCOBa KPOBOTeYa, BUHMKaNa NPUGIN3HO 3 OAHAKOBOK YacTOTO Y rpyni nnae6o (2,6 %) Ta rpyni npenapaty HasoHekc® (2,9 % Ta
3,7 % BigNoBIAHO).

MoX/IMBe BUHUKHEHHS CUCTEMHUX e(PEKTIB Ha3a/IbHUX KOPTUKOCTEPOIAiB, 0CO6/IMBO MPK 3aCTOCYBaHHI BE/IMKUX 03 MPOTATOM TPUBA/IOro Mepioy.
MoBifoMNAN0CA NP0 BUMAAKM rNayKOMUAIABULLEHHSA BHYTPILUHbOOYHOIO TUCKY MPW 3aCTOCYBaHHI IHTPaHa3a/IbHNX KOPTUKOCTEPOILIB.

MoBifOMIANOCA MPO HEYITKICTb 30pY.

TepMiH NpuAaTHOCTI. 3 POKMK.

YM0BM 36epiraHHs.
36epirati Npu TemnepaTypi He BuLe 25 °C y HeOCTYNHOMY 414 AiTei Micui. He 3amopoxyBsaTu.



YnakKoBKa.

Mo 18 r (140 go3) cycneHsii y nonieTuieHoBOMY (/1akoHi 3 J03YHOUMM HACOCOM-PO3NU/IHOBAYeM, 3aKPUTUM KOBMAaYykoMm. o 1 piakoHy y KapTOHHI KopooL,i.

KaTeropis Bignycky. 3a peLenTom.

BupobHuK.
LLIepiHr-Mnay J1a6o H.B., benbris.

MCL, IHTepHewHn Mm6X (¢pinia CiHranyp), CiHranyp.

Micue3HaxomkeHHA BUPOOHMKa Ta oro agpeca mMicusa nNpoBamkKeHHs 4isiNIbHOCTI.
IHgycTpienapk 30, XelicT-on-aeH-bepr, 2220, Benbris.
70 Tyac Bect [paiiB, 638414, CiHranyp.

[laTa oCTaHHbOrO Mepernsiay.



