IHCTPYKULIA

AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

HA3OHEKC® CUHYC
(NASONEX® SINUS)

Cknap:

Aitoya peyoBuHa: 1 Ao3a CNperd MICTUTb MOMETa30Hy (ypoaTy MoHorigpar (MiKpOHI30BaHMI) y KiNbKOCTI, €KBiBaneHTHIW 50 MKr momeTasoHy ¢ypoaTy
(6e380HOrO);

[ONOMI>KHI PEYOBUHU: LieNt0/103a aucnepcHa (Lento1o3a MiKpoKpucTaliyHa Ta HaTpito KapOoKCMMETULENH0103a); MNILEPUH; KUC0Ta IMMOHHA, MOHOTIApaT; HaTpito
uMTpart, gurigpar; nonicop6ar-80; 6eH3a/IKOHIK0 XN0pUAY PO3UYMH; BOA OUMLLEHA.

NikapcbKa thopma. Cnpeli HasanbHWiA, 4030BaHWIA.

OCHOBHI (pi3nKO-XiMiYHi BnacTMBOCTI: 6i510ro abo marixke 6i710ro KonbOpPY HENPO30pa CyCreH3is.

dapmakoTepaneBTUYHa rpyna. MpoTuHa6bpsKOBI Ta iHLWI NpenapaTy Ans MiCLEBOro 3aCTOCYBaHHS NPY 3aXBOPHOBaHHSX MOPOXHUHU Hoca. KopTukocTepoiamn. Kog
ATXRO1A DO09.

dapMako/oriyHi BnacTmnBoCTI.

dapmakofnHamika.

MomeTa30Hy (PypoaTt — CUHTETUYHWNIA KOPTUKOCTEPOiA ANs MICLEBOro 3aCTOCYyBaHHS, AKWIA YMHWUTb BUPaXKeHY MpoTu3ananbHy Aito. JIoKanbHa npoTu3ananbHa Ais
MOMETa30HY (hypoaTy BUABNSETLCA Y 403aX, NPU AKUX HE BUHUKAE CUCTEMHUX e(PEKTIB.

B ocHOBHOMY MexaHi3M npoTu3anasibHOI Ta NPOTWaneprivyHol Ail MOMeTa3oHy (ypoaTy MOB'A3aHWIn 3 MOro 34aTHICTIO MPUrHIYyBaTW BUAINEHHA MefiaTopiB
anepriyHnx peakuin. MomeTa3oHy (ypoaT 3Ha4YHO 3MEHLUYE CUHTE3/BMBINIbHEHHSA NEMKOTPIEHIB i3 NENKOUMTIB NauieHTiB, SKi CTpaKAaloTb Ha anepriyvti
3axBOpHOBaHHA. MoMeTa3oHy (ypoaT NPOAEMOHCTPYBaB Ha KynbTypi KNIiTUH y 10 pa3iB 6ifblly aKTWMBHICTb, HIXK IHLUI CTEpoiau, BKAKYaOUM GEKNIOMETa30HY
aunponioHart, 6eTamMeTasoH, riJpPOKOPTU30H Ta AeKCaMeTa3OH LWOAO MPUrHIYeHHA CUMHTe3y/BMBINMbHeHHA IL-1, IL-5, IL-6 Ta TNFo. BiH TakoX € MNOTY)XXHUM
iHri6iTopom npofykyeaHHA Thy unTOKIHIB, IL-4 Ta IL-5 i3 moacbknx CD4At T-knituH. MomeTa3oHy (hypoaTt TakoX Y 6 pasiB akKTUBHILIWIA, HiIX GeKOMeTa3oHy
AunponioHar Ta 6eTamMeTas’oH, BifHOCHO NMPUTHIYeHHS NPoAyKyBaHHSA IL-5.

Y [BOCNiIKEHHSX i3 NPOBOKAUiMHUMK TeCTaMM 3 HaHeCEHHAM aHTWUreHiB Ha CNM30BY 060/MI0HKY HOoca Oyna BUsBNeHa BUCOKA MpoTu3anasibHa akTUBHICTb BOAHOMO
Ha3a/IbHOro crpeto HaszoHekc® CUHYC fK Yy paHHii, Tak i y Ni3Hili cTagii anepriyHoi peakuii. Lle 6yno niaTBepaKeHO 3HMKEHHAM (MOPIBHAHO 3 NNaLe6o) PiBHs



rictamiHy Ta akTUBHOCTiI €03MHOMINIB, @ TAKOX 3MEHLUEHHSAM (MOPIBHAHO 3 NOYATKOBUM PiBHEM) Ki/IbKOCTI €03MHOINIB, HeATPo(iNiB i 6iNKiB agresii eniTeniaibHUX
KNITUH.

BupaxeHuil KNiHiYHWiA ediekT y neplui 12 roavH 3acTOCYBaHHS BOAHOIO HasanbHOro cnpeto HasoHekc® CuHyc 6yB AOCArHYTUIA Y 28 % NallieHTiB i3 CE30HHUM
anepriyHM puHiToM. Y cepegHbomy (50 %) noneriieHHs HacTaBaso NpoTarom 35,9 rognHu. OKpiM Lporo, HasoHekc® CuHYC BUSBUB 3HAUHY e(eKTUBHICTb Y
3MeHLLIEeHHI CMMMTOMIB MopyLUeHb 30py (MOYEPBOHIHHSA, CIb030TeYa, CBEPOIXK) Y MaLiEHTIB i3 CE30HHUM a1epPriyHUM PUHITOM.

Y KNiHIYHUX [OCNIMKEHHAX 3 YYacTio MALieHTIB i3 HasaibHUMKU noninamy Ha3oHekc® CUHYC MpoAeMOHCTPYBAB 3HAUHY KiHIYHY e(EeKTUBHICTb LIOA0 3HATTS
3aKNafleHOCTi HOCca, 3MEHLLIEHHS PO3MipiB NONIMiB, BiAHOBMNEHHS HIOXY MOPIBHSAHO 3 Nnaue6o.

Y KNiHIYHUX AOCMIMKEHHAX 3 YUacTiO NaLlieHTiB Bikom Bif 12 pokiB Ha3oHekc® CuHyc no 200 MKT ABidi Ha AeHb NPOAEMOHCTPYBaB BUCOKY eDEKTUBHICTb L10/0
nocnabneHHs CUMNTOMIB PUHOCMHYCUTY MOPIBHAHO 3 nnaue6o. Mpotarom 15 AHIB NiKyBaHHA CUMMTOMU PUHOCUHYCUTY OLIHIOBA/INCA 3a LUKA/IOK BUPAXKEHOCTI
cumnTomis (MSS — Magjor Symptom Score) (6inb y AingHLi 06n1Yusd, BIJYYTTA TUCKY Y Nasyxax Hoca, 6inb Npy HafasnoBaHHI, 6ifb y AiNgHLI nasyx Hoca, pUHopes,
CTiKaHHA CAM3y No 3aAHili CTiHUI FNOTKM Ta 3aKnafeHiCTb Hoca). E(leKTUBHICTb 3aCTOCYBaHHA aMOKCMUMAiHy no 500 Mr Tpuui Ha 06y 3Ha4YHO He Bigpi3HANacs Bij,
nnaue6o woao nocnabneHHs CUMNTOMIB PUHOCUHYCUTY 3a LWKano MSS. MpoTarom nepiofy NOAabLLIOro CNoCTePeXKeHHs Micns 3aBepLUeHHs NiKyBaHHS KifIbKiCTb
peunamBiB y rpyni npenapaty HasoHekc® CuHyc 6yna HM3bKOK Ta MOPIBHIOBAHOK 3 TPYNOK aMOKCULUWMAIHY i nnaue6o. TpuBanicTb NiKyBaHHS FOCTPUX
PUHOCWHYCUTIB NoHag 15 AHIB He ouiHOBanacs.

dapmakoKiHeTVKa.

BiofoCTynHICTb MOMeTa30Hy (DypoaTty Npu 3acToCyBaHHI y (hOpMi Ha3a/lbHOro Cripeto CTaHoBUTL <1 % y nniasmi KpoBsi (BiAMOBIAHO 4O AaHWX, OTPUMaHUX Mpu
BMKOPUCTAHHI YyTAIMBOr0 METOAY HVKHBOI MeXi KiNbKICHOro BM3HauYeHHs cTaHoBUTbL 0,25 nr/mn). CycneHsis MOMEeTa3oHy (pypoaTty Ay>Ke cnabko abcopbyeThbes 3i
LLTYHKOBO-KMLLIKOBOIO TPAKTY, & Ta HEeBe/nKa KifbKiCTb, WO MOXe MPOKOBTHYTUCA Ta abcopbyBaTucd, NiALAETLCA aKTMBHOMY MEPBMHHOMY MeTabosisMy Le 10
EKCKpeLLiT nepeBaxXHO Y BUTNAI METABO/ITIB i3 XXOBYIO Ta AeSKOK MipOto — 3 CeYeto.

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.
o JlikyBaHHs Ce30HHOro abo LiJIOPIYHOro anepriyHoro puHITY y LOPOCAuMX Ta [AiTe BIKOM Bif 2 pokis. IMpodinakTuyHe nikyBaHHS anepriyHoro puHiTy
CepefHbOro I TAXXKOro nepebiry peKoMeHAYeTbCA po3rnoYaTy 3a 4 TUXKHI [0 Nepef6ayyBaHOro NoYaTKy Ce30HY MUIKYBaHHS.
o FK IOMOMDXXHMWIA TepaneBTUYHMI 3aci6 NPU NiKyBaHHI aHTUGIOTUKAMK FOCTPUX eni3ofiB CUHYCUTIB Y Aopocnnx (y TOMY YMCAi NiTHBLOrO BiKY) i AiTel BIKOM Bif
12 pokiB.
e JlikyBaHHS CUMMTOMIB rOCTPOro PUHOCUHYCUTY 6e3 03HaK TSHXKKOT 6akTepianbHOT IHEKLITY AOpOCAnX | AiTeil BIKOM Big 12 pokKiB.
o JlikyBaHHA Ha3a/lbHUX NONIMIB Ta MOB’A3aHNX 3 HAMW CUMMTOMIB, BK/HOYAKOUM 3aK1afeHICTb HOCa Ta BTPaTy HIOXY, y MawieHTiB BIKOM Bif, 18 pokiB..

MpoTuUnokasaHHs.
MigBuLLEHa YYTAMBICTb [0 aKTMBHOT Pe4oBMHM abo A0 Oy Ab-AKOrOHeaKTMBHOIO KOMMOHEHTA npenapary.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.



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 BMMNafKy NaLieHTiB NOTPIOHO KOHTPO/IKOBATU W00 BUHUKHEHHSA CUCTEMHMX NMOGIYHUX edheKTiB KOPTUKOCTEPOILIB..

Y KniHiuHOMy AocnigkeHHi npenapaT Ha3oHekc® CuHYC 3aCTOCOBYBa/M O[HOYACHO 3 HecefaTUBHUM Opa/bHUM aHTUTICTAMiHHUM MNpenapaToM (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 HasoHekc® CUHYyC cnif 3aCTOCOBYBATU 3 06EPEXHICTHO a0 He 3aCTOCOBYBATM 30BCIM XBOPUM 3 aKTMBHOK ab0 NATEHTHOK TYGEPKY/bO3HOK 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®
CUWHYC He BMHMKaNO 03HaK aTpoqil C/M30B0Oi 060/I0HKM HOCA; KPiM TOro, MOMETA30HY (hypoar Cnpusas Hopmastizalii FiCTOMOrNYHOT KapTUHU C/IM30BOI 000/I0HKK
Hoca.

Y pasi po3BUTKY NOKa/IbHOT FPUBKOBOI IH(EKLT HOCa UM TNI0TKN MOXe 3Haf0OUTUCA MPUNUHEHHA Tepanii npenapaTtoM abo NpoBefeHHS BiAMOBiAHOMO NiKYBaHHS.
Mofpa3HeHHA CNM30BOT OOOMIOHKM HOCA | TNOTKKU, WO 36epiraetbCsa MPOTArOM TPUBAIONO 4acy, TaKOX MOXe OyTW MOKasaHHAM [0 MPUMUHEHHS NiKYBaHHA
npenapaTom.

Hemae [10Ka3iB LIOA0 MPUrHiUeHHs yHKLiT rinoTanamo-rinogisapHo-HaAHUPKOBO3a103HOI CUCTEMU MPU TPUBAZIOMY NiKyBaHHi npenapatoM Ha3oHekc® CuHyc.
OfiHaK € MOX/MBICTb TOrO, LU0 TPMBaie 3aCTOCYBaHHs Ha3aNbHUX KOPTUKOCTepOidiB (BKoUaroun HasoHekc® CUHYC) MOXe BNAMHYTYM Ha (YHKLiO Kopu
HaAHVMPKOBUX 3a/103 Ta CMPUUMHUTYK TINEPKOPTULM3M Y YyTIMBMX L0 KOPTUKOCTEPOIAiB MALIeHTIB Ta Yy MeBHMX BUMaaKax. 3a nauieHTamu, fKi nepexogAatb Ha
niKyBaHHs npenapaToM HasoHekc® CuHyc nicna TpuBasiol Tepanii KOPTUKOCTEPOIAAMU CUCTEMHOI fiT, MOTPIBGHO YBAXKHO CMOCTEPIiraTil, OCKINbKN B HUX MOXe
BUHUKHYTWN HEAOCTaTHICTb (PYHKLIT KOPY HaAHUPKOBUX 3a/103.

Be3neyHicTb Ta eteKTUBHICTb 3aCTOCYBaHHS npenapaTty Ha3oHekc® CuHyc npu NikyBaHHI 0HOCTOPOHHIX NOAiMniB, NoAiniB NoB’A3aHKX 3 KiCTO3HUM (hi6po3om, a6o
Mosiinis, LLIO MOBICTHO MEPEKPUBAIOTL HOCOBY MOPOXHVHY, HE BUBYANIaCh.

OZHOCTOPOHHI NOAINW, WO € HE3BUYHMUMMW Ta PiLKO BUHNKAIOTb, 0COBMBO Y BUNALKY BUHUKHEHHS BUPA30K UM KPOBOTEY, MatOThb BYTW JOCNIMKEHI feTaNbHiLle.
MauieHTn, SKi 3aCTOCOBYIOTb KOPTUKOCTEPOIAN, MOTEHLIAHO MOXYTb MaTW 3HWKEHY IMyHHY PeakTMBHICTb i iX HeO6XiAHO nonepemkaty nNpo NiABULLEHWUIA PUSKK
3apaXXeHHs MpW KOHTaKTI 3 XBOPUMW Ha fesKi iH(eKLUiHI 3aXBOPtOBaHHA (Hanpukiaz BIiTpsAHa Bicna, Kip), a TakoX Mpo HeobOXigHICTb KOHCYNbTaLil likaps, SKLWO
TaKuiA KOHTaKT BifOYyBCA.

Besneka Ta e(eKTMBHICTb 3acTOCyBaHHSI npemapaTy HasoHekc® CuHyC nmpu MiKyBaHHI HasaslbHUX MNOAINiB y AiTell Ta MigniTkie Bikom g0 18 pokiB He
[OCNILKyBanucs.

Mig yac nepexody Bif NiKyBaHHS KOPTMKOCTEPOIAamMM CUCTEMHOI Aii Ha NiKyBaHHs npenapaTtoM Ha3oHekc® CUHYC y AeSKUX XBOPWX MOPsA[ i3 MOMErLieHHAM
HOCOBUX CYMMTOMIB MOXYTb BUHUKHYTW CUMMNTOMM BiAMIHW KOPTUKOCTEPOIAIB. Taknx XBOPUX HEOOXIAHO CrnewiasibHO NMepeKoHyBaTW 'y LOLISIbHOCTI MPOLOBXKEHHS
NiKyBaHHs npenapaToM HasoHekc® CuHyc.

3MiHa Tepanii MOXe TakoX BUABUTY aflepriyHi 3aXBOPIOBaHHS, L0 PO3BUHYINCA paHiLle i MacKyBancs Teparietd KOPTUKOCTEPOiAaMuy CUCTEMHOT Aii.



3acTocyBaHHs BeNMKMX [03 YW TpMBasie 3aCTOCYBaHHA [/IHOKOKOPTMKOCTEPOILIB MOXe CMPUYUHUTA CUCTEMHI eqeKTn, Taki SK MPUrHiYeHHS pocTy Yy [AiTei.
JoBrotpusani eqeKTn IHTpaHa3a/IbHUX/IHransAUinHUX CTepOoIaiB Y AiTe He MOBHICTIO 3p03yMifi. AK NpaBuno, Nikap Mae YBaXKHO CTEXUTK 3a 3pOCTOM AUTUHM, LLLO
MPOTAroM TPUBA/IOro Nepiofy OTPUMYE NiKYBaHHSA TIIOKOKOPTUKOCTEPOIAaMI. Y AoCimKeHHI cepef 49 fiTeid, aki oTpumyBann Ha3oHekc® CuHyC NpoTarom poky y
£03i 100 MKr Ha fo0y, 3aTPUMKM POCTY He CrocTepiranocs.

[Micns 3acTocyBaHHSA IHTPaHa3aIbHUX KOPTUKOCTEPOI4iBMOBILOMAANN PO BUNaAKM MiABULLEHOM 0 BHYTPILLHEOOYHOTr OTUCKY.

Mpy 3acTocyBaHHI KOPTMKOCTEPOIAiB CUCTEMHOI Ta MicUeBOI Ail (BKOYaoUM iHTpaHasanbHe, iHransuiiHe Ta BHYTPILUHbOOYHE BBEAEHHS) MOXYTb BUHUKHYTU
MOPYLLEHHS 30pY. AKLLO BUHMKAKOTb Taki CUMNTOMM, K HEYITKICTb 30py abo iHLWI NOpYLLEHHS 3 60KY 30pYy, NaUieHTY CNif NPOMNTN 0BCTEXEHHSA Y OdhTalbMosiora Ans
OLiHKN MOXMBUX MPUYUH MOPYLUEHHS 30pY, SKI MOXYTb BK/OYATM KaTapakTy, rnaykomy abo Taki PifKiCHi 3aXBOPHOBaHHA, K LEHTpa/ibHa Cepo3Ha
XOpiopeTiHOMaTiA, MPO L0 NOBIAOMAANOCA NICNA 3aCTOCYBaHHSA KOPTUKOCTEPOIiB CUCTEMHOI Ta MiCLLeBOT Ail.

[ocTpuiA PUHOCKMHYCUT: CNif nonepeanTy NauieHTiB NPo HeoOXiAHICTb HEramHoro 3BepHEHHA [0 Nikapa Y pasi BUHMKHEHHS O03HaK abo CUMMNTOMIB TSHKKOT
GakTepiasbHOT IH(EKLT, TaKMX AK MiABULLEHHS TeMMNepaTypu Tifa, CUIbHWUIA OAHOGIYHWIA 6inb Y AiNaHUi 06/11M4ys abo 3y6HWI 6inb, opbiTanbHa abo nepiopbitanbHa
NPUNYXicTb/HabpsK, ab0 NOripLLIEHHS CTaHy Nic/A NOYaTKOBOM0 NMOKPALLEHHS.

Be3neyHicTb Ta eheKTUBHICTb 3aCTOCYyBaHHs npenapaty HazoHekc® CuHyc npu NiKyBaHHi CUMMTOMIB PUHOCUHYCUTY Y fliTell BiKOM 10 12 poKiB He BUBYa/ach.

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

JoBefeHo, WO cMcTeMHI (415 NiAWKIPHOrO BBEAEHHS) KOPTUKOCTEPOIAM MatOTb TepaTOreHHWI edhekT y TBapuH. KNiHIYHMX JOCNifKeHb cepef BariTHUX abo XIiHOK,
AKi rofyt0Tb IPyALI0, HE MPOBOAUIIN.

MpenapaTy KOPTUKOCTEPOILIB He C/if 3aCTOCOBYBATU BariTHUM ab0 XKiHKaMm, AKi roAyroTb rpyAAto, SKLLO Le He € abCONKOTHO HEOOXi4HUM.

34aTHICTb BNAMBATY Ha WWBMAKICTb peakLii Nnpy KepyBaHHIi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

Hesigomo.

Cnoci6 3acTocyBaHHA Ta f103M.

Mepef NOYaTKOM BUKOPUCTaHHS HOBOro (pakoHa npenapaTy CAif NpoBecTW MOro KanibpyeaHHs. KanibpyBaHHS 34iACHIOETLCA LWASXOM Npr6aM3HO 10 HaTUCKaHb
[03YH04Oro NPUCTPOLO, NPU LIbOMY BCTaHOB/HOETLCS CTEPEOTUMHA Nojaya NiKapCbKoi peHOBUHU, NPY AKil 3 KOXXHUM HaTUCKaHHSAM Bif0yBaeTbCcA BUKUL, NPUOIN3HO
100 mr cycneHsil, Wo MicTTb 50 MKI MOMeTa3oHy (04Ha [03a). AKWO0 Ha3a/IbHUIA CNpeit He BUKOPWUCTOBYBATU NPOTArom 14 aHiB abo foBLUe, nepes HacTYMHUM
3aCTOCyBaHHAM He06XifHEe MOBTOPHE «BUMPUCKYBAHHSA» LUMAXOM 2 HATWUCKaHb, LOKW He Oy[e criocTepiratuca nosHa nofava. He npoKosoBaTh Hacagky nepeq,
MoYaTKOM 3aCTOCYBaHHS.

Mepes KOXKHUM 3aCTOCYBaHHSAM CAif, eHePriiHO CTPYLUYBaTH (D1aKOH.

AKLLO Hacaaka 3abunacs, NOTPIGHO 3HATW NIACTUKOBUIA KOBMNAY0K, 06EPEXHO HAaTUCKYHUM Ha 6ine Kinble, Nerko 3HATWU HacafgKy i NPOMUTK 1T TENI0K NPOTOYHOKD
BOAOH0, BUCYLUNTM Ta BCTAHOBUTW Ha MorepegHe Micue. He HamaraTuca NpovnMcTUTM HacagKy rosikow abo iHLWKMM rocTpuM NpesMeToM, OCKINIbKKU Taki Ait
MOLLKOAATB J03aTop.

PerynapHe o4nLLeHHA HAaCaAKN € [y>Ke BXK/TUBUM.

Mepe KOXXHMM 3aCTOCYBAHHAM C/ifl PETENIbHO OUNCTUTM HiC Bif, Cn3y.



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 NNaLe60-KOHTPOMIbOBAHMX KNiHIUHWUX AOCNIMKeHb Y AiTeid, skum npenapat HazoHekc® CuHyc 3acTocoByBann y A060Bil A03i 100 MKI NpoTarom
POKY, 3aTPUMKW POCTY He Bif3Ha4asnocs.

He pocnimkyBanvcs 6e3neka Ta edieKTUBHICTb npenapaty Ha3oHekc® CuHYC npw NiKyBaHHI Ha3anbHKX NOAiMiB Yy AiTelt Ta NigniTKiB BikoM 0 18 pokiB, CUMNTOMIB
PUHOCUMHYCUTY — Y AiTel BiKOM 0 12 poKiB, CE30HHOM0 abo LjifIopiYHOro anepriyHoro puHITy —y AiTei 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
CUCTEMMU.



Mo6iyHiI peakuil.
MoB’A3aHi 3 NikyBaHHAM mpenapaToM Ha3oHekc® CuHyC Mo6idHi peakii, sKi crnocTepiranmch y KNiHiYHWX JOCAIMKEHHSX Y NaLLiEHTIB 3 anepriyHnM pUHITOM,
HasefeHi B Tabnuui 1.
Tabnmug 1: MoB’A3aHi 3 NikyBaHHAM npenapatoM HasoHekc® CuHyC No6idHi peakuii y nauieHTiB 3
anepriyHMM pUHITOM
Ayxe yacto (= 1/10), yacTo (= 1/100, < 1/10), HeuacTo (= /1000, <1/100), pigko (= 1/210000, <1/1000),

Ay>e pigko (<1/10000)
3 60Ky AMXanbHOT CUCTEMMW, OPraHiB rpyAHOT KNITKK | CepefoCTIHHS:
YacrTo: HocoBa KpoBoTeya, (PapuHriT, BiAYYTTA MeYiHHA Yy HOCI, Big4yTTA MOApasHeHHA Y HOCI,

BUPa3KM B HOCI
3arasibHi NOPYLLEHHS Ta NOPYLUEHHS Y MiCLli BBEEHHS
Yacto: | FonoBHMI 6inb
HocoBi KpoBOTEYi NPUNUHANNCA CAMOCTINHO i 6y MOMIPHUMW, BUHUKANW AELLO YacTille, HiXK Npu 3acTocyBaHHI nnauebo (5 %), ane pifLue, HiXX Npy 3aCTOCYBaHHi
IHLWKMX [HTpaHa3albHUX KOPTMKOCTEPOiAiB, WO AOCNIAKYBaIMCA Ta 3aCTOCOBYBIACS K aKTUBHWUIA KOHTPONb (Y AEAKMX i3 HMX 4YacToTa BMHUKHEHHS| HOCOBUX
KpoBOTey cTaHoBWMa A0 15 %). YacToTa BUHUKHEHHS IHLLIMX HebaXkaHWX ABMLL, 6y1a MOPiBHIOBAHOK 3 YaCTOTOK BUHUKHEHHS MPW 3aCTOCYBaHHI nnaue6o.
Y piTei YacToTa po3BUTKY HebaxxaHUX sBuWLLY Gyna NopiBHIOBaHa 3 TaKO MpW 3acTOCyBaHHI nnauebo, Hanpukag, HOCoBi KpoBoTeui (6 %), ronosHUin 6inb (3 %),
BiZUYTTA nofpasHeHHs Yy Hoci (2 %) 1 uxaHHa (2 %),
Y nauieHTIB i3 Ha3a/IbHUMK NONINaMK 3arajibHa KifbKiCTb HebaXKaHWX SBWLL, NOPIBHIOBANACsH 3 TaKOK MpW 3acToCyBaHHI nnaue6o Ta nofibHa A0 KiNbKOCTI, Lo
criocTepiranacs y nauieHTiB 3 aiepriyHnM pUHITOM.
MoB’s3aHi 3 NikyBaHHAM npenapaTtom Ha3oHekc® CuHyc nobiuHi peakuii, AKi cnocTepirainch Y KNiHIYHUX JOCAIIKEHHAX Y GifbLl HiX 1 % naLjieHTiB, HaBeaeHi B
Tabnuui 2.
Tabnuuga 2: Mos’a3aHi 3 NikyBaHHAM npenapaTtom HazoHekc® CuHyc nobiyHi peakLii y nauieHTis 3
HasaNbHUMK noninamm
AyXe yacTto (= 1/10), yacTo (= /100, < 1/10), HeuacTo (= 1/1000, <1/100), piako (= 1/20000, <1/1000),
ayxe pigko (<1/10000)
200 mKr 1 pa3 Ha fo6y | 200 MKr 2 pa3un Ha goby
3 60Ky AMXanbHOT CUCTEMMW, OpraHiB rpyaHOT KNITKKN | CepefoCTIHHSA:
BepxHi gnxanbHi WAsSXu

IHeKuiT 4acTo HeyacTo
Hocosi KpoBoTeYi 4acTo [Y>Ke 4acTo
3 60Ky LLIKT

MogapasHeHHs ropna | - | vacto
3arasibHi NOpYLLEHHS Ta NOPYLLEHHS Y MiCLi BBELEHHS

[010BHMI 6inb | vacto | vacTo

[icna iHTpaHa3a/IbHOro 3aCTOCYBaHHA MOMETA30HY (hypoaty iHOAI MOXYTb CNOCTepiratuca peakuii rinepuyTanBoCTi, BKIKOYaKOUM 6poHXocnasm Ta gucnHoe. [yxe
PiAKO NOBIAOMASANM NP0 aHadiNaKTUYHY peakLiito, aHFiOHEBPOTMYHMNIA HABPSK ab0 MOPYLLUEHHS HIOXY Ta CMaKy.



Y naui€eHTiB i3 roCTPMM PUHOCMHYCUTOM 3arasibHa KiflbKiCTb HebaxaHNX ABWLL NOPIBHIOBA/IACA 3 TAKOK MpPY 3aCTOCYBaHHI Mnauebo Ta nofibHa A0 KifbKOCTI, L0
crnocTepiranaca y nauyieHTiB 3 iHLWIMMK MoKasaHHAMUW. [MoB’A3aHi 3 NiKyBaHHAM NOGIYHI peakuii, AKi CrocTepiranncb B KNiHIYHUX JOCNIMKEHHAX Y Binblu HIXK 2 %
nawuieHTiB, HaBeeHI B Tabnumui 3.
Tabnmua 3: Mos’a3aHi 3 NikyBaHHAM npenapatoM HazoHekc® CuHyc nobiyHi peakLii y nailieHTis 3
rOCTPUM PUHOCUHYCUTOM
AyXe yacTto (= 1/10), yacTo (= /100, < 1/10), HeuacTo (= 1/1000, <1/100), piako (= 1/20000, <1/1000),
Ayxe pigko (<1/10000)
200 mKr 1 pa3 Ha fo6y | 200 MKr 2 pa3u Ha goby
MopyLUEeHHS 3 6OKY AMXanbHOT CUCTEMW, OpraHiB rpyAHOT KNITKKN | CepefoCTIHHSA:
BepxHi gnxanbHi WAsxXu

HocoBi KpoBoTeyi | vacto | yacTo
MopyLweHHs 3 60ky LUKT

Bifib y XKMBOTI yacTo 4acTo
[Liapes 4acTo 4acTo
HypoTta yacTo 4yacTo
3arasibHi NOpYLLEHHA Ta NOPYLLEHHS Y MiCLi BBELEHHS

[010BHMI 6inb | vacTo | vacTo

HaiiuacTila no6iuHa peakLjisi, HOCOBa KpOBOTeUa, BUHMKaNa NPM6/M3HO 3 O|HAKOBOK YacTOTO y rpyni nnaueo (2,6 %) Ta rpyni npenapaty HasoHekc® CuHyc
(2,9 % T1a 3,7 % BignoBigHO).

MoXnvBe BUHUKHEHHS CUCTEMHUX eEKTIB Ha3albHUX KOPTUKOCTEPOILiB, 0CO6/IMBO NPW 3aCTOCYBaHHI BEIMKMUX 03 NMPOTArOM TPMBAIOro nepiogy.
MoBifoMNAN0CA NP0 BUMAAKM rNayKOMUAIABULLEHHSA BHYTPILUHLOOYHOIO TUCKY MPY 3aCTOCYBaHHI IHTPaHa3a/IbHNX KOPTUKOCTEPOILIB.

MoBiAOMAANOCS NPO HEYITKICTb 30pY.

TepMiH NpUAaTHOCTI. 3 POKMU.

YMoBM 36epiraHHs.
36epiratv Npu TeMnepaTypi He BuLe 25 OC y HeaOCTYMHOMY ANA AiTel micli. He 3aMopoXyBaTu.

YnakoBKa.



Mo 10 r (60 fo3) cycneHsii y nonieTnneHoBoMy (h1akoHi 3 403YHUMM HaCOCOM-PO3MN/OBaYeM, 3aKPUTUM KOBNaukoM. Mo 1 iakoHy Yy KapTOHHIN KOPOOL.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
LLlepiHr-Mnay /1a6o H.B., benbris.

MCL, IHTepHewHn Fm6X (thinia CiHranyp), CiHranyp.

Micue3HaxomkeHHS BUPOOHMKa Ta oro agpeca mMicusa NpoBamKeHHs 4isiNIbHOCTI.
IHaycTpienapk 30, Xeict-on-aeH-bepr, 2220, benbris.

70 Tyac Bect [paii, 638414, CiHranyp.



