IHCTPYKLIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ANNEPTEK® HA30
(ALLERTEC® NAZO)

Cknag:

Aitoya peyosmHa: mometasonefuroate;

1 fo3a mictuTb 50 MKI MOMeTa30Hy (hypoaTy MoHorigparty (y nepepaxyBaHHi Ha 6e3B0AHY popmy);

[ONOMI>KHi PEYOBMHU: GEH3A/TKOHIIO XI0pMAaYy PO3YUH, FAiLeprH, nonicop6at-80, Lentono3a MikpoKpucTaniyHa, HaTpito KapMmenosa, KMCNOTU IMMOHHOT MOHOrigparT,
HaTpito LMTpaT, BoAa ANA iH’EKLiiA.

Nikapcbka thopma. HasanbHuii cnpeii, 4030BaHNUIA, CyCneHsis.
OCHOBHI (hi3nKO-XiMiYHi BnacTVBOCTI: 6ina abo maiixe 6ina B’s3Ka CycreHsis.

dapmakoTepaneBTUYHa rpyna.
MpOoTMHaBPAKOBI Ta IHLWI NpenapaTn 419 MIiCLLEBOr0 3aCTOCYBaHHSA NPY 3aXBOPHOBaHHAX MOPOXKHUHM Hoca. KopTukocTepoian. Kog ATX RO1A DO9.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

MomeTa30Hy (PypoaTr — CUHTETUYHWUIA KOPTUKOCTEPOi[ ANs MICLEBOro 3aCTOCYBaHHS, AKWA YNHWUTL BUPaXKeHY MpoTu3anabHy Aito. JIoKasibHa npoTusanaibHa gis
MOMEeTa30HY (hypoaty BUABMAETLCA Y A03aX, MPU SKUX HE BUHNKAE CUCTEMHUNX eqeKTIB.

B OCHOBHOMY MexaHi3M NpoTu3anasibHOl Ta NPOTManeprivyHoil Aii MOMeTa3oHy (ypoaTy MOB’si3aHWA 3 MOro 3AaTHICTHO MPUrHIYyBaTW BWUAINEHHS MefiaTopis
anepriyHnx peakuiin. MomeTasoHy (ypoar 3HAa4YHO 3MEHLUYE CUHTE3/BUBINIbHEHHA NEMKOTPIEHIB i3 NENKOUMTIB NauieHTiB, SKi CTpaKAalTb Ha anepridvHi
3axBOptoBaHHA. MoMeTa3oHy (pypoaT NPOAEMOHCTPYBaB Ha KynbTypi KNITUH y 10 pa3iB 6ifiblly aKTWMBHICTb, HIXK IHLII CTepoiau, BKIKYaoUuM 6eK/IoMeTasoHy
aunponioHat, 6eTamMeTas’oH, riPOKOPTU30H Ta AEKCaMeTa3OH LWOAO MPUrHIYEeHHS CUHTEe3Yy/BUBINbHEHHA [L-1, IL-5, IL-6 Ta TNFa. BiH TakoX € MNOTY)XXHUM
iHri6iTopom npoaykuii Thy uuTokiHiB, IL-4 Ta IL-5 i3 noacbkux CD4* T-kniTvH. MomeTas3oHy (ypoar TakoX Y 6 pasiB akTWBHILLIWIA, HIX 6eK10MeTas3oHy

AunponioHar Ta 6etaMeTasoH, WOo4O NPUTrHIYeHHA npoaykuii IL-5.

PapmakoKiHeTuKa.

BiofoCTyrnMHICTL MOMeTa30HY (hypoaTy Npu 3aCTOCYBaHHI Y (hOpMi Ha3a/IbHOro Crnper CTaHOBUTL < 1% Yy nnasmi Kposi (BiANOBIAHO A0 AaHMX, OTPUMAHUX MpK
BUKOPUCTAHHI YyT/IMBOr0 METOAY HUKHbLOT MeXi KiflbKICHOrO BU3HaYeHHs cTaHoBUTb 0,25 nr/mn). CycneHsia MOMeTa30Hy (hypoaty Ay>ke ciabko abcopbyeTbea 3i
LLTYHKOBO-KMLLIKOBOI O TPaKTy, a Ta HeBe/nKa KiflbKiCTb, WO MOXe MPOKOBTHYTUCA Ta abcopbyBaTucs, NiLacTbCAa aKTUBHOMY MEPBMHHOMY MeTabosisMy Le 10
eKCKpeLil NepeBaxXHO y BUTNALI METAbO/ITIB i3 XXKOBYIO Ta AeAKOK MIipOK0 — 3 CEYet0.

KniHIYHI XapaKTePUCTUKW.
lNoka3aHHA.
e JlikyBaHHS1 CE30HHOr0 abo LiNOPIYHOro anepriyHoro puHITY y A0OpPOCAMX Ta AiTeil BIKOM Bif 2 pokiB. MNpodinakTnyHe NiKyBaHHA anepriyHoro pPUHITy
CepefHbOro i TAXKKOro nepebiry peKoMeHAYeTbCA po3noyvaTy 3a 4 TUXKHI 40 Nepef6adyBaHOro noYaTky Ce30HYy MUIKYBaHHS.



e K LJONOMDKHWI TepaneBTUYHWUIA 3aCi6 NPU NiKyBaHHI aHTUBIOTUKaMM rOCTPUX eni30AiB CUHYCUTIB Y JOPOCAUX (Y TOMY YMCAi NiITHBOrO BIiKY) i AiTel BIKOM Bif,
12 pokisB.

o JTikyBaHHS CUMNTOMIB rOCTPOro PUHOCUHYCUTY 63 03HaK TSHXXKOT 6aKTepiabHOT IH(eKLiTy gopocnnx i giTel BikomBig 12 pokis.

o JTiKyBaHH$ Ha3a/lbHUX MONiMiB Ta MOB’A3aHMX 3 HAMMW CUMMTOMIB, BK/HOYAKOUM 3aK1afeHiCTb HOCa Ta BTPaTy HIOXY, y NawieHTiB BiKOM Bij, 18 pokiB.

IMpoTnnoKasaHHA.
MMigByLLEeHa Yy TAMBICTb [0 aKTUBHOT Pe4OBMHN abo A0 By/b-AKOroHeaKTUBHOIO KOMMOHeHTA npenapary.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOLIA.

Mpenapat AJITEPTEK® HA30 3acTocoBYBanv 0HOYACHO 3 SI0PaTafMHOM, NP LibOMY He 6Y/0 BiA3HAUYeHO XOAHOrO BNAMBY Ha KOHLEHTPALLi0 Y nnasMi KpoBi
nopataguHy abo oro rofioBHOro MeTaboniTy, a MOMeTas3oHy (hypoaT He BU3Ha4aBCA Y MaasMi KPoBi HaBiTb Y MiHIMa/bHIN KOHUeHTpauii. CymicHa Tepanis fobpe
repeHocuiaca nayieHTamu.

Mpn ogHOYaCHOMY 3acTOCYBaHHI MOMeTa30Hy 3 iHribiTopamu CYP3A, BKIOYaKUM NiKapCbKi 3aco06u, WO MICTATb KOGILMCTAT, OUiKYETLCA MOCWUMEHHS PUBUKY
CUCTEMHMX NOGIYHMX peakuiin. Cnif yHUKaTW TakMx KOMOGIHaLii, KpiM BUNAaLKIB KOMM OYiKyBaHa KOPUCTb NIKYBaHHS MepeBuLLYE NOTEHLINHWUA PU3MK CUCTEMHMX
No6iYHNX peakLiii KOPTUKOCTEPOIAiB, Y TaKMX BUMaAKax C/if NPOBOANTI PETENIbHUIA MOHITOPUHT LWOAO CUCTEMHUX MOBIYHMX peakLiin KOPTUKOCTepOiLiB.

[aHi 1040 B3aEMOSii 3 IHLLIMMK NpenapaTtaMun He NpeacTas/ieHi.

Oco6MBOCTI 3aCTOCYBaHHS.

MMpenapart He cnif 3aCTOCOBYBATUMPW HAABHOCTI HE/TIKOBAHOII0Ka1i30BaHOT IHEKL,iT 3 YpaXXeHHAM CIM30B0T 060/T0HKM HOCOBOT MOPOXXHUHMN.

Uepes Te L0 KOPTUKOCTEPOTAN MatOTb e(heKT NMPUrHIYEHHS 3arOeHHs paHu, NauieHTaM, IKUM HeloAaBHO pobuaun onepawito y HOCOBI MOPOXHMHI abo y SKUX Bynu
TpaBMW, He MOXXHa 3aCTOCOBYBATMW Ha3a/lbHUI KOPTUKOCTEPOI[, MOKW He Bif0yLeTbCs 3arOEHHS.

3acTocyBaHHA npenapary AiTAM MOJIOALIOr0 BiKy He0OXiAHO NPOBOAUTY 3a LOMOMOI 0K LOPOC/INX.

Mpenapat He cnif 3aCTOCOBYBATW NPU HAABHOCTI HEMIKOBAHOI MiCLEBOT iH(DEKLIT 3 YPaXKEHHAM CNM30BOT 060/I0HKN HOCa.

Mpenapat AJINEPTEK® HA3O cnifi 3aCTOCOBYBaTY 3 06EPEXHICTIO a60 He 3acTOCOBYBaTW 30BCIM MallieHTaM 3 aKTVUBHOK abo NAaTEHTHOH TYGEepKY/bO3HOK
iH(heKLie0 pecnipaTopHOro TpakTy, a TaKoX NPV HeNikoBaHili rpubKoBili, GakTepianbHiAi, CUCTEMHI BIPYCHIN iH(eKUii abo npu iHgekuii herpes simplex 3
YPaXKEHHSIM OYel.

Micns 12-mica4yHoro nikysaHHs npenapatoM AJITEPTEK® HA3O0 He BUHMKaI0 03HaK aTpodlil C/M30BOT 060/I0HKU HOCA; KPiM TOro, MOMETa3oHy (hypoaT CripusiB
HOopMatizalii ricToforiyHoi KapTUHN CNM30BOT 000OHKM HOca. FAK i BMPOAOBX Oy/b-AKOro A0BroTpMBasioro NikyBaHHS, nauieHTam, sAKi 3aCTOCOBYIOThL Mpenapar
MPOTArOM KifIbKOX MicALiB | [JOBLUE, HEOOXIAHO MEPIOAMYHO NPOXOAUTU OrNA LWOAO BUSBMEHHSA MOX/IMBMX 3MIH CNM30BOI 0O0NOHKM HOca. Y pasi pO3BUTKY
NOKaNbHOT rpMOKOBOT IH(EKLIT HOCa UM TNOTKM MOXe OYTWN NOTPiGHE NPUMUHEHHA Tepanii npenapaTom abo nNpoBeAeHHs BigNoOBIAHOI0O NikyBaHHA. Moapa3HeHHS
CNIM30B0OT 000/TOHKKM HOCA | TNOTKW, LLLO 36epiraeTbCs MPOTArOM TPMBAIONO Yacy, TaKoX MOXe 6y TV NMoKasaHHSAM 40 NPUNMHEHHS NTiIKYBaHHA NpenapaTomM.

Xoya npenapaT KOHTPO/IOE Ha3a/lbHI CMMNTOMU Y Bi/IbLIOCTI MaLieHTIB, CYNnyTHE 3aCTOCYBaHHSA Bi4NOBIAHOI LOAATKOBOI Tepanii MOXe Mpu3BecTy A0 40A4ATKOBOro
nocnabieHHs iHLWWX CUMMNTOMIB, 30KpeMa CUMMNTOMIB 3 BOKY O4ei.

Hemae foKa3iB W00 NPUTHIYEHHS (DYHKLIT rinoTanamo-rinogisapHo-HagHPKOBO3a/I03HOT CUCTEMU MPY TPMBAIOMY NiKyBaHHI npenapatom Anneptek Haso. OgHak
€ MOX/MBICTb TOrO, WO TpMBaNe 3acTOCyBaHHS Ha3a/lbHUX KOPTUKOCTEPOI4iB MOXE BMMHYTU Ha (YHKLi0 KOPXU HAAHUPKOBMX 3a103 Ta CRPUYMHUTK
rinepkoptuumnsm (cuHApomy KylumHra) y 4yTtimMBuMx 4O KOPTUKOCTEPOIAiB MauieHTIB Ta Yy NeBHMX BuUMNafgkax. 3a nauieHTamu, fKi Nepexofdatb Ha NiKyBaHHS
Hasa/lbHAM CMpeem Micns TpuBanoi Tepanii KOPTMKOCTEPOIfamMu CUCTEMHOI Ail, NOTPIGHO yBaXKHO cnocTepirat. MpUNYHEHHA NPUIAOMY KOPTUKOCTEPOILiB
CUCTEMHOI AiT Yy TakvMX NauieHTiB MOXe Mpu3BeCcTU [0 HeLOCTaTHOCTI (DYHKLIT KOPU HAZHUPKOBMX 3a/103, LLO MOXe BMMaraTyi NOHOB/EHHS Teparii CUCTEMHUMMU



KOPTMKOCTEPOifamMu | 3aCTOCYBaHHSA IHLLIOTO BiANOBIAHOIO NiKyBaHHS.

Mig yac nepexofdy 3 NiKyBaHHS KOPTMKOCTEPOIAaMM CUCTEMHOI fiT Ha NikyBaHHs npenapaTom AJIIEPTEK® HA3O0 y aesikux nauieHTiB nopsig i3 noneriieHHaM
HOCOBMX CMMMTOMIB MOXYTb BUHWKHYTW CUMMTOMM BifMIHW KOPTUKOCTEPOIAiB (Hanpuknag 6inb y cyrnobax ta/abo m’a3ax, BigvyTTs BTOMU i Aenpecia). Takumx
nawieHTiB He0bXiHO creyiasibHO MePeKOHYBaTN Y AOLiIbHOCTI NPOAOBXEHHS NiKyBaHHA CNpeeM. 3MiHa Tepanil MOXe TaK0X BUSBUTU a/leprivyHi 3aXBOproBaHHS (Taki
K aneprivHniA KOH’FOHKTUBIT, eK3eMa TOLL0), LLLO PO3BUMHY/IACS PaHiLLe i MacKyBasmca Tepanieto KOPTUKOCTepOigaMm CUCTEMHOT Aii.

Be3sneky Ta edeKTUBHICTb 3acTocyBaHHsA npenapaty AJI/TEPTEK® HA30 npw nikyBaHHi OAHOCTOPOHHIX MOAiNiB, Noninis, NOB’A3aHUX i3 KiCTO3HUM (hiGpo3oM a6o
Mosinis, LLIO MOBICTHO MEPEKPMBAKOTL HOCOBY MOPOXHWHY, HE BUBYAIN.

OZHOCTOPOHHI NOAINW, WO € HE3BUYHUMM Ta PiLKO BUHNKaIOTb, 0COBMBO Y BUMNaAKY BUHUKHEHHS BUPa30K abo KPOBOTEY, MatoTb Oy TV AOCMIIKEHI AeTa/lbHiLLe.
MayieHTn, AKi 3aCTOCOBYHOTb KOPTUKOCTEPOIAMN, MOTEHLIAHO MOXYTb MaTh 3HWKEHY IMYHHY PeakKTUMBHICTb, | TX HEOOXiAHO nonepemkaTyt NPo MiABULLEHNIA PU3KK
3apaXXeHHSA NPU KOHTaKTI 3 XBOPUMW Ha AesKi iH(eKLiNHI 3axXBOptoBaHHS (Taki fK BiTpsHA Bicna, Kip), a TakKoX Npo HeO6XiAHICTb KOHCYMbTauil ikaps, SKLLLO TaKui
KOHTaKT Big0yBcs.

Besneky Ta edeKTMBHICTb 3acTocyBaHHs npenapaTy AJI/IEPTEK® HA3O npw fikyBaHHi HasanbHWX MofiMiB y AiTeli Ta NiAniTKiB BikoM A0 18 pokiB He
LOCNiLKyBaN.

Micna 3acTocyBaHHSA [HTpaHas3a/lbHUX KOPTUKOCTEPOIAIB AyXKe PiAKO MOBIAOMAAAN NPO MpUKNagyM nepdgopawii HOCOBOI rMeperopogku abo nigBuMLLEHOrO
BHYTPILLHbO0YHOIOTUCKY.

3acTocyBaHHs BefMKMX [03 abo TpuBaie 3aCTOCYBaHHA [IFOKOKOPTUKOCTEPOIAIB MOXE CMPUUMHUTU CUCTEMHI eeKTW, Taki fK MPUTHIYEHHS pocTy Yy [AiTei.
L[oBrotpusani eqeKTy iHTpaHa3aIbHUX/IHransALinHUX CTepoiadiB y AiTei He MOBHICTIO 3p03yMifi. AK NpaBuno, Nikap Mae YBaXKHO CTEXUTM 3a 3pOCTOM AUTUHM, LLIO
MPOTAromM TPUBAJIONO Nepiofy OTPUMYE NiKyBaHHS TNFOKOKOPTMKOCTepoifamu. Mpu npoBefeHHI nnaue60-KOHTPOIbOBAHMX KATHIYHWUX LOCNIMKeHb Y AiTel, AKUM
npenapar 3aCcTOCOBYBa/N Y LWOAEHHIM A03i 100 MKr NpoTArom 1 poky, 3aTPUMKM POCTY He BiA3Hauanocs.

Cnig nonepeanTy NaLieHTIB MPO HEOOXIAHICTb HEramHOro 3BePHEHHS A0 NiKaps Y pasi BUHMKHEHHS 03HaK ab0 CUMMTOMIB TSXKKOT 6aKTepianbHOI iIHEKLIT, TaKuX SK
NigBULLEHHS TemnepaTypy Tina, CUAbHWUIA OAHOGIYHWIA 6iNb y AiNAHUI 06/1MYys abo 3y6HMIA 6inb, opb6iTasibHa abo nepiopbiTanbHa NPUNYXIiCTb/HAbPAK abo
MOripLUeHHs CTaHy Micns NoYaTKoOBOro NMOKpPaLLaHHS.

BisyanbHi NopyLUeHHS

MoXXyTb criocTepiratuca BisyanbHi po3fiagy Npy 3aCTOCyBaHHI CUCTEMHUX ab0 MiCLEBMX KOPTUKOCTEPOIAiB. AKLLO Y NawieHTa CrnocTepiraeTbCa HeYiTKICTb 30py abo
iHLWI Bi3yanbHi NOPYLUEHHS, NOMY Cif, 3BePHYTUCS 4O OpTasbMOora Ans OUiHKM MOXIMBUX NMPUYMH BUHUKHEHHS MOPYLUEHb, LLIO MOXYTb BK/IHOUATW KaTapakTy,
rnaykomy abo pigKiCHI 3aXBOPKOBaHHA, Taki AK LUeHTpa/bHa Cepo3Ha peTuHoMartid, Mpo AKY MOBIAOMAAAM MICNA 3aCTOCYBaHHA CUCTEMHUX Ta MiCLEBUX
KOPTUKOCTEpOIiB.

Besneky Ta epeKTVUBHICTb 3acTocyBaHHS npenapaTy AJITEPTEK® HA3O npu nikyBaHHi CUMNTOMIB PUHOCUMHYCUTY Y AiTeii BikoM 0 12 poKiB He BUBYAN.
NikapcbKunii 3aci6 MicTUTb 20 MKI 6eH3a/IKOHIt0 X/TIOpUAY Ha OfjHe 3aCTOCYyBaHHS. BeH3aNKOHIK0 X0pUA MOXeE BUKIMKATK NOApPa3HEHHS abo HabpsK BCepeanHi Hoca,
0c06/1MBO NPU TPMBAIOMY 3aCTOCYBaHHI.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyagto.

[loBefieHo, Lo cucTeMHI (4N5 NiALWKIPHOMO BBEAEHHS) KOPTUKOCTEPOTAM MatOTh TePaTOreHHNI eqhekT Y TBApUH.

CneuiasibHUX JOCNILXEeHb npenapary 3 y4acTro BariTHUX XIHOK He NMPOBOAUIIN.

AK i iHWI KOPTUKOCTEPOIAM 4NN iHTpaHa3aIbHOIO 3acToCyBaHHs, npenapaT A/I/IEPTEK® HA30 MoHa 3aCTOCOBYBATUM BariTHUM i XiHKaM, ki rofytoTb rpyto,
TiNlbKN AKWO O4YiKyBaHa KOPUCTb Bif MOro 3aCTOCYBaHHS BUMPaBAOBYE MOTEHUIMHUIA PU3MK AN1S XKIHKK, Nnoga abo HEMOBNATU. HemMOBAAT, MaTepi AKX Y nepiof
BariTHOCTI 3aCTOCOBYBa/IM KOPTUKOCTEPOIAW, CNif PeTeNlbHO 06CTEXYBATH LLOA0 MOX/IUBOT FiNOMYHKLIT HAAHMPKOBUX 3a/103.



30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMmu.
Hesigoma.

Cnocib 3acTocyBaHHA Ta [03Mu.

JliKyBaHHS1 CE30HHOI0 abo LiNopPIYHOro aneprivyHoro puHiTy. dopocnnm (y ToMy Yncni NiTHLOrO BiKY) i AiTAM BiKOM Bif 12 poKiB pekoMeHAoBaHa NpodinakTnyHa i
TepanesBTUYHa A03a NpenapaTy CTaHOBUTL 2 BMOPCKYBaHHA (Mo 50 MKI KOXXHE) Y KOXKHY Hi3fpto 1 pa3 Ha fo0y (3arasibHa fo6osa fo3a — 200 MKr). [icng oCArHeHHs
NiKyBa/IbHOI 0 e(DEKTY AN NIATPUMYHOYOT Tepanii AouifbHe 3MeHLLeHHS 4031 A0 1 BNOPCKyBaHHS Yy KOXHY Hi3apto 1 pa3 Ha o6y (3aranbHa o6osa fo3a — 100 MKr).
AKLWO nocnabneHHA CMMMNTOMIB 3aXBOPKOBAHHA He BLAETbCA AOCATTU 3aCTOCYBaHHAM MpenapaTty y peKOMeHOBaHiin TepaneBTUYHIN 03I, J4060BY [03Y MOXHA
36iNbLUNTY A0 MaKCUMa/IbHOT: MO 4 BNOPCKYBaHHSA Y KOXHY Hi3apto 1 pa3 Ha fo6y (3aranbHa fo6osa fosa — 400 MKr). icng nocnabneHHs CMMNTOMIB 3aXBOPHOBaHHSA
PEKOMEHLYETHCA 3HUXKEHHS [03U.

MpenapaT NPOAEMOHCTPYBAB KNiHIYHO 3HAYyLUMIA NoyaTok Aii NpoTarom 12 roguH nicns nepluioro 3acToCyBaHHA [eAKUM nauieHTaM i3 Ce30HHWM anepriyHnum
PUHITOM. OfHaK NMOBHY KOPWUCTb Bif NiKyBaHHA HE MOXKHa OTpumatu y nepuli 48 roguH, ToMy nauieHTy HeoOXiAHO MPOAOBXKYBATK PerynspHe 3acTOCyBaHHA 41
[OCATHEHHS NMOBHOI 0O TEPaneBTUYHOIO eqeKTy.

[ns piTeid Bikom 2—-11 pokiB peKOMeH[oBaHa TepaneBTUYHa [J03a CTaHOBUTL 1 BnopcKyBaHHSA (50 MKr) y KOXHY Hi3gpto 1 pa3 Ha fo6y (3aranibHa fobosa gosa —
100 mKTr).

JlonoMi>KHe fikyBaHHA FOCTPUX eni3ogis cuHycuTiB. Jopocamm (y TOMY 4Ymcni NiTHLOrO BIKY) | AITAM BIKOM Bif 12 pokiB peKOMeHAOBaHa TepaneBTUYHA A03a
CTaHOBUTb 2 BNOPCKYBaHHA (Mo 50 MKr) y KOXHY Hi3apto 2 pa3n Ha fo0by (3aranbHa go6osa fo3a — 400 MKr).

AKLo nocnabneHHs CMMMNTOMIB 3aXBOPHOBAHHA He BLAETLCA JOCATTU 3aCTOCYBaHHSAM MperapaTy B PeKOMeHOBaHIi TepaneBTUYHINA [03i, A060BY [03Y MOXHa
36ibWMTY [0 4 BNOPCKYBaHb Y KOXHY Hi3fpto 2 pasun Ha Jo6y (3aranbHa go6osa fo3a — 800 MKr). Micns nocnabneHHs CUMMITOMIB 3aXBOPHOBAHHS PEKOMEHAYETHLCA
3HVKEHHS [03MW.

rocTpuin puHocMHyCcHT. [lopocnnm i 4iTAM BiKOM Bif, 12 poKiB peKOMeHJ0BaHa TepaneBTUYHa [03a CTaHOBUTL 2 BNOPCKYBaHHA (M0 50 MKI) y KOXHY Hi3apto 2 pasu
Ha o6y (3aranbHa fo6oBa fo3a — 400 MKT).

HasanbHi noninu. [Ans nauieHTiB BiKOM Bif 18 pokiB (y TOMY 4mci NiTHLOr0 BiKy) peKOMeHA0BaHa fi03a CTaHOBMTb 2 BNOPCKYBaHHSA (M0 50 MKr) Y KOXHY Hi3apto 2
pasun Ha o6y (3arasibHa fo60Ba Ao3a — 400 MKr). icns AOCATHEHHS KNiHIYHOro edeKTy peKOMeHA0BaHO 3MEHLLUTY A03Y [0 2 BMOPCKYBaHb Y KOXHY Hi3apto 1 pa3
Ha o6y (3aranbHa fo6osa fo3a — 200 MKr).

3acToCcyBaHHA Ha3a/lbHOro CNpero

Mepes NOYaTKOM BUKOPUCTaHHS HOBOro (pakoHa npenapaTy CAif NPoBecTU MOro KanibpysaHHs. KaniopyBaHHS 34iACHIOETLCA LWASXOM NPr6aM3HO 10 HaTUCKaHb
[03yH4O0ro NPUCTPOIO, NPU LibOMY BCTaHOB/HOETLCS CTEPEOTMMNHA NodaYa iKkapCbKOl PEHOBUHW, NPK SKili 3 KOXKHUM HaTUCKaHHAM Bif0yBaeTbCA BUKMA NPUGIN3HO
100 mr cycneHsii, Wwo MictuTb 50 MK MOMeTa30HY (0fHa [03a). AKLWO Ha3anbHWUIA CNpert He BUKOPUCTOBYBa/IN NPOTAroM 14 aHiB abo A0BLUE, Nepef HacTyMHUM
3aCTOCyBaHHAM HeobOXifHe MOBTOPHE BUMPUCKYBaHHS LLUIAXOM 2 HATUCKaHb, MOKKN He 6y /e crnocTepiratucs nosHa nogavya.

IMicns BUKOPUCTaHHS BKa3aHOI KifibKOCTi 03 Y (hnaKoHi abo nicns 2 MicALiB 3 MOMEHTY NePLLOro BUKOPUCTaHHS (iakoHa, oro CNif BUKUHYTK.

MopsfoK BBeAEHHS npenapaTty:

1. Mepes, KOXHMM 3aCTOCYBaHHSAM C/lif, eHepriiHO CTpycuTun hnakoH (puc. 1).

Puc. 1




2. [Mepes KOXHWUM 3aCTOCYBaHHAM C/1ifJ, PETEeNIbHO OUMUCTUTU HIC Bif CIN3Y.
3. Cnifi NOMICTUTN HAKOHEYHWK Y HOCOBUWIA Xifl, @ IHLLY HIi3APH0 3aKPUTY NasbLEeM, SK NOKa3aHOo Ha puc. 2. HaxnnuTtu ronosy Bnepea, Npu LboMy (nakoH chig,
TPUMaTN BEPTUKALHO.

o, |

Puc. 2 L
4. Cnif 3pobuTy BAMX Yepes Hic i 3p06UTK OfiHe HATUCKAHHA NasibLAMMW HA HAcaAKy (h1aKoHa.

5. BuauxHyTu yepes poT. MOBTOPUTU NYHKT 4 419 LPYTOro BNOPCKYBaHHS B TOM XKe HOCOBUIA Xif.
6. Cnig BUTATHYTU PO3NW/OBAY 3 HOCOBOMO XO4Y i NPOJOBXYBATU ANXaHHA Yepes poT.

7. HeobxigHO NOBTOPUTK NMYHKTK 3-6 Ans Apyroi Hisapi (puc. 3).

\

|
Puc. 3 i 2
Micns BUKOPUCTaHHS CMPEL0 HEOBXiZAHO MPOTEPTU PO3NMIOBATLHY HACAAKY (hNaKOHa YMCTOKD CEPBETKO i 3aKPUTY 3aXMCHUM KOBMAYKOM.
Bax/MBO PErynsipHO OUWLLATM [03YHOUNiA NPUCTPIlA. MOTPIGHO 3HATU 3aXMCHUIA KOBMAYOK i PO3NMAIOBAY i MPOMUTY X TEM/0l MPOTOUHOK BO/OID, BUCYLLMTM Ta
BCTAHOBUTM Ha MonepeaHe MicLie. He HamMaraTvcst IpoUnCTUTI HacaKy FOIKO a6o iHLLIMM FOCTPUM NPeAMETOM, 0CKiNbKM TaKi Aii MOLWKOAATb 403aTOp.
PerynsipHe OUULLIEHHS HACAAKM € Ay>Ke BXK/IMBUM.

aiTn.

Mpwn NpoBeaeHHi NNaLe60-KOHTPONbOBAHMX KNiHIYHWX AOCNiMKeHb Y AiTel, skumM npenapat A/ITEPTEK® HA30 3acTocoByBanu y A060Bili 403i 100 MKT NpoTArom
POKY, 3aTPUMKW POCTY He Bif3Ha4aocs.

He pocnimpkyBanu 6Gesneky Ta edeKTuBHICTb npenapaTy AJITEPTEK® HA3O npu nikyBaHHI Ha3a/bHUX MOAINiB Yy AiTeli Bikom A0 18 pokiB, CUMNTOMIB
PUHOCUHYCUTY — Y AiTeil BIKOM 10

12 pokiB, Ce30HHOr0 abo LiiIOPIYHOro anepriyHoro pUHITY — y AiTei BikoM 40 2 POKiB.

Nepeno3yBaHHSA.

YHacnifok Toro, Lo cMcTeMHa 6iof0CTYNHICTb nNpenapaty < 1 %, ManoiMOBIpHO, L0 NpK nepeao3yBaHHi 6yayTb NOTPIOHI iHLLII 3aX04u, KpiM Harnsay 3a cCTaHOM
nauieHTa 3 NojabLUMM 3aCTOCYBaHHSM MpenapaTy y peKoOMeH0BaHil L03i.

IHransauis abo nepopanbHe BBeAEHHSA HAAMIPHUX 03 KOPTMKOCTEPOIAiB MOXe MPU3BECTU A0 MPUTHIYeHHS QYHKUIT rinotanamo-rinodizapHo-HafHMPKOBO3a/103HOI
CUCTEMMU.

Mo6iyHi peakuil.
Mg Yac KNiHIYHMX JOCAIIKEHb NPU CE30HHOMY i LISIOPIYHOMY afepriyHnX pUHITax Bif3Hayanncs Taki HebaxaHi sAByWLLa, MOB’A3aHI i3 3aCTOCYBaHHAM npenapary
ANNEPTEK® HA3O0: ronoBHwuii 6inb (8 %), HOCOBI KpoBOTedi (TOGTO fBHA KPOBOTEYa, a TAKOX BW/iNEHHS KPOB’AHWUCTOro cam3y abo 3rycTkiB Kposi) (8 %),



(apuHriT (4 %), BifUYyTTA NeYviHHA y Hoci (2 %), nogpasHeHHs (2 %) Ta Bupa3kosi 3miHu (1 %) cim30B0T 060/10HKN HOCA. PO3BUTOK MOAIGHMX HeGaXKaHMX ABULL, €
TUNOBMM MPW 3aCTOCYBaHHI 6y/Ab-AKOro Ha3a/lbHOro Crpeto, WO MICTUTb KOPTMKOCTepoign. HocoBi KpoBOTeYi MPUMMHANUCSA CaMOCTIMHO i 6ynn NOMipHUMK,
BUHVKaNW [eLL0 YacTille, HXX npu 3acTocyBaHHI nnauebo (5 %), ane pigLle, HDK Npy 3aCTOCYBaHHI IHWNX IHTpaHa3aIbHUX KOPTUKOCTEPOILIB, L0 AOCILKYBAINCS
Ta 3aCTOCOBYBa/MCA AK aKTMBHWUIA KOHTPO/b (Y AESKMX i3 HMX 4acToTa BMHUKHEHHS HOCOBMX KPOBOTEY cTaHoBWna A0 15 9%). YacToTa BUHWUKHEHHS iHLIMX
HebaXKaHMX SBULL, Oyna MOPIBHAHHOKO 3 YaCTOTOK BUHUKHEHHSA MW 3aCTOCYBaHHI Mnauebo.
Y [piTein yactoTta po3BUTKY HebaxXaHWX SIBULL, Y TOMY YMC/i HOCOBUX KPoBOTeY (6 %), ronoBHOro 6onto (3 %), Big4yTTa nogpasHeHHs Y Hoci (2 %) i uxaHHs (2 %),
Oyna nopiBHAHHA 3 TaKOO NPW 3aCTOCYyBaHHI Nnaue6o0.
[Micna iHTpaHa3a/lbHOro 3aCTOCYBaHHA MOMETA30HY (PypoaTy iHOAI MOXNMBI anepriydHi peakuii HeraHoOro TNy (Hanpuknag 6poHxocnasm, AUCNHoe). dyxe pigko
BYHUKaIM aHaiNaKTUYHa peakLis Ta aHrioHeBPOTUYHUIA HABPSIK.
MoBigoMNANM NPO NOOANHOKI BUNALKM PO3/1afiB CMaKy Ta HIOXY.
Mpw 3acTocyBaHHi HaszanbHOro cnpeto AJIJTEPTEK® HA3O sk 4onoMixHOro 3acoby y nikyBaHHi FOCTPUX eni3ofiB CUHYCUTIB Bi3Hauanmcs Taki HebaxaHi SBuLLA,
4yacTOTa BMHUKHEHHSI SKMX Oyna MOpiBHAHA 3 TakKOK MpW 3acTOCyBaHHI Mnauebo: ronoBHMn 6inb (2 %), dapuHriT (1 %), BiguyTTa nedviHHa B Hoci (1 %) i
MoZIpasHeHHS CNKU30BOT 060M10HKM Hoca (1 %). HocoBi KpoBOTEUi GY/IM MOMIPHO BUPAXKEHi i YacToTa X BUHWUKHEHHS MPK 3acTocyBaHHi cnpeto AJIIEPTEK® HA30
TaKoXX 6yna NopiBHsAHA 3 YaCTOTOK HOCOBMX KPOBOTEY MpW 3acTocyBaHHI nnaue6o (5 % ta 4 % BignosigHo).
Y NaLieHTiB i3 Ha3aMbHUMM NOMiNamMK1, rOCTPUM PUHOCUHYCUTOM NPY 3aCTOCyBaHHI crnpeto AJITEPTEK® HA3O 3aranbHa KifbKicTb HaBeAeHNX BULLE HEGaKAHUX
ABMLL, 6yna MopiBHAHA 3 TAKOK MPK 3aCTOCYBaHHI Nauebo 1a nogioHa 40 KifbKOCTI, WO cnocTepiranaca y nauieHTIiB 3 alepriyHMM pUHITOM.
MoB’s3aHi 3 NiKyBaHHAM NikapcbKMM 3aco6om ASTTEPTEK® HA30 no6iuHi peakLlii, sKi cnocTepiranmck y KNiHiYHUX JOCAIIKEHHSX Y 6ibll HidK 1 % navlieHTis,
HasefeHi B Tabnuui 1.
Tabnuyq 1
MoB’s3aHi 3 NikyBaHHAM npenapatom AJITEPTEK® HA3O nobiuHi peakLii y nawieHTiB 3 HazalbHUMK MoinaMu
AyXe yacTto (= 1/10), yacTo (= /100, < 1/10), HeuacTo (= 1/1000, <1/100), pigko (= 1/20000, <1/1000), ay>xe pigko (<1/10000)
200 mKr 1 pa3 Ha Joby | 200 mKr 2 pa3un Ha goby
3 60Ky AMXanbHOT CUCTEMMW, OPraHiB rPpyAHOT KNITKK i CepefoCTIHHS:
BepxHi AuxasibHi Wasxu

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

MogapasHeHHs ropna | - | acTo
3arasibHi NOpPYLLEHHSA Ta NOPYLUEHHSA Y MiCLi BBEJEHHS

[010BHUI 6inb | acTo | vacTo

[icna iHTpaHas3aIbHOro 3aCTOCyBaHHA MOMETA30HY (hypoaty iHOAI MOXYTb CNOCTepiratuca peakuii rinepyyTanBOCTI, BKIKOYaKOUM 6poHXocnasm Ta gvcnHoe. [yxe
PiAKO NOBIAOMANANN NP0 aHaiNaKTNUYHY peakLito, aHrNOHEBPOTUYHWIA HABPSIK ab0 NOPYLLUEHHS HIOXY Ta CMaky.
Y naui€eHTiB i3 roCTPMM PUHOCUHYCUTOM 3ara/ibHa KiflbKiCTb HebaxaHUX SBWLL NOPIBHIOBAIACS 3 TaKOK MpPY 3acTOCyBaHHI Nnauebo Ta nofiobHa Ao KifbKOCTi, LWO
criocTepiranacsd y nauieHTiB 3 iHLWMMW NoKasaHHAMK. [10B’A3aHi 3 NiKyBaHHAM MOGIYHI peakLiii, AKi CNOCTepirancb y KNiHIYHUX JOCIIKEHHAX Y OiNbl HIX 2 %
nauieHTiB, HaBefeHi B Tabnumui 2.

Tabnuuga 2



MoB’s3aHi 3 NikyBaHHAM npenapaToM AJ/IIEPTEK® HA30 no6iuHi peakLiii y NaLieHTiB 3 FOCTPUM PUHOCUHYCUTOM
Ayxe vacto (= 1/10), yacTo (= /100, < 1/10), HeuacTo (= 1/1000, <1/100), pigko (= 1/20000, <1/1000), ay>xe pigko (<1/10000)
200 mKr 1 pa3 Ha aoby | 200 MKr 2 pa3u Ha goby
3 60Ky AMXanbHOT CUCTEMMI, OpraHiB rpyaHOT KNITKKU | CepefoCTIHHS:
BepxHi gnxanbHi Wsxm

HocoBi KpoBoTeui | vacTo 4acTo
3 60Ky LLUKT

Binb y XnBOTI 4acTo 4acTo
[iapes 4acTo 4acTo
HypoTta 4yacTo 4yacTo
3arasibHi NOpYLLEHHA Ta NOPYLLEHHS Y MiCLi BBELEHHS

[010BHMI 6inb | vacTo | vacTo

HaltuacTilua no6iuHa peakLisi, HOCOBa KPOBOTeua, BUHMKaNa NPUGIN3HO 3 OAHAKOBOK YacTOTO Y rpyni nnae6o (2,6 %) Ta rpyni npenapaty AJITEPTEK® HA30
(2,9 % T1a 3,7 % BigNoBIAHO).

MoX/IMBe BUHUKHEHHS CUCTEMHUX e(PEKTIB Ha3a/IbHUX KOPTUKOCTEPOIAiB, 0CO6/IMBO MPW 3aCTOCYBaHHI BE/IMKUX 03 MPOTATOM TPUBAIOro Mepioay.
MoBifoMAANN NPO BUNaAKWN rNayKOMUAIABULLEHHS BHYTPILLUHBO0YHOMO TUCKY MPK 3aCTOCYBaHHI IHTpaHas3a/lbHUX KOPTUKOCTEPOILiB.

MoBifOMAANN MPO HEYITKICTL 30pY.

[oBiAOMNEHHSA MPO Nif03ptOBaHI HebaxKaHi peakLil

[Micna peecTpauii nikapcbKoro 3acoby noBifoMIEHHA NPO Nifo3ptoBaHi HebaKaHi peakuii € BaXXMBUM. Lie aae 3mory npofoBXUTM KOHTPO/IKOBATM CNiBBiAHOLLEHHS
KOPUCTL/PU3UNK 3aCTOCYBaHHSA NiKapcbKoro 3acoby. Mpo 6yab-aKi Nigo3proBaHi HebaxxaHi peakuii MeMUYHUM NpaLiBHUKaM HE06XigHO MOBIAOMASATL.

TepMiH NpUAaTHOCTI.
2 POKMW.
TepMiH NpUAATHOCTI NIC/A NEPLUOro BiAKPUTTA — 2 MiCALI.

YMoBW 36epiraHHs.
36epirati B opuriHanbHil ynakosLi npy TemnepaTypi He BuLle 25 °C.
36epiratv y HeoCTyNHOMY ANs AiTei mMicui.

YnakoBKa.
Mo 60 a6o 120, a6o 140 go3 cycneHsii y MET-hnakoHi 3 A03yHOUNM HAaCOCOM-103aTOPOM-PO3NUIOBAYEM, LLIO BUAINSE NO 1 A03i NiKapCbKOro 3acoby, 3aKpUTuM
KoBNaykom. 1o 1 pnakoHy y KapTOHHil KOpooLi.

KaTteropis Bignycky. 3a peLentom.



BupobHMK.
«Papmea»/ Farmea.

Micue3HaxomKeHHs BUPOOHMKa Ta agpeca Micusa NPoBagpKeHHS 0ro AisifIbHOCTI.
Byn. bywe Toma, 10, 3AK 1°OpxxemoH, 49000 AHxxe, PpaHLuis/
10 rue Bouche Thomas, ZAC d’Orgemont, 49000 Angers, France.

3asABHUK.
MepaHa ®apma AKLioHepHe ToapucTeo/
M edana Pharma Spolka Akcijna.



