IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

EAEM®
(EDEM)

Cknag:

Aitoya peyosmHa: desloratadine;

1 TabneTka MiCTUTb fje3nopaTagnHy y nepepaxyBaHHiHa 6e3so4Hy 100 % peyoBuHY 5 Mmr;

[ONOMI>KHI PeYOBMHU: KanbLiito rigpodocdat agurigpat, Lenrno3a MikpoKpuUcTasiyHa, NakTo3u MOHOriApaT, KpoXMasb KYKYpYA3sHWUIA, rinpoMenosa, KanbLito cTeapart,
Opadry Il 85F 30571 Blue (3a1iza okcug YepBoHuid (E 172), cnvpT NoNiBiHIiNOBWIA, TUTaHy giokeug (E 171), Tanek, iHaurokapmiH (E 132), nonieTUneHrnikonb).

JlikapcbKa thopma. TabneTkn,BKpUTi 06010HKOIHO.
OCHOBHI (pi3MKO-XIMiYHI BNaCTMBOCTI: TabNeTKM KPyriol PopmMu 3 IBOOMYK/IOK NOBEPXHERD, BKPUTI 060I0HKOHK 6/1aKUTHOTr 0 KO/IbOPY.

dapmakoTepaneBTUYHA rpyna. AHTUriCTaMiHHI 3aC06U /19 CUCTEMHOIO 3aCTOCYBaHHS.
Kog ATX RO6A X27.

dapmMakosoriyHi BNacTnBOCTI.
PapmakofnHamiKa.
[e3nopatafivH — Lie HeceaaTUBHUIA aHTUTMICTaMiHHWIA NpenapaT TPUBaOI Aii, L0 YNHWUTL CeNeKTUBHY aHTaroOHICTUYHY Ait0 Ha nepudepuyHi Hy-peuentopu. Micna

MepopaibHOro 3aCTOCYBaHHA fe3fiopaTafiMH CeNeKTUBHO 6/10KYe nepudepuyHi rictamiHosi Hq-peuentopu.

Y [OCNiMKEHHAX N Vitro gesnopartafvH MPOAEMOHCTPYBaB Ha K/ITUHaX €eHAOTeNito CBOI aHTWaneprivyHi Ta npoTu3anasibHi BnactmeocTi. Lle npossnsnoca
MPUrHIYEHHAM BUAINEHHSA npo3anaibHUX LMTOKIHIB, TakuX fK IL-4, IL-6, IL-8 Ta IL-13, 3 macTouuTiB/6a30(iniB NOANHN, & TAKOXK NPUTHIYEHHS eKCnpecil Monekyn
afresii, Taknx Ak P-cenekTuH. KniHivHa 3HaYyLLiCTb LUX CMIOCTEPEXEHD LUe NOTPebye MigTBEPLKEHHS.

Y KNIHIYHUX JOCNIIKEHHAX BUMCOKMX [03, Y AKUX [e3/nopaTagvH BBOAWAM LLIOLEHHO Y [03i 0 20 Mr npoTarom 14 AHiB, CTaTUCTUYHO 3HauyLLi 3MiHU 3 60Ky
CepuUeBo-CyANHHOT CUCTEMM HE CrocTepiranncs. Y KniHiyHo-thapMakonoriyHoMy A0CHiIpKEHHI Npu 3acTocyBaHHI 45 Mr Ha o6y (y 10 pasiB 6ifbLue MakCUMasbHOT
[060BOI KNIHIYHOT f,03M) NpoTAroM 10 AHIB NOAOBXeHHS iHTepBany QT He cnocTepiranocs.

Y naujieHTiB 3 anepriuHumM puHiToM Eaem® etieKTMBHO yCyBaB Taki CUMNTOMM, SIK UXaHHS, BUiNEHHS 3 HOca Ta CBEP6iX, a TAKOX NOAPa3HEHHs 0ueld, CNbo3oTeva Ta
MOYepBOHIHHSA, CBepOIX NigHe6IHHA. MpenapaT ed)eKTVBHO KOHTPO/IHOBAB CUMNTOMW YNPOLOBX 24 FOAVH.

[e3nopatafnH Malixe He NPOHUKAE Y LEeHTPa/lbHY HEpPBOBY CUCTEMY. Y KOHTPO/IbOBAHMX KAIHIYHUX AOCNIKEHHSX Npy NPUIAOMI B peKOMeHOBaHil f03i 5 Mr Ha
06y yacToTa BUHMKHEHHS COHNMBOCTI He Bifpi3HAnaca Bif rpynu nnaue6o. Y KaiHiYHMX OOCNIKEHHAX 0AHOPa30BMiA NpUInOM ae3nopaTtaauHy y Ao6osii aosi 7,5
MI He BM/IMBaB Ha NMCUXOMOTOPHY aKTUBHICTb.

MpenapaT epeKTUBHO MOMerLye TAXKICTb Mepebiry Ce30HHOIo anepriyHoro pUHITY 3 ypaxyBaHHAM CyMapHOro nokKasHuKa OnuTYBasIbHUKA 3 OLIHKM AAKOCTI XXUTTH
MPY PUHOKOH’FOHKTMBITI. MaKcManbHe NOKpPaLLLEHHA Bif3Ha4aiocs Y NyHKTax ONUTYBa/lbHUKA, NOB’A3aHMX i3 NPaKTUYHUMMK NPOo6/ieMaMuy i LLOAEHHO AiSNbHICTIO,
fKi 06MeXyBasiv CUMMTOMMU.

XPOHIiYHY ifionaTMyHy KPONUB’AHKY BMBYAIM Y KNiHIYHIA MOAeni 3 ymoBaMmM KPONUB’AHKN. OCKIiNbKM BUKWL FiCTaMiHy € NPUYMHHUM (haKTOPOM MNpu BCiX hopmax
KPOMUWB’AHKW, OYIKYETbCA, WO fe3nopataguH 6Oyde e(eKTUBHO MOJerysatM CUMNTOMW MPU IHWKMX (OpMax KPOMWB’AHKKW, KPIM XPOHIYHOI igionaTuyHoTl



KPOMuB’AHKMW.

Y [BOX Mnaue60-KOHTPONbOBAHUX 6-TVDKHEBUX [OCNIMKEHHAX 3 y4yacTio MauieHTIB i3 XPOHIYHOK i4ionaTMYHOK KPOMWB’SHKOK [e3nopatagvH e(eKTUBHO
rnosierwyBas CBepOiX | 3MeHLUYBaB Ki/IbKICTb Ta PO3MIp YPTUKapIi A0 KiHUA NepLloro iHTepsasy A03YBaHHA. Y KOXHOMY AOC/IAKEHHI e(heKT Tp1BaB NpoOTArom 24-
FOAMHHOIO iHTepBasly [03yBaHHSA. [onerwweHHsa cBepbexy Ha 6inbll HidXX 50 % Big3Hayanoca y 55 % nauieHTiB, AKi NpuiimMany gesnopartainH, NopiBHAHO 3 19 %
nauieHTiB, AKi npuimany nnaue6o. MpuiioM nNpenapaTy He BUSBNAE ICTOTHOIO BN/IMBY Ha COH Ta [JeHHY aKTUBHICTb.

dapmakoKiHeTVKa.

BCMOKTYBaHHSA.

KOHUeHTpauito gesnopataguHy y niasmi KpoBi MoXKHa BM3HauMTK Yepe3 30 XBUIMH Nicna npuitiomy npenaparty. [esnopataguH fobpe abcopbyeTbes, MakcMaibHa
KOHLeHTpaLisa gocsaraeTbca nNpubansHo vepes 3 roAnHN; nepiog HaniBBMBeAEHHA CTAHOBUTbL NPUG/IM3HO 27 roanH. CTyniHb KyMynsauil AesnopataguHy BiAnoBsigas
oro nepiogy HaniBBMBeAeHHS (NPMGIN3HO 27 roAnH) Ta YyacToTi npuinomy (1 pa3 Ha fo6y). BiogocTynHICTb Ae3nopaTtaanHy 6yna nporopuiiHa 4o3i Yy Aiana3oHi Bif
500 20 wmr.

Y (hapMaKOKIHETUUYHOMY AOCNILKEHHI, B AKOMY AeMorpadiyHi faHi nauieHTiB MOXKHa 6yn10 NOPIBHATK i3 3aralbHOK IPYMoK NauieHTIB i3 CE30HHUM anepriyHum
puHITOM, ¥ 4 % yu4aCHWKIB crocTepirasacid BuLla KOHUEeHTpauia gesnopataguHy. Lla KinbKiCTb MOXe BapitoBaTUCHA 3a/1eXKHO Bif €THIYHOT NPUHaNEXHOCTI.
MakcvManbHa KOHLUEeHTpauis AesnoparaguHy 6yna npubnansHo y 3 pasu Buwla Yepe3 NpubAM3HO 7 FOAMH, TepMiHanbHWUIA Mepiof HaniBBMBEAEHHS CTaHOBMB
NPUGIN3HO 89 roauH. Mpodinb 6e3nekn UMX NauieHTiB He BigPI3HABCA Big NPOGiNto y 3aranbHii rpyni NawieHTIB.

Posnogin.

[JesnopartafmH NOMipHO 3B°A3yeTbeA 3 6inikamu nnasmu (83-87 %). Mpw 3acTocyBaHHI 403K ge3nopataguHy (Big 5 4o 20 mr) 1 pa3 Ha fo6y npoTarom 14 [HIB 03HaK
KNiHIYHO 3HaYyLLOT KyMynaLii npenapaTy He BUSBNEHO.

BioTpaHchopmauisi.

depMeHT, AKUIA BignoBigae 3a meTaboniam fesnopaTtaguHy, MOKW L0 He BUSBJEHO, TOMY HEMOX/MBO MOBHICTH) BMK/OUUTK [eAKY B3aEMOAI0 3 iHLIMMU
nikapcbKnMmn 3acobamu. [esnopataguH He npurHiyye CY P3A4 in vivo; AOCNiIKEHHS in vitro NpoAeMOHCTPYBaK, WO npenapat He npurHiyye CY P2D6, cy6cTpat
abo iHribiTop P-rnikonpoTeiHy.

BusegeHHs.

Y pocnifpKeHHI 04HOPa30BOro NpuUIioMy AesnopatafuHy B [03i 7,5 MI BXMBaHHSA DKi (KUPHUIA BUCOKOKaNOPINHWIA CHIaHOK) He BNAMBAE Ha (DapMaKOKIHETUKY
AesnopataguHy. TakKoX BCTaHOB/EHO, LLLO FpeindpyTOBUIA CiK TEX He BMBaE Ha (hapMakKOoKIiHETUKY Ae3nopaTagunHy.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHS.

Y CYHEeHHs CUMMNTOMIB, MOB’A3aHMX 13:

— anepriyHum puHiTom (AMB. po3ain «dapMakoioriyHi BNacTUBOCTI);
— KpOnuB’AHKO (AuB. po3ain «PapMakonoriyHi BnacTUBOCTI»).

lMpoTnnoKasaHHA.
MigByLLeHa Yy TAMBICTb [0 aKTUBHOT Pe4OBMHN abo A0 Oyb-AKOT3 LOMOMDKHUX PEHOBUH Npenapary um Lo fiopaTagnHy.

B3aemogisi 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
Y KNiHIYHUX [JOCNIMKEeHHAX AesnopaTtafvHy Yy (opmi TabneTok Mnpu CyMIiCHOMY 3aCTOCYBaHHI epUTPOMILMHY ab0 KETOKOHa30/y XXOAHUX KMIHIYHO 3Ha4yLmnX
B3aEMO/ii He cnocTepiranocs.



3a [aHMMKM KNiHIKO-(hapMaKoiorivyHUX OCNi4XKeHb MpK 3aCTOCYBaHHI Npenaparty pa3oM i3 aflkoroseM He Big3Havanocs NnoCUIeHHS HeraTMBHOIO B/IMBY €TaHOMY Ha
MCUXOMOTOPHY (hyHKUit0. OAHaK y MoCcTpeecTpayinHOMy nepiofi cnocTepirainca BUMaAKNM HernepeHOCUMOCTI ankKoroko Ta askoro/ibHa iHTOKCUKaLis nig yac
3aCTOCYBaHHs npenapaTy. ToMy He06XiHO By TN 06EPEXXHUMI NPU BXMBaHHI a/IKOTONk0 Y Nepiof NikyBaHHs npenapaTtom Eaem®,

Oco6MBOCTI 3aCTOCYBaHHS.

Y XBOPUX i3 HAPKOBOIO HEJOCTATHICTIO BUCOKOTO CTYNeHs NpuitioM npenapaty Eaem® cnipg 3ailiicHi0BaTy Nig KOHTPONEM nikaps.

[esnopatanH cnif 3aCTOCOBYBATU 3 06EPEXHICTIO NaLieHTaM i3 cyaoMamm B aHaMHe3i abo 3i CNagKoBOK CXUBHICTHO. Y MaLieHTIB, Y AKUX CNOCTepiraeTbCs Hanag
Mg, Yac NikyBaHHSA, HEOOXIAHO PO3rNAHYTU NMUTAHHA NPO NPUNUHEHHSA 3aCTOCYBaHHSA Le3/10paTajuHy.

MayieHTaMm i3 piAKICHAMKU CNaaKoBMMK MPOsiBAMM HENEPEHOCMMOCTI raflakTo3u, BPOAPKEHOK HeJOCTaTHICTIO NakTo3n abo CMHAPOMOM Masibabcopbuiil rnoKo3n Ta
rafiakTosu He cnif npuiiMaTy Leit npenapart.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyasto.

[e3nopataivH He NPOAEMOHCTPYBaB TEPATOreHHICTb Y AOCNIIKEHHSAX HA TBapUHaX.

Besneka 3acTocyBaHHs npenapaTty Yy nepiof BariTHOCTi He BCTaHOB/IEHa, TOMY 3aCTOCYBaHHs npenapaty Efem® y Lieii nepiof He peKOMeHAYEThCS.
Mepiog rogyBaHHsA rpyaato.

[le3nopatafyH NPOHKKaE Yy rpyaHe MO/IoKo, TOMY 3aCTOCyBaHHs npenapaty Egem® xiHkam, siki rofytoTb rpyAato, He PeKOMeHAYEThLCS.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMU MexaHi3Mmamu.
Bnnue gesnopaTtuanHy Ha 34aTHICTb KepyBaTh aBTOTPAHCNOPTOM abo iHLIMMKN MexaHi3Mamu He BUsiBneHnin. OaHaK NawieHTiB cnif npoiH(opMyBaTH, WO AYXXe PiaKo
[esKi NoAM BiUYyBaKTb COH/IMBICTb, O MOXE BM/IMHYTU Ha TX 34aTHICTb KepyBaTh aBTOMOOINEM Ta CKNaJHOK TEXHIKOHO.

Cniocib 3acTocyBaHHS Ta [03W.

[opocni Ta aiTw Bikom Bifg 12 pokis: 1 TabneTka 1 pa3 Ha J06Y, He3a1eXKHO Bif, BXXMBaHHA Ki, 418 YCYHEHHA CUMNTOMIB, acoLiioBaHUX 3 anepriyHuM pUHITOM
(BK/KOYAKOUM IHTEPMITYHOUMIA Ta NEPCUCTYIOUNIA anepriYHniA PUHIT) Ta KPOMKMB’ AHKOLO.

Tepanito IHTEPMITYHOUOr0 afepriuyHoro pUHITy (HasiBHICTb CUMNTOMIB MeHLLE 4 AHIB Ha TWXXAEHb ab0 MeHLLEe 4 TUXKHIB) HEOOXiAHO NPOBOAUTY 3 YpaxXyBaHHSAM AaHUX
aHaMHe3y: NPUMUHUTK NiCNA 3HUKHEHHS! CUMMNTOMIB Ta BIAHOBUTU MiCAA NOBTOPHOIO IX BUHUKHEHHS.

Mpn NepcucTyo4oMy anepriyHoOMy PUHITI (HasBHICTb CMMNTOMIB GinbLue 4 AHIB Ha TXKAEHb abo Gifblue 4 TUXKHIB) HEOOXIAHO MPOAOBXKYBATM NiKyBaHHS NPOTArOM
YCbOro Nepiofy KOHTaKTY 3 aflepreHom.

aiTn.
EeKTMBHICTb Ta Ge3neKy 3acTocyBaHHs TabneTok Eaem® y piTeli Bikom 4o 12 pokiB He BCTaHOB/IEHA.

Mepeno3yBaHHSA.
Y pasi nepegosyBaHHA HEOOXiLHO 3aCTOCOBYBaTW CTaHAAPTHI 3ax04u AN BUAaNeHHS HeabcopboBaHOI aKTUBHOI PevyoBUHU. PEKOMEHIYETHCA CUMMTOMATUYHE Ta
NigTPUMYOYe NiKyBaHHS. Y KNIHIYHUX AOCNIMKEHHSAX, Y AKUX [Ae3nopatagvH BBOAUAM Y fo3ax 45 Mmr (Wwo y 9 pasiB nepeBuLlyBasii peKOMeHA0BaHI), KNiHIYHO
3HauyLi HebakaHi peakuii He cnocTepiranucs. [esnopataguH He BUAANSETLCS LUAAXOM remogianiy. MoX/MBICTb MOro BUAAIEHHA NPW NepPUTOHealbHOMY Aianisi
He BCTaHOB/IEHA.



Mo6iyHI peakuii.

Y KNiHIYHUX OOCNIMKEHHAX W00 NOKa3aHb, BK/IKOYaOUM anepriyHUiA PUHIT Ta XPOHIYHY igionaTUYHy KPOMWB’sSHKY, NPOo HebaxaHi e(heKTW Yy nauieHTiB, fKi
OTpUMYyBa/IM 03y 5 Mr Ha 00y, noBigoMnaan Ha 3 % yacTille, HDK y nauieHTiB, AKi OTpumyBann nnawueoo.

HaiuacTille, NOpiBHSAHO 3 Nnaue60, NOBI4OMAAAN NPO Taki NO6IYHI edheKTH, SK NigBULLEHa CTOM/IHOBaHICTb (1,2 %), cyxicTb y poTi (0,8 %) Ta ronosHwuii 6inb (0,6 %
).

[iTu. Y KNiHIYHMX gOoCniMKeHHsX 3 yyacTio 578 nigniTkiB BikoM Bif, 12 40 17 poKiB HaimowmpeHiwmmM nobivyHMM eeKToM 6yB rofloBHWIA Biflb; BiH CriocTepirascs y
5,9 % naujieHTiB, SKi NpuiiMany aesnopaTaguH, Ta'y 6,9 % nauieHTiB, AKi 0TpUMyBanv Nnaueoo.

ICHY€E pU3NK NCUXOMOTOPHOT rinepakTUBHOCTI (AHOMa/bHOT NOBEAIHKM), NOB’A3aHOT i3 3aCTOCYBaHHAM fe3nopaTaguHy (Lo MOXKe NPOosSBAATUCA Y BUINA4i 3/10CTI Ta
arpecii, a TakoX 30yKEHHS).

CymapHa Tabnmus 4acToTn No6IYHMX peakLiii.

YacToTa nosiBM NoBiYHMX peakLiin KnacupikyeTbcsa HaCTYNMHUM YMHOM: Ay>e YacTo (=1/10), yacto (=1/100, <1/10), HeywacTo (=1/1000, <1/100), pigko (=1/10000, <1
/1000), ayxe pigko (<1/10000), yacToTa HeBigoOMa (HEMOX/IMBO OLLIHUTY 3a HAABHUMUW AaHUMM).

Knacwu/cuctemn opraHis YacToTa BUHUKHEHHS | T06iYHI peakuit
3 60Ky MCuXiKu LyXe pifKo rasoumHauit
3 60Ky HepBOBOT CUCTEMU 4acTo rONOBHUIA 6iNlb
Ly>Xe pifKo 3arnamopoYeHHsl,  COHMMBICTb,  GE3COHHS,
MCMXOMOTOPHarinepakTUBHICTb,CY40MU
3 60Ky cepus [yXe pigKo Taxikapgis, NpucKopeHe cepLeounTTs
yacToTa HeBigoma nofoBXeHHsAIHTepBany QT,
CYNpaBeHTPUKYNAPHA TaxiapuTMis
3 060Ky LUNYHKOBO-KMLUKOBOIO | 4acTo CyXIiCTb Yy poOTi
TpakTy Ly>Xe pifko 6inb y XXMBOTI, HY[0Ta, 6NKOBaHHSA, AUCTEeNcis,
fiapes
3 60Ky renatobiniapHOT CUCTEMMU | ByXe PIAKO 36i/IblUEHHA  PIBHA  (DEPMEHTIB  MeYiHKw,
NigBuWLLEHWIA BiNipy6iH, renatut
yacToTa HeBigoma YOBTAHULA
3 060Ky  CKeneTHO-M’S30BOi | AyXe pigKo Mianris
CUCTEeMMW Ta CNOoNTyYHOT TKaHNHU
3 6OKy LWKipy Ta MifWKIPHUX | YacToTa HeBifoma (hOTOUYT/IMBICTb
TKaHWH
3ara/ibHi NOpyLUEHHS 4acTo nigBuLLEeHa CTOM/OBaHICTb
Ly>Xe pigKo peakuil MiABULLEHOT YyTAMBOCTI (BKIHOYaKOUn
aHajinakcito, Habpak KBiHKe, 3a4uLLKY,
cBep6IX, BUCUMAHHS Ta KPOMMB’SIHKY)
yacToTa HeBigoma acTeHis




Y nocTpeecTpayinHoMy nepioAi cnocTepiranunca (4actoTa HeBifioma): NOAOBXKeHHS iHTepBany QT, apuTMmia Ta 6paamkapis.
TepMiH NpUAaTHOCTI.

3 poKu.

He 3acTocoByBaTu npenapat nicnis 3akiH4eHHA TepMiHY NPUAATHOCTI, BKA3aHOr0 Ha YMakoBL,i.

YMO0BW 36epiraHHs.

36epirati B opuriHasbHil ynakoBLi npu Temnepatypi He uLe 25 °C.

36epiraTny HeAOCTYNMHOMY AN AiTel MicLi.

YnakoBka. 1o 10 a6o 30 Tabnetoky 6nictepi.lMo 1 6nictepyy naudi.

KaTteropis Bignycky. be3 peuenTa.

BupobHukK. AT «dapmak».

Micue3HaxomkKeHHSA BUPOOHMKaA Ta A0ro agpeca Micua NPoBagpKeHHS LiSiNIbHOCTI.
YkpaiHa, 04080, m. Kuis, By/n. Kupuniscbka, 74.



