IHCTPYKLIA

015 MeMYHOIr0 3aCTOCYBaHHSA NIKapCbKOro 3acoby

EAEM

(EDEM)

Cknap:
Aito4ya pedoBuHa: desloratadine;

1 TabneTka MiCTUTb Ae3nopaTaAnHy y nepepaxyBaHHi Ha 6e3BoaHy 100 % peyoBUHY
5 wmr;

HAOMNOMIKHI pe40BUHM: KanbLito rigpodocdaTt gurigpaT, Lesnnso3a MiKpoKpucTaniyHa,
NIAKTO3M MOHOriApaT, KpoxXMasb KYKYpyA3saHUN, rinpoMesiosa, KasbLito cTeapar,
Opadry Il 85F 30571 Blue (3ani3a okcmnpg 4epBoHun (E 172), cnupT nonisiHifoBun,
TuTany giokcnp (E 171), Tanbk, iHourokapmiH (E 132), nonieTnneHrnikonns).

Jlikapcbka popmMa. TabneTkn, BKpUTi 060/10HKOIO.

OCHOBHI pi3nKO-XiMi4Hi B1aCTUBOCTI: TabneTKn Kpyrnoi (popmun 3 ABOOMYKIIOKO
noBepxHeto, BKpUTi 060/10HKOI0 61aKUTHOIO KOJIbOPY.

dapMakoTepaneBTU4YHaA rpyna. AHTUricTaMiHHI 3acobu O/ CUCTEMHOro
3aCTOCYBaHHS.

Koa ATX RO6A X27.

dapMaKooriyHi BJ1aCTUBOCTI.
QapmakoanHaMikKa.

[e3nopaTtaAuH - ue HecegaTUBHUW aHTUriCTaMiHHUI npenapaT TpuBanol 4il, wo
YNHUTb CENEKTUBHY aHTaAroHiCTUYHY Aito Ha nepudepunydHi Hl-peuenTtopwu. MNicns



rnepopajsibHOro 3aCTOCYBaHHSA Ae3/0paTaAnH cenieKTuBHO 6s10Kye nepudepunyHi
rictamiHoBi H1-peuenTopwu.

Y pocnip>KeHHsax in vitro pesnopataAnH NPoAeMOHCTPYBaB Ha KNITUHaX eHOoTenito
CBOI @aHTMasieprivyHi Ta NpoTM3anasibHi BJACTUBOCTI. Lle NposABNAIoCS NPUrHiYeHHAM
BUAINEHHA Npo3ananibHUX UNTOKIHIB, Takux gk IL-4, IL-6, IL-8 Ta IL-13, 3
MacTouuTie/6a3ominis NIOANHN, @ TAKOXX NMPUTrHIYeHHSA ekcnpecil MoneKkyn aaresil,
TakuX K P-cenekTuH. KniHiYHa 3Ha4vyLWiCTb LMX CMOCTepeXeHb LWe noTpebye
niaTBepa XeHHA.

Y KNiHIYHUX 0OCNIOXKEHHAX BUCOKMX [03, Y AKUX Je3nopaTaAuH BBOAWIN LLOLEHHO Y
0o3i go 20 Mr npoTtarom 14 aHiB, CTaTUCTUYHO 3HaYYyLi 3MiHK 3 BOKY cepLeBoO-
CYOWNHHOI CUCTEMU He cnocTepiranncs. Y KNiHiYHo-hapMaKo0riYyHOMY O0CAIOXKEHHI
npu 3acTtocyBaHHi 45 mr Ha goby (y 10 pasiB binblue MakcMManbHOI [OOOBOT KNiIHIYHOI
no3n) npotarom 10 gHiB NogoBXeHHSA iHTepBany QT He cnocTepiranocs.

Y nauieHTIiB 3 anepriyHnUM pnHiToM EgemM® eeKTUBHO yCyBaB TakKi CUMMTOMU, AK
YXaHHSA, BUAINEHHSA 3 HOCa Ta cBepbiXK, a TAaKOXX NOoApPa3HEHHS O4en, C/Ibo30TeYa Ta
MnoYepBOHiIHHSA, cBepbiXX nigHebiHHA. NMpenapaT eheKTUBHO KOHTPOJIIOBAB CMMNTOMU
yrnponoBXx 24 roaviH.

[e3nopaTtafuH Man>xe He NMPOHUKAE Yy LeHTpasibHY HEPBOBY cuctemMy. Y
KOHTPOJIbOBAHUX KAIHIYHUX OOC/IOXKEHHAX NPpU NPUAOMI B peKOMeHA0BaHin 003i 5 mMr
Ha 0oby YacToTa BUHMKHEHHSA COHIMBOCTI He Bigpi3Hanacsa Big rpynu nnauebo. Y
KNIHIYHUX OOCNiOXKEHHSAX O4HOPAa30BUI NPUOM Ae3nopaTaanHy y aobosin aosi 7,5 mr
He BMJIMBaB Ha MCUXOMOTOPHY aKTUBHICTb.

MpenapaT epeKTUBHO MOJIErWYE TAXKICTb Nepebiry ce30HHOro asepriYyHoOro pUHITy 3
ypaxyBaHHAM CYyMapHOro rnokKasHmKa onuTyBaJibHUKA 3 OLLIHKN AKOCTI XXUTTA Npu
PUHOKOH IOHKTUBITI. MakCcMManibHe NoKpaLleHHs BiA3Ha4Yasnocsa y NnyHKTax
ONnTYBaJibHUKA, MOB’'A3aHMX i3 MPAaKTU4YHUMK NpobneMamMu i LLOOEHHO LiASIbHICTIO,
AKi 0bMe)xyBaan CUMMNTOMMU.

XPOHIiYHY ifionaTNUYHy KPOMNMB'AHKY BMBYaN Y KJiHIYHIN Moaeni 3 ymoBaMu
Kponue'AHKU. OCKiNIbKW BUKUA FiCTaMiHy € NPUYNHHUM (paKTOPOM Npu BCiX hopmMax
KPOMMB'AHKW, O4iKYETbCS, WO Ae3nopatainH byae eheKTUBHO nNoserwysaTu
CUMMTOMM NPU IHWNX PpopMax KPOMNUB' AHKN, KPIM XPOHIYHOI igionaTnyHoI
KPOMMB'AHKW.

Y ABox nnauebo-KOHTPObOBAHUX 6-TUXKHEBUX OO0C/IAXKEHHAX 3 YHACTHO NAUIEHTIB i3
XPOHIYHOIO iAioNaTUYHO KPONMB AHKO Ae3nopaTaanH eheKTUBHO nosierwyBsas
cBepbix | 3MeHLWYBaB KiNbKICTb Ta PO3Mip ypTUKapil 4O KiHUS NepLloro iHTepBany
003yBaHHSA. Y KOXKHOMY O0CNIOXKEHHI eheKT TpuBaB NPOTArom 24-rognHHOrro



iHTepBany Ao3yBaHHSA. MNonerweHHA ceepbexy Ha 6inbl HiXX 50 % Big3HavYanocsa y 55
% NauieHTIB, AKi NpurManun gesnopaTtagunH, NopiBHAHO 3 19 % nNauieHTIB, AKi
npunmanu nnauebo. Npunom npenapaTy He BUSABASE iCTOTHOMO BMJIMBY Ha COH Ta
OEHHY aKTUBHICTb.

PapMaKoOKIHETUKA.

BCMOKTYBaHHSA.

KoHueHTpauito gesnopatagunHy y njasMmi Kposi MOXXHa BU3Ha4YnTM Yepes 30 XBUIUH
nicna npunomy npenapaTy. [e3nopaTtaanH nobpe abcopbyeTbcs, MakCMManbHa
KOHLIEHTpaLia gocAaraeTbcs npmbansHo 4yepes 3 rogmHu; nepion HaniBBUBEAEHHS
CTaHOBUTb NpMbAM3HO 27 roanH. CTyniHb KyMynsauii aesnopaTtaguHy BianoBigaB Moro
nepiogy HanieemeeneHHs (NpubansHo 27 roamH) Ta YacToTi npunomy (1 pas Ha poby).
BiogoCcTynHiCTb Ae3nopaTaanHy 6yna nponopuiriHa A03i y Aiana3oHi Big 5 oo 20 mr.

Y (hapMaKoKiHETUY4HOMY A0C/iOXKEHHI, B AKOMY AeMorpadivyHi aHi MauieHTIB MOXHa
Oy10 NOPIBHATK i3 3arasibHOK FPYMO NALLIEHTIB i3 CE30HHMM afiepriYyHNM PUHITOM, y 4
% y4YaCHUKIB crnocTepiranacsa Bua KOHUEHTpauia gesnopataanHy. LA KinbKicTb
MO>Ke BapitoBaTUCA 3a/IEXXHO Bif €THIYHOI NpUHaNeXXHOCTi. MakCcMManbHa
KOHLEeHTpauisa aesnopaTtaguHy byna npnbnnsHo y 3 pasun suLla 4yepes npmnbdamnsHo 7
roguH, TepMiHaNbHUI Nepiog HaniBBUBeAEHHSA CTaHOBUB NpmnbansHo 89 roamvH.
Mpodinb 6e3nekn unx NauieHTIiB He BiAPI3HABCA Big Npoginto y 3aranbHin rpyni
MauieHTIB.

Po3nogin.

He3nopaTtagunH NOMIpHO 3B'A3Y€ETbCA 3 Binkamu nnasmu (83-87 %). MNMpwn 3aCTOCYBaHHI
no3un gesnopataguHy (Big 5 no 20 mr) 1 pas Ha poby npoTtarom 14 aHiB 03HaK
KJIIHIYHO 3HAYYyLWOl KYMy iUl npenapaTy He BUSBIEHO.

BioTpaHcdopmauis.

depMeHT, 9KUi BignoBigaE 3a MmeTaboniam gesnopaTaanHy, NOKN WO HE BUSBIEHO,
TOMY HEMO>XJINBO MOBHICTIO BUKTIOYNTU OEeAKY B3AEMOLII0 3 iIHWNMU NTiIKapCbKUMU
3acobamu. lesnopaTtaaunH He npurHivye CYP3A4 in vivo; pocnig»eHHs in vitro
NnPOAEMOHCTPYBaau, WO nNpenapaT He npurHivye CYP2D6, cybcTpaT abo iHribiTop P-
rnikonpoTeiHy.

BuBepneHHs.

Y pocnig»XeHHi oa4HOpPa30BOro NpuUnoMy gesnopataguHy B 03i 7,5 M BXXUBAHHA 1Ki
(>XMPHUIN BUCOKOKANOPIMHUW CHIAAHOK) He BIMJIMBA€E Ha (papMaKOKIHETUKY
nesnopataguHy. TakoXX BCTAHOBJIEHO, LWLO rpennpyTOBUN CiK TEX He BMJIMBAE Ha



(hbapMaKoKiHeTMKY ae3fniopaTagunHy.

KniHiYHi XapakTepucTuku.
Moka3aHHA.
YCYHEHHS CMMNTOMIB, NOB’'SI3aHUX i3:

e aJsIepriYyHNUM pUHITOM (AMB. po34in «PapMaKoNOoridyHi BJJACTUBOCTI»);
e KPOMMB'AHKOI (AMB. po3ain «PapMaKosIOriyHi BaCTUBOCTI»).

MpoTunokKa3saHHA.

MigBuuleHa YyTAMBICTb A0 aKTUBHOI pe4yoBMHU abo Ao byab-aKOl 3 OMOMIDXKHUX
pPeYoBUH NMpenapaTy 4n OO0 NopaTaduHy.

B3aemogpgia 3 iHLUMMMK nikapcbKuUMM 3acobamum Ta iHWI BUAK B3aEMOAiN.

Y KNiHIYHUX OOCNiA>KEeHHAX Ae3nopaTaanHy y dopmi TabneTok npm cymicHomy
3aCTOCYBaHHI epUTPOMILNHY abo KETOKOHA30/y XXOOHUX KAIHIYHO 3HaYyLWKnX
B3aEMOJiN He cnocTepiranocs.

3a OaHUMU KNiHIKO-hapMaKooriYHNX AOCNigXeHb NpWY 3aCTOCYBaHHI npenapaTy
pa3oM i3 askoroJjiem He Bi3Ha4as0CA NOCUIIEHHS HEraTUBHOMO BIMJIMBY €TaHOJ1y Ha
NMCUXOMOTOPHY hyHKULIt0. OgHaK Yy MOCTPEECTpaLinHOMY nepioai cnocTepiranncsa
BUMaOKN HENEPEHOCUMOCTI aJIkoroJito Ta aJIkorosibHa iHTOKCMKaLia nifg Yac
3acTocyBaHHA npenapaTy. ToMy HeobxigHO 6yTn obepexHUMU NPU BXXUBAHHI
aNIKOrosito y nepioa NikyBaHHs npenapaTtoMm EgemM®.

Oco6MBOCTI 3aCTOCYBaHHA.

Y XBOpPUX i3 HUPKOBOIO HELOCTATHICTIO BUCOKOr0o CTYNeHs NpUnom npenapaTy EgemM®
cnig 34INCHIOBATKY Nig KOHTPOJIEM NiKapA4.

[e3nopaTtaiuH cnif 3acToCcoByBaTU 3 0bepe)XHiCTIo NauieHTaM i3 cyaomMmamu B
aHaMHe3i abo 3i CNaKOBOK CXUNLHICTIO. Y NAUIEHTIB, Y AKUX CMOCTEPIraETbCs Hanapg
nig 4ac nikyBaHHsA, HEOOXiAHO PO3rNAHYTU MUTAHHSA MPO NMPUMUHEHHSA 3aCTOCYBaHHS
nesnopartaguHy.



MNauieHTaM i3 pioKICHAMKU CNafKOBUMU MPOSBaMU HENepPeHOCUMOCTI rajlakTo3u,
BPOO)XEHOK HeOOoCTaTHICTIO NakTo3n abo cuHapoMoM Manbabcopbuii rnoKo3n Ta
rasiakTo3nm He CNig NnpunMaTKn Len npenapar.

3acTocyBaHHSA y riepioa BariTHOCTi abo rogyBaHHSA rpyanlo.
He3nopaTaguH He NPOOEMOHCTPYBAB TEPATOrEHHICTb Y AOCNIAXKEHHSAX Ha TBapUHax.

be3neka 3acTocyBaHHS npenapaTy Yy nepiog BaritTHOCTIi He BCTaHOBJIEHA, TOMY
3acTocyBaHHA npenapaTty EneM® y Len nepio He peKOMeHOY€ETbCA.

lMepioa roayBaHHSA rpyaaro.

[e3nopaTtauH NPOHUKAE y rpyLHe MOJIOKO, TOMY 3aCTOCyBaHHSA npenapaTty Enem®
XXIHKaM, aKi rogyioTb rpyanlo, He peKoOMeHOY€EThCS.

3paTHICTb BNAMBaTH Ha LWBUAKICTb peakuii npy KepyBaHHI aBTOTPaHCNopToM abo
IHLUMMUW MeXxaHIi3MaMu.

Bnane gesnopaTnauHy Ha 30aTHICTb KepyBaTu aBTOTPaHCNOPTOM abo iHWMMK
MexaHi3MaMn He BuaBneHnn. OgHak NauieHTiB cnig NpoiHopMyBaTK, WO AyXe pPiaKo
neski noan Big4yBaloTb COHUBICTb, WO MOXKE BMJIMHYTU Ha iX 34aTHICTb KepyBaTun
aBTOMOOifIeM Ta CKNaAHOK TEXHIKOIO.

Cnocib 3acTocyBaHHsA Ta A03M.

Lopocni Ta A4iTn Bikom Big 12 pokiB: 1 TabneTka 1 pa3 Ha gooby, He3aneXxHo Bif
BXXMBAHHSA Ki, 419 YCYHEHHSA CUMMTOMIB, aCOLiNOBaHNX 3 aNepriYHUM PUHITOM
(BK/IIOYAKOHN IHTEPMITYIOUMA Ta NEePCUCTYIOYNN aneprivyHUn pUHIT) Ta KPOMUB' AHKOIO.

Tepanito iIHTepMITYHO40ro anepriyHoro puHIiTy (HassBHICTb CAMNTOMIB MeHLUe 4 OHiB Ha
TxaeHb abo MeHwe 4 TUXHIB) HEOBXiAHO MPOBOANUTW 3 YpaxyBaHHAM AaHUNX
aHaMHe3y: NMPUNUHUTKU NiCNSA 3HUKHEHHSA CUMMNTOMIB Ta BIiAHOBUTW MiCNs MOBTOPHOIO
X BUHUKHEHHS.

Mpn NepCcUcTyo4YoOMy anepriyHoOMy pUHITI (HasgBHICTb cumnToMiB Binblie 4 OHIB Ha
TXXOeHb abo BinbLue 4 TUXKHIB) HEOBXiAHO NMPOLOBXYBATU JIIKYBAaHHSA NPOTAroM
yCbOro nepiofgy KOHTakKTy 3 asiepreHom.



Aitn.

EdekTneHicTb Ta 6e3neKky 3actocyBaHHA TabneTok Egem y giten Bikom oo 12 pokiB He
BCTaHOBJIEHA.

NMepeno3yBaHHA.

Y pa3i nepeno3yBaHHA HeobXiAHO 3aCTOCOBYBaTK CTaHAAPTHI 3axo4n ONs BUaasneHHs
HeabcopboBaHOI aKTMBHOT Pe€4OBUHUN. PEKOMEHAYETLCA CUMNTOMATUYHE Ta
nigTpuMmytoYe NikyBaHHA. Y KNIHIYHNX OOCNIOXXEHHSAX, Y AKUX Ae3nopaTaanH BBOAUIN
y no3ax 45 mr (wo y 9 pasiB nepesunLlyBaiv PEKOMEHO0BaHI), KNIHIYHO 3HaYYyLLi
Heba)kaHi peakuii He crnocTepiranucd. lessnopaTaganH He BUAANAETbCA LLUIAXOM
remogianisy. MoXXnuBiCTb NOro BUZANIEHHA NPU NepUTOHeasIbHOMY Aiani3i He
BCTAHOBJIEHA.

MoObiuHi peakuii.

Y KNiHIYHUX OOCNIAXKEHHAX WOA0 NMoKa3aHb, BKAOYa4YM aneprivyHum puHIiT Ta
XPOHIYHY ifionaTUYHY KPONMB AHKY, Npo Heba)kaHi epeKTn y NaLieHTIB, AKi
oTpuMyBanun Ao3y 5 Mr Ha foby, nosBigoMnsanm Ha 3 % YacTiwe, HiXK y NauieHTIB, AKi
oTpumyBanu naauebo.

HanyacTiwe, nopiBHsaHO 3 nnauebo, nosigomnanm npo Taki NobidyHi epekTu, 9K
nigBuLWeEeHa CTOMOBAHICTbL (1,2 %), cyxicTb y poTi (0,8 %) Ta ronosHum 6inb (0,6 %).

HiTn. Y KNiHIYHNX gocnig»eHHAX 3 y4acTio 578 nigniTkiB Bikom Big 12 oo 17 pokis
HannowupeHiwnm nobiyHMM edpekToM BYB ronoBHUI BiNb; BiH crnocTepiraescay 5,9 %
nauieHTiB, AKi NnpunManu gesnopaTtagunH, Tay 6,9 % nauieHTiB, SKi oTpUMyBan
nnauebo.

ICHYE PU3NK NCUXOMOTOPHOI FiNnepakTUBHOCTI (@aHOMasIbHOI NOBeAiHKK), MNOB'A3aHOI i3
3aCTOCYyBaHHAM ge3siopaTaguHy (Lo MoXXe NposaBAAaTUCA Y BUrAa i 3/10CTi Ta arpecil,
a TakKoX 36y )KeHHSH).

CymapHa Tabnumus 4actoTn nobivyHMX peakuii.

YacToTa nosasu nobivyHNX peakuin KNacngikyeTbCa HACTYMHUM YAHOM: Oy>XKe 4acCTo
(=1/10), yacTo (=1/100, <1/10), He4vacTO (=1/1000, <1/100), piako (=1/10000,
<1/1000), gy>xe pioko (<1/10000), yacToTa HeBigOMa (HEMOXXJIMBO OLLIHUTK 3a



HAsBHUMW OAHUMMU).

Knacu/cncrtemun
opraHis

3 BoKy Ncuxikun

3 60Ky HepBOBOI
cuctemm

ayxe pinko

3 boky cepus

4yaCToTa HeBigoMa

3 6OKY LLYHKOBO-
KWLIKOBOIO TPaKTy

ayxe pinko

3 6oky
renatobiniapHoi
cnuctemm

YyaCTOTa HeBigoMa

YacToTa BUHNKHEHHS

ay>xe pigko

4acTo

3anaMopOY€eHHSs, COHJINBICTbD,
6e3CoHHSA, NCMXOMOTOpPHa
rinepakTUBHICTb, Cya0OMU

Ay>XXe piaKo

nogosxeHHA iHTepBany QT,

CYynpaBeHTPUKYSPHa TaxiapuTMis

4acCToO

6inb y XK1BOTI, HyfoTa, 610BaHHS,

aucnencisa, giapes

ayxe pigko

XXOBTAHWNLA

MobiyHi peakuii

raJilouMHaLLl

ronoBHUM B6inb

Taxikaphis, npuckopeHe
cepuebunTTsa

CYXiCTb Yy pPOTi

36inbLIEHHSA piBHSA
dhepMeHTIB NeyiHkK,
niasuweHnn 6inipy6iH,
renatuT



3 boKy ckeneTHo-
M’S130BOI CUCTEMU Ta  AOyXKe piakKo Mianria
CMONYYHOI TKaHWUHN

3 6oKy WwKipn Ta

_ , 4YacTOoTa HeBigoOMa dOTOYYTNMBICTb
NiQWKIPHUX TKaHWUH

nigBuLLEHa

3arasibHi NoOpyLeHHs 4YacTo ,
CTOMJIIOBAHICTb

peakuil NigBULLEHOT Yy T/INBOCTI
(BkNtOYato4M aHadhinakcito, Habpsak

Ay>XXe piako , .
KBiHKe, 3aaulKy, cBepbix,
BUCUMAHHSA Ta KPOMUB'SAHKY)
YyacToTa HeBigoMa acTeHisa

Y nocTpeecTpauinHomMy nepioai cnocrtepiranncsa (4actoTa HeBiAOMA): MOOOBXEHHS
iHTepBany QT, apuTMmia Ta bpaankapais.

TepMiH NpUAATHOCTI.
3 poku.

He 3acTocoByBaTu npenapaT nicnsa 3akiH4eHHA TePMiHY NMPUAATHOCTI, BKA3aHOro Ha
yMaKoBL,i.

YMoBM 30epiraHHs.

36epiraTn B opuriHasbHin ynakoBui Npu TeMmnepaTypi He Buwle 25 °C.

36epiraTn y HeAOCTYNHOMY AN AiTen Micui.

YnakoBka. 1o 10 a6o 30 Tabnetok y 6nictepi. Mo 1 6nictepy y nayu,.



KaTeropisa Bianycky. be3 peuenTa.

BupoOHuK.

MNAT «®apMak».

Micue3Haxopm>keHHA BUPOOHMKA Ta MOro agpeca Micusa NpoBaf >XeHHA
DiAJIBHOCTI.

YkpaiHa, 04080, m. Kuis, Byn. ®pyH3e, 74.



