IHCTPYKUIA
AN MeAMYHOro 3acTOCYBaHHS JliKapcbKoro 3acoby

EPlIYC &
(AERIUS?)

Cknag:

Aitoya peyosmHa: desloratadine;

1 TabneTka MiCTUTb 5 Mr fe3noparagnHy;

[ONOMI>KHI PeUYOBMHU: KanbLito rigpodocaty aurigpart, Lentono3a MikpokpuctanivyHa, KpoxXMasb KyKypya3saHui,
TaNbK, BIiCK KapHayOCbKMiA, BICK OiNNIA;

nniBKoBa 060MOHKA: N1aKTO3M MOHOriApaT; rigpoKCUMpPOniIMETUILEN0N03a; TUTaHY AiOKCUA, (E 171);
NoNIeTUNEHTNTIKONb; iHANrokapmiH (E 132);

npo3opa 000/10HKa: TAPOKCUMPONINIMETUILENON03], MOMIETUIEHTNIKOb.

Nikapcbka hopma. Tabnetku, BKPUTI MNIBKOBOK 060/10HKOIH0.
OCHOBHI (Pi3MKO-XiMiYHi BNaCTMBOCTI: KPYrni TabneTku, CBiTN0-61aKMTHOTO KOMbOPY, 3 TUCHEHHAM Y BUMNAAI
BUTATHYTUX OYKB «S» i «P» 3 0HOro 60Ky i rnageHbKi 3 iHLLOro 60Ky .

dapmakoTepaneBTUYHa rpyna. AHTUricTaMiHHi 3aC06U /11 CUCTEMHOTO 3aCTOCYBaHHS.
Koag ATX RO6A X27.

dapMako/oriyHi BnacTmnBoCTI.

dapmakoguHamika.

[e3nopatafMH — Le HecefaTVBHWUIA aHTWUriCTaMiHHWIA npenapat TpuBanoi [Ail, WO Mae CefeKTUBHY
aHTaroHICTUYHY fAito Ha nepudepuyHi Hq-peuenTtopu. [licna nepopasibHOro 3acToCyBaHHA Ae3noparafuH

CENEKTUBHO BN10KYE NeputeprnyHi rictaMiHosi Hq-peientopu.

Y [JoCniMKeHHAX in vitro gesnopatagvH MPOAEMOHCTPYBaB Ha K/ITUHAaX eHAOTEeNit0 CBOI aHTUasepriyHi Ta
npoTU3anasibHi BNacTUBOCTI. Lle NposBAsnocs NPUrHIYeHHAM BUAINEHHA Npo3anajbHUX UWTOKIHIB, TakKUX SK
IL-4, IL-6, IL-8, Ta IL-13, 3 macTouuTis/ 6a30(iniB NOLNHN, a TAKOX NMPUTHIYEHHA eKcrpecil Monekyn aaresii,
Takux AK P-cenekTuH. KniHivHa 3Ha4YyLLiCTb X CMOCTEPEXEHD LUe NOTPebye MigTBePLXKEHHS.

Y KNiHIYHUX JOCNIIKEHHSAX BUCOKMX [03, Y AKUX [e3nopaTajunH BBOAUAN WOAEHHO Y A03i [0

20 Mr npoTtarom 14 AHiB, CTaTUCTUYHO 3HAYYLLI 3MiHM 3 6OKY CepLeBO-CYAUHHOT CUCTEMU He crniocTepiranncs. Y
KNiHIYHO-(hapMaKo/IoriYHOMY AOC/IIPKEHHI NpKn 3acTocyBaHHI 45 Mr Ha feHb (Y 10 pasiB 6ifiblue MakCMMasibHOT
A060BOT KNiHIYHOT 403K1) npoTsarom 10 gHIB, NOAOBXEHHS iHTepBany QT He cnocTepiranocs.

Y naujieHTiB 3 anepriyHum puHiTom Epiyc® edekTMBHO ycyBaB Taki CUMMNTOMU SK UXaHHS, BUINEHHS 3 HOoca Ta
CcBepGiXK, a TaKOXX NOAPa3HEHHS Oueid, CIb030TeYa Ta MOYEPBOHIHHS, CBEPOIK NiAHe6iHHS. Epiyc® edekTBHO
KOHTPO/IOBaB CUMMNTOMM YNPOAOBXK 24 rOANH.

[e3nopatafiyH Maike He TMPOHUKAE B LUEHTPabHY HEpPBOBY CUCTEMY. Y KOHTPO/IbOBAHUX KITIHIYHUX
[OCNIPKEHHAX NPU NPUIAOMI B PeKOMeHAOBaHi o3I 5 Mr Ha o6y 4acToTa BWHWUKHEHHS COH/IMBOCTI He
BiApi3HANaca Bif rpynu nnauebo. Y KAiHIYHKMX [JOCNIIKEHHAX OJHOPa3oBWil mpuiiom npenapaty Epiyc® vy
[060BI [03i 7,5 Mr He YAHUB BMMBY Ha NCUXOMOTOPHY aKTUBHICTb.

Epiyc® eekTBHO nonerwye TAKKICTb Mepediry Ce30HHOro anepriyHoro PUHITY 3 ypaxyBaHHSIM CyMapHOro
MOKasHMKa ONUTYBa/lbHWKA MO OUiIHLI SKOCTI XWUTTA NPU PIHOKOH'IOHKTIBITI. MakcumanbHe MOKpalleHHS
BifI3HAYas0cs B MyHKTax ONUTYBa/IbHUKA, MOB'A3aHNX 3 MPAKTUYHUMK NPoBaeMamu i LLIOAEHHOK LIS/bHICTIO, AKI
06MeXyBasin CUMMTOMM.

XPOHIYHY ifionaTUYHy KPOMMB'SHKY BMBYaNM B KAIHIYHIA Modeni 3 ymoBaMu KPOMNMB'AHKKN. OCKiNbKU BUKUA
rictaMiHy € NpUYMHHUM (haKTOpPOM MpU BCiX (OpMax KPOMUB'AHKW, OYIKYETbCH, L0 [fe3fnopatagnH Oyne
e(h)eKTUBHO MOJierwyBaT CUMNTOMU MPU IHLWIKMX (POpPMax KPOMWB'AHKK, BK/OYaKOUM XPOHIYHY igionaTtnyHy
KPOMUB'AHKY.

Y [BOX Mnaueb0 KOHTPONbOBaHUX B6-TUXHEBUX AOCMIIKEHHAX 3 YYacTiO MauieHTIB 3 XPOHIYHOM iionaTUYHO
KponuB'sHKoto Epiyc® eteKTMBHO MoferilyBaB cBepOiX i 3MeHLLYBaB KiflbKiCTb Ta po3Mip YPTUKapii 40 KiHLs
MepLIoro iHTepBasly [03YBaHHA. Y KOXXHOMY AOCMIIKEHHI e(eKT TpuBaB NPOTArOM 24-rofUHHOr0 iHTepBany
[03yBaHHA. lMonerwweHHs ceepbexxy Ha 6inbll HiX 50 % Big3Havanoca y 55 % nauieHTiB, AKi npuiimManm



fe3nopataguH, nopisHAHO 3 19 % nauieHTiB, AKi npuiiMany nnaue6o. Mpuiiom npenapaTy He BUABNAE iICTOTHOIO
BM/IMBY Ha COH Ta [ieHHY aKTUBHICTb.

dapmakoKiHe TVKa.

BCMOKTYBaHHS4.

KoHUeHTpauii ge3noparafuHy y nnasMi KpoBi MOXHA BU3HaUMTK Yepe3 30 XBUIMH Micna MpUioMy npenapary.
[JesnopatagnH [obpe abcopbyeTbCA, MakCMMasibHa KOHLEHTpauisa A0CAraeTbCA MpubansHo 4vepes 3 rOAuHK,
nepiof HaniBBMBEAEHHS CTAaHOBUTb MPU6IM3HO 27 rognH. CTyniHb Kymynsauii agesnopatagvHy Bignosigas /oro
nepiogy HaniBBMBeAeHHA (NpuM6AM3HO 27 TroAWH) Ta u4acToTi npuitomy 1 pa3 Ha Ao6y. BioAocTynHicTb
AesnopataguHy 6yna nponopuiiHa Ao 4o3v y AianasoHi Big 5 4o 20 mr.

Y (hapMakoKiHETUYHY AOC/IIKEHHI, B AKOMY AeMorpaivHi faHi nauieHTiB MOXHa 6y/10 MNOPIBHATU 3 3ara/ibHOH
MONYNAUIED 3 CE30HHUM anepriyHum puHiTom, Y 4 % Yy4yacHWKIB crocTepiranacb BuWa KOHUeHTpaLis
fesnoparaguHy. Lia KinbKiCTb MOXe BapitoBaTUCA 3a/IeXXHO Bif €THIYHOT MpUHaNeXHocTi. MakcumarnbHa
KOHUeHTpauia fesnoparaguHy 6yna npubnnsHo B 3 pasu BuLa Yepes NpubansHo 7 rofuH, TepMiHa/IbHUIA Nepiog
HaniBBUBELEHHA CTaHOBUB NPnbaM3HO 89 roguH. MNpodins 6e3nekn LmX NauieHTIB He BiApi3HABCA B NPOQinto y
3ara/nbHili nonynauii.

Posnogin.

[JesnopartafmH NOMIpPHO 3B'A3yeTbCA 3 6inlkamu nnasmu (83-87 %). Mpu 3acTocyBaHHI 03K Ae3nopataguHy (Big 5
A0 20 mr) 1 pa3 Ha fo6y NpoTAromM 14 AHIB 03HaK K/iHIYHO 3HaYYyLWOi KyMynsLii npenapaTy He BUSBMIEHO.
BioTpaHcdopmauisi.

depMeHT, AKuii BignoBigae 3a MeTaboniam aesnopatagnHy, MNOKW Le He BUSIBMIEHO, TOMY HEMOX/IMBO MOBHICTHO
BUKNHOUNTU AedaKi B3aEMOAIT 3 IHLWIMMM NiKapcbKUMKU npenaparamun. [esnopatagnH He npurHivye CYP3A4 in
Vivo, gocnigpkeHHs in vitro NpoAeMOHCTPYBanu, WO Nikapcbkuii npenapat He npurHivye CY P2D6, cy6eTpaT abo
iHri6iTop P-rnikonpoTeiHy.

BuseaeHHS.

Y pocnifjkeHHi 0AHOPa30BOro NpuinoMy fesnopaTtagunHy B A03i 7,5 M NPUInOM 1Ki (OKUPHWIA BUCOKOKANOPINHWI
CHi[lJaHOK) He BMN/MBAE Ha PapMaKOKIHETUKY Ae3nopaTagnHy. TakKo)XX BCTaHOB/EHO, L0 FPenngpyTOBMUA CiK TaKOX
He BMN/MBaE Ha (hapMakKOKIHETUKY Ae3fiopaTaguHy.

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

Y CYHeHHS CUMNTOMIB, MOB'A3aHUX 3:

— anepriyHnum puHITOM (AMB. po3ain «PapmakonorivyHi BNacTMBOCTI»);
— KpONVB'AHKOIO (AMB. po3Aain «dapMaKosoriyHi BNacTUBOCTI»).

MpoTuUnokasaHHs.
MigBuLLEHA YYTAMBICTb [0 aKTUBHOT pevoBUHM abo [0 6y Ab-AKOT 4ONOMIKHOI YmM [0 lopaTaguHy.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

Y KNIHIYHUX [OCNIKEHHAX TabneTok fesnopataguHy npu CyMICHOMY 3aCTOCYBaHHI epuTpOMIUMHY abo
KETOKOHAa30/y XXOAHMX K/NiHIYHO 3HaYyLLMX B3aEMO/I He cnocTepiranocs.

Y KNiHIKO-(hapMaKooriyHUX SOCMIIKEHHAX MPU 3aCTOCYBaHHI npenapary pasoM 3 a/ikorosiemM, He BifA3Hayanocs
MOCWUNEHHS1 HEraTMBHOIO BM/IMBY €TaHONY Ha MCUXOMOTOPHY (yHKUit0. OAHaK Y NoCTpeecTpaliiHoMy nepiogi
criocTepirannca BUMaKNW HenepeHOCUMOCTI a/IKOro/il0 Ta aKoro/ibHa IHTOKCMKaLifa Mif 4ac 3acTOCyBaHHA
npenapaty. TomMy He06XiIHO BTV 06EPEXHUMI NP 3aCTOCYBaHHI a/IKOro/0 Y nepiof NikyBaHHS Epiyc®.

Oco6MBOCTI 3aCTOCYBaHHS.

Y XBOpWX 3 HUPKOBOK HEOCTATHICTIO BMUCOKOrO CTYMeHs npuitom npenapaTy Epiyc® cnif 3givicHioBaTy nig
KOHTpO/NeM nikaps.

[e3snopartafvH cnif npu3Havatyi 3 06epeXxxHICTIO XBOPUM, AKI My Hanag CyLoM B aHamHesi. ity MoxXyTb 6yTu
GiNbLL YYTAMBMMU O PO3BUTKY HOBOIO Hanagy CyfoM Nif Yac NiKyBaHHA fe3fnopataguHoM. Jlikap Mae yxBanuTu
PILLEHHA LWOAO0 NPUMUHEHHSA NiKYBaHHA [e3/10paTafMHOM XBOPMX, Y AKUX Mif 4ac 3acToCyBaHHs npenapary
crnocTepirascs Hanag CyAoMm.

MauieHTaM 3 pIiAKICHUMK CNafKOBMMMW NPOSiBaMW HEMepeHOCUMOCTI ranakTo3un, YPOKEHOK HeAOCTaTHICTHO



NaKTo31 abo CMHAPOMOM ManbabCcopOLLiT FIHOKO3M Ta FaakTo3mn He Cnif NnpuiiMaTy Lein npenapart.

3acTocyBaHHA y nepiog BariTHOCTI abo rogyBaHHs rpyaato.

[e3nopartaivH He NPOAEMOHCTPYBaB TEPATOreHHICTb Y AOCMIIKEHHAX HA TBapMHaX.

Beaneka 3acTocyBaHHS NpenapaTy y nepio BariTHOCTI He BCTAHOB/NEHa, TOMY 3acTocyBaHHs Epiyc® y Lieii nepiog
He PeKOMEH/YEThCS.

["ofyBaHHA rpyaato.

[esnopatagH NPOHWKAE Yy TpyAHe MOIOKO, TOMYy 3acTocyBaHHs Epiyc® iHkam, sKi rogyoTb rpyaa, He
PEKOMEHLYETHLCH.

30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMu.

Y KNIHIYHUX JOCNIMKEHHAX, Nif Yac SKMX OLiHI0Ba/IN 3[aTHICTb KepPyBaTN aBTOTPAHCMOPTOM, XXOAHMX NOripLleHb
y naujieHTiB, fKi Npuitmany gesnoparaguH, He BuaBneHo. OfHaK nauieHTiB cnif NpoiHopMyBaTH, O AYXe PigKo
[eaKi NN BigvyBatoTb COHMMBICTb, L0 MOXE BIMJIMHYTK Ha iX 3[aTHICTb KepyBaTy aBTOMOOI/IEM Ta CK/IafHO0
TEXHIKOHO.

Cniocib 3acTocyBaHHA Ta [03Mu.

[opocnum Ta Aitam Bikom Bif 12 pokiB: 1 TabneTka 1 pa3 Ha 406y, He3aeXHO Bif NPUOMY TXi, ANS YCYHEHHS
CYMMTOMIB, acoLiioBaHNX 3 a/lepriyHMM PUHITOM (BK/IHOYAKOYM THTEPMITYHOUMNIA Ta MEPCUCTYHOUMNIA aneprivyHunin
PUHIT) Ta KPOMUB'AHKOIO.

Tepanito iHTEPMITYHOUOrO anepriyHoro puHITy (HasBHICTb CUMMTOMIB MeHLUE 4 [HIB Ha TWXKAeHb abo MeHLe 4
TWXKHIB) He0OXigHO NMPOBOAMTY 3 ypaxyBaHHAM [aHWUX aHaMHe3y: NPUMUHUTU MIiCNA 3HUKHEHHS CUMMTOMIB Ta
BiZIHOBMTW NICNSi MOBTOPHOIO IX BUHUKHEHHS.

Mpy nepcucTyroHoMy anepriyHoMy PUHITI (HafBHICTb CUMMTOMIB Oinblle 4 [HIB Ha TWXAEHb abo Oinblie 4
TWXKHIB) HeOOXIAHO NPOAOBXYBATW NiKYBaHHS MPOTArOM YCbOro Nnepiofy KOHTaKTy 3 a/iepreHoMm.

aiTn.

ICHYIOTb O6MEeXeHi faHi KNiHIYHMX [OoCnimKeHb eqeKTUBHOCTI 3acTOCyBaHHA TabneToK AesfnopaTafguHy Yy
nigniTkiB Big 12 po 17 pokiB (auB. po3ain «IMo6iuHi peakLii»).

EdeKTMBHICTb Ta 6e3neyYHicTb 3acTOCyBaHHSA TabneTok Epiyc® y fiTeit Bikom 10 12 pokiB He BCTAHOB/IEHA.

Nepeno3yBaHHS.

Y pasi nepefo3yBaHHs 3aCTOCOBYBATV CTaHAAPTHI 3aX04W A4/ BUAAIEHHS HeabcopboBaHOI aKTUBHOT PEYOBUHM.
PeKOMeHAY€ETLCA CUMMTOMATMYHE Ta NIATPUMYHOYE JIKYBaHHA. Y  KNIHIYHUX OOCMIMKEHHAX, Y  AKUX
fesfopatafuH BBOAMAM Y po3ax 45 mr (wo y 9 pasiB MepeBuLLyBaN PEKOMEHOBaHI), KMIHIYHO 3HaYyLLi
HebaxkaHi peakLil He criocTepiranmcs. [esnopatafuvH He BUOANSETLCA LUAAXOM reMofianisy; MOXMBICTb MOro
BUAANIEHHSA NPU MEPUTOHeaIbHOMY [Aiani3i He BCTaHOB/EHa.

Mo6iuHi peakuii.

Y KNIHIYHUX [OCNIMKEHHAX LWOAO MOKas3aHb, BKIOYAOUM afiepridyHuii pUHIT Ta XPOHIYHY igionaTuyHy
KPONMB'AHKY, NPO HebaxkaHi epeKT y NauieHTIB, AKi OTpUMyBasn A03y 5 Mr Ha fo6y, nosigomnsnocs Ha 3 %
yacTille, HDK Y nauieHTiB, SKi OTpMMyBasn nnaye6o.

HaiuacTille, nNopiBHAHO 3 Mnauebo, NOBIAOMSNOCA NPO Taki NOGIYHI epeKTM AK MigBuLLEHa CTOM/OBaHICTb
(1,2 %), cyxicTb y poTi (0,8 %) Ta ronoBHui 6inb (0,6 %).

[iTn. Y KNiHIYHMX AOCAiMKEeHHSX 3 yyacTio 578 nigniTkiB BikoM Bif 12 A0 17 poKiB HalibiNbLL pO3MOBCHOAXKEHUM
no6i4YHNUM edpeKTOM BYB ronoBHUI 6iNb; BiH criocTepirasca y 5,9 % nauieHTiB, SKi npuiiMany gesnopartagvH, Tay
6,9 % naujieHTiB, AKi OTpMMYyBav nnauebo.

ICHye puU3MK MNCUXOMOTOPHOT rinepakTMBHOCTI (aHOManbHOI MOBefiHKM), MOB’A3aHOI 3 BMKOPUCTaHHSAM
fiesnoparagmHy (L0 MOXXe NPOABAATACA Y BUTNAAI 3/10CTI Ta arpecii, a TakoX 30y pKeHHI).

Y nocTpeecTpauinHoMy nepioAi cnoctepirannca (4acToTa HeBiOMA): MNOAOBXKEHHS iHTepBany QT, apuTMmii Ta
bpaavkapgii.

CymapHa Tabnmus 4acToT NOGIYHMX peakuiit.
YacToTa nosiBM NoGIYHMX peakLiin KnacugikyeTbCs HAaCTYMHUM YMHOM: Ayxe vacTo (=1/10), yacTo (=1/100, <1



/10), HenowmpeHi (=1/1000, <1/100), pigko (=1/10000, <1/1000), ayxe pigko (<1/10000) Ta yacTtoTa HeBigoma.

Knacu/cuctem opraHis YacToTa Mo6iuHI peakuii™
BUHUKHEHHS
McmxiyHi posnagn Ay>Ke pifKo rajitouMHauii
3 60Ky HEpBOBOT CUCTEMM yacTo rONOBHUIA 6iNlb
Ay>Ke pifKo 3arnamMopoYeHHsl,  COHAMBICTb,  GE3COHHS,
MCUXOMOTOPHArinepakTMBHICTb,CY40MU
3 6oky cepus Ly>Ke pigko TaxikapAis, npucKopeHe cepLeonTTs

yacTOTa HesigomMa

NOLOBXEHHS iHTepBanyQT,
CyrNpaBeHTPUKYNApHa TaxiapuTMmis

CUCTEMM Ta Cnony4yHo! TKaHUHW

3 60Ky LLNYHKOBO-KMLLIKOBOIO yacTo CYyXIiCTb Yy pOTi
TpakTy Ay>Ke pifKo 6iNb Y XXMBOTI, HyA0Ta, 6/110BaHHSA, AUCTENCIs,
Aiapes
3 60Ky renaTobiniapHoi Ay>Ke pifKo 36i/IbLIEHHS PIBHSA (DEPMEHTIB NeYiHKMK,
cucTemm nigBuLLEeHnA 6inipy0biH, renatut
yacToTa Hesifoma XOBTAHNLA
3 60Ky CKeneTHO-M's130B01 Ay>Ke pifKo Mianris

3 60Ky LUKipW Ta NifLWKipHUX
TKaHWH

yacTOTa HesigomMa

(DOTOUYTINBICTb

3arasibHi MopyLUeHHs

4yacTo

nifBu1LLIEHA CTOM/THOBAHICTb

[y>Ke pigKo

peakuiT rinepyyTaMBOCTI (Taki K aHaginakcis,
Habpsik KBiHKe, 3aauLLIKa, CBepOiXK, BUCMNAHHS
Ta KPONWMB'AHKa)

4aCToTa HeBi,ﬂ,OMa

acTeHis

Po3naan meTaboniamy Ta
XapuyBaHHS

4aCToTa HeBi,ﬂ,OMa

NiJBULLEHHS aneTuTy

Jlocnig>KeHHs

yacToTa HeBigomMa

30i/1bLUEHHS Baru

TepMiH NpUAATHOCTI. 2 POKW.

YMOoBW 36epiraHHs.

36epiratny cyxomy HegoCTynHOMY Ans AiTei micui npu Temnepatypi He Buuye 30 °C.

YnakKoBKa.

Mo 7 Tabnetok abo 10 TabneTok y 6nicTepi. Mo 1 6nicTepy y KapTOHHIN Kopobui. Mo 15 Tabnetok y 6nictepi. Mo

2 651icTepun y KapTOHHIN KopooLi.

Karteropis Bignycky.
bes3 peuenTa.

BupobHuK.
LLepinr-Mnay Na6o H.B./
Schering-Plough Labo NV.

Micue3HaxomkeHHSA BUPOOHMKaA Ta A0ro agpeca Micua NPoBapKeHHS LisNIbHOCTI.
IHgycTpienapk 30, XeicT-on-geH-bepr, 2220, benbris/
Industriepark 30, Heist-op-den-Berg, 2220, Belgium.




