IHCTPYKIUA
JJISE MEeIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3ac00y

EPIVC®
(AERIUS®)

Cknao:

oioua pewosuna. desloratadine;

1 TabneTka MICTUTB 5 MT J1€3710paTaAuHY;

00NOMIdCHI pewosuHu. Kanbllito rigpodocdaTy Auriapar, Iera03a MIKpOKPUCTATIYHA, KPOXMaJIb
KYKYpYI3SHUH, TalbK, BICK KapHayOCHKUH, BICK O1IHIA;

nieKo8a 06010HKA: TAKTO3WM MOHOT1IPAT; T1IPOKCUTIPOITIIMETHIILICITION03a; TUTAHY JIOKCH]T (E
171); momietnieHrikob; ingurokapmin (E 132);

npo3opa 06010HKA: T1IAPOKCUIIPOIIIMETHIIICITION03a, ITOTIETHICHTIIKOJIb.

JHixapcoka ¢popma. TabneTku, BKPUTI IJTIBKOBOK 000JIOHKOIO.
OcHnogni izuxo-ximiuni gracmusocmi: Xpyriii TaOJIETKH, CBITIO-OJaKUTHOTO KOJIBOPY, 3 THCHEHHSIM
y BUTJIAZ1 BUTATHYTHX OYKB «S» 1 «P» 3 otHOro 60Ky 1 IVIaZieHbKI 3 1HIIOr0 OOKY.

dapmakoTepaneBTHYHA rpyna. AHTUTICTaMiHHI 3aCO0U 111 CHCTEMHOTO 3aCTOCYBaHHS.
Kon ATX RO6A X27.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

JlesnoparaauH — 1€ HECeJaTUBHUN aHTUTICTaMIHHUM MIpenapar TPUBAJIOI Aii, 110 Ma€ CEJIEKTUBHY
aHTaroHiCTMYHy Aito Ha nepudepuuni Hi-peuentopu. I[licns mnepopasbHOro 3acTOCYBaHHS
NIe37I0paTa it CEeJIEKTUBHO Os0Kye nepudepuyHi ricramidoBi Hi-penenropu.

VYV  nmocmimkeHHsX N VItro Je3nopaTaadH TMPOAEMOHCTPYBaB Ha KITHHAX EHAOTEINI0 CBOI
aHTHaJIepriyHl Ta NpOoTH3anaibHI BiacTUBOCTI. lle mNposBIsIOCS NPUTHIYEHHSM  BUIALICHHS
Mpo3amnanbHuX [UTOKIHIB, Takux gk [L-4, IL-6, IL-8, ta IL-13, 3 macTtoruTiB/ 6a30¢i1iB TOANHH, a
TaKOX MPUTHIYEHHS eKcIpecii MOJEeKyJ aaresii, Takux sk P-cemextuH. KniHiYHA 3HAUyLIICTh IUX
CIIOCTEPEKEHb 111€ MOTPeOye MiATBEPAKEHHS.

VY KIIIHIYHUX AOCTIHKEHHSIX BUCOKHUX JI03, Y SIKUX JE3JI0paTaIuH BBOJUIN IIOJCHHO Y 7031 J0

20 mr mpotaroM 14 1HIB, CTaTUCTUYHO 3HAYyIll 3MiHM 3 OOKY CEpLEBO-CYIMHHOI CHCTEMH HE
criocrepiraiucs. Y KiIiHIYHO-(papMaKoJIOTIYHOMY JOCHIKEHH] TPH 3acTOoCyBaHH1 45 Mr Ha JeHb (Y
10 pa3iB OibIlIe MaKCUMAJIBHOT JOOOBOT KIIIHIYHOT 1031) npoTsroM 10 1HIB, MOJAOBKEHHS IHTEPBATY
QT ne cnoctepiranocs.

V narieHTis 3 anepriunum pusiToM Epiyc® eeKTHBHO yCyBaB Taki CHMITOMH SIK UXAHHS, BUIiIEHHS
3 HOCa Ta CBepOiK, a TAKOXK MOJIPa3HEHHSI 04eH, CITh030TeUa Ta TOYEPBOHIHHS, CBEPOIK T1THEOIHHS.
Epiyc® edeKTHBHO KOHTPOJIIOBAB CUMITOMH YIIPOIOBAK 24 TOMIHH.

Jle3nopaTauH Maiike He IPOHHUKAE B LIEHTPAJIbHY HEPBOBY CUCTEMY. Y KOHTPOJIBOBAHUX KIIHIYHUX
JOCITIJDKEHHSX TIPU IPUHOMI B pEKOMEHIOBaH1| 71031 5 MT Ha 00y 4aCTOTa BAHUKHEHHS COHJIMBOCTI
HE BiApi3HAIAcs BiJ Tpymu ianeo. Y KIiHIYHUX JOCTIKEHHAX OJHOPa30BUil MpUiioM npenapaTy
Epiyc® y 1060Biii 1031 7,5 MI' He YHHMB BILTMBY Ha IICMXOMOTOPHY aKTHBHICTb.

Epiyc® e(heKTHBHO MOJIErMIye TSKKICTh Tepebiry ce30HHOTO alepridHoro PMHITY 3 ypaXyBaHHSM
CyMapHOTO TIOKa3HWKA ONMUTYBAJIbHUKA TIO OIHII SKOCTI KUTTSA TPHU PIHOKOH'TOHKTIBITI.
MaxkcumasnbHe TOKpAIleHHs BiJI3HAYAJI0Cs B MYHKTaX OMUTYBAIbHUKA, MMOB'SI3aHUX 3 MPAKTUYHUMU
npoOeMaMu 1 IOICHHOIO JTISUTbHICTIO, SIKI 0OMEXKYBaJId CUMITTOMH.

XpOHIYHY 1Ii0TIaTUYHY KPOMHWB'SHKY BHMBUAIM B KIIHIUHIA MOAENi 3 yMOBaMHU KpPOIHB'SIHKH.
OCKUIbKY BUKH]I TICTaMIHY € TPUIUHHUAM (PaKTOPOM IIPH BCiX (hopMax KPOMHUB'IHKH, OUIKYETHCS, 110
nesnopataauH Oyzne e(eKTHBHO TMOJErIIyBaTH CHUMIOTOMH TpW IHIIMX (opMax KpOIHUB'SHKH,
BKJTIOYAIOYN XPOHIYHY 11I0NATUYHY KPOIUB'STHKY.



VY nBox miane®o KOHTPOIbOBAHUX O-THKHEBUX JOCIHIIKEHHSIX 3 y4acTIO MAalll€HTIB 3 XPOHIYHOIO
imiomaruunoro kporuB'sHko Epiyc® edexkTuBHO monermysas cBepOik i 3MEHIITYBaB KibKiCTh Ta
PO3Mip YypTUKapii 0 KiHIIA MEPIIOTo IHTepBALY J03yBaHHS. Y KOKHOMY JAOCIHIKEHH] €(EeKT TpHBaB
MpOTAroM 24-roAuHHOTO iHTEepBaldy no3yBaHHs. [lonermenHs cBepOexy Ha OUIBII HIXK 50 %
BiJI3HAUaOCs y 55 % mari€eHTiB, sSKi MpuiMau Je3IopaTaanuH, MOpiBHIHO 3 19 % mariieHris, sKi
npuiitmanu mane6o. [puiiom npenapaTy He BUSBISE ICTOTHOTO BILUTUBY Ha COH Ta JICHHY aKTUBHICTb.
Dapmaxokinemuxa.

BcMmokTyBaHHS.

Konnenrparii ne3noparaanny y mia3mi KpoBi MOKHA BU3HAUUTH yepe3 30 XBWIMH Miciis mpuiioMy
npernapaty. J[lesnopataaun pobpe aOcopOyeThcsi, MakKcUMajdbHa KOHILEHTpALis JO0CATaeThCs
npuOIM3HO Yepe3 3 ToAWHM, MEepiojl HaliBBUBEIEHHS CTAHOBUTH NMpuOmM3HO 27 ronuH. CTymiHb
KyMYJISAIIi Je370paTauHy BiANOBiAaB HOro mepioay HamiBBUBEACHHS (MPpUOIM3HO 27 TOAWH) Ta
gactoTi npuiiomy 1 pa3 Ha 100y. BiomocTymHicTh ne3nopatajuHy Oyiia MPOMOPIHHA A0 03U Y
nmiana3oHi Big 5 1o 20 mr.

VY papmMakoKiHETUYHY TOCIIIKEHH], B AIKOMY AeMorpadiuHi JaHi NamieHTiB MOKHA OYIIO TOPIBHITH
3 3arajbHOIO MOMYJISIIIEI0 3 CE30HHUM aJIEPT1YHUM PUHITOM, Y 4 % Yy4acHHKIB criocTepiraiach BHILA
KOHIIEHTpaIlisg Je3nopataauny. Llg KUIBKICTR MOXKE BapiloBaTHUCS 3ale)KHO BiJl ETHIYHOI
MpUHANIeKHOCTI. MakcuManbHa KOHIIEHTpAIlis Ae3/10paTaguHy Oyiia mpuOIu3Ho B 3 pa3u BUIlla yepe3
npuOIM3HO 7 TOAWMH, TEPMiHAJIBHUI TeEpioJ HamiBBHBEICHHS CTAaHOBHB NPHOIM3HO 89 TOAMH.
[Ipodine 6e3nexy UX MaIieHTIB HEe BIAPI3HABCS B MPpodiito y 3araibHiil MOMysIii.

Posnogmin.

JlesnoparaguH TOMipHO 3B'si3yeTbes 3 Oinkamu 1asmu (83-87 9%). Ilpu 3actocyBanHi A03u
nesnoparanuny (Bix 5 mo 20 mr) 1 pa3 Ha 100y mpotsrom 14 nHIB 03HAK KIIHIYHO 3HAYYIION
KyMYJISILii pernapary He BUSBIICHO.

Biotpancdhopmarris.

depMeHT, KU BIIMOB1IA€ 32 MeTab0I1i3M J1€3710paTaiHy, IIOKH 1€ HE BUABJIECHO, TOMY HEMOKJIMBO
MOBHICTIO BUKJIIOUUTU JESKI B3a€MOJIl 3 IHIIUMU JIIKAPCHKUMH TpernapaTamu. Jlesnopataand He
npurHiuye CYP3A4 in vivo, TocaiIKeHH in Vitro MpoJIeMOHCTPYBAaJIH, 1110 JIKapChKUH Mpenapar He
npurhiuye CYP2D6, cyOctpar abo inriditop P-riikonpoteiny.

Busenenns.

VY jpocniikeHHI OJHOPA30BOTO MNpUiiOMY Je3j0paTajuHy B 1031 7,5 Mr mpuiiom DKi (KUpHUR
BHUCOKOKAJIOPIMHUN CHIJJaHOK) He BIUIMBa€ Ha (apMaKOKIHETHKY JAe3jlopaTaguHy.  Takox
BCTAHOBJICHO, 110 TPEUTIPPYyTOBHUI CiK TaKOXX HE BIUTMBAE HA (PapMaKOKIHETUKY JIE3TIOPATAIUHY.

Kainiuni xapakrepuctuku.

IHlokazannsa.

VY CyHEHHs CUMIITOMIB, MOB'I3aHUX 3:

— aJIepriyHUM PUHITOM (AMB. po3/il «PapMaKoIOTiyHI BIACTUBOCTI);
— KPOIUB'IHKOIO (IUB. po3i1 «DapMaKosIoriuHi BIaCTUBOCTI»).

Ilpomunokazanns.
[TigBuIIeHa YYTJIMBICTh 10 aKTUBHOI pEUOBHHHU a00 /10 OY/b-sIKOi JOMOMIXHOI M J0 JIOpaTaIuHy.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma inuwii 6UOU 63acMO0ill.

VY KIIIHIYHUAX AOCTIHKEHHSIX TaOJETOK Ae3JI0paTagiuHy MPU CyMICHOMY 3aCTOCYBaHHI €pUTPOMIITUHY
a00 KEeTOKOHA30.1y JKOJHUX KIIHIYHO 3HAYYIIHX B3a€EMOJIIN HE CIIOCTEPIranocs.

VY kniHIKO-(hapMaKoJOTIYHUX JOCIIKEHHX MTPU 3aCTOCYBaHHI IIpernapary pa3oM 3 ajJKorojieM, He
BiJI3HAYAJIOCS TIOCWUJICHHSI HEraTWBHOTO BIUIMBY €TAaHONY Ha MCUXOMOTOpHY (yHKIi0. OmHaK y
MMOCTPEECTPAIIHHOMY MEPI0Ii CIOCTEPIraIcs BUMIAIKA HETIEPEHOCUMOCTI aJTIKOTOJTIO0 Ta aIKOTOJIbHA



IHTOKCHKaIlisl TiJ 4Yac 3acTOCyBaHHS mpemapary. Tomy He0OXimHO OyTu OOEpeKHUMHU IpH
3aCTOCYBaHHI alKOTOMIO y mepio JikysaHHs Epiyc®.

Ocoobausocmi 3acmocy8anus.

V XBOpHX 3 HHPKOBOIO HEJOCTAaTHICTIO BMCOKOTO CTymeHs Ipuifom mnpemapaty Epiyc® ciinx
3MIMCHIOBATH 111 KOHTPOJIEM JIiKaps.

Jle3noparaauH Cii Ipu3HAYaTH 3 00EPEKHICTIO XBOPUM, SIKi Maji Hamaja CyJoM B aHamHe3i. J{itu
MOXYTh OyTH OLIbII YYyTJIMBUMH JO PO3BHTKY HOBOTO Halagy CYJIOM I Yac JIKyBaHHS
ne3noparaguHoM. Jlikap Mae yXBaJIWTH DPIlIEHHS [IOJI0 MPHUITMHEHHS JIIKYBaHHS JIE3JI0paTaIHHOM
XBOPUX, Y AKHX IT1]] 4ac 3aCTOCYBAHHS Iperapary CocTepiraBcs Hamaja Cy1oM.

[MTamienTaM 3 pPIiAKICHUMH CHAJAKOBUMHU TPOSBAMHU HEMEPEHOCHMOCTI TalaKTO3U, YPOIKEHOIO
HEJIOCTATHICTIO JIAKTO3W a00 CHHIPOMOM MasibabCOPOIIii TIIFOKO3H Ta TJIAKTO3W HE CJIIJI IPUAMaTH
el npenapar.

3acmocysanus y nepiod sacimuocmi abo 200y8anms 2pyooro.

Jle3nopaTaiuH He POJIEMOHCTPYBAB TEPATOTEHHICTD y JOCHIHKCHHAX Ha TBAPHUHAX.

Besneka 3acTocyBaHHs mpenapaTy y mepioJ] BariTHOCTI HE BCTAHOBJICHA, TOMY 3acTocyBaHHs Epiyc
y 1ieH mepioj] He pEeKOMEHIY€EThCSI.

Tooysanns epyooro.

JlesnopaTaquH NPOHMKAE Y IPyAHE MOJIOKO, TOMy 3acTocyBaHHA Epiyc® skiHkaM, sKki romyroTh
TPYIUIIO, HE PEKOMEHYETHCS.

®

30amuicms enausamu Ha WBUOKICMb peaxyii npu KepyeawHi asmompancnopmom abo IHwuUMu
Mexauismamu.

VY KIIHIYHUX JOCTIDKCHHSX, TIJ Yac SKUX OIIHIOBAJIM 3JaTHICTh KEpyBaTH aBTOTPAHCIIOPTOM,
KOJTHUX TIOTIPIIeHb Y MAIlI€HTIB, K1 MpUAMaNK ae3J10paTaanH, He BUsABIeHO. OIHAK Malli€HTIB CIiJT
poiHGOpMYBaTH, IO JAYXKE PIIKO JACSIKI JIOIU BIAUYBaIOTh COHJIUBICTD, III0 MOKE BIUIMHYTH Ha X
3/IaTHICTh KEPYBAaTH aBTOMOO1JIEM Ta CKJIaJHOIO TEXHIKOIO.

Cnoci6 3acmocysanna ma 0o3u.

JHopocaum Ta 1iTaM BikoM Bija 12 pokis: 1 TabneTtka 1 pa3 Ha 100y, HE3aneKHO BiJ Ipuiomy ki, 175
YCYHEHHSI CHMNTOMIB, acOLIMOBaHMX 3 aJepriyHUM pPHHITOM (BKJIIOYAIOYM IHTEPMITYIOUMH Ta
MEPCUCTYIOUM alepriuHui PUHIT) Ta KPOIHUB'SHKOIO.

Tepamnito iHTEPMITYIOUOTO aJEPriyHOrO PUHITY (HAsBHICTH CUMIITOMIB MEHIIE 4 THIB Ha THXKJCHb
abo meHIe 4 THXKHIB) HEOOX1THO MPOBOAMUTH 3 YpaxyBaHHAM JaHUX aHAMHE3Y: MPUIIUHUTH MiCIs
3HUKHEHHS CHMIITOMIB Ta BITHOBUTH IiCJIsl IOBTOPHOT'O X BUHUKHEHHSI.

[Ipu nepcuctyroyoMy ajnepriyHoMy pUHITI (HasIBHICTH CUMIITOMIB Ouniblie 4 JHIB HAa THXKJEHb a00
Oinpiie 4 THXKHIB) HEOOXITHO MPOAOBXKYBATH JIIKYBaHHS IPOTSATOM YChOTO IMEPiOAYy KOHTAKTY 3
aJIEPreHOM.

Jimu.

IcHytoTh OOMeXeHiI JaHi KIHIYHUX JOCHIUKeHb e(QEeKTHMBHOCTI 3acTOCYBaHHA TaOJeTOK
ne3j0paTtauny y mamTkiB Big 12 go 17 pokiB (auB. po3ain «[1o6iuni peakmii»).

EdexTuBHicTh Ta Ge3MeuHicTh 3acTocyBaHHs Tabnetok Epiyc® y miTeit Bikom 10 12 pokis He
BCTAHOBJICHA.

Ilepeoo3ysanns.

V pasi mepeno3yBaHHs 3aCTOCOBYBATH CTaHAAPTHI 3aX0/11 JUI BUJAJIEHH HeaOcopOOBaHOT aKTUBHOI
peYOBUHHU. PeKkOMEHIyeThCsl CHMOTOMATHYHE Ta MIATPUMYIOUE JIKYBaHHA. Y  KIIHIYHUX
JOCHIJUKCHHAX, Y SKUX Je3J0paTaiH BBOIWIM Yy no3ax 45 mr (mo y 9 pasiB mepeBullyBau
PEKOMEHIOBaHi1), KJIHIYHO 3HauyIll HeOakaHi peakiii He crmocrtepiramucs. JlemopataauH He



BUJANSETHCS IUIXOM T'eMOIiali3y; MOXJIMBICTh HOTO BUIANICHHS NP MEPUTOHEATHHOMY JAiaji3i He
BCTAHOBJICHA.

Io6iuni peaxuii.

VY KIHIYHEX JOCHIDKEHHSIX IOA0 TIO0Ka3aHb, BKIIOYAIOYM QJIEPTiYHUNA pPUHIT Ta XPOHIYHY
171loNMaTHYHY KPONUB'IHKY, PO HeOakaHl ePEeKTH y MaIli€HTIB, IKi OTPUMYBAIH 03y 5 MT Ha 100y,
MOBiAOMIISUTOCS Ha 3 % dacTilne, HiX Y TAIliEHTIB, SKi OTPUMYBAJH MIAe0o0.

Haiiuacrime, mopiBHSHO 3 1uiane0o, MOBIAOMIISIIOCS MPO Taki MOOIYHI €heKTH SK MiABUIICHA
crommoBaHicth (1,2 %), cyxicts y poTi (0,8 %) Ta ronosuuii 6116 (0,6 %).

Mimu. Y KJIIHIYHEX AOCHIIHKEHHSAX 3 ydacTio 578 miniTkiB BikoM Bix 12 no 17 pokiB HaiOimbII
PO3MOBCIOIKEHUM 1T0O1YHUM e(pekTOM OyB roJIOBHUM O11b; BiH criocTepiraBcs y 5,9 % naiieHTis, ki
npuiiMany ae3noparaaut, Ta 'y 6,9 % mamieHTis, sKi OTpUMYBaIH 1U1a1eoo.

IcHye pU3MK TICMXOMOTOPHOI TiNEPaKTUBHOCTI (AaHOMAadbHOI TMOBEAIHKHM), TMOB’S3aHOT 3
BUKOPUCTAHHSAM JI€3JI0paTajiuHy (II0 MOXeE TMPOSBISATHCS y BUTJISAAL 3JI0CTI Ta arpecii, a Takox
30yIKEHH]).

VY nocrpeectpalifHoMy Iepiojii criocTepiranucs (4actoTa HeBijoMa): mooBxkeHHs inTepBairy QT,
apuTMii Ta OpaguKapii.

CymapHa TabauIs 4acTOTH MOOIYHUX peaKIii.
YacToTa nmosiBu MOOIYHUX peakiiil kiaacuikyeTbCcst HACTYITHUM YHHOM: Ayke dacto (>1/10), gacto
(>1/100, <1/10), menotmpeni (>1/1000, <1/100), piako (>1/10000, <1/1000), xyxe pinko (<1/10000)

Ta 4acTOTa HEBI1AOMA.

Kuaacu/cucrem opranis YacroTa Ho6iuni peakuii*
BUHUKHEHHS
Tcuxiuni poznaou oyarce pioKo rajrouuHanii
3 b6oky Hepsosoi cucmemu yacmo TOJIOBHUM OUTH
0yafce pioKo 3allaMOPOYEHHS,  COHJIMBICTh,  OE3COHHS,
IICUXOMOTOpHA T'iIIePaKTUBHICTb, CYJJOMH
3 6oky cepys oyarce pioKo TaxiKapis, IPUCKOPEHe cepleOnTTs

yacmoma Hegiooma

nojoBxxeHHs iHTepBary QT,
CYIPAaBEHTPUKYIIPHA TaX1apUTMis

cucmemu

3 60Ky wnyHK080-KUWK06020 | uacmo CYXiCTb y POTI

mpaxkmy oyaice pioko O1JIb y )KUBOTI, Hy10Ta, OJTFOBaHHS,
JTUCTICTICISI, Jilapest

3 boky eenamobiniapnoi oyaice pioko 301bIIIeHHS PiBHS (DEPMEHTIB MEUIHKH,

T IBUIICHUI O1TipyOiH, TemaTuT

yacmoma Hegiooma

KOBTAHUIA

MKAHUH

3 boky cxkenemno-m's13080i 0yaice pioKo MiaJris
cucmemu ma CROAYYHOL

MKAHUHU

3 b6oky wKipu ma niowkipuux | yacmoma Hegiooma | HOTOUYTIMBICTH

3azanvui nopyuienns

yacmo

MHIIBUIIEHA CTOMJIFOBAHICTE

oydice pioko

peakiii rinepayTauBocTi (Taki K
anaginakcis, HaOpsk KBinke, 3aauiika,
cBepOIXK, BUCHITAHHSI T4 KPOIIHB'STHKA)

yacmoma Hegiooma

acTeHis




Po3znaou memabonizmy ma yacmoma Hegiooma | TBUILCHHS allETUTY
XapuyeamHs.

Jlocnioocenns yacmoma Hegiooma | 301IBIIICHHS Baru

Tepmin npuoamnocmi. 2 poku.

YmoBH 30epiranus.
30epiraTu y CyXoMy HEAOCTYITHOMY JUIs AiTel micui mpu temmneparypi He Buiie 30 °C.

YnakoBka.
ITo 7 Tabnetok abo 10 Tabierok y 6micrepi. [lo 1 Gmicrepy y kapToHHiit kopoOiti. [To 15 Tabnerok y
6micrepi. [1o 2 Gricrepu y KapTOHHIH KOPOOLIi.

Kareropis Binnycky.
bes penenra.

Bupoouuk.
epinr-Ilnay Jlabo H.B./
Schering-Plough Labo NV.

Micue3naxoa:KeHHs1 BUPOOHUKA Ta HOro ajpeca Micusi NPOBAIKeHHS XislJIbHOCTI.
Ianycrpienapk 30, Xetict-on-nen-bepr, 2220, benbris/
Industriepark 30, Heist-op-den-Berg, 2220, Belgium.



