IHCTPYKI[IS
JUISE MEIHYHOT O 3acTOCyBaHHE npenapaTy
EPIYC
(AERIUS!))

Cx1az Jii KapebKoro 3acody:

diioua pevosuna: desloratadine;

1 Tabierka MiCTHTB 5 MI' JIe3]I0paTajiiHy;

donomidichi pevosunu: Kanbliio rizpodocdaTy aurigpar, Hemono3a MiKpOKpHCTaiuHa, KPOXMailb KyKypy3sHHIi, TalbK, BiCK KapHayOChbKHii, Bick Oiiuii.
IInigkosa 060.101Ka: TAKTO3M MOHOTIZIPAT; T IPOKCHIPONIMETHIIIETION03a; THTaHY JTOKCH]]

(E 171); monierunenriikous; i Haurokapmin (E 132);

IIposopa 06010HKa: T1 APOKCHIIPOIIIMETHIILENION03a, TIOJieTHICHIJIKOIb.

Jlikapcebka opma. TabneTku, BKPUTI MITIBKOBOKO 000IOHKO0.
Hasga i micuesna HKa.

Ilepinr-ITnay Jla6o H.B., Benbris / Schering-Plough Labo N.V., Belgium
Innycrpienapk 30, Xeiicr-on-neH-bepr, Autsepren, b-2220, bensrist / Industriepark 30, Heist-op-den-Berg, Antwerpen, B-2220, Belgium

®apmakoTepaneBTHYHA rpyna. AHTUricTaMinHi 3acobu — anraronict H1-perentopis.
Koa ATCRO6A X27.
Jlesnopara/inH — e HeceIaTHBHUI aHTUT iCTaMiHHUIT penapat TpUBaJIol /i, 10 Ma€ CENICKTHBHY aHTAarOHICTHYHY J1ito Ha nepudepuuni H1-penentopu. ITicns nepopanbHOro BBEICHHS JIC3/10PATA/IMH CEICKTHBHO OIIOKYe nepuepryHi
ricramiHos i H1-penentopu. IpenapaT He NPOHHUKAE y EHTPAJIbHY HEPBOBY CHCTEMY.
V nociti JUKeHHSIX in Vitro 1€3/10paTajiuH MPOJAEMOHCTPYBAB Ha KIITHHAX CHIOTEN [0 CBOI aHTHANIEPriuHi Bi1acTUBOCTI. Lle IPOsBIIAIOCS IPUIHIYCHHSIM BUILUICHHS IPO3aNaibHUX LUTOKIHIB, Takux sk IL-4, IL-6, IL-8, ta IL-13, 3
MacTOUUTIB/6a30(1NiB IFOANHY, @ TAKOXK NPUTHIYCHHS SKCIpecii MOIeKy 1 aaresii, Takux sk P-cenexrun. KitiHiuHa 3HAYyIICTh LUX CHOCTEPEKCHB ILIIE MOTPEOY € MATBEPAKCHHS.
YucneHHi A0CTiKeHHS MOKa3ailH, 10, KPiM aHTHTICTaMiHHOl akTHBHOCTI, Epiyc uiHHTE NpoTHANEpriuHy Ta MpoTH3anaibHy JAif0.
V KIIHIYHUX J0CH iJUKEHHAX BUCOKMX JI03, y AKHX JI€3/I0paTaJiiH BBOJMIIM IIIOJCHHO Y JI03i 10
20 mr npotsiroM 14 JiHiB, CTaTHCTHYHO 3HAYYILI 3MiHH 3 GOKY CEpLEBO-CYANHHOI CHCTEMH HE CIIOCTEP iraiucs.
Jlesnoparau He MPOHUKAE y LEHTPAIbHY HEPBOBY CHCTEMY Ta HE BILIMBAE HA ICHXOMOTOPHY (yHKIIIO.

eexTHBHO KOHTpOMOBaB®Epiycmi qHeGi HHsL.  e)eKTHBHO yCyBaB Taki CHMIITOMH SIK UXaHHS, BUIUICHHS 3 HOCA Ta CBEPO DK, a TAKOXK TOPA3HEHHS OUCii, CIIb030TeYa Ta IIOYCPBOHHHS, cBepOik®Y martieHTiB 3 anepriunnM punitom Epiyc

CHMITOMH YNPOJOBXK 24 IOMH.

KoHueHTpailii e3noparajnHy y 1asMi KpoBi MOJKHA BU3HAYMTH depe3 30 XBUINH 11icist BBeieHHs. JlesnoparaauH jo0pe abcopOyeTbes, MaKCHMaIbHA KOHIIGHTPALLs JIOCATA€ Thesl IIPUOIIH3HO Yepes
3 roauHu; nepio] HaMiBBUBEJCHHS CTAHOBUTH NpubIu3Ho 27 roaus. CTyniHb KyMyJIslil Ae310paTajuHy Bi ANOBiaB HOro nepiofy HamiBBUBeAeHHs (npuban3Ho 27 roauH) Ta yacTot npuiiomy 1 pa3 Ha 1o6y. HogoctynHicts
Jie3nopataanHy Oyia nponopiiiina 10 1031 y fiana3oHi Bix S 10 20 mr. Jleanoparaaus noMipHo 38’13y €Thes 3 6inkamu masmu (83 - 87 %). Ipu 3acrocyBanHi 1031 Ae3nopataguny (Big 5 10 20 Mr) ouH pa3 Ha 100y npoTsrom 14 jxiB
O3HaK KJIiHIYHO 3HAYMMOT KyMyJIAIli Mpenapary He BUABJICHO.
Trka (xupuuii BUCOKOKaOpiiHUii CHiZAHOK) He BIUIMBae HAa GapMaKOKIHETHKY Jie31opaTaauy. Takoxk BCTAHOBIEHO, 11O IpeindpyToBHii dK TAKOXK He BILTMBAE HA (HAPMAKOK HETHKY J1€3/10paTauHy.

IMoka3anus s 3acT0cyBamm.

VCyHEeHHsI CHMITTOM B, TTOBY3aHUX 3:

— aJIepri YHUM PUHITOM (YXaHHS, BUAUICHHS 3 HOCa, CBepO bk, HAOPAK Ta 3aKJIAJEHICTh HOca, @ TAKOXK CBEPODK Ta OYePBOH iHHs 04ei, ClIb030Teya, CBepODK 111 1Heli Hb Ta Kalllelb);
— KPOIMBYHKOIO (CBEpODK, BUCHITAHHS ).

Hporunoka3sanus. ITiBHIIeHA Yy TIMBICTH IO AKTUBHOT PEYOBHHH 200 110 Oy Ib-AKOi IOOMIKHOI 4H JI0 JIOpaTajIiHy.

Hauesxni 3axo0/11 6e31exu npu 3acTocyBaHHi.
V XBOpHX 3 HUPKOBOIO HEOCTATHICTIO BHCOKOIO CTYIICHs npHiiom npemapaty Epiyc® ciin 3ailicHioBaTH i 1 KOHTposeM Ji kapsi. IlarieHTam 3 piIKiCHUMH CIaIKOBHMH TIPOSIBAMH HEIIEPCHOCHMOCT] ralakTO3H, YPOKCHOIO
HEJIOCTATHICTIO JIAKTO3H 260 CHHAPOMOM MaJibabcopOILii TIIIOKO3M Ta raJlakTO3H He CJIJl NIPHAMATH 1el penapar.

Oco0.11Bi 3acTepexKeHHsl.

3acmocysanus y nepiod éazimuocni abo 200ysanns zpyooio.

Jlesnopara/inH He NPOJICMOHCTPYBAB TEPaTOreHH CTh y JIOCII/DKEHHAX Ha TBapHHAX. be3neka 3acTocyBaHHs npenaparty I1i 1 4ac BariTHOCTi He BCcTaHoB/eHa. ToMy 3acTocyBaHHs Epilycy® mi | yac BariTHOCTi He PeKOMEH/IYE ThCA.
Jlesiopara/iid IPOHUKAE y IPyJIHE MOJIOKO, TOMY 3acTocyBatHsi Epiycy ® skiHkam, siki ro/lyl0Th IPY//I10, HE PEKOMEH/IYEThCS.

30amuicme ennuseamu na weuoKi cmo peaxyii npu Kepy i 1p P abo pobomi 3 iHWUMU Mexanizmamu.

V KIIHIYHUX I0CIH JUKEHHSX, Tli J Yac AKHX OILiHIOBAJIM 31aTHICTh KEPyBaTH aBTOTPAHCIIOPTOM, XKOJIHUX MONPIICHD y NaIli€HTiB, sSKi IPUHMAIIN Ie3/10paTaIuH, He BUABNCHO. O/IHAK NallieHTiB ci1i npoi HHopMYBaTH, 110 y JTyKE PIIKHX
BHIIA/IKaX JCSKi JIO/H Bi 14yBAIOTh COHJIMBICT, 1[0 MOYE BIUIMHYTH Ha IX 31aTHI CTh KePyBaTH aBTOMOOUIEM Ta CKIIA/IHOIO TEXHIKOIO.

Mimu.
EdexTusHicTh Ta 6e3neunicts Tabnerok Epiyc® y jiteii Monoauie 12 poki He BCTaHOBNICHA.

Crocid 3acTocyBaHHS Ta 103U,

Jlopocnum Ta miztitkam (Bikom BiZ 12 pokis): 1 Tabnerka 1 pas Ha CHb, HE3aICKHO BiJl IPUHOMY iKi, JUIA yCYHEHHS CHMITOMI B, ACOLIHOBAHMX 3 aJICPTiYHNM PHHITOM (BKJIIOUAKOUH iHTEPMI TYIOUHIi Ta IEPCUCTYIOUMH anepriyHuii pHHiT)
Ta KPOIUBYHKOIO.

JlikyBaHHs (HTEPMi TYIOHOr0 aJIepHYHOr0 PUHITY 3/iHCHIOE ThCS 10 YCYHEHHsI CHMIITOMIB Ta MOKe OYTH [TOHOBJICHE IIPH X OBTOPHIi MOsABI (IIPHCYTHI CTh CHMIITOMIB Olibiie 4 AHIB Ha THXKACHD Ta Oiiblue 4 THKHIB) MOKHA
MPOIOHYBATH IALIEHTAM TPHUBAJIE J1IKYBAaHHS YIIPOAOBIK HEPIOiB Al ajlepreHy.

IepenosyBanus.

V pasi nepe1o3yBaHHs 3aCTOCOBYBATH CTAHAAPTH 3aXO/M JUIsl BUIAICHHS HeabcopOOBAHOI aKTHBHOI PEUOBHHU. PEKOMEH/TYEThCS CHMITOMATHYHE Ta TATPUMYIOUE JIIKyBaHHS. Y KIIHIYHUX JJOCT JUKCHHSX, y SKHX A€3/10paTanH
BBOJIMBCSA Y J103aX 45 Mr (1110 y 9 pasiB nepeBHIyBaIi PeKOMEH/I0BaHI), KIIiHIYHO 3HauyIi HeGakaHi peakilii He crocTepiranucs. Jle3nopaTajyuH He BUAANAETHCA IUIIXOM TeMOjallizy; MOXJIMBICT HOrO BUJIAJICHHS IIPH
[EPUTOHCAILHOMY [liaJli3i He BCTAaHOBJICHA.

Iobiuni edpexrn.

V KIIHIYHUX 0CIH JUKEHHAX T10 TI0OKa3aHHAX, BKIIOYAI0UH aJIepTi YHHH PHHIT Ta XPOHIYHY ilionaTHyHy KPONHB'AHKY, PO HeOaxaHi epeKTH y MallieHTi B, AKi OTPUMYBaJIM 103y 5 MI Ha 100y, TIoBiOMIsIOCS Ha 3 % yacrile, Hixk y
nawieHTiB, siki orpumyBanu miane6o. Haituacriiue, mopiBHsHO 3 1U1ane00, MOBiLoMIIsUIOCs Ipo Taki mo6iuHi edexry sk crommosanicts (1,2 %), cyxicts y pori (0,8 %) Ta ronoBuuii 6i1b (0,6 %). Y KIiHi 4HHX JOCIIIKCHHSX 33 y4acTIO
578 miniTkiB BikoM Bij 12 10 17 pokiB Hai0L1b1I pO3NOBCIOLKEHNM 1106iuHNM eexToM OyB rooBHuit Oilb; BiH cnioctepirases y 5,9 % nauieHTis, ki npuitmManu aesnopataaus, iy 6,9 % nauenris, ski orpumyBaiy muaue6o. Inmi
noGi uHi e(eKTH, PO AKi TyKE PiKO MOBITOMIIAIOCA i 1 4aC MOCT - MAPKETHHIOBOTO MEPioly, HaBeIeH y Tabmui 1.

Tabmmus 1.
Kunacu/cucrem opranis Tobiuni peakui
Tcuxiyni po3naau Tamouunanii
Ilopyuienns 3 60Ky HepBOBOI CHCTEMH 3anamMopoYeHHsl, COHIIMBICTD, OE3COHHS, ICHXOMOTOPHA I IEPaKTUBHICTb, CYIOMI
Topyurennsi 3 60Ky cepus Taxikapaist, CHIbHE CepueOHTTS
TopyuieHHsi 3 60Ky IIYHKOBO-KHIIKOBOTO TPAKTY binb y sxuBoTi, Hy/0Ta, OIIIOBaHHS, TUCIIENd A, i apest
Iopywennst 3 0Ky renatoiniapHoi cucreMu 36inbuIeHHs PiBHS (EPMEHTIB NEUiHKH, i ABULICHUH Oimipy0iH, rematut
IlopyuieHns 3 60Ky CKeJIeTHO-M'SI30B0I CHCTEMH T CIOJTYYHOI TKAHHHH Miauris
3arajibHi nopyueHus Peakuii ri nepuyTimBocTi (Taki Ak aHadinakcis, nabpax Ksinke, 3aaumika, cBepOixk, BUCHTAHHS
Ta KPOIINB'SHKA).

B3aemonist 3 iHIIMM JTiKApCHKUMH 32c00aMH T i1 BUIH B3aeMOJ if.

VY KITIHIYHUX J10CTiJUKEHHAX TabIETOK Ae3/I0paTaiHy NPH CyMICHOMY 3aCTOCYBaHHi CpUTPOMIilIMHY 260 KETOKOHA30JTy JKOIHMX KJiHi UHO 3HAUyIIMX B3aMOJil He crocTepiranocs.
V kiiHiko-(hapMakoIonyHuX foci ke X Epiyc®, 1mo oTpiuMyBaii pa3oM 3 alKorojeM, He MCKHIIOBaB HEraTUBHY JIil0 €TaHOIY Ha IICHXOMOTOPHY QYHKINHO.

TepmiH npuAATHOCTI. 2 POKH.

‘YmoBu 36epirannsi. 36epiraTi 'y CyxoMy HeIOCTYIIHOMY JUIst JiTeii Micui npy Temiepatypi He Bume 30 °C.

¥Ynakoska.Ilo 7 Tabnerok a6o 10 Tabnerox y Gaictepi. [To 1 6mictepy y kapToHHiit kopo6ui. ITo 15 Tabnerok y 6aictepi. ITo 2 61icrepn y kapToHHiii Kopo6wi.

Kareropis Binnycky. bes penenra.



