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IHCTPYKILIA
AT MEAMYHOIr0 3aCTOCYBAHHS JiKapcbKoro 3acoby

EPIYC®
(AERIUS®)

Crnao:

Oitoua pevosuna: desloratadine;

1 TabeTKa MICTHTE 5 MT JIe3JI0paTaiuHy;

donomisicri pewogunu; Kaibliiio rigpodocdaty auriapar, nentonosa MIKpOKpHCTaII4Ha, KPOXMaJlb
KYKypYyI3SHUH, TIBK, Bick KapHayOChKnH, BICK OLTHi;

nnigroea 06OROHKAQ: JAKTO3W MOHOTLAPAT; TiIPOKCHIPOIIIMETHIILENON03a; THTAHY JIOKCH]
(E 171); nonieTnnenriaikos; inaurokapmin (E 132);

npo3opa 06010HKA. T1IPOKCUITPOIIIMETHIIENON034, TIOJiCTHIEHTTIKOJIb.

Jixapcvka gpopma. TabneTKku, BKPUTI MIIBKOBOIO 000JIOHKOIO.
Ocnoeni  (pisuko-ximiuni enacmugocmi: Kpyrimi TabieTkyu, CBITIO-GIAKHTHOIO KOJLOPY, 3
TUCHEHHSIM Y BHIJIAI BUTATHYTHX OYKB «S» i «P» 3 onHoro 60Ky i riajfeHbKi 3 iHIoro Ooky.

dapmakoTepaneBTHYHA IPyNa. AHTUTICTaMIHH] 3aCO0M JUIA CHCTEMHOTO 3aCTOCYBAHHSL.
Kon ATX RO6A X27.

Dapmakonoziuni 6nacmusocmi.

DapmakoOuHamixa.
JleasopaTaius — lle HeCeaTHBHHUI aHTHTICTAMIHHUA Npenapar TPUBAOL /i, IO Mae CEJICKTHBHY

amTaronicTiuny a0 Ha nepudepuuni Hj-perentopu. Ilicis MepopaibHOTO  3aCTOCYBAHHS
JIe37I0paTaIHH CENeKTHBHO OJIoKye nepudepnyHi ricraminosi Hi-peuentopu.

YV OCHDKEHHSIX i Vifro Je3opaTaidH IIPOJEMOHCTPYBaB Ha KIITHHAX EHJIOTENII0 CBOT
aHTHallepriubi Ta mpoTHsananbHi BiacTHBocti. Ile nposBiAnocs NPUTHIYEHHAM — BHIUIEHHS
Tpo3aNaIbHUX IUTOKIHIB, TAKHX SK IL-4, 1L-6, IL-8, ta IL-13, 3 macTouutis/ 6a30(}iiB MOIHHH, a
TAKOXK IPUTHIYEHHS eKcIpecii MoNeKyn aaresii, Takux K P-cenekTHH. KniniyHa 3Ha4yIIicTh LIAX
criocTepeXkeHb e moTpedye MmiATBEP/KCHHS.

V KN EI9HEX TOCIIOKEHHSX BUCOKUX 03, ¥ AKHX J€3J10PaTaIiH BROJMIIM IIOJIEHHO Y /1031 10

20 Mr mportarom 14 JHiB, CTATHCTHYHO 3HAYYIN 3MiHH 3 OOKy CepIIeBO-CYIMHHOI CHCTEMH HE
criocTepiramucs. Y KiiHiuHO-(hapMaKoJIOTIHOMY JOCITIDKEHH] TPy 3acTocyBanHi 45 MI Ha JeHb (Y
10 pasip Ginbine MaxcHManbHOi J060BOI KIIHIYHOI J103H) HPOTAIOM 10 mHIB, HNOAOBXKEHHS

inteppany QT He criocTepiranocs.



V naiieHTiB 3 aNepriyHUM PHHITOM Epiyc® edexrtuBHO ycyBaB Taki CHMITOMH SK YXaHHS,
BHJIJIEHHS 3 Hoca Ta cBepOiX, a TaKoXK MOAPa3sHEHHs OYEH, Cbo30Teya Ta [IOYepPBOHIHHSA, CBEPOINK
niue6inms. Epiyc® edeKTHBHO KOHTPONIOBAB CHMIITOMH YIPOJOBK 24 IOJMH.

JleanopaTamul Maike HE MPOHHKAE B UEHTPAIbHY HEPBOBY CHCTeMy. Y KOHTPONBOBaHHX
KIIHIYHMK JOCIIDKEHHAX IPH IIPUAOMI B peKOMeH/I0BaHi# 1031 5 MI Ha 100y YacToTa BHHUKHEHH!
COHNMBOCTI He BifpisHanacs Bij rpymu Imianebo. Y KIHIYHMX DOCIIDKEHHSIX OJHOPA30BHH
npuiiom npenapary Epiyc® y noGogiit 1031 7,5 MI' He YMHUB BIUIMBY Ha IICHXOMOTOPHY AKTUBHICTD.
Epiyc® edexTHBHO MONEriIye THKKICTH NMepeliry Ce3soHHOro aieprivHoro PHHITY 3 ypaxyBaHHAM
CyMapHOro TOKa3HMKA ONWTYBAIBHHKA TO OMiHII SKOCTi JKHTTA IpPH PIHOKOHTOHKTIBITI.
MakciMalIbHe OKpalleHHs BiI3Hayauocs B IIYHKTaX ONMHTYBAJIbHHUKA, OB'I3aHAX 3 IPAKTHYHMMH
npo6emMamMi i IOIEHHOIO MSIBHICTIO, AKI 00MEXYBaTH CHMITOMH.

XpoHiuHy i/lionaTHYHy KpONMB'AHKY BHBY&IM B KIIHIYHIA Mozjen 3 ymMOBaMH KPOIHB'HKH.
OcKiNbKK BHKHJL IiCTaMiHy € IpUYMHHAM (AKTOPOM IpH BCiX (OpMax KPOIHMB'SHKH, OUIKYETHCS,
mo Jie3opatanuH 6yne eeKTHBHO MOJETUIyBaTH CHMIITOME IPH IHUIHX (opMax KpOTIUB'SHKH,
BKJTFOYAKOYH XPOHIYHY 1/[l0TaTHYHY KPOTIMB'SHKY.

Y 7BoX miaie60 KOHTPOILOBAHEX O-THXXKHEBHX IOCIIKEHHSX 3 YYACTIO TALiEHTIB 3 XPOHIYHOIO
imionmaraunoo kponus'saKoro Epiyc® edexTHBHO nonermrysas cBepOik i 3MEHIIYBaAB KiIBKICTH Ta
po3Mip yprHKapil 10 KiHIg MEPIIOro IHTEpBaly J03YBaHHS. Y KOXKHOMY JIOCHTI/DKeHHI edexT
TPHBAB IPOTATOM 24-TOIMHHOrO iHTepBainy JosyBaHHs. Ilojermenns ceepbexxy Ha OinpIn HiIX
50 % pimsHauanocs y 55 % manieHTis, SKi IpHiMaIA €370paTajiuH, MOpiBHAHO 3 19 % IALEHTIB,
axi npuiiMan wiane6o. [lpuifom mpemapary He BHABISE ICTOTHOrO BIUIMBY HA COH Ta ACHHY

AKTHUBHICTE.
Dapmaxoxinemuxa.

BcMoOKTYBaHHSA,
KonuenTpalii aesjioparaguty y nJ1a3Mi KpoBl MOYKHa BH3HAYUTH Yepe3 30 XBHJIMH ITiCIs TpUHOMY

npenapary. Jesnoparamgud  106pe abcopByeThesl, MAKCHMalIbHa KOHLEHTPALis [OCAraeThes
npu6iu3Ho Yepes 3 TONMHH; NEpioj HaliBBHBEJICHHA CTAHOBHUTH npubnusno 27 rogus. CTyniHb
KyMyJISiii je3jopaTaj Mty BiIIOBIZaB HOro nepiojy HamiBBuBeleHHs (IpuOIM3HO 27 TOINMH) Ta
yactoTi mpuitomy | pa3 Ha J106y. BiojocTymnHicTs Jie3opaTaauty Oyna mpomopiiiHa JI0 03K Yy
nianasoHi Big 5 o 20 Mr.

V apMakoKiHETHUHY HOCHIIKEHHI, B IKOMY nemorpadivni nani nanieHTiB Mo)cHa OyJI0 MOPIBHATH
3 3arabHOIO IONMY/SIEI 3 CE30HHHM AlepridHHAM pUHiTOM, ¥ 4 %0 YUACHHKIB CIOCTEpirasach
BUINA KOHIEHTpalis aesnoparaguuy. Ll KimbKicTh MOXKE BapirOBaTHCS 3aJIEXKHO BiJl eTHIuHOI
npuHanexHocti. MakcumanbHa KOHLIEHTpALlisl Je3noparafiiy Oyma npubiusHo B 3 pasd BHIIA
yepe3 MpUOIA3HO 7 TOJMH, TEPMIHATEHHH Tepio/l HANiBBUBE/ICHHS CTAHOBHB IPUOIH3HO 89 roJHH.
[Ipodisns Oe3nexH IMX MAllieHTIB He Bi/pi3HABCA Bij NPO(LIO y 3aranbHil momyssmii.

Po3nofis.

Jlesnopara/ildd HOMIPHO 3B'A3YETBCA 3 6inkamu iasmu (83-87 %). Ilpm 3acrocyBaHHi JO3M
nesnoparaguny (Bim 5 no 20 mr) 1 pa3s Ha 106y mpotarom 14 mHIB 03HAK KITHIYHO 3HAYYIIOL

KyMYJUILIT IpenapaTy He BUABJICHO.

BiorpancdopmMartis.
DepMeHT, AKHH pignoeizac 3a MeTaboNi3M [e3nopaTajdHy, IIOKH II¢ HE BHABJICHO, TOMY

HEMOYUIHBO [TOBHICTIO BHIJIIOUMTH JesiKi B3aeMOAIl 3 IHIIMME JIKapCBKHMH [pernaparamH.
Jleanoparanun He npuraivye CYP3A4 in vivo, JOCTIUKEHHS in Vitro IpOJEMOHCTPYBaJIH, IO
niKkapchkuii penapar He MPUrHIYYye CYP2D6, cyberpar abo inribitop P-rnikonporeiny.
BuseeHH1.

VY JloCHipKeHHI OJHOPa30BOr0 NpPHHOMY NE3JI0paTaZiuHy B 103l 7,5 mr npuiioM Dii (KEpHAR
BUCOKOKAJIOpifHMil CHIAHOK) HE BIUIMBAEC Ha (hapMakoKiHeTHKy JesnoparajuHy.  Takox
BCTAHOBJIEHO, 10 TPef(PYTOBUH CIK TAKOXK HE BILIMBAE HA (papMaKOKiHETHKY Je37I0paTaiiHy.




Kminigni xapakrepucrury.

llokazanna.

YCyHEHHSI CHMIITOMIB, TTOB'SI3aHUX 3!

— alepriuHAM pUHITOM (OHUB. po3air «PapMaKoIOTiYHI BIACTHBOCTI);
— KPOIIMB'SIHKOIO (IUB. po3xia « DapMaKoIOrivHi BIIACTHBOCTIY).

Ilpomunoxazanua,
IligBuIeHa Ty TIMBiCTh 10 aKTHBHOI PeYOBHHE 260 /10 6YIb-SKO0I OTOMDKHOT Y 10 JIOpaTauHy.

B3aemoodia 3 inwiumu nikapcoKumu 3acobamu ma il 6UOU 63aAeM00IIL.

Y KIHIYHEX ~ JOCHIZDKEHHAX —TaOJeTOK JIe3I0paTafiuHy IIPH CYMICHOMY 3acTOCYBaHHI
EPUTPOMIIIHHY aD0 KETOKOHA30ILy MOJIHUX KIITHITHO 3HATYIHX B3aEMO/IiH HE CIIOCTEPIrayocs.

V knmiHIKO-(hapMaKoIOriuHUX TOCHIJDKEHHSAX IIPH 3aCTOCYBAHHI IIPerapaTy pasoM 3 alKorojeM, He
BiJ[3HAYAN0CS IIOCHJICHHS HETATHBHOTO BIUIMBY €TAHONY Ha IICHXOMOTOpHY (ymkiito. Opmak y
IIOCTPEECTpallifHOMY —IIepiofli  CIOCTEpITalMcsl BHIIANKH HEIEPEHOCHMOCTI  alKOroMlo  Ta
aJIKOroIbHA IHTOKCHKAIS TTifl 9ac 3acTOCYBaHHS mpenapaTy. ToMy HeoOxijHo 6yTH o6epeXHAME

IIPH 3aCTOCYBaHHI aJKOTOJIO ¥ Tiepiof Jikypauns Epiyc®.

Ocobiingocmi 3acmocysanHa.
V XBOPHX 3 HHPKOBOK) HEJOCTATHICTIO BHCOKOIO CTyIeHs Ipuitom mpemapary Epiye® ciix

3JIHCHIOBATH ITi] KOHTPOJIEM JTIKAPSL.

Jesmoparaqun ciifl IpH3HadaTH 3 0O0epeKHICTIO XBOPHM, SKi Mald Hamal CyIoM B anamuesi. Jlitu
MOXYTh OyTH OLIBII YyTTMBEMH JO PO3BHTKY HOBOTO HANALy CYIOM Il Yac JHKyBaHHS
mesnopaTaiaHoM. Jlikap Mae yXBaluHTH PIMIEHHs IIOJO NPUITMHEHHS JHKYBAHHA JE3II0PaTaldHOM
XBOPHX, Y SIKHX /T 9aC 3aCTOCYBAHHS PENApaTy CIIOCTEPIraBes Haaj CYI0M.

IlanieATaM 3 PIAKICHEMM CIAIKOBHMH IPOSIBAMH HETEPEHOCHMOCT] I'alaKTO3H, YPOIKEHOIO
HEJIOCTATHICTIO JAKTO3H ab0 CHHIPOMOM ManbabcopOIlil ITIOKO3H Ta TANAKTO3H HE CJIiJ IpHHMAaTH

LIel Ipenapar.

3acmocysanns y nepiod eazimuocmi abo 200yeanis epyooro.

JlesnoparauH He HPOJIEMOHCTPYBAB TEPATOTEHHICTE Y JIOCIIIDKEHHIX Ha TBAPHHAX.

besnexa s3acrocyBaHHsS IpenapaTy y IEpioji BariTHOCTI HE BCTAHOBJICHA, TOMY 3aCTOCYBAHHI
Epiyc® y meit mepios He peKOMEH Y€ ThCAL.

Todyeanns epyooro.

Jlesmoparaui IpOHUKAE y TPYAHE MOJOKO, TOMY 3actocysannst Epiyc® ximkam, sxi romyrors

IPYITIO, HE PEKOMEHIYETHCS.

3oamuicmv enaueamy Ha WEUOKICMb peakyii npu KepysawHi aemompaucnopmom abo iHuuMu
MEXAHIZMAMU.

Y KIHIYHEX JOCHDKEHHAX, I 9ac SKHX OLIHIOBANM 3/[aTHICTh KEPYBATH ABTOTPAHCIIOPTOM,
JKOJIHEX TIOTIPINEHb V MAIl€HTIB, SKi IpUHMaNH Ae3JI0paTajit, He Buapieno. ONHak MaieHTiB el
IpoiH(OpPMYBATH, IO Jy>Ke PIIKO JesKi TIOH BiMyBArOTH COHNHBICTD, IO MOJE BIUIMHYTH Ha IX
3[ATHICTH KEPYBaTH aBTOMOOIIEM Ta CKJI[HOK TEXHIKOIO.

Crocib 3acmocysannsa ma 003u.
Hopocmam Ta fitaM BixoM Bix 12 pokis: 1 Tabmerka 1 pa3s ma 500y, He3aneKHO Bif Tpuiiomy DKi,

JUIsL YCYHEHHSI CHMIITOMIB, acOIiifOBaHMX 3 alepridHiM PHHITOM (BKIIOUAIOUH IHTEPMITYIOUHH Ta
MEPCHCTYIOYHH aJleprivHuil pUHIT) Ta KPOITHB'SHKOIO.

Teparriro 1HTEPMITYIOUOr0 aNepPrigHOro PUHITY (HASBHICTH CHMIITOMIB MEHIIE 4 JHIB HA THXJIEHE
abo MeHIIe 4 THXKHIB) HEOOXIZHO IIPOBOJUTH 3 ypaxyBaHHsIM JAHWX aHAMHE3Y: IPHIHHATH ICIT
3HUKHEHHS CHMIITOMIB Ta BIJTHOBHTH IIiCJIS IIOBTOPHOTO 1X BUHHKHEHIIS.



[Ipy nepcHCTyIOUOMY alepridHOMY PHHITI (HasBHICTH CHMMIITOMIB 6inbine 4 IHIB Ha THIKIEHL abo
Oinpme 4 THXKHIB) HEOOXiJHO IIPOJOBKYBATH JIKYBAHHS IPOTATOM YCHOTO IIEPIONY KOHTAKTY 3
AIEPTEHOM.

Himu.

IcHyroTe oOOMeKeHI JaHi KIIHIYHMX JIOCHIJDKeHb e(EeKTHBHOCTI 3acTOCYBaHHSA TabJIETOK
JiessiopaTa/ iy y miJuliTkiB Bif 12 o 17 pokis (quB. pos3min «llobigni peakiiiy).

Edexrurhicts Ta Gesneunicts 3actocyBanus Tabmetok Epiyc® y miteir Bixom mo 12 poxis me
BCTAHOBJICHA.

Hlepedoszyeanna.
VYV pasi mepeno3yBaHHS 3aCTOCOBYBATH CTaHAApTHI 3aXOUd JUIs BHJIaIeHHs HeabcopGosamoi

aKTHBHOI pEUOBHHH. PEKOMEH/IYETECS CHMIITOMATHYHE Ta IMIATPUMYIOUE JIKyBannsd. Y KIHHIYHHX
JOCHIDKEHHAX, Y SKHX JIe3NopaTajil BBOIMIHE y mo3ax 45 mr (mo y 9 pasis nepeswiryBanu
PEKOMEH/IOBaHI), KIIHIYHO 3Ha4yylll HebaxkaHi peakmii He crocrepirammcs. Jle3nopaTanui He
BHAAIIETLCS IIITXOM I'eMOoIiali3y; MOXKIHBICTE HOro BUIANEHHS TIPH IIEPHTOHEATBHOMY Miaisi He

BCTAaHOBJIICHA.

Llob6iuni pearyii.

Y KIHIYAEX [JOCIUDKEHHAX INOJAO I0Ka3aHb, BKIIOYAIOUHM ANEPTiuHHE pPHHIT Ta XpOHIYmHy
imioIaTHYHY KPOIHB'AHKY, Ipo HebakaHi eeKTH y HallieHTIB, SKi OTPAMYBAIH 103y 5 MI Ha Jio0y,
HOBIOMIISIOCS Ha 3 % wacrimme, HiXK Y TAI[EHTIB, SIKI OTPUMYBAIH ILIAreo.

Hadigacrimme, nopiBHAHO 3 manebo, HDOBIAOMILUIOCS Ipo Taki mobiuHi edexTH sK IifBHImeHa
cromimoBaHicTk (1,2 %), cyxicrs y poti (0,8 %) Ta romoBuwmit 6is (0,6 %).

Himuy. Y KIHIYHEX TOCIUDKEHHAX 3 ygacTio 578 mimmiTkiB BikoM Bix 12 mo 17 pokis maiGinsmm
po3toBcIoKEHHM TT00igHUM edexrom OYB rosoBHUU Oiik; Bil crocrepirases v 5,9 % naiieHTis,
K1 IpUAMAaNTH Ie3JI0paTajuH, Ta y 6,9 % marienTis, SKi OTpuMyBanH mianebo.

IcHye pH3MK ICHXOMOTOPHOI TIilIEPAKTUBHOCTI (AHOMANBHOI IIOBEJIHKH), IIOB’sS3aHOI 3
BHKOPHCTAaHHAM JIe3JI0paTafuny (I0 MOXKe IPOSBIATHCS y BHIJIAAL 370CTI Ta arpecii, a Takoik
30yKEHH]).

V¥ mocrpeecTpanifHoMy Iepiofii crocTepiranucsa (J4acToTa HeBioMa): momoBkeHHs inrepsany QT,
aputMii Ta Opagukapii.

Cymapna TabHIs yacTOTH ITOOIUHMX peakilii.
YacroTa ImosiBH NOOIYHEX peakiliii KiacH(iKyeThes HaCTYIIHAM YHHOM: yxke dacto (>1/10), gacTo
(>1/100, <1/10), memommpeni (=1/1000, <1/100), pimxo (>1/10000, <1/1000), myxe pinko

(<1/10000) Ta wacrora HeBimoMA.

Kmacn/cucreM oprauis YacroTa Ilo6iuni peaxuii*
BUHUKHEHHS
Lcuxiyni poznadu oyoice pidko TaITIOITHHAITT
3 boxy Hepsosol cucmemu yacmo TOJIOBHHH 61116
oyaice pioko 3aIlaMOPOYEHHs],  COHJIMBICTH,  O€3COHHI,
IICHXOMOTOPHA TiIEePaKTHBHICTD, CYJIOMH
3 boxy cepys dyoice pioko Taxikap/iist, IPHCKOpeHe ceplebuTTs

yacmoma Hegidoma | TofoBxKeHHs inTepBany QT,
CYIIPABEHTPUKYISIPHA TaXiapHTMisd

3 6OKY WRYHKOBO-KUULKOBO20 | HACTO CYXiCTh ¥ POTi

mpaxmy Oyaice pidko Oinb y JKHBOTI, HYIOTa, OIIOBAHHS,
JACHIETICIs, miapest




3 boky eenamobiniapnoi
cucmemu

dyaice pioko

361IBIIEHHS PiBHS (DEPMEHTIB ICYiHKH,
HiaBHINeHHH OiTipy0id, remaTuT

Yacmoma Hegiooma

JKOBTAHHIA

3 boky crenemmno-m'a30601 Oydice pioko Mianris
cucmemi ma cnony4Hoi

MKAHUHU

3 boxy wikipu ma niowxipnux | yacmoma negidoma | OTOUYTIIHBICTE

MKAHUH

3azaneni nopyuienns

HAaAcnio

HiIBHINEHA CTOMIIOBAHICTD

oyaice pioxo

peaxii rinepuyTinuBocTi (Taki sk
anadimaxcis, Habpsax Ksinke, samuixa,
cBepOIXK, BACHIIAHHS Ta KPOIIUB'THKA)

yacmoma Hegiooma

aCTEHIS

Poznadu memabonismy ma vacmoma Hegiooma | IJABUINEHHS alleTHTY
XApPYYeanHs
Locnidowcenns yacmoma Hegiooma | 301NILITEHHS BArK

Tepmin npudamuocmi. 2 POKH.

YMmosu 36epiranns.

30epirata y cyxoMy HeOCTYIHOMY LI AiTeif Micui npu Temmepatypi e Brme 30 °C.

YoakoBka.

Ilo 7 tabmerox abo 10 Tabmerox y Guictepi. ITo 1 6mictepy y kaprouHiit kopobi. ITo 15 Tabrerok

y bmcrepi. ITo 2 6xicrepn y xaproHHi# KOpoOIL.

Kareropis Bigmycky.
bes perenra.

Bupo6uuk.
lepinr-ITnay Jla6o H.B./
Schering-Plough Labo NV.

Micuesnaxomxenns BHpoOHHKA Ta iforo ajipeca Micust IpoBaKeHHsT TisLILHOCTI.
Inpyctpienapk 30, Xeitcr-on-nen-bepr, 2220, Bensris/

Industriepark 30, Heist-op-den-

MaTa ocraHHBOr0 MeEperasiay.

KEHO 3 Marepianamm
CCTPALIAHONO [OChE

Berg, 2220, Belgium.
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