THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

EITEM®

(EDEM)

Cknao:
ditoua pevosuHa: desloratadine;
1 TabneTka MiCTUTH [e370paTaguHy y nepepaxyBanHi Ha 6e3BogHy 100 % pedoBUHY 5 MT;

00ONOMIJICHI PeYOBUHU: KalbIliio rimpodochar OUrimpar, mesoio3a MiKpOKPHUCTAIiuHa, TaKTO3H
MOHOTIfpaT, KPoXMalb KyKypyO3sHUiA, Timpomernnosa, Kambiiio creapat, Opadry II 85F 30571 Blue
(3amiza okcun uepBonuii (E 172), cnupT momiBiHinoBu#, Tutany miokcun (E 171), Tambk,
ingurokapMin (E 132), monieTUNeHT TiKOIb).

JIikapcbka ¢opma. TabmeTky, BKPUTI 000JI0HKOIO.

OcHogHi ¢i3uko-ximiuHi 81acmusocmi: TabneTKu Kpyriaoi ¢opMu 3 IBOOMYKJIO IIOBEPXHEI0, BKPUTI
000JI0HKOI0 OJTAaKUTHOTO KOJILOPY.

dapMakoTepaneBTHYHA Ipyna. AHTUTiCTaMiHHi 3aco0u [ CUCTEMHOT'0 3aCTOCYBaHHS.

Kom ATX RO6A X27.

Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Ile3mopaTafuH - 1le HeCefaTUBHUY aHTUTiCTaMiHHUU IIpenapaT TPUBAJol fil, 1[0 YNHUTh CEJIEKTUBHY
aHTaroHiCTUYHY [ii0 Ha nepudepuyni H,-penentopu. ITicns nepopanbHOro 3aCTOCYyBaHHS
Ie3fopaTaguH celeKTuBHO 6710Kye nepudepuuHi ricraminosi H;-peuentopu.

Y mocnigeHHSX in vitro ge3nmopaTaguH MPOAeMOHCTPYBaB Ha KIIiTHHAX eHOOTEJiI0 CBOl
aHTHaJIepriuHi Ta TPOTU3alallbHi BIAaCTUBOCTI. e TPOIBAANOCS IPUTHIYEHHSAM BHUIIIEHHS
IIpo3arnajbHUX IUTOKIHIB, Takux gK IL-4, IL-6, IL-8 Ta IL-13, 3 MmacTomuTiB/6a30¢iniB mogunau, a
TaK0XK IMPUTHIYEHHS eKCIpecil MoJleKyn aAresil, Takux K P-cenextus. KiiHiuHa 3HAUYIIICTh LIUX
CIIOCTepPeXkXeHb I1le oTpedye MiATBepIKEeHHS.

V k7TiHIYHUX JOCTIIXKEHHSIX BUCOKHUX 03, Y SKUX Ne3710paTaguH BBOOWIM LIOOEHHO Y m03i mo 20 Mr



npotsaroMm 14 gHiB, CTATUCTUYHO 3HAYYIIi 3MiHU 3 OOKY CepleBO-CyAUHHOI CUCTEMU HE
cnoctepiranucs. Y kniniyHo-papMaKoI0rivHOMY OOCTiXKEeHH] Tpu 3acToCcyBaHHi 45 MT Ha [00y (Y
10 pagiB Oinbire MaKCUMasbHOI T060BOI KITiHiYHOI 103u) mMpoTsaroM 10 [HIB MONOBXKEHHS iHTepBay
QT He cmocTepiranocs.

V marieHTiB 3 anepriyauM pruHiToM EfeM”® eheKTHBHO yCyBaB TakKi CHMITOMY, SIK YXaHHS, BUMIIEHHS
3 HOCca Ta cBepOiXk, a TAaKOXK IMOApa3HEeHHs 049el, CIIb030TeYa Ta TOYEePBOHIHHS, CBepOik mimHeOiHHS.
[IpenapaT e(peKTUBHO KOHTPOJIIOBAaB CUMIITOMHU YIIPOJOBXK 24 TOOUH.

[le3nopaTaguH Malike He IPOHUKAE Y LeHTPaIbHy HEPBOBY CUCTEMY. Y KOHTPOJIbOBAHUX KJTIHIYHUX
MOCTiIKEHHSIX TIPU IPUMOMi B peKOMEeH/J0BaHi# 7031 5 MT Ha 700y YacTOTa BUHUKHEHHS COHJIMBOCTI
He Bifgpi3Hsnacs Bif rpynu miamebo. Y KIiHIYHUX JOCHIAXKEHHSIX OMHOPA30BUY IIPHUAOM
mes3nopaTaguHy y 0o0oBi mo3i 7,5 MI He BIIMBaB Ha IICUXOMOTOPHY aKTUBHICTb.

[TpemapaT epeKTUBHO MOJIETIIYE TIXKKIiCTh epediry ce30HHOT0 ajleprivHOT0 PUHITY 3 ypaXyBaHHIM
CYMapHOTO TOKa3HUKa OMUTYBaIbHUKA 3 OIIHKU SKOCTi XKUTTS IIPU PUHOKOH TOHKTUBITI.
MakcuMarnbHe TOKpaleHHs Bij3HAa4Yasocsd y IyHKTax ONUTYBaJbHUKA, II0B’I3aHUX 13
IPAKTUYHUMY Ipo0IeMaMH i IMOAeHHO0 OisIbHICTIO, sIKi 00MeXKyBalu CUMIITOMH.

XpoHiYHY ifiomaTHYHY KPOIUB STHKY BUBYAIM V KITiHIYHIM MOMIei 3 yMOBaMHU KPOIHUB THKU. OCKiTbKH
BUKHUJ] TiCTaMiHy € IPUYUHHUM (HaKTOPOM IIPU BCiX PopMax KPOIUB'THKU, OUiKYETHCS, 110
ne3nopaTanuH 6yne eeKTUBHO MOJIETITYBAaTH CUMIITOMY IIPH iHIIMX popMax KPOIUB’THKHU, KpPiM
XPOHIYHOI igiomaTuYHOl KPOIIUB' THKHU.

Y nBox myaie60-KOHTPOIhOBAaHUX 6-TUKHEBUX JOCITIZKEHHSX 3 Y4aCTIO MallieHTiB i3 XpOHiYHOI0
imiomaTYHOI0 KPONUB'THKOIO fie310opaTafAuH eeKTUBHO MOJIETIIyBaB cBepOixK i 3MeHIITyBaB KilbKiCTh
Ta poO3Mip ypTUKapil A0 KiHIIS MepIIoro iHTepBaly AO3yBaHHS. Y KOKHOMY JOCTigKeHHi e(eKT
TPUBAB MPOTITOM 24-TOOTUHHOTO iHTepBaIy no3yBaHH:. [TonermenHs cBepOexky Ha Oinbir Hik 50 %
Bifil3Ha4anocs y 55 % mali€eHTiB, AKi IpuiMaiy ge3jiopaTafuH, MopiBHAHO 3 19 % mnaifieHTiB, sKi
npuiMany miane6o. IIpriioM mpemapaTy He BUSBIISE iCTOTHOTO BIUIMBY Ha COH Ta J€HHY aKTHBHICTb.

dapmakoKiHemuka.

BcMOKTYBaHHA.

KoHueHTpanito ae3nopaTaguHy y Ijla3Mi KPOBi MOXKHa BU3HAYUTH Yyepe3 30 XBUJIMH IICNIS IPUUOMY
npemnapary. [e3nopataguH qoope abcopOyeThcs, MaKCuMalibHa KOHIIEHTPAIlisd 0CATAEThCS
npubnu3HO Yyepe3 3 TONUHM; IePiofl HalliBBUBeleHHS CTAHOBUTD NMpHOIu3HO 27 roguH. CTymiHb
KyMYyJISIil fe370paTaAuHy BigmoBifaB 1oro nepiofy HamiBBUBeAeHHS (Ipubau3Ho 27 rogUH) Ta
yacToTi mpuitomy (1 pa3 Ha go0y). BiogocTymHicTh me3nopaTaguuy Oyia IMPOMOPIiiHa H03i y
miama3oHi Big 5 mo 20 mr.

Y papmMakoKiHETUYHOMY JOCTiAXKEHHI, B IKOMY AeMorpadiuHi naHi namieHTiB MoxkHa 6yJ10 MOPiBHATH
13 3arajbHOIO IPYIIOI0 MAL€HTIB i3 CE30HHUM aJIepriyHuM PUHITOM, ¥ 4 % y4aCHUKIB CIIOCTepiranacs
BHUILla KOHILIEHTpAllis fe3mopaTafauHy. LS KinbKiCTh MOXKe BapiloBaTHCS 3aJIe’KHO Bifl €eTHIYHOI
IIpUHaNIEeXHOCTi. MakcuManbHa KOHIIEHTpAllisl fe37opaTafruHy Oyna npubanu3Ho y 3 pa3u BUllla yepes
npubNIKU3HO 7 TOOWH, TepMiHaIbHUN Iepiofl HalliBBHBEeIeHHS CTAHOBUB IIPUOJIN3HO 89
roguH. [Ipodins Oe3neku NUX Nali€HTiB He BiAPi3HABCS Bifg npo@difio y 3arajbHil IPyIli MalieHTiB.

Po3nomin.

Ie3nopaTaguH IOMipHO 3B'13y€eThcs 3 Oinkamu mna3mu (83-87 %). [Ipu 3acToCyBaHHI J03u



ne3nopataguny (Bim 5 mo 20 mr) 1 pa3 Ha moby mpoTsarom 14 gHiB 03HAK KTiHIYHO 3HAYYIIOI
KyMYJISIIil IpernapaTy He BUSIBIIEHO.

BiorpaHcdopMarris.

depMeHT, TKUY BifmoBimae 3a MeTabo0J1i3M Ae370paTaguHy, MOKH 1110 He BUSIBJIEHO, TOMY HEMOKJIMBO
TIOBHICTIO BUK/TIOUUTH €KY B3a€EMOZII0 3 iHIIMMHU JTiKapChbKUMHU 3acobamiu. [le3rnopaTafivH He
npurHiuye CYP3A4 in vivo; BOCTigXKeHHS in vitro IpogeMOHCTPYBasy, 110 IpenapaT He IPUTHIYye
CYP2D6, cybctpat abo inribitrop P-rmikomporeiny.

BuBeneHHd.

Y mocnigeHHI 0QHOPA30BOI0 MPUNOMY Ae3/70paTafuHy B [03i 7,5 MI BXKUBaHHS 1Ki ((KUPHUM
BHCOKOKAJIOPIMHUY CHilaHOK) He BIJINBA€ Ha (papMaKOKiHETUKY fe3/iopaTafuHy. TakoxX
BCTAHOBJIEHO, 1110 TPEUN(PPYTOBUM CiK TeXK He BIIJIUBA€ Ha (papMaKOKiHETHKY [ie37I0paTafuHy.

KitiHiuHi XapaKTepHuCTHKH.

Iloka3zaHHA.

YcyHeHHS CHMIITOMIB, II0B’I3aHUX 13:

- anepriyHuM pPUHITOM (OUB. po3min «PapMaKoIOTiuHi BMIaCTUBOCTI»);

- KPOnuB'THKOIO (IUB. po3min «PapMaKoIOTiuHi BIaCTUBOCTI»).

IIpomunokKa3aHHsi.

[TigBuIleHa YyTNUBICTh IO aKTHBHOI PeYOBUHYU ab0 10 Oyab-sIKOI 3 JOMOMiXKHUX PEYOBUH IIpernapary
YU [0 JIopaTaguHy.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Y KJTiHIYHUX JOCHIXKEHHSIX Oe3/I0paTafyHy Vv ¢opMi TablIeToK Ipy CyMiCHOMY 3aCTOCyBaHHi
epUTpOMINHY ab0 KeTOKOHA30/1y KOAHUX KITIHIYHO 3HAUYIIUX B3aEMOZiM He CIIocTepiranocs.

3a maHUMU KIIiHIKO-(apMaKOJIOTiuHUX OOCIiAXKeHb IIPX 3aCTOCYyBaHHI IIpenapaTy pa3oM i3
ayIKoroJIeM He Bifl3Ha4asocs MOCUJIeHHS HETaTUBHOT'O BIJINBY €TaHOJIy Ha IICUXOMOTOPHY (QYHKIIIIO.
OpHak y NOCTpeeCcTpaliiHOMYy [Iepiofi CoCcTepiraaucs BUNaAKU HellepeHOCUMOCTI aJIKOTOJIK0 Ta
aJIKOroJIbHa iHTOKCHUKAIIiS Iifl 4ac 3aCTOCyBaHH4 NpenapaTy. ToMy HeoOXxifnHO OyTH 00epeKHUMY TIPU
BXXHMBaHHI alKOT0JII0 y Iepiof IiKyBaHHS npenapaTtoM Egem®.

Oco6 1ueocmi 3acmocy8aHHs1.

V XBODHX i3 HIPKOBOIO HEOCTATHICTIO BUCOKOTO CTyIeHs IpuiioM npenaparty Exem® crin
3OiMCHIOBATH ITifl KOHTPOJIEM JTiKaps.



Ie3mopaTaguH CIliT 3aCTOCOBYBATH 3 00€PEXKHICTIO MMallieHTaM i3 cyqoMaM# B aHaMHe3i abo 3i
CIIa[IKOBOIO CXUJIbHICTIO. Y IMALlI€HTIB, Y SKUX CIIOCTEPIra€ThCs Halap IMif Yac JiKyBaHHS,
HeOoOXigHO PO3TITHYTH IUTAHHS [P0 IPUNUHEHHS 3aCTOCYBaHHS [e3/I0paTafuHy.

[TamienTaM i3 pifKiCHUMU CHafKOBUMHU IPOSBaMU HEIEPEHOCUMOCTI ralakKTO31, BPOAKEHO0
HEJOCTATHICTIO JTaKTO3X ab0 CHHAPOMOM MajbabCcopOIlil TMTI0K03K Ta TajlakTO3! He CIIif TpUiHMaTH
Iley mpemapar.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Ile3nopaTafguH He IPOAEMOHCTPYBaB TePaTOTE€HHICTh Y OOCIIIAXKEHHAX Ha TBapUHaX.

Be3neka 3acTOCyBaHHS MpelapaTy y Iepiof BariTHOCTI He BCTaHOBJIEHA, TOMY 3aCTOCYBaHHSA
Ipenapary Enem” y 1Llel epiofi He peKOMEHAYEThCH.

ITepiod 200ys8aHHA 2py0oH0.

Ie3nopaTafuH IPOHKKAE y TPYHHE MOJIOKO, TOMY 3aCTOCYBaHHs ImpernapaTy Emem® xXiHkaM,
SIKi TOOYIOTh TPYA/II0, HE PEKOMEHIYEThCS.

30amuicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

BrnnuB me3nopaTUAUHY Ha 3TAaTHICTh KePyBaTH aBTOTPAHCIOPTOM abo iHIMMMU MeXaHi3MaMu He
BUsBNeHUM. OgHaK MalieHTiB Clif IpoiHdopMyBaTH, 10 AyXKe PigKo AesKi JII0AU BiI4yBalTh
COHJIMBICTB, 1110 MOXKe BIIJIMHYTH Ha iX 3JaTHICTh KepyBaTH aBTOMOOiIeM Ta CKJIafHOIO0 TEXHIKOIO.

Cnoci6 3acmocyeaHHss ma do3u.

Lopocai ma dimu sikom 8i0 12 pokise: 1 TabneTka 1 pa3 Ha 0o0y, He3aIeKHO Bif BXXUBAHHA iXkKi, O
YCYHEHHSI CUMIITOMIB, aCOIL[ii0BaHUX 3 aJepriyHUM PUHITOM (BKJIIOUAIOYU IHTEPMITYIOUUH Ta
TIEPCUCTYIOYUY aeprivHuil pUHIT) Ta KPOMIUB' THKOIO.

Teparmito iHTepMiTyI0490T0 anepriyHOro PUHITY (HAsIBHICTh CUMIITOMIB MeHIIe 4 IHIB Ha TUXKAEeHb abo
MeHIIle 4 THXKHIB) HEOOXigHO MPOBOJUTH 3 ypaXyBaHHSIM HaHUX aHAaMHE3Y: IPUINHUTH ITiCIIS
3HUKHEHHST CUMIITOMIB Ta BiTHOBUTH ITiCJISI TOBTOPHOTI'O IX BUHUKHEHHS.

[Tpu IepCUCTYI0YOMY ajiepridyHOMY PHHITI (HasiBHICTh CUMITOMIB Gifnbllle 4 [HIB Ha TUXIEHb a060
Oinbire 4 THXKHIB) HEOOXiIHO MPOOBXKYBATH JIiIKyBaHHS IIPOTATOM YChOTO II€PiOly KOHTAKTY 3
aJIepreHoM.

Himu.

EdekTuBHICTh Ta 6€31€Ky 3aCTOCYyBaHHS TaOIeToK Emem® y AiTeu BiKOM [0 12 pOKiB He BCTAHOBJIEHA.



Ilepedo3yeaHHsi.

Y pazi nepemo3yBaHHs HeOOXiTHO 3aCTOCOBYBATH CTAHOAPTHI 3aX0u IJis BUOaIeHHS HeaOcopOoBaHOi
aKTHBHOI PeYOBUHU. PEKOMEHIIyETHCA CUMIITOMATUYHE Ta MiATPUMYIOYe JIIKyBaHHSA. Y KITIHIYHUX
OOCIIXKEHHSX, Y IKUX e370paTafuH BBOAUIN y Ho3ax 45 Mr (110 y 9 pasiB nepeBUILlyBaln
PeKOMeH[0BaHi), KJTiHiYHO 3HauyIli HebaxaHi peakilil He crocTepiranucs. [le3nopaTaguH He
BUJA/ISETHCS MUIIXOM TeMOofianizy. MoXIuBiCTh MOT0 BUAIEHHS NIPU IIepUTOHEaIbHOMY Hiasi3i He
BCTAHOBJIEHA.

ITo6iuni peakuii.

Y KniHIYHUX JOCIIXKEeHHIX 040 I0Ka3aHb, BK/IIOYAKOUU aJIePriYyHul PUHIT Ta XPOHIYHY
igionaTUYHY KPONUB'IHKY, Tpo HeOaxkaHi eheKTH y MaLi€HTiB, SKi OTPEMYyBaIu 003y 5 MT Ha J00y,
noBimomisanu Ha 3 % 4acTille, HiX y MallieHTiB, AKi 0OTpUMYyBaIu 11ae6o.

Haituacrine, mopiBHSHO 3 m1aie6o, IOBimOMIISIN PO Taki mobiuHi epeKTH, K migBUIlleHa
ctoMmmoBaHicTh (1,2 %), cyxicth y porTi (0,8 %) Ta ronoBuui 6ins (0,6 %).

HOimu. Y KMHIYHUX OOCTIAXKEeHHAX 3 y4acTio 578 miamiTKiB BikoM Bif 12 mo 17 pokiB
HaunomupeHimuM 1mobivHuM edekToM OyB TOJIOBHUM 0ifb; BiH criocTepiraBcs y 5,9 %
TaIli€eHTiB, SIKi MpuiMany ge3nopaTagyH, Tay 6,9 % mallieHTis, Ki OTpuMyBasu miaiebo.

[CHy€e pU3UK IICHXOMOTOPHOI rinepakTUBHOCTI (aHOMabHOI IIOBEAiHKY), TI0B’13aHOI i3
3aCTOCYBaHHSM [e3/I0paTafrHy (110 MOXKe IPOSBISATUCS Y BUTJISAAIL 37I0CTi Ta arpecii, a
TaK0XK 30yMKEeHHS).

CymapHa Tabullsg 4acTOTU MOOIYHUX peakilii.

YacToTa 1mosiBu moOiYHUX peaklii KiacuPiKyeTbCs HACTYITHUM YUHOM: OyXke 4acTo (=1/10),
yacTto (=1/100, <1/10), meuacTo (=1/1000, <1/100), pigko (=1/10000, <1/1000), myxe pimko
(<1/10000), yacTtoTa HeBigoMa (HEMOXKJIMBO OLIHUTH 3a HasIBHUMH JAHUMH).

Knacu/cucteMu opraHis JacToTa [ToOiuHi peakii
BUHUKHEHHS
3 OOKY ICUXiKH nyXke pigko TaTIOIIMHAIlIL
YacTOTa HeBiJoMa |IpUTrHiYeHUU HACTPii
3 00Ky HEPBOBOI CUCTEMU JacTo TOJIOBHUY OiNb
nyXxe pigko 3aIaMOpPOYEHHsI, COHIUBICTh, O€3COHHS,
[ICUXOMOTOPHA TilepaKTUBHICTh, CYAOMHU
3 00Ky cepliist myxe pimKo TaXiKapmis, IPUCKOPeHe CceprieduTTs

JacToTa HeBimoMa |nomoBxkeHHs iHTepBany QT,
CylIpaBeHTPUKYJIAPHA TaxiapUTMis
3 00Ky LIIYHKOBO-KHUIITKOBOTO [4acTO CyXICTb y POTi

TPaKTy nyXxe pigko Oinb y XKUBOTI, Hy#OTa, OII0BaHHS,
OUCIIeNCisd, miapes




3 00Ky remnarobiniapHoi nmyKe pimKo 30i/TbIIeHHS PiBHS PEePMEHTIB MeYiHKH,
CHCTEeMH migBumeHuy 0inipy06iH, remaTuT
JacTOTa HEBijoMa |pKOBTSHULA
3 60Ky CKeJleTHO-M g30BOi nyxe pigko Mianris
CHCTEMU Ta CIOJy4HOl
TKaHUHU
3 00Ky LIKipU Ta MiAIIKIpHMX [4acToTa HeBijoMa |pOTOUYTIUBICTH
TKaHUH
3 00Ky opraHiB 30py JacToTa HeBijoMa |CyXiCTb ouen
3arasbHi IOPYILLIEHHS JaCTO MinBHUIIIeHA CTOMJIIIOBAHICTh
nyxe pigko peaxilil migBUILeHOl Yy TIUBOCTI
(Bkmroyaroun aHadinakciio, Habpsk KBinke,
3aUILIKY, CBePOiXK, BUCHUIIAHHS Ta
KPOIIUB' THKY)
JacTOTa HeBimoMa |acTeHis

Y nmocTpeecTpauiiHOMYy MEepiofi CrlocTepiraaucs (4acToTa HEBifoMa): TIOOOBXEHHS iIHTepBaiy
QT, apuTMmisi Ta OpaguKapmis.

Tepmin npudamHocmi.

3 pPOKH.

He 3acTocoByBaTu npenapart IIic/iA 3aKiHYeHHSA TEPMIiHY IIPUNATHOCTI, BKA3aHOI'0 Ha yIIaKOBII.

YMmoBH 30epiraHHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBI Tpu TeMIepaTypi He Buie 25 °C.

30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

YnaxkoBka. ITo 10 a6o 30 tabmetok y 6mictepi. ITo 1 6ricTepy y madiii.

Kareropis Bignmycky. bes penenra.

Bupoouuk. AT «®Papmak».

Micue3HaxomaKeHHsI BHPOOHHKA Ta HOro aapeca MiClisi IPOBAIKEHHSsI Tis/IbHOCTI.



Vkpaina, 04080, m. Kui, Byn. Kupumnisceka, 74.



