IHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y
OEKCAIIOC

(DEXAPOS)

Cknao:
ditoua pe4o8uHa: meKcaMeTa30H;
1 M7 po3unHy MiCTUTh 1 MI leKCaMeTa30HY MeTacybpoOeH30aTy HaTpilo;

0onomidcHi peyo8uHU: TioMepcall, TilmpoMeo3a, TII0K03W MOHOTiIpaT, Bofa OIS iH EKITI.

JIlikapcbka ¢popma. Kpanni ousi.

OcHo8HI (i3uko-ximiuHi 81acmusocmi: TPO30puM 0e30apBHUN PO3UMH.

dapMakoTepaneBTHYHA Irpyma. 3aco0H, III0 3aCTOCOBYIOTHCS B 0 TaIbMOIIOTii. IIpoTH3anambHi
3acobu. Koprukoctepoigu. Kom ATX S01B AO1.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

CUHTeTUYHUYN KOPTUKOCTEPOIN JeKcaMeTa30H MeTacynbpoOeH30aT HaTPilo BAKOPHUCTOBYIOTh y CKIIafi
OYHHUX Kpalellb 3aBIsSKU MOro BUPaXKeHil mpoTulananbHii mil. EQekTuBHICT MicIIeBOT0
3aCTOCyBaHHS KOPTUKOCTEPOI/IiB MigTBepAKeHa IIPHU JIiKyBaHHi 3amajeHb Ta aJlepriyHuX MOApPa3HeHb
IIepegHbOTr0 CerMeHTa oKa. [Ticns xipypriuHux BTpy4YaHb IIpenapaT MOxkHa e(heKTUBHO
3aCTOCOBYBATH [Jig MPOGiTaKTUKY Ta JIIKyBaHHS 3aralieHb.

Crnenudiuauii MexaHi3M [il KOPTUKOCTEPOIAiB IIle TTOBHICTIO He 3'COBaHUM. 3a PaxyHOK 3B’ sI3yBaHHS
3 GiTKOBUMU BHYTPIIIHBEOKTITUHHUMHU PELIETITOPaMu BiOyBaeThCs BILIMB Ha MeTa00J1i3M Ha PiBHi
reHoMa, IKU¥ MoxXkKe BKJTI0YaTH, KpiM iHIOro, iHTi0yBaHHS IPOTEIHIB, BazK/IMBHUX AJISI XeMOTAKCUCY Ta
iMyHOnoOTiyHKX peakiiii. KpimM Toro, KopTukocTepoinu 6e3rmocepenHbo BIJIMBAIOTh HA KIITUHHUN Ta
TyMOpasbHUAN IMYHITET Ta IPU3BOAATE IO PO3BUTKY TiM(POLKTONEHIl Ta MOHOIIUTOTEHII.

dapmMaxoKiHemuxka.

Kinbka gociigKeHs ITO0Ka3aiy, [0 IIPY MiCLIeBOMY 3aCTOCYBaHHI y TKAHMHAX JOCATAI0THCS
eekTUBHI MicIleBi KOHIIEHTpallil JeKcaMeTa30HY MeTacybdhobeH30aTy HaTpifo. Y To# 4ac, Komu



YacTKa [iI040il PeYOBHHHY, 10 IPOHUKAE B iHTAKTHUI emiTeslii POTiBKM, € HEBEIUKO0, TPH 3allaleHHi
oKa a00 YUIKOOKEeHHSX POTiBKY CTYIiHb MPOHUKHEHHS 3POCTAE.

KniniuHi xapaKTepuCTHKH.
Iloka3zaHHA.

JIikyBaHHS TSIKKUX 3allaj/leHb OKa HeiH(PeKILiMHOr0 T'eHe3y, TaKUX K TSIXKKi aJlepriydi 3aXBOpPIOBaHHS
o4Yel, TAXKKI 3anajieHHs KOH IOHKTHBHY, POTiBKY Ta IIePeJHbOr0 CerMeHTa OKa, a TaK0XK 3alajJleHHd y
micnsionepaninHoMy Iepiofi.

IIpomunoka3aHHs.

e T'imepuyTnuBicTh 0O Ait040i peuoBUHU abo [0 Oyab-IKKUX OOMOMIXKHIX PEeYOBUH IIpemnapary;
e BipycHi, OakTepianbHi abo rpubkoBi iHdekii oueit;

e TpaBMHU a00 BUPA3KHU POTiBKHY;

e TJIayKOMa;

IMyHOCYIIPECHBHI CTaHHU.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
CrenianibHUX OOCIAXKEHb JIIKaPCHKUX B3a€EMO[Iill TpenapaTy He IPOBONUIIH.

IuribiTopu CYP3A4, BKIII0OYal0Yu PUTOHABIp Ta KOOII[MCTAT, MOXKYTh 3MEHIIyBaTH KJIipEHC
IeKcaMeTa30HY, 10 IPHU3BOAUTH [I0 ITIOCUIeHHS e(eKTiB leKCcaMeTa30HY Ta PO3BUTKY
aJpeHOKOPTHUKaNIbHOI cynpecii/cuaapomy Kymmnara. Criii yHUKaTH 3aCTOCYBaHHST TaKUX KOMOiHaIli#,
SIKIIIO TIePEeBary JIiKyBaHHS He MePEBUIIYIOTh 3POCTAHHS PU3UKY CUCTEMHUX MOOIiYHUX e(deKTiB,
IpUTaMaHHUX KOPTUKOCTepoigaM. Y pa3i 3acToCcyBaHHS TaKol KoMOiHallil IallieHT ITOBUHEH
nepebyBaTH i MeIUYHUM HATJISOM [IJI BUSBIEHHS CUCTEMHUX e(eKTiB KOPTUKOCTEPOI/iB.

OpHOYacHe 3aCTOCYBaHHS 3 aTPOIIHOM, IHITUMU aHTUXOTiIHEPTiYHUMY 3aco0aMy Ta MiipraTUKaMu
MOXKe IIPU3BOJUTH [0 AOJATKOBOIO MiABUIIEHHS BHYTPIIIHEOOYHOI'O TUCKY.

[Ipu ogHOYaCHOMY 3aCTOCYBaHHI Ipemnapaty [lekcanoc 3 iHIIUMH MiClleBUMUA 0(PTarIbMOJIOTIYHUMHU
IpernapaTaMu CJIif BUTPUMYBaATH 15-XBUNMHHUY iHTepBasl MiX 3akanyBaHHAMU. O4YHI Ma3i CIif
3aBXK[/ HAHOCUTH B OCTAHHIO Yepry.

Oco006.1ueocmi 3acmocye8aHHs1.

[Iepepn 3akamyBaHHSIM OYHUX Kparmeb [leKcamnoc Ciif 3HiMaTHA KOHTAKTHI JIiH3Y i IOBTOPHO OfSATaTH
X He paHime, Hix yepe3 20 XBUIMH IiC/IS 3aCTOCYBaHHS IIpernapary.

Ins monepenXeHHsT MOXKJIMBOI CUCTeMHOI abcopOuii micis 3akanyBaHHS IIpernapaTy HeoOxigHo
3aTUCKATU HOCOCJIi3HUM KaHaJl IPOTATOM KiJIbKOX XBUJIUH.

Ockinbku TpuBaje JiKyBaHHS KOPTUKOCTEPOIifaMy MOXKe CIPUYUHSTH 000POTHE MiABUILIEHHS



BHYTPIIIHBOOYHOTO TUCKY (r1aykKoma) abo HeoOOPOTHUM PO3BUTOK KaTapaKTH, IIPU 3aCTOCYBaHHi
npenapaTy noHap 10 [gHIB IOCIING CIif PeryasipHO IepeBipATH BHYTPILIHBOOYHUY TUCK Ta CTaH O4eu
nalieHTa.

3acToCcyBaHHS KOPTUKOCTEPOIMIB IiC/Is XipypriyHOro JIiKyBaHHSA KaTapaKTU MOXe YIOBiIIbHIOBATH
3arO€HHS paH Ta CIPUYUHATHU MOSABY MyXupLiB. JIiIKyBaHHS OYHUMU KPAIJISIMH, 110 MIiCTITh
KOPTUKOCTEPOIH, MOXKe IIPU3BOAUTH OO0 PO3BUTKY r'OCTPOTO NEPEIHBOr0 YBeEITY (ipUTy) Ta
nepdopallii poriBKH.

Y pagsi nonepegHboro iHGiKyBaHHS OKa BipyCOM IIPOCTOTO Teprecy abo Mmiciis IpoBefeHHs
XipypriyHux BTpydaHb [leKcamnoc MOXKHa 3aCTOCOBYBaTH JIUIIE IIifl HArIsAA0M JliKaps-o(pTaabMosora.
Yepes iMmyHOCyTIpecyounii eeKT KOPTUKOCTEPOIfiB 0e3 MpoBeOeHHS BigIOBIIHOI CYyIIyTHHOI
aHtuOaKTepianbHOI Tepartil 36iIbIIyeThCS iIMOBIPHICTD TOAANbIIOro iHbikyBaHHS HeiHGEKIIHHNX
3amasieHb ab0 MaCKyBaHHS YU MOTipIIeHHS HefliarHOCTOBaHUX OakTepianbHux iHekuin. Kpim Toro, y
TAaKUX BUIAagKaX MoxKe 30ilbLUIyBaTUCS PU3UK PO3BUTKY I'PUOKOBUX a0 BipyCHUX (KepaTurt,
CIIPUYMHEHUY IPOCTUM I'epliecoM) 3aXBOPIOBaHb 04eid. TOMYy y BUIIQKY CTiMKKUX BUPA30K POTiBKU
cytig mpoBecTu n1abopaTOpPHUM aHai3 Iy BUKIIOYEeHHS IpuOKoBUX iH(dEKITil, OB’ I3aHuUX i3
3aCTOCYyBaHHSIM KOPTUKOCTEPOIfiB.

CunppoMm KymirHra Ta/abo agpeHOKOPTUKaJIbHA CYIIPECisi, 3yMOBJIEHI CUCTEMHOIO abCcOpOITielo

o TaIbMOJIOTiYHUX IIpenapariB JeKkcaMeTa30Ha, MOXKYTh CIIOCTePiraTuCs Micis iHTEHCUBHOI ab0
TpUBasoi 6e3nepepBHOI Teparii mamieHTiB 31 CXUIBHICTIO [0 TaKUX PO3JafliB, BKIIIOYAOYX OiTel Ta
TallieHTiB, 110 mpuiimMaioTh inribiTopu CYP3A4 (y ToMy uuclli puTOHaBip Ta KobinucTar). Y Takux
MallleHTIB JIiIKyBaHHSA CJIiJ IOCTYIIOBO BiAMIHATH.

[Tig yac 3acToCyBaHHSI CUCTEMHUX a00 MiCI[eBUX IIpellapaTiB KOPTUKOCTEPOIiB MOXKYTh TPAIIITUCS
BUTIAIKU PO3JIafiB 30py. AKIIO0 Yy MallieHTa CIOCTEePiraroThCs Taki CUMIITOMHU, AK 3aTyMaHEeHHS 30py
abo iHII po3sagy 30py, oMy OTPiIOHO 3BEPHYTHUCS OO JIiKaps-opTaabMoJiora Al BCTAaHOBIEHHS
MOXKJIMBUX MTPUYUH, CEpPe[l SKUX MOXKYTh OyTH KaTapakKTa, rjlaykoMa abo pigkicHi 3aXBOpioBaHHS, TaKi
SIK IleHTpalibHa cepo3Ha xopiopetunonaris (LICX), BUmafKu K01 TPAIUISIKCS IiCIs 3aCTOCYBaHHS
cucTeMHUX ab0 MicIieBUX ITpenapaTiB KOPTUKOCTEPOITiB.

Micuesi npenapaTé KOPTUKOCTEPOIIB Ta TioMepcasl MOXKYTh CIPUUYNHSATH Peakliil IrinepyyTIuBOCTi,
110 CYIIPOBOAXKYIOTECS CUMIITOMaMU 3alajieHHs, TaKi AK TUMYacoBe [IeYiHHA Ta [I0KOJII0BAaHHS, a
TaKOXK IHIII JIETKi CUMIITOMY IIOJPa3HEHHS 0Ka, TakKi K 3aTYMaHEHHS 30Dy, BIAYYTTS 4yKOPiAHOTO
Tina Ta anepriyHi peakuii. KpiM Toro, icHyl0Th ITOBifOMJIEHHS NP0 BUIAKU BUPA30K POTiBKH,
Mifpia3dy, THM4YaCOBHUX PO37IafiiB akoMofallil Ta ITo3y. Y pa3i po3BUTKY peaklliil Tinep4yTIuBOCTI IPU
3aCTOCYyBaHHI ImpemnapaTy [leKcamoc ClIif HerauHo IPUMUHUTY JTiKyBaHHS.

Y BUMAOKy 3aXBOPIOBaHb, [0 CIIPUYUHSIOTH ITOTOHIIAHHS POTiBKY (HAalpuKIajg KepaTHUT),
3aCTOCYBaHHS IIpelapaTy MOxe MPU3BeCTH Ao i1 nepdopariii.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0oto.

Y nepiop BariTHOCTI, IIepIl 3a BCe - BIPOLOBXK | TpumecTpy, IIperapaT MOXHa 3aCTOCOBYBaTH JIUIIIE
IIiCJI peTesbHOI OIIiHKY CIiBBigHOIIEHHS IepeBar Ta PU3UKIB TAKOTO 3aCTOCyBaHHS. [Ipu TpuBamomy
3aCTOCyBaHHI KOPTUKOCTEPOIMIiB y IePiofl BaTiTHOCTI He MOXKHA BUKJIIOYaTH iMOBIPHOCTI IOPYIIEHb
PO3BUTKY IJI0Aa, HAIIPUKJIIA[ PO3BUTKY YPOIKeHOI po3iienuuy ninHebinus. [Ipu 3acTocyBaHHi
KOPTUKOCTEPOIMIiB HAIIPUKIHI[I TePMiHYy BariTHOCTI iCHY€ iMOBIpPHICTh PO3BUTKY aTpodil Kopu
HagHUPKOBUX 3aJ103 Y IJIOfA, 1[0 MOXKe IIPU3BECTH N0 HeOOXimHOCTI IPOBENeHHS II0AaIbIIol 3aMiCHOI



Teparii y HeMOBJISTH.

3arajoM BiloMo, IIJ0 KOPTUKOCTEPOIX MPOHUKAIOTh y TPyAHE MOJIOKO, X04a [I0 IIbOT0 Yacy He
TTOBiHOMIISITIOCS ITPO BUIMAOKW HETAaTUBHOTO BIJIMBY MiCIIEBUX ITpelnapaTiB KOPTUKOCTEPOIiB Ha
HEMOBJIAT, K1 3HaX0AAThCS Ha TPYIHOMY BUTOfOBYBaHHI. TOMy NIpu3HadYeHHS IIpenapaTy XKiHKaM,
SKi TOOYIOTh TPYALI0, MOXK/INBE JIAIIE 3a YMOBH, II0 OYiKyBaHUY e(PeKT JIiKyBaHHS [IePEBUIIYE
TIOTEHI[iNHI PU3UKY [JIST HEMOBJIAT. fAKIIO CTaH MallieHTKU MOTpeOye 30iNbIeHHS 003 MIperapary,
TONyBaHHS I'PYAAI0 CIIifi IPUIIUHUTH.

3maTHiICTH BIUIMBAaTH Ha MIBHIKICTH pPeakiiii IpH KepyBaHHi aBTOTPAaHCHOPTOM a0o0 iHIMMMH MeXaHi3MaMu.

Opnpa3y micis 3acToCyBaHHA IIpenapaT MOXe KOPOTKOYaCHO BIIJIUBATU Ha I'OCTPOTY 30Dy i, TAKUM
YMHOM, Ha IIBUAKICTH peakllil Ipu KepyBaHHiI aBTOTPaHCIIOPTOM abo po0OTi 3 MexaHi3MaMu.

Cnoci6 3acmocyeaHHs1 ma do3u.
[TpemapaT mpu3HaYeHu a1 0()TaIbMOJIOTIYHOT'0 3aCTOCYBAHHS.

[TpemapaT 3aKanyooTh y KOH I0OHKTUBAJIbHUY MIIIOK ypaXkKeHoro oka o 1 Kpami 3-5 pasis Ha [00y.
BignosigHo mo npu3HaYeHHS JTiKaps Y BUNAOKY 0COOIMBO TSAXKKUX TOCTPUX CTaHIB Ha IIOYATKY
JIIKyBaHHA IIpemnapart [Jekcarnoc MoXHa 3aKallyBaTh 4YacTillle.

3a3BUyail TEpMiH JIIKyBaHHS He Ma€ IIepeBUILyBaTH 2 TUXKHI. AKIIO Micid nepiuux 2-X OHIB
JIiIKyBaHHSI He CIIOCTEPIra€eThCS MOKpaIllaHHs, CIIif IeperasHyTH AOUINbHICTE IPOBEEeHHS TOAabII0l
Teparrii.

[Tpu 3aKanyBaHHI OYHUX Kparesb CJIifl yHUKaTHA OyOb-IKOr0 KOHTAKTY HaKOHEUHHMKA KPaIeIbHUII 3
0KOM abo IIKiporo.

Himu.

IocBif 3acTOCyBaHHA IIpenaparty Ajid JiKyBaHHS [iTel BigCyTHIH.

Ilepedo3yeanHsi.

o 11pOT0 Yacy NMpo BUIMAAKHU FOCTPOl iHTOKCHKAII Micisg opTaabMOIOTiYHOTO 3aCTOCYBaHHS
npenaparty He [OBITOMIIANIOCS. Y pa3i MicLeBOro repeno3yBaHHS CIif IPOMUTH 04i Boporo. [licns
TPUBAJIOTO JIiKyBaHHS [yKe BUCOKUMU [03aMU MOXKYTh CIIOCTEPIraTucs CUCTEeMHi o0iuHi epeKTH.
[Tpu odTanbMONIOTiYHOMY 3aCTOCYBaHHI IIOBiIOMIISITIOCH IIPO OKpeMi BUNagKu CUHAPoMy KymiuHra.
HagiTh y BullafiKy HeHaBMUCHOI'0 TI€POPaJIbHOT0 IIPUOMY I'OCTPa iHTOKCHUKAILif, 1110 3arPOXKYye
JKUTTIO, MaJIOMMOBIpHa.

ITo6iuni peakuii.



[Tpu 3acTocyBaHHI 0 TaTbMOIOTIYHUX IIpeapaTiB feKcaMeTa30Hy Ta iHIIUX KOPTUKOCTEPOIiB
TIOBimOMJISLIIOCS TIPO TaKi moOivyHi peakiii.

3 6oky eHOOKpUHHOI cucmemu: cuaapoM KyImHra, afpeHOKOPTUKAbHA CYTIpecis (IUB. PO3Min
«OCc06IUBOCTi 3aCTOCYBAHHS»).

3 boky imyHHOI cucmemu: MicLIeBi peakliii TimepyyTNIUBOCTI, Y TOMY YUCJIi 3 3alalbHUMU
CHMIITOMaMH, BKJII0Ual04y THMYaCOBe IeUiHHS, TOKOJIIOBaHHS, TIOAPa3HeHHS, I0YEePBOHIHHS Ta
BiIUyTTS 4yKOPIZHOIO Tijla B OLi, 3aTYMaHEHHS 30DY.

3 60Ky opaaHa 30py: 060POTHE MiIBUILEHHS 0YHOTO TUCKY, IJIayKOMa, KaTapakTa, TUMYACOBi Po3amu
aKoMopallil, TOCTPUY IepefHil yBeiT, epo3isd Ta mepdopallis POTiBKH, IITO3, MiApias, yIOBiIbHEHHS

3arO€HHS paH Ta I105Ba IIyXUPLIB IIiC/d XipypriyHux BTPy4YaHb.

IHexuii ma iHeasii: MacKyBaHHS ab0 3aTr0CTPEeHHS CYNMyTHiX iHQeKLiNHUX 3aXBOPIOBaHb, PO3BUTOK
rpuOKOBUX iH(EKITiH.

Tepmin npudamHocmi. 2 POKHU.

He 3acTocoByBaTu micns 3aKiHYeHHS TEPMIHY IPUOATHOCTI, 3a3HA4YEHOr0 Ha yIIaKOBII.

3acTocoByBaTu He Oinblre 4 TUKHIB ITIiC/IS MEPIIOTo BifKpUTTS (iakoHa.

YmMmoBH 30epirannsi. 30epiraTé B OpUTiHaJIbHIN YIAKOBII IpU TeMIlepaTypi He Buine 25 °C.

30epiratu y HegOCTYIIHOMY OJIS1 OiTel MiCIi.

YnakoBka. I1o 5 M1 po34KHYy Kpamnejb 0YHUX V (hJlaKOHaX-KpalelnbHUIIX, 3aKPUTUX KOBIIaYKaMH 3
KOHTPOJIEM IepiIoro po3kpuBaHHs. [1o 1 (rakoHy-KpaneabHUIl Y KAPTOHHIN KOpoOIIi.

Kareropis Bigmycky. 3a perenTtom.

Bupo6uuk. YPCAOAPM ApnnaiimitTrens I'MOX/URSAPHARM Arzneimittel GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Iagyctpiemrpacce 35, 66129 Caap6pioken, Himeuunna/Industriestrasse 35, 66129 Saarbrucken,
Germany.



