TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y
XIJIO-KEA®

(HYLO-CARE?Y)

Cknao:
0oyl peyo8uHU: KUCJI0Ta TialypoOHOBa, JEKCIaHTEHOI;
1 MJ1 po34yuHy MicTUTh 1 Mr HaTpito rianyposarty Ta 20 MI feKCIIaHTEHOILY;

0ONnoMIidiIcHI peyo8uHU: KACIIOTa TUMOHHa 0e3BOAHA, HATPil0 IUTPAT, BoJa [JIS iH €KIIii.

Jlikapcbka dhopma. Kpanmi ouHi.

OcHo8HI (i3uko-ximiuHi 81acmugocmi: mpo3opuii 6e30apBHUN PO3YHH.

dapMakoTepaneBTHYHA rpyna. 3acobu, 110 3aCTOCOBYIOThCS B odTanbmororii. HITyyHi 3aMiHHUKY
Ci3HOl piguHY Ta iHIII HeWTpalbHi IpenaparTu.

Kop ATX S01X A20.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

['0JI0BHOIO METOI0 JTIKyBaHHS CYXOCTi OKa € 30inbliieHHs CTabiTbHOCTI Ta 00’ €My
IIPEKOPHeasbHOl CJIi3HO1 IIiBKU. Byo moka3aHo, 110 TiaypoOHOBa KUCJIO0TA, SKa BXOOUTH [0
CKJIafy IIpelapaty y BUIJIAAl HATPIlo riajiypoHaTty, Ma€ XiMiuHy CTPYKTYPY, MOJIEKYIISIPHY
Macy Ta peoJIoTiYHi BIaCTUBOCTI, MOAiIOHI O MyLIMHY — KOMIIOHEHTa JTIOACbKUX Cyi3. [Ipu
MiCIIeBOMY 3aCTOCYBaHHi riajlypoHOBa KHUCIIOTA MigBHUINYE CTabibHICTh MPEeKOPHeaIbHO1
CJTi3HOI IJTiBKY, TO3UTUBHO BIIJIMBAE Ha eMiTesliaNbHuM I1ap, Cpusie 30iblIeHHI0 06’ eMy
CJIi3HOI PiIWHYU Ta BOJIOTOCTi POTiBKH, @ TAKOXK 3MEHIIY€E BUIIaPOBYBAHHS CIIi3 i3 MOBEPXHi OKa.

IlekcraHTeHOII € Oi0JIOTiYHUM TIOTIEPENHHUKOM i CIHPTOBUM aHAJI0TOM IIAHTOTEHOBOI KUCIIOTH
- BiTaMiny rpynu B. IIpu odpTanbMoI0ridyHOMY 3aCTOCYBaHHI IEKCIIaHTEHOI IPHUCKOPIOE
emniTesni3alito, Hanpuknag, micns omikis Il Ta III cTynens TAXKKOCTI, Ta CIpUsie rpaHyIsLil
TKaHUH. BiH IOKpallye CUMITOMH Pi3HMX (POPM KOH IOHKTHUBITY Ta CIIPUSE 3aTOEHHIO
MeXaHIYHUX [IOWKOAXKEHb POTiBKY 1 3MEHIIEHHIO I0Ipa3HeHb, CIIPUYNHEHUX HOCIHHAM



KOHTaAKTHUX JIiH3.

dapmaxoKiHemuxka.

Hartpiio rianyponat He abcopOyeThCs mics MiclieBOTro 3acTocyBaHHsA. ®aKTH, fKi 6 cBimuunmm
IIPO Te, IO riajiypOHOBA KUCJIOTa 3haTHAa IIPOHUKATU KPi3b POTiBKY, BiCyTHI. HaBiTe micisa
0e3mocepeqHLOTO BBEEHHS Y BHYTPIIIHIO KaMePy OKa B KpoBOOOiry Oynu 3HaWeHi nulle
HEeBUMIipPHO MaJli KOHIIeHTpallil rianypoHoBOl KUCIIOTH, 110 IMIBUAKO MeTa0O0I1i3yBaIucs
[IeYiHKO010. TOMYy Ipu 3aCTOCYBaHHi IIpenapaTy PO3BUTKY CUCTEMHUX IIPOSIBiB TOKCUYHOCTI He
OYIKYy€ETHCA.

[Tpu MiciieBOMy 3aCTOCYBaHHI A€KCIIaHTEHOJI IIPOHUKAE KPi3b LIKIPY, 110 Ja€ 3MOT'y HOCATTH
BUCOKHUX MiCI[eBUX KOHIIEHTpalliii. B yMOBax in vivo meKCIaHTEHOJI IIBUIKO IIEPETBOPIOETLCS Y
IIAHTOTEHOBY KUCJIOTY, sIKa 3HaYHOI0 MipOI0 PO3MOMiNIEThCS B OpraHi3Mi, mepeBakHO Y BUTTIAA]
Ko(epMeHTy A.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

- [17151 3BOJI0KEHHS POTiBKU Ta CUMITOMAaTUYHOI'O JIIKyBaHHS CYXOCTi 04el (CHHOPOM «CYXOro
OKa»);

- IJIS CTUMYJTIOBAHHS PeeTiTeni3allil Ipy MOBePXHEeBUX YPaXKEeHHSIX POTiBKHU.

IIpomunoka3sanus.

linepuyTnuBicTh 70 OyAb-IKOT0 3 KOMIIOHEHTIB IIperapary.

B3aemo0is 3 iHwumu AiKapcbKuMu 3acobamu ma iHwi sudu 83aemodiil.

CIlifi yHUKATH OJHOYACHOTO 3aCTOCYBaHHS 04HMX Kpamnenb XIJIO-KEA® 3 iHmuMu

o TanbMOJIOTIYHUMHU TIpenapaTaMu. fAKII0 Taka HeOOXigHICTh BCe XK TaKH iCHYE, IIi
IpelnapaTty CIIif 3aKalyBaTy He Mi3Hille HixX 3a 30 XBUJIKH IIepef 3aCTOCYBaHHAM OYHUX
kpamnens XIJIO-KEA®. OnHax 04Hi Ma3i 3aBX[IH CIIifl HAHOCUTH B OCTAHHIO 4epry.

OckinbKu IIpH MiciieBoMy 0(TaIbMOJIOTiYHOMY 3aCTOCYBaHHI IIpemapaT ofpa3y XK J0CSATae
IIiTbOBOTO OpraHa Ta MPOSIBIISE Y MePIIy Yepry disuunuit ehekT (3BONOKEHHS IIOBEPXHi 0Ka)
6e3 cucTeMHOl Iii, Oyab-IKUX JIiKapChKUX B3aEMOIiM IpemnapaTy, KpiM QisnyHuX B3aEMOiN 3
OYHUMH KPATISIMU OJIsT MiCIIeBOTO 3aCTOCYBaHHS, HEe OUiKy€ETHCS.

Oco06.1ueocmi 3acmocyeaHHsi.



I[Ipenapart XIJIO-KEA® npu3HaueHuil o1s IHAUBINyaJIbHOr0 3aCTOCYBaHHS JIUAILIE OOHIEI0
oco0o10. [Tpemapar MoxKHa 3aCTOCOBYBATH IIifl YaC HOCiHHS KOHTAKTHUX JIiH3, 10 Ha€ 3MOTY
3po0uTH 10T0 6intbill KOMGOPTHUM. Asie s 3amobiraHHs PO3BUTKY MOXKIMBUX PeakIii
HECYMICHOCTI i3 3acobamMu 71 HOT/ISAAY 3a KOHTAKTHUMMU JIiH3aMU ITiCJIg BCTaBISIHHS
KOHTAKTHUX JIiH3 PEKOMEHMYEThCS 3aueKaTu nmpuodnu3no 30 XBUIUH Iepef TUM, SIK 3aKalaTu
npenapaT XIJIO-KEA®. Y Bunagky TsxXKol a6o CTiiiKol GOpPMH CYXOCTi 04eil HeoOXifHOo
IIPOKOHCY/IbTYBATUCS 3 JIIKApEeM.

[Ipu 3aKanyBaHHi OYHUX Kpamesb ClliJ YHUKATH Oyab-IKOT0 KOHTAaKTy HAKOHEYHHUKA
KOHTelHepa 3 0KOM abo IIKipoio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

KoHTponMbOBaHUX AOCTiAKEHb 3aCTOCYBaHHS IIpenapaTy y mnepiog BariTHOCTI abo romyBaHHS
TPYAAI0 He IIPOBOAUIIOCS.

Opnaxk npenapat XIJIO-KEA® MoXHa 3aCTOCOBYBaTH y IEPiof] BariTHOCTI a60 rofyBaHHA
TPYAA0, OCKIIBKY MOMY He IIpUTaMaHHa CHUCTeMHa (papMaKOIOoTidHa [ifl.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

V MOONMHOKMX BUNAfIKax ofpasy Mic/s 3akanyBaHHS ouHi kpamti XIJIO-KEA® MoXyTs
CIIPUYMHATU KOPOTKOYACHEe 3aTyMaHeHHs 30PYy HaBiTh IIPU HaJleXKHOMY 3aCTOCYBaHHI y
3BUYaMHUX Ho3aX. OCKiNnbKY 11e MOXKe 30i/IbIIyBaTH Yac peakilii, peKOMEeHOYEThCS
PO3IMOYMHATH KepyBaHHA aBTOM0OineM abo poboTy 3i CKIagHUMHK MeXaHi3MaMU 4epe3
IesKWAU 4ac Mic/s 3aKallyBaHHS Kpallejib 3a YMOBHU BiTHOBJIEHHS YiTKOCTI 30DYy.

Cnocib 3acmocysaHHs ma 0o3u.

3a3BuUyail 3aKalyloTh 110 1 Kparti nmpemaparty B KOXHe 0KO 3 pa3u Ha 0o0y. Y pasi
HeoOXigHOCTI YacTOTYy 3aKaIllyBaHHS MOXKHa 30iMbKUTH. 3HAYHE 30i/IbIIeHHS YaCTOTH
3akanysauHs npenapaty XIJIO-KEA® (manpuknap 6ineme 10 pasis Ha go0y) MOXHa
IIPOBOOUTH 3a PillIeHHSIM JTiKaps-0pTaabMOJIoTa Ta ITifi HOTO HaTJISIooM.

TpuBasicTh NiKyBaHHS JIiKap BU3Ha4Ya€ IHOUBIOyaIbHO.

[x] 1. 3HiMiTh KOBIIaYOK 3 KOHTEWHEDA.



[x] 2. Ilepeq mepuIuM 3aCTOCYBaHHSAM IIpenapary Cifl TepeBepHyTH
KOHTEeWHeD HaKOHEYHWKOM IOHU3Y Ta HaTUCKATHU Ha HO KOHTeWHepa
[0 TIOSBY MEPIINX Kpaleiab Ha OTBOPi HAaKOHeYHUKa. [1icns 1soro
KOHTEWHEeP TOTOBUY AJIS TOAAJIBIIOT0 BUKOPUCTaHHS.

(] 3. Ilig yac BUKOPHUCTaHHA OifTpuMylTe KoHTelHEep KOMO]] inmo:w0
PYKOIO, SIK Ile TTI0Ka3aHO Ha MalloHKY.

(=] 4. 3nmerka HaxXUJITh TOJIOBY Ha3a[, BiATATHITS HUXKHIO NIOBIKY i CUJIBHO
Ta IMBUIKO HAaTUCHITH Ha JHO KOHTeHHepa: Ile aKTUBY€E MeXaHi3M [Jis
BUBINIbHEHHS 00Hiei Kparti. 3aBsKy CIlellialbHil cCHUCTeMi KiallaHa
KOMO] po3mip K0XKHOI KparuIi Ta IMBUAKICTh BUBITbHEHHS
3aJIMIIATUMYTHCSI ODHAKOBUMH, OTHAK Iie ToTpebyBaTuMe OibIoi
CUITY HATUCKAHHS, HiX MJIS 3BUYadHUX QIAaKOHIB 3 KPATISIMHU.
[ToBiMbHO 3aKPHUUTE OKO /IS TOTO, 1100 PimguHa PiBHOMIPHO
PO3MOMiNuUIacs o HOro IMIOBEPXHI.

[x] 5. Oppa3sy X micis BUKOPUCTaHHS 3aKpUUTe KOHTEeMHEpP KOBIAYKOM.
[Ticna 3aKanyBaHHSA OYHUX Kpalesb CIif YIeBHUTHUCH, 10
HaKOHEYHUK KOHTelMHepa Cyxuil. Y pasi NosgBU Ha HbOMY PiIUHU CIIiT
VHUKaTH 0yOb-SKOT0 H0r0 KOHTAKTy 3 OKOM abo0 IIKipoio.

ITpumimka. Cuctema KoHTeiHepa KOMO]I nae 3mMory BuBiIBHUTH 10 MJI pO34YKHY, 110 CTAHOBUTH
npubnusno 300 Kpamnens. 3 TEXHIYHUX IPUYUH HAIPUKIHIN BUKOPHCTAHHS ¥ KOHTeHHepi
3a/IMIIAETHCSA HeBeJIMKa KiIbKICTh Kparllesib.

Himu.

[laHi 11010 3aCTOCYBaHHSA IIpelapaTty Ojis JIiKyBaHHS AiTel BiACYTHI.

ITepedo3y8aHHA.

[Tpo BUMagKu mepefo3yBaHHS IIperapary He MOBiTOMIISIIOCS.

ITobiuHi peakuii.

Ockineku npenapat XIJIO-KEA® He MiCTUTL KOHCEpPBAHTIB, BiH f06pe IePeHOCUTHCS HABITh
IIPK TPUBAJIOMY 3aCTOCYBaHHI. Y BKpay NOOOUHOKUX BUIIaAKaX IMOBIJOMIISJIOCS IIPO PO3BUTOK
MiCIIeBUX peakKliy rinepuyyTIUBOCTI, BK/IIOYA04YHU MOAPa3HeHHs, BIIUyTTs IEeYiHHS,
TIOYEPBOHIHHS, CITb030Teuy, 6ifib Ta cBepOiXK B O11i, a TAaKOXK HAOPSIK IMOBIK, IKi 3HUKAIK
0Ipa3y Iiclda IPUNUHEHHS 3aCTOCYBaHHS IIperapary.

Tepmin npudamHocmi. 3 POKHU.

[Ipemapat He CIif 3aCTOCOBYBATH ITiC/Id 3aKiHUEHHS TEePMiHY MPUOATHOCTI, 3a3Ha4€HOT0 Ha
yIaKOBII].



[Tpemapat MOXHa 3aCTOCOBYBATH IIPOTSATOM 6 MiCSIIiB MMiCIIS MIEPIIOTO BITKPUTTS KOHTEHHEpa.

YMoBu 30epiranHsi.
30epiraTu npu TemrnepaTypi He Buite 25 °C.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

VYnaxoBka.

[To 10 M1 Po34YKHY Kpalmesb OYHUX Y 0araTogo30BOMY IJIaCTUKOBOMY KOHTEHHEpi, OCHAIIIEHOMY
TIOBITPOHETPOHUKHUM HACOCOM Ta 3aKPUTOMY KOBIMAa4YKoM. [To 1 KOHTeWHepy y KapTOHHi# KOpOoOIIi.

Kareropis Bignmycky. bes penenra.

BupooHuk. YPCAO®APM Apunaiimitrens 'mM6X/URSAPHARM Arzneimittel GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afipeca Micis MpoBaIXkKeHHs HOT0 Tis/IbHOCTI.
Iagyctpiemrpacce 35, 66129 Caap6pioken, HimeuunHa/

Industriestrasse 35, 66129 Saarbrucken, Germany.



