IHCTPYKUIA
IS MEIMYHOTO 3aCTOCYBAHHS JIIKAPCHKOT0 3aC00y

XIJIO-KEA®
(HYLO-CARE®)

Cknao:

0it0ui peuosuHU. KUCIOTA TlaTypoOHOBA, IEKCIIAHTEHOIT,

1 M1 po3unHy MICTUTH | MI HaTpito riamypoHary Ta 20 Mr JIeKCIIaHTEHOITY;

00NOMIdCHI peyo8uHU: KUCIIOTa TUMOHHA 0€3BOIHA, HATPIIO LIUTPAT, BOAA JUISl 1H €KLIIH.

Jlikapcpka dopma. Kpami ouHi.
OcHosHi i3uko-Ximiuni enacmugocmi: Ipo3opuii 6e30apBHUINM PO3ZUHH.

dapmakoTepaneBTHYHA Ipyna. 3aco0H, 1110 3aCTOCOBYIOThCS B opTanbMoiorii. LIITyuH1 3aMIHHUKH CII13HOT P1IMHY Ta 1HII HEUTpasbHI IpenapaTy.
Koxg ATX S01X A20.

Dapmakonoziuni eracmusocmi.

Dapmaroounamika.

["'onoBHOIO METOIO JIIKYBaHHS CYXOCT1 OKa € 301IbIIIEHHS CTa0LTLHOCTI Ta 00’ €My MPEKOPHEANTbHOI CITI3HO1 IUTIBKU. ByIo moka3aHo, 1110 riailypoHOBa KUCIIOTA,
sKa BXOAMTH JI0 CKJIAJy Ipernapary y BUIJISIII HATPiIO riadypoHaTy, Ma€e XIMIYHY CTPYKTYpPY, MOJEKYJIIpHY Macy Ta pPeoJIOriuHi BIAaCTHBOCTI, MOJIOHI JI0
MYIHHY — KOMIIOHEHTa JIOJICBKUX ciii3. [Ipu MicueBoMy 3acTOCYBaHHI TialypOHOBAa KHMCJIOTa MIABHUINYE CTAOUIbHICTh NMPEKOPHEATbHOI CII3HOI IUIIBKH,
MO3UTUBHO BIUIMBAE Ha €MITeNIaJbHUI 1Iap, CIpUsie 30UIbIIEHHIO 00’ €My CII3HOI PIIMHU Ta BOJIOTOCTI POTIBKH, & TAKOX 3MEHIIY€ BUIIAPOBYBAHHS CIIi3 13
MOBEPXHI OKa.

JlexciaHTeHO € G10JI0TIYHUM MONEPETHUKOM 1 CIUPTOBUM aHAJIOIOM MTAHTOTEHOBOI KUCIIOTH — BiTaMiHy rpynu B. Ilpu opTraneMonoriunomMy 3acTocyBaHH1
JIEKCIIAHTEHOJI NMPUCKOPIOE eriTeni3anito, Hanpukiam, micis omiki 11 Ta Il crynens TskkocTi, Ta crpusie rpaHyianii TKaHUH. BiH mokpaiirye cuMnToMu
pi3HUX (DOPM KOH FOHKTHUBITY Ta CIIPUSIE 3arO€HHIO MEXAHIYHUX MOIIKO/KEHb POTIBKH 1 3MEHILIEHHIO MOPa3HEeHb, CHPUYMHEHUX HOCIHHAM KOHTAKTHUX JIIH3.
Dapmarxokinemuxa.

Hartpito riamyponat He abcopOyeThCs miciisi MICIIEBOTO 3acTocyBaHHs. DakTu, siki 6 CBIAYMIM TIPO T, MO TlaJypoOHOBA KUCJIOTA 3/1aTHA MIPOHUKATH KPi3b
poriBKy, BiacyTHi. HaBiTh micist 6e3nocepelHbOro BBEIEHHS Y BHYTPILIHIO KaMepy OKa B KpOBOOOITYy OyJu 3HalIeH]1 JIMIle HEBUMIPHO MaJll KOHLIEHTpaLii
riaJlypoHOBOI KHMCJIOTH, IO IIBHJKO MeTa0O0Ji3yBajucs MEYiHKOW. ToMy IpH 3acTOCYBaHHI NpenapaTy pPO3BUTKY CHCTEMHHUX IPOSIBIB TOKCUYHOCTI HE
OYIKYETHCSI.

[Ipn MicueBoMy 3aCTOCYBaHHI JEKCIAHTEHOJI MPOHUKAE Kpi3b LIKIPY, 110 JA€ 3MOTY JOCSAITH BUCOKUX MICHEBUX KOHUEHTpauiid. B ymoBax in vivo
JIEKCIIAHTEHOJ IIBUKO MEPETBOPIOETHCS Y MAHTOTEHOBY KHUCIIOTY, SIKa 3HAYHOIO MIPOIO PO3IMOAUISETHCS B OPTaHi3Mi, IEPEBAXHO Y BUIISLII KoepMeHTy A.

Kuainiuni xapakrepucTuku.

Ilokazanns.

- J171s1 3BOJIO’KEHHS POTIBKH Ta CUMIITOMAaTUYHOTO JIIKYBaHHS CYXOCT1 04eil (CHHIPOM «CYXOTr0 OKa»);
- JUIsl CTUMYJIIOBaHHS peeniTeni3alii Ipyu NOBEPXHEBUX YPaXKEHHSIX POTiBKH.

Ilpomunokazanns.

INnepuyTiuBICTH 10 OyAb-SKOr0 3 KOMIIOHEHTIB Ipenapary.

B3zaemoois 3 inwumu nikapcokumu 3acooamu ma iHui 6uOU 83aEMOOILL.



C1ijl yHHKATH OJHOYACHOTO 3acTOCyBaHHs ouuX kpanens XIJIO-KEA® 3 inmmmu odransmonoriuamyu npenaparami. SIKIIo Taka HeOOXiIHICTh BCe K Taku
icHye, I IpemapaTy CIij 3aKaryBaTH He Mi3HinTe HiX 3a 30 XBIJIMH IIepel 3aCTOCYBaHHsIM ounuX kpamens XIJIO-KEA®. Oxnak ouni ma3i 3aBxau i
HAaHOCHUTH B OCTaHHIO Yepry.

OCKUTBbKH TP MiCIIEBOMY O(TaIbMOJIOTIYHOMY 3aCTOCYBaHHI IpenapaT oApa3sy K J0CSTae MUTbOBOTO OpraHa Ta MposBIIsLE y nepury 4epry Qisudnuii eexr
(3BOJIOYKEHHS TIOBEPXHI OKa) 06€3 CHCTEMHOI [Tii, OyIb-IKHX JIKapChKUX B3a€MO/IIH Mpenapary, KpiM Gi3HIHAX B3a€MOJIii 3 OUHUMH KPATUISIMU JUTS MiCIIEBOTO
3aCTOCYBaHHS, HE OUIKYETHCS.

Ocobueocmi 3acmocygeanus.

[Ipemapar XIJIO-KEA® MpU3HAYEHUN JUTSl 1HAWBITYyaJIbHOTO 3aCTOCYBAaHHS JIMIIE OJHIEI0 0co00t0. [lpemapar MoHa 3acTOCOBYBATH TIiJl 4ac HOCIHHS
KOHTaKTHUX JIIH3, 1110 JIa€ 3MOTy 3p0oOUTH Horo Outbil KoMGOPTHUM. AJie 17 3ano0iraHHs pO3BUTKY MOXIIMBHX PEaKIliii HECyMICHOCTI 13 3acobaMu is
JIOTJISITY 38 KOHTAaKTHUMU JIIH3aMH ITICJISl BCTABJISIHHSA KOHTaKTHUX JIIH3 pEKOMEHAYEThCS 3auekaT MpuOan3Ho 30 XBUIKMH Hepe]] TUM, SIK 3aKaraTu npenapar
XIJIO-KEA®. V Bunazxy Tskkoi a6o criiikoi GopMu cyXocTi oueil HeoOXiIHO IPOKOHCYIBTYBATHCS 3 JIKAPEM.

[Tpu 3aKamyBaHHI OYHHUX Kparmelb CIiJl yHUKATH Oy/Ib-KOro KOHTaKTy HAKOHEYHHKA KOHTeHHepa 3 OKOM abo MIKIpoIo.

3acmocysarnns y nepioo eazimuocmi abo 200y8arHsL 2pyoor.

KoHTponaboBaHUX AOCHIKEHb 3aCTOCYBAHHS MpenapaTy y nepiosl BariTHOCTI a00 royBaHHs IPYJII0 HE IPOBOAUIIOCS.

Onnak npenapar XIJIO-KEA® wmoxua 3acTocoByBaTH y Hepion BariTHOCTI a0 TOAyBaHHsS IPyIII0, OCKiIbKM HOMY He NpHTAMaHHA CHCTEMHA
(bapMakoIioriyHa fis.

30amuicms eniueamu Ha WEUOKICMb peakyii npu Kepyeanti agmompancnopmom ado iHuUMUu MexaHizsmamu.

VY NOOAMHOKHMX BHIAJAKaX OJpa3y IMICIs 3aKalyBaHHS OYHI Kparuii XIJIO-KEA® MOXYTh CHPUYMHATH KOPOTKOYACHE 3aTyMaHEHHs 30py HaBiTh IpH
HAJIKHOMY 3aCTOCYBaHHI y 3BUYaiHUX J03aX. OCKUIBKH 11e MOXKe 301IbIIyBaTH Yac peakilii, PEeKOMEHIy€ThCSl PO3IIOYMHATH KepYBaHHS aBTOMOO1IeM abo
po0OOTY 31 CKIIaIHUMH MEXaHI3MaMHU Yepe3 JIesSKUH yac Micysl 3aKayBaHHs Kpamelb 32 YMOBH BiTHOBJICHHS YITKOCTI 30pYy.

Cnocib 3acmocysants ma 0o3u.

3a3Buuai 3aKamyoTh 1o 1 Kparmii npenapaTy B KOXHE 0KO 3 pa3u Ha 100y. Y pa3i HeoO0XiTHOCTI YaCTOTY 3aKallyBaHHSI MOXHA 301IbIIUTH. 3HAYHE 301IbIIIEHHS
gactotn 3akamyBanHs nperapary XIJIO-KEA® (sanpuxmnas 6inbure 10 pasis Ha 100y) MOXKHA MPOBOIMTH 3a PIlIEHHSM JTiKaps-o(TaTbMOIIOra Ta T HOoro
HaTJISIIOM.

TpuBanicTs JNiKyBaHHS JiKap BU3HAYA€ iHANBITyaIbHO.

1. 3HIMITH KOBMAYOK 3 KOHTEHHEpA.

2. Ilepen mepmmM 3aCTOCYBaHHSIM Mpernapary ciifi MepeBepHYTH KOHTEHHEp HAaKOHEYHHKOM JOHH3Y Ta
HATUCKATH Ha IHO KOHTEWHepa J10 MOSBU MEPIINX Kpareab Ha OTBOpI HakoHeyHHKa. [licns Hporo KoHTelHep
TOTOBUH JIJIs1 TOJAJIBIIIOTO BUKOPUCTAHHSI.

3. Ilix yac BukopucTaHHs miaTpumyite koHteitHep KOMO/] iHmioro
PYKOI0, SK 1€ TIOKa3aHO Ha MaJIIOHKY.




4. 3nmerka HaxXwWiIiTh TOJOBY Ha3aj, BIATITHITH HIDKHIO TOBIKY 1 CHJIBHO Ta IIBHAKO HATHCHITH Ha JTHO
KOHTEIHepa: 11e aKTUBYE MEXaHi3M I BUBLIBHEHHS 00Hici Kparuti. 3aBIsKH CHeIlalIbHIi CHCTeMi KiamaHa
KOMO/I po3Mmip KOXKHOT Kparuli Ta IIBUAKICTb BUBIIBHEHHS 3QJIMIIATUMYTHCS OJHAKOBUMH, OJHAK IIe
notpeOyBaTuMe OUIBIIOT CHIIM HATUCKAHHS, HUK JUIs 3BUYaiiHUX (IakoHIB 3 KparuiaMu. [1oBiibHO 3akpuiite
OKO JJIs1 TOTO0, 1100 piivHAa PIBHOMIPHO PO3MOJAUIHIACS MO HOTO MOBEPXHI.

5. Oppasy x Ticisi BAKOPUCTAHHS 3aKpHUITE KOHTEHHEp KoBIMaukoM. [liciis 3akammyBaHHsI OYHUX Kpareib CIiJT
YIEBHUTHCS, 110 HAKOHEYHUK KOHTEHHEpa CyXuid. Y pa3i MOSIBM HA HHOMY PiJIMHU CJIiJl YHUKATH OYIb-SIKOTO
HOro KOHTAKTy 3 OKOM a00 IIKipO¥o.

Ipumimxa. Cuctema konteiitnepa KOMO/] nae 3mory BuButbHUTH 10 M1 pO34nHYy, 1110 CTaHOBUTH MpuOan3HO 300 kpanenb. 3 TEXHIYHUX MPUIUH HAMPUKIHIT
BUKOPHUCTAHHS Y KOHTEHHEP1 3aJIUIIAETHCS HEBEJIMKA KIJTbKICTh Kpameb.
Jimu.

JlaH1 110/10 3aCTOCYBaHHS IIpenapary JJis JIKyBaHHS JITeH BiJCYTHI.

Ilepeoosysanusi.
[Ipo Bumagky nepeno3yBaHHs NpenapaTy He MOBIIOMIISIOCS.
Tlo6iuni peaxuyii.

Ockinbk mpemapat XIJTO-KEA® ue micTuTth KOHCEpBAHTIB, Bil 106pe MEPEHOCHTHCS HABITh PH TPUBAIOMY 3aCTOCYBAHHI. Y BKpail TOOIMHOKHX BUMAIKAX
MOBIAOMJISIIOCS. PO PO3BUTOK MICIIEBUX PEAKIliN TiMepuyTIMBOCTI, BKIIOYAIOYM MOJPa3HEHHS, BIAYYTTSA MEYiHHS, MOYEPBOHIHHSI, CIHO30TEUy, Oib Ta
cBepOiX B 0111, @ TAKOK HAOPSK MOBIK, K1 3HUKAIH OApa3y Micli MPUIMHEHHS 3aCTOCYBAaHHS MIpenapary.

Tepmin npuoamnocmi. 3 poku.

[IpemapaTt He ¢ 3aCTOCOBYBATH MICIsl 3aKIHYSHHS TEPMiHY MPUAATHOCTI, 3a3HAUYEHOT0 Ha YIaKOBIII.

[IpemapaT MOXHa 3aCTOCOBYBATH MPOTATOM 6 MICSIIIB MiCIIs MEPIIOTO BIAKPUTTS KOHTEHHEpa.

YmoBHu 30epiranns.

36epiratu mpu Temneparypi e Bume 25 °C.

30epiraT y HEIOCTYITHOMY ISl AiTE€H MicCIii.

Ynakoska.

ITo 10 Mt po3unHy Kpamneib OYHHUX y 0arato1030BOMY IUIACTUKOBOMY KOHTEHHEPI, OCHAIIEHOMY MOBITPOHENTPOHUKHUM HACOCOM Ta 3aKPUTOMY KOBIIAUKOM.
ITo 1 koHTelHepy Y KapTOHHINA KOPOOIIi.

Kareropis Binnmycky. bes penenra.

Bupoonuk. YPCAD®APM Apunaiimitrens [MOX/URSAPHARM Arzneimittel GmbH.

Micue3HaxoaKeHHs] BUPOOHUKA TA ajpeca Micusi NPOBAZKeHHsI HOro AislJIbHOCTI.

Innycrpiemrpacce 35, D-66129 Caap6proken, Himeuunna/

Industriestrasse 35, D-66129 Saarbrucken, Germany.



