KPATKA XAPAKTEPUCTHUKA HA IMPOJAYKTA



[ A3N1bIIHUTENHA ATERUR (G /icKAPCTBATA

KpamKa XapaKmapucmuka Ha Npogyxma - (lpuroxeHue 1

L MMEHAJEKAPCTBERMSTIPOIVKT |, o 30900128
Xunopa 0,15% xanku 3a ouu, pazTBop Paspewerue Ne a8 909k
Chilora 0,15% eye drops, solution lBG/MA/MP- 5(.2,1‘7’9/1 ....... uo- Licb |
2. KAYECTBEH M KOJIMUECTBEH CBCTA Ogo6PEHUE Ne ........oovvneencerinnnn, /i

Beeky MHIMAUTBP OT pa3TBopa chibpika 1,5 mg narpues xuanypouar (sodium hyaluronate).

[TomolIIHO BELIECTBO ¢ U3BECTHO JieiicTBUe: Oenzankonnes xaopu 0,05 mg/ml.

3a mbJIHMS CITMCHK HA IOMOLLUHMTE BELIECTBA BUXkKTE Touka 6.1,
3. JIEKAPCTBEHA ®OPMA

Kanku 3a oun, pasrsop.
PasztBopbT npeacrasisisa npo3pauta, BACK03Ha, Oe31BeTHa TEYHOCT, IPAKTHYECKH CBOGO/IHA OT YACTHIH.

4. KJIMHHWYHH JAHHH
4.1 TepaneBTHYHH HOKA3aHHA

Xunopa 0,15% Kanku 3a OuM ca roKazaHu [1pyH CUMITOMATUYHO JIeYeHHEe Ha CUHAPOMA Ha CYXOTO OKO.

4.2,  Jlo3MpOBKA H HAYHH HA IIPHJIOKEHHE

Jlo3upoeka

EjiHa karka oT npojayKTa ce mocTaBs B 3aceriatoTo 0KO HIIM 04H JI0 6 [I'bTH JIHEBHO OCBEH aKo JISKapsiT He
IpernopuyBa JApyro.

Jleyenunero He TpﬂGBa Jia npoabiKaBa 1no-Ab/iro oT ¢/ind MECell.

Haunn na npuiioxenue

OuHo npunoxkeHue.

B 3aBucHMOCT OT nosty4enus TepareBTHYeH OTIOBOP, NPOABLIDKUTEIIHOCTTA HA JICYEHHETO 11IE ce
OlpeJIeNy OT JIeKy BalllHsl JieKap.

Karnkure 3a oun ce HakanBaT B KOHIOHKTUBAJIHUS caK Ha 3acerHaroto oko/oun. Tpsbsa jia ce BHUMaBa
OyTuiKaTa Jia He JOKOCBa PazjiviuHM MOBbPXHOCTH, KOTATO NALMEHTHT W3I0J3Ba KallKUTE, 32 jia ce
u3berHar MH(PEKUUH ¥ 3aMbpcsABaHe HAa pa3TBopa.

Heouampuuna nonyrayus

XHJ[Opa KallKH 34 OYH MO3KE J1a CC Ipujarart 1npH InalHeHTH 1oJ| 18 I'OJIHHH CaMO IpH abcoJioTHa
HEOOXOAUMOCT U CTPOr JICKaApCKH KOHTPO!I.

bwpeunalvepuoopobua nedocmamuvunocm
He e HeoOxo/1uMa KopeKIns Ha J103aTa MpU TaKMBAa NalueHTH,

Cmapuecka 6v3pacm
He e neobGxoinma kopekuust Ha Jlo3aTa NpH TaKKBA HAIMEHTH.

3%
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CBpbXuyBCTBHTENHOCT KbM AKTHBHOTO BELIECTBO HWJTH KbM HAKOE OT OMOLUHWTE BELECTBA, 136poeHu B
T. 6.1,

inl [TAIHEHTH, KOUTO H3N0N3BAT MEKH KOHTAKTHH NCLIUH, NOpalHd HAJIUYKHETO Ha OGeH3a/IKOHHUEB XJIOpHy
KaTO KOHCEPBAHT.

4.4 ChenuaxHu npeaynpexAeHHs: ¥ NpeAna3Hi MEpKH npu ynotpeba
EnnospementaTa ynotpeta Ha Apyrd O4HU NPOIYKTH U3UCKBA BHUMAHKE.

He TpsdBea na ce HOCAT KOHTAKTHH J€LM 0 BPEMeE Ha JeueHueTo ¢ Xunopa. Kankure 3a o4 chabpxat
0,5 g GeH3anKoHUEB XTOPHI, KOHTO MOXE Ja [(PUYHHH Apa3HeHEe HAa OUHTE. MeKHTE KOHTAKTHH NELUH He

Tpadea aa 6uaaT nocTapstHH OOPaTHO B NPOABLAXKEHHE HA IOHE 15 MUHYTH, 3a Aa ce W3berHe TAXHOTO
ofe3nBeTsABaHe.

4.5 BiaaumoneiicTBHE ¢ APYTH JIeKapCTBEHH NPOAYKTH H ApYrH $opMH Ha BiauMojelicTBHE
He ca npoBexknadu npoy4Banus 3a B3aHMoAelCTEUATA.
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bpeMeHHoCT
Hsma nocTaThbuHO JaHHH OT KOHTPONHPAHU NPOYYBAHH C HATPHEB XHATYPOHAT NpH OpeMeHHH XeHH.

Ynotpebata Ha Xunopa o BpeMe Ha OpeMeHHOCT H KbpMeHe TpsadBa Aa cTasa cnej obehkaaHe Ha
IQJIZUTE H PUCKOBETE C JICKAP.

Kbnpmeue
He e M3pecTen e(exTbT Ha HATPUEB XHALYPOHAT BbpXy MaliunHaTa KbpMa.

Geprunurer
Hama KNHHHYHY NpOoyYBaHHd ¢ Xu10pa o OTHOLWEHHE Ha hepTundreTa.

4.7 Edexrn BLpxy ciiocobHocTTa 32 wiofHpane 1 pabora ¢ MaIHHA
Xunopa He OKa3Ba BIHAHHE BBPXY cnocobHOCTTa 3a wodHpaHe uaH pafoTa ¢ MalLHHK.

4.8 HeskenaHH NeKapcTBEHH peakiHH

OueHKaTa Ha 4YEeCTOTATa Ha HeXeTaHUTe JICKApPCTBEHH pEaKU UK ¢ OCHOBABA HA AHAJIN3 HA JaHHH OT
KJIHHHYHH (IPOYYBAHHA H Ca KﬂaCP!(bHLalaHH CIIOpEa TAXHATaA 4ECTOTA HA MOARA.

Mtoro yectu: (=1/10), sectu (=1/100 go <1/10), nevectn (>1/1 000 mo <1/100), peaxu (>1/10 000 no
<1/1 000), muoro peaxu (>1/10 000 no <1/10 000) 1 ¢ HENU3BECTHA YeCTOTA (OT HANMUHKTE JAHHH He
Moxe Jla 6bae HarpaBeHa OTCHKaA).

HapylreHnst Ha 0KOTO

Hecmu (sxmowumenno u ajlepausnu peaxyuy): Bb3NaledHe Ha Kilenada hid KOHIOHKTHBATa, 06pus,
3aUEPBsBAHE, YBEIHUYCHO ChI3COTALIAHE, IOBbPXOCTEH KepaTHT; cbplek, napeHe.




CpobiaraHe Ha NOAO3UPAHY HEKENAHN PEaKLUH

CrolluapaHeTo Ha Nofo3UpaH HEKEAaHA peakuuy Cea paspelnasane 3a ynotpeba Ha ieKapCTBEHHS
MPOLYKT e BaxHO. TOBa N0sBONABA Ja NPOAB/DKH HAOMOIEHHETO HA ChOTHOIIEHUETO TOJI3a/PHCK 3a
NIeKapCTBEHHA NPOnYKT. OT MEANLIHHCKHTE CELMAIMCTH ce H3HCKBA Aa ChoOLIaRaT BCAKa MORO3UpaHa
Hexenana peakiyus HanenquTeNlHa ar¢HIHA N0 fiexapeTBaTa yi. ,,Jamad [pyes” Ne 8, 1303 Codwua, Ten.:
+359 2 8903417, yebcaiit: www.bda.bg

49 Mpenoznpane
Hsama H3BeCTHH JOKNaAH 34 Mpefo3HpaHe ¢ HATPHEB XHANYPOHAT.

5. ®APMAKOJIOIMYHH CBOUCTBA
5.1 dapMakoIHHAMHYYH CBolicTBA

dapmakotepanepTruHa rpyna: Jpyru odrranmonorausy nmpenapary. ATC kon: S01XA20.
XuanypoHoBaTa KHcenuHa, ChAbpAalia ce 8 Xvnopa 0,15% kanku 3a 04H npeicTaBNABa HaTypalieH
NONH3aXapHi, NOJAYUEH B pe3yaraT Ha SakTepHanHa (bepMeH'raum H C€ XapaKTepH3Hpa C BHCOKA
MOJIEKYy/IHa Maca M CTeNeH Ha YHCTOTA.

HeifinuTe coficTBa Ha NCEBAOTIIACTHYHOCT, TONAM BUCKO3HTET H BHCOK KanauHTeT Ha CBbP3IBAHE € BOALTA
AaBaT BE3MOXHOCT JIa €€ NOJABPKA OYHATA MOBBPXHOCT OBNAXCHEHA M Ja ce cTabunu3npa NTakpHManH{a
¢iIIM Ha OKOTO.

5.2 DapMaKOKHHEeTHYHH CBOHCTRA

ABcopbuus

He ce nabnrogaea psTpeodHa aGcopOums cnel npuUIoKeHHe B KOHIOHKTHBATHHA CAK H3 OKOTO.

Pasnpenenenne
Crien uHXeKTHpaHe B NpeAHaTa KaMepa Ha 0KoTo ce Habmonasa 6bp3a eNMHMHRALMS qpes MEXaHH3MHTE

Ha ouHara uupkynauns. [TonyxusoTsT Ha 0,2 ml 6ens3ana xuanyponoBa kncenuna e okono 10,5 yaca
Clle/l HHXCEKTHPAHE B TIpeiHaTa OYHa Kamepa npH 3alium. Cren 24 yaca, npy JOCTHIaHE HA NINATO,
XHATyPOHOBATA KMCEIHHA H HelfHHTe MeTa0ONHTH B KphBTa MOraT Aa Objat onpeaenedn, [lonyxusors;
Ha XHATYPOHOBATA KHCEWHA, MHKEKTHPaHA HHTPABEHO3HO, € OKOA0 5 MUHYTH.

buorpanchopmauus
Xuajyponoparta KHCENHHA c& MeTabonu3upa B yepHus qpob.

Enumunypage
Oxono 22% oT NpHETOTO KOTHYECTBO ¢ eAIMMHHHPA Ypel ypHHATa H okono 70% noj ¢opmara na

BBINIEPOACH AMOKCH], B ipoLieca Ha AHIIAHE.
53 Hpencnunuunn AadnH 3a 6esonacHocT ‘

IpoBexkRaHH ca NpOYYBaHHA C XKMBOTHH 33 K3C/EABAHE HA CTENIEHTA HA TOHOCUMOCT, KAaKTO H edekThre
Ha CHCTEMHA TOKCHYHOCT. 3HAYMTENHO APa3HEHe Ha OKOTO MIIH XUCTONOMHYHH NIPOMEHH He ca .
HabmoaBaH Ci1e O4HO MPHICKEHHE Ha KANKH 32 O4YH, ChABPKALLM XHalypOHOBA KMCEIHHA B
ApoABIDKeHHe Ha 28 nHH.




6. DPAPMANEBTHYHH JAHHH
6.1 CruHebK HA NOMOLINKTE BelecTBa
HuHaTpuer docdar nopekaxuapar
EntoocHoBeHn HatpHeB ochaT, MOHOXHAPAT
Harpuesn x1opun

BeHzankoHues xnopuj

Bopaa 3a usxexyMy
6.2 HechBMECTHMOCTH

AKTHBHATa CbCTaBKa B XHJ0pa, HATPUCB XMATYPOHAT MOJXKE Ia CE€ OTJIOHH B IPHCHCTBUETO HA
YeTEBPTHYHM aMOHUeBH cold. CleAoBaTENHO, CAHOBPEMEHHOTO NIPHIIOKEHHE Ha TAKKBA Pa3TROPH
TpsOBa 21a ce u3bsrea.

6.3 Cpoxk n1a roguocT

4 roi¥HH
Ha ce uanonsea B paMxKMTe Ha 4 ceAMHUM Cllel TLPBOTO OTBApAHE Ha OMAKOBKATa.

6.4 Crnennaniiy yc/JJ0BHS 32 CEXPRHEHHE

Jla ce cbxpansga noj 25°C.

ByrTunikara ja ce cbxpaHsiBa B ODHTHHAIHATA ONAaKOBKA.
6.5 Bua o chAbpikanne Ha ONAKOBKATA

Besaka 6ytunka or LDPE cbeabpaka 10 ml Xunopa kanku 3a oun, pazteop. [TocraBeHa e B kapTOHeHa
KYTHS 32€1HO € JIMCTOBKA 32 NALIMEHTa,

6.6. CnenMaidnu npeJnaiid MepKH NpH NIXBLpasine # paboTa

Henanon3sauusaT nekapcTBeH NPOAYKT MM OTNAABYHHTE MATEPHANH OT Hero TpAGBa 1a ce U3XBLPIAT B
CbOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. IIPUTEXATEJI HA PAIPELIEHUETO 3A YIIOTPEBA
Bopnn Menucune Espona EOO
ya. ,bopnc Pymenor” 16

1407 Codwa, Bunrapus

8. HOMEP HA PAZPEHIEHHETO 3A YIIOTPEBA

Per Ne: 20210136

9. JAATA HA IThPBO PASPEIIABAHE/TIOTHOBABAHE HA PAPEIHIEHUETO 3A
YIIOTPEBA

Hara Ha nspBo paspewasane; 31.05.2021 .
JlaTa Ha mocneHo nojHoesBane: 28.07.2021
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