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N2NHIHRWTENHA ATEHUASR NO J'IEKAPBTBATA

P —

e o S—

Kpamxa xapakmepucmuka Ha npogyxma [puAoxeHue 1

1.  UME HA JIEKAPCTBEHMS ITPOAYKT PaspeweHue N: | Sont R
samamp- ILGAA ., -0 0 L

Xunopa 0,15% kanku 3a 04H, pa3TBop 2 e

Chilora 0,15% eye drops, solution Ogodperue M .......... mossasosnapwnsssannf asssonssnsasssrassonssnseisoss o}

2 KAYECTBEH U KOJIHMYECTBEH ChCTAB
Bcekn MUJIWJIMTBP OT pa3TBoOpa chibpika |,5 mg HaTpHeB XuanypoHar (sodium hyaluronate).

[ToMOIIHO BEILECTBO C H3BeCTHO jeicTBue: Genszankonues xuopua 0,05 mg/ml.

3a MBJHUS CIIHCHK HA MTOMOILLHHTE BEILEeCTBa BUXKTE To4ka 6.1,

3. JJEKAPCTBEHA ®OPMA

Kanku 3a 04M, pa3TBop.
Pa3TBOPBT MpeJICTaBIsABA PO3payHa, BACKO3HA, Oe31BETHA TEYHOCT, MPAKTHYECKN CBOOOHA OT HaCTHIIH.

4. KJUMHUYHU JAHHHU

4.1 TepaneBTHYHH NMOKA3AHHUSA

Xunopa 0,15% Karnku 3a 04d ca noxkasanu Ipu CAMITOMAaTHYHO JIEYEHHE HA CHHJIPOMA Ha CyXOTO OKO.
4.2. Jlo3MpoOBKa H HATHH HA NPHJIOKEHHE

J1o3upoBKa

E,HH& Karnka OT INpPOAYKTa C€ 1ToCTaBsA B 3aCErHaToOTO OKO HJIM OHH a0 6 NbTH JIHEBHO OCBEH aKoO JICKAPAT HEC

[IpernopbYBa JApyro.
Jleyenuero He TpsiOBa Aa NMpOAb/LKABA MO-BJIr0 OT €AHH MECELL.

HayuH Ha NpUIJIOKEHHUE
O4YHO NPUJIOKEHHE, .
B 3aBHCHMMOCT OT IOJIYYEHHSI TepareBTHYEH OTIrOBOP, MPOAB/IKHTEIHOCTTA Ha JICUCHHUETO L1Ee ce

ONpPEJICJIH OT JICKYBALLHs JIeKap.
Kankure 3a o4d ce HaKalBaT B KOHIOHKTHBAJIHUS CaK Ha 3aCerHaToTo oko/ouu. TpsabBa 1a ce BHHMaBa

OyTHJIKATa Jia He JJOKOCBA Pa3JIMYHU [NOBBPXHOCTH, KOraTo MalUCHTHT U3I10J13Ba Karlk1Te, 3a J1a ce
n3bernar HHQEKIHU U 3aMBbpCsIBaHEe HA Pa3TBOPA.

[Teouampuyuna nonyaayus
Xuj10pa Kanky 3a 04M MOXE JIa C€ NpHJiaraT rnpH nauueHTH noja 18 rogunun camo npu abcomorHa

HEOOXO0/IMMOCT U CTPOT JIEKAPCKH KOHTPOJI.

Bvbpeuna/ueprnodpobna nedocmamvyHocm
He e ncobxoimma KOpekLMs Ha jJo3ara [pH TakuBa IalHeHTH,

Cmapuecka év3pacm
He e neobxo/1MMa KOpPEKLIMs HA J03aTa [PH TaKHBa MallHeHTH.




4.3 IIpoTHBONIOKA3aHAS

CBpbX4YBCTBHTENIHOCT KbM aKTHBHOTO BELLECTBO MJH KbM HAKOE OT NOMOILHHTE BELIECTBA, U30pOEHH B
T. 6.1.

[MpH NaLMEHTH, KOHTO K3MOJ3BAT MCKH KOHTAKTHH JIEILH, TTOPaAU HAJIHYHETO Ha OEH3AIKOHHEB XJIOPILL
KATO KOHCEPBAHT.

4.4 CrenuMajiy NpeaynpexXaeins H Npena3Hd MepKH NMpH ynoTpeda
EnnoepemeHHaTa ynorpeba Ha Jpyru O4HY NPOLYKTH H3UCKBA BHUMaHHE.

He Tpa6Ba a ce HOCAT KOHTAKTHM JIClLU O BpeMe Ha JieueHreTo ¢ Xuopa. Kankute 3a O4H ChABpXKaT
0,5 g Gen3ankoHKHeB XA0PHA, KORTO MOXKE A2 NPHUKHH Apa3HeHe Ha ounTe. MeknTe KOHTAKTHH JICLLH He

TpsaGBa na GbAAT MOCTaBAHM 06GPAaTHO B NPOAB/DKEHHE Ha NoHe 15 MUHYTH, 3a Ra ce H30erHe TAXHOTO
obe3lBeTABaHE.

4.5 BiaumopeilicTBHE ¢ APYrH JIeKAPCTBEHH NPOAYKTH H APYrd GOpMH Ha B3auMoeHcTBHE
He ca npoBexgaHn npoy4BaHHSA 3a B3JaNMOJACHCTBHATA,
4.6 @epruanTeT, 6pEMEHHOCT H KbpPMeHe

bpeMeHHOCT

HsMa aocTaTb4HO AAHHM OT KOHTPOJHpaHH Npoy4BaHH C HATPHEB XHATypoHAT npu OpeMEHHH JKEHH.
Ynotpebara na Xunopa no speMe Ha GpeMeHHOCT U KbpMeHe TpabBa aa cTasa cnej o0CHXKIaHE Ha
NOM3HTE U PUCKOBETE C JICKap.

KnppMene
He e u3pecTer eeKTHT HA HATPUEB XHANYPOHAT BHLPXY MAaHUIHHATA KbpMa.

DepTUANTET | |
HsMa KITHHUYHH Npoy4YBaHus ¢ XUIopa o OTHOLUICHHE HAa PEPTHANTETA.

4.7 EdexTH BLpXy cnocobHocTTa 34 HIopupaHe H padoTa ¢ MALIHHH
XHunopa He OKa3Ba BIUsAHHE BbPXY cnocobHoCTTa 3a iodupaHe K paboTa ¢ MallHHH.

4.8 HexelaHH JeKaPCTBEHH PEAKIHH

OneuxaTa Ha YECTOTATa Ha HEXKENAHUTE JCKAPCTBEHH PeakUMH ¢ OCHOBABA HA aHAJIM3 Ha JaHHH OT
KNTHHHYHH NTPOYYBaHHA H ca knacuduuHpaHl cnopea TAXHATa YeCTOTa Ha MosABa.

Muoro yectu: (>1/10), uectnt (>1/100.10 <1/10), newectu (>1/1 000 ao <1/100), peaxu (=1/10 000 go
<1/1 000), MHoro peaku (>1/10 000 zo <1/10 000) 1 ¢ HexsBecTHA yecTOTA (OT HANMHYHUTE JAHHK HE

Moske 13 Obac HanpaBeHa OLCHKA).

HapyunieHHst Ha OKOTO
UYecmu (BRIIOYUMENHO 1 QAeP2UNHY Peaxyuy): Bb3MaNeHne Ha Kienaua Bad KOHIOHKTHBaTa; 00pHB,

3a4YCPBABAHE, YBEJIHUEHO CH3COTASAHE, NOBbPXOCIEH KEPaTHT; ChpOex, napexe.




Cpo0iuasale Ha IOJO3NPAHK HEXENAHU PEAKIINY

CpobmasaHeTo Ha MOJO3HPaHH HeXeNaHH peakliy ce paspeluaBaHe 3a ynorpeda Ha 1eKapCTBCHUS
[POAYKT € BaskHO. TOBa N03B0/ISABA Ja MPOABIDKH HAaGMIONEHHETO 11a CHOTHOLIEHUETO MOJI3a/pUCK 32
JIEKApCTBEHH S NPOAYKT. OT MEAHLMHCKNTE CIICLIHATHCTH C€ H3UCKBA Jia Cho0IaBaT BCAKA NOA03MPaAHA
HeeNaHa peakiys M3TbIHHTEHA areHUuMs no nekapersata yi. . Jamau I'pyes* Ne 8, 1303 Codmns, Ten.:

+359 2 8903417, yeGcaiiT: www.bda.bg

4.9 IIpeno3upane
Hsima M3BecTHH AOKJIAAHK 3a Npeao3upalic ¢ HaTPHEB XHATTypoHar.

5, OAPMAKOJOrNYHH CBOUCTBA
5.1 PapmakoaHHAMHYHH CBOMCTBA

dapmaxoTepanesTHyHa rpyna; Jpyru opranMonorsauny npenapate. ATC kog: SO1XA.
XuanypoHoBaTa KHCEeNnHa, chxbpxkaia ce B Xuiopa 0,15% kanky 3a 04u npeiacTasiisba HaTypajICH
MOAM3AXAPH ], MONYUEH B pe3ynTaT Ha fakTepuanna GepMeHTalls U CE XapaKTepu3upa ¢ BUCOKA

MOJIeKYJ/IHa Maca H CTeneH Ha YUCTOTA.
Helinute cBolicTBa Ha NCEBAOMAACTHYHOCT, I'ONIAM BHCKO3HTET H BHCOK KanalluTeT Ha CBbP3BaHE C BOAATAE

[AaBaT BH3MOXCHOCT A Ce NOJIBPXKA OYHATA MTOBBPXHOCT OBJI@XHEHA U 18 ce CTabUNMH3Hpa NaKpHMAIHHA
1M Ha OKOTO.

5.2 PapMaKOKHHETHYHH CBOHCTEA

Abcopduus . |
He ce Habmopapa BeTpeouHa abcopbuus cnejl NpHIoXKEeHHE B KOHIOHKTHBATHHA CaK Ha OKOTO.

PaznpeucieHue
Cnen vHXeKTHpaHe B IpelHaTa KaMepa Ha OKOTO C€ Habmojapa Obp3a eMMMUHALMS Ype3 MEXaHHIMHTE

Ha oyHarta uupkynauus. [TonyxueorsT Ha 0,2 ml GengsaHa xuanypoHoBa KucennHa e okono 10,5 yaca
cJiell RHXKEKTHpaHe B IIpeHaTa 04HA KaMepa npi saiuu. Cnen 24 vaca, nNpH AOCTHraHe Ha MiaTo,
XHaNypPOHOBATa KHCEIHHA i HeifHuTe MeTabonuTH B KpbBTa Morar Aa 614aT onpeaenetH. 110y KHBOTBT
Ha XHAJTypPOHOBAaTa KHCEJIMHA, HIDKEKTHPAHa MHTPABEHO3HO, € OKOJIO 5 MHHYTH,

buoTpanchopMauus
XHanypoHoBaTa KHCeNHHA ce MeTabonl3upa B UepHHS npob.

MMHHHpale
Oxono 22% OT NPUETOTO KOJAHYCCTBO CE CIUMHHHpa upes ypHHaTa u okono 70% nox ¢opmara Ha

BbIJIEPOAEH AHOKCHJ B NPoOLIECa HA AHLIAHE,
5.3  IIpeaxanHH4YHR JaHHH 3a (e30macHOCT

[IpoBexciaHH Ca NpOyYBaHKA C XKHBOTHH 3a H3C/IeABaHEe Ha CTCMEHTA HA TOHOCHMOCT, KAKTO U e(EKTHTE
Ha CHCTEMHa TOKCHYHOCT. 3HAYMTENHO APA3HEHE HA OKOTO WIH XHCTOJIOTMYHH TPOMEHH HE Ca
HabnogaBaHy ciiesl OYHO MPHACKEHHE HA KArIKH 32 OUH, ChAbPXKAILK XHATYPOHOBA KHCEIHHA B
IPOALDKEHYE Ha 28 AHK,




6. GAPMAHEBTHYHH JAHHHU

6.1 CnRchLK Ha NOMOIIHHTE Belecrsa

Hunatpues pocdar goaexkaxunpar
EnnoocHoBeH HaTpHeB $ocdaT, MOHOXHIAPAT
Hatpues xnopujz

beH3ankoHUEB XNOPHI

Boja 3a HHXEKL{HH

6.2 HecLBMECTHMOCTH

AxTYBHATA CBCTAaBKa B XHJIOpa, HATPHEB XHanypOHAT MOXeE J1a C€ OTNIOXKHM B IPUCHCTBHETO HA
4eTBLPTHYHH aMORKHEBH coii. CneaoBaTenHo, eHOBPEMEHHOTO NPUIOXKEHIE Ha TaKHBa PasTBOPH

TpaOBa ja ce u30Araa.
6.3 Cpox Ba roaHoCT

4 TOAUHHU
Jla ce H3M0JI13Ba B pAMKHTE Ha 4 CeAMHLH cNeX IbPBOTO OTBApAHE HA ONAKOBKATA.

6.4 CnenHaJiHH YCTOBHSA 38 CbXPaHCHHE

Jla ce cpxpansBa ox 25°C.

byruakara na ce cbXpaHsiBa B OpUrMHaiIHaTa ONaKkoBKa.
6.5 BuA M CLABPKBHHE HA ONAKOBKATA

Beska 6ytunka ot LDPE cbabpxka 10 mi Xunopa kanky 3a o4y, pasteop, IlocraseHa ¢ B KapTOHEHA
KYTHS 3a€JHO C JJMCTOBKA 3a MalHeHTa.

6.6. CroenuajHH NpeANA3HH MEPKH NMPH HIXBLPJAAHC # paboTa

Heu3non3sanusaT JEKAPCTBCH NPOAYKT MK OTNAZBbYHUTE MaTEPUAIH OT Hero TpabBa 1a Ce U3XBLPJIAT B
ChOTBETCTBHE C MECTHUTE HIHCKBAHMAL.

7. NPATEXXATEJ] HA PA3PELIEHMETO 3A YIIOTPERA

Bopnz Meaucuue Espora EOO]L
vi1. ,,bopuc Pymenos” 16
1407 Codus, buarapus

8. HOMEP HA PA3ZPEIIEHHUETO 3A YIIOTPEDBA

Per Ne: 20210136

9. JIATA HA NIBPBO PASPEIIABAHE/TIOAHOBSBAHE HA PA3PEILIEHHETO 3A
YIIOTPEBA ~

Hara Ha nnpBo paspelasane: 31.05.2021 -
Jlara Ha nocnegHo noaxosssase: 28.07.2021




10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
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