KPATKA XAPAKT EPHCTHKAE-

W__h R HA ATEHUMS N0 NEKAPCTBATA

Kpamka xapa KIMMBpUCITILUNG Ha npogyxma

L
1. UME HA JEKAPCTBEHMS ITPOAYKT | kompoz e Gj D 0 £ O /”;Henue f
Paspewenue Ne

ODTAI'EJ] 2,5 mg/g ren 3a OUH —

OFTAGEL 2.5 mg/g eye gel - 3G/MAMP - (94’3’«-‘/1 1-03- 7o
e fjl:."';i?'l__ﬂfﬁ N , J

2. KAUYECTBEH H KOJTHYECTBEH CbCTAB

Kap6omep 2,5 mg/g

[ToMOLIHO BEIECTBO C H3BECTHO NCHCTBUE:
1 g ren 3a ouu ceabpika 0,06 mg GeH3aNKOHNEB XITIOPHI, 4 €[(HA KallKa chabpxka okono 0,002 mg

OeH3aNKOHUEB XIOPHI

3a ITEJIHHS CITHCHK Ha MOMOINIHHUTE BEIMECTBA BHIXTE TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

["'en 3a o9m.

[Tpo3payeH WIH JEKO ONaNecueHTCH BUCKO3CH PasTBOp.
4. KIAHHAYHH JAHHH

4.1 TepaneBTHYHH NOKA3aAHAS

CHMITTOMATHYHO JICUCHHE HAa CyX0 OKO.

4.2 Jlo3mpoBKa H HAYHH HA NPHI0KCHHE

O3UPOBKA
Enna xarnka B OKOTO OT 1 10 4 ITbTH HHEBHO.

ITeouampuuna nonyaayusn

Besonacnoctta u ebukacHoctra Ha OPTAI'EJI ren 3a ouH Npy A€NA H IOHOIIH B npenopbYHTEIIHATA 32
BB3PACTHH 034 CA YCTAHOBECHH B KIIMHHIHUA OITHT, HO JIUIICBAT AaHRM OT KIMHUYHE [POYYBaHMA.

Haguny Ha MPHIOXKCHHE
O4HO NPHIIOKEHHE.

4.3 IIpoTHBONOKA3IAHHH

CBpBXIYBCTBHTEIHOCT KbM aKTHBHOTO BEILIECTBO WM KBbM HAKOE OT IOMOLUHHUTE BEMICCTBA, n30pocHH B
touka 6.1.

4.4 CnenHajJHH OpeaynpexaAcHds H NpeANa3HH MCPKH NPH ynorpeba

BeH3aIKOHHEB XJIODH]
O®TATIEJ] coaspxa OEH3ATKOHHEB XJIOPHA, KATO KOHCEPBAHT. BeH3IKOHHEBHUAT XJIO

NPUYHHH ApasHeHe Ha OYHTE IPH MPOAB/DKHTEIHA ynorpeba, ocobeHo ako umarte ,,C
HapyIIcHHE HA POroBHUIIATA.



KoHTaKkTHH NEMy

Ben3aNKOHHEBHST XJIOPHI MOXe Ja ce aGcopOupa OT MEKMTE KOHTAKTHH JICHIH H MOXKE N1a IIPOMCHH 1IBETA
na nempre. Tpa0Ba Aa CBATHTE KOHTAKTHHUTE JICIIH NTpCIH ynorpebarta Ha TOBa JIEKAPCTBO H J1a M3dakare
nmoxe 15 MUHYTH NpeH Aa I NOCTABUTE OTHOBO

4.5 BiamMmoaeiicTBHE ¢ APYTH JEKAPCTBEHH MPOAYKTH H APYrH (POPME HA B3aHMOJEHCTBHE

[Ipu ynotpeba Ha NoBeYE OT €IHH JEKAPCTBEH NPOXYKT 33 OTHO NMPIIOKEHHE, IPOMYKTHTE TpAOBa aa ce
IOCTABAT [Ipe3 HETEPBAIH OT HaH-Malko 15 MUHYTH, Karo Q®TATI'EJI rpabsa ga ce MoCTaBK MOCICACH.

4,6 @epTHaETET, GpeMEHHOCT H KbPMEHE

Hsama nposeeHd afeKBaTHM U KOHTPONHPAHH NPOYIBaHHA TIpH OpEeMEHHH KCHH.

JlekapCTBEeHHAT MPOAYKT MOXE 13 CE U3MION3Ba 10 BPEME HA OpEMEHHOCT ¥ KbPMEHE CaMo aKO T0/13aTa 34
MalKaTa HaJABHMILIABa MMOTEHIHAHUA PUCK 32 IUI0AA HIH KbpMa1CToO.

4.7 EdexTs BbPXY crioco6HOCTTA 32 IIOQHPaHE H pafora ¢ MAIIHHK

ODTAIEJL MoXe [a HaMany BPEMEHHO 3pHTENHATA OCTPOTA. [IalHeHTHTE TpaGBa aa ObAaT NOChBETBAHH
73 He WopHpaT Win paGoTAT C MAIIMHY JI0 B3CTAHOBABAHE HA HOPMATHOTO 3PCHKC.

4.8 HexelaHH JeKaApCTBEHH PeaKNHA
HapymecHus Ha OYHTE

HenocpeacTBEHO ciie/l IPIIOKEHHE Ha IPOTYKTA MOXE 2 C€ NOTyTH MPEXONHO 3aMBIIABAHC Ha
3IPEHMETO, IEKO TTAPEHE WK JIOKATHO IPa3HEHE B OKOTO.

Cpobniasane Ha MOAO3HPAHH HEXEITAHH PEAKIKH
Cpo6ImapaleTo Ha NOAO3HPAaHH HEXEIaHH PEeaKIUH CJIC pa3peilaBaHe 3a ynotpeda Ha JICKapCTBCHHA

MPOAYKT € BakHO. TOBa M03BOJLIBA J1a TIPOIBIDKH HaGTIOIEHHETO Ha ChOTHONICHHETO MO0M3a/PHCK 34
NIEKapCTBEHHS MPOAYKT. OT MEIMUNHCKHTE CIICLMAMHCTH CC N3HCKBA Jia ¢»00ImAaBaT BCAKa NOJXO3HpaHa
HeXeJlaHa pEeaKilyd Ha:

M3 mpIHATENHA areHIMA 110 JJEKapCTBaTa

yi. ,,JlamsH I'pyes* Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

4,9 Ilpeno3mpane

He ca H3BECTHH HUKAaKBH CTPaHMIHY ePeKTH NPH NPeao3HPaHE.

5. @®APMAKOJIOTHYHHM CBOMCTBA
5.1 dapMaKoIHHAMHYHH CBOHCTBA

dapMakoTepanesTHHa rpyna; Jpyr# o TanMoIOrHIHI CPEACTEA, M3KyCTBEHH CBA3M Y OPYTH
neaudepenmpany npenaparu, ATC kox: S01XA20

CHMITTOMHTE Ha CYXO0 OKO, €& MPOABIDKHTETHOTO BPEME Ha KOHTAKT C pOroBHLaTa H
cBojicTBa. 3a Tasu nen OO TATEJ] chanpxa kapboMep, KORTO € KapOOKCHBHHMII 110 /
MONEKYIIHO TETJI0, IOBHIIABAIL BUCKO3HTETA Ha KAlKATa, OBHKHOBEHO M3IION3BAH Mf
neueHHe Ha cyxo oxo. Kankara obpa3yBsa 3a1iTEH B CMA3BAL] (bunM BBpXy POTOBHIRTA.



5.2 OapMAKOKHHeTHYHH CBOHCTBA

TlonoxureHusT edexT Ha KapboMepa 32 YIB/DKAaBaHE HAa BpEMETO Ha KOHTAKT € J0Ka3aHo B KJIHHUYHO
npoyupase (¢aza I). [locturraToTo BpeMe Ha KOHTAKT ¢ pOroBHLATd e ot 12,5 10 45 MuByTH. JlpyrH
hapMaKOKMHETHIHH TIPOYIBaHHA HE Ca IIPOBCKIAHH, TBif KATO [MOPAagH BHCOKOTO MOJICKYJIHO TEIJIO H
OMpeJKEHaTa MoNMMEPHa CTPYKTYPa Ha kapGomepa, He € Bb3MOXKHO TOH 1a MPOHMKHE IAH 1a C¢ HaTpyna
B THKAHUTEC HA OKOTO.

53 IIpeAxJHHHYHH XaHHH 32 0€30NaCHOCT
Toxannara moHOcHMOCT H esonacnoctra Ha OO TAI'EJI ca n3cnensany Ipy 3aMIH ciel €HOKPATHO
APHIOXKEHKE U B MPOYdBaHe, IIPH KOETO € NpHiarad B IPOJB/DKEHHC Ha YETHPH CCOMHIIH, 110 YCTHPH

ITETH OHEBHO. B HITO e1HO OT MPOyUBaHuUsATA He ca HaOmMoaBaHH PEAKLHMH, BDKANM CE HA Nperiapara H
K4aTO LIATO, CHCTEMHATA H JIOKATHA OHOCHMOCT Ha MPO/IYKTa ca OHIH no6pu.

6. SAPMAINEBTHYHH JAHHH

6.1 CHOHCHK HA NOMOITHMTE BEeIIECTBA
beH3ankoHHEB XJIOPHA

CopOuron
JIu3uH MOHOXHIPAT

HatpueB alleTaT TPUXHAPAT
[TomUMBHHEHWIOB aNKOXO0N
Boaa 33 HEKCKIHH

6.2 HechbBMEeCTEMOCTH
HenpunoxuMmo.

6.3 Cpok Ha rogHocT

30 Mecena.
CpoKbT Ha FOJHOCT Ha OTBOpEHaTa GyTHIKA € 1 mecel.

6.4 CuenHAJHH YCJIOBHA HA CHXPaHECHHE

Jla ce cpxpanaBa nog 25° C. Jla He c¢ 3aMpa3sBa. Cpxpaussaiite OyTHIKaTa B KAPTOHEHATA ONAKOBKa, 33
13 Ce mpearna3y OT CBCTHHA.

Mexay OTACIHUTE IPHIOKCHH, OYTHIKAaTa Aa C€ ChXpaHiBa oOBpHATa HaZIOMy B KAPTOHCHATa ONAKOBKa
33 MO-JIECHO IPHIOKEHHE Ha rea.

6.5 Bua H CchAbLPXKAHHE HA ONMAKOBKATA

O®TAIEJI e onaxosas B npo3pausa 6yrnka or LDPE (c BMecTHMOCT 10 ml), cHabaeHa ¢ KanKoMep H
6suta xanatka ot HDPE, zamuTena otT OTBapsHe.

6.6 ChnenHalnH OpeANa3HH MEPKH IpH HIXBBPJIAHC H pabota

Hsama crienaiHid H3UCKBaHH4,

7 IPUTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEBA

Santen Oy
Niittyhaankatu 20,




33720 Tampere
PuHIaHInA

8. HOMEP(A) HA PASPEIEHUETO 3A YHOTPEBA

Per. Ne 20060214

9, JATA HAITBPBO PA3PELIABAHETIOAHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

JlaTa Ha ITLPBO pa3pelnaBaHe: 18 OKTOMBPH 2000 r.
JlaTa Ha MOC/IEHO NOJHOBsABaHeE: 13 CenTeMBpH 2011 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




