KPATKA XAPAKTEPHUCTHKA HA ITPOJIYKTA

1. AME HA JIEKAPCTBEHHA NPOAYKT
Aptenak 3,2 mg/ml kanku 3a o4H, pa3TBOP

Artelac 3,2 mg/ml eye drops, solution

2. KAYECTBEH H KOJIHYECTBEH Ch{CTAB J
1 ml ot pasTBopa cpabpxka 3,20 mg xunpomenosa (hypromemp
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Bucko3uTeThT Ha pa3TBOpa € B rpaHuluTe Mexxay 6 1 11 mPa s

[ToMOLI{HNM BewlecTBa ¢ U3BECTHO AelicTBUe: AuHaTpueB docdar JoAeKaxXHAPAT U HaTPHEB
auxuaporengocdar auxuapat (0,051 mg pocdaTH BHB BCAKA KaNKa, KOMTO ¢a €KBHBAIEHTHH Ha 1,84

mg/ml).

3a ITbJIHHA CIIMCHK Ha MOMOLLHUTE BEIECTBA BUKTE Touka 6.1.

3. IEKAPCTBEHA ®OPMA
Kaniu 3a oum, paztBop

4. KINHUYHHU JAHHHA

4.1. TepanieBTHYHH NOKA3aHHA

CHMNTOMATH4HO NIEYeHHE HAa PeHOMEH Ha M3CYllaBaHe HA KOPHEATA U KOHIOHKTUBATA (“CHHAPOM Ha
CYXOTO OKO”), KOHTO C€ IIPUYMHSBA OT HapylleHa CAb3HA ceKpenns U PyHKLHOHAIIHY HApYILIEHHS,
AbJIKAllK C€ HA TOKATHH HIIH CUCTEMHH 3a00N9BaHusA, UK NPUYMHEHH OT HEAOCTATHYHO W/IH HEMTBIHO

34TBAPAHC HA K/Cra4a.

HapnaxHABaHEe H NOBTOPHO HaBJIaXHABaAHC HA TBBEPAH KOHTAKTHH JICIIH.

4.2. {o3MpOBKA H HAYHH HA NPHJIOXKEHHE

ﬂOlﬁH POBKa

B cnyqaﬁ, HC HE C TIPEANMUCAHO APYIO CC HHCTAJIMpA €1Ha KallKa B KOHKOHKTHBAJIHHA CaK 3 o 5 mbTH

IHEBHO HJIH MO-YE€CTO, aKO € HEOOXOAUMO.

JleyeHHETO Ha CHHAPOMA Ha CYXOTO OKO M3HUCKBA HHAHBHAYAJICH A030B PCKHM.

KaTo usno, 1padBa na Obae W3BLPIISHA KOHCYJITAIIMA ¢ OQTAIMONOTr, KOraro ¢e ynorpebdasar OYHHTE
KallkH ApTenak 3a Ne4eHue Ha “CHHAPOM Ha CYXOTO OKO', KOETO HOPMAJIHO ce NPeBpLLia B

NPOABIKHATCIITHO HIH IEPMAHCHTHO JICUCHHC.

ApTEJ’lal{ MOXKE [a C€ U3I0JI3BA 34 MOBTOPHO OBA&XKHABAHE HA TBEPAH KOHTAKTHH JICWIH, be3 OI'paHHYCHHE

Ha MPOAL/DKHTENHOCTTA HA NPHITOXKEHUE.

IIOHE 15 MUHYTH, npeay Ja ' NOCTABAT OTHORBO,




4.3. IlpoTuBonoKaszanng

CBp'bX'-ljfBCTBHTEJIHOCT KbM AKTHBHOTO BEILUECTBO HJIH HAKOC OT INOMOUHHUTE BEINCCTBA, HSGI}OQHH B TOYKaA
6.1.

4.4. CnenManHy OpeAyNpPexACHNAS H NPeINA3HA MePKH NIPH YHoTpeba
He ca usBeCTHM.

4.5. B3aaMojeHcTBHE ¢ APYTH JIeKAPCTBEHH MPOAYKTH H APYTH ¢opMHA Ha B3aHMOJAEHCTBHE
He ca W3BeCcTHH.

B ciyuaii, Ye ce npuiara CbBMECTHO ¢ APYTH JIOKAIHH O TaJIMOJIOIHYHH J€KaPCTBEHU NPOLYKTH, ApTesak
TpsAORa BUHArH Aa ObJIe NOCASAHNS NIPHIIOXKEH IEKaPCTBEH NPOAYKT — CJIe[ HHTEPBaJ OT MPHOIH3HTEIHO
15 MMHYTH; IO TO3H HA4YMH BPeMETO 3a NPeCTol, T.€. OBTAKHABALLHAT eeKT, He ce CKBbCABA.

4.6. PepTHIHTET, OPEMEHROCT H KbPMEHE

Hsma pHck, cBbp3aH ¢ ynorpebara Ha Aprenak 1o BpeMe Ha OpeMeHHOCT H KbpMEHeE, ThH KaTo
XHIIPOMENo3a He ce pe3opbHpa 1 nopaau TOBA HAMA CHCTEMHA HATMYHOCT.

4.7. EdexTn BHPXY cnocofHocTTA 32 WIodHpaHe H pafoTa ¢ MAIMHA

JlopH KOraTo c€ Npuiara Kakro € IoKa3aHo, J1eKapCTBEHHUAT NPOAYKT MOXeE A3 IIPHYHHH IIPEXOAHO
3aMBIVISBAaHE HA 3PCHHUECTO, Upes oOpa3yBsaHe Ha HBHIM, H MALHEHTHLT He TpadBa Aa wodupa, 1a HIBLPUIBA
aeitHocTH Oe3 CUrypHa ornopa v aa paboTu ¢ MalluHMU.

4.8 Hexenanu JiekapcTBeHH peaKHHH

HexxenaHuTe peaklivi ca kinacHpHIHpPaHH 0 YecToTa ¢briiacHo MedDRA koHBEHIHATA:

Hapyinenns Ha UMYHHATa CHCTEMA

Muoro penku (<1/10 000): peakiisiv Ha CBPBXUYYBCTBHTENHOCT.

AprTenak ChAbPXKa UETPHMHUA KaTO KOHCEPBAHT, KOHTO MOXKeE J1a IPpHYMHH OYHO ApasHeHe (napexe,
3aUEPBABAHE, YCeIlaHe 3a YyXKA0 TA/10), 0COOCHO KOraTo e H3MoJ3Ba YeCTO HIH 32 JbJIBI NEPHO, U MOXKeE
/12 YBpeA# eNHTena Ha kopHesaTa. [1o Tasu npuyiHa, 3a NpoabKHTENHO JeYeHHe Ha XPOHHYEH CyX
KEpaTOKOHIOHKTUBHT TPADOBa fa ce mpeAnovHTaT JIEKAPCTBEHU NPOaYyKTH, H€3 KOHCEPBAHTH.

Cnyuan Ha kanuugHKalLKA Ha pOroBHLIATA ca ChOOHIaBAHM MHOTO PAJIKO BbB Bpb3Ka ¢ YNoTpebara Ha
hochar-CrabpKAILHM KAMKH 338 OYH [TPH HAKOH NALHEHTH CbC 3HAUMTENHO YBPEKIAHE HA POrOBHIATA.

CboOuiapae Ha NOAO3UPAHH HEKEIAHK DEAKIIHM
CrofliapaHeTo HA NOAO3HPAHH HEXENaHH peaklMH Cie/l pa3pelliapaHe 3a yrnoTpeba Ha JIeKapCTBEHHS
NpoAYKT € BaxHO. Tora no3eosgBa Ja NpoIb/DKH HAGMIOAEHHETO HA CHOTHOLIEHHETO ITONI34a/PHCK 3a
NIEKapCTBEHUA NMPOoAYKT. OT MeUIMHCKUTE CIIEIHAIHCTH Ce H3HUCKBA Ja ChODIaBaT BCAKA IOJ03HpaHa
HEXKETaHa peaKurs 4pes

M3nbaHWTENHATA areHIUs 110 IeKapCTBAaTa,
yi. ,. Jamsan I'pyes” Ne 8,

1303 Codmua,

Ted.: +35928903417,

yebcaiT: www.bda.bg.




4.9. I1peno3npane
Hama nannn,

5. DPAPMAKOJIOT'HYHHM CBOMCTBA

5.1. PapMaKkOXHHAMHYHE CBoOlCcTBA

dapMakoTepaneBTHYHA TPYNA: H3KYCTBEHH ChJI3H,
ATC kox: S01XA20

XHIPOMENO32 € YAaCTHYHO METHIIMPAHA M XHAPOKCHIIPOIIHIHPaHa LelTyJio3a.

B 31paBOTO 0KO, MOBLPXHOCTTA HA KOPHENTA C& OBJAXHABA OCHOBHO OT MYLIHH, KOUTO CE IPOH3BEKA B
KOHIOHKTHBaTa. MynuHBT ce aGcopbrpa Ha MOBBPXHOCTTA HA KOPHEATA M 06pa3yBa XuApodHIHa
MoBbPXHOCT. IIpH “cyxoTo 0k0”, M 0cOBeHo B ciiy4ail Ha Ae(UUHNT HA MYLIHH, € HOKA3aHO MPIIIOXEHHETO
Ha U3KYCTBEHH CBbI3H. B TOBA OTHOLIECHHE Ca BAXHH H TAXHATA HOBLPXHOCTHA AKTHBHOCT, H
aIcCOpPOLMOHHATE HM CNOCOGHOCT. XHNPOMEN03aTa & 0Co0eHo MONXONAIA. XHIPOMENo3aTa HMa ¢$u3HKo-
XHUMHYHO NICHCTBHE U IPHYMHABA, BbB BOAHH PA3sTBOPH, HAMAJIEHO MOBLPXHOCTHO HAMPEKEHHE, KAKTO U
NOBHILEH BHCKO3HTET. XHIIPOME03aTa NIpHilensa 100pe KbM KOPHESTa H KOHIOHKTHBATA U BOIH [0
a[ICKBATHO OBNaXKHABaHe. CHMNTOMHUTE HA JApa3HeHe, IPHYMHEHH OT MUTaHe, KOUTO CE HaboAaBaT B
CITy4al Ha HEJIOCTATBYHOCT Ha Cb3HA TEYHOCT C¢ HAMANABAT 110 TO3H Ha4MH, H ce NpodHIaKTHpAT
MOCIEABALIUTE CHMIITOMU Ha H3CyLIaBaHe HA erHTeNa.

5.2. PapMaKOKHHETHYHH CBOiiCcTBA

Pa3uyHU aBTOpH Ca H3ywaBa/ii CHCTEMHATA (JapMAKOKHHETHKA Ha XHIIPOMEN03a TPU MOPCKH CBHHYETA,
Ky4€Ta H 3allI1 W ca noKa3ad, Ye HAMA ThKaHHA a6copOLusL.

5.3. lpeaxaunuIHH NaHHH 33 Ge300aCHOCT

llpoyuBanhs in vitro U3BBPIIBaKH, 3a Aa Gbe NPOYUYEHA LIMTOTOKCHYHOCTTA IOKA3BaT, Y€ XHIPOMEN03a ce
[IOHACA MHOTO A00pE OT KOpHEATa Ha TeNe H 4oBeK. He € OTKpHT ceHCHOHNM3HpAL] IOTEHIHAN [P
IPOY4BaHHA, MPOBEACHH ¢ MOPCKH CBMHYETA.

bakTepuaneH TecT 3a MyTareHHOCT (Ames TeCT) € IIpaBeH, 24 Z1a C& YCTAHOBH MYTAreHeH TOTeHIHAN, 1
MPEACTABA OTPHLATENHY pe3ynTaTH. BeIpeku ye, OlleHKaTa Ha TO3H NOTEHLHAJIEH PHCK, HE € Bb3MOKHA
caMo Ha 6a3aTa Ha TOBa IPOYUBAHE, MYTArEHHHUAT NOTEHIHAN MOXe 1a 66 H3KIIOUeH NOpalu
HaCTOsINATa XUMHYHA CTPYKTYDA.

6. PAPMAIIEBTHYHHY JAHHHA
6.1. CoschbK Ha MOMOIIHHATE BELIECTBA

HleTpumia

HuHatpues docdar qogekaxuapar
Harpuer muxmaporendocdar nuxuapar
HUHaTpueB efgeTar

Copbuton

Boaa 3a HHXEKUHH.

6.2. HecrBMecTHMOCTH
He ca u3BecTHH




6.3. Cpok Ha rogHoCT
B HeotBOpeHa nacTMacoBa OyTHIIKA, IEKAPCTBEHHAT NPOAYKT ¥Ma CPOK Ha FOHOCT 2 TOIAMHH.

Llect ceqMuLy clien TbPBOTO OTBApsHE HA GYTHIKATA, BCAKO OCTAHANIO KONHYECTBO KAMNKH 33 04K TpAOBa
Ia Ob4e U3XBBPIAEHO.

JlekapcTBEeHHMAT MPOAYKT He TPAOBA 14 Ce W3MON3RA Clie]] H3THUAHE HA CpOKa Ha rOJTHOCT (BH3 BTOPHYHATA
ONAKOBKA U €THKETA).

6.4, CnienHa/IHH YCI0BHS H2 ChXPaHeHHe
Jla He ce chXpaHsBa npH TeMneparypa Han 25°C.

6.5. Bua M chALPXKAHHE HA ONIAKOBKATA
OnakoBka, ceappkama 1 wim 3 nnactmacosy (LDPE) 6yTunxu ot 10 ml.

He BcHYkH BHAOBE OMakOBKY MOTAT /1a 664aT NYyCHATH B nponaxoa.

6.6 Crieuuannyn NpeanasH# MEPKH NpH H3XBLpAsHe/n pafoTa
Hsima cnenpanHi H3MCKBaHMSL.

7. HPUTEXATEJI HA PA3PENIEHUETO 3A YIIOTPEBA
Dr. Gerhard Mann chem.-pharm. Fabrik GmbH,

Brunsbuetteler Damm 165/173, 13581 Berlin,
I'epmanus

Ten.: +49 (0)30 33093-300
Qakc: (++49) (30) 33093-350

8. HOMEP(A) HA PASPEIIIEHHUETO 3A YIIOTPEBA
20050325

9. AATA HA IIBPBO PA3PEINABAHEMIOAHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

Hara Ha nepBo paspeitenre: 01.06.2005 r.
JlaTa Ha nocnenHo noaHoBsBaHe: 26.04.2011

10. TATA HA AKTYAJIN3HUPAHE HA TEKCTA




