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2rTsHHIATERHA ATEHUWS 110 NEKAPCTBATA

Kpamka xapakmepucmuka Ha npogyxma  [lpuroxexua |

Kvm Pez. Ne JJ/?J‘,?/J"

Pa3peweHua Ne

---------------------------------

1. HUME HA JEKAPCTBEHHA NPOAYKT | Ogobpenue Ne ...............

lllllllllllllllllllllllllllllll

Auuknosup Buwkex 30 mg/g Ma3 3a oun

Aciclovir Vision 30 mg/g eye ointment

2. KAUYECTBEH H KOJIHYECTBEH CBbCTAB

AKXTHBHOTO BELIECTBO € auuKNoBup (aciclovir). 1 g Ma3 ceabpka 30 ﬁlg AU KJIOBUP.

3a MLIAHUA CIIHCHK HA IOMOUIHKTE BelllecTBa, BUXK T. 6.1.

3. JEKAPCTBEHA ©®OPMA
Mas 3a oum.

XoMOreHHa Mas, ¢ 05N Wi NoyTH 04N LBAT.

4. KIAHUYHHA JTAHHH

4.1. Tepan¢esTRYHH NOKA3aAHHA

AUMKNOBHp ByokbH Ma3 3a OUM Ce NpHIAra 3a JieYeHHe Ha KepaTHTH, npu4uHeHn ot Herpes simplex virus,
4.2. J{o3upoBXa H HAYHH Ha NMPHJOKEHHE

3a TOKANHO NMPHIOXKEHHE B OKOTO.

EOSHEDBK&

Bwspacmnuu: | cM neHTa oT Ma3Ta TpAOBa Ja Ceé H3CTHCKa B AONHHUA KOHIOHKTHBANEH CaK NeT MLTH Ha JeH
Ha NpubAN3UTENHO 4 (YETHPH)-4aCOBH WHTEpBanH, 6e3 Aa ce rnpuiara HOWHO BpeMe. JIeYECHHETO TpadOBa
Iia IPOABLJIXKH NMOHE 3 AHY clle/l 3a3ApaBABAHE HA JIC3HHUTE.

Meya: Kato npy BL3pacTHH

Hayuenmu 8 cmapyecxa ev3pacm. Kakro MMPpH BB3PaCTHH.

4.3. IlporHBOomOKa3aHAS

ALHMKIOBHp BHXBH Ma3 332 OYM € IPOTHBOMNOKAa3aH NMPH NaLUMEHTH C U3BECTHA CBPBXYYBCTBHTE/IHOCT KbM
ALMKUTOBHD, BANTALIMKIOBHP HITH KbM HAKOE OT IOMOLIHKTE BEIECTRA, H3OPOEHH B TOUKA 6.1.

4.4, CroemHalHM NpeaynpexIcHAS U NpeANa3HA MEpKH NpH ynorpeba

[TauveHTuTe TpabBa Aa Objaar yBEeAOMEHH, Ye HETNOCPEACTBEHO CJICA NMPHI
BL3IMOXKHO J1a MOYYBCTBAT JIEKO NPEXOAHO NapeHe.



[MaunenTute TpabBa Aa WIGATBAT Ja HOCAT KOHTAKTHH JIELIH, JOKATO H3NOA3BAaT ALUMKIOBHDP BikbH Ma3
33 OYH.

4.5. BiammojaeiicTBHE ¢ APYrH JeKAPCTBEHH NPOAYKTH K ApYrd dopma Ha B3aAMoaeHcTBHE

He ca ycTaHOBEHW KIMHHYHO 3HAYHMH B3aHMOACHCTBHA,

4.6. PeprTuanTer, 6peMEeHHOCT H KbpMEHE

bpeMeHHOCT
B nocT-MapKeTHHIOBHA PErHcTbp Ha CHYYaHTe Ha fpeMeHHOCT MMa JaHHH OT NpOoCheasABaHE Ha

GpeMeHHH XEHH, TPeTHpaHu ¢ pasnuyHH (GopMH auMKIOBHp. PerucTpupaHuTe NaHHH HE MOKA3BAT
noeuinasaHe B 6pos Ha BpofeHHUTE AedeKTH NPH Jielia Ha MaiKH, JeKyBaHH C allHKIIOBHP, B CPABHCHKE C
oflara monynauMs, Kato BpOACHHTE AedeKTH He MOKa3BaT CXOACTBO WIH 0COOEHOCT, nmpeamojaraia
o013 NpHYKHa.

Crnopen JAaHHH OT MEXIYHapOAHO TPHETHTE CTaHAAPTHH TECTOBE, IPH CHCTEMHO [IPHJIAraHe Ha
ALMKJIOBUD, HE CE YCTAHOBABAT eMOPMOTOXCHYHH WJIH TEPATOTCHHM e(ekTH npH 3aklii, MTbXOBE WIH
MHLIKH.

deTanHy aHOMAJIMH €A YCTAHOBEHH B MPOBEACHH HECTAHAAPTHH H3MHTBAHUA NPH MNJIBXOBE, CaMO Clen
MpHIaraHe Ha MHOTO BHCOKM, TOKCHYHM 3a Malkara JO3H, MOAKOXKHO. KIIMHHYHOTO 3HAYEHHE HA TE3H
IaHHH HEe YCTAaHOBEHO.

Auuknosup TpabBa ga ce npuiaara no BpeMe Ha OpeMEHHOCT, CamMO KOraTo NOTCHUHAIHHTE MOJ3M
NpeBUILABAT Bh3MOXHHUTE PUCKOBE 32 MIOZA.

KopmeHe
OrpaHu4eHH OaHHM NpU XOpa MNOKa3BaT, “¢ alUKJIOBHp NPEMHHABA B MalHYHHOTO MJIAKO IPH CHCTEMHO

npunokeHue. Benpeky ToBa, eBeHTyalHaTa 103, [IPHETA OT KbPMA4eTo CJCA JIOKAJIHO NPUIOKEHHE Ha
Auuxinosup BiokbH Ma3 3a oun 61 O6Hna He3HaAUKHTENHA.

QeprunuTer

Hama vH(opMaLHug 33 eeKTa Ha aUMKJIOBHP BPXY XKEHCKATa PEPTHIHOCT.,

[Ipu npoyusane Ha 20 Mbxe c HopmaneH Opoff Ha CHEPMAaTO3OHMIHTE € AOKa3aHO, €€ NEPOPATHHAT
ALMKIOBUD, NMPHUJIOXKEH B 1031 A0 1 g AHEBHO 32 NEPHOA A0 LWIECT MECCLa, HAMA KIIHHHYHO 3Ha UM edexr
BbPXY 6pos, MOABHKHOCTTA HIIH MOP(OIOTHATE HA CIEPMATO30MIUTE,

BuXTe JaHHUTE OT KTMHHYHH H3NHTBAHHA NPEACTABEHM B TOMKa 5.3.
4.7. EdexTn Bbp3xy cnocobnocrra 33 moprpaue B paboTa ¢ MAIIAHHA

MasTa 32 O4YH MOXE BPEMEHHO Ja MOBIHAE BbPXY 3PUTENHUTE CNOCOOHOCTH M NMOPaAH TasH NPHYHHA Ce
penopLYBA MOBHILEHO BHUMaHHe NpH wodupane U paboTa ¢ MalIHHH.

4.8. HexenaBEH JeKapCTBEHH PEaKNBH

Hexenanute peakiuy ca H3bpoens no-gony ceriaacHio MedDRA xiacudukaumsTa no opranid ¥ CHCTEMH
H 10 4ecToTa.

CnenHata TEpMHHONOTHA € Bh3NPHETA NPH KNAacCHOHIMPAHETO HA HEXEeIaHUTe ePeKTH M0 OTHOEHHE Ha

(>1/10 000 go <1/1 000), mHoro peaku (<1/10 000).




HexenaHuTe AEKapCTBEHH peakiMK ca MOAPeAeHH N0 YECTOTa CMOpea AAHHH OT KIIHHHYHH M3IHTBAHHA C
alMKJIOBUP Ma3 3a oud. [Topaan ecTecTBOTO Ha HabMIORABaHHTE HEXENaHH Peakluy, HE € BEIMOXHO Aa
ce ONpeAcind HEABYCMHCIEHO KOM peaKklMH ¢a CBbp3aHH C MPHIOKEHHETO Ha MCIUKAMCHTa M KOH Ca
CBBLp3aHM cbC 3abonssaHero. J[aHHHWTE OT CMOHTAHHM ChOOLIEHHMA ca H3NON3BAHH XaTO OCHOBA 33
onpenendHe YECTOTATA HAa HeXKeNaHNTe peakUHH, HabnoJaBaHy B NOCT-MapKETHHIOBUSA IIEPHOA.

Hapymennsa Ba HEMYBEHATA CHCTEMA
Mrno20 pedxu: Gbp3u peakLMH Ha CBPbXUYBCTBHTENHOCT, BKJI. aHTHOCJEM W YPTHKApHAL.

HapyuieHHAs HA OYHTE
Mnoz20 yecmu: NOBBPXHOCTHA TOYKOBHAHA KepaTonaTH4.
T He e Hanarana paHHO NPEKPATABAHE HA JIEUEHHETO H € 03/IpaBaBasia 0€3 NocIeACTBH.

ecmu: NpexoAHo JNEKO IMapeHE Ha OYYHTE, HACTBNBAI® HENOCPECACTBCHO CJEA IIPpHIOKCHHC,
KOHIOHKTHBHT.

Peoxu: 6Gnedapnr.

Chob6maBaHe HA MOJO3HPARA HEXKEJAHH peaKIHH

Cpo61aBaHeTo Ha MOAO3UPAHH HEXENaHHU PeakLMH clell pa3pelaBane 3a ynorpeba Ha neKapCTBEHHA
MPOAYKT € BaxkHO. ToBa M03BOJIABA J1a MPOAB/UKH HaO/MIOACHHETO HAa CHOTHOLIEHHETO HON3a/pHCK 34
JlexapcTBeHns npoaykT. OT MEAMLHHCKHUTE CIELUATHCTH C€ H3NCKBA /ia ChoOINaBaT BCAKA NOJ03HPaHa
HeXXeJlaHa peakuud Jypes:

HManbaHuTeNHA arcHLUH MO NEKapCTBATa
yn. ,,Jdamsax Ipyes® Ne 8

1303 Codmus

Ten.. +35928903417

yeGcahT: www.bda.bg

4.9. IIpego3upane

He ce ouaksarT HeGnaronpuaTH# edekTH AOpd B ciydyall Ha NOrjbilaHe Ha LAJIOTO ChAbpXaHHe Ha
OMaKOBKAaTa.

Benpekn TOBa, ja Ce MMa MpeABHA, Ye CIy4aiHOTO, MHOTOKpaTHO INPEeAO3HpaHEe Ha MepopalcH
AUMKIOBYP, B NMPOARDKCHHE Ha HAKOJKO JAHHW, € JOBENO [0 CTOMALIHO-4YpPCBHH ethextd (rafieHe H
noBpbliane) W HespodorudHH edektH (rmaofonue U oOBPKBaHE). ALMKIOBHp C€ NUaNH3Hpa "pe3
XeMOoAnanus3a.

5. @®APMAKOJOTHYHHU CBOMCTBA
5.1. dapMaxkoRrHHAMHYHH CBOACTBA

dapMakoTepanesTHyHa rpyna: OQTanMONOruvHH, AaHTHHHGEKUMO3HH CPEACTBA. AHTHBHDYCHH
npoaykt, ATC xoa: SO01ADO3

ALMKIOBHP € AHTHBHPYCEH NMPOAYKT ¢ BHCOKA in Vvitro aKTHBHOCT cpewty Herpes simplex virus (HSV),
TMN | ¥ THO 2, HO TOKCHYHOCTTA MY CIIPAMO KJIeTKMTe Ha 003aHHHUIIMTE € HUCKA. -

Cnea xaTo HocTsiiM BbB HHbEKTHpaHAaTa ¢ Xeprnec BHPYC KINETKa, alHKIIOBHDP
AKTHBHHAT MeTabonuT auukinosup Tpudocdar. [IspBHAT eTan Ha TO3H NpoLeEC 3
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Ha BHPYCHO KOJHpaH €H3UM TMMHIWH KHMHa3a. AUMKJIOBMP TpHdochar AedicTBa KaTo cybcTpar M
nuxubutop Ha xepnecBupycHara JHK-monumepasa, Karo no TO3H Ha4YyHH BBL3NPENATCTBA NO-
HataTbluHaTa perukanus Ha sapycHara JIHK. Tesn peakuuu He BAMAAT Ha HOPMATHHMTE KNCThYHH
IPOLIECH.,

5.2. @OapMaxkOKHHETHYHH CBOHCTBA

AnmkIoBHp ce abcopbupa 6bp30 0T ouHaTa Ma3s Ape3 eNUTENHES CI0H Ha POTOBHIATA H NOBBLPXHOCTHHTE
OYHH ThKAHH, KATO B Ppe3yiATaT Ha TOBAa BbB BBTPEOYHATAa TEHHOCT ¢¢ AOCTHraT BHPYCTOKCHMHH
koHUeHTpauuyu. Cnea NOKaJHO NPHIOKEHHE HE € BB3IMOXHO Jia ¢ OTKPUE ALHKIOBHD B KpPBBTA ChHC

CBIIECTBYBAIIHTE METOAH, HO KOJMYECTBA B CNSIM C& OTKPMBAT B ypHHara. Tesu HHBA obaue, He ca
KJIIMHUYHO 3HAYHMH.

5.3. IlpenxkARBHEYHE JaHHH 3a OesonacHOCT

Peayntature OoT ronsaM Gpoif MpoyuBaHHA 3a MYTAr€HHOCT in Vitro u in vivo TNOKa3Bart, € alHK/IOBHp He
NpeCTaB/IABa PUCK 3a FeHOMa MpK YOBEKa.

B npoBefeHHTE NPOYYBaHHA 3a NPOABIKHUTENEH NEPHOA OT BPpEME NIPH MULIKK H MIBXOBE He e yCTAHOBEH
KaHleporeHeH e(eKT Ha allHKJIOBHP.

I[Ipu ONMUTH NPH ILYBXOBE ¥ KydeTa ¢ alKKIOBHD B I03H, MHOTOKPaTHO HAIBHILIABALIH TCPaNeBTHYHHTE, CC
ycTaHOBABAT oOpaTHMH edeKTH BBLpPXY CNEpMATOreHe3ara, acolUUpaHy C obuia MHTOKCHKaUus, IlpH

H3C/eNBaHe HA [BE TMOKOJEHMS MHIIKA C MEpOpaicH MpUeM Ha allHKIOBHP HE Ca YCTAHOBEHH e(eKTH
BHPXY pepTUNUTETA.

CHCTEMHOTO TNPHIOXKEHHE Ha AaLHKIOBHP B MEXAYHapOAHO TIPHETHTE CTAHAAPTHH TECTOBE He
MpeAN3BUKBA eMOPHOTOKCHYHH HITH TEPATOreHHH edeKTH NIPH TTEXOBE, 3aHIlH WIH MULUIKH.

deTanHY aHOMAJIHH €2 YCTAHOBEHH B NMPOBEACHH HECTAHJAPTHH H3NUTBAHHA MPHM IUTBXOBE, CAMO CJIC]
NpUIaraHe Ha MHOTO BHCOKH, TOKCHYHH 32 Mailikata A03H, NoAKoxHO. KNHHUYHOTO 3HAUCHHE Ha TE3H
IaHHH Hee YCTaHOBEHO.

6. OAPMAIIEBTHYHHN NAHHHA

6.1. ChnHChK HAa IOMOIIHHATE BeIecTBA

ban Mek napaguH

6.2. HecbLBMECTHMOCTH

Hama onncaHH.

6.3. Cpok Ba rogHOCT

3roZMHH.
Cpok Ha rofHOCT clieJ] IbPBO OTBaPAHE HA OMAaKOBKATA — 28 NHH.

6.4, CrnenHajJHH YCAOBHA HA ChXpaHeHHE
[pu TeMneparypa noa 25°C.

6.5. BuAa B chbABPKAHHE HA ONAKOBKATA




AnymuHHReBa Ty0a ¢ KaHIONa, ChABPKaILa 5 g aunkiosup 30 mg/g mMa3s 3a ouu.
Bcaka eqHa Ty6a € omakoBaHa B KAPTOHEHA KYTHA.

6.6. CrnenuajHH NpeANa3ZHH MEPKH NPH HIXBLP/AAHe H pabora

Hama cneuuaiHy U3IHCKBaHUA.

HensmonsBaHMAT NEKAPCTBEH MPOAYKT WK OTNAaIB4YHUTE MaTepuand oT Hero TpAdBa na ce U3XBBLPIAT B

ChOTBETCTBUE ¢ MECTHMTE U3HCKBAHHA.

7. TIPHUTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA

AHTHOHOTHK-Pasrpan Al

Oy ,,Anpuncko secTanue” Ne 68, oduc 201

7200 rp. Pasrpan, bearapus

8. HOMEP HA PASPEIHIEHHUETO 3A YIIOTPEBA

Per. Ne: 20190213

9. JTATA HA IIBbPBO PA3PEIIABAHEMOJXHOBSIBAHE HA PA3SPEINEHHETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pazpewaBane: 02.10.2019
JlaTa Ha nocnegHo noaHosaBaHe: 08.04.2024

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

KOuu, 2024 r.




