KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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2, KAYECTBEH H KOMIHYECTBEH CHCTAB

AKTHBHOTO BELUECTBO € alMKNOBUp (aciciovir). 1g Ma3 ceabpxa 30 mg allHKNOBHP.

34 IBJIHHUA CIMUCHK HA [TOMOIUHHTE BEIHECTBA, BHXK T. 6.1,

3. JEKAPCTBEHA ®OPMA

Mas3s 3a oui.

XOMOreHHa Maz, ¢ O WK TToYTH §sAn NBAT.

4. KJAHHWUYHHA JAHHHN

4.1. TepaneBTHUYHH NOKA3aHHUS

AnHKIoBHp BixbH Ma3s 3a ouH ¢ npunara 3a JIeUCHUE Ha KEpaTUTH, NpHYHHEHH OT Herpes simplex virus,
4.2. Jo3HpoBKA 4 HAYHH HA [TPHI0KEHHE

34 AQKANHO NPUNOKEHUE B OKOTO.

L I;GBH pOBKA

Bwapacmnu: 1 ¢M neHTa OT Ma3ta TpsaOBa Oa ce H3CTHCKA B NOJHUA KOHIOHKTHBAIEH CAK NET MBTH Ha JIEH
Ha NpHOJH3KTENHO 4 (YETHPHU)-4acOBH HHTEpBaiH, Oe3 Ja ¢e npHaara HowHO BpeMe. JledeHHeTo TpaOBa
A NPOABLLKY TOHE 3 AHH CHEJ 3a34PaBsBaHe Ha JIE3UUTE.

leya: Kato npu Bp3pacTHH

layuenmu 8 cmapuecka sv3pacm: KakTo NpU Bb3PaCTHH.

4.3. IIporuBomokazanns

AUMKIOBHD BHXbH Ma3 3a QUH € TIPOTUBONIOKAZAH TIpY NMALUSHTH C W3BECTHA CBPbXUYBCTBHTEIHOCT KBM
AUMKNOBHD, RANARMK/IOBHP UJIH KEM HAKOES OT MOMOLUHHTE BELIECTBA, H30pOeHH B Touka 6.1.

4.4, Chnenmanun IpeaynpeRIeHUs ¥ Npeanasiu MepKH npH ynorpeda

ITannenture TpabBa na OBNAT YBEAOMEHH, Y€ HEIIOCPEACTBEHO Clell MPUJIATAHETO HA OYHATA Ma3 €
BE3MOXKHO J1a TIOYYBCTBAT JEKO PEXOIHO NTapeHe.




[TaimenTHTe Tpabpa Aa H30ArBaT 44 HOCAT KOHTAKTHH JICIIH, AOKATO H3N0J3BaT AIMKIOBHp BHXEBH Ma3
33 OYH.

4.5. B3anmMoJaeHcTBRHE C APYrH JEKAPCTBEHH NPOAYKTH H ADYIrH GOPMH HA BIaUMOAEHCcTBYE

He ca ycTaHOREHH KIHHHYHO 3HAYHMH B3aHMOJECHCTBHS.

4.6. depraaureT, peMEHHOCT H KhPMEHE

bpemennoct
B noCT-MapKeTHHIOBMA PETMCTHP Ha CIAYYaWTe Ha OpEMEHHOCT HMA JAHHM OT [pPOCIcAsSBaHE HA

OpEMEHHH KEHM, TPETUpPaHH C Pa3NMYHH (POPMH AUMKIOBHp. PerMcCrpHpasHuTe JaHHM HE NOKAa3BaT
MOBHIIABAHE B Opos Ha BpoAcHWTE AcdexTH NpU AcUa Ha Maliky, JexyBaHH ¢ alKKIOBHD, B CPABHCHHE C
oflllaTa noOnyjalHa, Karo BPOACHMTE ACPCKTH HE MOKA3BAT CXOACTBO MM OCOOCHOCT, Npelnojarauma
ofIa npH4YnHa.

Cnopea AaHHH OT MEXIYHAPOAHO NPHETHTE CTAHAAPTHH TECTOBE, NPH CHCTEMHO I[IPHJAraHe Ha
ALIHKJIOBHP, HE C€ YCTAHOBSBAT eMOPHOTOKCHYHA HJM TEPaTOr¢HHH e(heKTH NpH 3aHu#, IILXOBE HIH
MHLLKHY.

(DeranHy aHOMaNWH €& YCTAHOBEHU B NPOBEACHH HECTAHJAPTHH HM3NHTBAHMWA OpH ILTBXOBE, CAMO ClIE[
IpMlaraHe Ha MHOTO BHCOKHM, TOKCHUYHM 3a Maikara JO3H, MOZKOXKHO. KIMHHHYHOTO 3HAYCHHUE HA TE3M
JAHHH HE € YCTAHOBEHO,

AUHKNIOBHp TpsOBa Ja ce mpunara no BpeMe Ha OpPEMEHHOCT, CaMO KOrare MOTEHLHAIHHTE HOJ3H
PEBHINGBAT BEIMMKHATE PHCKORE 34 MIOHa.

Krpmene
OrpaHHyYcHHA OAHHH TIPH X0pa NOKAa3BaT, 4¢ allMKJOBHp NIPEMHHABE B MAH4YMHOTO MJLIKO IPH CHCTEMHO

NpAIoKeHHe. BENpexkH ToBa, €BeHTYaHATA 1034, NPHETA OT KbPMAYETO CJICH JIOKANHO IIPHIOXKEHUE HA
AUHKIOBHp BikesH Maz 3a 0un 6u Ouna He3HAUUTEAHA.

EETHJIHTET

Hama urdopmannd 3a edekTa Ha aUKIOBHD BBPXY JKEHCKATa PepTHIIHOCT.

Ilpn npoyusane Ha 20 MBXe ¢ HOpMaleH OpOH Ha CHEPMATO30HAMTE € AOKA34HO, Y€ NEPOPATHUAT
ALIMKIOBHD, [IPAJIOXKEH B A03M 0 1 g AHERHO 3a nepHoJ A0 IECT Mecelld, HIMa KTHHHYHO 3HaYMM e(eKT
BBPXY Opos, TOABAKHOCTTE Wi MOPDONOIMUATa Ha CIEPMATOZOMANTE.

ByXTE JAHHUTE OT KNHHHYHH H3NUTRAHUAA NPSACTABEHM B TOUKA J. 3,

4.7. Edekrn Bppxy conoco6nocTTa 32 IModupane H paboTa ¢ MAIIKHHH

Ma3T1a 32 O4H MOXKE BPEMEHHO 13 MOBJIMAE BLPXY 3PHTEIHHTE COOCOOHOCTH H NOPAAH Ta3H NMPHYHHE CE
NpenopLYBa NOBHUIEHO BHUMaHUE IpE modupane u paboTa ¢ MallHHA.

4.8. HexenanH 1eKapCTBEHH PEAKIHH

HexenanuTe peakiidy ca u30poeny no-a10iy csriacio MedDRA xnacupuianuara no OpraHy ¥ CHCTEMH
H MO YeCTOTA.

Cnenguara TEPMHHOJIOI‘HH e mnpﬂe'ra MpH xnacntbnuupaﬂem HA HEXenaHuTe eexTH mo OTHOILCHHAE Ha

(>1/10 000 no *'~’-1f' 1 000), meOTrO peﬂm (<1/10 000),




HexenaHute NE€KapCTBEHH PEaKMH €A NOAPEACHH MO YECTOTA CIIOPeA AAHHM OT KIIMHHYHH A3MTHTBAHHUSA C
aMKIIOBHP Ma3 33 o4d. ITopagu €cTecTBOTO Ha HAOMIOAABAHMTE HEKEIAHH PEAKLIMH, He € Bh3MOKHO Aa
Ce Onpeaenn HeJABYCMHCICHO KOHM pPEakiliM ¢a CEbLP3aHH ¢ NPUIIOKEHHMETO HA MEAMKAMEHTA H KOH ¢4
CBEp3aHH CBC 3a00ngBaHETO. JaHHWTE OT CHOHTAHHH CHOOLUCHHMA C2 H3NON3BAHM KarO OCHOBA 3a
OnpeAelsiHe YCCTOTATA HA HEXENIaHUTE Peakiuy, HaONOAaBaHH B [TIOCT-MAPKETHHIOBUA NEPHO.

HapyileHHA HA HMYHBHATA CHCTEMA
Muozo pedxu: 6bpan peakilii Ha CBPhXYYBCTBHTENHOCT, BKJL. @HIHOEEM M YPTHKApHA.

Hapyinenus Ha 0YHTE
Mruozo vecmu. NOBbPXHOCTHA TOYKOBHAHA KEPATONATHA.
T4 He e HaJlarajla paHHO IPEKpaTaBaHE Ha JeYeHHETO H e 03JpaBapajia be3 nocnejcTeus,

Hecmu: NpEXOJHO JICKO MNAapEHE Ha O4YHUTE, HACTHIBALO HCMOCPEACTBECHO CJiell IIPHIIONKCHHL,
KOHIOHKTHBHT.

Pedxu: bnedapur.

CrofmaBaHe HA NOAOIHPAHH HEKEHAHH PEaKIHA

Cro0IaBaHeTo Ha NOJO3HPaHHN HEXENaHU peakllMi Clel pa3pellaBaHe 3a ynotpeba Ha IeKapCTREHHS
NPOXYKT € BaxHO. TOBA I103BO/ISRA 1A NPOABIDKH HAOIFOACHHETO Ha CHOTHOLUEHUETO TIO3a/PHCK 32
NeKapcTBeHHA NPOAYKT. OT MEAHLIMHCKHTE CIelMaICTH CE& H3HCKBA Jia chobmasaT BCska MoJo3HpaHa
HEXEIAaHa PEaKLus upes.

H3mBJIHMTENIHA areH1Us No JICKapeTBaTa
ya. ,,JlamaH ['pyes™ No 8

1303 Copus

Ten.: +35928903417

yeGcatiT: www.bda.bg

4.9. Iipego3upane

He ce ovaxear HeGaaronpusaTHH edeKTH aopu B Cly4yall Ha NOrIbLLIAHE HA LAIOTO ChAbPXKAHHE Ha
OIIaKOBKATA.

Bbopexkd TOBa, JAa C¢ MMa NpeABHA, Y€ Ciy4alROTO, MHOrOKpaTHO MpEeAO3HpaHe Ha NepopalieH
allMKIOBHP, B NPOABIDKEHAE HA HAKOIKO JHH, € IOBEIO OO0 CTOMAINHO-YPEBHH €(eKkTH (rajgeHe H
NOBPHIIAHE) H HEBPOJSIOTHYHH eeKTH (rinasoOoiine H OOBEpKBaHe). ALMKIOBHP €€ IHATH3Hpa 4pe3
XeMOAHAJIH3A.

5. (PAPMAKOJIOT'HYHH CBONMCTBA

5.1. @®apmMakoJAHHAMHMHH CBOHCTBA

dapmakoTepaneeTHuHa rpyna:  O@raiMonoruyHd, aHTHHH(QEKUHO3HM CpelcTBa. AHTHBHPYCHH
npoaykTh, ATC xoa: S01ADO3

AIMKIIOBHD € aHTHBHPYCEH NMPOAYKT C BHCOKA in vitro aKTHBHOCT cpelly Herpes simplex virus (HSV),
Tin 1 ¥ THO 2, HO TOKCHYHOCTTA MY CIPAMO KJIETKUTE HA DO3aMHALUTE € HUCKA,

Cnel KaTo NMOCTENH BbB MH(EKTHpAHATa ¢ XEPNEC BHUPYC KIETKA, AlLMKIOBHpP CE ¢
AKTUBHHAT MeTabomuT anMknoBup Tpu$ocdar. ITEpBAAT €Tal HA TO3M NPOLIEC 338BHCH



HAa BHPYCHO KOAMpaH €H3MM THMMJMH KHHaza. Auumiiosup tpuocdar aefictea xaro cybcrpar 4
nHxuOuTOp Ha xepmecsupycHara JIHK-noauMepasa, Karo no TO3M Ha4YMH BB3NPENITCTBA [10-
HATATHIUHATA pernnukaumus Ha pupycHara JHK. Tesd peaknuM He BIMAAT HA HOPMAIHHTE KNEThYHH
POLIECH.

5.2. PapMaKOKHHETHYHH CBOHCTBA

AHnuxiosHp ce abcopbapa 6bp20 0T OUHATA Ma3 NPE3 ENUTEIIHHA CIOH Ha POrosyIaTa H MOBLPXHOCTHUTE
OUHH TBKAHHM, KATO B pE3YJTAT HA TOBA BBE BHTPEOYHATA TEYHOCT €€ AOCTHrar BHPYCTOKCHUHH
KoHIEHTpaunH. Cnel JIOKATHO NPHJIOKCHHE HE € BL3MOXKHO Ja CE OTKpHE ALMKIOBHP B KPHBTA ChC
ChIUECTBYBAIIHTE METOJH, HO KOIHYECTBA B CIIEAH C& OTKPHBAT B ypuHaTa. Te3n HMBA ofade, He ca
KJIHHHYHO 3HAYUMH.

5.3. IlpeaxknanHvYHEA A3HHH 33 fe3onacHOCT

PesynraTaTe OT ronaM Opoli mpoyyBaHMA 3a MYTar€HHOCT in Vifro H in vivo TI0Ka3BAaT, Y€ AHKIOBHD HE
NPEACTABIABA PHCK 33 FEHOMA IPH YOBEKa.

B npoBeeHHTE MPOYYBAHAA 34 IPOABIDKHTEACH NSPHOM OT BpEME HNPH MHIIKH H ILILXOBE HE € YCTAHOBEH
KAHLIEPOreHEeH €(eKT Ha alfHIJIOBHP.

[1pn ONHTH NPY NITBXOBE M KYYETA C AHKAOBHD B JO3H, MHOTOKPAaTHO HAJBHIIABAIH TEPANERTHYHUTE, CE
YCTAHOBABAaT 0OpatumMu edexrd BLpXY CNEPMATOreHe3ara, aconuupaHd ¢ o0llla HHTOKCukanus. I1IpH
M3CJe/BaHe Ha JIBE NMOKOJEHHsS MHIOKH C NEepopalcH [MPHEM HA alMKJIOBHD HE €A YCTAHOBEHH E(EKTH
BEPXY QepTUIIMTETA,

CHCTEMBOTO IIpUJIOKEHME HA aUHKJIOBHP B MEXIAYHAPOAHO MPHETHTE CTAHJAPTHH TECTOBE HeE
NpeAN3BHKBA eMOPHOTOKCHYMHH HIIM TEPATOTCHHH €(EKTH [IPH ILTEXOBE, 3aHLM HIIM MHINKH.

dDeTanHd aHOMAJIHK €4 YCTAHOBEHH B NMPOBEAEHHM HECTAHAAPTHM H3NHTBAHMS IPH IUIBXOBE, CAMO ClIE]

NpUjarase Ha MHOTO BHCOKH, TOKCHYHH 33 MaikaTa 034, NOAKOXKHO. KIHHHYHOTO 3HAYCHHE Ha Te3d
OaHHH HE e YCTAHOBEHO.

6. GAPMAIIEBTUYHH JAHHHA
6.1. CnHCBHK Ba DOMOMBHTE BENIECTBA
bsan mex napadus

6.2. HechBMecTRMOCTH

HsaMa onuCaHH.

6.3. Cpok Ha roaHocr

2 TOJAMHH.
Cpox Ha rOAHOCT CIEX BEPBO OTBAPAHE HA ONIAKOBKATa — 28 1HA.

6.4. Cnennajnm yClOBHA Ra ChIPAHEHHE
IIpu TemnepaTypa noa 25°C.

6.5. BHA H CHLALPXKAHME HA ONAKOBKATA




AnymyuHEERa TY0a ¢ KaHONa, ChAbpKalLa 5 g auuKIoBHp 30 mg/g Ma3 3a oun.
Bcska eaHa Tyba e onakoBaHa B KapTOHEHa KyTusl.

6.6. Cnenmanny npeAnaiIEH MEPKH OPH H3XBBpJagHE B padoTa
Hsama cneiHaniy H3HCKBaHHA.

Heusnon3panuar JeKapCTBEH NMPOAYKT MMM OTNAALYHUTE MATEPHANH OT HEro TpabBa Ja C& UIXBLPIT B
CHOTBETCTBHE C MECTHHTE H3HCKBAHUA.

7. IPHTEXATEJI HA PAIPEIHEHHUETO 3A YIIOTPEBA

AnTubroTuk-Pazrpag A/l

6yn. Anpuicko eecTanue Ne 68, oduc 201
7200, Pasrpaa

brarapus

8. HOMEP HA PAJPEIIEHUETO 3A YIIOTPEBA

9. JATA HA IIBPBO PA3PEHIABAHE/NIOJHOBSBAHE HA PA3SPEIIEHHETO 3A
YIHIOTPEBA

10, JATA HA AKTYAJUIMIHPAHE HA TEKCTA

aBryct, 2019r.




