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AKTHBHOTO BeIecTBO B 1 g kpeM e anuknoBup (aciclovir) 50 mg.

TToMOIIHA BEelECTBA ¢ H3BECTHO AeHCTBHE: HETOCTEAPHIOB ankoXO0/, MPOIMHAEHT THKOM.
3a [TBJIHHMA CIIMCHK HA MOMOIIHHKTE BelllecTBa, BHX T. 6.1,

3. JIEKAPCTBEHA ®0OPMA
Kpem.

Omnucanue: XOMOreHHa kpemooOpa3Ha Maca ¢ 051 40 nodTH O LBAT.

4 KJAHHUYHH JAHHHU
4.1. TepaneBTAYHH NOKAZAHHSA

AUHKIOBHpP AKTaBHC KpeM Ce MpHJara 3a jicucHue Ha nHdeknuu nmpuanHeHd ot Herpes simplex virus,
NOKAIM3HPAHH HA YCTHHTE M JIMIETO (HavYaJieH H pelHAMBUpall JJabHaneH xepriec).

4.2, JI03HPOBKA H HAYMH HA MPHJIOKEHHE

EOSH POBKA

Bw3pacmnu u deya

AIHKNOBHP AKTAaBHC KPEM CE€ HaHAcd BHUMATEIHO BBLPXY KOXHHTE JI€3MH B TBHBK C/IOH, 3 KPATHO
AHEBHO B HHTEPBaJ OT 4 Haca, KaTo c€ IpOonycka MpHICKEHHETO mpe3 HoluTa., IIpoAbDKHTENHOCTTa Ha
NEYEHHE € OKOJIO 5 JHM (Hal-Manko 4 JHH), KATO MpH JUICA Ha JOCTAThYEH TEPaNeBTHYEH €PEKT MOXKe
Aa Obae yabmkeHa A0 10 aun., Axo cien 10 gHeBHO IIpHIOKEHHME OIUIAKBAHWATA MPOABIDKABAT,
HALMCHTBT TPAOBA A4 ¢ KOHCYJTHPA C JISKap.

ITayuernmu 8 cmapuecka ev3pacm
Hsama cnerinanay npenopbKu.

HauuH Ha NpUnoxkeHue
[IpofyKTHT Ce Tpu/ara BbpXy Bede Pa3BHTH JIESHH HJHM BBPXY KOXKHHTE Y4aCTBUH, KBISTO-Ca HAHUE
MpoAPOMH (ChpOEX H/HIIH 3auepBABaHE). . =

JleuenueTo TpAGBA Na 3aMOYHE KONKOTO € BH3MOKHO I0-CKOPO 1O BpeMe Ha Mpoj
MOPKE Z1a 3aITOYHE H IPH BEU¢ Pa3sBHTH JIC3HH.



4.3. IIpornBonoxasaHusA

AUMKIOBUp AKTaBHC KpEM € I[POTHBONOKA3aH I[IpM CBPBXUYBCTBHTEIHOCT KBM AlHKJIOBHP,
BAJIALMKJIOBHP, TIPOMHISHTIMKON HIIH KBM HAKOE OT MOMOLHMTE BellecTBa, H30poeHH B Touka 6.1.

4.4, CnenuanHH npeaynpexIcHnd H NPEANAIHE MEPKH NpH ynoTpeda

IMopaay pucK OT pa3sBHTHE Ha JIOKAJTHO Apa3HeHe, AIIHKNOBUp AKTaBHC KpeM HE TpsadOBa Ja ce MpHIara
BBEPXY YCTHATA MJIM BarHHAJHATA JIMI'ABHIIA, KAKTO ¥ BBPXY KOHIOHKTHBaTa. Heobxoaumo e na ce B3emar
cliellMaJIHi NpeAna3Hd MepKH NIPOAYKTHT Aa HE [TOMafHe B OUMTE.

[Ipp nauuents ¢ Texbk HMmyHeH Aepuuur (Oonmum c¢vc CIIMH mnm cael KOCTHO-MO3BYHA
TPaHCIUIAaHTaUHA) € HeoOXomHMO Aa ce ofchau kOMOHHHPAHO JiedeHHWe ¢ nepopanHata (opMa Ha
NPOAYKTA WIM APYTH MPOTUBOBUPYCHH CPEACTBA ChC CHCTEMHO AcHCTBHE. TakHBa nauHeHTH TpabBa Aa ce
Hachp4aBaT Aa C€ KOHCYNTHPAT C JIeKap IIpH BCAKA NMOSBA HA HH(EKIMA.

To3u NpoayKT ChABPXa IPONUIEHTIMKON ¥ MOXE /1a MPHYNHM JPa3HEHE Ha KoXaTa.
[leToCTeapUIOBHAT AJIKOXON B ChCTABA HA MPOAYKTA MOXeE Aa MPHYHHH JOKAIHH KOXKHH PEaKUHH (Hamp.
KOHTaKTEH JCPMATHT).

4.5. BsanmmoaelicTBHe ¢ PYrH JeKAPCTBEHH NPOAYKTH H ApYr# opMH HA B3IaHMOAEHCTBHE

HsMa maHHHM 32 HEKEIAHH JIEKAPCTBEHH B3aUMOJIEHCTBHA CbC CHrHH(MKAHTHO KIMHUYHO 3HAUEHHE.
4.6. DepTHIHTET, OPEMEHHOCT H KbpMEHe

EdexTn BLpXY depTHIHTETA
BuxTe JaHHHTE OT KIMHHYHH H3MIUTBAHKA MpeACTaBEHH B TOYKa 5.3,

bpemMenHocT

AuuKnoBHp TpAbBa ha ce Ipunara no BpeMe Ha OpeMEHHOCT CaMQ KOTaTo IOTeHLUHaNHATa I10J13a
IpeBHIIABa BHE3MOKHUTE PHUCKOBE, BBNPEKH 4Ye CHCTeMHATa eKCNO3MIHs HAa alMIJIOBHp TPH JIOKANHA
ynorpeba e TBppZie HUCKA.

B nOoCT-MapkeTHHIOBHA PETHCTRP HA CAy4auTe Ha OpeMEeHHOCT KMMa JaHHHM OT MpOCHCHsBAHEC HA
OpeMeHHH XEHH, TPCTUpPAHH ¢ pa3nuuHd (GopMH auMKNOBUp. PerucTpupanuTe NaHHH HE TOKA3BaT
TIOBHINIABaHE B OpoA Ha BpOACHUTE AcheKTH MpH Jella Ha MalKH, JCKyBaHH C allHKIOBHP, B CPABHEHHE C
obmara nomynauusa, Karo BpoAcHHTE AeeKTH HE MoKa3paTr CXOACTBO HJIH OCOOEHOCT, [peAmnoaraia
ofI11a TpUYHHA.

Crnopex JaHHM OT MEHKAYHAPOAHO IIPHETHTE CTAHJAPTHH TECTOBE, IIPH CHCTEMHO MpHJIaraHe Ha
ALMKIIOBAP, HE C€ YCTaHOBABAT eMOPHOTOKCHYHM MAM TEPaTOTCHHH eeKTH [IpH 3aHlM, IUTbXOBE MIH
MHILIKH.

(etanHd aHOMANWK Ca YCTAHOBCHH B MPOBEASHH HECTAHZAPTHH HMANHTBAHHA NPH NIBXOBE, CAMO CJE]
MpuUiaraHe Ha MHOTO BHCOKHM, TOKCHYHM 3a MaifkaTa [03H, MOZKOXHO. Bph3kara Ha ﬂmH OTKpH‘ﬂiﬂ ¢
KIMHAYHATA NPAKTHKA HEE YCTaHOBEHA. - a8
Kupmene - f.f : */‘ ey -_-:._:"-
OrpaHduesd JaHHH MPH XOpa MOKA3BAT, 9¢ AUMKIOBHp MPEMHHABA B MalYHHOTO Mﬂs{xo l‘lpH CHCTEMH&.
MpuiIoKeHHe. BrOpeku TOBa, €BEHTyaANHATa 1038, [PHETa OT KbPMAYeTo Cliek JIOKﬁJII—IO npnnoxcenﬂg H3&
AnHKnoBUp AKTaBUC Kpem 61 OHIIa He3HAYUTENHA, N Tl -f



4.7. EdexTH BLpXYy cHocoOHOCTTA 32 odrpane v padoTa c MAIIMHH
He okassa Heﬁnaronpnmo BIMAHKE BBPXY CIOCOOHOCTTA 32 WodHpaHe U pabora ¢ MaLIMHH,
4.8. Hexenasau JexapcTBeHH PpeAKIHH

YecToTara Ha HeKETaHHTE PCAKIIHH I0-O0IY € I[pHﬁJIHBHTEIH—lO H34YHCIeHa. 3a MOBEYETO HEXKENaHH
PCAKIHHA THIICBA HeOoDXOANMATA HH@OPM&HHH, 34 J4a ¢€ H3YHUCIIH Y4CCTOTaTa Ha HEKCIIAHHTC PCAKIIHH. B
HOIMbIHEHUEC HEKEIAHHUTE NCKAPCTBCHH PCaKHUHE MOTaT [ia BapHparT Nno pa3jiH4YCH Ha4HH B 3aBHCHMOCT OT
MOKAa3aHHETO.

Cneanata TEpMHHOJIOTHS € BB3NPHETA MPH KIaCHGUIHPaHETO HA HeXeNaHUTe €PeKTH MO OTHOIICHHE Ha
TAXHATA 9eCTOTa: MHOrO 4ecTH (>1/10), yectn (>1/100 mo <1/10), meyectn (>1/1 000 mo <1/100), peaxu
(>1/10 000 mo <1/1 000), maoro peaxu (<1/10 000).

ITopagu ecTecTBOTO Ha HAOMOAABAaHHTE HEWKENAHH pPEaklMH, HC € Bb3MOXHO Ja ce OlNpelciH
HEBYCMHCJIEHO KOH peaKLHM ¢a CBHp3aHH C NPHIKEHHETO HA MEAMKAMEHTa H KOHM Ca CBBP3aHH ChC
3afonsBaneTo. [JJaHHHTE OT CIIOHTAHHY CHOOIIIEHHS ca H3MOJI3BAHH KaTO OCHOBA 34 ONpEAEIIAHE YECTOTATA
Ha HEXEJIAHHTE peaki[Hi, HaOMOAZBAHH B MOCT-MAPKETHHIOBHA MIEPHO.

Hapymienus Ha HMyHHATA
cHCTeMa

MHuoro peaku bBp3u peakliMy Ha CBPBXYYBCTBUTE/IHOCT, BKL.
AHTHOEEM H YPTHKAPHs]

Hapymensa Ha KOXATA A

NOAKOKHATA ThKaH
Hegectu [IpexoaHO napeHe WIH CMBACHE HA MICTOTO Ha
MPHIOXKEHKE, cnabo W3pa3eHO H3CyLlaBaHe HITH
MOILeHe Ha KOXKATa, Chpdex

Penku Eputema, KOHTAKTEH ACPMATHT Clel NMPHIIOXKEHHE.
ITpu npopekaaHe Ha TECTOBE 3a YYBCTBHTE/IHOCT,
Hali-4eCTO peakTUBHATA CyOCTaHUMSA Ce € OKka3Bala
CBCTABKA HA KpeMa, a HE CaMHUST allHKJIOBHD.

4.9. IIpeaozmpane

He ce ovakBar HebnaronpusTHH edextd A0pd B ciydall Ha IOTTBLUAHE HA LBSUIOTO CHABDYKAHHE HA
onaxoBkarta (10 g kpeM cpabpxkat 500 mg anukIOBHD).

5. ®APMAKOJOTAYHH CBOHCTBA
5.1, dapmMaKoAHHAMHYHH CBoicTBA PR
'.\

dapmakoTepanesTHdHa rpyna: JlepMaTONOrHYHH CpeAcTBa, AHTUOHOTHLH H mﬁmepanmnm aa 'u\
AEPMATONOTHYHO NMPHIIOKEHHUE, AHTHBprCHH npoaykt, ATC xoa: DO6B B03 R -




Cnen xaTo NOCTBIH BBB HH(EKTHpaHATa ¢ XEpIeC BHPYC KIeTKa, alfHKIoBHP c¢ ¢ochopunupa ao
AKTUBHHAT MeTaboNuT auMKnoBUp TpudochaT. [IspBUAT eTal Ha TO3H NpoleC 3aBHCH OT NMPHCHCTBHETO
Ha BHPYCHO KOJWpaH €H3WM THMHIHH KHHa3a. AUHKIOBHp Tpudochar aeclicTBa kato cybcTpar H
UHXUOUTOp Ha XxeprecBupycHata JIHK-monmmepasza, kaTto no TO3M HAYMH BBL3NPENATCTBA I10-
HaTaThINHATa perHkalig Ha BUpycHata JHK. Tesd peakudd He BIHAAT HA HOPMAJHHTE KIETHYHH
IPOLIECH.

B aBe ronemH, ABOIHO-CIENH, paHAOMH3HPaHH KAHHHYHH NPOYYBAHHA, BKMOYBAauM 1 385 maumenra,
JEKYBAHM B NpoAb/KEHHE Ha 4 OHHM 3a pelHAHBHpall xeprnec nabuanuc, auHENoBHp 5% KpeM e
cpaBHABaH ¢ nianedo (BeXHKynyMm Oe3 akTHBHO BelleCTBO). B Te3H npoyuBaHHA, BPEMETO OT 3allOYBAHE
Ha JISYeHHETO A0 M3NeKyBaHETO e Ouio 4.6 AHHM NMpH H3MON3BaHE HA ALMKIOBHD KpeM H 5.0 IHH IpH
n3noyeane Ha miaanedo (p<0.001). [IpomsmxurenHocTTa Ha Oonkara ¢ Owia 3.0 AHH cAed HAYyaloTo Ha
JICHEHHETO B TPYIIATA ¢ AUUKJIOBHD KpeM H 3.4 aHu B mnanebo rpynara (p=0.002). Karo usno, oxomo 60%
OT MALMEHTHTE ca 3aOYHANH JIEYSHHETO B paHeH eTan (poapoMaieH N eputeMaroseH) ¥ 40% B KbceH
eran (namyia WM 6xaucrep). Peaynrarture ca nogoOHU NpH ABETE IPYNH NALMEHTH.

5.2. dapMakoKHHEeTHYHH CBONCTBA

[Ipy ¢apMakoOJOrHYHUTE H3CNEHBAHHA, CleJ| NOBTAPAIL® C€ JIOKATHO NPUAOKEHHUE HAa AalLHKJIOBHP
KpeM e HabmoaapaHa MHHUMANHA CHCTeMHa abcopOuMA Ha alMKIOBHD.

5.3. IlpeAkNHHAHYHE NAHHH 32 0e30IACHOCT

Peaynratute ot roaaM Opol mpoy4BaHMs 3a MyTar€HHOCT in vitro W in vivo MOKa3BaT, Y€ ALHKIOBHD €
MAa/IKO BEPOATHO A4 [IPEACTABIIABA PHCK 3a N'eHOMA IIPH YOBEKA.

B mpoBezeHuTe Npoy4BaHUA 3a NPOABIDKHTEIICH IIEPHOA OT BpeMe IIPH MUILUKH U IUTbXOBE HE € YCTaHOBEH
KaAueporeHed ehexT HaalHKIOBHD.

IIpH onMTH IPH NABLXOBE H Ky4eTa C alMKJIOBHD B A03H, MHOTOKPaTHO HAABHILIABAIIH TEPANCBTHYHHTE, CC
YCTaHOBABAT OOpaTHMU edeKTH BBLPXY CIepMaTOreHe3aTa, acOMHpaHH ¢ OOLa WHTOKCHKAIIMAL
HacneasaHu ca ABe MOKONEHHS MHIUKH. [IpH mepopalieH MpHeM Ha alMKIIOBHP HE €A yCTAHOBEHH eekTH

BLPXY depTHINTETA.

6. OAPMAINIEBTHYHH JAHHU

6.1. CnHehbK HAa TOMOINHHTE BEIECTBA

[Tonokcamep 407,
I{eToCcTeapunoB ANKOXOM,
Harpues naypuncyndar,
[Tapaduu 6an mexk,
[IapaduH TeueH,
IponuIeHr THKOIL,
JlumetukoH 20,
I'muepon MOHOCTEApAT H NONHOKCHETHICHCTEApAT CMeEC, R AT
Hartpues xunpokcua (3a kopekuua Ha pH), R e
[IpedrcreHa Boza. S

6.2. HechBMecTEMOCTH . C

HenpunoxuMo.



6.3. Cpoxk ma ropgnocT

2 TOJHHH.
CpoOK Ha rOIHOCT clie IIbPBO OTBapsHe — 28 JHH.

6.4, CnenMajHM YCJIOBHA HA ChXpaHEeHHe
TIpu TemMneparypa noz, 25°C.
6.5. JlaHHH 33 ONAKOBKATA

Aumxnoup Axrtasuc 50 mg/g kpeM o 5 g u 10 g B anymuHHEBH TYOH.
Enna Ty0Ga B xapTOHEHA KyTHUA.
ITo 5 Gpos eAMHHYHM KAPTOHEHH KYTHHU C€ ONAKOBAT B I'PYNOBa KyTHA.

6.6. CroenuuainHH NpeaNa3’HH MEPKH NPH H3XBLpJAsHE H paboTa

HaMa crienMaiHy M3UCKBaHKA.

Hensnon3BaHUAT JICKAPCTBRCH MPOAYKT HIH OTHNAABYHUTE MATCPHAJIH OT HETO TpﬂﬁBﬂ. Aa C& HIXBBPJAT B
CROTBCTCTBHE C MECTHHTE H3IUCKBAHHA.

7. IIPHTE)KATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

~ARTHOHOTHK-Pasrpan™ A
6yn.“ Anpuncko pecranue” 68, oduc 201
7 200 Pasrpag, benrapua

Ten. 084 660 999

8. HOMEP HA PAZPEIIIEHUETO 3A YIIOTPEBA

Per. No: 9900318

9, JATA HA IIBPBO PA3SPEHIABAHEMOJAHOBSBAHE HA PA3ZPEHIEHMETO 3A
YIIOTPEBA

Hata Ha mspBo paspemaBane: 18.10.1999 r.
ata Ha mocienHo nogHOBsBaHe: 16.03.2010 r.

10. JATA HA AKTYAJIM3HUPAHE HA TEKCTA

Anpun, 2015 .



