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1. AME HA JIEKAPCTBEHMUS ITPOAYKT
Aumkinocran 5% kpem
Acyclostad 5% cream

2. KAYECTBEH U KOIMYECTBEH CbCTAB

1 g kpeM cbabpxka 50 mg alUKIOBHP.
[ToMOMIHHM BelEeCTBa C H3BECTHO JAeHcTBHUE: 1g KpeM chabpxa 15 mg uetunos ankoxoa U 150 mg
NPOINKJIEH MJIHKOI.

3a MbJIHKUA CITUCHK HA MOMOILLHUTE BELECTBA BUXKTE TOYKa 6.1.

3. JEKAPCTBEHA ®OPMA
Kpem.
bsn, XOMOreHeH KpeMm.

4. KIMHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

3a obnekuyaBaHe Ha Oosika U cbpOexx NpU peuHIUBHpaLL Xeprec 1abuanuc, MpUYUHEH OT Xepnec
CUMILIEKC BHPYC.

4.2 lo3MpoBKAa H HAYHH HA NPHJIOKEHHE
KpeMbT ce HaHacs Ha TbHBK CJI0M BbPXY 3aCErHATHA KOXKEH Y4YacTbK, 5 ITbTH AHEBHO Ha BCEKH 4

Haca.

HayuH HA NpHJIOKEHHE

H3nons3Ba ce naMmy4yHO TaMIOHYE, 3a J1a C€ HaAHECE TOJIKOBA KPEM, KOJIKOTO € HEOOX0AMMO 3a
NOKpHBaHe Ha HH(PEKTUpaHHUA KOoXKeH ydacThbK. [10 BpeMe Ha npuioxkeHHeTo TpAOdBa 1a ce 0OXBaHe He
camMo obs1acTTa ¢ BUAMMH NPOSABH Ha XeprecHa UHPeKLMs (MexypyeTa, 110lyBaHe, 3a4epBsiBaHe), HO
ChIIO TaKa U CbCEIHUTE YYACTbLH.

AKO Kpema ce HaHacs C pbKa, pblLieTe TpaOBa HENMPEMEHHO /1a C€ U3MHAT NPEJH H CJie]] HErOBOTO
NPWIOKEHHE, 3a NMpeana3BaHe OT JOMbJAHUTEHO HHPEKTHPAHE HA HAPAHEHHUS KOXKEH Y4YacThbK (C
OakTepuu M Op.) U OT NMPEHACcsIHE Ha BUpYyCa Ha Jpyry, HE3aCErHaTy OLle MYKO3HH HJIH KOXHH

Y4HaCTBLH.

IIpoab/KATETHOCT HA NPHJIOKEHHE

[Ipoab/DKUTENIHOCTTA Ha JiedeHHe OOMKHOBEHO € 5 IHHU. B HHAMBHIyalHH ClTy4au, JIEYEHHETO MOXKE
na NpoAb/DKHM A0KATO MEXypYeTaTa XBaHaT KOpUUKa WU 3a3apasedar. [lpoabimkuresHocTTa Ha
neyeHne He OuBa na HanxBbpias 10 aHM.

3abenexcka
3a J1a ce MOCTHrHE TNO-TOJISM yCIeX NpH JeYeHHeTo, ALUMKIIOCTaa TpAOBa 1a ce NMPUJIOKH NpH
MbPBHUTE NPOABH Ha XeprniecHaTa WH$eKIMs (napeHe, cbpobex, AMCKOMPOPT, 3aqepﬂﬂBaHe)

[1pOTHBOBHPYCHOTO JieueHHe ¢ ALMKJIOCTA HAMa eeKT ciie/l KaTo KOXKHUS 0OpHB£A0CTHrHas

¢azara Ha 3apacTBaHe. 7 W G g
&/

4.3 IIpoTHBONOKA3AHHA wW

- CBpBbXYYBCTBHTEJIHOCT KbM alMKJIOBUP, BAJIALMKJIOBHP HIIH HAKOE OT NMOM{IEH
£=
u30poeHHu B TouKa 6.1.



- [IpunoskeHue B oUHTE.

4.4 Cnenna/iHM npeaynpexIeHEs H Npena3HH MepKH OpH ynoTpeda

AUMKNOCTan He TpAORa Aa ce npuiara BbpXy JUraBMLMTE (BHTPE B yCTaTa, O4MTE MM BarMHAaTa), 3a
na ce n3derue apasHeHe.

Tpatea ga 61aT B3€TH CHIELIHANHU NIPEATIa3HK MEPKH, 3a Ja c€ H30erHe nonajaHe Ha NpoAYKTa B
OYMTE.

[pu nauyeHTH ¢ TeXKKH HapylIeHHA Ha UMyHHaTa cicreMa (Hampumep 6onun ot CIIMH unu
NpeThprenyt TPaHCILUTAHTALMA Ha KOCTeH MO3BK) TpabBa Aa Obae oO6ChaeHa U NEpopanHa Teparis ¢
alHiUIoBUp TabneTku. TakuBa nauneHTH TpAOBa Aa OBAAT CHBETBAHH Ja C€ KOHCYJATHPAT C JIHYHKA
Niekap OTHOCHO JICHEHHETO Ha BCAKA MHpeKUusL.

JIoMOINHK BelecTBa

To3u nekapcTBeH NPOAYKT ChAbPKA UETHIOB ATKOXOA M NPONKIEHTJTHKOII.

LIETHNOBUSAT aJIKOXON MOXKE a4 MPHYUHH NOKANTHHA KOXKHH peaKLMH (HanpUMep KOHTAKTEH JEePMATHT).
[TponuneurnukoNBLT MOXeE Aa MpeAU3IBHKA KOXKHO Ipa3HEHE.

4.5 BzaamopeiicTBae ¢ APYrHE JEKAPCTBERA NPOAYKTH H APYIrH GOpMH HA B3AHMOAeHCTBHE
Hsama u3BeCcTHH Aocera B3aMMOAEeHCTBHA NIPH NOKATHO NPIIOKEHHE Ha allUKIIOBHD.

4.6 PeprunnTeT, OpeMeHBOCT H KbpMeHe

Pepmunumem

Hsama nanHu 3a edekTa Ha aLMKIIOBHD BbpPXY (PEPTHIHTETA NPH XKEHH..

I[Ipu nepopaneH npy¥eM Ha aLMKJIOBHP He ce HabnoaasaT NpOMEHH B Opod Ha CIEPMATO30HINTE,
MOPQOJIOTHATA H NOABIKHOCTTA MM [PH MBbxke. ByoxTe Touka 5.3.

bpemennocm
ALMKIOBHp MOXe Ja ¢€ npiuiiara 1o BpeMe Ha OpeMeHHOCT, CaMoO aKo OYaKBaHWTE Pe3yJTaTH OT
JIEUEHHETO HAABHILABAT BE3MOXKHHTE PUCKOBe 38 OpeMeHHoCcTTa. CHCTEMHaTa eKCno3Huus obaue

[IpY JTJOKAJTHO INPHIOXKEHHE HA aLIMKNOBHP KpEM € MHOT'O HHCKa.

[TocT-MapKETMHIOBHTE JAHHH OT MPWIOKEHHE HAa aLIMKNOBUP NPH OPEMEHH KEHH, YIIOTPeOsSBAIH
BCAKAKBH JIEKApCTBEHH (GOPMH HE MOKa3BaT MO-BHCOKA YeCTOTa HA BPOACHHTE Je(PpEeKTH B CpaBHEHHE
¢ obuyuaiiHa apyra nonyaauus. Ot gpyra cTpaHa 3a BpoAeHHUTE 1eGEKTH HE MOXKE J1a Ce IOKaXKe
NpAKa B3IAaUMOBPB3KA MEeXIY NOABaTa UM M yrnioTpebara Ha allHKIOBHP.

CHCTEMHOTO NPUAOKEHHE HAa ALMKIOBHP NPH MEXIYHAPOAHO NPHETH CTAHAAPTHH H3NMHTBAHHUA NPH
3aiiLiy, TUTHXOBE WIH MHILKH He I0Ka3Ba eMOPHOTOKCHYEH UK TepaToreHeH eeKT npy 3akiiy,
ITBXOBE MM MBILIKH.

deTanHH AaHOMANIMH C& YCTAHOBEHH NPH NPOBEACHH HECTAHAAPTHH W3NUTBaHHA NPH ILTHXOBE, CaMO
NPH NPUIAraHe Ha MHOTO BUCOKH, TOKCHYHH 3a Maiikara A03H, NoAKOXHO. KiIMHHYHAaTa 3HAYHMOCT
HA NMOJyYeHUTE PE3YJITATH HE € H3ACHEHA.

Kvpmene
OrpaHvueHH JaHHM NOJTYYEHH [PU XOpa codar, 4e allMKIIOBHp NPEMHHABA B KbpMaTa CJie]l CHCTEMHO

npunoxeHue. Bece nak, JaHHWTE COYAT, Y€ € MalKo BEPOATHO B AETETO 1a MoMnafgHe alLHKIOBHpCe
NOKAMHO NPUIIOXKEHHE OT MaifkaTa NMpH KbpMEHE.

4.7 Edexrn Bbpxy cnocobnocTTa 3a modHpane H padora ¢ MANIKHA
JTocera HAMa RAHHH aLIHKNIOBHP A MOBNIHABA BbPXY CHOCOOHOCTTA 3a WogHpaHe H paboTa ¢
MAaLlHHHU. D TN

4.8 HexenaHu NeKapCTBeHH peaKIHH
HexxenaHHTe NeKapCTBEHH peakiiMM ca MoJApeIeHH N0 YeCTOTa, KATO CE H
knacHudukaius: MHoro Yectd (> 1/10), vectn  1/100 po < 1/10), Heuec




penku (> 1/10 000 ao < 1/1000), mHoro penku (< 1/10 000), ¢ Heu3BecTHa YeCTOTa (OT HAJTHYHHTE
NaHHH HEe MOXKe Na Obe HanpaBeHa OLIeHKa).

TlaHMTe OT KIMHHYHM [TPOYYBAHHSA JOKA3BAT HEXENaHU peakliuy, Habmoaasanu ¢ awxiosup 3%
OYEH KpeM.

[Mopaau ecTecTBOTO Ha HAOMIOAaBAHWTE HEXKEJIAHHM PEAKLMM, HE € Bb3MOXKHO ACHO Ja C¢ ONpeAenm
KOH CBEOMTHA €a CBBP3aHH ¢ NPHIOKEHHETO Ha JIEKAPCTBEHHA NPOAYKT M KOH - CEC 3ad0ssiBaHeTO,
CnoHTaHHH JOKIAH Ca U3MIOJ3BaHH 33 ONPEACNsHE HA YECTOTAaTa HA HEXKENIAHH peakliMH npes
NOCT-MapKETHHIOBUA MEPHOL.

Hapywenus Ha umyrnama cucmema
Msuoro peaxu: Peakiiuy Ha CBPBXUYYBCTBUTEIHOCT OT Obp3 THII, BKJI. AHTHOEAEM H YPTHKapHA

Hapyuenua na koxcama u noOKodcHama mvKaH

Heuectn: [IpexoaHo napeHe Win cMbAeHe HA MACTOTO HA NMPHUIIOKEHHE, C1a00 H3pa3eHOo H3CYLIaBaHe
HJIM JTIOLlEHE Ha KoxkaTa. Cepbex.

Penxu: 3aueppaBaHe, KOHTAKTCH ACPMATHT CJie] PHIOKEHHE. B ciydanTe, KoraTo ca nNpoBeXaaHH
aneprojOruyHu U3CNeaBaHns, Ce € OKa3ano, Y& Mo-CKOpo NOMOLIHHTE BELISCTBA HA KPEMOBATa
OCHOBAa, OTKOJIKOTO JICKAPCTBEHOTO BELIECTBO aLMKIIOBUP, Ca NMPHYHHA 33 KOXKHATA peaKLIHs.

C1Lo0ImaBane HA MOJA03HPAHA HEXKEJIAHE PeAKIAN
Crof6L1aBaHeTO Ha NOI03MPaHK HeXeNaHH peakKliMM clie]l pas3peliaBaHe 3a ynorpeda Ha IeKapCTBEHUS

NPOAYKT € BAXHO. TOBa NMO3BOJIABA Aa NMPOALIKH HaGNIOAEHHETO HAa CHOTHOMIEHHETO MOJI3a/PHCK 34
JeKapcTBeHHs NPpoaykT. OT MEIHLIMHCKHTE CMELHMATTHCTH Ce H3KCKBA Aa ChoOI1IAaBaT BCIKa
NoJO3MPaHa HeXENnaHa peakLus ypes:

HambiHATENHA areHLUA N0 JIEKapCTBaTa

yn. ,,Jdaman I'pyer” No 8

1303 Codus

Ten.: +359 2 8903417

yeGcaiT: www.bda.bg

4.9 Ilpeno3npane
He ce ouakBaT HeXXeJIaHM peakiiMH, aKO LIAIOTO KOJIHYECTBO Ha HanpuMep T1y0a ot 10 g kpem
chappxawma S00 mg aLMKAIOBHP € NMOrBJIHATA Npe3 yCTaTa.

5. PAPMAKOJOIHNYHHU CBONCTBA
5.1. PapmMakoaHHEAMHYEH CBOMCTBA

(dapMmakoTeparnieBTHYHA rpyTia;: aHTHOHOTHLM U XeMOTEpaneBTHLM 38 ACPMATONIOrHYHA yrioTpeba.
ATC kon: DO6BB03

ALMKIOBHD € $apMaKoJOrMuHO HEAKTHBHA CyOCTaHLMA, KOATO Ce TpaHCPOopMHpa B AKTHBHO
NPOTHBOBHPYCHO JIEKAPCTBO CAMO ClIe MPOHHKBAHE B KNETKHTE, 3apa3€HH ¢ BUPYCa Ha Xeprec
cummuiekc (HSV) wnu Ha Bapuuena zoctep (VZV). [IpH CUCTEMHO NMPWIOKEHUE Ta3H aKTUBaLUA Ha
ALMKJIOBHP C€ KaTaJlM3Hpa OT THMHIWHKHHA3A, €H3HM, KpaliHO HeODXO0IHM 3a BB3NPOM3BEKIAHETO Ha
HSV u VZV. C apyru iyMu, BUpYCUTE CHHTE3HPAT CBOETO COOCTBEHO MPOTHBOBHPYCHO JIEKAPCTBO.
To3n npouec ce H3BLPLIBA M0 CIEIHHA HAYHH!

1. Cnea cHCTEMHO NPWIOKEHHE, ALMKIIOBHP NMPOHHUKBA BLB BCE MOBEYE H NOBEYE 3 H
Xepreca KNeTKH B OpraHH3Ma. T AMRL NN
2. BupycHaTa THMMHHHKHHA3a, HAMHpaLLIA CE B T€3H KNeTkH, hochopunupa : |
aLMKJIOBUDP MOHOdocdar.
3. KnerbuHnTe eH3UMH NPEBPBUIAT aUMKIIOBHP MOHOGOC(HAT B TPOTHBOBH

auMKnoBHp Tprocdar.




4. AbunuTeThT Ha auuxoBup Tpudocdar kbMm Bupyctdarta JIHK-nonnumepasa e 10-30 nu1e no-ronam
ot a¢MHHTETa My KBbM KieThuHaTa JIHK-nonumepasa. ETo 3aumo aumkinosup tpugocoar
H3OMpaTeNnHO HHXHOHpa BHPYCHATE €H3UMHA aKTHBHOCT.

5. B nonuiiHenue, BupycHara JIHK-nonumepasa uHkopnopupa auxxiosyp BbB BUpycHarta JJHK,
NpeAH3BUKBAKH pa3KbhCBaHE HA BEPHUraTa IPH CHHTE3a M.

KoMOMHAIIMATA OT Te€3H CTHIKH MHOTO €(EKTHBHO HAMANABAT BB3NPOU3BEKAAHETO Ha BUpYCa.

[Ipu u3nMTBaHe 3a peayKIKA Ha IUIakuTe, MEXUOupanusT edext Moxke aa ce aocturHe ¢ 0,1 pmol
auuiotosup/l 3a 3apasenure ¢ HSV Vero knerxu (kyntypa ot Op0pedHH NapeHXHMHH KIETKH Ha
3esieHa abprkaHcKa MaiiMyHa) cripaMo 300 pmol aumknoBup/]1 3a Hezapasenn Vero knetku. Ha Hazara
Ha TOBA TepaNeBTHYHHAT HHACKC, OMPEACACH B KNEThHYHHTE KYJITYPH, ciiegosaresHo € 6un o 3000.

CrieKThbp Ha aKTMBHOCT in Viiro

Mrnozo yvyecmeumennu:
Bupyc na Xepnec cumriekce tvn 1 u II; Bupyc Ha Bapuuena szoctep.

Wecmeumennu:
Bupyc na Epstein-Barr.

HYacmuuno uyscmeumentu 00 pe3ucmesnmuu.
LiuTomeranopHpyc.

Pezucmenmnu.

PHK - Bupycu; AneHoBUpycH; Bapuona - Bupych.

5.2. PapMAKOKHHETHUYHH CBOHCTBA

CucteMnaTa abcopduua Ha TOKaIHO NMPUAOKEHHS ALMKIOBHP € MUHHMAJTHA M B PE3YNTAT Ha TOBA
KPBhBHMTE HHBA Ca MOJ] I'PAHMLIATA, B KOATO MOXE Aa Obe OTKPHMT. 3aTOBA € HEBBL3IMOXHO Aa Ce
OTpeieIH KHHETHKATa KNH OHOHATHYHOCTTA HA ALIMKJIOBHP NPHIIOKEH NOKATHO. TOKCHHHHTE edeKkTh
HE Ca XapaKTepHH 3a HETO, 3alLlI0TO JIEKAPCTBOTO HE AOCTHra JI0 CHCTEMHOTO KpbBOOOpallieHHE.
JIokatHaTa MOHOCHMOCT Ha ALMKIOCTa € OMna onpeaeneHa NPU ABE CPABHHTEIHU HU3CICABAHUA,
BinoyBally 605 naumenra. 10/114 unu 10/219 naupeHTH ca NMoxy4YHiIy epyuTeMa HWIH JICKO
BJIOLLIaBaHe Ha KOJKHHA OOpHUB, a JBaMa NalMeHTH ca MoKa3aik alepruyHy peakumu. 104/114 win
217/219 nallMeHTH OLeHABAT NOHOCHMOCTTA KbM ALMKIOCTAR KaTo A0Opa WM 3a10BONHTE/IHA.

5.3.IIpeaxIHRAYAE JAHHH 38 0€300aCHOCT

[Ipu nipunarade Ha NO3H, MHOTOKPATHO HAJABHILIABALIW TE3H, HOPMAJHO U3MON3BAHH B KIIHHHYHATA
NpPakTHKa, BbB BPB3Ka C IAUTOCTHHS TOKCHUYEH €DEKT NMpH IUTHXOBE M Ky4eTa, ce Habmoaapar
HexeNaHH eeXTH BLPXY criepMaToreHesata. [Ipoyusanus, 3acaraimi ABe NOKOICHUSA MMILIKM HE
NOKa3BaT BIMAHHE HAa aUMKIOBUD BEPXY depTUNHTETA.

Tecmoege 3a roxanna NOKOCUMOCM HA KpeMa

Kpewm, cpabppakalll aUMKIOBHP € NPHIAraH HAKOJNKO ITbTH JHEBHO B NMPOABIDKCHKE Ha 21 OHH
eJHOBpPEMEHHO Ha OJipaHa ¥ Ha HEe3acerHaTa Koxa Ha 3aili. [1o BpeMe Ha MHOTOKpaTHaTa yrnotpeba
e 3abeg3aHo JIEKO KOXKHO pasapa3zHeHue. [Ipu TecToBeTe 3a NOHOCUMOCT € HabmoaaBaHO YMEPEHO
pa3apa3HeHHe Ha JIMraBHLATA B pE3yJITAT HA €AHOKPATHO NPUIOKEHHE HA KpeMa B OUHTE Ha 3aHLIH U
Ha BarHHaJIHATA JIMTABHLIA NPU KYy4eTa.

JoImsNIHUTENHH H3CEABaHUA ¢ Ta3d (papMaLieBTHYHA PopMa HE Ca NPOBEKIAHH, THH KaTo
KOJIMECTBOTO JIEKAPCTBEHO BELIECTBO abcopOUpaHo OT KpeMa He C€ OTKPHBA B 3HAYHMH CTOMHOCTH B
KpBBTa (BWXK TOUKA 5.2).

6. PAPMAIIEBTHYHHN JAHHH

6.1.Cuncbk R NOMOIIHHTE BellleCTBA
JHuMmeTnkoH 350 ¢ST
Maxkpormuueponos xugpokcucreapat (Ph.Eur.) (1500 g/mol)
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LleTHnoB ankoxomn
Teuen napadpun
[IponuneH rauko
ban Bazenun
[Ipeuncrena soaa.

6.2 HecBMEeCTHMOCTH
He ca U3BECTHH.

6.3 Cpok na roanocrt
3 roanun.

6.4 Cnenpajnnn yCJIOBHA HA ChXpaHeHHE
Ia ce cpxpaHaBa npu TeMneparypa noa 25°C.
Cnen mepBOHAYATHO OTBapAHE Ja ce U3MOJI3Ba B paMKHTE Ha | roaMHa.

6.5 Baa B cHLABLPKAHAE HA OMAKOBKATA
AsrymMHHHMeBa TyDa ¢ NOJIMETUNEHORA Kanayvka.
OpHUrHHATHH ONaKOBKH OT MO 2 g KpEM.

6.6 Cnenualfan npeAna3HA MEPKHE HPH H3XBLpJASHE H padoTa
Henznon3paHHAT NPOAYKT HWIH OTNAABYHHUTE MATEPHAJIH OT HEro TpAOBa fa ¢ U3XBLPIAT B
CBOTBETCTBUE ¢ MECTHUTE U3HCKBAHUA.

7. IPUTEXATEJI HA PASPEIHHIEHHUETO 3A YIIOTPEBA
STADA Arzneimitte] AG

Stadastrasse 2-18

61118 Bad Vilbel

I'epMaHu
Tel.: +49 6101 603 0, Fax:+49 6101 603 259

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA
PerucrpawpioneH HoMep: 9700421

9. 1ATA HA ITBbPBO PA3PEIUABAHE/TIOAHOBABAHE HA PAZPEIIEHHETO 3A
YIIOTPEBA

Jara Ha mepBo paspeinabane: 01.10.1997

Hara Ha nocneaHo noaHossraue: 24.04.2009

10. JATA HA AKTYAJIMNZUPAHE HA TEKCTA
10/2024




