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KPATKA XAPAKTEPIICTI,IKA HA IIPOAyI(TA

1. IIME HA JMKAPCTBEHI,Ifl IIPONYKT

ANTIHERPIN 5o/oc;eam
AHTI4XEPIII,IH 5 % xpevt

2. KAIIECTBEH I{ KOJII4MCTBEH CbCTAB

B I g rcpervr ce cbAbpxa aKrI,tBHo BeurecrBo aIInKnoBHp (aciclovir) 50 mg.
3a nusHq cIII4cbK Ha [oMorqHI,ITe BeuecrB4 ex. roqra 6. I '

3. JMKAPCTBEIIA<DOPMA

Kpeu
XouorenHa r<perraoo6pa:Ha Maca c 6rl qrxr, 6es unpuc

4.K]II4HIITIHII AAHH}I

4. 1 TepanernruHlr rlorca3aHrlr

3a leqegue Ha Haq€uIHI,I HJII{ peqI,IALIBHpaIrIH naluattwvt, reHLITaJIHI,I I{ KoxHlI t'IHQerqrau,

lpuqI,IHeHI{ or Herpes simplex BI,Ipyc.

4.2 [osnpouca ll Harrnn Ha rlptiloxeul{e

AHrraxepnuH KpeM ce npuJram 5 nrru AHeBHo, 6es HorrIHa anrltKalluq. Jleqesuero npoAbilxaBa
cpeAHo 5 rnu, a [pr.r HeAocrarbqeH reparreBrlrqeH eQerr-.uo 10 Asn. Aro cJIeA To3H nepfioA
orrJraKBaHl,Itra rlepcucrnpar, rpr6na Aa ce HanpaBI,I [peoIIeHKa Ha Jler{eHuero.
JlenapcraeHHrr npo.{yKT ce IlpHnara Bbpxy Ber{e pa3BurH xepnecHl4 ile3r4lr, KaKro LI Bbpxy

rracTbl{r4Te, Kb.4eTo ce ilpeArloJlara rtxHara notBa.
Jleqeuuero Ha peqr,rAr.rBr,rpaqr.{Te Jre3nn 3anoqBa B npoApoMaJIHI4t aepl4oA HJIH cJIeA noflBara I4M.

4.3 ilpomsoflolca3aHrrfl

CoprxuyncrBr,rreJrHocr KbM aKTr{BHoro BeqecrBo aIII,IKJIoBup, valaciclovir ulu HtKoe or
NOMOIIIHI,ITE BEIUECTBA.

4.4 Cneryra;nil rpeAynpol(AeHlrs ll npeAna3nlr MepKLI:a ynorpe6a

Auruxepnuu 5% r<pertr ue rpx6na Aa ce npr4Jrara Bbpxy JIuraBI4Uara H& ottflTe,'-'|€T8r2

BJlarzurr{rr{ero, rrfi Karo Mo)Ke AavMaApa3HeI{ e$exr. ..:,: . . 
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flpr,r uruynoKoMnpoMerr,rpaHu narlr4enru (cre4 KocrHoMo3bqHa rpaHcnJlaHrar\Lrfl, CIIHH n ap.)
Aa ce o6crAu Heo6xoAlrMocrra or [praJraraHe Ha aur.IKJIoBI4p I,I noA tpoprnlara Ha ra6lerru.

4.5 Bsam{oAeftcrBre c Apym nenapcrB€Hrr npoAyrffH n lpym $opuu Ha B3arlMoAeftsrsne

flpo6eHequ1 Moxe Aa yAbJlxr,r eJrr{Mr,rHaqnoHHr.rr noJIyxLIBor Ha aIIL{KJIoBI4p npu

[poAbJrxr{TeJreH nepopiureH rrppreM. IIpu JroKzuIHo npI,IJIoxeHLIe Ha npoAyKra raKI,IBa

ssarar\,ro.ueficrBplt He ca Ha6ffoAasaHu.
Hsua Aassu 3a B3ar,rMoAeircrsux c xpaHI,I I,I HanurKI{.

4.6 Epeuennocr n KbpMeHe

Fpeuennocr - arluKnoBrlp no4 $oprrlara Ha KpeM Moxe Aa ce [pLIJIara tro BpeMe ua 6pelteuuocr,

caMo aKo oqaKBaHI,ITe pe3ynTaTr4 oT fler{eHileTo HaABr4uaBaT Bb3MoxHI,Iq pucK 3a IIJIOAa.

Krpuene JreKapcrBeHr4rr npoAyKr rrpeMr{HaBa s Naafiql4Hara KbpMa npu cllcreMHo

[pr.rJroxeHne. HqN,ra AaHHr,r 3a eKcKperl[rra My B KbpMara npu JIoKtTJIHo npnJloxeHue. Jleqeunero

c aUr.rKJroBr{p rtoA Qopuara Ha KpeM no BpeMe Ha KbpMeHe Moxe Aa ce [poBexAa, caMo aKo

oqaKBaHtr{T TepaneBTI,IqeH eSercr Ha,qBIlIlaBa pl4cKa 3a KbpMar{ero.

4.7 EQerru Bbpxy cnoco6noc'rra ra uroQnpane n pa6ora c MarIrtIHrI

Auruxepnun KpeM He rloBJrlrrBa r,r3nbJrHeHuero ga AeftcrBfic, u3ncKBaIrII4 aKTuBHo BHHMaHLIe.

4.8 HexenaHrr JrercapcrBeHn peaKrIHIr

flpra craH4aprHo npenopbqBaHr,rre Ao3HpoBKr4 Ha arIr4KJIoBIIp cbrJlacHo lloKa3aHutra 3a JIoKzIJIHo

npr.rJroxeHlre ca Ha6nroAaBaHI,I cJIeAHIITe HexeJIaHH JIeKapcrBeHH peaKIII,IH:

Koxca u noAJrelrtarqfi TbKaHrr:
llpexo4uo napeHe lr cMb.qeHe s o6nacrra Ha rrpunoxeHue; cla6o I,I3pa3eHo 3acbxBaue I,I

r43nrourBaHe Ha Koxara; mp6eN.
3avepnrnaue; KoHTaKTeH AepMarHT cJreA arrJrr,rKarry. Aanur,rre or recroBere 3a r{yBcrBl,ITerHocr

na perpepeurHr4q [poAyKT noKa3Bar, qe [o-qecro roft ce AIJIXI.I Ha noMoIqHI,Ire BelrlecrBa,

orKoJrKoro Ha aur4KJroBrap.
lluynna clrcreMa: aHrI,IoeAeM.

4.9 Ilpelornpaue

He ce oqarnar Hex(eJraHr{ JreKapcrBeHrl peaKuulr, Aopu ttpn norJlbulaHe Ha IIrJIoro cbAbpxaHl{e

ua ry6a or 10 g, crAbpxalqa 500 mg aciclovir.

5. OAPMAKOJIOilFIHI,IAAITM
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5.1 Oaprvrarco.quHaMrlHu csofi crBa

T

(DaprvrarcoreparreBrrrqHa rpyra: rporHBoBLIpycHLI cpeAcrea. ATC r<oa: D06BB03.
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Aqurcnonup e aHrlrBnpyceH areHr c BlrcoKa in vitro aKrHBHocr cpeuy Herpes simplex virus I u2

tut, Varicella zoster virus, supycrt na Ebstein-Bar l,t uuroMeraJloBl,Ipyc. Torcuqsoc'rra cpeqy

KJrerKr,r Ha 6ogaftHptuu e HI,IcKa.
CleA nocrrnBaHero cn n uuQerrvpaHara KJrerKa aIIpIKnoBI,Ip ce Qoctpopuill,Ipa Ao aKrltBHI'Is

uera6olur arlr.{KJroBr4p rpnQocQar. flrpnu.rr eran Ha ro3l{ fipoqec 3aBl{cu or HtlJII,IqI4ero Ha
Br4pycHo KoAI,IpaHI,ItT eH3UM TIIMIIAI,IHKI'IHa3a.

Aquruonnp rpnQoc$ar Aeftcrsa rcaro cy6crpa'r u nuxvt6l,Irop Ha xepnec-Bl,Ipycrara ,{HK-
noJrr,rMepa3a, Karo no ro3r,r Haqr,rH unxulupa [o-Hararblr]Hara penJII4KaIrnt ua ,{HK. Tesu

peaKrlr,rn He BJrLrrflT Ha HopMrrJrHr,rq KnerbqeH uera6onugtu. MexaHu:Mbr Ha 4eficrnne cpeqy

rlrrToMeraJloBllpyc He e HaIIbJIHO H3tCHeH.

5.2 tDapuanolalHerl{qHu cnoilcrsa

Peson6urs
llpu loranuo npr,rJro)KeHr,re KoxHara peaop6qua e HI4cKa I,I HtMa KJILIHHqHo 3HaqeHI'Ie.

5.3 llperucrIunnqHrl AaHHU sa OesonacHosr

,{aHHure or npoBeAeHr{Te npeAKJrvtHVqHLr npof{BaHr4t He IIoK€BBar reHeTI,IqeH I,I KaHIIeporeHeH

pr,rcK 3a qoBeKa. flpu JroKEUrHo npr4noxeHue arlrlKJroBllp He noBJItItBa Qeprnmatera u

clepMaroreHe3aTa.

6. @APMAIEBTI,IIIHI,IAAHHI,I

6.1 Cnlrcbr Ha noMoIrIHIme Be[IecrBa

flpoulueH rJrr,rKoJr; noJroKcaMep 407; qerocreapr.rJroB aJlKoxon; TJILIuepHJI creaparAlEf 100

creapar; reven napa$un; 6xr Ba3eJIIIH; HarplleB JIaypI,IJI cynQat; [peqllcreHa BoAa.

6.2 HecrnuecmMocm

He ca ugsec'rHu.

6.3 Cpon Ha roAHocr

2rorusu.
Cpor na roAHocr creA orBap.f,ue ua ry6ara: I naeceq.

6.4 Cnequarnn yc,roBrlfl 3a cbxpaHenne

,{a ce crxpauflBaHa Mtcro, HeAocrb[Ho 3a AeIIa.

,{a ce crxpaucBa B opurltHtuHara o[aKoBKa 3a Aa ce [peAna3n or cBernuHa.

[a ce crxpan qna nor, 25o C.

6.5 ,llaunu 3a orlanoBnara
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flrpgr.{Ha onaxosra: KpeM no 5, l0 u 20 g B trlevl6pauuu anyMI4HueBI4 ry6u c

BbrperuHoJraKoBo rroKpr,ITI4e, c nonunponHJIeHoBlI KanaqKI,L
BrqpuqHa onarcosr€: I ry6a B KaproHeHa KyrIIq, 3aeAHo c JII4croBKa.

6.6 llpenop,uctl ra YnorPe6a

AnruxepnuH KpeM npeAcraBJrrBa crreq[iurHo nplrrorBeHa rpopua I,I He ce cMecBa 14 pa3pexAa c

Apyr[ JIeKapcrBeHI,I npoAyKrl4.
Heugnorssauuqr reKapcrBeH rrpoAyKT r,rJrr,r ornaAbqHIITe Marepuanl4 or Hero rptoBa .{a ce
I,I3XBspnrT CbfJIaCHO MeCTHI{Te r43VrCKBaHUfl .

7 TIPIITDKATF^IIHAPA3PEIIIEIIIIETO3A YTIOTPFDA

COOAPMA AA
yr. ZrueHcro ttroce 16,1220 CoQur, Etnrapua

8 HOMEP HA PA3PEIIIETIIMTO 3A YTIOTPEFA

9 AATA HA IIbpBO PA3PEIrrABAIIE/IIO.UTOBflBAHE IIA PA3PEIIIEIIImTO 3A
YIIOTPEBA

10 AATA HA I{3TOTBflIIE HA TEKCTA:

17.03.2008 r.
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