KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. Twproscko uMe Ha IeKaPCTBEHHS NPOAYKT
ZOVIRAX

2. KoaudecTeeH ¥ KaUeCTBEH ChCTaB

Mas3 32 ogu, crappxama 3 % w/w aciclovir.

3. JlekapcTBeHna gopma

Ma3s 3a o9n.

4, KIunHAYHU NanaH
4.1. Iloxazannsa

ZOVIRAX e nokasaH 3a JIe9eHEE Ha KepaTHTH, npuuuHeHn ot Herpes Simplex Virus.

4.2. No3suposKa i HAYMH HA MIPHIIOKEHEE

Jo3upoBKaTa e efHaKkBa 3a BCHIKH BE3PACTOBH IPYIILL.

JleceTMHIMMETPOBA JICHTHYKA Ma3 ¢e H3CTHCKBA B JOJNHHIA KOHIOHKTHBAIICH CaK NIET IBTH
JHEBHO Ha WHTEPBANH OT MPUOJI3HTENHO YETHPH Jaca.

Jlewenuneto TpadBa a MPOXEIDKY IIOHE 3 JHM CIIel 3a3APaBsBaHeTO Ha JIC3HATE,

4.3, llpoTHBONOKA3AHAN

ZOVIRAX e HpOTHBONIOKA3aH [IPH NAIMEHTH ¢ M3BECTHA CBPBEXIYBCTBHTEHOCT KBM
aciclovir unu valaciclovir.

4.4, CrrenaHm npeAynpe;RIeHns B CHeNAAIHA NpefIasHy MEPKH 3a YHoTpeda

IMammerTrTe TpA6Ba Ja OBAAT YBENOMEHH, U6 HEMOCPEACTREHO ek IIPAaraHeTo Ha
OYHATA Ma3 MOKe Jja MOYYBCTBAT JICKO IPEXOIHO NapeHe.

TlanuenTuTe TpsAOBa fa H30ATBAT Ja HOCAT KOHTAKTHH JISHIH, KOTaTo H3N03Bar Zovirax Ma3
3a O9H.

4.5. B3anmoneiicTBEA ¢ APYIM JeKapCTBA H XPYTH GOPMH H2 B3IAHMONEHCTBHSA

He ca ycragoBeHy KIHHHEYHO 3HAYAMH B3aNMOAEHCTBH.

4.6. BpemeHHOCT H KbpPMEHE

B mocT - MapKeTHHFOBUA PerUcTHP Ha CllydanTte Ha OpeMeHHOCT HMa JIJaHHY 32 H3X0Za Ha
OpeMEHHOCTTA IIPH KeHH, IpHeMaly pasmraan hopmu va ZOVIRAX.
JlaHHHATE OT perAcTHpa He MI0Ka3BaT yBeNIIaBaHe Ha Oposi Ha BPOJCHHTE fedeKtH [IPH Aena
Ha Matixe, npaemam ZOVIRAX, B cpassenye ¢ 06I0aTa HOIMyJIal
TOKA3BaT CXOLCTBO WM 0COOEHOCT, IpeAlonarama o6Ima IpuIx
ZOVIRAX Ma3 3a oum TpsOBa ma ce IIpHJIara 1o BpeMe H
MOTEHIMANHHTE IIOA3H OT JIGJEHHETO HAABHIIABAT BE3MOKHH




IlpoBenenn ca MeXXAYHAPOJHO NPHETH CTAHAAPTHE M3NWTBAHNS NP 3aMIIH, MUIIKA HITH
wrsxoBe. PeopHuST NpreM Ha aciclovir Hama TepaToreneH Uiy eMOpHOTOKCHYEH e(exT.

deraray AHOMAIHH ¢a YCTAHOBEHH B IIPOBEACHH HECTAHNAPTHI H3MHTBAHAS CaMO CleL,
IIpHJiaTaHe Ha MHOTO BHCOKH, TOKCHYHH 3a Maiikarta, X031 MOAKOXHO, Bprakara na Te3n
OTKPHTHS C KIIMHNIHATA IPaKTHKA HE € YCTAHOBEHA.

OrpasuYeny JagHEyR 0T CHCTEMHEO NPANOXKEHIE TP Xopa [TOKa3Bar, 4e JeKapCTBOTO
IIpeMHHABa B MalfYMHOTO MIIKO. BBIIpeKH TOBa K03aTa, KOATO NIpHEMa KbPMadeTo OT Malika,
KOSITO ce NIeKyBa Ch¢ Zovirax Ma3 3a 09d Ou OnJra He3HAIHUTENHA.

4.7. Edextn BHPXY cIOCOOHOCTTA 32 INOPHPABE H padoTa ¢ MANIHAN

Hama onmrcany.

4.8. Hexxerany JieKapcTBEHN peakunl

HesxenanuTe nexapeTBeHn peaknui ca ToAPeeHH II0-H0Jy 110 OPrasd B CHCTEMH H II0
gecToTa.

Boanpuera e cnejHaTa KiacH(uKanysg Ha HeXXaTaHUTE PeaKIliu:

Muoro gectn = 1/10; gsectu = 1/100, < 1/10; megectan = 1/1000, < 1/100; penxm > 1/10 000
u < 1/1000; muoro pemxu < 1/10 000.

HesxenanuTte iekapCTBEHH PEAKI[HH ¢a OAPEAEHH 110 9eCTOTA 110 JAHHHU OT IPOBEAEHHTE
KIMHUIHA A3HRTBaHUA ¢ aciclovir 3% Mmaz 3a oun. Ilopanu nprponata Ha HaOIIOAaBaHUTE
HEJKeJIaHH PeaKIfHK € HERB3MOXKHO ACHO JIa €8 YCTAHOBH KOM HEeXeNaHH PeaKIH Ca CBEP3aHH C
ynotpebara Ha JiexapCTBOTO U KOH —~ Che 3a0omsBaneTo. KaTo 0CHOBa 3a yCTAHOBIBAHE Ha
9eCTOTATA HA HEXKEJIaHUTE JISKApCTBeHN Peakl¥H ca H3MOI3BAHH CIOHTAHHO JAOKIAIBaHKTE
HEXKENIAHK Peaki(il B HOCT-MapKETHHTOBIL IIEPHOA.

OT cTpaHa HAa MMYHHATA CHCTEMA
Msuoro penku: He3a0aBHH pPeaKIH Ha CBPbXIYBCTBUTENHOCT, BKIIOUHTEIHO AHTHOSIEM.

Ot crpana Ba o4HTe

Ms0ro 9ecTi: ORBPXHOCTHZ TOUKOBHAHA KEPATONATH:.

Ts1 He € HAJlaraia paHHO CIHPaHe Ha IeYeHHeTo K € 03ApaBgraia 0€3 IOCICACTBYA.

YecTr: MpexoJHO JIEKO HapeHe Ha O9HTe, HACTHIIBAINO HEITOCPeACTBEHO CJIe/ NPHIIOKCHHE,
KOHIOHKTHBHT.

Penxu: 6medapur.

MecTHO ApasHere U BE3HaneHue Xato 61edapiT U KOHIOHKTHBKT ¢a ChoOIaBaHy HpH
[alieHTY, IpANaramy Zovirax Mas 3a O9H.

4.9. IIpeposupane

He 6mxa ce ouaxpany HeBNArONPHEATHY edEKTH, JOPH aKo IFIOTO ChAbPJKaHNe Ha TyDaTa,
ceaspxama 135 mg aciclovir 6pAe OrBIHATO IPE3 yCTATA.

5. @apMaxkoJOrHYRH JAHHU

ATC xon: S0O1ADO3




5.1. ®apmMakoAHHAMHYHN CBOHCTBA

Mexanuzvm na Oelicmeue:

Aciclovir e aHTHBHpYCEH IPOJYKT, C BUCOKA in vitro akTHBHOCT cpenty Herpes simplex virus
(HSV), tun 1 u tun 2, xakTo ¥ cpenty Varcella zoster virus.

TokecHaHOCTTa BEPXY T'OCTOIIPHEMHMKOBH KIIETKH Ha O03aitHHIN ¢ crnaba.

Crex XaTo HOCTEHIN BLB BUPYCHHQEKTHpaHaTa KIeTKa, aciclovir ce dochopmmapa o
axTHEHES MeTabonur aciclovir triphosphate. ITspeusT eTarn Ha TO3H IPONEC 3aBUCH OT
IIPHCHCTBUETO HA BHPYCHO KOJUpPAH €H3UM THMHAHH KAHA3a.

Aciclovir triphosphate meiictsa karo cydcTpar B HEXEOHTOp Ha XepnecBupycHaTa JTHK-
[IONEMepa3a, Karo 110 TO3H HaYHH BE3MPEIITCTBA I0-HaTaTHINHATA PEIUTHKaIlHS HA BHPYCHATa
JIHK. Te3u peaxiuu He BIHSST Ha HOPMATHATE KIETHIHH HPOLICCH.

5.2. PapMaKOKHHETHYHH CBOHCTBA

Ot ounara Ma3 aciclovir ce aGcopbupa 6Bp30 npes enureHus cIIo Ha pOrOBUIATa H
NOBBPXBOCTHHTE O9HYE THKaHH, KATO B Pe3yNTaT B TEIHOCTTA CE JOCTHIaT BHPYCTOKCHIHMU
KoHUeHTpanuy. Cren roxanHo npanoxenue na ZOVIRAX Mas 3a 09M He € BE3MOXHO 1a ¢
oTKpUe aciclovir B KpEBTa CBC CHHIECTBYBAIHTE METOAH, HO KOJHYIECTBA B CHEH C€ OTKPUBAT B
ypuHEaTa. Te3u HEBa ofaye, He ¢a KIHHHYHO 3HAYHMH.

5.3. IlpepkIABMYHA JAHAN 32 6€30IIaCHOCT

Pesynrarute OT oM Opoil MpOyYRaHMs 33 MyTareHHOCT in Vitro u in vivo 1oKa3BaT, 9e
aciclovir He mpeacTaBisiBa PHCK 3a FEHOMA IIPH YOBEKa.

B npoBefeHATE HpOyYBaHKS 33 NPOXABICKUTENEH HepHoZ OT BPEME IIPH MHIIKH H IIBX0BE
HE € YCTaHOBeH KanlreporeHeH edexr Ha aciclovir.

Ilpu onuTH IpH IIBXOBE U KydeTa ¢ aciclovir B 103K, MHOTOKPATHO Ha(BUNIABATIH
TepaneBTHIHATE, Ce YCTaHOBSIBAT 00paTHMH eeKTH BEPXY CIECPMATOTEHE3aTa, aCOIUMPAHHT C
obma HETOKCcHKanus, M3cieBany ca ABe MOKONCHNA MuHIKY, 1IpH epopancH IpueM Ha
aciclovir He ca ycTanoBeHE eeKTH BEPXY (DepTHIHTETA.

Hsma undopmanus 3a ebexra va ZOVIRAX Ma3 3a 098 BEPXY bepTHIATETA HPH JKEHH.
ITpu mepopased npueM Ha aciclovir 3a IPONBIMKUTENEH HEPHOK OT BpeMe OT NMANHeHTY C
HOpMaJicH 6poii CIIepMaTO30HiH He Ce YCTAHOBABAT NIpOMeHH B 6pos, MOPGhONOTHITa H
NOJBIKHOCTTA Ha CIIEPMAaTO30HIUTE.

6. ®DapmaneBTHIHH JAHHH

6.1. CHHCDLEK HA NOMOIIHHTE BEIeCTBA H TEXHATE KOJIAYECTEAR

White petrolatum (US) to make 100 % w/w.

6.2. OH3NKO-XAMHAYHE HEeCHBMECTAMOCTH

Hsawma onHcany.

6.3. Cpok Ha rogHoct

5 roguHHA.

6.4. Cuenpangs yclIOBHS 32 ChXpPaHEHHE

Jla ce crxpaHsBa IIpa TeMnepaTypa nof 25°C.




Oreopenara Tyba ZOVIRAX Ma3 3a oun Tpa0Ba Aa ¢& H3XBHPIH Cliel eIUH Mecell.

6.5. laHHHn 3a ONIAKOBKATZ
Ty0a ¢ aruIMKaTOp M 3allyllaiKa Ha BUHT.
Komugecreo: 4,5 ¢

6.6. HIpennopbLKH NpH ynorpeba

Hama onncanuy.

7. Hme u agpec Ha NPATeXATENN HA PA3PEMICHHETO 32 yHoTpeda

I'maxcoCmutKnaitn EOO/]
yi. Jamutep Manoe 61.10
1408 Codus
brirapus
8. Permcrpanmonen xomMep B perucrbpa o 9i. 28 3JJAXM
No 20020083
9. IInpeo pa3spemasaHe 3a yHOoTpe(a HAa JeKAPCTBeHUS NPOIYKT

Benurobpurarug - 10.06.1981 r.
ITepBa peractparns B benrapusg Ha 26.12.1986 .

10. JlaTa Ha YACTAYNH NPOMEHM B TEKCTA

26/03/2003
H3faHue Nel2




