KPATKA XAPAKTEPHCTHKA HA NTPOAYKTA

L



!i‘“a.ui'i,ﬁhv& ai‘.‘uhh M’:HHMH 110 JIEKAPCTBATA

b
uaoxeus 1

1. HME HA JJEKAPCTBEHUA ITPOAYKT

Kpa TR .z::-.pamrlapdcmuxa ‘wa npogykma - T1p

¥
g 99003/
E

Aciclovir ABR 50 mg/g cream 0, PEE. N e St Mr&
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AKTHBHOTO BelllecTsO B 1 g Kpem e aumxnosHp (aciclovir) 50 mg.

HOMOEEH BEILIECTBA ¢ HIBECTHO NelcTRHE: HNETOCTCAPHIIOB AITIKOX0J1, MPONMUIICHTITHKOIL,

3a MLIHUA CNHCHK Ha MOMOIHATE BEIIECTRA, BUXK T. 6.1.

3. JEKAPCTBEHA ®0OPMA
Kpem.

Onucanue: xomoreHHa KpemMoobpazHa Maca ¢ 68 10 mouTH 0871 UBAT.

4. K/IMHHAYHH JAHHHU

4.1. TepanepTHUAR NOKAIAHHA

Auuknosup ABP kpeM ce npuiara 3a jevyeHue Ha HHGeKuuH npuunHeHH or Herpes simplex virus,
NIOKATH3UPAHN Ha YCTHHTE H NTHLETO (HavaNneH U peuuaMBHpan; nabnanen xepnec).

4.2. [lo3upoBKa H RAYHAR HA NPHJOKEHHE

3a KOXKHO IIPHIICIKESHHE,

HOSHQGBKS,

Bv3pacmnu u oeya

Aunknosup AbP kpeM ce HaHacd BHHMATE/IHO BbPXY KOXKHHTE JIE3WH B ThHBK CNOH, 5 bTH AHEBHO HA
WHTEpBaJ OT 4 yaca, KaTo C& NpOINYyCcKa OPHUAKEHUETO mpe3 Howra. [IpoXbIKUTENHOCTTA Ha ICUCHHE €
okono 5 ann (Hali-Manko 4 AHM), KaTO NP JIMNCA HA JOCTATHYESH TEpANeBTHYUCH edext Moxe Aa Onae
yAbIKEHa f10 10 gHH. Ako ¢ineny 10 ZHEBHO NPHIIOKEKHE OIIAKBAHHATA NPOABIDKABAT, NAKUCHTET TpAOBa
78 ce KOHCYNTHPA CBC COEIHATHCT.

Ilayuenmu e cmapuecka év3pacm
Hama criennanam npenopbKu.

Ha4ynH Ha npHnoxeHHe
[TpoayKTBT ce mpunara BbpXy Be4e PA3BHTH JIC3HH WIH BHPXY KOKHHTE y4YacTHIH, KBACTO Ca HaIule

npoaApoMH (crpbex H/HNK 3aYepBABaHe).

Jleuennero TpadbBa na 3anoyHe KONKOTO € BH3MOXKHO NO-CKOPO IO BpeMe Ha nponpomaﬂm;( I'lﬁpﬁgﬂ, 1-11’:5‘ o
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3a orpaHpvaBaHe pa3NpOCTPAHCHHETO HA HHOEKUHMATA € HeoOXOAUMO INATENHO W3MHBAHE HA phueTe
TNpeRy H clied [IpuiaraHe Ha KpeMa U H30ArBaHe Ha HEHYXKHO TPHEHE WIIH JOKOCBAHE C KbpIa,

4.3. IIpornBonoka3zaHHA

Auniosup ABP xpeMm e npoTuBonokasaH NpH CBPbXYYBCTBHTEAHOCT KbM ALMKIOBHP, BATALMKJIOBHP,
MPONMHJICHTIAKON WM KbM JAPYTO 0T IOMOIIHHTE BEIEeCTBa, H30poeHH B Touka 6.1.

44. CoenuajanEy npeaynpexkaeRus B NPEANAZHA MEPKH IpH ynorpeba

[Topaam PUCK OT Pa3BHTHE Ha JIOKAIHO ApasHeHe, AukIoBHp ABP xpeM ne TpabBa ja ce npunara BbpXy
YCTHATA MM BarMHaJHATA JUTaBHIia, KaKTO H BBbPXY KOHIOHKTHBara. HeobxonuMo € na ce B3eMar
CTICLHAJIHU NPEATIA3HY MEPKH NPOAYKTHT Jia HE MONAAHE B OUUTE.

Mpn naumenT™ ¢ TeXbK HMYHeH acouuutr (bonmum cwsc CIIMH wnam cien  KOCTHO-MO3bB4HA
TpaHCNNaHTauHsa) ¢ HeobxoouMo Aa ce oOChAM KOMOMHHMpaHO NeueHHe ¢ Tnepopannara ¢opMa Ha
IPOAYKTA WM APYTH IPOTHBOBHPYCHH CPEACTBa CbC CHCTEMHO AeficTBHe. TaknBa nauueHTH TpabBa Aa ce
HackpyaBaT Aa C¢ KOHCYJITHPAT C Jiekap Npy BCAKA MOABA Ha HHEKIHUS,

To3u NpOoAYKT chAbpKA NPOMHICHIITHKOI U MOXE 1a IPHYMHK APA3HEHE Ha KOXATa.
[leTocTeapunoBHAT aNKOX0A B CHCTaBa Ha NPOAYKTa MOXKE [a MPUYHHH JOKAIHH KOXKHH peakUHH (Hamp.
KOHTAaKTEH JEpPMAaTUT).

4.5, B3aumonedicTBHE ¢ IPYIH JIEKaPCTBEHH NPOAYKTH H APYrH GOpMH HA B3anMojeHcTBHE
Hsama aaneu 3a HexXeNaHH JIEKAPCTBEHH B3aHMOACHCTBAS ¢bC CHTHU(UKAHTHO KIHHHYHO 3HAYEHHE.
4.6. Deprananter, peMeHHOCT H KbpPMEHE

E¢exTn sbpxy depTHIHTETA
BRXKTe BaHHUTE OT KIMHWYHHK H3TIMTBAHHA MpeACTaBeHH B TOYKaA 3.3,

Bpemennoct

Auuknosap TpsbBa ma ce mpuiara no BpeMe Ha OGpPeMEHHOCT CaMO KOT4TO MOTEHLHAnHaTa nojs3a
NPeBHLIaBA BB3IMOKHHTE PHCKOBE, BBAPEKH Y€ CHCTEMHATA €KCHO3MIMA Ha ALHKAOBHP NMpH JOKATHA
ynorpeda ¢ TBhpAe HUCKA.

B nocT-MapKeTHHIOBHS perHCThp Ha ciayvaure Ha OpeMeHHOCT HMa GAaHHH OT NpOC/CAfBaHE Ha
OpeMeHHM KeHW, TpeTHpaHH ¢ pasnyuHd (GOpMH AUMKIOBHp. PerucTpupaHHTe JAaHHH HE NOKa3Bar
nosdinasane B OpoA Ha BpoZeHUTE AcdeKkTH NpHU Acla Ha Maiiky, NekKyBaHH ¢ alHKAOBHUD, B CPaBHCHHE C
o0laTa nomynauus, KaTo BPOACHNTE AedeKTH HE MOKa3BaT CXOJACTBO MJIM OCODEHOCT, MpeAmnonaraiia
oflia npuyHHa,

Cnopea [aHHM OT MEXAYHAPOAHO NPHETHTE CTAHAAPTHH TECTOBE, NpHY CHCTSMHO IpHNaraHe Ha
ALIKKJIOBUD, HE C€ YCTAHOBABAT eMOPHOTOKCHYHH HJIH TEPATOreéHHH e(ekTH NpH 3aifly, ITEX0BE WHIH
MHIUKH.

DeTanHH AHOMaTHK ca YCTAHOBCHH B NPOBEACHH HECTAaHAApTHH M3MHUTBAHUA NIPH IIBXOBE, CaMO Cle]
NpUIIaraHE HA MHOFO BHCOKH, TOKCMYHH 3a MaliKaTa [03H, MOAKOXHO. Bpp3KaTa Ha Te3H OTKPHTHA C
KJITHHHYHATA NPAaKTHKA Hee YCTAHOBEHA, Ry

Knpmene




OrpanuveHy JaHHH NIPH XOpa INOKA3BaT, Y€ alUKIOBHD NPEMUHABA B MaliYHHOTO MJIAKO NMPH CHCTEMHO
NpuaokeHUe, BuNpekH ToBa, eBEHTYANHATA 4033, MPHETa OT KbpPMA4ETO CJIe] NIOKAJHO MPRJIOKEHHE Ha
Auuxnosup ABP xpem O6u Ouna HesHaUNTENHA.

4.7. EdexTn pBpxy cnocobHocrTa 32 modupane B pabora ¢ MamAAH

He okaspa HeGnaronpusTHO BIHAHUE BbPXY CNIOCOOHOCTTA 3a mIohHpaHe u pabora ¢ MaLIHHM.

4.8. Hexenanu JieKapCTBeHH peakinH

YecToTara Ha HEXENAHHUTE peakUUM [OO-A0NY € MPHOMHIMTENHO M34YHMCIEHA. 3a MOBEHUETO HEXKENaHH
peakuuy JHNCBa HeoOXoauMaTa HHGOpMaLys, 3a Ja ce UIYHCAH YeCTOTATa HAa HexellaHWTe peakudu. B
JOIBIHEHHE HeXENaHHTE JICKapCTBEHN PeaKkLHH MOraT Aa BapupaT Mo paziv¥eH Ha4yHWH B 3aBHCHMOCT OT
10Ka3aHHETO.

CnenHaTa TEpMHHOJOTHS € BB3NPUETA TPH KIaCHPHIUpaHSTO HA HEXXeNaHuTe eeKTH Mo OTHOLIEHHE Ha
TAXHATA YECTOTa: MHOro uecTH (>1/10), uectn (>1/100 no <1/10), newectu (>1/1 000 no <1/100), peaxu
(=1/10 000 zo <1/1 000), mHOTO peaxu (<1/10 000).

nﬂpﬂﬂH eCTECTBOTO Ha HabmoJaBaHHTe HEXeIaHH peakuud, HE¢ € BB3MOKHO Ja C€ ONpeAC/IH
HCABYCMHUCIIEHO KOH peaKllHH ca CBbP3aHH ¢ NPHIIOKEHHETO Ha MEIHKaMCHTA H KOH Ca CBbpP3aHH CBC
3a00nABaHeTO. ,[[aHHHTe OT CNOHTAHHH CHOOIISHHA ¢a W3IOM3BAHU KATO OCHOBA 38 ONpEACIIHE YCCTOTATA
Ha HeXCQJIaHHUTE PECAKIINH, Hab10/1aBaHy B NoCT-MAapKECTHHI'OBHA NEPHOA.

HapymieEua Ha HMYHHATA
CHCTEMa

MHoro peaku Bbpa3n peakLiMH Ha CBPBbXYYBCTBHTENHOCT, BKIL.
aHTHOedeM M YpTHKapHA

Hapymenna Ha KOXATA H

NOAKOKHATA THKAH
HeuvecTu [TpexoaHo napeHe WIH CMBAEHE HA MACTOTO Ha
npunoxkeHue, ciabo H3pa3eHO HICYlUaBaHe HtH
MIOLISHE HAa KOXKaTa, chpbex

Penxu EpuTema, KOHTAKTEH ASPMATUT CJISA NPUIOKCHHE,
[Tpn npoeexxaaHe Ha TECTOBE 3@ YYBCTBUTENHOCT,
Hali-uecTo peakTHBHATA CYOCTAHIMA Ce € OKa3Bana
CHCTABKA Ha KPEMa, a HE CAMUAT aLMKIOBHP.

CrnobimasaHe HA NOAO3NPAHN HEKENAHH PEAKIHH

CrofiaBaseTo Ha MOJO3MPaHH HEXEaHH pPeaKlHH cliej] pa3pellaBade 3a ynoTpeba Ha IeKapCTBeHHS
NPOAYKT € BAXKHO. T0Ba MO3BONABA Ja MPOAbJoKH HaOMOJEeHHETO Ha ChOTHOLICHHETO T10/I3a/PHUCK 38
NeKapcTBeHHA MpoAyKT. OT MEAUIMHCKUTE CHSLMANMCTH ¢& M3HCKBA Aa choOIaBaT BCAKA NOA03HpaHa
HeXKeNaHa peaklus upea:

HM3nenHuTEIHA areHIHs 110 JeKapCTBaTa
yi. ,,JlamaH I'pyes* Ne 8 e
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He ce ouakear HeOGnaronpuaTHH edekTH HOpH B ciyuail Ha MOrybllaHe Ha LANOTO CBABPKAHHE Ha
onaxkoBkata (10 g kpeM cpabpkar 500 mg anuKnoBHp).

5. ®APMAKOJOIHMYHU CBOHCTBA
3.1. DapmaxkoanHEaAaMH4YHEH cBolicTBa

QapMakoTepaneBTHYHa rpyna: JepMaTOJOrHYHM CpPEeACTBa, AHTHOMOTHIM M XMMHOTEpaneBTHUM 32
ASPMATOJIOTHYHO MPUIOAKEHUE, AHTHBHPYCHH npoaykTH, ATC koxa: DO6B BO3

ALMKIOBHp € aHTUBHPYCEH MPOAYKT ¢ BHCOKA in vitro akTuBHoCT cpemy Herpes simplex virus (HSV),
THN 1 ¥ THN 2. TOKCHYHOCTTA BBPXY FOCTONPHEMHHKOBH KNeTkH Ha 6o3aliunuu e cnaba.

Cnex kaTo mOCTHNY BbB MH(EKTHpaHATa ¢ Xepnec BHPYC KIeTKa, auMKiIoBHp ce dochopunupa zo
aKTHBHHAT METabONUT alluknoBup TpHdochart. [IspBUAT eTan HA TO3H NIPOLESC 3aBHCH OT MPHUCHCTBHETO
Ha BHPYCHO KOJAMpaH €H3NM THMMAWH KuHAa3a. AnukiosHp Tprdocdar aelicTsa kato cyberpar U
HHXUOUTOp Ha XxepnecsupycHata JIHK-nonmmepaza, kaTo IO TO3M HA4YHH BBHINPENATCTBA IM0-
HaTaThIUIHATA periHkauus Ha BUpycHata JIHK. Te3n peakuvd He BIHAAT Ha HOPMaJHHTE KJIETHYHH
NIPOLECH.

B nse romemu, ABOHHO-CNENH, paHAOMHU3NPAHM KIMHHYHM MpOY4BaHMA, BKMouBamy 1 385 nauuenta,
NEKyBaHH B MPOAB/KEHHE HAa 4 JHW 3a peuugusdpail xeprec nabuanuc, anuiioBHp 3% Kpem e
cpasHABaH ¢ miauedo (BexuKkyniym 06e3 akTHBHO BellecTBO). B Te3u Mpoy4yBaHMA, BPEMETO OT 3aN04BaHE
Ha NEYECHHETO A0 HiNeKyBaHeTo € Ouno 4.6 AHM IIpH H3MNOI3BaHe Ha AUMKIOBHP XpeM M 5.0 ZHM npH
usnon3saHe Ha mauebdo (p<0.001). IIpoasnxurennocTTa Ha bonkata e Omna 3.0 AHH cNeA HAYaNOTO Ha
JIEYSHHETO B rPyNarTa ¢ alHKIOBHp kpeM M 3.4 aun b mianebo rpynara (p=0.002). Karo ugi0, okono 60%
OT MALHEHTUTE ¢a 3ANOUHANY NEYEHUETO B paHeH eTan (IpoApoMaeH Wik epureMaTto3eH) H 40% B KbceH
etan (nmamyja uiau onucrep). PesyiaraTute ca nogoOHH NPH ABETE IPYIH NalHEHTH.

3.2. PapMaKOKHHETHUHH CROHCTBA

[Ipy dapmakomIOTHYHHTE H3CACABAHMA, Cle) MOBTAPALIQ Ce JOKAWIHO MNPHJIOKEHHE Ha ALMKIOBHD
KpeM © HabmojasaHa MHHHMAalHa CHCTeMHA abcopOums Ha aLUKIIOBHP.

3.3. IlpeaKNHRHYHH JaHHEH 33 fe3omacHOCT

Pesynratute OT ronam Opoii mpoyuBaHis 3a MYTareEHOCT in vitre W in vivo NOKa3Bart, 4e auuKIOBHp €
MAJIKO BEPOATHO 14 APESACTARIIABA PHCK 34 PEHOMA IIPH YOBEKa.

B nposeaennTe npoy4ypaHuA 3a IPOAB/DKHTENEH [EPHO OT BpeMe IPH MUIIKH H ITbX0BE He € YCTaHOBEH
KaHueporeHeH edeKT HaalHKIOBHD.

[IpH ONUTH NpH IUTEXOBE M KYUETa ¢ AlMKIOBHP B J03H, MHOTOKPAaTHO HAABHINABALIN TEpaneBTHUHHTE, Ce
YCTAaHOBABAT oOpaTMMHU e€(EKTH BBPXY CIEPMATOreHe3ara, AacOUMHpPaHW ¢ o0llla HMHTOKCHKALMA.
H3cnearanu ca ABe nokoneHus MHINKH. [IpH nepopanen NpyueM Ha aHKAOBHDP HE Ca YCTAHOBEHH eekTH
BBPXY QepTHIHTETA. | o | |

6. ©OAPMANEBTHYHH JAHHH BN

6.1. CnHCcBHK HAa NTOMOIHHTE BeIeCTBA R LT




ITonokcamep 407

lleTocTeapHioB AIKOXO

Harpues naypuncyndgar

[Napadun 6an mek

[Mapa¢uH Teyen

ITponuneHrankon

HuMmernkoH 20

I'munepon MOHOCTEApAT M TIOTHOKCHETHIICHCTEAPAT CMEC
Harpues xuapokcun (3a kopekuus Ha pH)

[Ipeuncrena Boaa

6.2. HechBMeCTHMOCTH
Henpunoxumo.

6.3. Cpox na rognocr

2 roJ1IuHm,
Cpok Ha rOHOCT el MbPBO OTBApAHE — 28 JHH.

6.4. Chnenransn ycioBHus Ha ChXPAHEHHE
[Tpu Temnieparypa noz 25°C.,
6.5. Buan cuAbpKaIHHE HA ONAKOBKATA

Annxnosup ABP 50 mg/g kpem no 5 g 1 10 g B anyMHHHESBH TyOH.
Enna Ty6a B KapTOHEHA KYTHA,

6.6. CpennanHm NpeANA3HH MEPKA NPH A3XBbPARHE B paboTa
Hsama cnenvaniy M3HCKBaHKUA.

HeusnonzpaHrar JCKAPCTBCH IMPOAYKT HIIN OTNIAABYHHTC MAaTCpPHaNHi OT HEro T]JHGB& Aa CC HIXBHPJIAT B
CHOTBCTCTBHE € MCCTHHUTC H3HCKBAHHA.

7. HPHTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

AHTHOHOTHK-Pazrpan AJl
byn. “Anpuncko sectaHue”, Ne 68, oguc 201
7200 Pasrpan, benrapns

8. HOMEP HA PAJPEIIEHHETO 3A YIIOTPEBA

Per. Ne: 9900318

9. JATA HA IBPBO PA3PEIABAHETIOJHOBSBAHE HA PASPEMIEHMETO. 347,
YIOTPEBA

Hara na nspso paspemapade: 18.10.1999 r,



Hata Ha nocneaHo nogHopgasane: 16.03.2010 r,

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Anpun, 2015 r.




