KPATKA XAPAKTEPHCTHKA HA ITPOAVKTA

1. HUME HA JEKAPCTBEHMS IIPOAYKT

AIHK 5 % kpem

Acic 5% cream / J 0"? O_fJ' 17
Aé/h”h/,_rlf}'o
2, KAYECTBEH A KOJIHMECTBEH CHCTAB 1 7' -00- 20

1 g xpem ceasprka 50 mg auuKIOBHp (aciclovir).
ITomolHH BemecTRa ¢ H3BECTHO ACHCTBHE: TIPOTTHIIEH TIIMKOJ]

3a MBJIHHA CTTHCEK HA MOMOLLHHTE BEILECTBA BHYKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

Kpem

4, KJIHMHHYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHAA

ALIMK KpeM ce npmara 3a odnekuaBane Ha Donkara v cspdexa npu pelHHBUPAlL Xeprec nabuamuc,
4.2 J03HpoBKA H HAYHH HA NPHIOKEHHE

Kpembr Tpabra na ce HaHacd Ha THHBK CJIOM BbPXY HHEKTHPAHHTE YUACTHIM Ha KOXKATA 5 METH
IHEBHO r1pea 4 vaca.

Ha4vH 4 npods/EUTETHOCT Ha yiioTpeda

AIIHK KpeM 3a xepnec Jabnanuc TpaOea a ce HaHACA ¢ MOMOLITA Ha [IAMYYEH TAMIIOH, KOMTO ce
MOKPHBA C TAKOBA KONHYECTBO OT KPEMA, KOETO CHOTBETCTRA HA TOIEMHHATa Ha MHpEKTHpaHus
YYacTBK OT KOXKaTa. TpabBa Aa ce BHUMaBa KPEMBT Jfa C€ HAHECE He CaMO BBPXY YYACTHIMTE ¢ BHIHM
xepnec (Be3UKYIIH, OTOK, 3a4€PBABAHE ), HO CHILO H BBPXY ChCEIHHTE YYACTHIM OT KOxara. AKO
KPEMBT CE€ HaHacA C pbKa, prleTe TpaOea xa Obaar 100pe H3MHTH NPEeaH H ciel PHWIoKeHHe, 33 Ja
ce H30€THe NMO-HATATHIIHA HHPEKLHA Ha 3aCErHaTH KOXKEH yUacTbK (Harp. oT bakrepun) win
pa3sHacsiHE Ha BHPYCH BBPXY HEHMH(DEKTHPAHATA JIMIMABHLA H YYaCTHIM OT KOKATA.
[Ipoab/oKUTENHOCTTA HA IEUEHHE € CPETHO 3 IIHU.

B oTnenHu ciyuau JIEUSHHETO MOXKE 1a MPOALIDKH JOKATO MeXypderaTa o0pa3yBaT KOPHYKA H
H3uesHaT. HesaBHCHMMO OT TOB&, MPOABIDKMTEIHOCTTA HA JieYeHHe He TpsaOBa aa Hansumara 10 guu.

3abenexka
Ja Ja ce NOCTHIHE BR3MOXKHO HAH-100bp pe3ynTaT OT NeYeHHETO, KPpeMET TpA0Ba A ce HaHece OIe
IIpH IbPBUTE CHMITTOMH Ha XEpIecHaTa HHpEKLIUS (apeHe, cbpbex, ycelane 3a HATIPeXKeHHE H
3ayepPBABAHE).

Bupoctarnunoro neuenne ¢ ALHK KpeM 3a Xxepriec naduaiuc HaMa eeKT cnel Karo KOMCHHAT o0OpHE €
AOCTHTHAN (pa3aTa Ha 3apacTBAHE. -

4.3 HporaBonoxkasanun




4.4 CrneunajHa npeAyIpeXxaeHus H HPeINa3HH MEPKH NpH yonorpeda

AlIMKIIOBHp KPEM He ce TIPenophyYBa 34 HAHACAHE BLPXY MYKO3HM MOBBPXHOCTH KATO YCTHATA
KyXHMHA, OMMTE HIH BIaraJMINeTO, Thil KaTo MOXKe Ja npeausBuka gpasHeHe. HeoOxoaumo ¢ aa ce
B3E€MAaT CNELMATHH MEPKHY, 3a Ja ce H30eTHE CyYaiiHO NOnajaHe B OYMTE.

I1pH 3HAYKTETHO HMYHOKOMIIPOMETHPAHH NalMeHTH (Harp. naiueHTH cbe CITHH unu peuwnentu
NPH KOCTHO-MO3BbYHH TPaHCIUVIAHTauum), Tpabea Aa ce oOCHAM NpHEM NPe3 yeTaTa. Takuba NaLHEHTH
TpabBa aa OBAAT MOCHBETBAHY /14 €€ KOHCYATHPAT 3a JISYEHHETO HA BCIKA HHEKIIHS,

Toszu nexapcTBEH NPOAYKT CHABPAKA NPONNHICHIVIMKOI H LETHIOB AJIKOXOJ.

[IpONIMICHTJIMKONBT MOXE 1a MPHYWHY JIpa3HeHe Ha kKoxKaTa. ThH KaTo TOBA JIEKAPCTRO ChIBDPXKA
POITHICHITTHKOI, He TPAOBa Ja ¢e H3MO0I3Ba [IPH OTBOPEHM PAHW WITH FOJIEMH YUACTHUH YBPEICHA
HJIH HapaHEeHa KOXKa (KaTo U3rapaHHA).

LleTHNOBHAT ATKOXO0N MOKE A3 NPUYHHM JIOKAJIHH KOXHH PeaKIHH (Hamp. KOHTAKTEH ASPMATHT).

4.5 BiauMoneiicTBEE ¢ APYrH JieKAPCTBEHM NPOAYKTH H Apyra ¢dopMs HA BiauMoaelcTBHe
He ca ycTaHOBEeHH KIMHUYHO 3HAYHMH B3aUMOICHCTBHS.
4.6 PepTHINTET, OpeMEeHHOCT H KbPMeHe

bpeMeHHOCT

Ynotpebara Ha alMKIOBHp TpsiOBa Aa ce OOMUCIA CaMO KOTaTo MOTEHIHAIHATA 1107132 PEBMILARA
BB3MOXHUTE PHCKOBE, MAKap Y€ CHCTEMHATA €KCHO3WIMA Ha AlIMKIOBHD B PE3Y/ATAT HA JIOKATHOTO
NPHUAOKEHHE € MHOTO HHCKA.

B no¢TMapKkeTHHroBHs PEerucThp 38 OPEMEHHOCT M ALMKIOBUP €4 JOKYMEHTHPAHW W3HOCEHH
OpEMEHHOCTH NIPH SKEHH, M3JIOKEHH Ha BCAKA OT (POpMHTE HA alMKIOBHD. JlaHHUTE B pErHCThpa He
NOKa3Bar NOBHINCHHE B Opod Ha BPOJCHNTE AeeKTH Cpel NALUUEHTHTE, H3N0KEHH Ha allMK/IOBHp, B
CPaBHEHHME C L[A7aTa NOMyJalki, KAKTO H BpOACHUTE JedeKTH He ca TMOKa3aTH YHHKAIHOCT WiIH
OC/IE/IOBATEIHA 3aKOHOMEPHOCT, KOATO JIa MPEANOIoKH 00mia MpHYHHA.

CHCTEMHOTO NPHIOKEHHE HA ALUKJIOBHP B MEKIYHAPOIHO MPH3HATH CTAHIAPTHH TECTOBE HE e
[pen3BUKAT0 eMOPHOTOKCHYHHN HITA TEPATOTeHHH eeKTH Y 3aiiljH, TNTBXOBE H MHUIIIKH.

B necranjapres TeCT NpH IIBXOBE ca Ha0MOJaBaHH aHOMA/MHM HA TUI0AA, HO CAMO TIpH TAKHBa
BHCOKH IIOJKOKHH T03H, IIPH KOUTO € HabmoaaBaHa TOKCHUHOCT 3a Maiikata. KiiunnanoTo 3HaveHue
Ha Te3H AaHHH HE € CHUTYPHO.

KspmeHe

OrpaHH4eHH aHHH BBPXY XOpa NMOKA3BaT, Y€ JIEKAPCTBOTO HE NMPEMHUHABA B MAHYHMHOTO MIAKO CIIe
CHCTEMHO TIpuAOKeHHe. Jlo3aTa, KoATo OM NnoAy4uno KepMaveTo ciel yrnorpeda Ha allKIOBHDP KpeM
OT CTpaHa Ha MakikaTa, 61 OHa He3HaYHTeNHA.

4.7 EfexTn sbpxy cnocodHocTTa 32 miopupane H padora ¢ MAITHHA

He ca M3BSCTHH JaHHHM 3a HapyNI€HA CIOCOOHOCT 3a WodupaHe WK paboTa ¢ MallliHH 110 BpeMe Ha
JIC4EHUE ¢ ALK KPEM.

4.8 HexeIaHH JeKAPCTBEHH peakny

Mzmosn3ea ce ciiefnarTa KiacH(pHKALMA Ha HEXENIAHUTE NEKAPCTREHU PEAKITHH N0 OTHOLLE
yecToTaTa: Muoro yectu (2 1/10), yectn (= 1/100 u < 1/10), vevectu (= 1/1 000 u <}
(2 1/10 000 u < 1/1 000), Muoro penku (< 1/10 000).

.....



ma3. [lopagu ectecTBOoTO Ha HAOMOAABAHUTE HEXKENIAHH PEAKIIMH HE & Bb3MOXKHO HEIBYCMUCIIECHO /1a
ce OIpeeid KOH PeaKiiMu ca CRBP3aHH ¢ MPHIIOKEHUETO HA NEKAPCTBOTO M KOH — ¢he 3alonsaBaHeTo.
CHOHTaHHO CBOOIABAHM AAHHH Ca H3TION3BaHK KaTo 0a3a 3a pasnpe/iesisHe HA 4ECTOTUTE NPH
NIOCTMapKETHHTOBO HAONIIOJaBaAHUTE PeaKLIHH.

Hapvuenua na xosicama u noOKoNCHama mvKaH

Heuecru: NPeXOAHRO MapeHe WIH CMbJCHE BEIHArA CIIE] HAHACAHE Ha alHKIOBHD KpeM
JIEKO H3CYyIIaBaHe MM MIOLUIEHE HA KOXKATA
chpbex

Penxu; epuTeM. KOHTaKTEH AepMaTUT BegHara ciejl HaHacaHe. B cimydaure, korarto ca

NPOBEXKAAHH TECTOBE 33 CBPHbXUYBCTBHTEIHOCT, HAH-YECTO peakTUBHATA CyOCTaHIIUS
e O11a KOMIIOHEHT HA KpeMa, a He CAMUAT AlIMKJIOBHD.

Hapywenus na umynnama cucmema
MHoro peakd: OBp3H peKalliy Ha CBPBEXYYBCTBUTEITHOCT, BKIIIOYMTERHO aHTHOENEM ¥ YPTHKAPHA

CroOluaBane Ha OAO3UPAHH HEXENIAHH PEaKLMK

Cobo0maBaneTo Ha NOAOIMPAHK HEXENIaHH PeaKLiMH CIIE/l paspeliaBaHe 3a YoTpeGa Ha JIEKApCTBEHHA
[POAYKT € BaXHO. TOBa MO3BO/IABA 1A NIPOABDKH HAOMIOICHHETO HA ChOTHOMIEHHETO MON3a/PHCK 3a
JAEKAPCTBEHMAA NPOAYKT. OT MEAMLIMHCKUTE CHCIIHATHCTH C€ H3HCKBA Aa ChoOUlaraT BCAKa
NoA03UpaHa HEXENaHa Peakuys Ype3 HaUHOHAJIHA CHCTEMA 334 cpo0LuaBaHe KoM M3nbanuTenHara
areHLyA 1o JieKapeTBara, yi. ,JlamsH I'pyes” Ne 8, 1303 Codua, Ten.: +35928903417, yebceaiiT:
www.bda.bg.

4.9 IIpeno3upane

He ce ouaksat Hebnaronpus Ty epeKTH, ako LATOTO ChIbPAKAHKE Ha TyOHUKATa ¢ 500 mg alMKIOBHp
(KpeM) ce norbJHAT Mpe3 YCTaTa.

3. PAPMAKOJIO'HYHHA JAHHHA

5.1 PapMaAKOIAHAMBIHYE CBOHCTEA

(apMakoTepaneBTHYHA IpyNa: ryaHO3WHOB aHAJIOT; BUPOCTaTHK, HHXHOMTOD Ha BHpycHara JHK-
[oIumepasa

AuMKI0BHD € GapMaKoNnorHyHO HEaKTHBHA CyOCTaHILIMA, KOSTO CE NMPERPDLUA BLB BUPOCTATHYEH
areHT CJIe/l ICHETPUPAHE B KIETKATA, KOATO € WHPEKTUpaHA ¢ Xepnec cumiuieke supyc (HSV) unn
BapHllena 30¢Tep BUPYC (VZV). AKTHBHPAHETO HA ALMKNIOBHP C€ KaTalu3upa cliel CHCTEMHO
npuiokeHue upes HSV- unu VZV-THMHAWHKNHA3A, €H3HM, KOHTO € XKH3HEHO HeoOXoauM 3a
BUPYCHUTE 34 TAXHATA pPeIUMKaLui. OIPOCTEHO MOXKE 1a €€ Kaske, Y€ BUPYCHT CHHTE3HpPa CBOH
cOOCTBEH BUPOCTATHYEH ATEHT.

Habnionarart c¢ cieTHUTE OTXEIIHHA €TAIH:

1.  AUMKIOBHp IPEMHHARA Npe3 HHPEKTUPAHHTE ¢ XEepHeC KIETKH ¢ NOBHIIEHA YeCTOTA.

2. Bupychara THMHUIHHKMHA3a, HAMHDAIA C& B TE3H KICTKH, (GoChOPHITHpA aLMKIOBHD A0
ALMKJIIOBHP MOHO(OCPAT.

3. KuerbuHuTe €H3UMH KOHBEPTHPAT aLUKIOBUAP MOHOGMOCHAT B MCTUHCKH BHPOCTATHYEH areHT,
HATID. aUHKIOBHp Tpudocdar.

4.  Aumnoeup tpudochar uma 10-30 meTH no-cunel adurMUTeT KEM BHpycHata JJTHK-nonumepasa,
OTKONKOTO KbM KineTe4yHata JIHK-nosmmepasa 4 TOBa CeeKTUBHO HHXHOMpA aKTHBHOCTTA HA
BHPYCHHS €H3HM.

3. Bupycnarta JHK-nonumepasa cebp3Ba atnMkaosdp KsM BapycHaTa JIHK, xoeto Boau no
ofpasypaHe Ha Bepura & JIHK-cuHTe3aTA.

00110 Te3u OTHENIHH €TANK BOAAT A0 MHOTO epeKTHBHA PeAyKLYS Ha BHPYCHHS pacTex.,

IlpH TecT 3a penyKLys Ha rnakaTa € NOTBLPAEHO, 4e cpeaso 0,1 pmol aimknosup/l e

uHxHOupaHe pacrexa Ha HSV-nHekTHpaHHTEe BEPOKISTKH /KIeThYHA KYJITYpa oT 6

NapeHxuM Ha adpUKaHCKa 3eneHa MakimyHna/, qokaro 300 pmol aciclovir/l ca Heobxopn

WHXHOHpaHe pacTexKa Ha HEUHPEKTUPAHH KISTKH.




OrnpeneneHy ca TepanesTH4HH HHAEKCH A0 3000 3a KneThYHH KyaATYpH.

CrnekTbp HA NEHCTBHE in Vilro
- MHQ2O YYECHBUMENHU

Xepnec cumivieke Bupyc TaI [ u 11
Bapunena 3octep BHpYC

- YYBCHMEUMEAHU
Bupyc Emuain-bap

«  YOCHMUYHO YYECMBUIMCTHU KbM PeIUCEHTNHY
LiuToMeranoBupyc

- Pe3UCmEeHMHU
ACHOBHpPYCH
Bupycu Ha mapka
PuboBupycu

5.2 PapMaKOKNHETHYHY CBOHCTBA

[1poyusanus 3a abcopOiMaTa Ha aLMIJIOBHD OT KpeMa

Tperupanu ca 6unu 6 nanMeHTa ¢ aHKJIOBHAP KpeM 3a 4 Nocie 0BaTENHM JHH, IIPH KOETO KPEMBT €
Oun HaHeCeH 5 ITHTH THEBHO BBPXY YHACThK OT KOKaTa Ha rupba ¢ pasmep 710 cm?, KpeMbT € 6
BTPUBAH B KOXKaTa A0 TOraBa, JOKATO C& CKPHE OT IIOBBPXHOCTTA.

CepyMHHM KOHLIEHTPAlliH Ha aLMKJIOBHP HE Ca OTKPUTH CJiell Kpas Ha Mpoy4YBaHeTO. JIAMHTBT Ha
OTKpuBaHe 3a auuknosup € 6un < 0,1 pmol/]l. KonuerTparmu va anpknosup Morat fa 6saat oTKpHTH
B YPHHATA Ha BTOPIS ACH, IPH KOETO CTOMHOCTHTE e HaOMI04aBaT MAJTKO Clie] Kypea Ha JIedeHHe H
noctarar croiHocT 0,6 pmol/l Ha 4-us aeH. Ta3u cTOHHOCT Nokassa no-Manko ot 0,1% ot
KOJIHYECTBOTO ALWKIIOBUD, NPUITOKEHO BBPXY KOKATA.

Tesn peaynraTi nokazeat U3BECTHA Pe20pOLMA HA ANMKIOBHP OT KPeMa, HO TEXHHTE CTOHHOCTH JaBaT
BB3MOKHOCT J]a C€ HAIIpaBH H3BOJA, Y€ OMPEACNEHO He MOXKE Id C& OUAKBa CUCTEMEH e(eKT.

5.3 IIpenknnAnYHE AAHHH 3a HezomacHoOCT

TecToBe 3a NOKaNeH ToJepaHc Ha KpeMa
KpembT, chabpxam anukJOBUP, € OWI HAHeCeH BEPXY KOXKa ¢ Hapym€Ha U HEHApYLIeHa LANOCT NpH

3aiUM 32 21 leHa HAKOJIKC NbTH AHEBHO. Clex MOBTOPHO MPHJIOKEHHE KOKATA € TIoKa3asia
MHHMMAIHO npa3HeHe. [TpoyuBaHus 33 MIOHOCHMOCT TIPH €THOKPATHO NPHIOHKEHHE HA KPEMA BBPXY
OYMTE Ha 3aHLH H BbPXY BarWHAIHA JIMTABHIIA HA Ky4eTa ¢a MOKa3aJii 1€KH MyKO3HH JpasHEeHus.

He ca Ovm nipoBeaenu ApyrH NpOy4YBaHUus ¢ Ta3H GopMa HA NPOAYKTA, ThIl KATO KOJHUECTBOTO Ha
aKTHMBHATA CHCTABKA, PE30POHPAHO OT KPEMA, HE BOAM A0 OTKPHBAEMH KPBBHH KOHIIEHTPAIIHH (BUKTE
TOYKa 5.2.).

6. PAPMAHEBTHYHHA JAHHHAU

6.1 COHChLK HA NOMOMHHETE BellecTBA
100 g kpeM chIbpsKa
MaKporoarHIepoIOBH CTeApaTH
Humeruxon 350

LleTunoB ankoxon

[Iapadus 0151, Mek (Oan Ba3CNHH)

[TapaduH, TeyeH

[ Ipormnenrmukon

Ipeuncrena soaa

6.2 HecnBMecTHMOCTH
He ca i3BecTHA.




6.3 Cpok Ha roanocr

4 roAMHH OT AaTaTta Ha Npou3BoACTBO. Jla He ce npuiara ¢iiell H3TWYaHe HA JaTara, O3HAYEHA BLPXY
OMAKOBKATA.

6.4 CrienHa/IHHE YC/I0BHA Ha ChbXpAHeHHe

Hama cnenmanHu yCIOBHA 33 ChXPaHEeHHeE.
Jla ce cexpaHABa Ha MACTO, HEJOCTRITHO 3a Jella.

0.5 JAaHnAu 33 oNaKoBKa
Opurueanya onakoBka, CEIBPOKAINA 2 g KPeM.
6.6 Coennaann Npeana3Hyd MepPKH NPH HIXBLPJIAHe H pabora

HsaMa cnelpMaiiy M3HCKBAHUA.

7. INIPHTEXATEJI HA PASPENIEHHETO 3A YIIOTPEBA
Hexal AG

Industriestrasse 25, D-83607 Holzkirchen,
['epmanms

8. HOMEP(A) HA PA3PEHIEHHETO 3A YIIOTPEBA

Per.No: 20020357

9, JATA HA IbPBO PA3SPEIIABAHE/ IIO{HOBABAHE HA PA3PEIIEHHUETO 3A
YIIOTPEBA

[IppBO paspelnasane 3a ynotpeda: 13.05.2002
[onHoBsaeane Ha PY: 02.08.2007

10. JATA HA AKTYAJNH3HPAHE HA TEKCTA
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