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1. HME HA JEKAPCTBEHMA TIPOAVKT

FENIVIR 1% Crcam
2. KAYECTBEH H KOTHYECTBEH ChCTAB

1 g ®enuBHp KpeM ChIObPKa:
10 mg HlerunraogHp
NoMowHu Belec B ¢ HIBECTHO AEHCTRHE. LETOCTEAPHIIOB &IKOXOL, TPONMKHISHT NHKO,

38 UbIHHA CIMCHK HA TIOMOLIHKTC BEICCTBA. BX. TOMKE 6.1,

3. JIEKAPCTBEHA ®0PMA

Kpewm.
Tnaxsk O KPeM ¢ XOMOTCHHA KOHCHCTCHLIHA,

4, KIMHHYHH JJAHHH
4.1 TepancsThunm NOKazaHNs

GeHMBAP KPCM ¢ MOKa3aM 32 cucHue Ha xepree (herpes labialis) npu B13pacTHu (BRIOMHTCIHO
MAIMEHTH B CTAPMECKA BB3PACT) M AcUa Haa 12 roguHy.

4.2 JMojMpoBKa K HAYHMH HA UPILIOKCHHE

HRoinporxa

BoapacTHH MADHEHTH (BRIIOYHTETHO H MALMEHTH B CTAPYECKA BHIPACT) ¥ Aeua Haa 12 rozamum:
DeHMBHP KpeM TpAOBa Aa CC MPHIATS HA HHTCPBANH OT OKOMO 2 Yaca MPes3 JICHS.

DeHMBHD KPESM MOXKE [a CC HAHACA ¢ YHCTH PBIUS HAH G allTHKATOP 3a cAHOXpatHa ynoTpeba (3a
ONTAKOBKH, KOMTO CBABPIKAT anIHKaTop), B HCOOK0HMOTO KOAHHECTEO HA 3ACCIHATHS YHACTEK.
Jeucunero Tpabpa Aa npoasxu 4 JHM.

JcucaneTo 1pa6Ba Aa 3AMOMHEC ROJKOTO G MOXKC HO-CKOPO CACA MBPBHA MPM3HAK HA HHQCKIHNA,

Heoduampuuna nonyaayus

Jeua (moa 12 rogunm);

BelonactHoeTTa w cdmkacTiocTTa Ha MeHHBHD KpeMm Npu Acua nmox 12 TOAMHA BCe OIMC HEC ca
VCTAHOBEHM.

JIHNCBAaT JAHHK.

4.3  HpoTuronoxazanms

CBPsXYYBCTBHTEIHOCT KBM NCHUHKIOBHP. (aMIHKAOBHD HIH HAKOE OT NOMOUIHHTE BE
HIOPOCHH B TOMKA 6.1,




NPONCHTA MM BHIA H@ JOKTAABAHWTC HEKCIAHM peaxiud. Hal-MecTuTe HeXKenaHHu peakuuy ca
PEAKLIHHTE, CBBPIAHH C MACTOTO HA MPHUIATAHETO.

CnRCHK HA HEXETAHWTE PEaKITH

Hexemanute peakipy ca H30POCHH NO-JONY CHOPCA CHCTEMHO-OpraHmara KiacHukam n
YEeCTOTATA HA NOABABAHE.

YecroTuTte CF ONPEACST, KAKTO CACIBA

Muoro yectd (= 1/10), weetn (= 1/100 ao < 1/10), veyeetn (> 1/1000 go < 1/100}, peaxu (= 1/10
000 mo < 1/1000) wnw muoro peaxs (< 1/10 000). ¢ HewIBeCTHA 4CCTOTA (OT HANHYHHTE JAKHH He
MOke A3 §54¢ HaPaBCHa OUCHKS),

MpynupanrTe NO 4ECTOTA HEKENAHHA PeaKMH ca TIPSACTABEHH N0 Pei Ha HAMANIBAHC HA TAXHATA
CCPHOBHOCT.

Onucanre Ha NEKETAHNTE PeAKIAN

O6n mapyiennst of eGeKTH Ha MACTOTO Ha OpHIarane
YecTH: peakuuy Ha MACTOTC HA NpMAArake (BKIHOYMTCAHO YYBCTRO 32 MAPCHE MO Koxara, Donka,
XHITOCCTE3HA)

TocTMapKeTHHIoBHTE MICNEJBAHKA TIOKA3BAT CACIHUTE HEWENAHM JEKAPCTBEHH PCAKIMH
(BCHUKK pEAaKUMH CA MIHM JIOKANM3IHPAHH HJIH TCHCpanHIWpaud). TeH KaTo ¢ TpyAHO OT
NOCTMAPKCTHHIOBHTC MPOVYBAHHA 3 C¢ MIMMCAH YCCTOTATA HA HOMKCIAHHTC CHOMTHA. T¢ CC
OTIPEICIAT KATO TAKHBA ¢ HEHIBECTHA HCCTOTA.

HapymieHns HA WMYHHATA CHCTEMA
C HewdmeotHa yeeToTa: CBPBXYYBCTBRTCTHOCT, YPTHKADHA

HapyilcHrs Ha KOXKAFA W HOAKOKNATA THKAN
C HEMIBECTHA YSCTOT2: ANCPrHYCH ACPMATHT (BRIFOUHTEIHO 00pHB. ChpOeikH, MEXYPH H OTOK)

Chofmanane Ha NOJ0UPAHN HEEEIANH DCAKIIIN

Cro0maBaneT™o HAa TOAOTHPAHH HEXCHaHH PCeaxyMM CcleJ patpelnasaHe 3a ymorpeba Ha
JACKAPCTBEHKMA MPOAYKT ¢ BakHO, Topa NolBomiBAa A3 MPOXL/UKH HAG/EONCHHCTO Ha
CHOTHOIEHHSTO HOMA/PHCK 33 ASKAPCTBEHHA OPOmykT. OT MEAMIMHCKMTE CNEUHAMMCTH CE
HIMCKBA A7 ChOOLIABAT BCAKA MOJO3HDAHA HEKCTAHA PCANUHA YPC3 HAUHOHANHA CHCTEMA 32
cbroOmaBake.

Bbarapus

H2obTHBTEIHA aT¢HIMA MO JTeKapCTBATA
Va.  Jamsn Fpyes™ Ne 8

1303 Cotpua

Ten.: +3592 89034 17

Yebeaiir: www.bda.bg

4.9 Hpeposuapane

He cc ouaxsat HeGnaronpuaTH cdieKTH Z0PH aKO IHLIOTO ChILPKAHKC HA ONAKoBKaTa PeHuBUD
KpeM € OpueTa OpaiHO. NEHUMKIOBHD cC petopbupa crabo clieh OPANHO npHIoKeHne. Bunpexn
TOBA MOKC A4 CC NOABM APAZHCHC HA AMIABKUATA HA yerata. Ilpu CnyualiHo NOrABILAKE HE CC
HARara CocuH(yrHO JIeuCHHe.




5. ®APMAKOJIOTHYHH CBOHCTBA
3.1  DapmakonnHaMHuRy cBORCTEA
DapMakoTepanceTHYHa rpyna. JIOKanHO npOTHBOBMPYCHO CPCACTEO

ATC xox; DD6BB06G

MexanuisM Ha geficTere

In vitro W in vivo NCHUMKIOBHD NOKA3Ba AKTHRHOCT ¢pemy herpes simplex Bapycu (thn 1 1 2) 1
varicella zoster supyc. B sapaienuTe © BHpyCa KISTKH MeHUHEIOBHD OBpi0 W SHeKTHBHO CE
npeepuia B TpH@ochaT (MEAHHPAH Pes BHPYC-HHIYUHPAHA THMHIHR-KHHA3R). Tle HIMKIOBHp
TpHochaT NCPCHCTHPA B HHQCKTHPANKTE KACTKH B IPOXBIDKEHME Ha noBeye oT 12 vaca, kbaeto
HHNHOWpa periawkawiATa Ha BupycHata JJTHK » mma noxyxmeoT 9. 10 w 20 yaca B KICTKH,
undexTupann ¢ varicella zoster supyc, herpes simplex supyc tin 1 u pecnexTusno herpes
simplex tan 2. B HewBOCKTHPAHH XJICTKH, TPSTHPAHK ¢ REHUMKIOBHD, KOHUCHTPAIMHTE HA
NCHUMKIOBHD TpHQOCHaT ca eABa YCTAHOBHMH, Maniko BEPOATHO ¢ HCHH(CKTHPAHUTC KICTKH A
ObAAT HOBMHSHU OT TEPATICETHYHH KOHUCHTPALME MEHIHKTOBHD.

KiturmaHa ethHKacHOCT H OC30HACHOCT

B RIHHHMHH H3MHTBAHAA MALMCHTHTE, HA KOHTO € PHIOKeH OCHHBHD KpeM, o3apasasart ¢ 30%
no-0bp30 0T Te3M. TPeTHPaHH ¢ nuaugbo (OKOAO CAHH ACH NO-PAHO), OTIBYUABAKCTO Ha 0OAKATS
e ¢ 25-30% no-0wp30 (cpeauo nogelpMmane 10 COHH ACK) W 3apa3HOCTTa oT3By4asa zo 40% mo-
GBp30 (eaBH JCH MO-PAHD), OTKOIKOTO NpH naaueso.

5.2 PapMakoKHiCTHIN CBOHCTRA

O6mia xapakTepHCTRIG
flpy 4-muceuo mpunarage Ha QenvBup KpeM Ha AoOposomum (npu JHeBHa jo3a 180 mg

NMEHIHKIOBHD - NPHOMIHTENHO 67 MBETH NMOBEYMC OT NPEMOPBYAHATA AHEBHA HOMA) BBPXY
OXIy3¢HA B TNaJHANA KOXKA NECHIWKIOBHD HE CE YCTAHOBABA KOAHYCCTBEHO B MJIa3Marta u
ypuHAaTa.

5.3 TipenwHMHWYHNW JAHHA 33 (E30TIACHOCT

OO6ma ToKCHKOTOTHA
[punosxeH 10KANHO 3a 4 CCOMMIM PR MIBX0BC | 3abuy, 5% DcuusHp xpeM c¢ nonacs Jobpe.
Hama pokazaTencTed 3a KOHTAKTHA CCHIHOMAMIAMHN TPH MOPCKH CBHHYCTA.

IlpoBeAcHa ¢ HANOCTHA HPOFPaMd OT MICACABAHMA C HHTDABCHOMH TCHUMKNIOBMD. TC3H
APOYYBAHHY HC NPCAMIBHKBAT HUKAKBH OIACCHHA OTHOCHO OCROMACHOCTTA TPH JIOKAMHO
npuroxcHue Ha PeuusHp xpeM. Cnex aowanua ynorpeda cuetemuata aGcopBums sa
NEHUAKIOBHD & MEHUMATHA,

TeHOTOKCHMHOCT U PENPOIY KTHBHA TOKCHYHOCT
Wicncaparmata ¢ SKHROTHH HC TIOKA3BAT CMOPHOTOKCHYHA HAH TCPATOTCHHH CHCKTH Tpu
NCHIMKNOBHP, IPHAMKCH MHTPABCHOSHO (rpH Ao3n 1200 nbTH n0-BUCOKH OT TCIH, NPCHOPLYAHH
33 KIHHAYHA yroTpe0a Wpel JOKANHC MPHIOKCHWE), HUTO ca HaGMIOJaBaHH HAKAKBH efickTH
BEDXY MBXKKMI M KCHCKHA QCPTUIHTCT M o01waTa peipoayKTRBHA criocobuoct (npu A0
MLTH (IO-BUCOKH OT MPENOPLUAHKTE 34 KIHHHYHM HICJCABARAA 4pe3 JIOKATHO
HicneapanusTa ¢ MIBNOBC [I0KA3BAT, YC RCHUHKJIOBHD C€ CKCKPCTHDA B MIAK(




MEHCKH, HA KOHTO ¢ JAACH opanuo (amMumknosup (GaMuMxiosdp. opanHara dopMa Ha
MEHIHKIOBHP. KOATO iM Vivo € KOHBEPTHPA B NEHIHKIOBHD).

PesyNTaTHTe OT DIMPOKA TAMA H3CHSABAHHA 34 MYTAreHRAOCT iR VIve H IR VilFo NOKassaT, ue
MCHUHKITOBHP HE BOAH A0 I'CHOTOKCHYCH PHOK MPH YOBCKA,

6. DAPMANEBTHYHH JAHHH

6.1 ChoMCbK HA NOMOINHATC BEIICCTBA

Banx mcx mapadun

Teuen mapadun

Herocreapriaoe ankoxon (Bx. Touxa 4.4 ,Cneymaniy mpeAy IPCHKICHHA H NPCANATHE MCDKH TpH
ynotpe6a”)

(ponunenramrot (Bx. Touka 4.4 ,Creupansy ApeAyYApExICHUS M TIPEATAIHN MEDKH Tipu

ynotpeba™)
lleTomaxporon 1000
TIpeuncTena posa

6.2  HechBMECTHMOCTH
Hewnprnoxumao,

6.3 Cpok na ropsocy
3 roAHHY

6.4 Cnenyaasy YCI0BHA 1A ChIPAHCHHE

Ja ce crxpanaea npH TEMIICPATYPa, KOSTO HE HANBHLARA 30°C.
Ja He c¢ 3aMpassa.

6.5 Bui ¥ CHILPKAHIE HA ONAKOBXATA

2 g anymunuesa TvGa,

6.6 Coeupaing Hpeanasii MEPKY APH HIXBEPIsHE M paboTa

Hewsnomsanugr ACKAPCTBCH OPOAVET HIH OTHAABYUHHTC MATCPHAIH OT HCro TpSIGBa Aa co
HIXBBEPHAT B CHOTBETCTBHE ¢ MECTHUTEC HIHCKBAHMA,

7. NMPHTEXATEJ HA PAIPEHIEHAETO 3A VIIOTPEBA

Adriatic BST d.o.0.

Verovékova ulica 55

1000 Ljubljana
Crosenns




8. HOMEP HA PAJPEIMIEHHETO 3A YIOTPERA

Per. Ne 9900019

9, JATA HA HDBPBO PAIPEIMIABAHETIOAHOBABAHKE HA PAIPEHIEHHUETO
3A YOOTPEBA

11-6245/19.11.2009

10. JJATA HA AKTYA/IU3HPAHE HA TEKCTA

Apryct 2022 1,




