KPATKA XAPAKTEPUCTHKA HA TTPOAYKTA
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1. UME HA JEKAPCTBEHHUA NIPOAYKT 1 aliooiohin vt
§ Kparmka xapaKmepuUcmuxa Ha npogyxma - lpuaoxetue 1
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2. KAYECTBEH H KONTHYECTRBEH CBCTAB 1_0 g ugiqegaugs N

I ml cpabpika: 10 mg HadTuduroR xunpoxnopus (naftifine hydrochloride)
[ToMOIHY BEMIECTBA C H3BECTHO AEiCTBHE: TIPOTTHICHTTMKON, ETAKOM

32 BJAHHA CTMCHK HA IIOMOILLHUTE BEILECTRA, BUIKTE TOYKA 6. 1.

3. JIEKAPCTBEHA ®OPMA

PasTBOp 32 KOXKa.
Buctep, Ge3userer 1o Gnea0X BT pa3TBOpP.

4. KJHHUYHHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHNA

3a neueHue Ha rbOHYHE HHQEKIIHM HA KPaKaTa:
- I'vOuynM paGEKIHH HA KpaKaTa, 0cO0eHO MEKIY NPLCTUTE,
- I'bOuvnn Mugexuny Ha JoIHATA 4acT Ha X0AWI0TO (Pa3IMYaBaT Ce KaTo 3aUepBIBane, ONIIBAHE
H [OLYBaHE WIH CEPOSIN MEXYPH ),
~ I'bOMYHH MHQEKUHH HA HOKTHTE

4.2 J03HpOBKA B HAYHH HA MPAJIOKERHE

QOSHEOBKEI

Exsonepun 1% pasTeop ce npunara BegHbA AHEBHO BBPKY 3acernarara oonact. Tasu oGnact Tpabra xa
OB MOYHCTEHA U TO/ICYINEHA BHHMATEIHO NPEM 1a C€ HAHECEe Pa3TBOPA.

[TpoOBIKHTEIHOCT HA JEUESHHETO

Jlewenreto ¢ Ex3onepun TpabBa 1a NpoABIKY OPH ChIKATA 1034 IOHE ABE CEAMMITH CNex ripeMaxBaHe Ha
HH(PEKIHATA, 34 Ja Ce& MPENOTBPATH PELiUIMB.

Axo He ce nabmopaaBa KIMHWYHO noAoOpeHHe B paMmkuTe Ha 4 ceAMHUUM, JISUSHMETO JAa OBIe
HIpepa3rieaaHo.

HauvH Ha NpunokeHye
3a npuaaraHe BEPXY KOXaTa.

{leapaTputHa Domynanus

beszonacHocTTa H edukacHOCTTA HA HAQTHGHH NP A€lid W fOHOIMH nok 18 ronuHM He ca GHH%*’
YCTAHOBEHH. HiMa A0CTaThyHO HAJJWYHH JJAHHH. :




[lanyenTH ¢ HapymeHa ObOpeyHa UAH YepHOAPOOHa DYHKIHA
He e HeoOX011MO KOpHTHpaHe Ha J03aTa.

[Nlaunentute TpaGsa na 6paaT HHGOPMHPAHK 33 OOHYANHMTE XHTHEHRY MEPKH 32 H3GATBaHE Ha
H3TOYHHIHTE HA HHexpa 1 penHbekuuA.
4.3 IIporuBonokazanus

CBpbX4YBCTBHTENHOCT KbM HaTHOHH HIH KBM HAKOE OT HOMOLIHHTE BEIIECTBA, OIMCaHH B TOYKa 6. 1.

4.4 CrenaajJNn npeaynpexIeHHd H IpeJIa3HH MePKH Npu ynorpeba
To31 JlekapCTBeH NpoOyKT ChABPKA PONHICHITHKON H €TAHOJ
B 1 ml pasrsop ce chappkar 50 mg nponunerrnukon u 400 mg etanon. [TPONUICHINIMKOTBET MOXKE 1a

[IPHYHHY Apa3HeHe Ha KoxkaTa. ETaHOMBT MOKe 1a npeaAM3BHKA MapeHe BPXY yBpedeHaTa koxka. Jla ce
M305rBa KOHTAKT C OUHTE HJIH C OTBOPEHH PRHH.

4.5 B3auMozeiicTBae ¢ APYTH JEKaPCTBCHH NPOAYKTH H APYrH GOPMH HA BIAHMOJEHCTBHE
He ca nzBecTHH.

4.6 DepruanTeT, GpeMEHHOCT H KbpMeEHe

Depmuaumem

He ca nposexaany npoyuBaHus 32 YCTAHOBABAHE HA BIuAHKETo Ha Exzonepnn 1% pasTBOp BBPXY
pepTUnHTETA. .

bpemennocm u kupmene

OnureT ¢ ynotpebara Ha HadTudHH IPH OpeMEHHH keHH & MHOro orpaHnyeH. IIpoy4BaHUsATa C SKHBOTHH
HE MOKA3BaT MPEKH HIIH KOCBEHH BPEAHU eEKTH, CBbP3aHH C PENPOAYKTHBHA TOKCHYHOCT.

[Tpu npaBuIHO MPUAOKEHHE HE Ce OUAKBA TO3M JISKAPCTEBEH MPOAYKT Aa nopiuse dperyca Win
HOBOPOZAEHOTO. [IpoyuBaHHs HA TEPAaTOTEHHOCT HEe A0Ka3BaT eMOpHoTOKCHUEH edekT HA HadTHHH.

Karo npeanasna mapka, npunarasero Ha Exzonepun 1% pasteop no BpeMe Ha OPEMEHHOCT H KbPMEHE
TpaOBa Oa ce U3OATBA.

4.7 E¢extd BLpxy cnocofHOCTTA 3a Inodupane B paboTa ¢ MAIIHHAH

Exsonepun 1% pasTeop He noBnusBa CIIOCOOHOCTTA 32 WodHpaHe H paboTa ¢ MALIHHH.
4.8 Hexenann JeKapCTBEHRH PEAKIHH

34 OlEHKA HAa CTPaHHYHHTE edeKTH Ce H3NOA3Ba ClleqHaTa KIacH)UKaLMs:

Mproro 4ectu (21/10)

Yectn (=1/100 go <1/10)

Heuectn (=1/1,00000 <1/100)

Peaxu (=1/10,000 no <1/1,000)

Meuoro peaxn (<1/10,000)

C Heu3BECTHA 4eCTOTA (MEecTOTaTa He MOKe Ja Oble OLeHEHa OT HAJTHYHUTE JaHHH)

O01M HApYIIEHAS H ChCTOAHHA HA MACTOTO HA NPHJI0KERHE
C Hewzgecmua yecmoma. ycelllaHe 3a CyXoTa, 3aUepBABaHe M apeHe




JloxayHO Apa3HeHe KaTo YCEelAHe 3a CyX0Ta, 3auepBIBaHe | 3aTOIVIAHE, MOIAT A3 Bb3HHKHAT B OTICIHU
cinydan. HexernaHuTe peaklidy ¢a BHHArd 0OpaTHMH M OOMKHOBEHO HE U3NCKBAT MPEKPATABAHE HA
NEYCHHUETO. |

CrofmaBaHe HA NOAO3IUPAHH HEXETAHH PeaKiHH

Cro0IaBaneTo Ha MOA03NPAHK HEXENAHH peakuHH CIIell pa3pemarate 3a ynotpeba Ha nekapCTBEHHS
MPORYKT € Ba&’KHO. TOBa MO3BOJIABA Aa NIPOABIDKA HAONIOJEHHETO HA CHOTHOIIEHHETO NOI3a/PHCK 3a
NEKApCTBCHHA NPOAYKT. OT MEIMUHHCKUTE CIELKHAIMCTH € H3UCKBA Aa ChoOIIABAT BCAKA IIOI03HPAHA
HeKeaHa peaxkiud Ype3 HAllHOHAIHATA CHCTEMA 3a Cho0manaHe kbM U3nbIHHTENHATA areHIMA 110
NeKapcTeaTa, Y. ,Jaman I'pyes” Ne 8, 1303 Codus, ten.: +35928903417, yebeanT: www.bda.bg.

4.9 IIpenosnpane

Texko npeno3upane ¢ HagrudHH, NpHRAraH JOKAIHO, € MaJKo BEpoiATHO. He ce ouakpar HBOTO-
3acTparuaBatiy cUTyalnd. CHCTeMHa HHTOKCHKALMA NPH 1I0KaTHO npunoskeHue Ha Exsonepu 1%
pasTBOP € MaJIKQ BEPOATHE, ThH Karo abcopOLHATA HA aKTHBHOTO BEILECTBO Mpe3 KOXKAaTa e
npesedpeKAMo MaJlka.

5, GAPMAKOJOI'MYHM CBOUCTBA

5.1 PapMaKoIHHAMHYHH CBOHCTBA

JApyru npoTHBOTEOMYHH 3a NOKaaHo mpuiaoxkenune, ATC: DO1AE22

Exsonepun 1% pa3TBop 3a JI0KaIHO NpUAMKEHHE € PeJHa3HAYEH 33 BbHIIHA yroTpeba npu rebuuna

HHQEKLHA U ChABPXa aKTHBHOTO BeruecTBo HabTHduH. HadTHdMH € akTHBEH cpemy KokHH I'BOHYKH
(aepmatogutn), apoxkau (Candida species, pityriasis versicolor), nnecenu (Aspergillus species) v ap.

(Hanip. Sporothrix schenckii).

OcCBeH aHTHMHKOTHYHA 8KTHRHOCT, HAOTU(HH HMa 1 aHTHOAKTEPHANIHA AKTHBHOCT CPeIly pasTH4HH
Gr(+) 1 Gr(-) MEKPOOPraHU3MH, KOHTO Y€CTO Bb3HUKBAT NP rbOMYHU UHDEKUHH.

OcseH TOBa NpH KIHHHYHATA yHoTpeda HahTHHH e ToKa3an BTPELIHA TPOTHBOBE3MAINTETHA
aKTHBHOCT, KOATO BOAH 10 Obp30 odnekvyapaHe Ha CHMIITOMHTE HA Bb3NajJeHHe U ocobeHo Ha chpbexka.
3.2 PDapMaKOKHHETHYHM CBOHCTBS

CBC cBOATA ,qoﬁpa NCHETPALHA H TIOJAOBbPXKaHe Hd AaHTHMHKOTUYHH KOHIEHTPALIHH B PAsIHYHHTE CIIOERE
Ha KOXKaT4, EK30,L'[CPHJT € NOAXO0 04111 34 JOKAJIHO NPHIOXKXCHUE BEOHDBXK JTHCBHO.

5.3 IMpeAKMTHHAYHH JAHHHA 33 OE30NMaCHOCT

In vitro IpoyYBaHUATA HE NOKA3BAT MyTareHHH ediekTH. [IpoyuraHHsiTa HA PENPONYKTHBHATA TOKCHYHOCT
MIPH [UTbX0BE U 3alLH, TPETHPaHH ¢ (TIepopaiHu) 4034 00 150 OpTH Mo-roJleMy OT eKBHBANEHTHHTE
YOBCLIKH JIO3H HE JaBaT KaTEropHYHO JOKA3ATENICTBO, ye HAPTU(HH NOBTHABA GEPTHIIHTETA UITH
yBpeskaa Iioaa.

6. ®APMAIIEBTUYHU JAHHH

6.1 CHnHChK Ha IOMOLIHUTE BElIECTBA




Etanon
[TpeuncreHa sona
[Tponuaenraukon

6.2 HecbBMECTHMOCTH

He ca nzBecTHH.

Exzopeprin Tpabea na ce Hamacs HepaspeneH # 6e3 Ja ce cMecea ¢ APYTH NPOAYKTH 32 BEHINHA ynoTpeda,
TBH KaTO NOHIDKABAHETO HA KOHLEHTPAMATA Ha aKkTHBHOTO BEIECTBO MOKE 14 HAMAIH Herosata
e(HKacHOCT.

6.3 Cpok Ha roaHocT

5 roauHu
Cpok Ha FOJHOCT ¢JIed TbPBO OTBapAHe Ha ONlaKORKaTa: 6 Mecela NpH TeMmneparypa mog 25°C..

6.4 Cuenuajli YCA0BHA Ha CbXPaneRUe
Ha ce cpxpansra npu Temnepatypa noj 30 °C.

6.5 BHA 1 chbABPKAHHE HA ONAKOBKATA

DakoH OT KAQABO CTHKJIO € MIACTMACOBA KANauka HA BUHT H BEPTHKAJNEH [IACTMACOB I'yTaTop B
onakoBk# oT 10 ml, 20 ml uiau 30 ml.

He BCHuKH BuIOBE ONakOBKH MOTAT ja ObAaT mycHaTu B npodax6a.
6.6 CrennaJiHH npeAnasHH MEPKH NPH HIXBhPJAsHe ¥ paboTa

HsaMa cneliiaiHy U3HCKRAHUA.

7. IIPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Sandoz GmbH, 10 Biochemiestrasse, 6250 Kundl, Asctpus

8. HOMEP HA PAPEHIEHHUETO 3A YIIOTPEBA

Per.No: 20020536

9. JATA HA TTBPBO PASPEIIABAHEMOAHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[TeprO paspemarane: 02.07.2002
[lognosseaue; 01.11.2007

10. JJATA HA AKTYAJIN3UPAHE HA TEKCTA
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