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1. HUME HA JJEKAPCTBEHMUS ITPOAYKT

TekanaduH 1% cnpeit 3a Koxka, pa3TBOp
Tekanafin 1% cutaneous spray, solution

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

EJIMH MUIHJIMTBD OT pa3TBopa chabpika 10 mg nagrnduHoB XHAPOXIOPHA (naftifine hvdrochloride).

[TOMOILIHY BEelLIEeCTBA C H3BECTHO JeHCTBHE: NMPOIUJIEHTTTHKOI, €TaHOJL.
3a IbJIHUS CITUCHK HAa MOMOLIIHHTE BELIECTBA BUXKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Cnpeit 3a K0Xa, pa3TBop.
buctbp, 6e3UBETEH pa3TBOP.

4. KJIUMHUYHH JAHHHA
4.1 TepaneBTHYHH IOKA3AHHSA

3a neyeHue Ha rbOMYHK HH(pEKIHH Ha KpaKaTa:

e ["bOMunu uHPEKIMH HA KpakaTa, 0COOCHO MK Y NMPBCTHTCE,
o I'bOWuHM HHOEKUHMHU Ha J0JHATA 4acT HA XOJWJIOTO (Pa3/IHyaBar Ce KaTo 3a4CpBABAHC,  OJIOHIBANC

M M0jlyBaHe WU ChPOSILLM MEXYPH),
e ['bOMYHM HHGEKUHH HA HOKTHUTE.

4.2 Jlo3upoOBKAa M HAYIHH HA NPHJIOKCHHE

Jlo3upoBka
Texanadun 1 % cnpeii 3a Koxa, pa3TBOp ce Nnpijlara BeJHbK JHEBHO BhpXY 3acCrHaraia obnact. Tasu obnact

TpsiGBa 11a Objie 0YKCTEHA U MMOJICYIEHA BHUMATEIIHO NMPE/IN J1a ¢e HaHece pasTBopa.

[IpoABKMTEIHOCT Ha JICYCHUECTO
Jleuennero ¢ Tekanadun TpsOBa Ji@ MPOLJKH IPH ChLLATa 1032 NOHE JIBE CE/AMHILH CJICA TIPEMAXBAHC Ha

nH(eKnsTa, 3a ja ce npe/loTBpaTi peLnans.
AKO He ce HaGNioaBa KIMHUUHO nogobpetie B paMKHTe Ha 4 ce/IMHLM, JIeHeHHeTo 1a Obae

[pepasrie/lato.

HauuH Ha MpHIIOKEHHE
3a npujaraie BLpXY Koxara.

[leaTpruHa nomnyaanus
BesonacHocTTa 1 edukacHocTTa Ha HahTH(HH NpH Aeua 1 IoHoLH 1o/l 18 rofuHH He ca OMJIM YCTAHOBEHH,

Hsma nocraTbuyHO HAJIMYHHU JIaHHH.




[TaudenTy ¢ HapyiueHa OnOpeyHa Witk yepHoApoOHa QYHKUNA

He e HeoOx0AMMO KOpPUFHPAHE HA A03ATa.

[MauueHTHTE TPAOBa Aa GbaaT HHGOPMHUpaHH 33 OOHYAHHHTE XHITHEHHH MCPKH 33 U30sArBaHe Ha H3TOUHHUIINTE
Ha UHpEKUUA U peHHpEKLHs.

4.3 IlpornBonokKa3aHHS

CBpbXUYBCTBUTENHOCT KbM HaTHGUR HIH KbM HAKOE OT NOMOUIHATE BEILIECTBA, ONHCAHH B TOHKA 6.1.
4.4 Crenna/Hu NpeIyNPeKICHAs H NpeJNa3HH MEPKH IpH yroTpeba

To3M JiekapcTBEH NPORYKT CHAbPHKA NPONUICHITINKOJI M €TaHOI.
B 1 ml pazrBop ce chabpxkar S0 mg nponunenraukon 1 400 mg €TaHo. [TpONUNSHTAUKON MOXKE J1a TPHYHHU

apasHeHe Ha koxaTa. ETaHon MoXe Aa NpeAn3BHKa NapeHe BbpXy yBpCACHATa KOXa. ITa ce H304rBa KOHTAKT C
OUYUTE MJIM C OTBOPEHH PaHH.

4.5 BiaumojeilicTBHE ¢ APYIH JEKAPCTBEHH NPOAYKTH H APYyri ¢opMH HA B3aHMOJCHCTBHE

He ca uaBecTHHU.

46 DepruaHTET, GpEMEHHOCT R KhPMEHE

Depmunumem L .
He ca nposexaaHy Npoy4yBaliisg 3a YCTaHOBABAHE HA BIHAHMETO HA Tekanadun 1% cripeit 3a koxa, pa3TBop

BLPXY depTUIIHTETA.

bpeatgHnocm u KepMmere

OnuTsT ¢ ynorpebara Ha HapTHOHE Npr OPEMEHHM XKEHH € MHOTO OrpaHnieH. [NpoyuBaHusATa C XKUBOTHH HE

[10Ka3BaT MPEKH WJIM KOCBEHH BpeARX ¢PEKTH, CBbP3aHU C PERPOAYKTHBHA TOKCHIHOCT.
[Tpu NpaBUAHO NPHIOKEHHE HE CE& OUAKBA TO3M JIEKapCTBEH NMPOAYKT 1a MOBAKAE ¢eTyca niu
HoBopogeHoTo. [TpoyuBaHus Ha TEPATONEHHOCT He JOKA3BAT eMOPHOTOKCHUEH ehexT Ha HapTH HH.

Karo npeanasHa Mapka, npuiaragero Ha Texanaguu 1% crnpe# 3a KOxa, pasTBOp M0 BpeMe Ha OpeMeHHOCT H
KbpMeRe TpabBa a ce u3oArsa.

4.7 EdexTu BbpXy cnocobuoctra 32 modupane H paboTa ¢ MAWMHH

TexanahbuH 1% cnpeif 3a Koxa, pa3TBOp He [TOBJIHSBA CNOCOOHOCTTA 34 woHpare U padoTta ¢ MalIHHMU.

4.8 HexeaaHH JeKapCTBEHH PeaKIMN

3a OLIEHKA Ha CTPAHHYHHTE eeKTH Ce H3MON3Ra KIACH(PHKALHA:

Muoro 4yectn (=1/10)

Yectu (>1/100 go <1/10)
Heuectu (>1/1000 no <1/100)
Peaxu (>1/10 000 go <1/1000)

Mmuoro peaxu (<1/10 000)
C Hen3BecTHa 4eCTOTa (OT HAHYHMTE IAHHH Jie MOXe Aa Gbje Halpasena OLeHKa).




OGuH HApYIEHRA H CLCTOHHHA HA MACTOTO HR HPHIOAKCHHC
C Heusgecmua iecmoma: yCeulaHe 3a CyXora, 3a4epBsaBaHe K IIapehe.

JlokanHO Jpa3sHEHe KAaTo yCellaHe 3a CyXoTa, 3a4epBABAHE 1 3aTOMAHE, MOraT 1d Bb3HHKHAT B OTAENHH
cinyuan. HexenaHuTe peakiuy ca BHHar# obpaTHMH ¥ OOMKHOBEHO Iie M3HCKBAT NPEKPATABAHE HA

JCUEHHETO.

CpobiuaBane Ha NOXO3HPAHH HEXEIAHH PEAKIIHH
Cro6l1apaHeTo Ha MOROIUPAHH HEKENAHH PCAKUHH CJIER pa3pCIIaBaHC 3a ynorpefa Ha JeKapCTBCHUS

NpoAYKT € BaxkHO. ToBa NMo3B0.1s1Ba Ja NPOABIKH Ha6MIOJEHHETO 12 CHOTHOIICHHETO MO3a/PUCK 3a
JleKkapcTREHHs TIPOAYKT. OT MEQUUHHCKHTE CIIELHANIHCTH CC M3UCKEA N1 chOOI[aBaT BCAKA MOA03KMPpaHA

HexenaHa peakiis upes:
HUanwasuTeNiHa areHL1a 1o 1cKkapersara
ya..,,JlaMan [pyes* Ne§ . ,
1303 Codusd .

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 Ilpeno3upaHe

Texko npeao3upane ¢ HagTudKH, Tpuaral JIOKAIHO € MaJlko BEPOATHO. He ce oyaxBaT XHUBOTO-
3acTpaluaBauM cuTyauny. CHCTEMHA HHTOKCHKAIMS NPH JIOKATHO IPHJIOKEHHE Ha TekaHadun 1% cnpen 3a

KOMa, PA3TBOP € MAJIKO BCPOSTHA, Thil kaTo abcopOuHATa Ha aKTHBHOTO BEILECTBO Npe3 KOXKAaTa €
npeHebpeXxxuMo Malika.

5. @GAPMAKOJIOT'MYHH CBOUCTBA

5.1 dapmakogHHAMHYHH CBOHCTBA

dapmakoTtepanesTHyHa rpyna: Jpyri npoTisorsOH4HH 3a NTOKaIHO MPHTIOKEHIIC.
ATC kon: DO1AE22

Texanadun 1% cripeii 3a KoXa, pa3TBOp 3a JIOKAJIHO MPHJIOKEHHE C NPEAHA3HA™EH 3a BBLHINHA ynotpeda 11pH
rL6MYHA HHGbEKLHA M ChABPKA 2KTHBHOTO BELIECTBO HAGTHQHUH. HadtuduH ¢ akTUBEH CPELLY KOXKHU
ru6uuky (nepMatoduTh), Apoxau (Candida species, pityriasis versicolor), nnecenu (Aspergillus species) ¢

ap. (Hanp. Sporothrix schenckii).

OcBeH aHTUMHKOTHYHA aKTHBHOCT, HadhTHOHUH HMa 1 aHTHOAKTEpHaiia akTHBHOCT CPCILly pasjiHHHH Gr{+)u
Gr (-) MHKPOOPraHU3MH, KOUTO YECTO B3HHKBAT I1PH reOHYHH HHPEKIHH.

OcBbeH TOBa NPH KIMHHYHATA ynoTpeba HadgTHOHH e Mokasad BbTPEUIHA TPOTHBOBL3NATIUTE/INA AKTHBHOCT,
KOSTO BOAM A0 6bp30 ob6nekyaBaHe Ha CHMITOMHTE 1fa BL3NAJICHAUC U ocobeno Ha ¢rpbexa.

5.2 dapMakOKHHETHYHH CBOHCTBA

Cbe cBoATa A06pa NeNeTpalHa i NOLIBPXAHE 11a AHTHMHKOTHYIH KOHUEHTPALKH B Pa3THYHNTE C/IOCBE Ha
koxata, TexanadHH € MOAXOAALL 38 JIOKANHO NPHIOKEHHE BEAHBK AHCBHO.




53 IIpenxIMHHYHH JaHHH 33 Gezonaciocr

In vitro npoy4uBaHHATA He NIOKA3BAT MYTarcHHH edexTH. [IpoyuBaHHATa HA PeNpoOAYKTHBHATA TOKCHHHOCT
MIpH TUIBEXOBE M 3aHLUH, TPETHPAHH C (nepopanny) no3u a0 150 MHTH NO-roNEMH OT EKBHBANICHTHUTE 1OBCLIKH
1034 He JABaT KATErOPHYHO J0KA3aTENCTRO, He HaQTHUH NOBIHSABA GepTHNNTETa HIIH YBpPEXa N10/4a.

6. ©OAPMALEBTUYHM JAHHM

6.1 CoHuchLK Ha MOMOIIHNATE BEIleCTBA

FIponudneHrIHKON
Etanon 96%
[Npeuncrena Boaa

6.2 HechbBMEeCTHMOCTH

He ca U3BEeCTHH. |
TexanatbuH Tpa6Ba Aa ce HaHacA Hepaspefel i Oe3 Aa ce cMecBa C ApyTH NPOAYKTH 34 BBHILHA yrioTpeda,

Tii KaTO MOHMXKABAHETO Ha KOHUEHTPALMATA HAa aKTHBHOTO BELLIECTBO MOXE 2 HAMaJIN HEToBaTa
e(bUKacHOCT.

6.3 Cpok BHa rogHocT

[Mpeau oreapsiie: 60 Mecella.
Jla ce H3M0/13Ba B paMKHUTE HA 6 Mecelia CJIel MhPBOTO OTBAPAHE Ha ONaKoBKaTa.

6.4 CrnendaJHH YCJI0BHA 32 CbXPAHCHKE

Jla ce cpxpansBa noa 25°C.
6.5 Bua 1 chAbpXKAHHE HA ONMAKOBKATA

TexanaduH crnipel 3a Koxa, pasTBoOp Ce %nhﬁma B Gania Henpo3spauna HDPE Gytunka ot 20 ml, cuabnena ¢

6ana cnpeli-noMIIa ¥ Mpo3payHa 3alyTHa Kana4ka.
ByTuikaTa ¢ ocTaBeHa B KapTOHEHa KyTH$, C IHCTOBKA 3a TIALNCHTA.

6.6. CrHennajHH NPeXNa3HH MEPKH NpH I3XBLPASHE H paboTa

Hsama crielBanHy U3 CKBaHHA.

©  NPUTEXATEI HA PA3PENIEHHMETO 3A YIIOTPEBA

Bopaa Meauncuxe EBpo'na EOOH
yI1. ,,bopuc Pymeunos® 16
1407 Codus, brarapus

8. HOMEP HA PASPENIEHHUETO 3A YIIOTPEBA

Per. Ne 20220021




9. NATA HA ITBPBO PASPEHIABAHE/ [MOAHOBABAIIE HA PASPELHIEHHETO 3A
YIIOTPEBA

JlaTa Ha mepBO paspewasate: 18 aunyapu 2022
Jlara Ha nocneaHo NOAHOBABAHE:

10. TATA HA AKTYAJIM3HPAHE HA TEKCTA

02/2026




