JHCTOBKA: HHOOPMAIIUA 3A IIOTPEBHTEJA

Ex3onepnn 1% pazTBop 3a KoXka
Exoderil 1% cutaneous solution
Haptudvnos xanpoxnopun (Naftifine hydrochloride)

IIpouerere BHHMATENHO UAIATE THCTOBKA, Thil KATO T4 ChABLPKA BaxHA 33 Bac nudopmauns.

Tosa nexapcrso ce oTnycka §e3 nekapeko npeAnucanne. Benpexn ToBa, 3a Ja IOTyduTe Hall-goOpu

pe3yaTaTH oT nedenueTo, Bue Tpabra BHUMATENHO Ja cna3BaTe MHCTPYKLUMHUTE 3a ynorpeba Ha

JECKAPCTBEHHA MPOIYKT.

- 3anasere Ta3u AucToBKa. MoKe Nia ce HanoxH Ja 1 TpoYeTeTe OTHOBO,

- AKO ce Hyx/JaeTe OT JONBIHHTEHA HHQOPMaLHa VAH CbBET, nonuTaiite Bamua dapmanesr.

- Bwue TpadBa Ja noTbpcHTe NleKapcka mOMol, B Ciiyyaii e BamuTe cHMNTOMU ce BIOLIABAT WK HE Ce
NoRo0OPABAT A0 YeTHPH CeIMHLM ClIe], 3aMOYBAHE HA TCHEHUETO.

- AKO HAKOA OT HEXKEJIAHHUTE JICKAPCTREHH PeakliM CTaHe CEPHO3HA, WIH 3abeexuTe npyru,
HEOMNUCAHU B Ta3H JIHCTOBKA HEXKEJIAHH PeaKUHH, MoJA yBeaoMeTe Bamns nekap unu gapmaunesT.
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1. Kakso npefacrapiassa EX301epaT H 38 KAKBO ¢e H3NOA3BA

Exzonepun 1% pasteop e noaxoasiy 3a feueHue Ha rbOHUHE HH(EKUHH U ChIbPKA HAQTH(RHH, AKTHBEH
€ Cpelly KOXHM IbOHYKH, APOXKIH, INECEHH H Ip. AKTHBEH € CBIIO Cpelly pasiuyHu OakTepranu
MH(DEKIHY, KOUTO YECTO Bb3HHKRAT NPU rEOMYUHY UHGEKIUU [pyU Xopa.

EK3onepu ce M3M0JI3Ba 3a JeUeHHe Ha rEOHYHH HHPEKLHH Ha KpaKaTa, 0co0eHO MeKy IPBCTHTE,
AOJHATA YaCT Ha XOAUIOTO {pa3IH4ARAT ce KATO 3a4YEPBABAHE, ONMIOBAHES ¥ IOAYBAHES UKW CHPOSINHT
MEXYPH) H HOKTUTE,

2. Kaxso TpadBa a2 3HaeTe, OpeaH Aa usnoi3eate ExsoqepH.

He mznon3saiite Exionepun
-aKO CTe wlepri4Hy KbM HaQTHOWH UM KbM HAKOE OT TOMOUIHHUTE BEINECTBA, ONHCAHH B TOYKA 6.

IMpexynpesaenus 4 NPeXRAIHE MCPKE
[1py mepBH NpU3HALK Ha HEXeJaHH peakudu, Mons, nHpopMmupaiite Bawnga aexap. He uznonssaiite
Ex3onepHa pa3TBOp, aKO MPOABHTE alePrus.

[1poABIDKHTEIHOCT HA TEUEHHETO
JleuenueTto ¢ Ex3omepun TpadBa A4 Npoab/DKH NPH ChllaTa 1034 MOHE JIBe CeIMHLH ClIe] OTCTpaH
Ha HHDeKUMATA, 33 Ja ¢ TIPSAOTBPATH NIORTOPHA NOSBa.




Ako He ce Ha0IO1aBa KJIHHHYHO MOA0OpEeHHe B paMKuTe Ha 4 ceAMHIH, TpIOBa Aa ce TIOCHBETRATE ©
NEKyBalLlHA 1eKap U Ne4eHHeTo A3 ObAe npepasraeaanc.

IegHaTpH4aHa nony.aanusg
bezonacHocTTa M epuKacHOCTTA HA HAQTH(DHH NpH AeUa H IoHoNIM noA 18 rogsHy He ca 6HiH
yCTaHOoBeHH. HAMa NOCTAaTHIHO HAJMYHH JaHHH.

ITauneHnTH ¢ HapymeHa 6LOpeuna win yeproapobua GyHKOHA
He ¢ HeoDXoAMMO KOPHTHUPAHE Ha A034ATA.

[TangenTnTe TpabBa Aa ObAaT HHpOPMHpPAHH 3a OOHYAHHHATE XMIHEHHH MEpPKH 3a H304rBaHe Ha
H3TOYHHIHUTE HA HHDEKLHA ¥ NOBTOPHA UH(EKIIHA.

Apyru aekapcersa u Ex3oaepan
He ca ussecTHH B3auMoAeiiCTBHS ¢ APYIH JeKapeTBa.

bpeMeHnocT, KEpMeHe B (epTHINTET

He ca npopexann npoy4saHuA 3a yCTaHOBsIBaHe Ha BiIHaHHeTo Ha Exsonepun 1% pasrsop Bupxy
depTHIMTETA.

OmutseT ¢ ynorpedara Ha HahTAGHH NP1 OSPeMEHHH JKEHH € MHOrO orpaHuyeH. [IpoydBanusTa ¢ )KHBOTHH
HC TIOKA3BaT TIPeKH M KOCBEHM BPEIHH €(EKTH, CRBP3aHHE C PelPOIYKTHBHA TOKCHYHOCT.

I1pu mpasuiiHO IPHIIOKEHHE HE €€ OYaKBa TO3H JIEKAPCTBEH NMPOAYKT Ja NMoBaHAe (eryca HiH
HOBOPOJEHOTO. [IpOyyYBaHHA HA TEPATONEHHOCT HE I0KA3RAT eMOpHOTOKCHUEH edexT Ha HahTHHHUH,

Ilpu npaBuiiHO MPHNIOKEHHE, TEKAPCTBOTO HAMA YBPEXAAIL eeKT BbpXY II0AA Hilk HOBOPOAEHOTO,

Karo npeanasna Mspka, npuinaradero Ha Exzonepun 1% pa3Tteop no BpeMe Ha GpeMEHHOCT M KhpMEHe
TpadBa Aa ¢e nidaATBa.

To3u nekapCTBEeH DPOAYKT CbADPIKE HMPONUIEHTIIUKON H eTAHOT

B 1 ml pa3TBop ce ceaspxar 50 mg nponuneHrnukon 1 400 mg etanon. TIpONUIEHTIMKONBT MOXKE Ja
IPHYHHY JPasHEHE Ha KokaTa. ETaHOTeT MOKe Aa NipeiH3BHKA NIapeHe BbPXY YBpeAeHaTa koxka. Jla ce
M3041'Ba KOHTAKT ¢ OYUTE WM ¢ OTBOPEHH PaHHy.

3. Kak na n3noassare Exzogepn.

B cny4aii, 4e He e NnpesnHcaHo Jpyro, caeapaiTe BHUHMATENHO NpenopsIUTeTHHTE JO3HPOBKH.
Exzoaepuin 1% pa3tsop ce npwiara BppXy 3acerHaTHTe 00JIaCTH BeAHBXK JHeBHO. Te3n obacTh Tpsabea
Aa 0bAaT NOYHCTEHH H NOACYIICHY BHUMATETHO Npedi Ja ¢€ HaHECE pa3TBOpa.

Bbopeku 6bp3oTo no00pARaNE Ha CUMTITOMUTE (CBPOEK, 3auepBiBaHe W ApP.) € BAKHO 32 NALHEHTHTE C
reOHYHH HHEKIMH HAa KOKAaTa Ja POABIKAT NEUECHUETO CH 3a 2 CEAMHLIM CIEA MbAHOTO OTIIYMABAHE
Ha CUMNITOMHUTE, 34 A4 NPEAOTBPATAT Bb30OHOBABAHETO HM.

IIpenu ¥ cnen neveHrneTo Ha reOrn4Ha HHpEKUUs, HOKTHTE TPSIOBa 1a ce MOAIbPXKAT BE3MOXHO HAl-KECH,
4 TAXHATA NOBBPXHOCT H3MHIleHa. I BONYHNTe HHGEKLHH HA HOKTHTE TpAOBa 1a OBJAT IeKYBaHH B
IIPOXBICKEHHE HA HAKOJIKO MeceLa JO U3IPAcTBAHETO Ha 3ApaB HOKBT.

3a aa ObAe H3neKkyBaHa rebHUHaTA HHpEKUHS (MHK03a) BE3MOXKHO Hali-0bp30, Mo, oTOenexere
CAEOHOTQ:




1. MukpooprannsmuTe, NpHYHHABANIY BOMUHATA HHGEKUHS MOTAT Ja C@ MIPHKPENBAT KBM YacTH OT
00IeKNOTO, KOMTO Ca B KOHTAKT ChC 3acerHarure obnacrd. ETo 3amo Te TpsabBa xa ce cMEHAT
€XeTHERHO,

2., HopMannara u 0cobeHo cyxaTa KO} HA TIOBBPXHOCT € Hali-100paTa 3aliHTa cpeiy re6uyHy
utexuny. M3barsaiite Aa HOCHTE TACHO H TOUIO NPOBETPHBO OBNIEKNO (HALIp, CHHTETHYHH
4Opan#i W TECHH 00YBKH) BbPXY 3acerHaTure y4acThUu. TpabBa Chillo J4a HOACYIIABATE
3aCeTHaTHTE 00acTi BHUMATENHO clie MyeHe, KepnuTe TpadBa fa ce CMEHAT eXXeTHEeBHO.

3. Axo umare reOWuHa HHPEKHKA HA KpaKaTa, He xoJeTe GOCH BKbLUIN, B IUTYBHK 6aceHHM MU HAIP.
B XOT€ll. Taka NpeA0TBpATABAHE PA3IPOCTPAHIBAHETO HA WH(EKUMSTA HA JPYrH X0pa H 0CODeHo
Bamero mostopHo HudekTHpate.

4. He nocemasaiite cayna uid napHa 6aHa gokato re0nugaTa HHQEeKIHI He ¢ HIUWCTH HAIThIHO.

Havun na npunroocenue
Pa3TBop®T MOJKe Aa Ce HAHACH AHPEKTHO OT (PIaKOHA C MOMOLIITA Ha IyTarop HITH BbpXy Mapue namyk.

4. BuamMokHE HeXeTARA peakuHu

Kakro Bouuky IeKapeTBa, TOBa NEKapCTBO MOJKE Z2a IPEAU3BHKA HEXENAHH PEAKIIHH, BLIPEKH U He
BCEKM I'M NOJIy4aBa.

CHo0IABaHHTE HEXKENIAHH JIEKapCTBEHH PEaKIIMy ¢a OT rpyIaTa Ha oOIIHTE HAPYILEHHA H ChCTOAHMS Ha
MSACTOTO Ha IPHIOKEHHE,
C HenspecTHA YecTOTa (OT HAIHYHHTE JaHHH He MOJKE Jia ce HalipaBH OlEHKA Ha YecToTaTa):

®  YCEeLaHe 3a CYX0Ta, 3aUepBABaHE U NapeHe.

HexenanuTte peakuny ca obpaTiMH 1 0OMKHOBEHO HE H3NCKBAT IPEKPATABAHE HA JIEUEHHETO, Te
OTLIYMSBAT Cjiel Kpad Ha AEUEHHETO. '

ChobmaBane HR HeXKeJIAHH PeaKIHA

AXO TONYYHTE HAKAKBH HEXE/IaHH JICKAPCTBEHH PeaKLHH, yBenoMeTe Balunsg nekap Hin dapMmalent.
Toea BKNIOYBA BCHUKH BH3MOXHIT HEONUCAHM B Ta3H JHCTOBKA HeXeNaHH peakiivu. Moxerte ceimo aa
CHOOILIHTE HEXEIAHN PEAKIIUY JUPEKTHO Ype3 HALMOHAIHATA CHCTEMA 3a ChoOIIaBaHE KbM
HI3BIHMTETHATA areHius no jJekapernara, yi. ., JamMan ['pyer” Ne §, 1303 Codug, Ten.: +35928903417,
yeOcalit: www.bda bg, Karo crodiuarate Hexenany peakilHi, MOXeTe 1a JaJeTe CBOA NPHHOC 34
NOoJyYaBaHe HA MOBeYe HHQOpMaUHst 0THOCHO 0e300aCHOCTTa Ha TOBA JIEKapCTRO.

S. Kak xa cexpanapate Exzogepua

a ce cpxpansba noa 30°C,
A ce chxpaHdABa HAa MACTO, HENOCTBIIHO 34 Jiela.

He n3nom3saiTe Exzonepun cnea cpoka Ha roAHocT, 0TOSNA3aH BbPXY €THKETA HIIH KapTOHEHATA
orakoBka. CpoKbT HA TOAHOCT OTIOBAPA HA MNOCIEAHUA IEH OT MIOCOUEHUS MeCell.

Cpok Ha roAHOCT Ciie/l bpBO OTBAPAHE HA OMAKOBKATA: 6 MeceLa NpH TeMIeparypa 1noj 25°C.

6. Cranpkanse HA ONAKOBKATA H JOMLJIHHTEIHA HRPOPMAnHs

Kaxso cbabpixa Exzonepnn




- AKTHBHOTO BEIIECTBO € HapTH(PHHOB XHAPOXIIOopHA. | ml pazTeop crabpka 10 mg wadrudunon
XUAPOXNOPHI
- lpyruTte CbCTAaBKM Ca:MtPOOHACHININKO/], €TAHON, JECTHIHPAHA BOAA

Kak m3rnexna Exsonepni B kakBo ChbIbLPKa 0NIKOBKATA
Opurnnanta onakoska, ceabpikaina 10 ml, 20 ml umu 30 ml pasTeop 3a koxa.

He BcH4kH BH0BE OMAKOBKH Morat Aa 0baaT IycHaTH B npoaaxta.

IlpaTexaren na pazpemenuero 33 ynorpeba:
Sandoz GmbH, 10 Biochemiestrasse,
6250 Kundi, ABcTpus

HpoussoaaTean

Sandoz GmbH, 10 Biochemiestrasse,
6250 Kundl,
ABCTpHA

Lek d.d

Verovskova ulica 57
1526 Ljubljana
CnoBenus

[aTa Ha nocaeaHo NpepasrieKiadHe HA JHCTOBKATA
MM/ITTT




