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®YANO OAHTIQN

FungiconazoF 200 mg

AloKia yla oKUAOUG

KATOXOXZ THXZ AAEIAZ KYKAODOPIAZ
Le Vet Beheer B.V., Wilgenweg 7, 3421 TV Oudewater, The Netherlands

MAPAZKEYAZTHZ YINEYOYNOZ A THN ANEAEYOEPQZH TQN MAPTIAQN
Lelypharma B.V., Zuiveringweg 42, 8243 PZ Lelystad, The Netherlands

ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ
Fungiconazol 200 mg Siokia yia ckOAOUG

KetokovaloAn

2YNOEZH ZE APAZTIKH OYZIA KAl AAAA ZYZTATIKA
K¢ Ki EXEL

ApaoTIKY) ouaia:

Ketoconazole 200 mg

Kagé€, otpoyyuAd, ebyeuota dilokia, e otaupoeldr) diatoun. Ta Siokia Umopouv va XwpeLoTouv o€ 2 1N 4 LEPN.
ENAEIZEIZ

Ogpaneia puknriaong amnod ta napakatw deppatodura:

- Microsporum canis,

- Microsporum gypseum,

- Trichophyton mentagrophytes.

ANTENAEI=EIZ

Na pn xopnyeital o€ {wa Pe NIATIKY AVETTAPKELQ.

Na unv XpnoLLoTIoLEiTAL O€ TIEPITITWAON UTIEPEVALOONCIAG 0TO §PACTIKO CUCTATIKO, 1) € KATIOLO arto Ta €kS0XA.

ANEMIOYMHTEZ ENEPTEIEZ

>€ OTIAVIEG TIEPUTTWOELG, (TIEPLOCOTEPO Ao 1 AAAA AtydTepo armo 10 {wa ata 10.000 uro Beparteia {wa), VoTEPA ATIO
XOP1YNomn ouvNOLoHEVWY SO0EWY, HTTOPEL VA ENPAVIOTOVV VEUPOAOYIKA CUNTTTWHATA (andBela, atagia, TPOHOG),
To&ikwon nnaroq, EMETOQ avopsEla n/kat diappola.

H ketokovaloAn €xel Tapodikn avTiavdépoyovo Kat avTlyAUKOKOPTIKOELST) Spdor). MNpokaAei SocoeEapTwuevn Kat
XPOVOEEAPTWEVT AVACTOAN NG KETATPOTING TNG XOANOTEPOANG OE OTEPOELOEIG OPUOVEG OTIWG 1) TEOTOOTEPOVN KAL 1
KOPTI(OAN. Agite eTtiong TNV apdypado 12 yia tnv avarnapaywyn Twv apoeVvIKwY {wwv.

Edv mapatnprjoeTte omotadnmote avermBuunTn EVEPYELQ, AKOMA Kal av dev avaPEPETAL 0TO ECWKAELTTO DUAAO Odnylwv
Xpriong 11 apdBAAETE YA TNV ATIOTEAECHATIKOTNTA TOU PAPHAKOU, TIAPAKAAEIOOE VA EVNUEPWOETE OXETIKWG TOV
KTNnviatpo oag.

EvaAAOKTIKA KAVTE Xpr)om TOU £BVIKOU cuoTAUATOG avadopdg:

EOvikog Opyaviopog dapudkwyv (EOD)

MA: +30 2132040213

E-mail: vetpharmacovigilance@eof.gr

EIAH ZQQON
> KUAOL

AOZOAOTIA, TPOMNOZ KAI OAOZ XOPHIHZHZ

la xprion arnod to oToua.

10 mg KeToKOVAZOANG avd kg owpatikou BAPOUG NUEPNTIWG, XOPNYOUKEVT ATTO TOU OTOUATOG. AUTO QVTIOTOIXEL OE

1 610ki0 avd 20 kg CWHATIKOV BAPOUG TV NUEPA.

2uvioTdTal Va TIaPaKoAoUBeite To {Wo pia Gopd To Wrjva Katd Tn SlapKela TnNg Bepareiag Kal va oTAUATIOETE TNV
QAVTLLUKNTIaKT Bgparteia petd amd 6V0 apvnTikeS KaAAEpyeleg. ‘OTtav n KaAAlEpyela dev eival duvatr), n Bepareia a
TIPETIEL VA OUVEXICETAL IO OPKETO XPOVIKO SlaoTnua woTe va €Ea0DAAIOTEL TO AVTIHUKNTIAKO AOTEAECUA. AV OL
AAAOLWCELG ETIHEVOUV HETA aTIO 8 ERBONASES XOPTYNONG, N Bepareia Ba MPEMEL va enavagloAoynoei arno tov unevbuvo
KTNVviaTpo.

OAHTIIEZ IMNA TH ZQXTH XOPHIHZH

MpéEmet va xopnyeital Kata mpoTiunon padi pe v Tpodr, WoTe va UeyLoTorowmeei ) arnoppodnon.

Ta Slokia propouv va dlaipebolv oe duo HIoA 1) o€ TETAPTA Yla va SlacPaAloTei n akplrg docoAoyia. BaAte To Slokio oe
JLa ETUTTESN ETULPAVELQ, [E TNV XAPAYHEVN TIAEUPA OTPAUEVT TIPOG TA TIAVW KAL TO KUPTO (OTPOYYUAOTIOEVO) HEPOG
OTPAMEVO TIPOG TNV ETIDAVELQ.

%é@ Q‘ H> Huwopla: pe v dkpn Twv avTixeipwyv, aokeiote pia eAadppd Katakopudn Tieon kat oTig SUo

TIAEUPEG TOU SLOKIOU yla va OTIACEL 0T HEOT).

AR Tetaptnuopla: Me tnv akpn evog avTixelpa, aokeiote pia eAadppd Katakopudn Tieon oTo pEoov
> ap Tou O1oKIOU Yla va OTIACEL O TETAPTA.

pva =]

XPONOXZ ANAMONHZX

Aev edapuoleTal.

EIAIKEZ ZYNOHKEZX AIATHPHZHZ

Na duAdooetal o€ BEom, TNV omoia dev BAETOUV Kat dev Tipooeyyifouv Ta madid. Aev UTIAPXOUV EISIKEG 00NYiES
dlatripnong yla auto TO KINVIATPIKO TO TIPOidV. Aldpkela (wnG TEHAXIOMEVWY SIOKIWV (NUULOPLO/TETAPTNHOPLA): 3 NUEPEQ
Na un xpnotuoroleital autd To KTNVIATPLIKO PAPPAKEUTIKO TIPOIOV UETA aTId TNV NEPONVia AN&ng mou avaypddeTal oTo
KouTi peTd EXP.H nuepopunvia AN&ewg CUPTITTEL UE TNV TEAEUTAIA NEPA TOU CUYKEKPLLEVOU UTVa.

EIAIKEZ MPOEIAOMOIHZEIZ

Eidikeg ipoeidomomoaelg yia kdbe €ido U: Av Kal oTtdvia, 1) ETIAVEIANUPEVT XP1OT UITOPEL VA TIPOKAAEDEL
SlaoTAUPOUEVN AVTOXT) € AAAEG a(o)\sq
E151kn) ipoduAagn yia I xoprynon ata {wa: H Ogparteia pe KETokovagoAn HELWVEL TA ETMESA TEGTOOTEPOVNG, AVEAVEL

Ta eTtimeda poyeoTEPOVNG KAl UTOPEL VA ETNPEEACEL TNV AVATIAPAYWYN O APCEVIKA {Wa, KATA TN SIAPKELQ KAL LEPLIKES
eBOouadeg peta tn Bepareia. H Begpareia depuarodutiaong dev peTel va meplopidetal povo ota maocyovta {wa. Mpermel
Va TEPIAAUBAVEL ATTOAVHAVOT) TOU TIEPIBAAAOVTOG, ETIEISN OL OTIOPOL UMTOPOVV VA EMICHOOUV OTO TIEPIBAAAOV Yia HEYAAO
XPOVIKO SldoTnpa. AAG LETPA, OTIWG GUX VN XPNON NAEKTPIKNG OKOUTIAG, AMTOAVHAVOT TWV EPYAAEIWV KAAAWTIOHOU Kal
ATIOAKPUVOT) TWV TIBAVA LOAUCHEVWYV AVTIKEWEVWYV TIOU SEV UTTOPOUV Va ano)\uuaveouv Ba eAATTWOEL TOV KivOuvo
EMaAvapoAvvong 1 8laotopdg g poAuvveong. Mpoteivetal ouvéuLAoHOG CUGTNHIKNAG KAl TOTIKNG Beparteiag. Ze mepintwon
MOaKPOXPOVNG XOPrynong, Ba mperel va yivetat EAEYX0G TG Nratikng Aettoupyiag. Eav epdpaviotolv oupmtwuara
nratikng SucAettoupyiag, n Beparteia Oa ripemnel va diakoriel Aueoa. Kabwg ta Siokia €xouv yeuon, TIPETEL va
duAacoovTal o€ aoPaAr) BEon Tov dev TIPOCEYYIGoLV {wa.

[Suaitepeg mpoduAdEeig Tou mpenel va AauBdvovtal and 10 ATOUOo TIOU X0

Cwa: H tuxaia katdaroon mpérnel va anodevyetal. PUAAocETE TNV KUPEAN 0TO EEWTEPIKO KOUTI yId va amoPpuUyeTE TNV
mpoopaon anod radid. Mepn Tou diokiou (od 1) TETapTa) Ba TIPETIEL VA ATIOONKEVOVTAL 0TNV apPXIKT) KUWEAN Kat va
XPNOLOTIOIOUVTAL OTNV ETIOHEVT XOPTYNOT). € TIEPITITWOT) TUXAiag KAaTtdmoong, va avadntioete aueocw s LATPLKY Borsla
KaL va ETUSEIEETE OTOV LATPO TO ECWKAELOTO GUAAO 08NYLWYV XPNOEWG N} TNV ETIKETA TOU PAPUAKEUTIKOU TIPOIOVTOG.
ATOHA HE YVWOTT) UTIEPEVALOONTIA TNV KETOKOVAZOAN TIPETIEL VA ATIOPEVYOUV TNV EMAPN LE TO KTNVIATPIKO
PAPUAKEVTIKO TIPOIOV. [MAVVETE Ta XEPLa 0aG UETA TN XPrioN.

: Ta Sepuatoduta ou avaq>spovral otnv €VOELEN Exouv (wovoooyovo 5UVO.|JLKO Me Kivduvo
peTadoong aTov AvOpwrTo. TPEITE KAAT) TPOCWTIIKY| UYLELVT (TTAVOYIO TWV XEPLWV UETA TOV XELPLOHO TOU {Wwou Kat
aroguyn apeong enagpng pe To {wo). Eav mapouvotiactouy onpeia deppatikwy BAABWY, ETIKOVWVNOTE PE TOV YLATPO 04G.
Eykupooivn kat ygAqulg Ms)\srsq oe (wa spyacrnplou séalE,av onueia TEPATOYEVEDONG KAl EUPPUOTOEIKOTNTAG.

H aodaieia tou mipoidvTog dev xel emBeBawwdei oe £ykua 11 yaouxouvrta {wa.
Asv OUVIOTATAL N XPHiON KATA T 61ap|<ela NG EYKUHOGUVNG.

) ( : Na pn xopnyeital pe avtiogiva
Kal/n avwvaLOqu H2 UTI050X80L)V (omsnétvn/pavméwn) n avaoToASlq avTAiag npwrovwov (T1.X. opempadoAn), doTL
urtopei va tpotortoindei n anoppdpnon tng KETokovaloAng (n arnoppddpnon araitrei 6Evo mepIBAAAOV). H KeTokovaloAn
elval uTIOOTPWHA KaL LOXUPOG AVACTOAEAG TOU KUTOoXpwHaTog P450 3A4 (CYP3A4). Mropei va UELWaEL TNV artoBoAr
pappakwy Tou petaBoAifovtal ard 1o CYP3A4, aAAalovTag KaT' EMEKTAOT TIG CUYKEVTPWOELS TOUG OTO TIAACUA. AUTO
UTIOPEL Va €XEL WG ATIOTEAEOUA AUENUEVES CUYKEVTPWOELG TIAACUATOG TT.X. TNG KUKAOCTIOPIVNG, TWV HAKPOKUKALKWYV
ACQKTOVWV (IBEPUEKTIVN, OEAQUEKTIVN, MAMTIELUKIVN), TNG MSAloAAUNG, TNG oloampidng, TwV TApayovVTwV ATIOKAEICOU
Twv SlavAwv aoBeoTiov, TNG PAIVTAVUANG, TNG Styo&ivng, TwV HAKPOALSiwvY, TNG LEBUATIPESVICOAGVNG 1) TWV
KOULOPLVIKWY QVTITINKTIKWV. Ta augnuéva emnineda mAAouatog Twv Gpapuakwy mou avadepovral mapandvw Uropei va
naparswouv N SldpKela TwV sm&pacswv KaBwWG Kal TWV AVETIOUUNTWYV EVEPYELWV. ATIO TNV AAAN TIAEUPA, snaywyaq
TOU KUTOXPWHATOG P450 prtopei va augroouv Tov pubud HETABOAIOHOU TNG KETOKOVACOANG, TL.X. Ta BapPIToupikann
PaVUTOiVN UIMTOPOVV Va QUENCOUV TOV PUBUS LETABOAMOHOU TNG KETOKOVACOANG, UE ATIOTEAETHUA HEWHEVN
BLod100e0IUOTNTA, ETIOUEVWG UELWEVT] ATIOTEAECUATIKOTNTA. H KETOKOVAJOAN UTTOPEL VO UELWOEL TIG CUYKEVTPWOELS TNG
BelodpuAAivng otov 0p0d. H keToKoVA{OAN AVACTEAAEL TN LETATPOTIN TNG XOANOTEPOANG 0€ KOPTICOAN KAl UIopEl £TOL va
€TmMpeaoel TN S000A0Yia TNG TPLAOOTAVNG/UTOTAVNG O€ OKUAOUG TIOU Aapfdavouv Tautdxpova Bepareia yla
unepPAOLOETIVEPPIBIONS. AgV gival YVWOTO O Tolov BabO Eival TXETIKEG AUTEG 0L AAANAETUSPATELS VLA TOUG OKUAOUG
KaL TIG YATEG, AAAQ, arouaoia §e50UEVWY, N GUYXOPrynon TOU TIPOIOVTOG Kat QUTWYV TwV Gapuakwy Ba mpermeL va
artopevyetal Na un xopnyouvtat dAAa qmppam oTo {wo xwplq TN OUUPWVIN YVWHN TOU ETUBAETOVTOG KTNVIaTpou.

N4 vV 1 Z€ TIEPITTWOELG UMEPSOCIAG UIMOPEL va eppavIoToUV Ta
akOAouba cupTwuaTa: avopegia, spswq, KVNouog, aAwrtekia kat avg§nong g aAavivo-tpavodepdong (ALT) kat
AAKOAIKNG dwodatdong (ALP)

EIAIKEZ MPO®YAA=EIZ ANNOPPIWHXZ ENOZ XPHZIMOMNOIHOENTOX KTHNIATPIKOY ®APMAKEYTIKOY
MPOIONTOZ ‘'H AAAQN YAIKQN MOY MPOEPXONTAI AMO TH XPHZH TOY NMPOIONTOX

2UpBoUAEUBEiTE TOV KTNVIATPO 00G YA TOV TPOTIO Amoppung TwV XPNOLoTomnBEvTwy dapudkwy. Ta LETpa autd
ATTOOKOTIOUV OTNV TIPOO0TACIA TOU TIEPLBAAAOVTOG.

HMEPOMHNIA TEAEYTAIAZ EFKPIZHZ TOY ®YAAQY OAHIMNQN XPHZEQZ 11/2019

AAANEZ MAHPO®OPIEZ

XdpTivn cuokevaoia Tou Tieplexet 1, 2, 3, 4, 5, 6, 7, 8, 9, 11 10 pUAAa aAoupviov/PVC/PE/PVDC ,

mou TieptExouv 10 Siokia ekaoto. Mmopei va pUnv KUKAOGOpoUV OAEG OL CUCKEVAUTIEG.
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