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THPT'OBCKO UME HA JIEKAPCTBEHU: ITPOAYKT

Mycosyst 100 mg capsules
Mukocucr kancynu 100 mg

KAYECTBEH 1 KOJIMYECTBEH CBCTAB —
MAHMCTERCTRO HA 31PABEONABBAKETC

Besika xancyna ceaepxa 100.0 mg fluconazole.
3a nomomuuTe BelecTsa Bk 6.1. MpHAGHanEe bl .
pazpemone sa yrorpetate LARH{ 03.050%
\
JEKAPCTBEHA ®OPMA é.?).ﬁ_ //M‘O 3.0% W .
" "Kancymn
KJIMHAYHU TAHBUA

TepaneBTHYHH MOKAZAHHAS

Cucmemnu ungexyuu

CucremHa KaHAHAO3a: KaHAWIEMUs, AUCEMHHHDaHA KaHAumo3a (uHbeKIHH Ha
€HIOoKapna, NepUTOHeyMa, JIHXaTeNHaTa CHCTEMa, OYHTE M YPOTeHHTAIHIM
TpaKT), ¢ u3kmodyehue Ha HHGpeximu, npuaunenn ot Candida krusei u Candida
glabrata.

Cucmemnu kpunmoxoxosu MHGEKIHY, KaTo MHOEKIHY Ha AUXaTeNHaTa CUCTeMa
1 Ha Koxkara (KoXa M JIMraBHIW), KaKTO M KPUNITOKOKOB MEHHHIHT. '
Hpoghunaxmura

3a npodrakTHKa Ha PeLUNBY Ha KPUITTOKOKOBY HHGEKUHH ¥ OpodapHHreaina
KaHpuposa npy namuentr csc CITHAH.

IIpodunakTika Ha MUKOTHYHH MH(EKIMH NPH DAHEHTH Ha LATOCTATHYHA WIH
JIbYeBa Tepartis,

Hpyeu

3a aeyeHne Ha MAUMEHTH, H3JIOKEHH HA PUCK OT KAHOUOO3HU U KPUNMOKOKOSY
HHQEeKUHM T@pH TPaHCIUIAHTAUWs, AaHTHOMOTHuYHA, NMTOCTATHYHA MM
UMyHOCynpecuBHa Tepanmus. Kavauposa Ha JMrasHuHara MeMOpana:
opocdapHHreanHny, HeMHBA3HBHH OPOHXOIyIMOHANHY 1 e30(]areanHy MHPEKIMH,
KaHAMAYpUs, KOXKHO-JMIABHYHA KaHAHAO3d, XPOHMYHO-aTpodwina OyxanHa
KaHAHRO032 (COOp BCIEACTBHE HA M3KYCTBEHU 350HH NPOTE3N).

Candida nndexuym Ha KOXaTa.

Cuaapomy, nDpHYHHEHM OT JAepMaTo(uTH, HENOBAHMABAIIHM Ce OT JIOKAJIHO
JleyeHHe, Hanp. mycosis pedis, mycosis corporis, mycosis cruris. 3a JeueHue Ha
pityriasis versicolor ¥ OHHXOMHKO3H.

EHmeMUYHH MHKO3M: KOKLHAOMHKO33, NapakOKIHAOMHKO33, CIIOPOTPHX03a U
XHCTOILIA3MO32 [IPH MAIHEHTH C HOPMallHa HMYHONOIHYHa PEaKTHBHOCT.

Mycosyst caps. 100 mg 2




OcTpu vnu penuaHBUpPaHIK BarMHANTHY KaHAUAO3M, KAKTO U 3a NpofiiNaKTHKa Ha
PELHIHEH OT BardMHajHA KaHAunosa (TpH HIM MOBedYe PEUMIUBYU TONULIHO),
KauaunosceH OananuT.

4.2. Jlo3upoBKa H HATHH HA NPHJIOKEHHE
HuepHata 10332 (IIYKOHa30J1 € B 3aBHCUMOCT OT €CTECTBOTO M TEXECTTA HA
HH(EKUsTA. _
Jleyennero Tpsabsa [a HPONBIDKH JOTOraBa, HOKATO KIMHMYHATA M
nadopaToOpHaTa HAXONKH [OKA3BaT OTCTPaHsABaHe Ha MATOrEHHMA NPUUUHNTEN.
(Mzxmouenne e OCTpara BarMHANHA KAaHNUNO03a, Thil KaTO OOMKHOBEHO MOXE Ia
OBIe u3nexysaHa C eXHOKpaTHA Ho3a oT 150 mg).
IlpexneBpeMEHHOTO NPEKBCBAHE Ha NIEUEHUETO MOXKe Jia OBEAE O PEeLMAMBH.
IIpu mnanventn cbc CIIMH, kpunTOKOKOB MEHHMHTHT M pPeUMAKHBHpAlNA
opodapuHreanHa KaHAUEO32 OOMKHOBEHO ce Hafara NPOAbIDKHUTENHO HeUeHHE.
Bwspacmuu:
Kanoudemus, oucemunupana xandudosa u ppyru unasazusuau Candida unghexyuu
obukHOBeHO ce nekysaT ¢ 400 mg npes nepeus ped 1 200-400 mg nHeBHa fo3a
npe3 caexeamure guy. IIpOABIDKUTENIHOCTTA HA TepanusATa € B 3aBUCHMOCT OT
nogoOpeHHeT0 B CHCTOAHHETO Ha NAlHEHTA.
IIpu xpunmokoxoe meHurzwm W IOPYTH KPURMOKOKOSU UHPeKyuu ce mpuiiara
noza ot 400 mg npe3 mppBHA AgH, cnen koeto no 200-400 mg BeRHEBXK AHEBHO.
IIpombmXUTENHOCTTa Ha JIeYeHHeTO € B 3aBHCHMOCT OT KHHHWYHUS H
MHKOJOFMYHMSA OTIOBOP, HO HPH KPHNTOKOKOB MEHWHIHT NpOXbIDKaBa Haii-
MaJko 6 Ao 8 cepMunI.
3a npoghunaxmuxa Ha peyuousy om KPUNMOKOKO8 MEHUHZUM TIPU NTALMEHTH CBC
CITHH ce npunara auesHa mosa ot 200 mg ¢ DPOXBIDKMTENIHOCT, KaKBaTo €
HEOOXOaMMa CIIEH OCHOBHOTO JIEYSHHE.
Ilpn opojpapunzeanna xanoudosa obuuaiiHata nuesHa no3a e 50-100 mg B
nponemxenne Ha 7-14 mum. TlauueHTHTE ¢ TEXKO YBpeleHa HMYHHA CHCTeMa
morar fa OBAaT HEeKyBaHM 3a Mo-ABIBr nepuoi. Ilpu arpoduuna kaHaAMKo32 Ha
yCTHaTa Kyxuna oOuuaiidara AHeBHa Hos3a € 50 mg B NpoAs/DKeHHe Ha 14 nHU,
NpHUApYXEHa eNHOBPEMEHHO ¢ IOKANHO aHTHCENTHYHO JIEIEHHE.
Ipu oJpyeu wandudosu wna nuzasuyume Karo €30QaruT, HEHHBA3HBHH
OpOHXOMyIMOHANEN HHOEKIHH, KaHAUAYPHS, KOXKHO-JMTaBHYHH KaHAHAO3H H
apyra (¢ M3KIIOYeHHe Ha BarnHANHa KaHauno3a), obugaiinara AHeBHa yo3a e 50-
100 mg B npoppmxenue Ha 14-30 gau.
3a npodHIakTHKA Ha PELHOUBH OT OpodapuHreayHa KaHOMAO3a NpPH MALMEHTH
¢ec CITHAH mooxe ma ce npnnara';u;osa ot 150 mg cemMH4HO KaTo HOAOBPKALIO
JleyeHue.
3a npoduaakTHKa Ha KaHAMAO3a MPH HMYHOCYNpECHPaHH HAalHEHTH KHCBHATA
nosa e 50-400 mg. Ilpyu nanueHTH ¢ BHCOK PUCK OT CHCTEMHH MHOEKIHH, HAmp.
OOJTHH, PH KOHTO Ce OYaKBa CHIIHO H3PAa3eHa MK HPORBLIDKUTENHA HEYTPONEHHS,
ce npenopbiea no3a ot 400 mg auerHo. IIpuemsT Ha po3ara TpsaOpa Aa 3amouHe
HAKONKO AHH MpefH OYaKBAHOTO HAYANO Ha Pa3sBUTHE Ha HEYTPONEHUsTa H Xa
NPOABLIDKY CefMHIA Cel kaTo Opost Ha HeyrpodunmrTe ce ysemmuu go 1000

KaeTkr/mm:.
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3a nieyeHue Ha mycosis pedis, mycosis corporis unu nycosis cruris, APHHUHEHH OT
AepMaTo(uTH, KaxTo B npu koxxuu Candida smadexumn, ce npenopsysa nosa or
150 mg d¢nykoHason BeAHBXK ceaMMuHO miH 1m0 50 mg  HHEeBHO.
IIponsiKUTENHOCTTA Ha JieueHHero oOHKHOBEHO € OT 2 10 4 CeAMHI, HO NpPH
mycosis pedis MOXKe fia JOCTHTHE U O 6 CeXMHIM,

3a neuenne Ha Pityriasis versicolor ce mpemopbyBa AHEBHa 03a OT 50 mg B
npogbivkenne Ha 2-4 cepMund. JIpyr MeToxm Ha NPMIOXKEHHE. IIpPHEMa ce
enHokparHa fo3a ot 300 mg QIykoHa30N BEAHEX CEAMHYHO B NPOABIDKEHHE Ha
2 cepmun. Ha TperaTa cenmuna e R3MOKHO fa Opge HeoOxoauM rpHem

Ha nmosTOpHa nos3a or 300 mg duykonazon. B maxkom ciydau Moxe ga Obxe
HOCTaTh4Ha eAHOKpaTHA 1032 0T 300-400 mg dnykonazon.

3a neueHHe Ha ONUXOMHUKO3Q Ce TPenophyBa K032 oT 150 mg BEIHBK CeAMUYHO.
Jleyennero TpsiOBa A2 NPOABIKM GO NMBJHOTO M3PACTBZHE HA 3APAaBHS HOKBT.
Tosa npoxkbkaBa OKONO 3-6 Mecena, a H3pPacTBaHeTO Ha HOKBTA Ha Manela Ha
kpaka m3ucksa 6-12 mecema. bep3umara Ha pacTexxa Ha HOKTHTE Bapupa M
HAMAJIABA C BE3PACTTA.

3a nedeHHe Ha EHACMHYHHM MHKO3M, DAPAKOKIMAOMHKO3a, CIHOPOTPHX03a U
XHCTOILIa3M03a Ce NPenopbyBa npuiaranero Ha nosa ot 200-400 mg mHeBHO B
nponbibkeHne Ha 1 fo 2 rogusn. TIpy koxuupoMukosa No3HpoBkaTa TpsAOsa aa ce
onpefenH HHAMBHIOYANHO H JISYEHHETO Ha INPONBIKH 3a mepuwox oT 1 go 2
FOIMHH.

Ocmpama eazunanna kanOugo3q Moxe jJa Oble H3NeKyBaHa C EAHOKDATHA
opanHa 1032 oT 150 mg dnykonason.

Xponuunama u yecmo peyuousHpaya 8azZUHAIHA KAHOUOO3X UBUCKBA ITOBTOPHO
JedeHue ¢ 7o3a ot 150 mg pennbi MecedHO B npopabkeHHe Ha 4 1o 12 mecena.
B HaKOH ciydan Moxke na 6bae HeoOXoAUMO HO-4ECTO MPUIaraHe Ha MOCO4eHAaTa
no3a.

3a neuenue Ha xkanoudosen baranum ce IPEeNOpPBHYBA eNHOKPATHA OpaiHa 1038 OT
150 mg duykonason.

Heya:

Kaxro 3a aHanoryunure HHpEKIMH I@pH BB3PACTHH, JAO3HPOBKaTa H
NIPOXBLIDKUTENHOCTTA Ha JedyeHne TpadBa Ja ce onpenensaT MHAUBUEYAIHO, BB3
OCHOB2 Ha KIWHMYHHS U MHKONOTHMHIs OTroop. @iykoHazon 0OHKHOBEHO ce
npHiara Karo efHOKpaTHa JHeBHa foza. Ilpu neueHue Ha nella He TpAOBa na ce
AIpeBUINaBa MaKCHMAIIHATA JHEBHA H03a 32 BB3PacTHH.

Kanouoosa na auzasuyume: Ilpenopousanara NO3HPOBKa € 6 mE/Kg TENECHO
TErJO NPE3 MbPBUs [IEH, CIIEZ KOETO No 3 mg/Kg TENECHO TErJIO BEIHBK HHEBHO.
Cucmemnu Candida unu xpunmoroxosu wndexuuy: ITperoppupaHara J03MpOBKa
e 6-12 mg/kg TenecHO Teryio Npe3 NbPBHA AEH, B 3aBHCHMOCT OT TeXecTra Ha
3abonsBaHeTo. .

3a npogunaxmuxa: Ilpu uMyROKOMIpOMeTHpaHH Rella (B 3aBHCHMOCT OT
TEKECTTa Ha HEYTPOIEHHMSATA) CE NpenophyBa 034 OT 3-12 mg/Kg TeNecHo TerNo
OHERHO.

Ilpu Oeya c yspedena Ovbpeuna @ynryus nHeBHara josa Tpadsa ma Obae
HaMaJieHa B ChOTBETCTBHE C JASHMTE YKA3AHHU 32 Bh3PACTHH.
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Heya na gv3pacm noo 4 cedmuyu:

IIpe3 mepeuTe 2 ceaMuIM OT XKHBOTA Ce H3MOJI3Ba ChLIATA 1032, KAKTO NPHU MO-
roJIeMH Aella, HO NPHIIOXKeHa Ha BCEKH 3 JHH, T.e. Ha BCEKH 72 waca, Thil Kato
HOBOpOZeHUTE enHMUHHpaT no-Oasno diykonazona. Ilpes Tperara H YeTBBPTATA
CeIMHIIA OT XKHBOTA Ce ApHNIara chblmara J03a, HO Ha BCEKH BTOPH JEH, T.e. Ha
BCexM 438 yaca.

Cmapuecka ew3pacm:

Ilpn HOopManua 6bOpeuHa ¢yHKLIMA MOTaT Oa Ce H3MON3BaT OOMYaliHWTE NO3MW.
Ilpu yBpenena OnOpeuna QyHkuus (KpeaTHHHHOB KIHPBHC mox 50 ml/min) ce
Hajlara HaManeHHe Ha [03aTa.

Yepeoena 6vopeyna dynryus (eraioyumento u deyaj:

Hoszara Tpabea ma Oppe HamaleHa B 3aBHCHMOCT OT TexecTta Ha OBOpeuHOTO
yBpexkzaHe (BIOK NO-goMy). B caydait Ha npunoxeHHe Ha eMHOKpaTHa 1032 (npH
BarMHanHa KaHAWA03a) He € HeoOxomuma npoMsHa Ha posara. Ilpu
TPOIBIDKUTENHA TEPANusi Ha MalHEeHTH ¢ Hapylena ObOpeuHa dyHkuus TpsOBa
1A ce 3alouHe ¢ HaToBapBama f03a oT 50-400 mg. Caen ToBa 0baue TpsOpa na ce
KOPUTHPAT AO30BUA MHTEPBAI MIM JI03aTa B CHOTBETCTBHE C KPEaTHHHHOBMSA
KRUPBHHC, KaKTO € MMOKa3aHo IMO-JOJIy:

Kpearnumuos xiupbsHC JT030B pexxum
ml/min
> 50 - obuuaiinara A03a Ha Beeky 24 4.
<50 1/2 ot obuuaiinara mo3a Ha BCekH 24 4,
ITanueHTH Ha pefoBHA XeMORHANHU3A obuuaiinata  mo3a  Cclen  BCAKa
XeMOHHAHN3A

B 3aBMCHMOCT 0T KIHHHYHOTO CHCTOSHUE Ha rallieHTa QIyKOHA30M MOXe fa ce
NpUjlara KakTo MEPOpaiHO, Taka M KaTO MHTPaBeHO3Ha MHQY3us (MakcHManHa
cxopoct 10 mi/min).

IlpemunaBaneTo Ha NalMeHTa OT HHTPAaBEHO3HO KbM OpaiHO NedeHue (MM
ofpaTHO) He U3NCKBA NPOMsIHA Ha JHeBHara No3a. J{HeBHaTa 032 He 3aBHCH OT
HAYMHa HA IPHIOMKEHHE.

4.3. HporusonoxazaHus

H3pecTHa CBPBXYYBCTBUTENHOCT KbM (GIAYKOHA30 HMAM JPYrH a30lOBH
Npou3BORHH. ENHOBpEMeHHOTO mpunoxeHHe ¢ TepdeHafuH € IPOTHBONOKA3aHO
Npy naguenTy, npueMamy Quykosason B yo3u ot 400 mg HIM NO-BHCOKH B
NMPOABIDKEHUE Ha HAKOJNKO FHM, YCTRaHOBEHO BB3 OCHOBA Ha pe3ylTard oT
H3CNeABAHE Ha B3aMMORSHCTBUSTA ¢ MHOTOKPATHO HO3HpaHe.

EnnospeMeHHOTO nmpUOXKEHHE C LH3aNpUY € NPOTHBOIIOKA3aHO NpH AHHEHTH,
nipyueMay GayxoHason (Bmwx 4.5.).

4.4, CpenpHaJHH DpeJyOpeRNeHHs H CHeNHAJNHH IIPEANasHH MeEPKH NpH

ynmorpeba
Psinxo Morar ja ce HOsIBST aHaQUIaKTHYHK peaKIyH.
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HanuentH ¢ nopuineHy cTOHHOCTH Ha YepHOApODHHTe en3uMu TpsabBa aa 6paar
BHUMATEHO H3CJIeIBaHN 33 YepPHOAPOOHH 3a00JIABaHKA [0 BpeMe Ha JieUeHue C
dIyKoHa30IL. e

Maxap ge psaaxo ce HabMOAaBa XeNaTOTOKCHYHOCT M HE € JIOKa3aHa BPBH3KaTa ¢
Tepanuara ¢ Giaykosason, neuenmero ¢ (UykoHazon TpsibBa ma Obae
OPEyCTAHOBEHO NPH CHMIOTOMH, MOJACKa3Ballly [I0SBaTa Ha YepHOOpoOHO
yBpexiaHe. XenaTOTOKCHYHHAT edekr Ha duiykoHa3on e oOHKHOBEHO 0OpaTHM
CHeJ CIIHPaHe Ha JeYEHHETO.

Axo ce noseu oOpuB NpH MALKEHT Ha JiedeHHe OT cynepdunuanna reduuna
unpexms, koiTo na Oble oTaafeH Ha (UIYKOHA30J, [IO-HATATBIIHATA TEPAIH C
TOBa CPeRCTBO TPsi0Ba Na ce MpeKpaTH.

IIpu nosBa Ha KOXKHE OOPHBH MO BpeMe Ha JiedeHHe ¢ (IIYKOHA30J1 Ha MAalHEHTH C
HHBa3UBHH I'bOMYHH HMH(EKIHH ¢ HeoOXOmHMO HEMOCPEACTBEHO MENMIIMHCKO
HaOmonenue. IIpy no-Tesxko H3pa3eHH KOXKHH PEaKIUH Tepanuara ¢ GaykoHas3ox
TpsibBa ma ce cmpe (BB3MOXKHA € MOsBara Ha CHHAPOM Ha Stevens-Johnson,
TOKCHYHA eNUepMaliia HeKpon3a, OyI03HY Je3UH, MyNTHQOPMEHa epUTeMa).
Ilpu epHOoBpeMeHBO NpUIIOXKEeHHE Ha (PIyKOHA30J B AO3H, IMO-Hycku ot 400 mg
JHeBHO, ¥ TepdeHaAnH € HeoOX0OMUMO BHAMATENHO HabmogeHue (Bik 4.5.).
IlanmenTt ¢ npuRobHT HMYHEH JE(QUIHT Ca ITO-TIPEIpPa3NOJIO’KEHE KM Pa3BUTHE
Ha Texxku kosxun peakiyu. bonnu ot CIIMH psaakxo pa3ByBaT TakKBa CUMITOMU
IO BpeMe Ha JledeHHe C (IYKOHA30J W JPYTH JEKApCTBa, HPEeNH3BHKBALNH
eKCHONUATHEHH KOXHUM peaknuu. Axo ce NOABAT OODHBH NpH MAIMEHTH C
HHBA3MBHE WM CHCTeMHH rpOmuHd uubekiym, Oonmwte TpsabBa nda Opmar
BHHMAaTENHO HaOMIOflaBaHK, a AP DOsAB2 Ha OYJNO3HH JIe3Ud WAM eKCYJaTHBHA
MynTuhOpMeEHa EPHUTEMA, TEPanuATa ¢ QUIYKOHa30a TpsOBa Ha ce MpekparH.
Ilpunosxennero Ha KalCyiauWTe He ¢ DPEenophyYBa IPW JieHa, ThH Karo He e
BH3MOJKHO TOUHOTO UM JO3HpaHe.

JlexapcTBeHU H APYrH B3aHMoAeHCTBHS

- Opannu aumuxoazynanmu om KyMapuHos min

IIpoTpoMOHHOBOTO BpeMe MOXe Oa ¢e yabokH (1o 12% crnopern nsMepBaHUATa),
HOpajH KOeTo NpH NallHeHTH Ha OpaiHa aHTHKOaryJAaHTHa Tepans Tpsa0Ba Aa ce
HaOmogasa npotpoMbOuHOBOTO BpeMe. ONHTBT € HOKa3al, Y€ ca BB3IMOXKHH
Cllyyay ¢ @OABa Ha KPBBOTEYCHMSI, Hanp. KOHTY3MM, KBPBEHE OT  HOCA,
TacTPOMHTECTUHANHO KbPBEHE, XEMATYpHA H MeJIeHa.

- Opanuu anmuduabemnu cpedcmea om CyAQanunypees nun

Yipu 3apasu nobposonny GIyKkoHa30d yObIXKaBa BpeMeTo Ha IOyelHMHUHHpaHe
Ha Te3H JIeKapcTBa, ako Ce MpuiaratT efgHoBpeMeHHO. MNyKOHA30J H OpalinH
cyndaHmIypeliHl NPOAYKTH MOTaT JIa C€ MPUJIAaraT eGHOBPEMEHHO npu auabeTHo
bonuu, HO TpsbBa Ha ce MMa OpeABHA BB3MOXKHOCTTA 32 XHIOTIHKEMHYEH
enu30z,.

- Xudpoxnopomuazuo

Ilpu 3ppaBu moOpomonuun xuppoxnoporHasupy nopumasa ¢ 40% rnuiasMmeHarta
KOHIeHTpauus Ha (uiykonason. Topa B3ammopeiictBue TpsbBa ma ce uMa
NPeABH], aKO eJHOBPEMEHHO ¢ H3NOM3BAT (GIyKOHA30M M THa3sHIHH JUyPETHIH,
HO He e He0OX01Ma POMSIHA B JO30BHS PEXUM Ha (IIYKOHA30I.
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- Denumoun

IInasMeHOTO HHUBO Ha (EHMTOHH Ce YBENHYaBa 3HAUUTENHO IIPH €AHOBPEMEHHO
npunoxenne ¢ ¢Qnykonaszon. Ilpu xomOuuHpana ynortpeba TpsabBa na ce
HaOoAaBa KOHIEHTPaLKITa Ha (PEHUTOMHA.

- Pupamnuyun

Axo QAyxoHa3zoN ce npujara NpH IALHGHTH Ha APOXBLIDKUTENHO JISUEHHE C
pudamrunuy, ce na6nmnaaa HamaneHue ¢ 25% Ha nnom'ra mon abeopbuponHaTa
¢ha3a Ha kpHBaTa “BpeMe-IIa3MeHH KOHIEHTpaluy~ Ha GIyKoHa30a, a BPEMETO
Ha NoJyenHMHHHpaHe ce Hamassisa ¢ 20%. IIpn KOMOMBMPaEHO NMPUNOXKEHHE Ha
drykonason u pudaMnunue Tpabea na ce oOcbau yBelMueHUe Ha J03aTa Ha
¢uryxoHa301L

- Pughabymun

EnHOoBpeMEHHOTO NpUIIOKEHHE Ha (UiykoHasonm M prdadytur BOAM  HO
NMOBHIIABaHe Ha CepyMHMTE HHBa Ha pupabyrun. FiMa crobmenns 32 yBeHT npH
MaIMeHTH, JIeKyBaHH eJHOBpeMeHHO ¢ ¢uykoHason u pudabdbyrun. Iopanu ToBa
TaKHBa MaLMeHTH TpA0Ba BHUMATEHO Aa ¢e Habmio/asar.

- Lluxnocnopur

IIpu manueHTH ¢ KOCTHO-MO3bYHA TPaHCIUIAHTaHUA (IYKOHA30] HAMa 3HAYHUM
edexT BBPXY HMKJIOCIOPHHOBOTO HMBO npu nosa 100 mg anepHo. Cnopen
eAMHMYHH cpobmenus ofave, npu manuentH ¢ OnOpeyHa TpaHcIUTaHTalws,
¢yxonazon B pmosa or 200 mg pOHeBHO NOBHINaBA KOHIEHTpPAaLUATA Ha
nuxnocnopuH. Koraro ce npunarat komOHHHpaHO (IYKOHa30J H IHIUIOCIIOPHH,
ce MpenopbuBa MOHUTOPHPaHe Ha HUKJIOCIIOPHHOBHTE IAa3MeHU HUBA.

- Teoghunun

B nnanedo-koBTpOIMpaHO KIHHHYHO H3IUTBaHE C MPHIOKEHHE Ha JTHEBHH HO3H
or 200 mg duykoHa30J B HNpoABIDKeHHe Ha 14 nuu e HaOnrofaBaHO HaMalleHue
Ha IIA3MeHHs KIMPBHHC Ha TeoduniHa cpenso ¢ 18%. B ciyuaute ¢ u3nonspade
Ha BHCOKM JO3H TEO(QWIMH Ce Npenopbusa BHHMATeNIHO HabmoneHue Ha
NAalKeHTa, KaTe MpH Halliyue Ha TOKCHYHM CHMITOMHM H03aTa Ha TeopuIHHa
TpsibBa na OpAe HaManeHa. -

- Opannu xonmpayenmueu

Juesuu nosu or 50 mg QAYKOHa30N HE MOBAMSBAT MIA3MEHOTO HHBO Ha
KOMOMHHpPaHHTE KOHTPAaLENTHBHH CPENCTBA MPH 3APaBH JKEHHU.

IIpu mpunoxenue Ha AHeBHU Ko3H oT 200 mg duykoHA30] IJIOINTa IO KpUBaTa
“ppeme-tulasMeHH  koHueHTpauun” (AUC) Ha  eTHHUNECTpamHONA H
JIEBOHOPrecTpeNa e yseandeHa choTBeTHO ¢ 40% u 24%. Criopen faHHHTE OT
T€3W M3IHTBAHWsA, NOBTOPHHTE RO3M (PIYKOHa305] BEPOSTHO HE NOBIHABAT
KOHTPALIENTHBHOTO AGiCTBHE Ha KOMOMHUPAaHHTE OpaliHU KOHTPaIeNTHBH.

- Teppenaoun

Ilopanun nosiBa Ha CEepHO3HH PHUTHMHH HapylleHHs BTOPMYHO BCIEACTBHE
yopivxapadero nHa QTc unTepBaya NpH NallUEHTH, NpHeMamid TepdieHamHH
3aeAHO C JAPYTH a30fOBM NPOW3BOAHH, Ca H3BBPIIEHH HPOYYBaHMA Ha
B3auMopelcTBuaTa. ENHOTO OT HM3CNEABAHKHATA C NpHIaraHe Ha AHeBHa fposa 200
mg (uykoHason He € nokasano yubiokasane Ha QTc muTepsana. Jlpyro
H3ClieABaHe ¢ NPUIOJKeHHe Ha JHEeBHA 032 OT 400 mg n 800 mg dnyxoHazon e
IIOKas3ano, 4e NPH MHOroKpaTeH npueM Ha QuiykoHaszosn B 7031 oT 400 mg nueBHO
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HJIM MOBe4e, TUia3MEHHTe HMBA Ha TepdeHamuH 3HAYMTENHO Ce HOBHINABaT HPH
edHOBpeMeHHO npmioxkenue. Ilopagu ToBa KkoMmOuHMpaHata ymorpeba Ha
¢nykonazon B mosu or 400 mg wunM NO-BHCOKM ¢ TepdeHamWH e
nporusonokazago (Bmx 4.3.). ITanmenture Tpsbsa na OBOAT MoK CTPHKTHO
HabmoneHne, aKo eMHOBPEMEHHO ¢ QUIYKOHA30H, HPUNAraH B JO3H IO-HUCKH OT
400 mg AHEBHO, NPHEMaT H TepQeHanuH.

- 3uoogyoun

B npe xuHEeTHYHHU NPOYYBaHHA NP €NHOBPEMEHHO NPHIIOXKEHHE Ha 3HAOBYAHE H
¢bnyxoHaszon ¢ HabmoxaBaHO 3HaYMTENHO yBenuuenue Ha AUC (mmomra mox
KpuBaTa “BpeMe-IJIa3MEHH KOHUEHTPAKH ™) HA 3UAOBYAHH - ChOTBETHO ¢ 20% H
74%. Eto 3amo e HeoOXOEMMO MOHWTODHpaHE¢ HA KOHUEHTpallUUTE Ha
3MIOBY/IHH M KOPEKIMs Ha HErOBaTa J03a.

- Benzonuasenunu (¢ xparxorpaiino peficrsue)

Crien opanuno mpHIOXEeHHe Ha MHUAA30NaM 3aefHO ¢ (IYKOHA30JX, B PE3yirar e
HaOMIO#aBaHO CHUMECTBEHO YBeNWUYeHWe Ha KOHLEHTpallMWTe Ha MUAA30NaM H
ncuxoMoTopHM edextu. ToBa meficTBHEe BBPXY MHAa30JlaMa € MO-H3Pa3eHo CIER
opaJieH npHeM Ha (PIyKOHA30JI, OTKOJKOTO IIPH UHTPAaBEHO3HO npuioxenue. Ilpu
HeoOXOAHMMOCT OT €LHOBpEMEHHa Tepamusi ¢ OeH30AMa3enMH Ha NALUEHTH,
nexysauu ¢ (uykoHa3o), TpAbBa na ce MMa NpENBHA HaManeHue Ha /I03aTa Ha
OeHzoaMaseniya i BHUMATENHO HaONIOeHN e Ha TaNueHTHTe.

- Huzanpuo

Hma cro0ienus 3a cioydau ChC ChpAeYHH HapylleHus, BIIIOYHTERHO torsade de
pointes, npH HAUEHTH, HpHEeMalM eHHOBpPeMeHHO (UIYKOHa30) M LM3AMpUL.
ENHOBpEMEHHOTO NPUIIOKEHHE € NPOTHBONOKa3aHo NpH OonHu, npuemarty
bayxonason (erx 4.3.).

- Taxponumyc

Hma cnobmenus 3a HaOMIONZBAHO B3aUMONEHCTBME IIPH  eXHOBPEMEHHO
IpUIOXKeHe Ha (GIYKOHA30N M TaKpOMUMYC, BOINENIO HO YBENMYEHH CepYMHH
KOHIEHTpauuu Ha TakpomuMyc. Crobmaea ce 3a HepPOTOKCHYHOCT IIpH
TALMEeHTH, Ha KOUTO eAHOBPEMEHHO ca MpumaraHy (IyKoHa3on M TaKpONHMYC.
HanuenTirre, notyyasalny TakporuMyc U (hAyKOHa30J eXHOBPEMEHHO, TpsaOBa Ja
OrpnaT HabmoAaBaHY BHUMATENHO.

Vnorpebara Ha (ykoHa30Ad NOpH MalMeHTH, [IpHEMAllH eJHOBPEeMEHHO
acTeMH30N MNM IPYTH JEeKapcTBa, METaOONM3MpaHH OT cHCTeMara HuToXxpoM P-
450, ce cBpp3Ba ¢ NOBMINEHYUE HA CEPYMHHTE KOHIEHTPAlUM Ha Te3H CPeJCTBa.
Ilopanm mumcara Ha KaTeropHdyHa MHQOpPMAUWsA ce H3HUCKBA NPeNHa3iHBOCT,
KOraro ce mpuiarar efHOBpeMeHHO GUIYKOHa30d M TaKWBa CpeacTsa, a
nanuenTuTe Tp2OBa A2 ObnaT HAOMOKABaHE BHUMATENHO.

Abcopbumsara Ha GAYKOHA30A HE Ce MOBIMIBA OT €(HOBPEMEHHOTO MPHEMAHE C
XpaHa, HHMETHONH, aHTHAMAHM CPEACTBA HIIH JTBbUETEPalTi Ha LSIOTO TS0 IIpH
NAlMEeHTH ¢ KOCTHO-MO3bYHA TPAHCILAAHTALIL,

He ca usBecTHH Jpyr# JIeKapCTBEHH B3aUMOJEHCTBIS 3a QAyKoHa30i. Brrpexu
TOBa, BUHarH TpsOBa Ja ce KMMa MNPEABHA BbB3MOXKHOCTTA 3a JIEKapCTEEHHM
B3auMopelcTBHA, ako (UIYKOHA30Nl ce HpHIara EJHOBPEMEHHO C© JAPYrd
JIEKAPCTBEHH MPOAYKTH. )
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4.6. BpemeHHoOCT M KbpMene
bpemennocm
Hsama nomxonsum wim aodpe KOHTPONMpaHH KAHHHYHH npoytIBaHm 371)3
Opemennu sxenu. FMa cvobiieHHs 32 MHOTOOpOMHM BpPOJEHM AHOMAaNMHM TpH
Jena, YHHUTO MalKM Ca JEKYBaHK OT KOKLMIOMHKO32 B NPOABIDKEHUE Ha TPH WM
noBeye Mecela C BHCOKa Ho3a (400-800 mg namesHo) (QuiykoHazouL
BzanmoBphb3kaTa Mexgy ynorpedara Ha quiyKOHA301 U Te3H CAYYaH He € 5CHA.
Hexenann neficteus BBpXy deryca ca HaOmofaBaHM NPH >KMBOTHH CaMO IpH
BHCOKH [030BH HHB3, KOETO C€ CBBP3Ba C TOKCHMHOCT BBPXY MaiikaTta. Bphpeku
TOBa, OpeMeHHHU >keHu He TpadBa ma Ownmar nexyBaHM ¢ (UIYKOHA307, OCBEH B
cHy4alf Ha >XHBOTO3aCTPaIaBaIla TeXKa FMbONYHA HHOEKUM, aKO NOTEHHHANHATA
10132 ONpaBaBa B3MOMHUA PHUCK 32 ILI0JA.
Kwvpuene
DIIyKOHA30J1 C& EKCKPeTHpa B MaHYHHOTO MIBIKO B KOHUEHTpAIMH, aHANOIHYHH
Ha rasMeHuTe. CienosaTeNHO NPORYKTET € NPOTHBOMNOKa3aH Mpe3 MepHoaa Ha
KBbpMEHE.

4.7. EdexTn BBpXy cnoco0HOCTTA 32 odupane ¥ padora ¢ MaMHH
OnureT ¢ (QAYKOHA30J MOKa3Ba, Y€ HAMA BEPOATHOCT TEPANMATA Ad YBPERH
cnocoOHOCTTa 3a modupane 1 paboTa ¢ MAIHHMU.

4.8. HeXeNnaHH JIEKAPCTBEHH PeaKIUH

®dykonason oOMkHOBEHO ce nonacs nobpe. Haii-gecTHTe HeXeNaHM peakuuy

BKJIIOYBAT CHIOMAWHO-YPEGHN OWIAKEAHUS KATO TafeHe, NOBpbluaHe, Hoyka B

HOJIHATA 4aCT Ha KOPeMa, METEOPHU3BM ¥ JHAPHA.

Cneppamara Half-uecTo HabIONABAHA HEXENaHa PeaKiys ca KodcHune obpusi.

Cumnmonu ra IJHC: B3MOXKHA € CHINO MOsIBaTa Ha riasodoiue.

Ilpy HAKOM manueHTH, JleKkyBaHH C (AYKOHA30J], KOMTO CTPAfaT OT TEXKKO

OCHOBHO 3abonsBane (wanp. 3mokavecteeHo 3abomsasane, CIIHMH), ca

HaOmopaBaHM HapylmieHus Ha XxeMomoesata, OnOpeunn u  wepHOHPOOHU
YBpeXJaHHs, HO KIMHHYHOTO 3HAYeHHE HA YBPEXKNAHWATAZ M TAXHAaTA

B3aUMOBPB3Ka C TepanuaTa ¢ GIyKOHa30H He Ca JIOKA3aHH. .

Uepen Opob u scnvyxa: HabnogasaHa e XeNaTOTOKCHYHOCT, PSIAKO BKJIFOUHTENHO

H GaraiHKM Ciyyad, NOBHINEHHE Ha CTOHHOCTHTE Ha ankanHata (ocdarasa,

Ownnpybuna, SGOT u SGPT.

Tlomsikora, HoAOOHO HA APYTHTE a30JI0BY MPOM3BOAHH, € BE3MOXKHO (IIykoHas30

I1a IPOBOKHPA AHADUAAIINUYHA Dearijus..

49. Ilpenosupaue
ITpenoppusa ce CHMITOMATHYHO JeYeHHe U cToMdlltHa npoMuBKa. DopcHpanara
nuypesa yeenuuasa GebpeuHoro enuMunupane Ha Qrykonasona, XemMouHanusa ¢
MPOABIDKMTENHOCT OT 3 4aca HamamsBa ¢ 50% ruiasMeHOTO HHBO Ha
drykoHazona.
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5. DPAPMAKOJOI'HYHN JAHHHU

5.1. <dapMakoaAHHAMHYHH CBOHCTBA
ATC xox: JO2A CO1
Coopex xXMMMYHAaTa CTPYKTypa (ykoHa3onl e CHCTEMHO aHTUMHKOTHYHO
ChEAMBEHHE OT OHC-TPHA30JIOB THN. AHTHMUKOTHYHOTO HEiiCTBHE CE IBIDKHU Ha
cnepuuIHO NOTHCKAaHE HAa CHHTE3aTa HA €ProcrepoN, KOHTO € XKH3HEHO
HeoOxonuMa ChCTaBKa Ha MbOMYHATA KIeThYHA MeMOpaHa.
Iponyxrer e edexrusen npu cucreMmuu uHbexunn ot Candida n Cryptococcus
neoformans. @IyKOHa30J NPEeMHHABa Npe3 KPbBHO-MO3bYHATa OapHepa, nopanu
KOETO MOKE YCIELIHO a e H3II0J13B2 32 JieUeHHe Ha BhTpedepeniH HHQEKITHH.
@DaykoHaszon € edeKTHBEH npH HHQeKuH (BKJI. BBTPEUEPEnHH), HPHMHHEHU OT
Histoplasma capsulatum, Blastomyces dermatitidis, Coccidioides immitis, a cuuio
Taka npu nHekuun ot mamose va Microsporum w Trychophyton.
PAyKOHA30] CBINIC TaKa € NOKa3al aKTHBHOCT NpPH >KUBOTHHCKH MOHENH C
eHAEMUYHM MHKO3M, BKIIOUMTENHO HHpeknun c Blastomyces dermatitidis, ¢
Coccidioides immitis, BKIIOYHTENHO BBTpedepenHa HHDEKIWMSA, KaKT0 H C
Histoplasma capsulatum nps HOPMAaJHH H HMYHOCYIPECHPaHH JKHBOTHH.
DyyKOHA30) € ¢ BHCOKAa crenudHYHOCT KbM rbOMYHATA CHCTeMa LMTOXpoM P-
450. I'lo Tasu npudHUHa efHOKPATHA AHEBHA 1032 oT 50 mg (QuyKOHA30) HE BAHsE
BBPXY TUIA3MCHHTE KOHLEHTpalHi HA TECTOCTEpOHa NPH MbXKE H Ia3MEHHTE
KOHLEHTPAli| Ha CTEPOHIHTE MPH XKEHH C AeTePOJeH MOTeHIHAI.

5.2. @apmMaxkoKHHETHYHH CBOHCTBA
PapMaKOKHHETHYHUTE DapaMeTpH Ha (QAYKOHA30J ca IOHOOHM Clel OpajlHo
HHTpaBeHo3HO mpunoxxenue. CheAuHeHHETO MMa o0pa opanHa abcopbums u
OnoHammyHOCTTa Hapeumasa 90% mnpu 3apaBu HOOpOBOJILH B CpPaBHEHHE C
HHTPABEHO3HOTO MY HPHIOXKEHHE.
MakcyuManHa nnasMeHa KOHLEHTpauMs ce nocthra 3a 1-2 waca ciefi opanHo
npunoxkeHue. Bpemero Ha nonyenuMuHupaHe € okoio 30 gaca. EAHOBPEMEHHOTO
HpPHEMaHe ¢ XpaHa He NoBiuABa abcopOumATa Ha (QIIYKOHA30.
Ilpu npunaraHe Ha €AHOKPATHU JHEBHU 103 90% OT “paBHOBECHHTE” ILIa3MEHH
KOHIIEHTpallMH ce Focrurar 3a 4 o 5 puu. CBbp3BaHero Ha (AYKOHA30J C
miasMenure nporenHu e 11-12%. Coeaunenmero ce pasmpenesisi BbBE BCHUKH
BUAIOBE TENECHH TeyHoctd. IIpy MuKOTHHMEH MEHHHIHT KOHNEHTpauuiTa Ha
¢yxoHa30M1 B rPEOHAYHO-MO3BYHAT2 TeUHOCT (JIMKBOpa) MOJXKE Jia IOCTHTHE JI0
80% or ru1a3MenuTe KOHHEHTPALIMH.
brOpeynaTa eKkcKpelMsA € OCHOBeH NBT Ha enuMuHupade. Oxono 80% ot
NpHUNOXEHATA 1032 Ce eJMMMHHDA Hpe3 YpPHHAT2 B HENPOMEHEH BHA M
monbaauTentHo 11% nox Gopmara Ha metabomuru.

5.3. JpeAKIHHUYHH KAHHU 32 6€30MACHOCT
@DIyKOHA30)l € C HHCKa OCTpa TOKCHYHOCT, HNPHIIOKEH OpanHO NPH MHIOKH H
IsXoBe. TOKCHKOJOrHMYHMTE CBOHCTBa Ha (MIYKOHa30l ca TNpOyYeHd IpH
H3CNenBaHMuA Ha CyOXpoOHMYHaT2 H XPOHHYHAaTa TOKCHYHOCT BBPXY TPH
XXMBOTHHCKH BHAa (MMIIKH, IIBXOBE, Ky4eTa), TPETHPaHH OpanHo ¢ o3H 5-30
mg/kg u uHTpaBeHO3HO ¢ Ao3m oT 2.5-10 mg/ke, croTBeTHO. BB3 OCHOBZ Ha
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6.
6.1.

6.2.

6.3.

6.4.

6.5.

HaHHU OT XUCTONATONOTMYHHTE HAXOAKH € IOKa3aHO, Ye OCHOBEH TapreTeH Opral
3a MposBa HAa TOKCUYHOCTTA Ha (pIyKOHa30d € depHuAT ApoO. Ha 3anen mmax B
TO3U M3BOJ € (apMakoNOTHYHUAT edexkT Ha QNYKOHas0J, T.€ HOTHCKaHe
buocuHTe3aTa Ha eprocrepona Ha rebuuxure, AeficTBAO BBHPXY CHCTEMATa
nuToxpom P-450. To3u edext, Makap U B IIO-MaJIka CTellEH, MOJKE CBLIO TaKa ka
ObAe HabmonasaH npy Go3afiHKLMTE.

He ca ycTanoBeHH HOKa3aTeSiCTBA 3a NMOTEHIHANHO KaHIEPOreHHO IeHCTBHE Ha
QNYKOHA30J NPH MHILIKH M IUIBXOBE, TPETUPAHH OpanHo ¢ xo3u ot 2.5, 5 nnu 10
mg/kg nmmesHo. HabmopasaHa € §OBMINEHA 4YecTtoTa Ha IOsABAa Ha
XEeNATOLENYNAPHH aICHOMH IIPH MBXKH IUIBXOBE, TPETHPAHH G A03a oT 5 u 10
mg/kg nueBHO.

Hiacnienpanusta 3a MyTareHHOCT Ha QuiykoHason (Ames recr, numdpoma npu
MHIIKH, KOCTHO-MO3BHEH TECT IIPH FPH3a4H U TECT ¢ YOBEIKH JTMMGOLTH) He ca
NOKa3aliy NpOsiBa Ha TeHHO TOKCHYHO JeficTBre.

Hpu nacnensanus 3a TOKCHYHOCT BBPXY pPeNpORYKTHBHOCTTA, U3BBDLIEHU fIpu
NABXOBE M 3akinM, ¢ mpuaarane Ha opamHd nos3u ot 5, 10 mam 20 mglkg
dbayxonazon, He ¢a YCTaHOBEHH [OKA3aTeJICTBa 3a TOKCHYeH eekT: (iykoHazon
HE © TIOBNMSIN (DEPTHINTETa Ha MBJKKWTE WAM OKEHCKWTE KUBOTHH,
BpEMETpacHeTo Ha OpEMEHHOCTTa, XOAa Ha paxHaHero, Opofg HAa KOTHIOTO,
TIPEXHBAEMOCTTA MK Pa3BUTHETO Ha IIOTOMCTBOTO.

DPAPMANEBTHYHM IAHHEW

CruchbK HA HOMONIHMTE BeIeCTEA

HelHeX Ha Kancynure: .
Colloidal anhydrous silica, magnesium stearate, talc, povidone (PVP K 30),
maize starch, anhydrous lactose

Kancynna o6suexa:
Indigo carmine (E 132, C.I. 73015), Titanium dioxide (E 171, C.I. 77891), Gelatin

HecbBMEeCTHMOCTH
He ca U3BeCTHH,

Cpox Ha rogHocT
2 ronuHH {BPEMEHHO)

CunenyaJiHn NpenopbKH 3a ChXpaHenne
Hsma crienuanHu NPENOPBKH 3a ChXpaHeHUe.

JaHHu 32 omakoBKATA

BnricTepHa omakoBKa OT JNaKHPaHO, HaNe4aTaHO, TBHPHO aJyMHHHEBO (ONHO H
8ppHac PVC donno, xoero coappxa 7 kancynn. Yerupn OnucrepHH JEHTH ca
ONAaKOBaHH B CrbBAEMa KapTOHEHa KyTHA.
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6.6. Ilpemopvku npu ynorpedba/MaHUNyIHpaHe
He ca BeobxonuMy crieyaliHi HHCTPYKUMM.

7. HME 1 AJPEC HA ITPUTEXATEJA HA PASPEIIEHMETO

3A YIIOTPEBA
Gedeon Richter Ltd.
1103 Budapest X., Gyomroi ut 19-21., Hungary

8. PEIHCTPAIITMOHEH HOMEP
20010443/09.05.2001

9. HIDBHPBO PA3PEINIEHUE 3A YIHHOTPEBA HA

JEKAPCTBEHIIA ITPOAYKT
2001

10. JATA HA (HACTHYHA) OBPALBOTKA HA TEKCTA
31 ronm 2002

Mycosyst caps. 100 mg 12



