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THhPI'OBCKO IME HA JJEKAPCTBEHIST HPORYKT
Mycosyst 150 mg capsules
Muxocuer xancymm 150 mg

KAYECTBEH ¥ KOJTHYECTBEH ChCTAB
Besxka xancyna cpuaspika 150.0 mg fluconazole.
3a IOMOIIHUTE BellecTRa BHX 6.1,

JEKAPCTBEHA ®OPMA
Kancynn

KIAHITYHA TAHHA

TepamesTHUNHN MoKa3anusg

Cucmennu ungpexyuu

CucTeMHa KaHAWZO3a: KAHAMACMUA, AvCeMHHHpaHa KaHpuAo3a (MHdeKuyH Ha
CHIOKapZha, MEPHTOHEYMa, IHXATellHaTa CHCTEMA, OYMUTE M YPOreHWTAIHMS
TPaKT), ¢ H3KIOYeHHe Ha MH(exuuH, npudunenn ot Candida krusei u Candida
glabrata.

Kpunmoroxosu wunbexuud, Kato nueKUMM Ha AUXATENHATA CHCTEMA ¥ Ha
Koxara (KO)ka ¥ NUraBHIH), KaKTO M KPUIITOKOKOR MEHHHIHT.

Ipodunaxmura

3a npodunakTiKa Ha PELHAUEY Ha KPHITOKOKOBH MHPEKIHH U opodapHHreanHa
Kanauaosa npy naupenty cee CITAH,

[podunaxTika Ha MUKOTHYHYM BHEKIHN [IPH NALMEHTH HA [UTOCTATHYHA WK
NBYEBa Tepaus.

Hpyzu

3a neyenve Ha NANMEHTH, M3JIOXEHH HA PHCK OT KAHOUOOIHU U KpURMOKOKOSY
vHGEKUMN  TpM  TPaHCIUIRHTAUMS, AHTHOMOTHYHA, [MTOCTATHYHA Wi
HMyHOCYynpecuBHa  Tepamusi. Kaupuposa na nuraeHyHara — memGpada:
opodapuHreantH, HeMHBA3UBHE GPOHXONYIMOHAIHN U esodareansy HHQEKIHH,
KaHJMAYpHUA, KOXMHO-NIMFABHYHA KaHIAWZ033, XPOHWYHO-aTpoduyHa Gykanma
KaHgupo3a (CoOp BCACACTBHE Ha H3KYCTBEHH 350HH HpoTesn), :

Candida nndexiyu va Koxara.

CuHIpoMu, NpUYMHEHH OT JNEPMATOQHUTH, HEMOBIMABALIE C€ OT JIOKANHO
neueHne, Hanp. mycosis pedis, mycosis corporis, mycosis cruris. 3a neuenue Ha
pityriasis versicolor ¥ CHHUXOMEKO3H.

EHIEMEYHA MAKO3M: KOKIHMIOMUKO34, NapPakoKUKAOMHUKO3a, CHOPOTPHX034 K
XHCTOTIIa3MO32 NP NAUHEHTH ¢ HOpMallHA HMYHONOTHYHA PEaKTHBHOCT.

OcTpy MK peuyAMBUpANITY BATHHATHY KAHAMAO3H, KAKTO M 33 IPOQHIAKTHKE Ha
PeLWMBH OT BaruHaNHa KaHAHA032 (TPY WK TOBEUS PELHANBH TOAHIIHO),
KaHAWUOo3eH DanaHuT.
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A03MPOBKa H HAYHH HA NPHIOKEHHe

HHeBHaTa Jo3a GiIyKOHa30] € B 3aBHCHMOCT OT E€CTECTBOTO M TENECTTA Ha
nHeKknuaTa.

Jlevenuero TpaGpa Jxa mOponaBKM  JOTOraBa, [OKATO KNHHWYHATA U
N26OpaTOpHATA HAXOMKH NOKa3BAT OTCTPAHABAHE HA NATOTEHHHS IPUYMHUTEL.
(MskmoueHye e ocTpara BarnHalHa KaHANKO3a, THi KaTO OGHKHOBEHO MOXE 1a
OBIe n3NeKyBaHa ¢ €XHOKpATHa 103a oT 150 mg).

IIpex AeBPEMEHHOTO NPEKBCBAHE Ha EYSHHETO MOXE 2 JOBEAE /0 PEeLUIHEBH.
Ilpy mnaumentr cbc CIIMH, KpUNTOKOKOB MEHMHTHT U peluauBHpana
OpohapuHreansa Kauau03a oGUKHOBEHO Ce Hanara MpobIHKUTENHO JeUeH e,
Bwspacmuu:

Kandudemus, ducemunupana xandudosa n Apyra uusasusuu Candida ungexyuy
obHKHOBEHO ce JieKyBaT ¢ 400 mg npes mupsua nen 1 200-400 mg JHEBHa Jo3a
Tnpe3 cneAsamure AHH. [IpOALIMKHTENHOCTTA HA TEPANHATA € B 3aBHCHMOCT OT
NoL0OPEHHETO B CHCTOAHUETO Ha ITAlMeHTa.

Upu xpunmoxoxoe merutzum U ADYTH KpURMOKOKOGU UHpbexyuu ce IpUnara
mosa ot 400 mg npes MBPBUA JieH, ciek Koeto no 200-400 mg BeJEEK HHEBHO.
[IpoxbKATENHOCTTA HA JEYEHHETO € B 3aBHCHUMOCT OT KIMHMYHMS o
MUKOJOTHYHMA OTroBOp, HO NPH KPHNTOKOKOB MEHHMHIMT IpOABIIKAaBa Haii-
MaJxo 6 5o 8 ceaMuI.

3a npogunaxmura Ha peyudusy om KPURMOKOKOS8 MEHUN2UM IIPH NAUUEHTH CHC
CITMH ce npunara guesHa moza ot 200 mg ¢ NPORBIDKUTENIHOCT, KaKBaro ¢
Beo0xoAuMa CHel] OCHOBHOTO IeYeHHE.

Ilpu opograpunzeanna xandudosa obuuaitHaTa ZHeBHa no3a e 50-100 mg B
NpoABkeHNe Ha 7-14 npu. TlanueHTHTE ¢ TeXKO yBpeleHa HMYHHA CHCTEMA
MOrat Jia 6BJaT JIEKyBaHM 32 NO-AbISr Neprod. [Ipu atpoduuna Kanaunosa Ha
YyCTHaTa KyxHH2a obuuaiinaTa jHeBHa j03a € 50 mg B npoakbXeHue Ha 14 muu,
NPUAPYXKEHA €AHOBPEMEHHO ¢ JOKATHO aHTHUCENTHYHO JeYeHHe.

Hpn Opyeu xawoudosu wa nucasuyume xato e3obarnT, HEHHBASUBHK
OpOHXONyAMOHANHE HHEKUMY, KAHIMAYPHA, KOXKHO-JTHUFABHYHE KAHAHIO3M H
Apyra (¢ M3KTIOYEHNE Ha BaraHalHa KaHAuAo3a), obHuaiiHaTa queBHa fo3a e 50-
100 mg B npoasmxenne Ha 14-30 guu.

3a MpoGMIAKTHKA Ha PElHMBE OT OpodapuHTeaNHa KAaHAMAO32 NPH TALUSHTH
cse CITMH moxe na ce mprnara a03a ot 150 mg ceAMUYHO KaTo MO ABPKAI0
NieYeHue.

3a npoduiaKTHKa HA KaHAWAO3a IPH MMYHOCYIpPECHpaHM TALMEHTH AHEBHATA
nosa e 50-400 mg. IIpn mauyueHTH ¢ BUCOK PHCK OT CHCTEMHM HHGeKuny, Hanp.
BOTHH, NPH KOKTO Ce 0YaKBa CHHO W3Da3eHa WM NPONBIDKUTENHA HEYTPONEHHUS,
¢ce npenopsyBa Rosa oT 400 mg auesHo. IpueMsT na fo3ara Tpsa6ea A2 3anoyHe
HAKOJIKO JHM Npejy 04aKBaHOTO HAYyajio Ha pasBHTHE HA HEYTPONEHHATa M Ja
NPOABIDKH CeAMHMNA clell Kato OposT Ha HeyTpoduure ce yseaumum mo 1000
KIeTku/mm’,

3a nedenne Ha mycosis pedis, mycosis corporis unu mycosis cruris, NpHYHHEHH OT
AepMaTO(UTH, KakTo u npy KoxHH Candida uxdexumn, ce npenopsysa f03a OT
150 mg d¢uyxonazon BegHBX cegMHuHO WM no 50 mg  AHEBHO.



[IpomsmxuTenHOCTTa Ha NeyeHHeTO OGMKHOBEHO e oT 2 Io 4 ceamuuy, Ho npH
mycosis pedis Mo)xe A2 JOCTUTHE 1 10 6 CeMHULIE,

3a newenne Ha Pilyriasis versicolor ce [penopbyBa AHEBHA 1032 OT 50 mg B
MpOABIDKEHHe Ha 2-4 cemmuuM. JIpyr MeTON Ha NpHIOXEHHE: npHeMa ce
CIHOKpaTHa fo3a oT 300 mg dnykonason BexHbX CeAMHYHO B IPOIBLIKEHUE Ha
2 cepqunu. Ha Tperata cemMuiua € BE3MOXKHO na Obpae HeoOXOIMM npueM Ha
Tnosropra nosa or 300 mg dnayxomaszon. B Haxoum cnyyam Moxe na owne
HOCTATHEYHA €AHOKPATHA J03a 0T 300-400 mg GIyKoHA301

3a neyeHHe HA oHUXOMUKO3A CE npenoppyuBa Ao3a ot 150 mg BeAumx ceaMuuHO.
Jleyenreto TpaAOBa N2 MPONBKH OO ITLIHOTO M3PACTBAHE Ha 3APABKMA HOKLT,
ToBa npomemxaBa okono 3-6 meceng, a H3PaCTBAHETO HA HOKETA Ha manena Ha
Kpaka H3uckBa 6-12 mecena. BppsvHata Ha pacTexa Ha HOKTHTe Bapupa H
HaMansea ¢ Bb3pacrra,

3a neueHHe Ha CGHAEMHYHH MMKO3H, NapaKOKUHUAOMHKO3a, CHOPOTPHX03a U
XHCTOMNa3MO3a C€ MPENOPBYBa NpHIaraHeTo Ha nosa ot 200-400 mg gHeBHO B
NpOABIDKenHe Ha 1 1o 2 rofunn. IIpu KOKLMZOMMKO3a 03HPOBKATA Tpabea aa ce
OUpEAeI UHAUBHIYANHO N JIEYEHHETO Ja NPONBIKK oT 1 0 2 roHuH.
Ocmpama Gazunanna xandudosa Moxe na Obie H3NleKyBaHa C GJHOKPATHA
opanna nosa o1 150 mg dnykonazon.

Xponuunama u 4decmo peyudueupawd eazuRania kanOUOO3a MIHCKBa TIOBTOPHO
JiedeHne ¢ go3a ot 150 mg regHBK MeceuHo B npoasmkenre Ha 4 1o 12 mecena,
B Haxou ciiyuau mMoxe Aa 651e HeoGXOHMO TI0-YeCTO npHiarafe Ha nocovyeHara
A03a.

3a nevyenue Ha kandudosen Gananum ce TpEiopBYRa €HOKPATHA OpanHa Jo3a OT
150 mg dnyxonazon.

Heua:

Kakro 3a ananormusure mpudexmuy npw BBE3PACTHH, JO3HpOBKATA M
HPOABIDKUTENIHOCTTA HA AeveHHe TpiBa Ja Ce ONpefeNaT HHAMBHAYaNHO, BB3
OCHOBa Ha KNWHHYHMA ¥ MHKOJIOTHYHHSA OTroBOp. DiyKOHa30]I 0GMKHOBEHO ce
TpHiiara xaro eAHOXpaTHa AHeBHA Ao3a. Ilpu seuenne wa Oeua He TpaGea ja ce
NpeBHIaBa MaKCHMalHaTa AHEBHA £i032 32 BB3PACTHHU.

Kanoudosa na nueaeuyume: TlpenopbusaHara JO3HpOBKa € 6 mg/Kg TeNecHo
TCINO Npe3 NEPBHUA JCH, CIE/ KOETO N0 3 mg/Kg TENECHO TErI0 BEAHEK THEBHO.
Cucmemnu Candida wnu kpunmoxoxoeu nadexupm: Ipenoprypanata fo3upoBKa
¢ 6-12 mg/kg TeNeCHO TEIIo Npe3 NEPBHS JieH, B 3aBUCHMOCT OT TEXECTTA HA
33200N9BaHETO.,

3a npogunaxmura: IIpH MMyHOKOMIIDOMETHpAHH pena (e 3aBHCHMOCT OT
TEXECTTa Ha HEYTPOMEHHATA) Ce NPENOPEEBA [032 oT 3-12 mg/Kg TeNecHo Terno
JHEBHO,

lpu deya ¢ yspedena 6vbpeuna @yuxyus HHEBHATAa K033 Tpabra na Gwae
HaMaleHa B CROTBETCTRHE C AANCHHTE YKA3aHWA 33 BB3PACTHH.

Heya na evspacm nod 4 cedmuyu:

Hpes mepBHTe 2 CENMUIM OT JXMBOTA Ce W3MI0JI3BA CHIIATA 7033, KAKTO npH no-
TOREMH ACHa, HO NPHUIONKEHA Ha BCEKH 3 AHM, T.€. Ha BCEKH 72 uaca, Thil Karo
HOBOPOJICHHTE SIMMHHHMPAT 110-6aBHO (uykoHasona. IIpes Tperata u yersspTaTa
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CeMuIa OT JKHBOTZ CE Mpuiara ChLIaTa X03a, HO Ha BCEKH BTOPH JeH, T.e. Ha
Beeku 48 yaca.

Cmapyecka ev3pacm.

Ilpn nopmanHa GBGpeyHa QyRkums MOTAT Ja Ce M3NON3BAT OOHWYaiiHMTE JIO3H.
Hpu yepenena 6u6peuna ¢yHKupa (KpeaTHHMHOB XIMPBHC Mog 50 ml/min) ce
Hallara HaMaleHHe Ha J034ara.

Yepedena 6vopeuna dyuryus (exmouumenno u deya):

Hosara Tpa6sa ma Gbie HamaineHa B 3aBHCHMOCT OT TEXECITA Ha 650peunoTo
yBpex/iaHe (BIK 10~-10Jy). B ciyyaii Ha npuaoxeHue Ha €HOKpaTHa 1032 (mpu
BarlHAAHa KaHIUAO032) He € HeobxoguMa IpoMAHA Ha Jo3ata. llpu
BPONBIDKUTENHA TEPANHS Ha MalMeHTH ¢ HapylleHa 650peyna dynkuus Tpsbea
Ja ce 3an04He ¢ HaToBapReama fo3a ot 50-400 mg. Cnexn Tosa oGaue TpadbBa ga ce
KOpHrupaT HO30BHA HHTEPBAN WM J03aTa B CHOTBETCTBHE € KPEaTHHHHOBHS
KJIMPBHC, KaKTO € TIOKa3aHO [0~A0My:

KpeaTynyHOB KIHpBHC 110308 pexxum
ml/min
>30 obu4aiinarta A03a Ha Bceky 24 u.
<50 1/2 ot obuyaiinara 1033 Ha Beekd 24 4,
IlaupenTy Ha peIOBHA XeMOHATM3A 0o0HyalinaTa HO3a  Clieg  BCSKa
XeMOAHATI3A

B 3aBHCHMOCT OT KNHHHYHOTO CHCTOSHME Ha NALMEHTA (IIyKOHA30/ MOXE /3 Ce
npuiara KaKkTo MEpOpanHo, Taka M KATO MHTpaBeHO3HA MH(YsHA (MakcuManHa
ckopoct 10 ml/min).

IlpeMunaBaHeTo Ha MAUMEHTA OT MHTPABEHOZHO KHM OpPANHO JieYeHHe (unu
00paTHO) He M3MCKBA NPOMsAHA HA JHEBHATA %03a. JIHEBHATA /1033 HE 3aBHCH OT
HaYHHA Ha NPHIIOKEHHUE.

IIpoTruBONOKA3ZAHUS

VispecTHa CBPBXUYBCTBHTENHOCT KbM (QUIYKOHAa30)i HAM JPYIH  a3olloBH
DpOK3BOAHH. EAHOBPEMEHHOTO NpHAOKEHHE C TepdeHaauH € NPOTHBONOKA3AHO
NpY NalHeHTH, IpueMamy duykonasox B Ho3u ot 400 mg Mad o-BHCOKH B
NPONBIDKEHKE H2 HAKONKO [HH, YCTAHOBEHO BE3 OCHOBA HA PE3yNTaTH OT
M3ClIe/(BaHe Ha B3aHMOJEHCTBMATA C MHOFOKPAaTHO HO3MpaHe. EJHOBpeMEHHOTO
NPHAOKCHHE C LM3ANpuj € IPOTHEOIOKA3aHO NpPH MAUMEHTH, NpUeMallH
dbayxonason (Buwx 4.5.).

Coenpannu npeaynpexaennss H CHENMAIHM  NpeANA3HH MepKH @pH
ynorpebda

Paaxo morat Aa ce HOABAT aHAQUIAKTUYHN PeaKIyH.

TTanyienTH ¢ NOBUIIEHH CTOMHOCTH HA 4epHOApoOHMTE eH3uMH TpsbBa fa 6BAAT
BHHMATENHO H3CIEABAHH 32 4yepHOAPOOHH 3a0014BaHUS O BPEME Ha JIEUEHHE C
thnykonasos.

Makap ye paaxo ce HaGNIOIABa XENATOTOKCHYHOCT H HE € N0KasaHa BPE3KaTa ¢
TepanusTa ¢ (UyKoHa3on, jeueHMeTo ¢ (uykoHason TpsabBa aa  6bae

NpeYCTaHOBEHO IPH CHMITOMH, NOACKA3BallM mnOABATA HAa ‘-lepuo,uppﬁﬂo”:- '''' .
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yBpexaane. XenarOTOKCHYHUAT edeKT Ha (ryKoHas30s e 0GHKHOBeHO ofpaTim
ClIe]| CIIMPaHe Ha JICUSHHETO.

AKO ce nosBH OOpMB NpH NAUMEHT HA JEYEHHE OT CynepdHIMANHA ILOHYHA
uudexnysa, Kolito xa 6BAe OTH2AEH Ha (IYKOHA30I, O-HATATHIIHATA Tepanus ¢
TOBA CPEJCTRO TPAOBA Aa ce NPEKpATH.

YIpu riosiBa Ha KOXKHM OGPHBH NO BPEME Ha Jleuenue ¢ PIyKOHA30] Ha MAIUEHTH ¢
VHBa3MBHHM IbOMYHM HHMEKIMH € HeoGXOHMMO HElOCPEICTBEHO MeIUIHHCKO
Habmozexue. IIpH MO-TeXKO U3Pa3eHH KOXHHA PEaKLMH TepanuaTa ¢ (GIyKoHason
TpaOBa Jia ce cnpe (BE3MOXKHA € NOABATA Ha CHHApoM Ha Stevens-Johnson,
TOKCHYHA ernuyiepManHa HeKpousa, GyI03HH ne3un, MyaTHgopMeHa epureMa).
ITpu enHoBpeMeHHO MpHIOXKEHHe Ha (AYKOHA30] B M03H, NO-HUCKH oT 400 mg
IHEBHO, U TepdheHaauH e HeoOX0AUMO BHHMATENHO HabmoaeHye (BIK 4.5 .
HanuenTy ¢ npuno6uT UMyHeH AeHINT ca NO-TPeIpA3NOIOKEHH KEM Pa3BHTHE

- Ha TeXKH KOXHH peakuuu. bonuu ot CIIHMH psaako pa3BHBAT TaKHBa CHMITOMMY

MO BpeMe Ha JeYCHHEe ¢ (IyKOHA30N M JPYIM JEKApCTBa, MPENU3BHKBALIH
SKCQONMATUBHY KOXMCHM Deakiuu. AKO C€ IOSBAT OOPUBH IIPH NALMEHTH ©
UHBAa3WBHH MMM CHCTEeMHH IBOMYHH undekumu, GonHure Tpabea na Gomar
BHHMATeNIHO HaONIOJABaiy, 2 Npy No0ABa Ha GYNO3HHM NE3MM HIIH eKCyAaTHBHA
MyATrdopMeHa epuTeMa, TEPAMHATA ¢ HIYKOHA30M TPAGBa Ja ce MIPEKPATH.
IlpunoxxeHneTo Ha KaNCylMTe He ¢ NpPenophuBa IpH ASla, Thil KATo He e
BB3MOXHO TOUHOTO UM JO3HpAHe.

Jexapcereenn m Apyra BaauMogelicTBns

- Opannu anmurxoazynanmu om KymMapuros mun

1IpoTpomGuHOBOTO BpeMe MOKe Aa ce yaBMmKH (10 12% cropen HsMepBaHuATa),
HOpany KOETO NpH NalfeHTH Ha OpaliHa aHTHKOAryNaHTHA Teparus Tpsbea aa ce
Habmogaga NMpOTPOMOMHOBOTO Bpeme. ONHMTET € MOKAa3all, Y€ €A BLIMOXKHH
Cydan C @OABa Ha KpHBOTEUCHMS, HaIlp. KOHTY3HH, KBpBEHE OT HOCa,
FaCTPOMHTECTHHANHO KhPBEHE, XEMaTYpHI U MeJieHa.

- Opannu anmuduabemuu cpedcmed om cyaanunypeen mun

Ipu 3apasu JoGpoBoNIH (GIYKOHA30/ YAB/DKABa BPEMETO Ha HOTYKMBOT Ha TE3U
JIEKapcTBa, 2KO ce IpHNaraT eAHOBpeMeHHo. DnykoHason U opajiHu
cyndaHmiypeliny OpoAyKTH MOTaT Ja & Npuiarat eAHOBPEMEHHO Npy [UabeTHo
OonmHu, HO TpaOBa Ja ce MMa OpEABHE BB3MOMKHOCTTA 32 XHIOIIHKEMHYEH
enu3os,

- Xudpoxnopomuazud

Ilpu 3xparm moGpPOBONHM XHAPOXNOPOTHAsHA MoBHmara ¢ 40% miasmeHara
KOHLEeHTpauus Ha ¢nykonason. Toea B3aumojelictue Tpabsa ma ce uMa
NpEABHN, ako eAHOBDEMEHHO Ce M3HOJ3BAT (IYKOHa30M M THA3HAHU JHYPETHLH,
HO He e ReoBX0aHMMa NPOMAHa B JO3OBHSI PEXCHM Ha (IYKOHA3OI.

- DeHumour

IlnasmenoTo HUBO Ha (JCHHTOMH ce yBelH4aBa 3HAYMTENHO NPH €IHOBPEMEHHO
npunoxenue ¢ Quayxkonason. Ilpu xomOummpana ymotpeGa TpaGea 12 ce
HabJlo/iaBa KOHLIEHTPAUKMATA Ha GEeHHTOHMHa.



- Pugpamnuyun

AKo ¢myKOHA30N Ce NpHNara NpH NALMEHTH Ha MPONBIKHTENHO JEYSHHE C
pudaMnunEH, ce HabmonaBa HaMalenue ¢ 25% Ha mnomTa noj abcopbinonnara
thasa Ha Kp¥BaTa “BpeMe-IUIa3MEHH KORHEHTPALMH” Ha (GIayKoHa30na, a BPEMETO
Ha MNONyxXWBOT c¢ HaMalsea ¢ 20%. Ilpy xomGuHHpano mnpHROXeHHe Ha
haykonason u pudamnuuuH Tpaéea Ja ce o6CHAM YBENMUCHME HA J03aTa Ha
(IyKOHa30JL.

- Pugpabymun

EnvoBpeMeHHOTO npuioxenwe Ha (IYKOHa30n M pudabyTHH Bomu Jo
ToBMINABAHE HA CEPYMHHTE HHBA Ha pudalbytun. FiMa crobiueHns 3a yBeuT mpu
MANHEHTH, JIEKYBaHH €HOBpeMeHHO ¢ duiykoHaszon u pudaGyrun. Ilopamu ToBa
TaKHBa NAIUEHTH TPAOBa BHUMATENHO Ja ce HabIoaBaT.

- Huxnocnopun

Ilpi mauueHnTd ¢ KOCTHO-MO3BYHA TPAHCIUNAHTALMA (IYKOHA30J HAMA 3HAYHM
edekT BEPXYy UMKIOCHOPHHOBOTO HHBO mpH fAosa 100 mg AHeBHO. Cropen
SAMHIYHM CBOOIeHHs ofave, npu manpeHTH ¢ GBGpeuHa ‘TpaHCIAAHTALMSA,
¢ayxonazon B Hosza or 200 mg JHEBHO MOBHIIABA KOHHEHIpaluaTa Ha
uuKnocnopu. Korato ce npuinarar koMGHHMpaHO (IyKoHa30N M HEKAOCTIOPHE,
C€ IIPENOpHYBa MOHUTOPHpaHe Ha HHKIIOCIIOPHHOBHTE Ia3MeHH HHBA,

- Teodhunun

B nnane60-KORTPOANPABO KAMHHYHO H3MUTBAHE C IPHIOKEHHE HA AHEBHH JO3H
or 200 mg dnykoHason B mpoasmKesne Ha 14 AHH e HaGIONABaHO HaMalCHHE
Ha NasMEHKA KIUPBHHC Ha TeoduanHa cpeaHo ¢ 18%. B cayuaute ¢ usmonseane
Ha BHMCOKH HO3M TEO(QMIHH ce MpernoppyBa BHHMATeNHO HaGmIOZeHue Ha
HalyeHTa, Kato MpH Hamuyhe Ha TOKCHYHHM CHMITOMM J03aTa Ha Teo(duIMHA
TpabBa na Obe HamaneHa.

- Opannu xonmpayenmueu

Huespu Ao3u oT 50 mg QuykoHason He NOBIHMABAT IUIA3MEHOTO HHBO Ha
KOMOHHMpaHHTE KOHTPAIeNITHEHK CPEACTEA [IPH 3APABH KEeHHU.

Ilpu npunoxenue Ha JHeBHM K031 0T 200 mg MNyKOHA30J MIOTA O KpHBaTa
“Bpeme-1uiasMeny koHnentpanun” (AUC) va eTuHUNECTpaIHONA H
NICBOHOPreCTpesia € ysenuyeHa croTBeTHO ¢ 40% 1 24%. Cnopen aaunuTte oT
TE3H M3NUYBAHNA, IOBTOPHHUTE AO3M (IIYKOHA30J1 BEPOATHO HE MOBAUABAT
KOHTPAUEITHBHOTO JefcTBYE HAa KOMOHHHUPaHHUTE OpaTHK KOHTPAUCHTHBH.

- Tepdhenadun

lopagu rmosiea Ha CEpHO3HM PHTBMHH HApYIIEHHS BTOPHYHO BCJICACTBHE
yrexaBaHero Ha QTc wmTepsana npu naupedTH, npuemamu TepdeHaxun
33CHHO C JpYTH a30M0BH NpPOM3BOJHM, €3 H3BBPINGHH [POYYBAHMA Ha
B3aBMoAeHCTBHATa. EAHOTO OT H3CHeaBaHUATA C npyuiarabe Ha aHesHa josa 200
mg (uyKoHasol He € mokasalo YEbipkapawe Ha QTc HMHTepBana. Hpyro
U3CAEABANe C NPUIIOKEHHe Ha AHeBHa xo3a oT 400 mg u 800 mg dnyxonason e
NI0Ka3ano, Y& MpH MHOTOKpaTeH NpueM Ha GuryKoHas30 B 1o3u oT 400 mg npeBHO
WM [OBEYE, MIa3MEHUTe HHUBA Ha TepdeHaiH 3HAYMTENHO Ce MOBHINABAT IIpH
€[HOBpEMEHHO mpunoxkenue, Ilopagm ToBa KoMOMHmpaHata ynotpeba Ha
Quyxonazon B nosm or 400 mg wiM HO-BUCOKH ¢ TepdesamguH e
nporueonokasaHo (Bwx 4.3.). Ilammentnte TpadBa Ja GHOAT NOA CTPHKTHO
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HabMIoAeHHe, aKO €JHOBPEMEHHO ¢ (IYKOHASOM, TIPHIATAH B 03U HO-HHCKH OT
400 mg nHepHo, NpueMar U TepheHaIHH.

- 3udogyoun

B fiBe KMHETHYHH NIPOYYBAHHAS NPH €AHOBPEMEHHO TIPUIIOIKEHNE HA 3UIOBYAHE H
@nykoHason e HaGMIOXABAHO SHAUMTENHO yBenuuenue Ha AUC (rutomra mog,
KpHEaTa “BpeMe-TIIa3MEHH KOHUEHTpaldn™) Ha 3HOOBYAUH - CBOTBETHO ¢ 20% 1
74%. Eto 3amo e HeoGxomumo MOHMTOpHpaHe Ha KOHLCHTpalHMTe Ha
3UAOBYAUH ¥ KOPEKNKS HA HEroBaTa o34,

- benzoouasenunu (¢ xpamrxompaiino deiicmeue)

Cnen opanHo NpUNOKEHHE HAa MUAA30/MAM 328/HO ¢ (ILYKOHA3OM, B pe3yiTar e
HAGMIO/@BAHO CHIIECTBEHO YBEIMYEHHE HA KOHIEHTPAUMHTE HA MIAAsoNaM H
nenxoMotTopau edekri. Tosa meficTBue BBPXY MHAasoNaMa € I0-H3paseHo Ciej
OpalieH NpyeM Ha (IIYKOHA30M, OTKONKOTO [PH HHTPABEHO3HO NPHIOKEHHUE, Ipu
HeOOXO/MMOCT OT eNHOBPeMeHHa Tepanus ¢ OGeH30AMACNMH Ha HALHEHTH,
JIeKyBaHH C (IIYKOHA301], TpAOGBa Ja Ce MMa IPEABM) HAMalleHHe Ha [03aTa Ha
GeHsonuazenMHa U BHUMATEHO HabMOASHYE HA TAIHEHTHT..

- Lluzanpuo

HMa croOmeHus 3a Clydau che CHpACYHHE HAPYICHHs, BKAIOUMTENHO torsade de
pointes, MpH NalEHTH, NPHEMalH €IHOBPEMEHHO (IyKOHA30N U LU3anpuz,
ENHOBpEMEHHOTO NpHIOKEHHe € NPOTHBONOKA3aHO NpW GOMHY, HpHeMaNTH
¢aykonason (Bwx 4.3.).

- Taxponumyc

Mma cpobluenys 3a HAaOMOAABaHO B3aMMONEHCTBHE NpH¥  €IHOBPEMEHHO
HpHUNOXKeHHe Ha (UIYKOHA30] M TaKpOIMMYC, BOACIO O YBEIHYEHH CepyMHU
KOHUGHTpalM Ha TakpomuMyc. CpobinaBa ce 3a HePOTOKCHYHOCT HpH
NalUeHTH, Ha KOWTO €IHOBPEMEHHO ca MPHIarasd (IyKoHa30d ¥ TaKpOIHMYC.
HanuenTrre, MoiyJaBamy TaKpOIEMYC H GIyKOHA30M €IHOBPEMEHHO, Tpa6Ba na
OBJaT HabMoAABAHK BHUMATEIHO,

Ynorpebata Ha (QUyKOHas3ON UpH NAUMEHTH, NpHEMAIH €IHOBpPEMEHHO
ACTeMH30M MJM APYTH JIEKApCTBa, MeTabONM3UPAHM OT CHCTEMATa LMTOXpoM P-
450, ce cBBp3Ba ¢ MOBHUIIICHYE HA CEPYMHUTE KOHLEHTPALMH HA TE3H CpeJICTRA.
Hopagn numcata Ha KaTeropuuHa HHQOPMALHMs ce M3HCKBA YPEAUA3NMBOCT,
KOraro ce TWpHJIarar €AaHOBpeMeHHO (UIYKOHA30l M TakuBa CpeAcTRa, a
nanvedTuTe TpA6Ba fa 658aT HaGMIOAaBAHH BHHMATEIHO.

AGcopGupsita Ha (UYKOHA30/ He CE NOBNHABA OT eNHOBPEMEHHOTO NpHUEMAHE C
XpaHa, WHMETHANH, aHTHALHIHK CPEACTRA HIM TbYeTepanHs Ha WAIOTO TAIO NpH
HAHEHTH ¢ KOCTHO-MO3BYHA TPaHCIIAKRTALMA.

He ca usBecTHH ApYTH NEXapCTBeHH B3aMMOMEHCTBHA 32 (MIYKOHA30M. Benpexu
TOB3, BHHArM TpaGBAa Ja Ce HMa NpPEABMJ BE3MOKHOCTTA 32 JIEKAPCTBEHM
B3aHMOJEHCTBHA, aK0 (MIYKOHa30] Ce npuiara eHOBPEMEHHO ¢ JApPYrH
JISKapCTBEHN NPOAYKTH.

BpemerHocT 1 KbpMeHe

bpemennocm

Hama momxonamu wumm nobpe KOHTPONMPAHH KINHHYHM TpPOyYBaHMSA npu
OpeMennu xenu. MMa cpoOumenns 3a MHOTOOpDONHE BpOJSHH aHOMATMH npH




4.7.

4.8.

4.9,

AeLa, YHUTO MalKU ca JISKYBAHH OT KOKUMAOMHKO3a B IPOABIIKEHHE HA TPH UM
noeye Mmecena ¢ Bucoka gmosza  (400-800 mg nuesHO) (pnyxoHazon.
BaanMosprskata Mesy ynoTpe6arta Ha dlyKOHa30N H Te3H CIIyUay He e SCHa.
Hexenanu peiictous BBpXy eTyca ca HabImIONABAHM NpPH KHBOTHH Camo HpH
BACOKH J030BM HUBA, KOETO CE& CBEP3BA C TOKCHYHOCT BBPXY Maiikarta, Brnpeku
TOBA, OpeMeHHM XKEHH He TpA0Ba Ja GBIAT AEKyBaHH ¢ (NYKOHA30J, OCBEH B
City4aif Ha XHUBOTO3ACTpAINABAIA TEXKA FEOHYHA HHMEKLH, aKO NOTEHIHATHATA
I10J132 OIIpaBAaBa BE3MOKHUA PHCK 3a IUIOZA.

Kvpmere

DnykoHasoN ce eKCKPETHPA B MafiuMHOTO MISKO B KOHIIEHTpalMH, aHalOrHYHH
Ha Mtnasmenure. CliefoBaTeNHO APOXYKTET € NPOTHBONOKA3aH MPE3 NepHO/A Ha
KbpMene,

Edextu BbpXy criocoGHOCTTa 32 odHpane M paGoTa ¢ MAIIMHY
OmursT ¢ QuykoHason moxassa, 4e HAMa BEpPOATHOCT TEPANMATA 13 YBpeaH
cnocobHocTTa 33 moupane ¥ paboTa ¢ MaHHA.

Hexenanu JiekapcTBeny peaxnun

Dnykonazon 0GHKHOBEHO ce moHacs No6pe. Haii-uecTure pemenmanu peakuun
BRITIOYBAT CHIOMQUIHO-YPEBHY ONAAKEAHUA KaTO TajieHe, MOBpBIGaHe, GONKa B
JONHATA YaCT HA KOPEMa, METEOPH3EM U JAHapHs.

Cnenpaliara Hali-uecTo HaGNOfIaBaHa HeXENAHA PEAKIUA Ca KOJCHUME obpusu.
Cumnmontu na I{HC: pp3MOXKHa € CHINO MOABATA HA FNABo6OIIHE.

IIpyt HAKOM WauMEHTH, JNeKyBaHH C (IyKOHa30), KOHTO CTPANAT OT TEXKO
OCHOBHO 3a0ossBaHe (Hamp. 3NOKayecTBeHO 3abolNsBaHe, CIIHH), ca
HaOMo/laBaH¥ napyIIeHMA HA XeMoMoe3aTa, OBGPeYHHM M YepHOAPOOHY
YBPEXIAHIA, HO KIMHMYHOTO S3HAYCHHE Ha YBPEXKIAHMATA H  TIXHATA
B3aHMOBDB3KA C TEPANHUATA ¢ PAYKOHA30N He ca JOKa3aHH.

Hepen Opo6 u oicnvuxa: HabmonasaHa €  XenaTOTOKCHYHOCT, pAAKo
BKIMOYUTENHO H (aTaiHH Cliyyad, NOBHIIEHHME Ha CTOMHOCTHTE Ha aiKanHata
tocdarasa, 6unupybuna, SGOT u SGPT.

Tlonsakora, MOXOGHO Ha APYrUTE a30JI0BH MPOH3BONHH, € BH3MOMKHO (IIyKOHA301
Jia IPOBOKHPA aHAPUIAKMUYHA PeaKyus.

IIpenozupane

IIpenopsyea ce CUMITOMATHYHO JEYeHHE U CTOMaIIEa POMHUBKa. Mopcupanara
Auypesa yeenn4asa 60peyHOTO enMMHHNpaHe Ha GlyKoHa3ona. XeMomuaiusa ¢
UPOABIKUTENHOCT ©OT 3 wyaca Hamamasa ¢ 50% nNasMeHOTO HHUBO Ha
thnykxonazona.

®APMAKOJOTHYHHA JAHEHA

PapMaKoFHHAMHYHY CBOICTRA
ATC xon: JO2A CO1
Criopes, xuMHYHATA CIPYKTYypa (IYKOHA30i € CHCTEMHO AHTHMMUKOTHYHO

ChEIHHEHHE OT OMC-TPHA30NOR THII. AHTHMHXOTHYHOTO ACHCTBHE Ce ABIDKH Ha © - 5




5.2.

5.3.

cneuuHYHO IIOTHCKAHE Ha CHHTE3aTa Ha €ProcTepon, KoOHTO € XHM3HEHO
HeoOXO0NMa CHCTARKA HA EOUYHATR KISThYHA MeMOpaHa.

IlponykTsT e edexTuBen npu cucremun uudexuuy ot Candida u Cryptococcus
neoformans. ®NyKoHA301 NpeMHURBaBa Tpes KPBBHO-MO3BYHATa 6apuepa, nopaau
KOETO MOKE YCHEIIHO A Ce H3M0/3B2 3a JICUSHHE Ha BBTPeUePEnHN HHpEKIHIL
DryKOHA30N € eEeKTHBEH NpH MH(EKUM (BKI, BBTpeYEpenHy), IPHYHHEHH OT
Histoplasma capsulatum, Blastomyces dermatitidis, Coccidioides immitis, a Chilo
TaKa Ipyi MHQEKIMK OT INaMoRe Ha Microsporum | Trychophyton,

©nyKOHa30N CBHIIO TaKa € IOKA3a]l AKTHBHOCT MPH KUBOTHHCKH MOZENH ¢
CHACMMYHM MHKO3H, BKMmIOYHTenHo uHGexuum ¢ Blastomyces dermatitidis, ¢
Coccidioides immitis, BxmoynTenHO BETpeuepenHa nHpexnua, u ¢ Histoplasma
capsulatum npu HOPMaIHA ¥ HMYHOCYTIPECHPAHHY KHBOTHH.

DiyKOHa30/ € ¢ BUCOKA cHeUM(HYHOCT KBM I'eOHUHATA CHCTEMA LIUTOXpOM P-
450. Ilo Ta3u NpHUYMHA eHOKPATHA AHEBHA 1033 OT 50 mg dbAYKOHA30] He Blude
BBPXY NUa3MEHUTE KOHIEHTPAUUM HAa TECTOCTEPOHA NPH MBXKE M MIIA3MEHHTE
KOHUEHTPAIHH Ha CTEPOHAKNTE MPH XKEHHM ¢ JETEPOACH NOTEHIIHAT,

PapmMaKOKHHETHYHH CBOiicTRa

PapMaKOKHHETHYHHTE TApaMeTpH Ha QNyKOHa30M ca [OZOGHH cnel OpaHO U
MHTPaBEHO3HO mpunoxenue. CheanHennero mMa xobpa opanma abcopGuus u
buonanmyHocTTa HajBumaea 90% npH 3xpaBu O0OpORONIIM B CpaBHEHHE ¢
HHTPABEHO3HOTO MY HPHIOKEHHE.

Maxkcnvanna miasMeHa KOHUEHTpalt ce HOCTHra 3a 1-2 waca cren OpalHo
npunoxeHne. Bpemero Ha nomyxueoT € oxomo 30 waca. EnnoBpemennoTo
IpHEMaHE ¢ XpaHa He NOBNHABA abcopbLIaTa Ba GIyKOHA20.

Ips npuaraHe Ha eNHOKPaTHH JHEBHY 1034 90% oT “paBHOBECHHTE” IIA3MEHH
KOHUGHTpalyu ce JAocTHrar 32 4 no 5 guu. CBbp3paHeTo Ha (YKOHA301 ¢
miasMenurte mporenty e 11-12%. CpeauHeHHeTo ce pasmpesens BBB BCHYKH
BUNIOBE TENECHH TeYHOCTH. IIpy MUKOTHYEH MEHMHIHT KOHIEHTpalMsTa Ha
¢ayKkoHa301 B rppOHAYHO-MOZBYHATA TEYHOCT (fluKBOpa) MOXKeE Ja HOCTHTHE RO
80% oT nnasMeHHTE KOHLEHTPAIIHH.

BrbpeyHata eKcKpeuus € OCHOBEH NIET Ha enuMumMpare. Okono 80% ot
NpUIIOKEHaTa J03a C€ eNUMUIHUpA 4Ype3 YpPHHaTa B HENPOMEHSH BHA U
romenautento 11% nox dopMara va metabonuTy.

HpeaxaaHuYHA AaHH#A 33 Ge3sonacHoCT

DyKOHa30/ € C HHCKA OCTPa TOKCHYHOCT, NPHNOXKEH OpallHO NPY MHIIKH H
mibxoBe. TOKCHKONOrMUHHTE CBOMCTBA HA (UIYKOHA30M ca NpOY4eHH IpH
M3CTEABAHMA HA CYOXPOHHYHATA M XDOHMYHATA TOKCHUHOCT NpH TpH
KMBOTHHCKH BHJA (MUIIKH, MILXOBE, KyyeTa), TPEeTHPAaHH OPANHO ¢ H03H 5-30
mg/kg ¥ MHTPaBEeHO3HO ¢ FO3U oT 2.5-10 mg/kg, croTBeTHO. BE3 OCHOBa Ha
AaHHU OT XMCTOTIATONOIHIHHTE HAXO/KH € IOKa3aHo, Ye OCHOBEH TapreTeH opraH
3a NposBa Ha TOKCHYHOCTTa Ha (iyKoHa301 e uepHuAT Apo6. Ha zageH mnaw 8
TO3H H3BOJ € (apMakoNOrM4HMAT edext Ha (NIYKOHA30J), T.6 NOTHCKAHE
GuocuHTE3aTa Ha eprocrepona Ha IEGHYKUTE, ASHCTBAIIO BEDXY CHCTeMaTa
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6.2

6.3.

6.4.

6.5.

6.6.

nuroxpom P-450. Tosu edexr, Makap M B HO-MAJIKa CTElEeH, MOKe CBILNO TaKa Aa
OB1e HaOmonapan npu 6o3aliBuIMTE.

He ca ycTaHOBeHM 0K23aTENCTBA 32 NOTEHUMANHO KAHUEPOreHHO ACHCTRHE Ha
hIIyxoHa30 IpH MMINKY H IIBXO0BE, TPETHPAHY OPATHO C JO3H OT 2.5, 5 nm 10
mg/kg puesmo. HaGmiopasana € ToOBHIIEHAa uecToTa Ha MOsNBAa  Ha
XCIaTOLCHYJIapHH afeHOMM NPH MBXKH IUIBX0BE, TPETHPAHH ¢ 032 OT 5 i 10
mg/kg nHeBHO.

Hscneppannsra 3a MyTareHHOCT ka Qaykomason (Ames Tecr, numpoma npH
MHIIKH, KOCTHO-MO3BHYEH TECT IIPH IPU3a4H M TECT ¢ YOBEINKK MuMQOLHUTH) He ca
TIIOKAa3a/iM IIPOsABa Ha TeHHO TOKCHYHO AelicTBre.

Ilpn u3cnepBanys 3a TOKCHYHOCT BBPXY PeNPOAYKTHBHOCTTA, M3BLPLUCHH Ipk
INBXOBE M 3a¥UM, C NpHjaraHe Ha oOpanHu o3 or 5, 10 wim 20 mg/kg
(ykoHa30J, He €a YCTAHOBEHH JOKA3aTefICTBA 32 TOKCHYEH edeKT: ykoHazou
He e moBmuAN (epTHAMTETa HA MBXKKMTE WM JKGHCKHMTE SKHBOTHH,
BpEMETPacHeT0 Ha OpeMEHHOCTTa, XOa Ha pakhaHero, Gpos Ha KOTHIOTO,
HpeXnBIEMOCTTa HITH Pa3BHTHETO HA HOTOMCTROTO.

DPAPMAIEBTHYHA TAHHHA

CoHebk HA NOMOIHETE BeHiecTra

ITnHeX HA KANCYIKTE!

Colloidal anhydrous silica, magnesium stearate, talc, povidone (PVP K 30),
maize starch, anhydrous lactose

Kancynna o6BuBKa:
Indigo carmine (E 132, C.I. 73015), Titanium dioxide (E 171, C.1. 77891), Gelatin

HecnBMecTMMOCTH
He ca n3sectuu.

Cpox Ha rognocr
5 roguHA

Crneunajiau NpeHopBLKH 32 CHXpaHeHHE
Hsama enenmanam npenopsKu 3a cexpaneHye.

Janyu 32 ONAKOBKATA

BrucrepHa onakoBka OT JIaKHPAHO, HAIEYATAHO, TEEPAO ANYMHHHEBO (ONHO
T8epAe PVC donno, xoeto ceappxa no 1, wnm 2, unu 4 xamcymu. Ejma
GnHcTepHA JIEHTA € OTIaKOBAHA B CrEBAEMA KApTOHEHA KYTHA.

Hpenopwuxu npu ynorpe6a/Manunyinpane
He ca Heo6X0oMuMH clienpansy HHCTPYKIHH,
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