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Diflazon® 2 mg/ml solution for infusion— ' L

fluconazole

[IpoyeTeTe BHHMATE/IHO JIHCTOBKATA, PEIH /1A 3aM04YHETe 12 H3M0/I13BaTe TOBA JIEKAPCTBO, Thi
KATO TH ChAbPKA BaxKHa 3a Bac undpopmanus.

3anazere aUcToBKaTa. MoXKe 1a ce HalloXkKHM [1a i MPOYETETE OTHOBO.

AKO UMaTe HAKAKBH J0MbJHUTEIHH BbNPOCH, NUTaiTe Bawius nekap, apmaueBT UM
MEIMLIMHCKA cecTpa.

ToBa nekapcTBO € npeanucaHo €AMHCTBEHO M JIMYHO Ha Bac. He ro npeorcrbnBaiiTe Ha Apyru
xopa. To MOXxe 1a UM HaBpeaH, HE3ABUCUMO Y€ MPU3HALIUTE HA TAXHOTO 3a00JIsIBaHE ca ChLUMTE
kaTo Bawure.

AKO NMOJIyYuTE HAKAKBH HEXEJIaHHU JIEKAPCTBEHH peakLMK, yBeaoMeTe Baluus nekap,
¢apmaLieBT WM MEAULIMHCKA cecTpa. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEIKEJIaHU pPeaKLIMH,
HEOINMUCaHH B Ta3HW JIMCTOBKA. BuxkTe Touka 4.

B Ta3u JaHcTOBKA:
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KakBo npeacrasnspa JIudia3oH v 3a KakBO ce U3M03Ba
KakBo TpsaOBa na 3Haere, npeau na usnonssare J{udnazon
Kak na uznonssare Judaazox

Bb3MOXHH HEXKEJITaHU peaKLUU

Kak na cbxpansasare J{udnazoH

CpabpxaHHe Ha OMaKOBKaTa U AOMbJIHUTEIHA UH(POpMaLIUS

Kakso npeacras/isBa Il,lltl).llﬂEﬂH H 34 KAKBO CC H3110/I3Ba

JIndna3zoH npyUHaAIEkKH KbM rpyrnara Ha MpOTUBOrbOMYHMTE JIeKapcTBa. AKTUBHOTO BELLECTBO €
db1yKOoHa301m1.

JndnazoH ce u3non3ea 3a jieueHUe Ha UHPEKLMH, NPUYUHEHH OT MbOUYKHK M MOXKE J1a Ce U3M0JI13Ba
ChLUO Taka, 3a Aa Bu npeanasu ot kaHAMA03HA HH(PEKLIMS.
["bOHYHUTE HHDEKLIMK C€ NPUUYUHABAT HAH-4€CTO OT APOXKAHU, HapeueHH Kanouoa.

Bb3pacTHH
Toea nekapcteo Moxke aa Bu Obae npeanucano ot Baluus nekap 3a JieUeHHE Ha CIIEAHHUTE BHAOBE

rbOMYHU UHDEKLIUMU:

Moxe na Bu 0bae npusiokeH Jln¢na3oH v B C€IHUTE CIIyYaH:

KpUNTOKOKOB MEHHHIHUT - r’bOMYHA MH(EKLIMS Ha MO3bKa

KokunanonaoMuko3sa - 3a00s1BaHe Ha OpoHxHTEe U Oenus apod

Undekunun, npuuruHeHn ot rebuuku, HapeueHn Kanouoa (Candida), KOWTO ca JIOKaJIM3UPAHH B
KpbBOOOpAIIIEHHETO, BbTPELLIHUTE OpraHu (Hanp. cbpue, 0eau aApodoBe) UK NMUKOYHATA
CUCTEMA.

Kanaunosa Ha iMraBuUMTe - HHGEKLMS, 3acaraula JMraBuLaTa Ha ycrara, rbpJjioTo u
BCJIEICTBME HA CTOMATOJIOTMYHH MaHUITYJIALUMH

[1a C€ CIpe NOBTOPHATA MNOsABA HA KPHUITTOKOKOB MEHHHIHUT /N e N\
Aa ce cnpe NOBTOpHATa MosABa Ha r’bOMYHA HH(PEKLIMS HA JIMFaBULIUTE I/ A o N\ 0\
3a /1a He ce 3apa3uTe OT HH$eKuus, npeausBukaHa ot Kanouoa (ako Um ﬁﬂm;ﬁ B;{'Icﬁt'rema e
cnaba WM He eiCcTBa MPaBUJIHO). 1 | YNy, R5R )
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dena n ronomH (0 70 17 roaunn)

ToBa nekapcteo moxe aa Bu 6bae npeanucado or Bailing nekap 3a feueHue Ha ClIeAHHTE BUAOBE

reOHYHH HHPEKLHHK:

- [01ukM MO TMraBHUMTE - HHPEKLHA, 3acArallia IKraBMLUaTa Ha yCTaTa, FbpioTo.

- Hudexunu, npuunHeHn ot reduykn, Hapeuenn Kanouoa (Candida), kowTo ca aoxanuzupanu B
KpbBOOOpalEeHHETO, TEAECHUTE OpraHy (Harip. ¢cspue, 6enu 1pobore) WK MUKOYHATA CHCTEMA.

- KpunTokokOB MEHUHIUT - rbOMYHa MH(EKLIHA HAa MO3bKA.

Hudnazon moxe na Bu 6nae nprioxeH :

- 3a na He paszsHeTe uHpeKkUMA, NpeAn3BrMkaHa oT Kanouda (ako umyHRHaTa Bu cucrema e cnaba
HJIH HE ZICHCTBA NPaBUIIHO).

- 3a Ja NpeAQTBPATH NOBTOPHATA NOABA HA KPHTITOKOKOB MEHHHTHT.

2. Kaxso Tpa0Ba na 3Haere, mpeaH Aa u3dnoazsare Jndaazon

He TpafBa ga Obaere Jgexysann ¢ Jndaazon, ako:

- CTE ANEPrH4HH (CBPbXUYBCTBHTENHH) KbM (UTYKOHA30J1, KbM JAPYTH JIEKapCTBa, KOHTO
IPHEMATE 3a JICUCHHE HA MbOUYHA MH(PEKUMWA HIIH KbM HAKOS OT OCTaHATUTE ChCTABKH HA TOBA
nekapcTBo (M36poeHH B Touka 6). CUMNTOMHTE MOTAT 12 BKMOYBAT ChPOex, 3a4epBspaHe Ha
KOXKATA WM 3aTPYAHEHO NUILAHE

- aKo NpHeMaTe acTeMH30J1, TepPpeHaanH (aHTHXHCTAMUHOBH JIEKAPCTBA NPU aeprud)

- aKo NnpHeMare UH3anpHi (NpUnaraH NpH CTOMALIHHA HEPa3NOJI0XKEHHA )

- aKo npveMarte NUMOo3UA (NMpUiaaraH Nnpy NCUXU4HHU 3a00n9BaHUA)

- aKo npueMare XHHUAUH (Npwiarad npH Cbple4Ha apurMns)

- aKO NpHeMaTe epUTPOMHLMH (AaHTHOHOTHUK 32 JledyeHHE Ha HHQEKLIHN)

Ipeaynpexaenns B npena3Ha MEPKH
['oBopeTe ¢ Bawung nexap, papmanesT Wik MEHLIMHCKA CECTpa, Npeau aa usnonssare (udnason.

Hndopmupaiite Bamnasa aekap, ako:

- HMare yepHoapobHu unu 6u6peurn npobnemu

- CTpanaTe OT ChpPAECUHO 3adonsaBaHe, BKIKOUUTENHO PUTHBMHH HAPYLICHHS

- HMaTe aOHOpPMHH HHBA Ha KAIHH, KanLWi WK MarHe3uii B KpLBTA

- NOJYUYHUTE TEKKH KOKHH peakLivH (Chpdex, 3a4epBABAHE HA KOXATA WIH 3aTPYIHEHO QHLLIAHE)

- pa3BHETe NpHU3HaLM Ha "HanOEOpeuHa HeaoCTaThYHOCT", KOraTo HanOBLOPEUHHTE HKIE3H He
NMPOHU3BEK AT JOCTATbYHH KOJHYECTBA HA HAKOU CTEPOUIHH XOPMOHH KAaTO KOPTH3ON
(XpOHMYHA WM ABATOTpaiHa yMopa, MyCKyJiHa cabocT, 3aryda Ha aneTHT, 3aryba Ha Terno,
6onKkHn B Kopema)

- aKO HAKOra CTe Noay4YHId TeXbK Ko)keH 00OpuB wiH OeneHe Ha koxkara, oOpa3yBaHe Ha Mexypu
W/HIH A3BH B ycTaTa cnel ynorpeba Ha Jludnason.

CepHO3HH KOXKHH pPeaKLHK, BITIOUHTENHO JICKapCTBEHA peakLiis ¢ €03HHO(PHAMA H CHCTEMHH
cumnToMH (DRESS), ce cvobiuasat pbB Bpb3ka ¢ nedeHuero ¢ Judnazon. Cnpere npyuema Ha
Rudna3oH H He3abaBHO MOTbpceTE MEAHLIMHCKA MOMOLL, aKo 3a0eNexHTe HAKON OT CUMITTOMMUTE,
CBBP3AHH C TE3H CEPHO3HH KOXKHU PEAKIIHH, OMTHCAHH B TOUYKa 4.

Hudopmupaiite Bawus nekap, ako rebnuHata vHeKUHA He Ce MOBIUABA OT JIEYEHHETO, Thil KaTo
MOXKe /12 € HeoOX0/JuMa anTepHaTHBHA NPOTHBOrEOHYHA TepanHs.

Apyra Aekapcrea H Indaazon

Hudopmupaiite Batuna nekap, papMaueBT HAn MERHLUHHCKA CECTPA, aKO NPHEMATE,
NPUEMAIA HITH € Bb3MOXKHO 1a NPHEMETE APYrH JIeKapCTRa.




MouJia, undopmupaiite Bawnuns nekap Beanara, ako npHeMare acTeMu3o, TepdeHaauH
(aHTUXHCTAMHH 32 JIe4YEHHE Ha AJICPTHH) WK LU3anpua (3a CTOMALIHHA HEPA3MOA0KEHH ), WIH
NHMO3KA (32 TeueHHe Ha NICHXHUYHH 3a00NSBaHHA), HNH XUHUAKH (32 JeYEeHHE HA ChpJEHA apUTMKS ),
WIH €PHTPOMHLHH (aHTHOHOTHK 3a NeyeHHe Ha HHQEeKUMK), Thi KaTo T€3M JIEKAPCTBa He TpAOBa fa ce
npuemar ¢ Jlugnaszon (Bwxre Touka ,,He TpaGea na 6baere nexysanm ¢ Jlndnazon axo:")

Hsakou nekapcTsa Morart aa BzaumoaehcTsar ¢ lndnason. Mons undopmupaiite Bawuus nekap, ako

NMPHEMATE HAKOE OT CNICAHHUTE JIEKAPCTBA, Thid KATO MOXKE 3 C€ HANO0XKKH KOPHIrHpaHe Ha A03aTa WK

npocnenssaHe, 3a Aa ce NMPOBSPH AaNH NE€KApCTBATa BCE OLLE UMAT XKenaHHud ePeKT:

- pHaMnuuuH wiv pudpabyTuH (AaHTHOMOTHLIM 32 NeYeHHe Ha HHEKLHH)

- abpounTUHUO (M3MOJ3BAH 3a NIeYEHHE HA AaTONWYEH JEPMATHT, H3BECTEH OLIE KATO aTONMUYHA
eK3eMa)

- anenraHun, penranun (06e30onaBally 1eKapcTBa)

- AMUTPHNTWIHH, HOPTPUITTUAKH (AHTHACNPECAHTH)

- amdotepulMH B, BopukoHazon (NpoTHBOrs0MYHO IEKapPCTBO)

- JIeKapcTBa, KOUTO NPEANA3BAT KPbBTA OT ChCHPBaHe (BapdapHH WK CXOAHH JIEKapCTBa)

- OeH30aHa3eNnuHM (MKUAA30aM, TPHA30/1aM WIH CXOAHH JIeKapcTBa), Npunaraiy, 3a aa Bu
[IOMOTHAT Ja 3aClIMTe UK MPH TPEBOKHOCT

- KapbamasenuH, GeHUTOMH (32 JieueHHe Ha NPUNaabiH)

- HH(EAUINHH, K3PALUTHH, AMJIOJHINH, BepanamMui, GeIOAHITHH H JIOCApTaH (33 IEYCHHE HA
XHIIEPTOHUA-BUCOKO KPBBHO HAMATaHE)

- oflanapud (¥3noa3BaH 3a JeYEeHHUE Ha paK Ha AHYHHLINTE)

- XUAPOXJIOPOTHA3HA (M3NOI3BAH IPH JIEUCHHE HA 3a1bP)KAHE HA TEUHOCTH U BHCOKO KPbBHO
HaIsArane)

- LHKNOCTIOPHH, €BEPONTHMYC, CHPOJIHMYC HITH TAKpPOJIHMYC (32 Mpea0TBPATABAHE HA OTXBBLPIAHE
Ha OpraHu caej TpaHCIUIaHTaLHA)

- LuiiodochamMmua, BUHKA aJIKAJTOHAH (BAHKPUCTHH, BUHONACTHH HIH CXOJHH JIEKapCTRa),
NpWiaraHy4 Npu JiedeHHe Ha pak

- xanodaHTpuH (Npu JeyeHHe Ha Maaapus)

- CTaTHHH (aTOPBACTATHH, CHMBACTATHH H (UIyBaCTATUH WNH CXOOHHM JIEKAPCTBA), IPUNAraHHU 33
MOHIKABAHE HA XONECTEPOJIA

- METAAOH (npunaraH rnpu 6oska)

- HeneKokenb, GpnypbunpodeH, HanpokceH, HOynpodeH, TOPHOKCHKAM, MEJIOKCHKAM,
AUKIToPeHaK (HECTEPOUAHH MPOTHBOBB3NAIMTENHH NekapceTeenu cpeacTsa (HCITIBC))

- NEPOPATHA KOHTPALETTHBH

- NPEAHH30H (CTEpOKA)

- 3WAOBYAHH, NO3HAT KaTo A3T; cakBuHasup (nprunaraiy npu nauneHTH ¢ XUB)

- JeKapcTBa 3a AuadeT KaTo xnopnponamMua, rimudeHKIaMKA, TRIMH3KHA WIH TOJOYTaMKI

- TeOUNHH (npuiaraH npy acTMa)

- TodauuTHHHO (M3N0A3BaH 3a JieYeHHe Ha PEBMATOUAEH apPTPHT)

- TOJIBANTaH, H3MOA3BaH 3a JIeYeHHE HA XMIIOHATPHEMUA (HHCKHM HHUBA HA HATPUI B KPBHBTA) HIH
3a 3abaBsHe Ha BJIOHIaBAHETO HA ObOpeuHaTa PyHKUUS

- BUTaMHH A (XpaHHTenHa 100aBKa)

- uBaka(paop (caMOCTOATETHO HITH KOMOHHHPAH C 1IeKapCTBa, MPUJIaraHH NPH JIeYeHHE Ha
MYKOBHUCLIMZ03a)

- aMHOAAPOH (H3MOI3BAH 3a JICYEHHE HA HEPABHOMEPEH ChPACYEH PUTBM — , APUTMHA™)

- HOpyTHHUO (H3NON3BAH 3a JICYEHHE HA PAK HA KPbRTA)

- Typa3nuIOH (NpUaaraHH Mpy JeYeHne Ha IH3o(ppeHHn)

BpeMeHROCT, KbpMeHe H PepTHIAHTET
Kaxere na Bauua nekap, ako cre 6pemeHHa, onuTeare ce Aa 3a0peMeHeeTe WiIH lq?.l;
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NOAXOAALIA KOHTPALENLHA MO BpEME Ha JICYEHHETO, KOATO TpAORa Aa NpoaAb/IKH €IHA ceaAMHLIA Clle]]
rlocneaHaTa no3a.

He Tpabea na npuemare du¢na3oH, ako cre OpeMeHHa, MUCNIHTE, He MOXe Na CTe SpemMeHHa,
OMUTBAaTE Ce Aa 3abpeMeHeeTe, OCcBeH ako Bawmar nekap He By e kazan na HanpaBuTte ToBa. AKO
3abpeMeHeeTe, N0KaTO NMPHEMATE TOBA JIEKAPCTBO WIH B paMKHTE Ha | ceaAMHMLA ClleA NOC/AeHATA
npuera 103a, CebpkeTe ¢e ¢ Bawng nekap.

daykoHa3on, NpUeMaH Npe3 DbPBHUA HIH BTOPHA TPHUMECTBP Ha OpeMeHHOCTTa, MOXKeE Aa NOBUILH
PMCKa OT CNOHTaHeH abopr.

OnyKOHA30M, IPHEMAH 110 BpPEME HA ITbPBHS TPHMECTLP Ha OpeMEHHOCTTa, MOXKE 1a MOBHILH PHCKA
OT pa’KAaHe Ha IeTe C BPOAECHH NEePEKTH, 3aCATallH CbPLETO KOCTUTE M/ WK MYCKYJIHTE.

Hma cbobuwenns 3a 6ebera, poaeHu ¢ BpoaeHd ae(exTH, 3acarauiy 4epena, YuIiTe U KOCTHTE Ha
6enpoTo U NaKkbTA, NPH XKEHH, NTEKYBaHH B NPOIB/DKEHHE HA TPH MECeLia Wiy NOBEYE C BHCOKH JO3H
(400 mg—800 mg nHeBHO) (pyKOHA30M 3a KOKLIMAHOMAOMMKO3a. Bpb3kara Mexay ¢haykonason u
Te3W CIy4Yau HE € UIACHEHA,

MoxkeTe Ja NpoAb/DKHTE Ja KbPMHMTE, Clle]] KaTo pUeMeTe eaHokpaTHa A03a Judnaszon ot 150 mg.
AKO cTe OpeMeHHA WK KbPMHUTE, CMATATE, Y€ MOXKE J1a cTe DpeMeHHa UK I1aHupaTe OpeMEHHOCT,
nocbBeTBaiTe ce ¢ Balwuuvg nekap npeau ynorpebara Ha TOBa 1€KapCTBO.

Hlopupane u pabora ¢ MaAIIHHA
[Tpn wodupare niu pabora ¢ MaLIKWHY TPAOBA 1a C€ UMA NPEABU/, Y€ MOXKE Aa CE MOSABAT 3aMastHOCT
HJIH [IPHNALDBK.

Audaazon cbaAbLPKA HATPRIA

Tosa nekapcTso cvabpixka 353,8 mg/ml (15,38 mmol) HaTpwit (ocHOBHA ¢BbCTaBKa Ha
roTBapcKara/TpanesHara ¢on) b 8ceku ¢uiakon (100 ml). Tosa konH4ecTBO € €KBUBANEHTHO HA
17,7% oT npenopbyYHTENHAA MAKCHUMANICH THEBEH XpPaHUTENIEH NPHEM Ha HaTPHIi 3a Bb3pacTeH.
['oBopere ¢ Bawns nexap unu ¢papmauesT, ako 3a ieueHHeTO Bu ce HyxaaeTe oT 2 WiH NoBeye
¢rakoHa AHEBHO 33 NPOOBDKMTENIEH NEPHOA OT BpeMe, 0cobeHo ako ca Bu nocweeTBanu na cnazsare
AHETA C HUCBK NMPHEM Ha COJ (HATPHH).

3. Kak aa nanoBare Aadaazon

Tosa nexapcteo we Br 6bae npunoxeHo ot BaiuMsa nekap WM MeJHUHMHCKA cecTpa, KaTo HaBHa
HH(Y31s BbB BeHaTa Bu. [ludnazon e roros undysuoneH pasreop. Toii HaAMa aa 6bae paspenen
JAOMBIHHUTENHO. FIMa noeeue uHpOpMAaLMA 32 MEMLIMHCKUATE CNEUHANIMCTH B pa3aena, B Kpas Ha
JIMCTOBKATA.

BuHaru w3nonisaiTe ToBa 1€KapCTBO TOUHO KAKTO € ONMKUCAHO B Ta3H JIMCTOBKA UM KakTo Bu € kazan
BawuaT nexkap, papMaleBT win MeJULIMHCKA CECTpa.

[IpenopbyUHTENHM 034 HA TOBA AEKAPCTBO 3a Pa3IMYHUTE HHQEKLMH Ca ONTMCAHM MO-]0NY.
KoxcynTupatite ce ¢ Bawmusa nexap win MeIMUMHCKa cecTpa, ako He CTe CHTYPHH 3auio Bu ce nasa
HudnasoH.

Bn3pacTHH
3a00/1aBaHe 7033 f
3a neyeHne Ha KPHITTOKOKOB 400 mg Ha mbpBUs AcH, cnen Tosa 200 mg g ~. A
MEHHHTUT BENHBXK AHEBHO B MPOAB/DKEHHE Ha 6 no 8/ 570 SR BT
[o-ABJro NpH Heobxoaumoct. ITonsxora J Ka’
yBenHuasa 10 800 mg N
3a npenoTsBpaTaBaHe Ha nosropHata | 200 mg BeaHbk JHEBHO A0KATO HE BH Ke ag. = - .
1083 HA KPHUNTOKOKOB MEHUHIHUT [IPEKPATHTE JICHEHHETO BENNE P A
NI, o



3a neueHHe Ha KOKUHaHOHAOMHKO3a | 200 mg no 400 mg Beansxk aHesHo 3a 11 go 24 Mecewua Wnw
Mo-ABJro Npy HeodxoAUMocCT. B HAKOH cyuau
___| aosHpoBkara MoXe Aa c¢ yBeanuu 10 800 mg _
"bouuHa nupekuns Ha prTpewnnTe | 800 mg mbpBus aeH, cien koero 400 mg BeAHDK AHEBHO,
_OpraHH, NpHurHHeHa oT Kawouoda A0oKaTO H¢ BH KaXaT na npexpaTHTe AeYEHHETO
3a neyeHue Ha nuraBu4HKU HHdekurH | 200 mg no 400 mg nupeus aeH, cnen koeto 100 mg Ao
Ha ycTara, rbpaoTo U Bb3nanenue Ha | 200 mg, nokato He By KaXaT Aa npekpaTHTE T€YEHUETO
yCcTaTa BCAEACTBUE HA M3MOI3BAHETO

| Ha npoTe3a | _ _
['bOnuHK nHpekuun no nurasduute | SO0 mg no 400 mg BenHbk AHEBHO OT 7 A0 30 AHH, JOKATO
- AO3HPOBKATa 3aBUCH OT He B kaxar aa npekparture ne4eHUeTo
JIOKatH3auMaTa Ha HHpEeKUMATa __ _ ]
I?a- NPEAOTBPATABAHE HA NMOBTOPHHU 100 mg no 200 mg seausx AHesHO wiu 200 mg 3 mLTH
MHOPEKUHH HA IAraBHUMTE HA YCTaTa | CEAMMYHO, JOKATO CTE B PHCK J1a Pa3BHETE HHpEKLNS
U CbPIOTO . | _ _ ] J
3a Aa He pa3BHeTe UHpEKLHA, 200 mg no 400 mg BeAHBK JHEBHO, IOKATO CTE B PUCK 1A
npeau3BrKaHa ot Karouoa (ako pa3BHeTe UH(PEKLIMA
MMyHHaTa Bu cuctema e cnaba uny
QYHKUHOHHPA HEMPABKIIHO). | _ _

IOnomH Ha Bu3pacr ot 12 710 17 rogunn
Caensaiite no3aTa, npeanucais Bu or Bamas aexap (mosxe ga 6bae n03a 3a Bb3PACTHH RJIH 32

aena).

Hena na su3pacr 70 11 roassn
MaxcrmaanaTa xo3a 3a gena e 400 mg qneBnoO.

Jo3aTa ce H3UHCAABA HA 6232 TE/JECHO TEIVI0 HA AETETO B KHJIOTPAMA.

3abo1gaBaHe A038

['b0MuyHa HHeKUUd 0 NUraBHLIMTE U MbPIOTO, 3 mg Ha Kg TeNECHO Terno BEAHBXK JHEBHO
NpU4YKHHEeHa oT Kanouda - no3arta u (6 mg na kg renecHo Terno morar Ja ovaar
NPOABL/DKUTENIHOCTTA HA JICYEHHETO 3aBUCAT OT MPHIOKEHH TbPBHA JAEH)
TEXKECTTA M NTOKANTU3ALMATA HA HHPEKLIUATA

KpHNTOKOKOB MEHHUHIHT WIH IbOMUHA MHGEKLUA

6 mg no 12 mg Ha kg TenecHo Terno BeaHLk

Ha BbTPECHIHWTE OpraHy, npuunHeHa ot Kaxouda AHEBHO
KPHIITOKOKOB MEHHHTHT
3a na He ce pa3BHe NpH Aeliata nadexLu, 3 mg no 12 mg Ha kg TenecHo Terno BeanbkK

npeansBukana ot Kanouoda (axo UMyHHATa UM
cucTeMa € ¢1adba uiH ¢

AHCBHO

IIpnaoxenne npr nena Ha BB3pacT oT 0 70 4 ceamunu

[IpunoxkeHue npy Aeua Ha BB3pacT OT 3 10 4 ceaMuLu

- Coluara 103a, KAKTO OMKHCaHaTa No-rope, HO MpPUJIAraHa Ha BCeKd 2 JHH. MaxkcHManHaTa n03a €
12 mg/kg TenecHo Terno Ha Bceku 48 uaca.

[lpunoxeHne npu aeua No-Manku OT 2 CeAMHLM; - *-—--\
- .,
. Cpluata no3a, KakKTo ONMcaHaTa Mno-rope, Ho MpuiaraHa Ha Bcexu 3 aHW. Maxk g@ﬁ#ﬁ__ﬂ@:}?,}
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ITanuenTH ¢ 6L0peann npobaemu
BawuAar nekap Moxe 1a NpoMEHH Ao3HpoBKkaTa Bu B 3aBucHMOCT oT 6bOpeunata Bu ¢yHkums.

AKo nosyunte noseqe /(udpaa3on orkoaxoro Tpubea

AKo ce npHUTecHABaTe, Y€ MoxKe Aa Bu € naaeHo npekaneko MHoro dudnason, HezabasHo yBegomere
Bauiuns nekap unn meavuuHcka cecrpa. CHMITOMUTE Ha €BEHTYATHO NpeAo3HpaHe MOTaT aa
BKJIFOYBAT [@ YyBaTe, BHXKAATe, YYBCTBATE U MHUC/IHTE HELlA, KOUTO He ¢a peasiHi (XanloUMHALIMH K
napaHOHIHO MOBEACHHE).

Axo e nponycrara go03a Audnazon

Ts# xaro ToBa JekapcTBo Lie By 6bae nprnaraHo noa CTpor MEAHUHWHCKH KOHTPOJ1, MANKO BEPOSTHO
€ 1a ce npomycHe n03a. BunpexH ToBa HHGoOpMupaiiTe Bamusa nexap wnu gapmaiesr, ako cMaTaTe, He
e/ Ha A03a € 6una npomnycHara.

AKO MMAaTe HAKaKBH JOITbJIHHTENHM BBIIPOCH, CBbP3aHH ¢ ynoTpebaTa Ha ToBa JIEKapCTBO, MOJIA
nonuraiTe Bawus nexap, papmaLeBT WM MEOHLIHHCKA CECTpa.

4. Bb3MOXKHH HeXeI2HH peakKIun

KakTo BCHYKHM JIeKapCcTBa, TOBA JICKAPCTBO MOXKE Aa NPEAH3BUKA HeXeNaHH PeaklHH, BhIIPEKH Y€ HeE
BCCKH I'M MOTy4aBa.

Crnperte npuema Ha [lndaazoH u Be3abaBno noropcere MEAMLIMHCKA NOMOLLL, aKO 3a0€1€IKHTE HAKOIA

OT CASAHUTE CHMNTTOMH:

- oOwHpeH o0pHB, BUCOKA TEIECHA TEMNEPATYpa U yrojieMeHu aumbpHH Bb3tH (cuHapomM DRESS
WJIH CHHOPOM Ha /1IeKapCTBEHA CRPBXUYBCTBUTENHOCT).

Hsxou xopa pa3sBMBAT aJlepradHA peaKlHH, BbIPEKH, He CEPHO3HH AlleprdyHy peaKUHUH HACTLNBAT
PAAKO. AKO MOJTy4HTE HAKAKBH HEKETAHH JIEKApCTBEHH PeaKUMu, roopere ¢ Batius nekap wiu
(papmauesT. ToBa BKNOYBA BCHYKH BE3MOXKHH, HEOITMCAHH B Ta3H JTMCTOBKA HEXENAHH peakluH. AKO
NPOABHTE HAKOH OT CICAHHTE CHMITTOMH, He3a6aBHO ¢h0o0meTe HA Bamusa Jexap.

- BHE3aNEH 3aAyX, 3aTPYAHEHO OHLIAHE WK CTArAHE B I'bPAUTE

- NOAYBAHE HA KICTIAYNTE, TULIETO HIH YCTHUTE

- CbpOEXK MO LAIOTO TANO, 3aYEPBABAHE HA KOXKATA WK ChpOALUM YEPBEHH METHA

- KOXKEH 00puUB

- TEXKKH KOXKHH peakUHH KaTo MexypuecT OOpHUB (KOHTO MOXKe 1A 3aCErHe yCTaTa H €31Ka).

Hudnazon Moxe na yspeau Bawuus yepeH apo6. Ipusnaimre Ha uepHOAPOOHO yBpexJaHe BKIIOUBAT:
- ymMopa

- 3aryba Ha aneTtur

- [OBPbIAHE

- NOXKWITABAHE HA BaluaTa koxa WiH ORJ10TO Ha OUHTE

JnGnasoH Moxe Aa NoBaHse Ha HAROBLOPEUHUTE HUIE3H U HUBATa HA MPOHU3BEKAAHHTE CTEPOHIHHUTE
xopmoHH. [lpusHauuTe Ha npobGnaeMn Ha HaAOBLOPeUHUTE XIIE3H BKIIIOYBAT:
- yMopa

- MYCKYJIHa ¢1abocT

- 3aryba Ha arnerur

- orcnabsaxe

- bonka 8 kopeMa

AKO NOAYUHTE HAKOH OT TE3H HEXKENAHH peakluy, cnpere npueMa Ha Jludnaszon u
Bamua nexap nesadbasHo.




ApYyra HeXeTAHH PeaKUHU:

B aonbiiHEHHE, AKO HAKOS OT HEXKEJAHHTE NEKAPCTBEHHU PEAKLIMM CTaHe CepHO3HA MK 3a0eNexKuTe
APYT'H, HEOMMHCAHH B Ta3M JIMCTOBKA HEXKE/TAHM PeakLMH, MOJA yBeaoMere Bawua nekap win
(dapMaLlIEBT.

YectH: morar ga zacersHar 10 | Ha 10 nauueHTH:

- rnapobonue

- CTOMAILEH ZTHCKOM(POPT, AHAPHS, HEPAZNOIOXKEHHE, MOBPBLIAHE

- NOBHLHEHH CTORHOCTH HA 4ePHOAPOOHHUTE PYHKLIHOHAIHH TECTOBE
- oOpuB

Heuectu: Morart aa 3acernar Ao 1 Ha 100 nauupeHTH:

- MOHK>XaBaHe Ha Opos Ha UepBeHUTE KPbBHH KIETKH, KOETO MOXE Aa Npeau3BHKa OleaocT, Aa
[MpHYUHH c1adocT UK 3aayx

- NOHHXKEH aneTUT

- H6e3chHHE, CHHIHBOCT

- NPHNAALK, CBETOBBLPTEX, H3TPLIIBaHE, HOLKAHE WIH CKOBEZHOCT, NPOMEHH BbB BKYCa

- 3ameK, 3aTPyAHEHO XPAHOCMHIAHE, ra30BE, CyXOTa B YCTaTa

- MYCKYyJHa Oonka

- 4YepHOAPOOHO yBpEKIAHE H NOXKBITABAHE HA KOXKATA H OUHTE (3KbATEHHLIA)

- OOpHB, MEXYPH, CbpOEK, IPEKOMEPHO H3MOTABAHE

- yMOpa, 0010 Hepa3NoNoKeHHE, TPECKa

Penxu: morart aa 3acertat 2o | Ha 1 000 naumeHTH:

- NOHKXKEH Opok Oe/TH KPbBHH KIETKH, KOHTO Npeana3Bar OpraHu3Ma OT HHPEKLHWH U Ha KPbBHH
KJICTKH, KOHTO MOMArar Ja Clipe KbPBEHETO

- YEPBEHO WK BHOJIETOBO OLBETIBAHE HA KOXATA, KOETO MOXKe Aa Obae NpHYMHEHO OT
NOHKCHHUE HAa OPOA Ha TPOMOOLIUTHTE, MPOMEHH B APYTUTE KPbBHH KNETKH

- NpOMEeHH B KPbBHUTE NOKa3aTeIu (BHCOKH HUBa Ha XOJIeCTEpO B KPbBTA, Ma3HHHH)

- MIOHIKEHH CTOMHOCTH HA KalUi B KPbBTA

- TpelepeHe

- OTKJIOHEHHA B enekrpokapadorpamata (EKI'), npoMenu B yecToraTta Ha ChbpAeYHHUA PHUTHM

- YepHOAPOOHA HEAOCTATBYHOCT

- aIEpry4yHH peakLHH (NOHAKOra TeXKH), BKIIOUYHTEIHO oOlKHpeH MexypuecT OOpHB H OLLIEHE
Ha KOXKaTa, NOAdYBAHE HA YCTHHTE WIH NULIETO

- Koconan

C HeH3BECTHA YEeCTOTa, HO MOJKE 3 C€ MOABH (MECTOTaTa He MOXeE Aa ObAe OlleHeHa OT HATMYHUTE

JaHHH ).

- peaKLiisA Ha CBPBhXYYBCTBHTENIHOCT C KOXKEH OOpPUB, TpecKa, NOAYTH KIE€3H, YBEIHUABAHE HA
Opod Ha Buz 6enu KPbBHHU KIETKH (€03HHOPUNHA) H Bh3NATIEHHE HA BLTPELUHH OpraHH (YepeH
apob, 6enu apodose, chpue, Os0peun H aebeno uepso) (nekapcTBEHa peakLiMs Wik OOpHB ¢
eo3HHOQUNus U cucTeMHH cuMmnToMH (DRESS))

CoofluaBaHe Ha HexeNaHH peakLuH
AKO NOJIYYHTE HAKAKBH HEXEaHH JIEKAPCTBEHU PeakUHH, yBenoMere Bana nekap wnu dapmanesT.

ToBa BKIOYB2 BCHUKH Bb3MOXXHH HEOTUCAHH B Ta3H JIMCTOBKA HeXKeNaHH peakuud. Moxete CBLIO A2
cboOWINTE HeXeNNaHH peaKliK JHPEKTHO Ype3 '
H3nbaHuTenHa areH1MA No NeKkapcTBaTa

yia. ,,Jlamsau U'pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417 R R
yebcaiiT: www.bda.bg AN LA

R L R

Kato chobujaBarte HexelaHH peakLMH, MOXeTe 1a AaAeTe CBOS MPHHOC 33 MOJIyHaBANE: Ha noBeqe |

f




MH(OpMALMA OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak na ce coxpansiBa Anud.a3zon
Jla ce cbXxpaHsaBa Ha MACTO, HEJOCTBITHO 3a Jela.

He u3non3BaiTe ToBa JIEKapCTBO C/I€/l CPOKA Ha FOAHOCT, OTO€/I93aH BbPXY KapTOHEHATA OMaKOBKa
ciaen ,,l'onen no:*. CpokbT Ha rOAHOCT OTrOBaps Ha MOCJEAHUS JIEH OT MOCOYEHHUS MeCelLl.

Jla He ce 3amMpa3sBa.

He u3xBbpiisitTe siekapcTBara B KaHaM3aUMATa WIK B KOHTEHHEPA 3a JI0MallHA OTNadbLH.
[lonuraitte Bawus papmainieBT kak 1a U3XBBLPIIATE JIEKApCTBAaTa, KOMTO BeYe He u3noss3eare. Te3u
MEPKH L€ CIIOMOrHAT 3a OMna3BaHE Ha OKOJIHATa cpefa.

6. ChabpKkaHHe HA ONAKOBKATA H A0NbJIHHTE/IHA HHpOpMALHHA

Kakso coabpxa [Audaazon

- AKTHBHOTO BewlecTBO € GutykoHa3os. 100 ml ot uHpy3roHHus pa3TBop (1 drakoH) chabpKaT
200 mg ¢aykonason (fluconazole). 1 ml ot uHdy3HOHHMS pa3TBOP ChaAbPkKA 2 mg (IyKOHA30J1
(fluconazole).

- Jlpyrure ChbCTaBKHM ca: HATPUEB XJIOPU/ M BOJA 3a WHXKEKLMH. Brkre Touka 2 ,,JIudaazon
CbAbpKa HATPUH™,

Kak m3raexna Ingazon 1 KakBO CbAbPKA ONAKOBKATA
HUHby3HOHHUAT pa3TBOp € OUCTBbp, Oe3LBETEH pa3TBOP.
Jlndaazon ce npeanara B kytuu ¢ paakon ot 100 ml paztBop 3a uHby3ms.

IIpuTexkaren Ha paspellleHHETO 32 YyHOTpeda H POU3BOAHTEIL:
KRKA, d.d., Novo mesto, SmarjeSka cesta 6, 8501 Novo mesto, CiioBeHus

/]_IHTH Ha NOCJICAHO Nnpepasrjea/jiane HA JIHCTOBKATA:

15 Maii 2024

[loapobna uadopmauus 3a TOBa IEKapCTBO € NpeAoCcTaBeHa Ha yebGcaita Ha M3nbinurenHa AreHuus
no Jlekapcteara (UAJI) http://www.bda.bg.
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Caeasamara nHpopMaLHs € NPeIHAZHAYEHA CAMO 32 MEAHIHHCKH CNEeIHAIHCTH:

MuTpaBeHo3HaTa HH(Y3Hs TpAOBa Aa ce npuiaara cbC CKOpOCT He no-peye ot 10 ml/MunyTa.
Jndna3zoH € HHPy3UOHEH pa3TBOp B HaTpueB xJopua 9 mg/ml (0,9%) , karo Bceku 200 mg (100 ml)
ceabpxka 15 mmol Na + u CI.Tui kato IudnasoH e pa3peaeH pa3TBOp Ha HATPHUEB XJIOPHIL, MPH
MaLHEeHTH, KOHTO Ca Ha PEXKHUM C OrPaHHYEH NMPHEM HA HATPHH UJIM HA TEYHOCTH, TpsAOBa 11a ce
MpeLeHH CKOPOCTTa Ha NpWJaraHe Ha pa3TBopa.

(Dj1yKOHa30]1 HHTPaBEHO3HA UH(DY3Hsl € CBBMECTHM CbC CJIEIHHTE Pa3TBOPH: 7 R,
a) Jlekctpo3a 5% u 20% /¢ V4
0) pa3TBop Ha Punrep [ <

B) pa3TBOp Ha XapTMaH |
r) Kasquves xnopua B AekcTpo3a 1\
n) Harpues Gukap6onar 4,2% u 5% N\ #



e) AMHHO3HH 3,5%
k) Hatpues xnopua 9 mg/ml (0,9%)
3) JInanadaek (p-p MHTpanepHTOHEaHa qHanu3a 6,36%)

OnykoHazon Moxe Aa O6be NpUIOKEH ¢ eaUH OT U3OpOEHUTE No-rope pasTsopH. Brrpeky, ye HAMa
orhes3aHu cneundPruHi HeCbBMECTUMOCTH, CMECBAHE C APYrH JIEKAPCTBEHH NPOAYKTH, Npeau
NpUiaraHe Ha HHQPY3UATA, HE C€ Npenopb4Ba.

HMudy3uoHHUAT pasTBOP € caMo 3a eAHOKpaTHa ynoTpeda.

Ot MHUKpOOUOIOrHYHA rieIHa TOUKA, pa3peeHHAT pa3TBop TpaOBa Aa Ce U3NON3Ba BeaHAra. AKO He
ce U3MON3Ba BeHAra, BpeMeTO M YCIOBUATA Ha CbXpaHeHHe MpeaH ynorpeda ca oTTOBOPHOCT Ha
norpedurens u 0OUKHOBEHO He OH Tpabeano aa 6bae no-awaro ot 24 yaca npu 2°C no 8°C, ocseH
aKO pa3peKJaHeTO He € U3BbPLUEHO MPH KOHTPOIHPaHH H BaTWJIUPAHM acenTHUHH YCIIOBHA.

PaspexxaaHeTo TpabBa na ce W3BLPLUH MPK aceTHYHH yCoBuA. PazTropbT Tpabea na Obae npoeepeH
BH3YAJIHO 32 HAJIMYHE HA YACTHLH W NPOMAHA HA UBETA NPeaH NpHUAOKEHHe. PasTRopsT TpabBa Aa ce
M3M0/13Ba CaMo, ako € OuCcThp U 6€3 YacTHUM.

Hewn3nonspaHWAT NeKapcTBEH NPOAYKT WK OTNAIBUHHTE MATEPHANIM OT HErO TpsaOBa Aa ce H3XBBLPAAT
B CbOTBETCTBHE C MECTHUTE U3HCKBAHHA.




