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MuxoRazon (mcconazole )

IIpodeTere BEAMATENHO NEAATA THCTOBKA, NPEAH AA 3aN0THETE A2 NPHEMATE TOBA JICKaPCTBO,

Thil KATO TH CLALPXER BaxHA 32 Bac endopmanua.

Bunaru nanomeaiire ToBa IEKapCTBO TOUHO KAKTO € ONMCAHO B Ta3M THCTOBKA MM Kakto BH ¢ kazan

Bamwast nexap wiv $apManesr.

- 3amazeTe Ta3H THCTOBKA. Moe a ce HAJIOXH Aa 4 HPOUYETETE OTHOBO.

- AKO C& HYXEAeTE 0T ZONLIHATENR2 WHHOPMALIAA WIH ChBET, NoNuTaliTe Bamwms hapmanest.

- AKO ROTYYHTE HAKAKEH HexkenaHH peakuuy, yeepoMere Baunia nexap win dapmManest. Tosa
BKIOYBA ¥ BCHYKY BLIMOMHM HEKENaHy peakiluy, HEONKCaBn B Ta3 JINCTOBKA. Biokre
TouKa 4.

- Axo cnen 7 AnY HE ¢ NOTYBCTBETE No-A00pe WK cheroAHneTe BH ce Bnomm, TpaGea na
OOTBPCHTE JIEKApCKa MOMOIL.

Kaxso chabpica Ta38 JHCTOEKA

Kakpo npencrasiasa JlakrapHe # 3a KakBo ce H3M0/3Ba
Kaxeo 1pa6ea na yaaere, npean fa npuemere Jaktapun
Kak aa nmpuemare Jlakrapnna

B1aMoxun Hexenanyd peakima

Kak na cwxpanspare Jlaktapun

ChAppxanie Ha OTNIAKOBKATA M AOITWIHHTENHA HRopManys

.

AR o

1. Kaxso npescraniansa JlakTapyn B 32 KaKkBo ce H3INOJI3BA

JakTapin fepopanex ren ce MINON3Ea 38 Je9eHHe Ha rEOMYHA HHOEKNHA B YCTaTa H I'bPIOTO NPH
BLE3pacTHH H Aena Ha 12 rozHHH M II0-TOIeMH.

2. Kaxpo Tpafea Aa ynacTe, Opean Aa npReMeTe JdaxTapEn
He npuemaiite Jaxrapau » cmyait, ye:

. CTpafaTe 0T HAKAKBO YePHONpoOHO 3a00aABaHE;

. aKD CTe AMEPravHH KBM AKTHBHOTO BELIECTEO, [APYTH MOROOHR NPOTHBOrEOHYHH NEKApCTBA
HNR KbM HAKOA OT OCTAHAMUTE CHCTABKH Ha TOBA JIEKapcTEO (H30poeHH B Touka 6);

. 4KO MPHEMATE HAKOE OT CIETHUTE NEKapCTRa:

EdexraTe, kakro W/HIH HeXkeiaHWTE PEAKIMH HA MHOTO JICKADCTBA MOTAT Aa CE YBE/IMYAT WIM
RaMaJIAT OpM eJHOBPEMEHeH npHeM ¢ JlakTapun.

lNpamepn 3a NexapcTBa, KOMTO HHKOra He TpAGBa Aa ce npuemar, AoKato npneMare Jlakraphx
nepopaner ren:

- HAKOH NPOTHBOAICPTHYHH JNEKAPCTBA, HOCEIDM HMEHATa TEPPEHADHH, acTEMHION H
MH30/IACTHH,

- LM3aMpHA, 1eKapCTBO, MPHIATaHQ NPH HAKOW MpofieMH, CEEPIaHH C XpaHOCMEIIAHETO;

- HAKOH JIEKAPCTBA, IOHHKABAINM XOJIECTEPOIIa, KATO CHMBACTRTHH M JIOBACTATHH;

- MHAa30MaM (Mpe3 YCTATA) M TPHASOIIAM, JIeKapeTBa, NpHiaralHy B Cy4ail Ha TPEBOXKHOCT HIH
NOANOMAralIH CHHA (TPAHKBIIH3ATOPH); o

- AHMO3H] H CEPTHHAON, IEKAPCTBE, NPHWIATAHN NPH HAKOH NCEXOTHIHH pazc'xponc'ma' S

- XanodaHTPHH, IEKAPCTBO CPeLly MaNapHs;

- HAKOH JeKapCTBa, H3INON3BAHH 334 JICYCHHE Ha MHIPeHAa, KakBHTO Cca

(Kadeprot);




- HRKOH JIeKAPCTBA, H3NOM3BALIM Ce 33 JIedeHHe Ha HApyINIeHHA B ChpEEYHHA PHTBM, KaTo
Genpuann, XHHHAKE H A0¢ETANHL

- BapdapuH, NEKAPCTEO, H3MOM3BAHO 33 NEYEHHe U MpefOTBpaTABaHe Ha 00pajyBaHe HAa KPBBHH
CBCHpEUH (AHTHKOATY/IaHT)

IIpenynpexicHnn B HPETNA3HE MEPKH

JaxrapHH mepopaneH [ell e JENK4B, KOETC OCHIYPAEA 3aflhPikaHeT0 MY B YCTaTd RHIMOKHO Ha#-
aeiro. HeoGXxomuMo e 0cofeHo BHHMaHHE IIPH MPHIaraHeTo My HPH fglia, 32 fa GbAe npenoTBpaTeHa
BBIMOXKHOCTTA OT 33JaRAHE.

Jakrapun nepopaien refi MOXKe 2 NPSINIBHKA TEHKH aneprMund peaxumn. Tpabpa na cre naacHo ¢
APH3HALMTE HA aNIEPrHYHA PeakuMd, Jokaro npHemarte Hdakrapun nepopanen ren. Bipkre Todka
»DB3MOKHH HEKETNAHH Peakimn™,

Jpyrn nexaperea H flakTapus

Hadopmupalite Bamma nexkap wid (apManest, ako NPHEMATS, HACKOPO CTe NMPHEMATA HIAH e
BBE3MOKHO Ja NPHEMETe pYTH Nekaperba. Haxou mexkapersa He TpaGBa Ja ce NPHEMAT ¢AHOBPEMEHHO
¢ JlakTapuu, a ZpyrH, OpH KOHTO TOBa € Bh3IMOIKHO, MOTAT JIa HallOMAT HAKAKBa MPOMAHA (HAIpHUMED
B /I03HpOBKAaTa). BikTe Touka ,,He npuemaiive Jakrapan®

KoMOuHHpaHeTo ¢ HAKOM IPYIH JIEKADCTBA MOXE Ha M3IACKBA JOOBAHHTICNHO HPOCIEAABRHE HIH

MPOMAHA B JOZHPOBKATA, kaKkTo Ha Jlakrapu, Taka M Ha ApyrwTe nexapctaa. [lpumepu 3a tosa ca:

-  HAKOH JIEKAPCTEA, XOHTO CE MPHEMAT Mpe3 YCTATa H ca 3a Jievenne Ha nuaber (cyndamniypefiHH
NEKAPCTESHH CPEICTRA),

- Haxou nexapcrea 3a CITHH, kaksuro ca HIV npoteasHH HHXUOHTOPH;

- HAKOM NEeKApCTBa, WINON3BAHY 33 NeUeHue Ha pak;

- HAKOH JIEKApCTBa, JelicTBAIM BEPXY CHPUETO M KPBBOHOCHHTE ChuoBe (OIOKEPH HA KaJlHCBATE
KaHAIM),

- UHKJOCHOPHH A, TAKpONHMYC H CHPOJIHMYC, KOHTO cé IpHnaraT OOMKHOBERO CNEN OpraHHA
TPARCIIIAHT AN,

- deHuTOHH, NEKaPCTBO 33 NEUCHHE HA SMHIISNICHY;

- HAKOH SHECTETHIM, H3NO/3BARH B DONHUIMTE, KAKLBTO & ATeHTaHIWT,

- cHngeHadHN, HIMONIBAH PH MEXKKA HMIIOTEHTHOCT;

- HAKOH JIeKapCTBa, H3MOM3BAHH B CIyuad Ha OGe3nokoficTeo M MognoMaralld  ChHA
{ TPOHKBHIIH3ATOPH);

-  HAKOH JIEKApCTBa 3a JledeHHe Ha TyGepkynola;

- MeTHINpeaHH3ONOH, NPHEMAH Mpe3 YCTATa HTH HEJKSKIHOHHO, B CITy9an Ha BBEIMACHHE,

- TpHMETpeKcarT, H3MOM3BaH 3a IedeHHe Ha HAKOH (OPMH HA THEBMOHHS;

- e0acTHH, IEKAPCTBO, H3INOI3BAHO MPH ATEPrUK;

- peOOKCETHH, NEKApPCTBO, HAMOMBEAHO 33 IedeHHE Ha ACTIPECHN;
Bap<dapHH, NexkapcTBO, HINOMIBAHO 34 NEYEHVie W MPENOTBpATABAHE HA OOpalyRAHE HA KPHBHU
ChCHPEH (aHTHKOATYIIAHT).

AKO mpHeMaTe HAKOH OT T€3H JICKAPCTBZ, KAKTO M HAKOE APYTo Npeanucado B JekapcTeo, Mo
obcbaete ToBa ¢ Bamug nexap win GapMauest.

Jokaro npuemare JlakTapur AepopasieH rell, He 3amo4BafiTe HMKAKBO APYro nevcHue, 6e3 da cte
nndwopMupant 3a Tosa Bamins nexap win hapManesT.

JaKTapH#s ¢ 13pana, AANHTKH B ATKOX0]
JlakTapHH mepopaneH ren TpaOBa ga ce NpHeMa ciiell XpaHeHe.

BpeMennocT, KhpMene H YePTHARTET
Ako cre OpeMeHHa MMM KbpMHTE, CMSTATE, Y& MOKe Aa cTe OpeMeHHa WIH nyan#pate Op
nockeeTBaliTe ce ¢ Banmsa exap win dpapMauest npeau ynoTpeGaTa Ha TOBa JIEKAPCTBO. /v




Ilodgupane B paGoTa ¢ MAMIANA
Hsma orpanmnvenns, Thif kato JlakTapru nepopanes rei He 0kasBa BIAAHAE BbPXy Ballero BHHMaHHe
H BEB3MOXKHOCTH 3a modmpane.

JAKTApHEH CLOLPXKA €TAHOI.

ToBa nexapcTso ceabpxa 7,73 mg ankoxon (eranon) Ha 1000 mg, xoeto ¢ pasro Ha 0,00773 mg/mg
(0.773 % wiw). Konmmuectsoto B 1000 mg € exBuBaneHTHO Ha n0-Mako o 1 ml 6apa wiH 1 ml Buko.
MankoTo KonHIECTRO AJIKOXOJM B TOBa JIEKAPCTBO HAMA Xa uma 3abenexuMu edekT.

JaKTapEH CLAbPXS HATPHIH
Toea srexapcTBo chaspika mo-Mamko or 1 mmol (23 mg) vatpwit Ha rpaM (g), T.e. IO ChINECTEO € ,,0e3

L A1d

HATpHii*.

). Kax pa opuemarte Jaxrapus

[IpodeTeTe BRUMATENHO MHCTPYKUKHTE HO-TKOTY. AKO He CT¢ CHTYPHH B Hemo, nonuTafite Bamms
nexap unH dapmanest.

JaxTapuu ce mpennara nox GopMa Ha NEPOPANEH eI, OpHeMaH npes ycrata. ['ensT TpaGea na ce
gpueMa cnea xpadeHe. Kakeo xonmvectee flakrapiH TpaGBa Aa mpHeMate H 33 KaKBB [EPHOA, OT
BpeMe, 3aBHCH OT BHJA Ha MBOMYKHTE H JIOKANHIANMATA Ha HHpeKURATA.

Ilpoanmkere ieYeHHETO Hali-MANKO eHA CEAMHUA C/IEl H3%E3BAHE HA CHMITOMMTE,

lesrsT He TpAGEa 1a ce THITA BEIHArE, a Aa c€ 3aTLPXKH B YCTATa KOMKOTO € BL3MOXKHO no-usiro. B
caydaii, e HocHTe 3%0HH [IPOTE3M, CBANeTe I'H NpeaM JiAraHe H rH HaMaxerte ¢ rena. Tosa Moxe Ia
NpenoTEpaTH pasopocTpaHeHHe Ha rb0HaHa NHpEKUHA BepXy Bauinrte 3u0HH mpoTesH.

INpenopeantenHara 4o3a 3a NeueHHe B3 HAPEKIHMH HA YCTATa B THPIOTO:
. 3a Bn3pacTHM H Aena Ha 12 roawed H mo-rosteME: no 1/2 mepuresma searuka (2,5 ml) or
refia, MPUoKeH YETHPH ITETH JHEBHO CHEl XpaHeHE.

3a pa oTBopHTe TYHaTa, pa3EBpTeTe Kanadkara H ciel Topa npobmniite oTBopa Ha Tybara ¢ noMmomTa
HA 320CTPEHHA BPLX HA KAMAYKATA.

AK0 cTe HpHean nopede oT HeobxonamaTa noza JakTapHu
B cnyvaill, ue cTe npHenn TeBpae rojaMo Koawdecrso JaktapHH, WHpOpMHupalite Bammns nexap.
B1B3MOKHATE CHMITTOMH Ha NPEI03HPaHe BKIIOYBAT NOBPBINAHE H JHADHA.

HndopManas 3a Iekaps B cayuait Ha npeao3Epane

- JleueHHeTo ¢ CUMIOTOMATHYHO H MOIABPHAALIO.

- Hsama cnenududen aHTHAOT.

- AKO NauMeHTBT OPHEMa CBHLIO TaKa U APYTH NexapcTsa (Hanp. BapdapiH, NepopalHe CPEeACTBa 3a
NOHWKABAHE HHBOTO HA XPHEHATA 3aXap H eHUTOHH), TEXHHTE eeKTH H/AIH HEXENAHH PEaKLHH
MOE 2 Ce 3aCHIIAT.

AKo0 cTe DponycHANH A8 upaeMeTe JakTapan
He npuemaiite fBoliHa Jo3a, 32 JA KOMNEHCHpPaTe MPOMyCHATATa 2034 JlaKTapuH nepopacH ren.

Ako cTe cnpean npaema na laxrapun
AKO MMaTe HAKaKBH JIOITE/IHATETHH BBHIIPOCH,
Baiirsa nexap wid (apMaLeET.




4. BBIMOXKHA HEXKENAHH PeAKTHA

KakTto BcHUKH JICKApCTBA, TOBA MEKAPCTBO MOKE JJa MPSAH3BHKA HEXKC/IAHH PCaKlHH, BBIPEKH Ue HE
BCCKH 'l IOJIY9aBa.

AKO TIOSTyqHTe HAKOH OT CIICOHHTE HEXENaHH PEakiu, cripere npHeMa Ha JlakTapHH H Heza0aBHO ce
cEppxere ¢ Baina nekap:

. TMoaysane Ha NHMUETO, €3MKA HAH CBPIOTO; 3ATPYAHEHO NperThbiiaHe; 00pHB H 3aTPYIHEHO
avmane (aHrnoeneM, aHadbWIAKTHIHA PeaKHH).

CnenHATe HeXeNaHH PEaKIMH MOJXKE a BE3HHKHAT NpH ynotpe6ara va JlaxTapHe nepopaneH ren.

YecTn (3acaraT mo-mMaako ot 1 na 10 gymn):
. BeobuualiHe ycelnane 3a BKYC;

* CYX0Ta B YCTATa, JHCKOMJIOPT B yCTaTa,;
* rageHe, NOBPEIIAHE;

. HeobHYaeH BKyC Ha IIPOXYKTHTE.

Muoro peaxa (3acaraT no-manxo or 1 na 10 000 nymn):
aNiepTHYHA Peakiud, MOHAKOra TexXKa,

TEeKA KOXKHA peakuid, o0pHEB, KONPHBHA TPECKA;
3aflaBaHe;

deprogpobHO YBpeKTaHe;

MpOMsHA HA 1{BETA HA €3HKA, BLiNANeHHE Ha YCTaTa;
OHapHs.

C HeH3BECTHA TECTOTA
. O06puB ¢ rHotiHM MBNKH/MeXyYp# (0CTpa F'eHepalH3Hpana ex3aHTEMATO3HA MyCTyN03a).

lageneTo M MOBPHINAHETO Ca MHOIO UeCTH HEWeJIAHW peakudH (Moxke Ia 3acerHaT moseqe oT 1 Ha
10 gymu) npu Aena, a BPBUIARETO HA CTOMALLHOTO ChABPKHMO 00paTHO KbM YCTaTa (peryprurauns)
€ YEeCTa peaKiua.

CrofmaBaBe Ha HexKeNaHH peaknsd

AKO TIONy9MTE HAKAKBH HEXEaHH JICKAPCTBEHH PeakiH, YBeqoMeTe Bamud nexap nnx gapMaresT.
Tosa BIOYBA BCHMKH BB3IMOXKHH HEOIHCAHH B TA3H JTHCTOBKA HEXETAHHA peakuiH. Moxkere cpino aa
CHOBIINTE HEXEAAHA PEaKIHH THPEKTHO YPE3 HAUMOHAHATA CHCTEMA 3a chobIaBane:
H3merHHTEHA ATEHIHA 1O JIEKApCTRATA

yiL. ,JdamaH I'pyes” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcaitr: www.bda.bg

Karo crofmasare HexenaHH peakuHH, MOXeTe Jd AaZeTe CBOA NMPHHOC 34 MONyYabBaHEe Ha MoBeYe
HH{OPMALIHA 0THOCHO Ge30MacHOCTTA Ha TOBA JIEKAPCTBO.

5. Kax ga coxpamssane JakTapan

Ja ce cexpauasa nog 30°C.
Ja ce cbxpaHABa Ha MACTO, HEZOCTHIIHO 34 Jela.

He m3nonspaitte TOBA IEKAPCTBO CliEJ] CPOKA HA NOAHOCT, 0TOENA3aH BhPXY KAPTOHEHATA ONAKOBKA M

'ryﬁa'ra. Cle('LT HA TOOHOCT OTTOBapA HA MOCTICAHHAA OEH OT NOCOYEHHA MECEIL. //

Cpok Ha rOJHOCT C/E] OTBapAHE HA ITLPBHYHATA OTIAKOBKaA: 28 AHH. ;
He mnonzsaiite ToBa NexapcTBo, aKo 3abenexmre BHAWMH OENe3d Ha HApPYIIABAHE K

OpOIYKTA.
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He msxeepndiite nexapcrTBara B KaHANM3aUHATA MNH B KOHTeliHEpa 3a JOMAITHH OTMANGIM.
IMonuraitre Bammg (apMaleBT KAk Az HIXBLPIATE NEKAPCTBAaTa, KOMTO Beue He M3noaspare. Te3n
MEpKH LI¢ CHIOMOTHAT 34 Ona3BaHe HAa OKOHATA CPena.

6. ChabpkaHHe HA OUAKOBKATA H NONbIHATENHA BHGOpPMANHA

Kaxzo cuanpxa Taxtapaa
- AKTHBHOTO BEleCTBO €: MHKOHA30IL
- JIpyrHTe ChCTaBKH ca:
KapTo(leHo HHIIECTe
3axapHH HATpHH
noaucopbar 20
NOPTOKANOB H KAKAOB ApOMAT
eTaHon
TIHUEPOT
TIpEYHCTERA BOAiA

Kax maraexnn JaxTapis B KaKB0 ¢hALPAKA ONAKOBKATA
JaxrapuH ce npemara 1ox GopMa Ha nepopaneH rei:

. TyGH o1 40 g ¢ MepuTenna nekiaka ot § ml;

. €/{Ha [ThJIHA MEPHTENHA THAHYKA CBABPKA 124 mg MUKoHA3ON;
. €[MH [PaM oT refia chabpxa 20 mg MUKOHA3O0N.

TIpuTexaTe® HA paspemeHeTo 32 ynotTpeda
McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnannua

IIpon3soanTen

JANSSEN PHARMACEUTICA N.V.
Turnhoutseweg 30

B-2340 Beerse

Benrun

3a nommiHHTENHa HH(pOpPMAlMd OTHOCHO TOBA JIEKAPCTBO, MONA CEBpKETE C€ C JIOKAIHHA
NpeACTABATEN HA MPHTEKATENA Ha PA3PEUICHNETO 3a ynorpeba:

Jxorcen & Hxoncwn Brirapus EOO/
x.K. Mnanocr 4,

Buanec Hapk Codns, crpana 4

Copua 1766

Ten.: 02/ 489 94 00

JaTa Ha NOCTEAHO NPEPAITICKIANE HA THCTORKaTa: 09/2020




