ATE \FEHIIAG NN DTEKARCTRA
ARl f i} F Jik.# : 4

KPATKA XAPAKTEPUCTHUKA HA HNMTAF

/u u//O;L/

1. HME HA JEKAPCTBEHMS ITPOAYKT 06 -11- 0% |

;to 72 0
Haxrapux 20 mg/g nepopasieH ren |
Daktarin 20 mg/g oral gel : i b

2. KAYECTBEH U KOIMYECTBEH CbCTAB

Enun rpam JlakrapuH nepopaieH ren cbabpka 20 mg MUKOHa30n (miconazole).
Bceku 5 ml nepopanen ren cpabpxka 124 mg MUKOHa3011.

[ToMOIlIIHM BelllecTBA ¢ U3BECTHO JACHCTBHE:

[TepopanuusaT ren cbabpxka 7,85 mg eraHon BbB BCEKM IpaM, apoMaT Ha MOPTOKal (ChAbpKalLL:
LMTpaj, UMTPOHENON, d-TMMOHEH, TrepaHHoj, JIMHAJIO0JA) W apoMaT Ha Kakao (ChabpiKalll:
0,00000000138 mg 6en3un 6enzoar 1 0,0000000023 mg OGeH3UNOB aNKOX0J1 BbB BCEKH I'PaMm).

3a IMbJIHUSA CTTMCBHK Ha MOMOLIHUTE BELLECTBA BUXKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA

bsn, xoMoreHeH res 3a nepopasiHa ynorpeoa.

4. KJMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHA

3a neyeHue U nNpodUIaKTHKA Ha KaHM103a Ha opodapUHreaiHaTa KyX1uHa
4.2 Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE

Jla ce npunara ciea XpaHeHe.

5 ml ren B MepUTENIHATA TBXKUYKA Ca €KBUBAJICHTHU Ha 124 mg.

OpodapuHreaiHa KaHAKW103a

Bw3pacmnu u deya na 12 2o0unu u no-eonemu — 2,5 ml (1/2 MmepurenHa nbXu4ka, EKBUBAJIEHTHA Ha
npubnusuTenHo 50 mg) oT rena ce npuiara 4YeTHPH MbTH IHEBHO ciej XpaHeHe. ['ensT He TpaOea 1a
ce nperjbia He3abaBHO, a J1a ce 3a1bpKa B yCTaTa KOJIKOTO € Bb3MOKHO MO-/IbJITO.

JleyeHueTo T’pﬂﬁBa Aa NnNpoAb/KH MHHHMYM €/1Ha CEAMHLA CJICA OT3BYy4YaBAHC HA CHMIITOMHUTE.

[Ipu kaHaMpo3a Ha yCTHaTra KyxuHa 3bOHMTE npoTe3n TpAOBa na ce CBaJAT Mpe3 HOUITa W Ja ce
MOYMCTBAT C rena.

4.3 IlpornBonoka3anus

JlakTapuH nepopaJieH rej € npoTUBOIIOKAa3aH MPH CIIEHUTE CIIyYaH:

o [Ipy nmauMeHTH CbC CBPBXYYBCTBMTENIHOCT KbM AKTHBHOTO BEWIECTBO, APYrH HMMMa30JI0BH
MPOU3BOJHU UJIH KbM HAKOE OT NMOMOLLHUTE BELIECTBA, H30pOEHHU B TOUKa 6.1;

’ [Tpu naumeHTH ¢ HapylieHa YepHoApoOHa PyHKLMA; P T i
o [Ipu cbnbTCTBALLO NPHIIOKEHHE HA CJIEIHUTE JIEKAPCTBA, KOMTO C€ Me’raﬁonuaupﬁ O’IECYP3A4

(BHKTE TOYKA 4.5): Wit

- cyberpatn, kouto yabmkaBar QT-HHTepBana, KaKBMTO ca HanpuMmep acTem 3¢m 6& ipun
um3anpua, aodetwnua, XanodaHTpUH, MH30JIACTHH, |
TepeHaauH;




-  E€proalnKaIOHIN;

-  HMG-CoA peaykra3Hu HHXHOUTOPH, KAKBUTO Ca CHUMBACTATHH H JIOBACTATHH;

- TPHA30J1aM H NMepopajicH MHIA30J1aM

- Ilpunaranero Ha MHKOHA30] NepopaeH rejl B KOMOMHALMA CBC CIEJHOTO JIEKAPCTBO, KOETO Ce
Metabonnzupa 4pe3 CYP2C9 (Buxre Touka 4.5 B3aumoaeicTBHe ¢ ApYTU NEKapCTBEHU NPOXYKTH
¥ Apyryd ¢opMu Ha B3aHMOJIEHCTBHE):

- BapdapuH
44 CpensajHA NpeaynpexkacHAN H HPeAnA3IHE MEPKH OpPR yonoTpeda

MukoHazon ce abcopbupa cucreMHO U € u3BecTHO, ye MHxubHupa CYP2C9 u CYP3A4 (Bukre
ToyKa 5.2 PapMakKOKMHETHUHHM CBOWCTBA), KOETO MOXKE Za JOBelde A0 TpaeH edeKkT Ha BapdapuH.
Cny4adTe Ha KbpPBEHE, HIKOU OT KOWTO ¢ (aTalieH W3xoJ, ca OWIH AoKNaaBaHH NpH eIHOBPEeMEHHAaTa
ynorpeba Ha MHKOHa305 nepopaineH rea U BapdapuH (BHXTe TouKa 4.5 B3aumoaecicrsue ¢ apyru
AICKApCTBEHU MNPOAYKTH H JpYyrd (QOpMH Ha B3aUMOAEHCTBHE). AKO ce IUIaHHpa eQHOBPEMEHHa
ynorpeba Ha JlakTapuH B KyMapHHOBH AHTHKOAryJaHTH, KAKbBTO ¢ BapdapHH, e¢dexkrbT Ha
aHTHKOarylaHTyTe TpaOBa Aa Obae BHHMAaTeTHO MOHHTOPHPAH K A03aTa THTPHUpAaHAa.

[IpenopbyBa c¢ MOHWTOpPHpPaHE HA KPbBHHTE¢ HMBA HAa MUKOHa30n M (peHHTOMH, KOraTo Te3H ABE
JIEKapCTBa CE NpUaraT €qHOBPEMEHHO.

[Ipy nauWeHTH, KOWTO M3MONA3BAT HAKOM MNEPOPAIHH XHUIOIJIMKEMHYHHM JIeKapcTBa, KAKBHTO ca
CyJipOHMITY pEUTE, MO BpeMe Ha ChITTCTRALLO JeUeHHe ¢ MUKOHAa30J, TpAOBa 1a ce B3eMaT MoAXOaq1IH
MepkH (BHXKTe TO4YKa 4.5 BlauMoaeHcTBHE ¢ APYrM JNEKAPCTBEHM MPOAYKTH W ApYrH (OpMH Ha
B3aHMOJICHCTBHE), Thii KaTO MOXKe Ja ce Habmogapa NOBMILABAHE HA TEpaneBTHYHMA edeKT, Boael
JAO XHMOFJTHKEMNA,

Texku peaklli® Ha CBPBXYYBCTBUTENHOCT, BKIIOYHTENHO aHAQHIAKCHA W aHMMOEAEM Ca JOKIaJBaHH
Mo BpeMe Ha JNedveHHe ¢ JiekapcTBeHHW ¢opMH Ha MHKOHa3zon (Bwxre Touka 4.8 Hexenanu
NEKapCTBEHH peakLUMH). AKO ce pa3BUe peaKkUud, KOATO Mpearnoniara CBPbXYYBCTBUTEIHOCT WIH
Ipa3zHeHe, JIeYeHHeTo TpAOBA 1a ce NMpeyCTaHOBMU.

CepHO3HU KOKHH peaklHH (HarpUMep TOKCHYHA EIHACPMAallHa HEKpPOJH3a H CHHIPOM Ha Stevens-
Johnson) ca 6¥nu JoknanBaHH [pH NAUMEHTH, NpHeMally Jlakrapvu nepopaseH ren (BWkKre Touka 4.8
Hexxenanu nexapcrBeHd peakuun). [lpenoprpuBa ce nauueHTHTe aa Obaar HHGOpMHpaHH 3a
NPHU3HALIMTE Ha CEPUO3HU KOXXHH peakLUMM, KaKTO M Ye NPUIoKEHHETO Ha J[akTapuH nepopaneH ren
TpAOBa Oa 6bae CHpsHO NpH MLPBA NOABA HA KOXKEeH 0OpHB.

Crneuyaniy NpeaynpexaeHus 3a NOMOLUHWTE BELlleCTBa

Tosa nexapcTeo chabpka 7,85 mg ankoxon (€TaHON) BB BCEKH IPaM AEPOPANCH rell, KOETO € paBHO
Ha 0,00785 mg/mg (0,785 % w/w).

KonuuecTBOTO B €JHHHYHA MAaKCHMAaJTHA 1034 OT TOBa JIEKAPCTBO 3a Bh3pacteH (10 ml nepopanen ren)
€ €KBMBAJIEHTHO Ha no-Manko ot 3 ml 61upa wau 1 ml BuHO.

MankoTo KOIMYECTBO AIKOXOJI B TOBA JIEKapCTBO HAMA Ja UMa 3a0enexxuMH edeKTH.

ApoMar Ha NOPTOKAJI H BKYC HA KAKa0

To3u nekapcTBEH NPOAYKT CHLABPKA apoMaT Ha MNOPTOKal (ChABPXKALI: LMTpal, UHTPOHENON,
NHHAJION, TepaHuoa, d-MUMOHEH) M apoMaT Ha Kakao (CchbAbpxkall: OeH3UNoB aikoxon, OeH3wn
OeH30aT), KOHTO MOFaT Aa NPHYUHAT ANCPrHYHH PEAKLIHH.

Tosu nekapcreBer npoxykr ceaspxa 0,000000017 mg OeH3mn OeHzoar BBB BCAKA €
MakCHMaliHa ao3a 3a Bb3pacTeH (10 ml nepopanen ren). bensun 6eH30aTsT MOXKE A
NTOKAJIHO Apa3HeHe.

beH3n10B ANK0X01
JlekapcTBeHnaT npoaykr csabpxka 0,0000000285 mg OeH3wnoB ankoxon BbB
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MaKCHMaJTHa A03a 3a Bb3pacTeH (10 ml nepopanen ren). beH3AWNOBHAT AnKOXON MOXKE J1a MpeaU3BUKa
aJICPrudHU peakLHHK.

[IpunokeHneTro Ha OCH3WIOB afIKOXOJM € CBBLP3AHO € PHCK OT TEXKKH HEXKENAHH PpEeaKLuM,
BKJIIOUHTENHO npobyieMu ¢ nuiaHeTo (HapeyeHH ,,CHHAPOM Ha 3abXBaHe ) HpH MAJIKH AeLa.

bpemMeHHM WNHM KbpMELH XKeHH TpROBa Ja c€ KOHCYJTHpATr ¢ JieKap Mpeau jJa npHeMaT TOoBa
JIEKapCTBO. TOBa € Taka, 3alllOTO IOJIEMH KOJHYECTBA OECH3HWIOB ankoxoa MoraT Aa c€ HaTpynar B
TANOTO MM H 13 NPHYHHSAT HEXKENAHH peakuuu (HapeueHH , MeTabonHTHa auupnosa™).

[Taupenture ¢ 6B6peuHo 3abongsane TpaAOBa Aa ce KOHCYATHPAT C JICKAp Npead Aa NMpHEMaT TOBa
nekapcTBo. ToBa € Taka, 3al10TO rONEMH KOJIHYECTBA OEH3WIOB aNKOXOJI MOTaT Ja C¢ HaTpynar B
TANOTO HM M Aa MNPHYHHAT HeXeNaHH peaKuMM (HapedeHH ,,MeTabonuTHa aumao3a“). Bucokw
KoiMHuecTBa OeH3WIOB ankoxon TpadBa ma ce mpunaraT ¢ NMOBUILEHO BHHMaHHE U CaMO aKko e
HeoOX0AUMO, O0cOoOEHO mpH TAUMEHTH ¢ OBOPEUHO yBpeXXNaHe MOPaAH PUCK OT HATPYNBaHE HAa
TOKCHYHOCT {MeTabOIUTHA aliMao3a).

beH3nNoBHAT aNKOXON MOXKE Aa NpUYHHH JICKO JIOKATHO JPa3HcHC.

ToBa nexkapcTBO chAbpXa mo-Manko or 1| mmol (23 mg) Hatpuit 3a ao3a or 10 ml
(MakcHMMaTHa 11032 33 BB3PACTEH), T.€. 110 CBINECTBO € ,,0€3 HATpHi .

4.5 BsaumoaeticTBHe ¢ IPYIrH JIeKAPCTBERH NPOAYKTH H APYTH GOopMH HA B3aHMOAeHCTBHE

Koraro ce ynorpeOaBa KaKBOTO H 213 € CHITLTCTBALLO JIEKAPCTBO, TPSOBa Aa ¢¢ HanpaBX KOHCYNTALUA
¢ HeroBata KXII 3a T8 Ha Herosus MeTabonusbM. MuKoHa3zon Moxe aa #HXUOHpa MeTabonnsmMa Ha
nexapctBa, kouto ce Merabonusupar ot CYP3A4 u CYP2(C9 ensumna cucreMa. Toea Moxe na
JIOBeJie 10 3aCHNEH H/WIH YOBIDKEH eQeKT Ha Te3H NeKapcTBa, BKIIIOUMTENHO HexelaHH peaklii.

[epopaTHUAT MHKOHA30 € MPOTHBOMOKA3aH 3a ChbBMECTHA ynoTpeda Che CNEAHUTE NIEKapCTBa, KOHTO

ce metabonuaupar oT CYP3A4 (Biokre Touka 4.3 IIpoTusonokasaHus):

- cyOcTpaTH, H3BeCTHH ¢ yab/bkaBaHe Ha QT-uMHTEepBana, KaKBHTO Ca HanpHMeEp acTEMHM30,

Oenpuawn, uM3anpHi, AOPETHIHA, XanOQaHTPUH, MM3ONACTHH, NMHUMO3HIA, XHHHIHH, CEPTHHION H

TepeHaHH;

- eproajlkaliOH/Iu;

-  HMG-CoA peaykTazHH HHXHOUTOPH, KAKBUTO C& CHMBACTaTHH H NTOBAaCTATHH,;

- TpHa30JiaM H NnepopalieH MHIa3o/aM

- IlpunaraHeTo Ha MHKOHA30J MEpPOpaNneH ren B KOMOMHALHA CbC CEAHOTO JIEKAPCTBO, KOETO ce
metabonusupa upe3 CYP2C9 (Bwxcre T. 4.3 [IpoTHBONOKa3aHHA):

Bapdapur

Cneguure nexapcTBa, NpHEMaHHd €JHOBPEMEHHO ¢ MEPOpaleH MHUKOHa30Nn, TpAaOBa na ce nmpunarar ¢
BHHMaHHE NOpaaH Bb3MOXHO YCHIBaHe WIH YAB/DKABAHE Ha TEpaneBTHYHHA HM edexT wW/nnm
HexkenauuTe edektH. [lpn HeobxomuMocT ao3upoBkaTa MM TpaOBa aa 6nLae HamaneHa U KOraro e
Bb3MOXHO, A2 C€ MOHUTOPHPAT TCXHUTE MUIa3MEHHU HUBA!

. Jlekapctsa, xouto ce Metabonusupat ot CYP3 C9 (BipkTe TOUKa 4.4):

- nepopajiHi aHTHKOAryNnaHTH, KaKbBTO € BapdapHH;

- NnepopajiHA  NeKapCcTBa, MOHWKABAIIM HMBOTO HAa KpBBHATA 3aXap, KAakBHTO ca
cyIpOHWIYPEHHHTE NpenaparH,

- (PeHHUTOHH.

. Hpyru nexapcrea, kouto ce Merabonusupar ot CYP3A4:
- HIV nporeazny HHXHOUTOPH KaTO CAKBHHABHD,

- HakoH aHTMHEOILUIACTHYHHY areHTH KaTo BHHKA ajnKanonan, 6ycyndan u gou
- Hskon 6n0kepy Ha KaNUMEBUTE KAaHANU KATO AUXUAPONHPHAHHH H Bepana
- Hsxon uMyHOCYNPECOpH KaTo LUHMKIOCNOPHH, TAKPOIUMYC, CHPOITUMYC (pa

3




- Rpyru: andeHTaBnwn, annpasonaMm, OporusonaM, OycnupoH, kapbamasenus, uuMnocracon,
auconupamMui, €0acTHH, METWINPEAHM3ONOH, MHAa3zonaM i.v., pebokceTuH, pupabyTHH,
cuiaeHaun U TPUMETPEKCaT.

4.6 DepTRIARTET, OpeMEHHOCT H KbLpMeHe

bpemeHHOCT

He ca npoBefeHr AOCTaTHYHO U A00pe KOHTPOJHUPAHH NPOY4BaHUS NPH OPEMEHHM KEHH.
[IpoyuBanuaATa NPH KUBOTHH, HITOKEHH Ha KIKHHYHO 3HAYHMH €KCIO3HIIMH, HE NMOKA3BAT MIPEKH WY
HeTpeKH BpedHH e(eKTH, CBLP3aHH C penpodyKTHBHAa TOKCHYHOCT. Karo npeamnaizHa mspka € 3a
npeAnovMuTaHe Aa ce H3barea ynorpebara Ha JlaktapvH no BpeMe Ha OpeMEHHOCT, OCBEH aKo NoJj3ara
OT TepanuATa 3a NAUKUECHTKATa HE CE CYMTA 3a NO-TrojIsMa OT PUCKOBETE 3a ILTOAA.

KbpMmene
He e u3BecTHO Jai¥ MHMKOHA30J1 WIH HeroBUTe MeTaboNHMTH C€ EKCKPETHPAT B KbpMAaTa (BHIKTE

Touka 4.4 CneuManHy NpenynpexiacHus ¥ npeanasHd Mepky npy ynortpebda).
4.7 EdexkTn Bbpxy cnocobHocrTa 3a modHpaHe H pabora ¢ MAIIAAR
JlakTapHvH He MOBJIHABA BHHMAHHETO H CNOCOOHOCTHTE 33 LOQHPaHe.

4.8 HexXxe JAHHA NEKAPCTBEHH PeaKIHH

Hacrosawmuar pasgen npeacTaBd HEKENaHHUTE peakuMy, HexxenaHnure peakliMy npeacTaBnsBat
He)XenaHu CbOHUTHA, 32 KOMTO Ce CMATA ¢ JOCTATBYHO OCHOBAHHE, Y€ Ca CBbP3aHH C U3MON3BAHETO HA
MHMKOHA30J1 Bb3 OCHOBA Ha NOAPOoOHA OlLieHKA Ha HATMYHATa HHQOPMALHA 33 HEXenaHoTo cuburne. B
OTAENHUTE CITy4Yayd HE MOXKE HAASKAHO Aa C€ YCTRHOBH NPHYHHHO-CNIEACTBEHATA Bpb3Ka C
MHKOHAa30/1. OCBEH TORA, Thil KaTO KIIMHUYHHWTE NPOYYBAHUS €A NPOBEKAAHH NPH YCIIOBUA, KOHTO
BApUpAT B roJiaM JHANa3oOH, YECTOTATA Ha HACTHIIBAHE Ha HEXENIAHU peaklMy, HabmojapalH B
KIMHHYHHUTE MPOYyUBAHHUA HA JaJIcH JIEKAPpCTBEH NPOAYKT, HE € NMPAKO CHNOCTaBUMA ¢ YECTOTATA B
KJIMHUMHHTE MIPOYYBAHHSA HA APYT JICKAPCTBEH MPOAYKT H MOKe [1a He OTpa3dBa 4ecToTaTa,
HaOnoapaHa B KIIMHHYHATA NPaKTHKA.

Be3zonacHocTTa Ha JlakTapyH nepopasieH ren € oueHsBaHa npy 88 Bb3pacTHU NALMEHTU C KAHIUWA03a
HJIH MMKO3a Ha YCTHAaTa KyXHHa, YYacTBaJIH B €JHO PaHAOMH3HPAHO, AKTHBHO-KOHTPOJIHPAHO,
NBOHHO-CIAMO KIHHHYHO NPOYYBAHE U TPH OTKPHUTH KIHHUYHM NpOy4BaHUA. Te3H NalUeHTH ca
npuenH Hali-Manko eana no3a Jlakrapul nepopaneH ren M ca rnpeJocTaBHIH JaHHHU 3a 0€e301acHOCTTA.

Hexenanute peakuuu, choO11EHH OT IeKyBaHHTE ¢ J{akTapHH nepopaneH ren BL3pacTHH NALMEHTH H
B YETHPHUTE KIHHUYMHH H3MHTBAaHHA, ca NoKazaHHu B Tabnuua 1.

Tataanma 11111: Hexxenann peaknuR, ¢bo0MeHn 0T BL3PACTHH NANHCHTH B 9€THPH
KJIHHAYHHA BPoy4BaHua Ha [JaKTapRH nepopajien reJ

JakrapuH
CHcTeMO-0prafneH Kaac NEpPOpaJICH refn
[IpeanouMTaH TEPMHH %
(N=88)
HapymeHHs Ba HEPBHATA CHCTEMA
[IpoMsiHa Ha BKycCa 1,1

CToOMamBO-9peBHH HAPYIICHHS

Cyxorta B ycTata

I'anene

Opanes guckoMpopt

[lopbwmane




Tabauna 11111: Hexkenann peaknnn, cb00mMeAN 0T Bb3PACTHE NANHEHTH B YeTHPH
K/IHHAYHA Npoy9BanHg Ha JJaxTapun nepopanen re

O6mu BapymeHnAs B e)eKTH HA MACTOTO HA NPHJIOKEHHE

HeobuuaeH BKyc Ha npogyKTa 4,5

bezonacHocTra Ha JlaKTapHH NEpopaieH Ten € OUCHABaHa NpH 23 NCOHATPHYHM NAUMCHTH C
KaHZHA03a Ha YCTHATA KYXHHA, YYACTB&IH B €1HO PaHAOMH3HPAaHO, aKTHBHO-KOHTPOJIMPaHO, OTKPHTO
IMHIYHO MpOYYBaHe ¢ NeAMATPUYHM MAUMEHTH Ha BB3pacT <1 Meceul Ao 10,7 roamnu. Tesw
NalMEeHTH ca MPHENH Hal-Mako €aHa 1033 J{akrapHH nepopalicH rei W ¢a NMPpeAoCTaBHMAM JaHHU 32
Oe3onacHoCTTA.

Hexenanure peakinu, CLoO1IeHH OT NeKkyBaHHTe ¢ JlakTapyH nepopaneH rei neaMaTpHyH4 NauMeHTH
B €IMHCTBEHOTO KIIMHM4YHO MpOYy4BaHe, ca npeAactapeHy B Tabnuua 2.

Tabanna 22222: HexxeaHA peaKknan, CHLOOIEHN OT NeARATPHAYHE NANHCHTH B
PAHAOMH3HPAHO, AKTHBHO-KOHTPOJIHPAHO, OTBOPEHO KJIHARIHO
npoyuBaHe HA /IAKTADHH HepOpaJieH e

JlakTapu
CHcTeMo-oprafHeH Kiac nepopasieH rei
[TpenriouMTaH TEPMHH %

(N=23)

CToMamHEO-9PEBHA HAPYIICHHY
Tagene 13,0
Perypruraius 8,7
[ToBphinane 13,0

IHocTMApPKETHHIOBR RAHHH

B pombnHEHHE Ha HEXKEJAHHTE PEaklMH, CbOOLIEHHW MO BPEME HA KIMHHYHUTE NPOYyYBaHMA M
H30POEHH MO-Tope, ca CHLOOLNEHH H CIEIHHTE HEXKEIAHH PEAKUHMH MO BpeMe Ha NOCTMapKeTHHIOBUS
onur (Tabnuna 3). B Tabnuuara yecrorata € noco4YeHa Cropea CNeAHUs YCTAHOBEH pea:

MHoro yectn > 1/10

Hectu >1/100n < 1/10

Heuectu > 1/1000 n < 1/100

Penku > 1/10000 u < 1/1000

MHoro penku < 1/10000, BKJ1. H30HPAHH CITyYaH.

B Tabnuua 3 Hexxenanure P€AKLHH Ca MpEACTABCHH [10 KATCroOpHrs Ha HECTOTaTa B3 OCHOBA HA
CpCHAHCTO UM NPpH KTHHUYHH WIH COIHACMHAONOTHYHH H3CAEABAHHA, KOraTO Ca H3BCCTHH,

) Tabauna 3: " Hexenans peaKnuH, yc'ranoneﬂn no Bpeue HA
HOCTMAPKETHHIOBHE ONHT ¢ JIakTapHH nmepopaJien re, no

KATErOpHYE HA 9€CTOTATA B KIHHHYHHA H3INHTBAHASY HJIH
_CMBICMHOJOIHIHA NPOYIBAHHS

Hapymenml Ha lmynaau CHCTEMA B |




C Heuzgecmmua
Jlnapus, cromatuT, o0e3lBeTIBaHEe Ha €3UKa
lyecmoma

| XenaToOH/IHAPHH HAPYIICHHS | |

C neuzgecmua
Xenarur
yecmoma |

S

HapymeHHsi HA KOXKATA H NOJKOKHATA ThKaH
AHruoezaem, TOKCHYHa eNUAepMaliHa HEKPOJIU3a, CHH,HPOM Ha
Stevens-Johnson, ypTukapus, 0OpUB, OCTpa reHepaii3upaHa

€K3aHTEMATO3HaA ITYyCTYJ1034, JICKAPCTBEHA PEAKLHUA C EDSHHD(])HJ'IHSI H
CHUCTEMHH CHUMIITOMH

|
®uKcupaH JieKapcTBEH OOpUB |

C neuzeecmna
yecmoma

CpboO11aBaHe Ha 110103MPaHy HEeXKeJlaHH peakiuy

CpoO1aBaHeTo Ha NOJ03MpPaHK HEXENaHH peakLMM crefl paspellaBaHe 3a ynorpeda Ha JiekapCTBEHHUS
NPOAYKT € BaxkHO. ToBa no3posisBa Ja NMpPOAB/DKH HAOIIOAEHHETO Ha ChOTHOLLEHHETO M10J13a/PHCK 3a
nekapcTBeHUs: npoaykT. OT MeJMUMHCKMTE CNEeLUMaJIMCTH C€ H3MCKBa Ja CboOlIaBaT BCsKa
MOJO3UpaHa HeXeJlaHa peakiMs Ype3 HallMOHAJIHaTa CUCTEMa 3a ChOoOLIaBaHe:

M3nbaHMTENIHA areHuMs No JekapcTaara

yn. ,,JlamsiH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 Ilpenosupane

Cumnmomu
B cnyuaii Ha HEBOJIHO Mpeo3MpaHe € Bb3MOXKHA 10ABaTa Ha MOBPbIIAHE H JHApH3.

Jlevernue

JleyeHHETO € CUMINTOMATHYHO W noaabpxaio. He coiiectsyBa cneuuduyeH aHTUIOT.

5. ®APMAKOJIOTMYHHU CBOMCTBA

5.1 dapmakolHHAMHYHH CBOHCTBA

®dapmakoTepaneBTH4Ha rpyna: AHTUMH(QEKLIMO3HU U aHTHCEITHLIH 32 JIOKAJIHO NMEePOPaTHO JIEUEHHE.

ATC xox: AO1AB0O9

MexaHU3bM Ha 1€EMCTBUHE
MuKOHA3071 NpUTe)KaBa AHTHMHMKOTHYHO JEWCTBHE CpeLly pa3npoCTpaHEHHUTE nepMaropuTH M
APOXKAH, KAKTO H aHTHOAKTEpHAJIHO AEHCTBHE CpelLly HAKOMW I paM-NO3UTHBHHU DaLMIK U KOKH.

MukoHa3on MHXHOMpa OHOCHMHTE3aTa Ha eprocTepos B rbOMYKHTE M MPOMEHS CbCTaBa Ha JAPYrH
JIMMKUIHA KOMIIOHEHTH B MeMOpaHaTa, KaTo TOBa BOJM JI0 HEKpO3a Ha rbOMYKOBaTa KJeTKa.

5.2 ®DapMaKOKHHETHYHH CBOHCTBA

'*“"‘-‘1‘“:‘ S
AbcopOrius | -

A wl 1 r\Jj

MukoHa3on ce pe3opOupa B CHCTEMHOTO KpbBOOOpalLLEeHHE Ciiel] MPUIOKEHUETO MY KaTo’ nppdpa,nea . \\
ren. [Ipunaranero Ha no3a or 60 mg MHMKOHA30J1 Karo NEpopaieH rejl BOAW 110 MUK Ha nﬂa:meﬂym \“% \
KOHLIeHTpauuu oT 31 — 49 ng/ml, oTkpuBallu ce NpUOIM3UTENHO 2 Yaca Clle] MPUIOKEHHETO. ™ v« -\ = |




Pasnpeanenenue
PezopOupaHHAT MHKOHA30/1 C€ CBBLp3Ba ¢ IUasMeHHTe nporerHH (88,2%), ocHOBHO cbC cepyMHUS
anbymMuH v yepBeHHUTe KpBBHH KieTkH (10,6%).

buotpaschopm
Pe3opbupaHara yact MykoHa3on ce Metabonusupa nouytu uanno. [lo-manko ot 1% ot npHerara no3a
C€ OTKpUBA HEMIPOMEHEHA B YPHHATA.

EnumuHupate
BpemeTo Ha NOMY:KMBOT HA MHKOHA30 B IU1A3MaTa NPH NMOBEYETO NAalHeHTH € okoio 20 1o 25 yaca.

CnenuanHy moimyjaalun

Bvbpeuno yapeacoane

BpemeTo Ha NOMY»KHBOT Ha MHKOHA30J NpPH NMALHEHTH ¢ yBpeacHW OnOpeuM He € NPOMEHEHO.
[InasMeHHTE KOHUEHTpallMd Ha MHKOHA30] MO BpeMe Ha XEMOAHANH3a ca YMEPEHO peayHHpaHH
(npubnuaurenno 50%).

5.3 IlpeaxnuHHYHHE JanBH 32 OezonacHOCT

Hpe,[IKIlHHH‘-IHHTe AAaHHH, OCHOBABRAIlH CC HA KOHBCHIIHOHAJIHH H3CIACABAHHA 38 JOKAJIHO Bb3NAJICHHE,
€AHHHYHO H MHOI'OKpaTHO IIPWIO)KEHA TOKCHYHA 1034, IFCHHa H PEIPpOAYKTHBHA TOKCHYHOCT
NOKAa3BaT, 4€ HaAMa CHCIJ.H(I)H‘IGH PHCK 3a XOpa.

6. ©OAPMAIIEBTHYHH JAHHH

6.1 Choacpkx HA NOMOIMHHTE BelllecTBA

[TomomHKTE BEWECTBA Ha IEPOPATTHUA ren ca:

KaprodeHo Huinecre

3axapuH HaTpu (E954)

[Nonucopbart 20

[TopTokanoB apoMar (CbabpaKalll ANCPreHH: LHTPa, UMTPOHENON, IMHANON, F¢PAHHON, d-THMOHER)
Kakaos apoMat (Cbabppikail asepreHn: 6eH3unor ankoxon, 6eHsunor 6eHzoar)

Eranon

[ muuepon

[IpeuncreHa Boaa.

6.2 HecnBMeCTHMOCTH

Henprnoxumo.

6.3 Cpok na rogsocr

3 roauHH

CpoOk Ha rogHOCT cJied ITbPBO OTBAPsAHE Ha ITbpBHYHATA ONaKoBKa: 28 aHH.
6.4 Chonenmanny yCJOBHA Ha CbXpaHeHHe

Ha ce cpbxpaHnasa noa 30°C.
Ha ce cpxpaHsaBa Ha MACTO, HEJOCTBITHO 3a AcLa.

6.5 Baan cbabpkaHHE HA ONAKOBKATA

JakrapuH ce npepnara noa ¢opMara Ha 2% nepopaneH ren.
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Bcaka xaproHeHa omakoBKa Chabpka Tyba ¢ 40 g mepopaneH ren ¥ MEpHTENHA JImKWYKA OT 5 ml
(otroeapsaiuM Ha 124 mg MHKOHA301).

6.6 ChnenHaJHE NpeaANa3HE MEPKH NPH HIXBLPJISHE H paboTa

3a na oTROpHTE TyOaTa, pa3BbpTeTe Kanaykara U npobuiTe oTBopa Ha TyfaTa ¢ NOMOILLTA Ha BbpXa Ha
Kana4kara.

HewnsnonipaHuAT JNICKAPCTBEH MPOAYKT HIH OTNIAABYHHTE MATCPHANIH OT HETO TPHﬁB& Aa CC H3IXBBPJIAT
B ChOTBCTCTBHE C MCCTHHUTEC H3IUCKBAHHA.

7. IIPATEXATEJI HA PAZPEINIEHHUETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.
Offices 5-7

Block §

High Street

Tallaght

Dublin 24

D24 YK8N

Hpnangus

8. HOMEPHA PAZPELHIEHHUETO 3A YIIOTPEBA

Per. Homep: 20011071

9. JATA HA TIBPBO PA3ZPEIIABAHE/NIONHOBABAHE HA PA3ZPELHIEHHETO 3A
YIIOTPEBA

Harta Ha mepBo pa3zpemaBaHe: 02 Hoemspu 2001
Hata Ha nocnegHo nogHoBABaHe: 15 nexkemepu 2011

10. JATA HA AKTYAIMIUPAHE HA TEKCTA

09/2025




