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Haxrapun 20 mg/g nepopanes ren
Daktarin 20 mg/g oral gel

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Enun rpaM Jlakrapus nepopalieH ren ceabpxka 20 mg MUKOHA301 {miconazole).
Bcekn 5 ml nepopaneH ren ceappika 124 mg MHKOHA301.,

[ToMoLIHY BenIecTBA ¢ HWIBECTHO ASHCTBHE:

Tlepopa HHAT ren chappka 7,85 mg eraHol BeB BCEKHM IrpaM, apoMaT Ha NOPTOKal (ChIBpIKALL
LWTpan, LHTPOHeNon, d-TMMOHEeH, TIepaHWON, JMHANON) H AapoMaT Ha Kakao (ChALPKALIL:
0,00000000138 mg 6enzun 6ensoar u 0,0000000023 mg GeH3KIOB ANTKOXOJ BBE BCEKH IPaM).

3a MBAHUA CIIHCHK HA TIOMOLIHKTE BELIECTBa BIXKTe TOuKa 6.1.

3. JIEKAPCTBEHA ®0OFMA

ban, xomorenes re: 3a nepopansa ynorpeda.

4. KJ/IMHWUYHHU JAHHH

4.1 TepaneBTHUHH HOKA3AHAH

3a neyenne n npodMIakTHKA Ha KaHHAO3a Ha opodapHHreanHaTa KyXUHa
4.2 Jlo3HpOBKA H HAYHH HA APAIOKeHAHE

Ja ce mpuinara ciieli XpaHeHe.

5 ml ren B MEpHTETHATA THXKHYKA Ca EKBUBATEHTHH Ha 124 mg.

OpodapHuureanHa KaHIHI03a

Buvspacmnu u Oeya na 12 200unu u no-zoremu — 2,5 ml (1/2 mepurenta TmkuUKa, eKBHBANEHTHA Ha
npubnuzuTeHo 50 mg) oT rena ce mpHUnara YETHPH TBETH THEBHO CJie] XpaHeHe. I'erbT He TpsaORa na
ce Iperbila He3abaBHO, 4 1a ©¢ 3aIbPXKa B YCTATa KOJIKOTO € BB3MOXHO [10-TBJIT0.

JleycHueTo TpS[GBa Aa NpoabIIAKH MHHHMYM COHA CCOMMIE C/IC OT3BYYaBaHE HA CHMIITOMHTE.

[Ipu xaHgHnoza Ha yCTHaTa KyxwHa 350HHTE NpoTe3 TpAGBa Aa ce cBandAT Npe3 HOUITA u Ja ce
IMOYHCTBAT C refa.

4.3 IIpoTuBONOKA3AHESA

JlakTapHH NepopalleH reil € NPOTHBOIOKA3aH MIPH CleAHHTe CIIy4al:

. Ilpn malMeHTH ChC CBPLXUYBCTBUTENHOCT KBM AKTHBHOTO BeLIECTBO, APYrd M _MMHIA30JOBH
NPOM3BOIHH WIIH KbM HAKOE OT TIOMOIIHMTE BellecTBa, H30poeHH B TouKa 6.1; =
. ITpy nauuenTy ¢ HapylileHa YepRoapobHa dyHKLINs;




- EproanKaJoHiH,;

- HMG-CoA perykrasHi HHXHOHTOPH, KAKBHTO ca CHMBACTATHH H JIOBACTATHH,

- TpHA30jaM H NepopaieH MHAa30IaM

- IlpunaraHeTo Ha MHKOHA30J HEPOpPANeH ren B KOMOHHAIMA CBC CIIEHOTO JIEKAPCTEO, KOETO Ce
Metabonmsupa upes CYP2C9 (BwkTe Touka 4.5 BsaumogeHcTBHe ¢ ApYTH JIEKAPCTBEHH PONYKTH
¥ Apyru (opMu Ha B3auMoOaciHcTRIE):

- Bapdapun
44 CopensaJHH NpeaynpexkIeHHs H NpeNa3Hd MepPKH OpH ynorpeba

Muxkonason ce abcopbupa cucreMHO H € H3BecTHO, 4e WHXHOMpa CYP2C9 n CYP3A4 (Bwkre
ToYKa 5.2 PapMakOKHHETHUHHA CBOHCTBA), KOETO MOXKE Aa JOBeIe N0 TpacH e(eKT Ha BaphapHH.
Cnyuaute Ha KbpBEHe, HIKOU OT KOWTO ¢ (hataneH u3Xof, ca OHIH AOKA3ABAHH TPH eQHOBPEMEHHATA
ynotpeda Ha MHKOHA30J1 MepopaneH resl ¥ BaphapuH (BIKTe Todka 4.5 BzaumoneiicTede ¢ apyru
JICK4PCTBEHM NPOAYKTH W ApYrH (OpMH Ha B3aMMOJEHCTBHME). AKO Cce TNaHHpa eAHOBPEMEHHA
ynorpeba Ha JlakTapuH M KyMapHMHOBM AaHTHKOAry/laHTH, KaKbETO € BapdapuH, edekTeT Ha
AHTHKOArynaHTHTe TpsOBa Aa ObJe BHHMATEIHO MOHHTOPHPAH H J034TA THTPHPaHa.

Ilpenopbyra ce MOHHTOpHpaHe Ha KPBBHHTE HHBA Ha MHKOHA30J M (EHHTOHH, KOraTo Te3H IiBe
JIEKAPCTBA CE NPUIIATAT ENHOBPEMEHHO.

flpp nanvedTH, KOMTO IRNON3BAT HAKOM TIEPOPATHH XMIIONTHKEMHYHH JICKApCTRAa, KakBHTO ca
cyngoHUNypenTe, O BpeMe Ha CHITETCTBAINO JIEYeHHe ¢ MHKOHA30, Tpa0Ba Jia ce B3eMaT NOAXOAALIH
Mepks (BIDKTE Touka 4.5 BaaumoneilicTRHe ¢ ApPYrH JieKapCTBEHH MPOOYKTH M JpyrH (opmyu Ha
B3auMoJeHcTBHe), Thil KATO MO3Ke Ja ce Habnlofaea NOBMINABAHE HA TEpPaNeBTHYHEA e(eKT, BOLEL]
IO XHTIOTTIMKEMHA.

TexkkH peaklvi Ha CBPBXYYBCTBHTEIHOCT, BIUIHOUHTEIHO aHAQHIAKCHA M aHTHOEEM ca NOKIIaABaHH
MO BpeMe Ha JIe4eHHe C JeKapcTBeHH (OpMH Ha MHKOHazon (Bwkre Touka 4.8 Hedxenanu
TIEKApCTBEHH PeaKklH). AKO C¢€ Pa3BHE peakiid, KOATC MpPEArioNara CBPBLXUYBCTBHTEIHOCT WIH
Jpa3HeHe, JEUEHHETO TPAOBA 1 Ce MPEyCTaHORH.

CepHo3HH KOKHM peakilHH (HanpHMep TOKCHYHA eNHSpMaliHa HEKpOJIH3a H CHHApPOM Ha Stevens-
Johnson) ca 6unu moknaaBaHK NpH NALMEHTH, pHeMainH Jlaktapis nepopaieH ren (Bikre Touka 4.8
Hexenanw nexapcTeeHH peakumnu). [IpenopbuBa ce mnalpeHTHTe Aa OBAAT HHGOpPMHpaHd 3a
NPpH3HALWTE HAa CEPHO3HH KOXKHH PEaKIMH, KAKTO H Y€ NPATOXKEHHETO HA I[aKTapPIH MepopalicH el
TpsOBa na OBle CIPAHO NPH NBPBA MOABA HA KOMKEH 00pHB.

CHGI_.[EHJ'[HPI OPEAYNPEXKACHWA 34 NOMOLHWTE BEINECTBA

Toea nexapcTBo chabpxka 7,85 mg ankoxon (eTaHom) FbB BCEKH I'paM NIEpOpaNeH rell, KOeTo € PaBHO
Ha 0,00785 mg/mg (0,785 % w/w).

KonnuecTroTO B €IMHHYHA MAKCHMAITHA 034 OT TOBA JIEKApCTRO 3a Bh3pacteH (10 ml nepopanen rem)
€ EKBHBANCHTHO Ha Mo-Malko oT 3 ml 6upa wie 1 mi BrHO.

MankoTO KOMHMECTBO AMKOXOM B TOBA JIEKAPCTBO HAMA A MMa 3a0eTekHMHE eeKTH.

ApoMaT Ha IOPTOKAJ H BKY¢ Ha KaKao
To3u nexkapcTBeH TpPOAYKT CBABPXKA APOMAT HA TIOPTOKaNn (CHIBPNKANL LMTPAN, IMTPOHENON,
JIMHANOJ, TepaHnoi, d-THMOHEH) H apoOMAaT Ha Kakao (ChAbpKall OEH3WIOB ANKOXON, DeHaun
feH30aT), KOWTO MOTaT J1a IPHIHHAT AJIEPIHYHH PEAKIHH.

Tosu nmexapeTBeH mnpomykT cbIbpka 0,000000017 mg OGensun OeH30aT BhE p;mt‘ X ﬁﬂﬂ;‘fll:mg
MakcuMaliHa noza 3a peapacteH (10 ml nepopanen ren). bensun GenzoaTeT Monce';ﬂw TSRO
JIOKAITHO JPazHEHE.
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MaKcHManHa A03a 32 Be3pacTeH (10 mi nepopanen ren). BeH3WIORHAT ATKOXON MOXeE JIa TIPEAH3BHKA
2NePrHYHH PEaKLHH.

Ipunoxkenuerc Ha OEH3WIOB a/KOXOJN € CBBP33aHO ¢ DHCK OT TEXKH HEXENaHH PEaKIMH,
BKIIFOHMHTETHO IPoLJIEMH ¢ IHINaHeTO (HApeUYeHH ,.CHHIPOM Ha 3a{bXBaHe"™) MpH MAJKH Jena.

BpemennH miH kepMellH keHH Tpa0Ba Ja ce KOHCYJITHpar C JeKap Hpedd Aa NpHeMaT TOBa
JICKapCTBO. Toea e Taxka, 3aloTO rojlieMH KOIMHYCCTBa 66H31{J]08 aIKOX0JI MOraT a4 C¢ HaTpYHAaT B
TANOTO HM H JIa MPpHYHHAT HeXenaHH peakly (HapeueHd ,,MeTabonuTHa annaoesa®).

Tanwenture ¢ 6n0peuno 3adonspane TpsaOBa Ja ce KOHCYNTHPAT ¢ JCKap MPEOu Aa TIPHEMAT ToRa
JICKapCTRO. Toea ¢ Taka, 3al10TO roJeMH KOIMYeCTBa OeH3WIOB aJIKOXO0Jl MOraT Ja <€ HaTpymar B
TAMOTO MM M Ja TPHYHHAT HEXKENaHH Ppeakuuu (HapeueHH ,MeTabonuTHA anuAosa™). BHcoku
KONMMYECTBA OEHIMITIOR AJIKOXOJ TpSlﬁBa Ada ce IMpHIaraT ¢ IOBHIICHO BHHMAHHE H CaMO ako €
HeoOxoMuMo, 0COGEHO NMpH TALMEHTH ¢ GBOpedHO yppeKDaHe NopaldH pPHCK OT HaTpynBaHe Ha
TOKCHIHOCT (MeTaGoITUTHA auuaosa).

BeHaunoBuAaT aakoxol Moxe aa NPHYHHH JICKO TOKATTHO JpazHeHe,

ToBa mekapcTBO chIBpXa mo-mMamko or 1 mmol (23 mg) warpmii 3a mo3a or 10 ml
(MaxkcyuManHa J03a 32 BE3pAcTCH), T.€. 0 ChHISCTBO ¢ ,,0e3 HaTpuii®,

4.5 BsaumopeiicTBMe ¢ JPYIrHA JIEKAPCTBEHH NPOXYKTH H ApYrd GopMH HA B3auMoZeficTBHe

Koraro ce ynorpebsaBa KakeoTo H a € CLITLTCTBALNO JIEKapcTRO, TPAOBa Ja ce HAITPABH KOHCYJITanMs
¢ Heroeara KKXTI za abT4 Ha Heroeus MetabonmureM. MukoHason MoXe Aa HHxHOMpa MeTabomMa Ha
nekapcTBa, xouto ce Merabommsupar ot CYP3A4 n CYP2C9 ensumBa cucrema. Topa MOxke ja
NOBENE A0 3aCHIICH WHIH YALDKEH e(eKT Ha Te3H JIEKapCTBA, BKITIOUHTEHO HEXETAHH PeakiMH.

[lepopalHUAT MHKOHA30I € IPOTHEOTIOKA3AH 33 CBBMECTHA YHOTPe0a Che CIEAHUTE JIEKAPCTBA, KOWTO

ce metabomuzupar ot CYP3 A4 (swxre Touka 4.3 [Iporueonokazaums):

- cyOcTpard, W3BECTHH ¢ YAB/DKaBaHe Ha QT-HHTepBana, KakBHTO ¢a HalpHMEp aCTeMH3OM,

Oenpummn, umzanpuf, godeTHnua, Xano(aHTPHH, MH30MACTHH, TMHMO3HI, XHHHAHH, CEPTHHAON H

Tepderanux;

- eproalkalouau;

- HMG-CoA peayKTazHH HHXUOUTOPH, KAKBUTO ¢ CHMBACTATHH W TOBACTATHH,

- TpHMAa30JaM M NepopaleH MUAazoIaM

- IIpunara#eTo Ha MHKOHA30JI NEpOpaNeH el B KOMOHHALIMA CBC CNIETHOTO JIEKAPCTBO, KOETO C€
meTaGonusupa upes CYP2CY (swkre 1. 4.3 TIpOTHBOMOKAZHHNS }:

BapthapHy

CneanmTe JekapeTsa, TPHEMAHH eJHOBPEMEHHO © MEpOpasicH MHKOHA3071, TpsORa 1a ce mpmnarar ¢
BHHMaHHe TIOpPaJH BB3MOXKHO YCH/IBAHE HWIIH VAL/DKABAHE HA TepaneBTHYHHA HM edexT WM
HexenaHnute edektu. Tipn HeoOxomuMocT mosupoekara uM Tpabea ga Obne HamaleHa W KOraTo €
PBE3MOKHO, 1 C€ MOHHTOPHPAT TeXHHTE IJIa3MEHH HUBA:

. JlexapctBa, KoHTO ce MeTabonuzupar ot CYP3 C9 (suxkre Touka 4.4):

- nepopaH{ aHTHKOAryJIaHTH, KaKBRTO € Bap(hapHH;

- NepopajlHe  NI€KapCcTBa, MOHIKABRAILIH HHBOTQO HAa KpBBHAT& 3axap, KakBUTO ca
cynGOHITYpeiiHHTE npenaparH;

- (hEHHTOHH.

. Hpyru nekapctea, kouto ce metabonusupar ot CYP3A4:
- HIV nporeasan nEXHOMTOPH KaTO CAKBHHABHP; / Q*-
- HAKOH aHTHHEOIUIACTMEHM areHTH KATO BHHKA AIKaIonm, Gycyadan u nondfarten
- Hsaxou 61okepy Ha KaTIUHeBHTE KAHATH KaTo ANXHIPONHPHIHHH U Bepanam
- Hsakou MMYHOCYHPECOPH KaTO LUHKIIOCTIOPHH, TAKPOIMMYC, CHPOIUMYC (pamXMm;nH)




- Jdpyrn: andenranun, anmpasonaMm, GpoTHzomam, OYCIHpOH, KapbamaszenuH, LHIOCTACOT,
JHMCOTIMpaMHJl, €0acTHH, METWINPESHM3ONOH, MugasomaMm iv., peGokcerun, pudabyrun,
ciaeHaduI ¥ TPHMETpeKCar.

4.6 ®Pepruanrtet, 6peMEHHOCT H KbpMeEHe

BpeMeHHOCT
He ca npoBeAecHH JOCTATHYHO U 100pe KOHTPOIMPAHH POYYBAaHHA pY OpeMEHHM XXCHH,

ITpoy4BaHMATA NPH KHBOTHH, HTOXKEHH Ha KITHHWYHO 3HAYHMH €KCNO3ULHH, He TTOKA3BaT NPEeKH WIH
HETIpekH BpenHH eeKTH, CBBP3aHH C PENPONYKTHBHA TOKCHMYHOCT. KaTo mpenmasHa Mapka € 3a
npeAnoYMTaHe a ce M3barea ynorpebara Ha JlakTapHH no BpeMe Ha OPeMEHHOCT, OCBEH aKO MoI34aTa
OT TEpanHATAa 3a NAIHEHTKATA He Ce CYHTA 32 I0-TO/IAMa OT PHCKOBETE 3a TUI0Ja.

KtpmeHe
He e HM3BECTHO JajM MHKOHA30/l MAM HEroBHTe MeTalCONHTH ¢€ EKCKPETHpaT B KepMara (BHXKTE

Touka 4.4 Cnennansy npegynpexacHis ¥ peAna3Hl MEPKH IpH ynioTpeba).
4.7 EdeKxTn BbPXY cnocoGHOCTTa 3a odupane 7 paGoTa ¢ MAMHEHE
Jaxtapun He NOBIHABa BHHMAHHETO M CIoCcOOHOCTHTE 3a Wodupase.

4.8 Hemxenann JeKAPCTBeHH PeAKIHH

Hacroanuar pazien Npencraps HexenaHnTe peakuyd. HesxenaHuTte peakiliy NMpeACTARNSBAT
HEXKENAHH CHOWTHA, 38 KOMTO C¢ CMATA ¢ JOCTATRYHO OCHOBAHUE, Y€ CA CBLP3aHH ¢ H3NOI3BAHETO HA
MHKOHA30J1 Bb3 OCHOBA Ha noApoOHa OLIeHKA HAa HATMYHATA HHPOpMallA 3a HexenaHoTo chbuTHe. B
OTACITHHTE CITy4aH HE MOXKC HaOCKIHO 4a C€ YCTAHOBH NPHYHHHO-CACACTBCHATA BPB3Ka C
MHKOHa3011. OCBEH TOBRA, Thil KATO KIMHHYHHTE NPOYUBaHHA Ca TIPOBXKAAHH [IPH YCIOBHA, KOHTO
BapHparT B oM JHAIIA30H, Y€CTOTATA HA HACTEIIBAHE HA HEXKENAaHH peakKlHH, HaﬁJ'lIO)IaBaHH B
KIHHHYHHTE IPOYYBAHHA HAa Ja€H JEKAPCTBEH MPOAYKT, HE € MPAKO ¢HIIOCTABHMA ¢ YECTOTATA B
KIHHHYHHUTE NPOYUBaHHA HA JPYT JCKAPCTBSH MPOOYKT H MOYKE a HE OTpa3fgBa veCToTaTa,
HaﬁmonaBaHa B KIHHHYHATA MPAKTHKA.

be3zonacHocTTa Ha JIakTapHH TIEPOPANICH Tl € OLCHABAHA NPH 88 BE3PACTHH MAIIMEHTH C KAHAKT03A
WIH MMKO32 Ha YCTHATa KyXHHA, YYacTBAIH B @JHO PaHOMH3HPaHO, aKTHBHO-KOHTPOIIMPAHO,
ABOHHO-CJIANG KTMHHYHO NMPOYUBAHE H TPH OTKPHTH KIIMHWYHHE NMPOoyuBanud. Te3u nanueHTH ca
TIpHENH Hali-Manko eaHa go3a JlakTapuH nepopajieH re H ca NpefoCcTaBUIN JaHHH 33 Ge30MacHoCTTA.

HexxenaHuTe peaklivH, CEODILEHH OT JeKyBanuTe ¢ JlakTapus nepopaien refl Bb3pacTHH NalHeHTH H
B YETHPHTE KJIHHHYHH H3MHTBAHHA, ¢4 MOKasaHH B Tabmua 1.

Tabnuuna 1: Hexedann peaknuy, CLO0IEHHE 0T BB3PACTHY NATHEHTH B Y€ THPH
KJAHAYHHE NPOYYBAHHEA HA JlakTapHa nepopajieH reja
Haxrapux
CHeTeMO-0prafeH Kiaac nepopaneH rea
IIpennoynTas TepMHH %
(N=88)

Hapymenss HA HEPBHATA CHCTEMA

IIpomana Ha BKyca

Cromanino-4peBHH HApYIMIEHUS

CyxoTa B ycTaTa

Tanene

Opanen guckombpopt




Tabaumna 1: Hexenann peaknuu, ¢b000I¢HA 0T BE3IPACTHH OALHECHTH B 9eTHPH
KIHHHYHN OpoyuBannd Ba Jaxrapan nepopanien rea

TloBpbmane 1,1

O0mE sapymeHnss ¥ e¢(peKTHE HA MECTOTO HA NPHJIQAKERHE

HeolHuaeH EKyC Ha MPOAYKTa 45

besonacHocTra Ha JlakTapuH NepopaneH ren e OUCHABaHA NpH 23 nelAHATPHYHH TALHCHTH C
KaH/M/I03a Ha YCTHATA KyXHHA, Y4acTBAIH B €THO paHJOMH3HPAaHO, AKTHRHO-KOHTPOIMPAHO, OTKPHTO
KIHHHYHO TpOyYBaHe ¢ NCAHATPHUYHM NAalMeHTH Ha Bb3pacT <! mecey mo 10,7 rommnn. Tezm
MaLMeHTH ca MPHETH Hail-Manko eqna gosa JlakrapHH nepopaneH rel H ¢a NPpeJOoCTABMIM AAHHH 3a
fesomacHocTTA.

Hesxenanpre peakiiiy, ¢HOOIICHH OT IeKyBaHUTe ¢ JJakTapHd nepopaneH rej NeAMATPHYHHE NALHEHTH
B €JHHCTBEHOTO KIIMHHYHO NPOYYBAHE, ¢a MpeacTaeeHu B Tabnuna 2.

Tabnmama 2: Hesxenann peaxnan, c00MmeHn 0T Ne{HATPHYHH NALHEATH B
PARJOMH3IHPAHO, AKTHBHO-KOHTPOJTHPAHO, OTBOPEHO KIHAHIHO
npoyusane Ha JaKTapeH nepopanen reji

Haxrapun
CucTemo-opranen xiac NIEpOpaAICH Tl
[MpennounTan TEPMUH %

(N=23)

CToMamHO-4peBHH HapylIeHASN
lanene 13,0
Perypruraims 8,7
[ToBpoinane 13,0

IMocTMaAPKEeTHHTOBH JaHHH

B momenHeHHE HAa HEXENAHWTE peakiMH, ChOOMEHH MO BpeMe Ha KIHHHUHHTS MpPOyYBaHHA H
u3bpoeHn Mo-rope, ca cho0LIEHH W CNIEHHATE HEXKENAHH PeaKiMM MO BpeMe HA NOCTMAPKETHHTOBHSA
onuT (Tabnura 3). B TabnuuaTta decToTara € NOCOYECHA CIOPET CNEAHHA YCTAHOBEH Pejl:

MHoro YecTH > 1/10

Yectn > 1/100m < 1/10

Heuectn > 1/1000 u < 1/100

Peaxn > 1/10000 1 < 1/1000

MHoro penku < 1/10000, BKJ1. H3OJTHPAHH CITyHaH.

B Tabnuua 3 HekeNnaHHUTE peakiiu ca NPeJICTABEHHM 110 KATErOpHs Ha YECTOTATA Bb3 OCHOBA Ha
CpeLIaHETO MM TIPH KJTHHUMHU WIH €MHIEMHONIOTHYHA M3CIEABAHHA, KOTATO ¢4 HIBECTHH.

Tabnmuoa 3: Hexelann peaknnH, YCTAHOBEHH N0 BPpeMe HA
HOCTMapKeTHHIOBHA ONHT ¢ JIAKTAPHH nepopasen rej, no
KaTeropHsi HA ME€CTOTATA B KJIMHHYHA H3NATBANASA H/IA
€NHAEMHOIOTHTHA POYIBAHHENA

Hapymemm HAa HMYHHATA CHCTeMA

C Heuzgecmua

AHadQIIaKTHYHA PEAKLHA, CBPBEXYYBCTBHTEIHOCT
yecmoma b p » CRPRXTY

PecnEpaTOpHH, TPLAHH H MEIHACTHHA/IHH HAPYIIEHHA

C neuzsecmma
wecmoma

3anapsaHe (Bx. [IpoTHBOMOKA3AHMS)




CTOMAIIH(Q-TPEBHA HAPYHICHHE

C nHeuzgecmua

yecmoma JIuapus, cTOMAaTHT, 00E3IBETABAHE HA €31KA

XenaTo0waHApHH HAPYIICHHS

C neuzgecmna
yecmoma

XenaTtur

Hapymesns HA KOX¥KATA H I0JK0KHATE ThKAH

AHTHOEAEM, TOKCHYHA €MHAEpMallHa HEKpOJIH3a, CHHIPOM Ha

C neuzgecmua Stevens-Johnson, ypTukapus, oGpue, ocTpa reHepalH3HpaHa
yecmoma CK3aHTEMATO3HA ITyCTY103a, JICKAPCTBECHA peaKILiHg C GOBHHOQ)PLTIHSI H
CHCTEMHH CHMITTOMM

Crobmarane Ha DONO3HPAHH HEXENAHH DEaKIIMH

Cro01maRaHeTo Ha MOJOZHpaHH HeKeNIaHH PeaklWH cliell paspeilasaHe 3a ynoTpeba Ha IeKapCTBEHHA
MPOAYKT € BaXKHO. 10Ba MQ3BONARA Aa NMPOJLIDKH HaOMIONEHHETO HA CHOTHOLICHHETO TON3a/PUCK 3a
JEKAPCTBEHHA MPONyKT. OT MeqMUHMHCKHTE CHCUMANHCTH ¢ W3MCKBa Ja cboDlasaT Beaka
NONO3HPaHa HEeXKENaHa PEaKuMA Ypes HAllHOHAIHATA CHCTEMA 3a choblnaBaHe:

HanbiaHHTENHA areH1Ma 110 JeKapcTeaTa

yn. ,Jdaman I'pyes” No §

1303 Codusn

Ten.: +359 2 8903417

yeOcaiir: www.bda.bg

4.9 Ilpepoampane

Cumnmomu
B ciy4aii Ha HEBO/IHO [IPEO3HpaHe € BBIMOMKHA TIOABATA Ha MIOBPBINAHE H AHADMS.

Jlevenue

JleueHueTo e cuMITOMaTHYHO M noaaspaamo. He crinectyra cnenuyer asTumor.

5. ®APMAKOJOTHYHH CBOMCTBA

5.1 QapmaxkoaHHAMHAYHH ¢BOHCTEa

dapmakoTepaneBTHYHA IPpyna: AHTHHH(EKIOZHH H AHTHCENTHLIH 32 JTOKATHO NepOpanHo JIeYeHKe.

ATC xon: AQ1ABOY

MexaHH3IBLM HA JIeHCTRHE
MHKOHA301T NPHTEKABA AHTHMHMKOTHYHO JEHCTBME Cpelly pasnpocTpaHeHWTe JepMaToPuTH M

APOKIIH, KAKTO W aHTHOAKTepHaHO eHiCTBHE Cpelly HAKOK I paM-nozuTiBHH Galyang W KOKH.

Muxonazon unxu0upa OHocHHTe3aTa HA eprocTeposi B I'BOHUYKHTE M MPOMEHA CHCTaBA HA JPYTH
JMIHIHH KOMTIOHEHTH B MemOpaHaTa, KaTO TOBa BOJIH 0 HEKpo3a Ha rbOMUKOBATa KIIETKA.

52 @apmMakoKHHETHYHH CBOHCTBA

AGcopbuma :
MuKkoHaz0! ce pe3opOHpa B CHCTEMHOTO KpbBooOpallIeHHE Clie npnnoncenﬂe”fp My aTo nepopaneﬂ
ren. Tlpunaranero Ha 1032 oT 60 Mg MMKOHA30J KATO TMEpOpaneH Tell BOAM AP IHK Ha nnaamenmg;
KoHileATpanuy ot 31 — 49 ng/ml, oTkpusaiu ce npubausuTenHo 2 yaca creld \hpgmo;xeme’m

Pasnpenenenue



PezopOupaHuaT MMKOHA301 ce CBBp3Ba ¢ IUtasMeHHTe npotenHH (88,2%), OCHOBHO CBC cepyMHMA
anOyMHH H YepBeHuTe KpbBHH KiteTkH (10,6%).

buoTpancdopm
Pezopbupanata yacT MHKOHA30J ¢¢ MeTabonKskipa RouTH 3L, ITo-manko ot 1% ot npueTata xo3a
¢€ OTKPHBA HEITPOMEHEHA B YPHHATA.

Enum aHe
BpeMeTo Ha NomyKMBOT HA MHKOHA3OI B ITA3MaTa NpH NMOBEYETO NalMEHTH € okono 20 no 25 yaca.

CrieltHallH¥ TomyA

Bwbpeuno yepexcoane

BpemMeTro Ha NOMY>KMBOT HA MHKOHA30J TIPH TAIHEHTH C yBpeaeHH OBnOpelM He € NpOMeHeHO.
[InasmeHHTe KOHUESHTpAlHM HA MHKOHA30I MO BpeME Ha XEMOOHANM3a €4 YMEpPEeHO pedylMpaHH
(npubnusurenso 50%).

53 IlpeaxaHAAYHHE KaHHY 32 Ge30MACHOCT
IpeaxIMHHYHATE AaRHH, OCHOBABAIIH CE HA KOHBCHUMOHAIIHH W3CNEABAHHA 3a JIOKATHO BB3NAJICHHE,

CIHHHYHO W MHOTOKPATHO MNPWIOKCHA TOKCHYHA [034, reiHa H PCIPOOTYKTHBHA TOKCHUYHOCT
MOKAa3BaT, 4€ HAMa CHGU.H(I)PI‘-ICH PHCK 3a Xopa.

6. OAPMANEBTHYHA TAHHA

6.1 CnHcbK HAa DOMOIBATE BemiecTBa

IMomomHHuTe BelIecTBa Ha IEpOpaTHUs Ted ca:

KaprodeHo Hulnecte

3axapun Hatpwmii (E954)

TMonucopbar 20

[Moprokanoe apoMaT (ChABPKAIL aJICPreHN: LUTPal, TUTPOHEIION, JTHHAION, TepaHuon, d-THMOHEH)
Kakaos apomar (ChABpsKai ajieprequ: 6eH3mwIoB aakoxon, Sensunos Gensoar)
Eranon

Cnuuiepon

IIpeurcTena roaa.

6.2 HecbBMeCcTHMOCTH

Henpunosxumo,

6.3 Cpox ua rogaoct

3 roguuH
CpOoK Ha FTOZHOCT clief IBPBO OTBapsaHE Ha TEPBMYHATA OTNIAKOBKA: 28 JHH.

6.4 CrelnaJIHH YCIOBHS HA CHXpAHEHHE

Ja ce cexpannga noa 30°C.
Jla ce chXpaHABa HA MACTO, HEJOCTBITHO 33 A¢1Ia.

6.5 Baan cpIbpxAHAE HA ONAKOBKATA
JlaktapuH ce npeanara nof dopmara Ha 2% IiepopaneH rein.

(otroeapsim Ha 124 mg MHKOHA30M).




6.6 CnenmBanHs DpeAna3EH MEPKHA HNPH HIXBbpJEHE H paboTa

3a na oTsopHTe TybaTa, passBpTeTe KallaukaTta H npobuiiTe orBopa Ha Ty6aTa ¢ NOMOILTA HA BEPXa Ha
Kanaykara,

Hewnsnon3saHHUAT JIeKaPCTREH NPOMYKT HIIH OTHATLYHHTE MAaTEPHANH OT HEro TPAORA JIa e H3XBLPIIAT

B CHOTBETCTBHE C MECTHUTE M3HCKBAHHUA.

7. HNPHTEXKATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

McNeil Healthcare (Ireland) Ltd.

Airton Road, Tallaght

Dublin 24

Hpnanpus

8. HOMEP HA PAZPEINIEHHETO 3A YIIOTPEBA

Per. nomep: 20011071

9. JATA HA IIBPBO PA3PEIHABAHE/IOJHOBABAHE HA PA3ZPEIIEHHETO 3A
YHOTPEBA

Harta Ha mepBo pazpernaBane: (2 Hoemspu 2001

JlaTa Ha IOCNEAHO MOAHOBARAHE: 15 aexemppH 2011

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

09/2022




