KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HME HA JIEKAPCTBEHUS ITPOAYKT AU 0 FIOIFE

AKSEF 250 mg film-coated tablets £9 9 —

AKCE® 250 mg duiimupaHu TabneTku 14 -05- 2025

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Besaka gpunmupana TabneTka Chabpxka ledypokcuM akceTui (cefuroxime axetil) ekBUBaeHTEH Ha

250 mg uedypokcum (cefuroxime)
3a IbJIHUSA CIIMCHK HA TIOMOLIHUTE BelllecTBa, BUXKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

dunmupaHa tabJieTka
[Tpoawnrosaru, 6enu, pruiiMupanu TabiaeTkH, ¢ JeIUTENIHA YepTa OT €/[HaTa CTpaHa, a OT Jpyrara
ctpaHa ¢ Haanue NOBEL

4. KJIAHUYHHUA JAHHH
4.1. TepaneBTHYHH NMOKA3AHHSA

AKSEF e nokasan 3a ie4eHue Ha clieJHUTe MHDEeKLNH, TPUYNHEHU OT YYBCTBHTEIHU OAKTEPHUH:

e MHHdekunn Ha JOJHUTE IUXATETHU THTHIIA: OCTHP OPOHXHUT, 000CTPEH XPOHHYEH OPOHXHUT H
[THEBMOHMS

e MHdekunu Ha ropuuTe auxaTeiHU mbTHIA: YHI nH(exunu, kKaTo OTUT Ha CPETHOTO YXO,
CUHY3HUT, TOH3WINT U PApUHTUAT

e VYporeHWTAIHU UHPEKLUU: TTUEJIOHEPPHUT, LIUCTUT U YPETPHUT
e HHdekumnmn Ha KOXKATa U MEKUTE ThbKaHU: Py PYHKYJI03a, THOIEPMHUS U UMIIETUTO
e ['OHOpesi: OCTbP HEYCJIOKHEH TOHOKOKOB YPETPUT U LEPBULIUT

e Panen craawii Ha JlaitMcka OonecT u npeOoTBpaTIBaHE HA IMOCJe/Ballo pa3BUTHE HA DOJIeCTTa
B KbCEH CTAJWI NMPH Bb3pacTHU M Jieua Hajg |2 roguHu.

4.2. /{o3MpOBKA H HAYHH HA MPHJIOKEHHE
Jlo3upoBKaTa ¥ NpobIKUTENTHOCTTA HA JIEUEHHUE Ce ONpelesisiT CboOpa3HO YyBCTBUTEIIHOCTTA Ha

NnaToreHa M JOKaJIu3aluAaTa Ha Bb3naJIuTeJIHUA TNpoLEeC. [ IpenopbunTEIHATA 1034 3a Bb3PACTHHU U
IOHOIIM Haa 12 roAMHHU €e:

Hudexknuu [IpenopbYHTESHA 1032 Kypc Ha jiedeHHe
DapHHIHUT, JIJApDUHTUT, CHHY3HUT 250 mg 2 mbTH JHEBHO 10 qHm
OcTbp OpOHXHT 250 mg nym 500 mg 2 mbTH JHEBHO 5-10 1HH
O6ocTpeH XpOHUYEH OPOHXUT 250 mg nim 500 mg 2 nbTH IHEBHO 10 quM
YporeHuTaHu MH(EKLIHN: 125 mg unmn 250 mg 2 mTH JIHEBHO 7-10 qHu
MUEJIOHE(PPHUT, IUCTHT M YPETPUT

Mudexunn Ha koxaTta U MEKUTe 250 mg wam 500 mg 2 IMbTH AHEBHO 10 qHn
TbKaHW: (PypPYHKYJI03a, MHOAEPMHUS

H UMIIETHTO

I"'oHOpes 1000 mg eIHOKpaTHO eAMHUYHA J03a
PaneH craguii Ha JlaiiMcka bonect | 500 mg 2 mbTH JHEBHO

KypcbT Ha neyenne Moxe J1a Obae npoab/pkeH 0 10 JHU Npu MauMeHTH ¢ HHPEKII
B-XeMOJIMTHYEH CTPENTOKOK, 3a J1a ce€ n30erHe pa3BUTUETO Ha OCTpa peBMaTHYHa TEh
OCTBP TJIOMEPYJIOHEDPHT.



3a onTuManka pesoponua Tabnetkure AKSEF Tpa0OBa na ce p3emar cien xpata.
Tabnetkure AKSEF He TpabBa na ce pa3yynsar ¢ orjie] NpoMsHa BbB BKyCa.

EOSH DOBKA TPH AcCLid

O6ugaitnarta 03a e 125 mg asa w1y AHeBHO MM 10 mg/kg NBa ITETH AHEBHO KaTO AHEBHATA 1034 HE
TpabBa ja Haasuwasa 250 mg. [Tpu Aelia Ha PB3pacT Hall 2 TOAWHY NpH ofitis media 250 mg ABa MbTH
nHeBHO WK 15 mg/kg n8a NbTH JHEBHO KaTo AHEBHATA [103a He TpAOBa 1a HanBHiliasa 500 mg.

BbipacTHH K_DalHeHTH ¢ 6xOpeyHu yBpexaaHnd

He ca HeoOX0IMMH ChieLHATHH NpeANa3Hi MEPKU NPH NauMeHTH ¢ 6u0peuHH yBpeKIaHHa UITH TIpH
TakKBa HAa XEMOJWANH3a, HJIM IPH BH3PaCcTHHU NManueHTH B CITydai, 4e JHEBHATA 0034 Ha JIEKAPCTBOTO
He HaIXewpas 1 g.

4.3. IIpornBonoxkazaHus

AKSEF ne tpa6sa [ia ce npunara rpy NaLUEHTH CbC CBPBXYYBCTBHTETHOCT KbM LHEQPYPOKCHM, KbM
OpYrd aHTHOMOTHIIK OT rpymnara Ha LedanoCrnopuHUTE HIH KbM HAKOE OT MOMOLIHHMTE BELIECTBA.

4,4. ChnennajHM NpeaynpekIcHHA H NMpeana3Hl MepKH 1pu ynorTpeba

LledartocnoprHoBATE aHTHOMOTHUM Hal-00110 MoraT ga ObAaT NpUIaravy npy MaHeHTH
CBPBLXYYCTBHTE/IHM KbM NIEHHIIUIMHY, BLIPEKH, He € A0KazaHa KpbCToCaHa peakums. Ha cneuuanto
BHUMaHHE MOIJ1€XKAaT MalUeHTHTE, KOUTO ca MMally aHaHNakTHYHH peakLHU CIIpAMO NEHULMIKH.
AKO ce pa3Bue KIIMHUTHO 3HaYMMa AlepTHYHA peaKlus, TeKapcTBOTO TpA0Ba 1a ObAe CApAHO U J1a ce
3alI04YHE ChOTBETHA TEpariHs.

CepHO3HUTE OCTPH PEaKLIMK HA CBPBXYYCTBHTENHOCT MOXKE J1a HAJIOXKAT JieYeHHE ¢ enuHedpHH 1
APYTH CHEUIHH MEepPKH, BIUTIOYUTENHO KHCITOPO, HHTPABEHO3HN BIIHBAHNA, AHTHXHCTAMHHHA
UHTPABEHO3HO, KOPTHKOCTEPOUIH, TIPECOPHU aMHHH, IPSHAXK HA OMXATETHWTE TETHIIA, MO KITHHHIHH
NIOKa3aHWA.

KakTo rnpu Apyr# IWWHPOKOCTIEKTHPHH aHTUOHOTHLH, MPOTB/DKATENTHOTO NTPHEMaHE Ha LedypOKCHM
MOJKE Ja MpeNH3BYKa Pa3BUTHETO HAa HEXXeNaHH MHUKpoopranniMu (Hanpumep: Candida, Enterococci,
Clostridium difficile), konTo Morart Ja Hamoxar criupane Ha nevenuero. Hadbnonasan e
nceBIOMeMOpaHo3eH KOIHT BEB BPb3Ka ¢ MPUIOKEHHETO HA IIMPOKOCMIEKTHPHH aHTHOHOTHLIY,
nopaau Tosa TpAOBa Ja ce UMa NMpeABU]l ANArHOCTHLMPAHETO MY IIPH MaLMEHTH, KOUTO pa3BHBaT
IUapHs 1Mo BpeMe WK ciel yrnoTpebara Ha aHTHOHOTHKA.

Jlexa u cpefHocTENEHHa 6EOpeuHa HEFOCTATHYHOCT He € NPOTHBONOKA3aHKE 33 YNoTpeba Ha
nedypokcuM. [Tpu nauMeHTH Ha XeMOOWaNIH3a TpAOBa 1a ce UMa MPEABU/, Y€ MPOAYKTHT CE
OTCTpaHABA NP XeMOANANN34a.

Crex nedenre Ha Jlaiimcka 6ostect ¢ uedypokcuM € HaGmoaasaHa peakuua Ha Jarisch-Herxheimer.
Ts € B pe3y/sTaT Ha OakTepHIMAHATa aKTUBHOCT Ha LedyPOKCHM KbM NPHYHHKHTENS Ha JlaAMcka
6onect cniupoxera Borrelia burgdorferi. Tlaunenture Tpabsa na 6bAaT yCNOKOEHH, U¢ TOBA € HECTO U
MPEXOAHO NMOCIEACTBHE OT AHTHOHOTHYHO TedeHHne Ha JlafimMcka Gornecr.

4.5. BiampmoaeiicTeHe ¢ IPYTH JeKAPCTBEHH MPOAYKTH H APYrH GOPMH Ha B3aHMOACHCTBHE

JaeHO c APYrM aHTHOMOTHIM ey POKCHM MOXe fia TIOBIKHAE Ha YpeBHaTa ¢opa, BOAEHKH J0 No-
HUCKa peabcopOLa Ha ECTPOreHH M HaManiaBaiky edPUKacHOCTTa Ha CHBMECTHO MPHIOKEHHTE
OpaJTHH KOHTpaLleNI THBH.

[Tpo6eneuus ce KOHKYpHpa 3a peHanHaTa TyOyNIHa CeKpelns C LedypOKCHM, Ha KOETO C€ ABbJKH 110;
BHCOKA4Ta W NMO-NPOALIDKHTENHA [1a3MeHa KOHIUEHTpauMs Ha LEdYPOKCHM. '
[Mpu nauxHeHTH, MoAyy4aBallH UedypPOKCHM, C€ MPENnopHYBa MTIOKO300KCHIAZHUA HITH
TECT 3a ONpPEAETHE Ha HABOTO HA KPbBHATa/CEpyMHRaTa IiiloKo3a.

HamnuueTo Ha LieypOKCHM He MOBNHABa KOTHYECTBEHHA aHaIU3 HA CEPYMHHA U YP
KpeaTHHHH, OTUETEH ¢ peakuuaTa Ha Jafle.




4.6. DbpeMeHHOCT ¥ KbLPMeHe

HsMa ekClIiepHMEHTATHH JaHHW 33 eMOPHONATHYHO WITH TEPATOreHHO OEHCTBHE, IbJDKALIO CE Ha
uedypoKCHM, HO KaKTo IPU BCHYKH lekapcTsa To#l Tpa0Ba fa Obje MprAnaraH ¢ NOBUILIEHO BHUMAHHE
MO BpeMe Ha MHPBHTE MECELM OT OpeMeHHOoCTA.

Lle¢ypokcnm MpeMrHaBa B MaWdHHOTO MJISKO M B Pe3ynITaT Ha ToBa npu kbpmaukd AKSEF tpa6sa
Aa C€ npuiara ¢ MOBHLIECHO BHUMAHHE.,

4.7. EdexTH BLpPXY cnocobHocTTA 38 odHupane H paboTa ¢ MalIHHK

Toi KaTO TOBA HEKApPCTBO MOXE Ja NMpeAW3BHKA 3aMaitBade, MallHeHTHTe TpAORa Ja Onjar
npexynpeacHH Aa ObAaT BHUMATENHH MPH WodHpaHe 1K paboTa ¢ MallKHA.

4.8. HexeaaHu TeKAPCTBEHH peaKIiHH
HexenanuTe peakuuy cipamMo LedypoKcHM 0OHKHOBEHO ca ciiabu H Ohp3onpexoaHH.

HM3non3paHa e cleiHaTa xnacH(pukanys Ha YeCTOTaTa Ha HEXENAHUTE JIEKAPCTREHN PEAKLHH!
Mmuoro qectr (>1/10), gectu (>1/100, <1/10), newectn (>1/1000, <1/100), peaxu (>1/10 000,
<1/1000), mHoro peakn (<1/10 000)

Ungexuuu u unghecmayuu

Hecmu: CapbxpacTtex Ha Candida npy NpoORBLIDKATETHO NPUIIOKEHHE

Hapywenua na kpvema u aumgrama cucmema

Yecmu: Eoznnodunus
Heuecmu: Tlonoxkutenew tect Ha Coombs, TpoMGoLUHTONEHNA, EBKOTIEHHS (B HAKOH CITy4aH TEXKa)
Mnozo peoxu: XeMONMUTHYHA aHEeMHA

LledanocnopuHuTe MMaT CBONCTBOTO Aa ce abcopOupaTt BEPXY NOBBPXHOCTTA Ha MeMBpaHUTe Ha
YepBEHUTE KPBBHU KJIETKH ¥ 1a B3aUMOaEHCTBAT ¢ 00pasyBaHuTe CpeLly JIEKAPCTBOTO aHTHTENA, B
pe3ynTaT Ha KOeTo ¢e HabJjiroaaBa nojoxureneH TecT Ha Coombs H MHOTO PSAAKO XeMONUTHYHA
aHEMMUS,

Hapywernud na umynnama cucmema

PeakiiMHTe Ha CBPBXIYBCTBUTETHOCT BKJIIOYBAT:

Heuyecmu: KoxHu 0OpyBH

Peoxu: Yprtuxapus, NpypuTyc

Mrnozo peoxu: JlekapcTBeHa Tpecka, cepyMHa Gonect, aHadunakcus

Hapywenua na nepsnama cucmema
Hecmu: [naBobonue, CRETOBLPTEX

CmomMawiHo-4ypesU HApYyuieH s
Yecmu: CTOMAIIHO-UPEBHA CMYILEeHHA (1Hapusd, rajcHe, kopemua 60ka)

Hewecmu: Tlospbinane
Peoxu: TllceBaoMeMOpaHO3€eH KOJIHT

Xenamo-6unuapru HAPYUEeR U
Hecmu: TlpexoIHO NoBULIaBaHe Ha CTOWHOCTHUTE Ha YyepHoapobuuTe enaumu [ALT (SGPT), AST

(SGOT), LDH]
Mnoco peoxu:. HKkrep (npeobiiafasaiio XoNeCcTATHYEH), XeNaTHT

Hapyuwienua na xoxcama u ROOKocHama nuvkay
Mnozo peoxu:  Erythema multiforme, cunnpom Ha Stevens-Johnson, Tokcuuna emufinge
HeKkponn3a (€Kk3aHTEMHA HEKPOJIH3a)




4.9. Ilpenosnpane

ITpUI0KEHHETO HA BUCOKH J03H HedamocnopHHe MOXe Aa [peN3BHKa LepebpanHo gpasHeHe u
koHByNcHH, CepyMHHTE HHABA Ha Lle(pypOKCUM Morar Ja ObAaT HaMalleHn upe3 XeMOAHaNU3a WIN
NEPUTOHHATHA JUAATTU3A.

5. @GAPMAKOJOTrHYHHU CBONCTBA

S5.1. dapMakoIHHAMHWYHH CBOHCTBA

(bapmakoTepaneBTHYHA rpyna: BTopo nokoneHue uedanocnopunn, ATC kox: JO1DC02

LledypoKkcUM aKkceTW Ab/DKH DaKTEpHLIMAHATA CH AKTHBHOCT iR vivo HA OCHOBHATa KOMIMOHEHTA
uedypoxcuMm. Lledypokcnm e epekTuBen anTubakTepHaieH NpoAyKT, KOWTO NTPUTEXaABa
GakTepuUHIHA AKTHBHOCT Cpelly IHPOK CMEKThP YECTO CPEeLaHH MaTOTEHH, BKTIOYUTETHO B-
JTaKTamasa MpoAyHpainy maMoBe.

LedypokcuM e ycToiuuB Ha bakTepuaniuTe B-nakTaMasH, KaTo Mo TasH NPUYHUHA € AKTUBEH cpeLmy
MHOT0 aMITULIMIHH-PE3UCTCHTHH WIH aMOKCULIHITHH-PE3UCTEHTHH 1IIAMOBE,

bakTepuuuaHoTO AcHCTBHE HA LIeypPOKCUM € pe3yaTaT Ha HHXWOHpaHe Ha CHHTEe3a Ha KIIeTbYHaTa
CTEHA uUpe3 CBbP3BaHE C OCHOBHM NMPHLETHH OeNTHLM.

B noBeueTo ciyvay LepypOKCHM € aKTHBEH in vifro CIpAMoO ClieJHHTE MUKPOOPTaHN3IMH:

[ paM-oTpHLIATENTHH aepodu:

Haemophilus influenzae (BKIIOYHTENHO aMITUL{MTKWH-PE3VUCTEHTHY LAMOBE)

Haemophilus parainfluenzae

Moraxella catarrhalis

Escherichia colli

Klebsiella spp.

Proteus mirabilis

Proteus inconstans

Providencia spp.

Proteus rettgeri

Neisseria gonorrhoea (BKIIIOUUTENTHO NIEHHINIHHA3A TTPOU3BEKIAINH LIIAMOBE M HE MPOU3BEXK AN
NEHULMIINHA3A LLIAaMOBe)

Hsakon mamose Ha Morganella morganii, Enterobacter spp. and Citrobacter spp. ca noxasajy npu in
Vitro TecT, 4¢ ca Pe3MCTEHTHY KBM LePYPOKCUM U APYTH B-TakTaMHHA aHTUOHOTHLIH.

['paM-noJoXHUTENHH aepodu:

Staphylococcus aureus (BKITIOUHTETHO NEHULWINHA3A POy LUpaliK IIaMOBE, HO D€3 MEeTHIIHJINA-
PE3UCTEHTHH LIAMOBE)

Staphylococcus epidermis (BKIIOYMTEHO NEHANMIWHA3A MPOAYLIHPALIH LAMOBE, HO 06€3 METHLIUJINH-
PE3UCTEHTHHU LI[AMOBE)

Streptococcus pyogenes (M Apyry B-XeMOMNTUYHH CTPENTOKOKH)

Streptococcus pneumoniae

Streptococcus rpyna b (Streptococcus agalactiae) and Propionibacterium spp.

Hakou mamMose eHTEpOKOKH, HanpuMep Enterococcus faecalis ca pe3NCTEHTHHA HA HEQYPOKCHM.

AHaepobu: .
["'paMm-nonoxurennu U I paM-oTpuuarenuu coccl (Bki1. Peptococcus and Peptostreptococc s
['pam-nonoxutenun 6aunnu (Bki. Clostridium species)
I'pamM-oTpuuaTenHn daunumv (BKN. Bacteroides n Fusobacterium spp.)
Propionibacterium spp

IloBeyeTo miaMoBe Ha Bacteroides fragilis ca pe3UCTEHTHM.




Hpyru mukpooprauusmn: Borrelia burgdorferi

CnegHATE MHKPOOPTAaHHW3IMH HE ¢a YYBCTBUTEIIHH KbM MHOIO Le¢aTOCTOPUHY, BKIFOUUTETHO U KbM
HedypoKcHuM:

Pseudomonas spp.

Campylobacter spp.

Acinetobacter calcoaceticus

Listeria monocytogenes

Legionella spp.

Hsxon njaMoBe OT clieJHUTE POAOBE HE ca YyBCTBUTEAHH KbM MHOI'O UedanoClnopHHH, BKIIIOUUTETHO
U KbM LedypOKCHUM:

Serratia spp.

Proteus vulgaris

Clostridium difficile.
5.2. PDapMaKOKHHETHYHH CBOHCTBA

Abcopbuns u MeTaboONM3bM:

Cnep nepopanen npueM uedypokcHUM akceTH ce abcopbupa oT raCTpOMHTECTHHATHHSA TPaKT U Obp30
C€ XMJIpONH3Mpa oT HecnienuduuHK ecTepa3y B UPEBHATA JIMTaBULIA M KPBBTa J0 LEPYPOKCHM, KOHTO
110 TO3W HAYHMH MOCTHIIBA B LIUPKY NALHATA.

OntrmanHa pe3opOUHsa Ha poJIyKTa ce MOCTHTA NPH MTPHEM CIIed XpaHeHe,

B1LpXOBH MNNIa3MEHH KOHLEHTpaLMH Ha LedypPOKCHM ce JOCTUrraT ABa 4O TPH Yaca clej nepopancH
npreM. Koraro ce npuema cnel XxpaHeHe, [TMKOBUTE IIa3MEHHU KOHUEHTpauuu 3a 125 mg, 250 mg ¢
500 mg ca chotBeTHO 2.1 pg/ml, 4.1 ug/ml u 7 ug/ml Ha Tperns vac ot npremMa. ENUMHHALIHOHHHAT
NOMY>KHUBOT € 0x0J10 1,2 yaca.

Pasnpenenenne: [pubnusutento 50% oT uedypokcuM € CBbp3aH C NNa3MEHUTE MPOTEHHHU.
Exckpeunst: Llegypokcnm He ce MeTabonu3npa U ce eKCKpeTHpa upes rinoMepyiHa puirrpauus 1
TYOYJIHA CEKpeLHs.

EQHOBpeMEHHO NPUNoXEeHHE ¢ NpobeHeuua BOIM A0 NOBHIIABAHE HA NUIOLITA [TOX KpUBaTa
KOHLUEHTpaLMsA/BpeMe Ha uedypokcuM ¢ 50%.

5.3. TipeadKJAUHHYHH JaHHH 33 (€30MaCHOCT

[TpenxTHHUYHNTE JaHHH 3a O€30NaCHOCT HE NOKAa3BaT CHLUSCTBEHW PUCKOBE OT ynoTpebda Ha
11edyYpOKCHM aKCETHI NP XOparta.

6. DOAPMAIIEBTHYHH JAHHHA

6.1. CnHCBK HA NOMOIIHHTE BellECTRA

Anpo Ha TabneTkara: HULIECTE NpeKEeNaTHHU3NPAHO, KPOCNOBUAOH, KpockapaMeno3a HaTpui,
HaTpyeB Jaypwicyndar, MarHe3uen cTeapart, CUIMLIHEB JHOKCHI KolonaeH 0e3BoaeH
QUNMOBO NOKPHTHE: XUNPOMENO3a, THTAHOB JHOKCH], XHAPOKCHIIPOITUILENY 1034

6.2. HeCuLBMECTHMOCTH

Henpunoxumo.




6.3. Cpox Ha rogHocT

3 rOOUHHU

6.4, CrHnennaJaHH yCJ0BHA HAa ChXpaHeHHe

Ha ce cbxpaHsBa Ha MACTO HELOCTBITHO 3a Aeua.

Jla ce chXpaHsiBa B OPUrHHAHATA OMAKOBKA.

J1a ce ¢uxpansiBa nmoa 25°C.

6.5. JlaHHM 32 OIAKOBKATA

bnuctep or 6410, Henpo3paawo PVC/TE/PVDC/AL donmno
Eawna 6nucrep chabpxka 10 6pos punmupanmn tabnerku.
Pazmepn Ha onakoskuTe: 10 nnn 20 6pos dunmupanu tabneTku

6.6. CroeunajHH NMpeANa3HH MEPKH IIPH HIXBbLDJAAHE

Hsama crelMaimHy H3HCKRAHMA,

7. IIPHTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
HOBEJT PAPMA 0O0/]]

oyn. “benrapns’ Ne 109

Codus 1404, bonrapus

8. HOMEP HA PAZPEIIEHHETO 3A YIIOTPEEBA

20040176

9. JATA HA IIBPBO PASPEIHABAHE/IIOJHOBABAHE HA PASPEHIEHHUETO 3A

YHOTPEBA

23.04.2004

10. JATA HA AKTYAJIMIFNPAHE HA TEKCTA

01.2025




