1.

AKSEF 250 mg film-coated tablets

AKCE® 250 mg dunmupanu Tabnerku

2.

UME HA JIEKAPCTBEHHWUA ITPOJAYKT
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Besika punmupana rabnetka chabpka uedypokcuM akceTun (cefuroxime axetil) eksupanenren Ha

250 mg uedypokcum (cefuroxime)

34 OBJIHUA CITUCHK HAa MOMOLIHUTE BEUIECTBA, BIDKTE TOoYKA 6.1.

3.

Mdunmupana Tabnerka

JEKAPCTBEHA ®OPMA

[Mpogwnrosati, Oenu, PunMupasu TabMeTKH, ¢ ACNNTEIHA YEPTA OT €IHaTa CTpaHa, a Ot JApyrara

cTpaHa ¢ Haanuce NOBEL

4. KIAHHWYHHA JAHHHA

4.1, TepaneBTHYHH NOKAZAHUR

AKSEF 250 ¢unmupany TabeTKy € NOKa3aH 3a JIeHEHHE Ha CIIEAHUTE HHPEKLIMM, TPUYUHEHHN OT

YYCTBUTEIHU DaKTepUH:

e HMudekuun Ha JOAHUTE OUXATENHU NNBTHINA: OCTHD OPOHXHUT, 0OOCTPEH XPOHNUEH OPOHXHUT U

MHCBMOHNA

e HHdbekunu Ha ropHuTe AuxaTenHy neTrma: Y HI' nHdexuny, kaTo OTHT Ha CPeAHOTO YXO,
CHUHY3UT, TOR3UIMMT U (PapUHIUAT

e YporeHWTANHW HHPEKLMHU: NMUSITOHEPPUT, LUCTUT U YPETPUT

e Hudexuumn Ha KoKaTa U MEKUTE THKAHH: (PYPYHKYNI03a, MUOJAESPMHUS M UMIIETUTO

e [ OHODEd: OCTBD HEYCHNOMNHEH MOHOKOKOR KT U LENBULIUT
P p HEY

o PaxeH cTtaguii Ha Jlaiimcka HonecT U MpeAOTBpaTABAHE Ha MOCEABAIN0 pa3BUTHE Ha Donectra
B KbCEH CTAaAMH NPH BH3PACTHU W jJela Haa 12 roauHm.

4.2.

HNo3npoBKa M HAYHH HA NPHAOKEHME

To3upoBKaTa M NPOABLDKHTETHOCTTA Ha JIEUEHHUE CE ONIPEALIAT ChoOpasHO YyBCTBUTEIHOCTTA HA
MaToreHa U JOKATH3aUHUATa Ha Be3NanuTeNHUs npouec. [Ipenopburdrennara 103a 338 BE3PacTHH U

IOHOUIW Haa 12 roJIUHU e:

NUndexunn

IlpenopnuHTEIHA 1032

Kypc Ha neucnne

DapuHruT, TApHHTHUT, CUHY3UT

250 mg 2 1bTH AHEBHO

10 nHM

OcThp OpPOHXHT

250 mg wim 500 mg 2 mpTH JHEBHO

5-10 nHu

ObocTpeH XpoHu4eH OPOHXMT

250 mg unn 500 mg 2 nHTH THEBHO

10 qHK

Y pOreHNTanHu UHPEKLNH:
UENOHEPPHUT, LIMCTUT U YPETPHT

125 mg unu 250 mg 2 nbT¥ JHEBHO

7-10 nnu

HMudexuMy Ha KOXKaTa 1 MEKHTE

TbKaHu: PyPYyHKY103a, THOACPMHS
¥ UMNETHTO

250 mg vnu 500 mg 2 nbTH JHEBHO

Foﬂopeﬂ

1000 mg enHokpaTHO

Pauen cTanuil Ha JIalMcka OosiecT
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500 mg 2 mpTH AHEBHO
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KypchT Ha 1eueHre Moxe aa 6pae npoabviked A0 10 nHH npH nauuenTu ¢ HHPEKUMS, IPAYMHEHA OT

-XeMOJINTHYEH CTPEITOKOK, 3a Aa ¢e U3DEerHe pasBUTUETO HA OCTPa PEBMAaTHYHA TEMIIEPaTYpa WK
OCTBHP rNMOMEPYIOHEPPHUT.

3a onrrnmanHa pesopdums rabnerkure AKSEF 250 Tpabsa na ce B3emar cnea xpana.

Ho3uporka npH aeua

Obuuaiinata go03a € 125 mg asa mbTu AHeBHO MM 1) mg/kg ABa NbTH NTHEBHO KaTO JHEBHATA 1034 HE
TpadBa na naasuiuasa 250 mg. [Ipu nena Ha BB3pacT Hay 2 roavHM NpH ofitis media 250 mg nra neTyH
AHEBHO MM 15 mg/kg nBa NbTH JHEBHO KaTO MHEBHATA 1034 He TpAOBa na Haneuumaea 500 mg.

BB3pacTHM M nalMeHTH ¢ OpOpeyHu yBRpexnanus
He ca HeoOx0aMMHM CNEMATHY NpeaAna3Hi MEPKH TIpH NaUMUEHTH ¢ OhOpeyHH yBpeXXaaHHA WK 1Py

TAKMBA Ha XEMOAUANM34, WIH MIPH BE3PACTHHM MAllMCHTH B Clly4aH, Y€ AHEBHATa 4034 Ha JIEKAPCTBOTO
He HaaxBupns | g.

4.3. IIpoTHBONOKAZAHHSA

AKSEF 250 dunmupasu 1ablieTkH He TpAOBa Aa ce npuiara npu NauueHTH ChbC

CBPBXUYYBCTBHTEMTHOCT KbM LEPYPOKCUM, KbM APYTH aHTUOMOTHLUM OT rpynarta Ha uedanocnopHHnTe
WJIY KM HAKOE OT MOMOIIHHTE BEUIECCTRA.

4.4. CoenHalun npeaynpexIeHus ¥ NpeANasHH MEPKH NpH ynorpeda

LledanocniopiHOBUTE aHTHOMOTHLIM Hai-001110 MoraT a OBbJaT npriaralu npH NalueHTH
CBPbXUYYCTBHTENHY KbM TNEHHLIWIAHH, BBIIPEKH, He € JjoKa3aHa KpbcTocaHa peakiusa. Ha cneumanto
BHUMAHHE NOJUIEKAT NALMEHTUTE, KOWTO Ca UMAIM aHA(DHIAKTUYHN peaKLiy CIPAMO NCHHIUIIHH.
AKO ce pa3Bue KTHHHUYHO 3HaYHMa aJlepryuHa peakuus, JeKapcTeoTo TpsOBa na 6sae crpsHo M aa ce
3aMo4YHe CbOTBETHA TEPAIu.

CepHo3HHTE OCTPH peaKLMM Ha CBPBXUYCTBUTENHOCT MOXKE [ia HAJTOXKAT JIEHEHHE C eNMHEPPHH U
APYFH CHELIHH MEPKH, BKIIIOYUTEIHO KUCIIOPOA, MHTPABEHO3HH BIMBaHMA, aHTUXHCTAMUHH

UHTPABEHO3HO, KOPTUKOCTCPOHUIH, TIPCCOPHA AMKHH, APCHAK Ha JUXATCIIHHUTE IThTHILA, MO KJIIHHHYHA
NMNOKA3aHUA.

KakTo npy Apyrv MIMPOKOCTIEKTBPHH aHTHOMOTHIM, MPOABIKMTENHOTO NpUeMaHe Ha LehypoKcHM
MOJKE [1a TIPEIM3BYKA Pa3BUTUETO Ha HEXENAHH MUKpooprauuaMu (Hanpumep: Candida, Enterococc,
Clostridium difficile), KonTO MOraT Aa HajlOXKar cnvpaHe Ha neyeHueTo. Habmonasau e
nceBaoMeMOpaHO3€H KOJTUT BBB BPB3Ka C TIPHIOKEHHETO Ha MIMPOKOCTIEKTHPHH aHTHOHOTHLIA,

nopazy Tosa TpsabBa /a ce UMa NpeiRM]l JHarHOCTHLIMPAHETO MY MPH MALHEHTH, KOUTO Pa3sHBaT
anapus N0 BpeMe WK ciiel yrnorpedbara Ha aHTHOMOTHKA.

Jleka v cpeanocTenenHa 6p0peuHa HEAOCTATLYHOCT HE € MPOTUBONOKA3aHHe 32 ynoTpeda Ha
nedypoxcuM. Ilpu nanuMeHTH Ha XeMOAMAH3a TpAOBa a ce MMa NIPEABUL, YC NPOAYKTHT Ce
OTCTpaHsABa MPY XEMOAHATU3A.

Cnen nevyeHue Ha Jlaiimcka Oonect ¢ uedypokcuM € Habmoaasana peakius Ha Jarisch-Herxheimer.
Ts € B pe3y/TaT Ha OaKTEpPHLMAHATA AKTUBHOCT Ha LUEPYPOKCHM KbM MPHYMHUTENA Ha JlakMcka

bonect cnupoxeta Borrelia burgdorferi. Ilannentrre Tpadbsa na 6»4aT YCIOKOEHH, Y€ TOBA € HECTO U
NPeXoAHO NOCNEICTBHE OT AHTUOUOTHYHO NIeueHue Ha JlaiMcka OoecT.

4.5. BiaamogelcTBHE C APYIY JIEKAPCTBEHH NPOAYKTH H APYIH GOpMH Ha B3anMoaeHcTBHE

3aeAHO ¢ APYrH aHTHOKOTHIIM LedYPOKCHUM MOXKE Ja IOBNMsAE Ha YpeBHaTa guiopa, BoJeitku 10 Mo-
HHcKa peabcopOLps Ha ECTPOreHH M HaMansBaikH epUKacHOCTTa Ha CLE;&@@EWEMOH{GHHTS
Opa/lHH KOHTPALCTITUBH. L7 TR \w.\
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[Tpy nauMeHTH, NOTYY2BALM LIE(PYPOKCUM, CE NPENOPbYBA MMIOKO300KCHIA3HUS WIM XEKCOKHHA3ZHUS
TECT 3a OTIPEeENsTHE HA HHBOTO Ha KPLBHATA/CEPYMHATA IIIOKO34.

HannuueTo Ha tiehypOKCHM He MOBJIUABA KOJIMYECTBEHMA aHAIU3 HAa CEPYMHHUS U YPUHHUA
KpeaTHHMH, OTUeTeH c peakuusTa Ha Jaffe.

4.6. DbpeMeHHOCT H KbPMEHE

HaMa eKcriepHMEHTaTHY JaHHH 3a eMOpHONAaTHYHO KM TEPATONeHHO ASHCTBHE, AB/DKAILO CE HA

ueypOKCHM, HO KAKTO NPH BCHMKH JIeKapcTBa TOH TpAOBa 4 OBAe Npuilarak ¢ NOBUILIEHO BHUMAHUE
110 BpEME Ha ILPBUTE MECEUH OT OpeMEHHOCTA.

Lledypokcum npeMuHaBa B MaH4HHOTO MJIKO K B PE3YJITAT Ha TOBa npH KbpMauky AKSEF 250
TpsabBa Ja ce npwiara ¢ IOBHIIEHO BHHMaHHeE.

4.7. Edexrn BBpXy cnocobHocTTa 32 modHpane ¥ padbora ¢ MAIHHNA

Twit kKaTo TOBA JIEKAPCTBO MOXKE Jia NPeAM3BHKA 3aMaliBaHe, NalMeHTUTE TpAOBa na Obaar
npeaynpeacHn Aa 6vaar BHUMaTeNHuU npy wodupade uay padbota ¢ MallidHM,

4.8. Hexenanu JIeKAPCTBEHH peaknuH
HexxenanuTe peakiuy cnpamo uedypokcuM 0OHKHOBEHO ca c1abu W Obp30NpexXOaHH.
M3non3BaHa € crneaHara KiacH(HKaiiig Ha 9YeCTOTATA HA HEXKENTAHUTE JIEKAPCTBEHH PEaKLIMH.

Muoro yecty (>1/10), uectu (=1/100, <1/10), veuectn (>1/1000, <1/100), peaxu (=1/10 000,
<1/1000), MHOrO penku (<1/10 000)

Hudexyuu u yungpecmayuu
Yecmu: Capbxpacrex Ha Candida npy npogbIDKUTENHO IPHITOKECHHE

Hapywenus na kpvema u pum@nama cucmema
Yecmu: Eosnnodunus

Hevecmu: Tlonoxurtener tect Ha Coombs, TPOMOOUMTONEHN, ICBKONICHHA (B HIKOY CIy4aH TEXKa)
Mmnoeo peoxu: XemMonuTHYHA aHEMUS

HedanocrnopuHuTe UMatT CBOKCTBOTO J1a ce abcopOupar BbpXy MOBBPXHOCTTA HA MEMOpaHUTE Ha
YEpPBEHMTE KPHBHU KJIETKH M J1a B3aMMOAEHCTBAT ¢ 00pasysaHHTe Cpelly JCKApCTBOTO aHTUTEN, B

pe3y/ITaT Ha KOETO ce HabmogaBa nonoxkureneH TecT Ha Coombs U MHOTO PAAKO XEMOMTHYHA
AHEMMS.

Hapywienua na umMyrHama cucmema
Peakuuure Ha CBpBbXUYBCTBHTENHOCT BKJIKOYBAT:

Hevecrmu: KoxHu 0OpuBH
Peoxu: YpTuxapus, npyputyc
Mhuozo peoxu: JlekapcTBeHa Tpecka, cepyMHa 0onecT, aHadHITaKCHs

Hapywenusa Ha Hepgrama cucmema
Yecmu: [ napobonue, CBETOBBPTEXK

CmoMauHo-4peeHY HAPYUIEHUA

Yecmu: CTOMAIIHO-YPEBHM CMyIIeHUA (IWapus, rageHe, KopeMaa 6onka)
Hevecmu: llospbulaHe

Peoxu: TlcesmomemOpaHO3€H KOJIUT

Xenamo-ounuapHu HapyuleHus, Ty
Yecmu: TIpexoaHO MOBHIUABAHE HA CTOMHOCTHTE Ha YEPHOAPOOHUTE
(SGOT), LDH]

Mrnozo pedxu: Hktep (npeodnagasaiio XONE€CTATHYCH), XENATHT




Hapyuienun na xoxcama u ROOKONCHAMY MbKAH

Mnozo peoxu. Erythema multiforme, CHHApPOM Ha Stevens-Johnson, TOKCHUHA eNMUACPMAIHA
HeKponv3a (eK3aHTEMHA HEKPOJIH3a)

4.9. IlIpenozupane

[TpHIOKEHUETO HA BUCOKH 03K 1e(anocTIOpHHM MOXKE 1a TIpeIH3BHKa uepebpaHO Apa3HEHE U

KOHBY/ICMH. CEPYMHMTE HHBA HA ePYPOKCHAM MOraT fia HbAaT HAMANIEHH Ype3 XEeMOAHANIU3a UITH
NepuTOHHAINA JHANN3A.

5. @OAPMAKOJOIMYHM CBONCTBA

5.1. PapMaKoJHHAMHYHH CBOHCTBA

dapMaKOTEpANEBTHYHA IPYIa: BTOPO NOKONEHUE uedanocnopriny, ATC xoa: JO1DCO02

Uedypokcum akceTHn AbIDKY OakTepyulMAHATA CH AKTHBHOCT in vivo Ha OCHOBHATa KOMIOHEHTA
uedypokcum. Lledypokcum € edexTrBeH aHTHOaKTEpUaieH NMPOIYKT, KOHTO NPHUTEXaBa
GaKTepALIIHA AaKTMBHOCT CPellly WHPOK CMEKTBP YECTO CPeillaHK NATOrEHH, BKITFOUUTEIIHO (3-
naKTaMasa npoXyHupaily 1aMoBe.

LledbypokcHM € ycToiiumMB Ha OaKTepHaIHUTE B-naKTaMas, KaTo 1Mo Ta3u NPHUYHHA ¢ AKTHBEH CPeTily
MHOFO aMITMLMIMH-PESHCTEHTHH HIIH AMOKCHLIUIMH-PE3UCTCHTHH [aMOBE.

BaKkTepHLMAHOTO AEHCTBHE Ha eyPOKCHM € pe3yiTaT Ha MHXHOMpaHe Ha CUHTE3A Ha KJleTb4HaTa
CTEHA Ype3 CBbp3BaHe C OCHOBHH NpUUETHK OenThuy. |

B noeeueTo Ciiyyan LHedypPOKCHM € aKTHBEH in Vifro CpAMO C/IeHATE MHKPOOPTaHHIMHU:

[ paM-OTPULIATEITHY aepOoOH:
Haemophilus influenzae (BKITIOMUTENHO aMIMLWIKH-PEIHCTCHTHY UIAMOBE)
Haemophilus parainfluenzae

Moraxella catarrhalis

Escherichia colli

Klebsiella spp.

Proteus mirabilis

Proteus inconstans

Providencia spp.

Proteus retigerit

Neisseria gonorrhoea (BKIIOUMTENIHO NMEHNIIMITNHA3A NPOU3BEKAAIIN LIAMOBE H HE NPOU3IBEXKNALIH
neHUuUMINHa3a HaMoBe)

Hsikou mamoBse Ha Morganella morganii, Enterobacter spp. and C itrobacter spp. ca IOKa3any npu in
Vitro TECT, Y€ ca PE3NCTEHTHH KbM LIEPYPOKCHM H APYTH B-naxTaMHH aHTUOMOTHUM.

I paM-[1010KMTENHH aepodn:

Staphylococcus aureus (BITIOHMTEIHO NEHULIMIHHA3A IPOXYLIHPALLH ILIAMOBE, HO 6e3 METHULIM/INH-
PE3MCTEHTHH LIIaMOBE)

Staphylococcus epidermis (BKNFOYHTENHO NEHALMINHA3A IPOAYLHPALILH LUIAMOBE, HO 6e3 METHLINAKH-
PE3UCTEHTHH LLIaMOBE)

Streptococcus pyogenes (M Apyrd B-XeMOIHTHYHH CTPENTOKOKH)

Streptococcus pneumoniae -
Streptococcus rpyna b (Streptococcus agalactiae) and Propionibacteriums; M:J*‘h”‘“\a
HsKOM LaMOBe EHTepOKOKH, Hanpumep Enterococcus faecalis ca pe3 fesTHN Ha L€y
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pam-nionokuTenHH ¥ [ paM-OTpHLATEIHH coccl (BKI. Peptococcus




I'pam-nonoxurendu dauunu (k. Clostridium species)

["'pam-oTpuuarendu Gauunu (B, Bacteroides v Fusobacterium spp.)
Propionibacterium spp

[ToeeueTo wamose Ha Bacteroides fragilis ca pe3HCTCHTHH.

Ipyru Mukpooprauusmu: Borrelia burgdorferi

CrieAHWTE MMXPOOPraHu3MH HE Ca HYBCTBHTENIHM KbM MHOFO LE(QanocnOpyuHH, BKAIOUHTENHO U KbM
LePyPOKCHM:

Pseudomonas spp.
Campylobacter spp.
Acinetobacter calcoaceticus
Listeria monocytogenes
Legionella spp.

HsikoK IaMOBE OT CIIEAHHUTE POJOBE HE Ca HyBCTBUTEIHM KbM MHOTO L1e(aNoCnOpUHH, BKIIIOUUTENHO
W KbM LEQYPOKCHM:

Serratia spp.

Proteus vulgaris
Clostridium difficile.

5.2. ®apMaKOKHHETHYHH CBOHCTBA

AbcopOums u meTabonuabm:

Cren nepopanier npueM LedypOKCHM akceTu ce abcopbupa oT racTPOMHTECTHHANHHSA TPAKT v 6bp30

ce XMIPONU3MpPa OT HeceUNdHUUHM ecTepasi B YPEBHATA TMIABMLA U KPBBTA 10 LIeYPOKCHM, KOHTO
[0 TO3M HauKMH MOCTHNBA B UMPKYJIaLUATA.

OrmrruManiga pe3opbuuns Ha NMPOoAYKTa Ce NOCTUra TIPH NpUeM CJIICA XpaHeHe.

BbpX0BH NNa3sMEHH KOHLUEHTPALMH Ha LEQYPOKCHM Ce AOCTHTaT ABa 10 TPH Haca Cliel epopasicH
npuem. Koraro ce npveMa ciei XpaHeHe, MUKOBUTE TUIa3MEHH KOHLIEHTPALKH 32 125 mg, 250 mg u

500 mg ca cboTeeTHO 2.1 pg/ml, 4.1 ug/ml n 7 ug/ml Ha Tperust 4ac oT npueMa. ENMMUHALUHOHHHAAT
IONY2KMBOT € OKOJIO ],2 4aca.

Paznpeaenenue: [pubnuzurenno 50% ot uedypokcuM € CBbp3aH € NJIA3MCHUTE NPOTEHHM.

Ekckpeins: Lledypoxcum He ce MeTabonM3upa M Ce EKCKpeTHpa upes [TyMepysiHa QunTpauns u
TyOynHa cekpeuma.

EIHOBPEMEHHO MPHUIIOXKEHHE ¢ MpoBeHeUMA BOAK 10 NOBHIIARAHE HA TLTOWITA IO KpUBata
KOHLEHTpauus/speme Ha uedypokcum ¢ 50%.

5.3. IipeakMHHHEYHH JaHHH 33 De30macHOCT

[TpeaKIMHUYHNUTE NaHHK 3a 6€30MacHOCT He NOKa3BaT ChIUICCTBEHH PHCKOBE OT ynorpeda Ha
Lle(pyPOKCHUM aKCETHN MPH X0paTa.

6. OAPMAIEBTAYHHA JAHHU

6.1. Cnou¢hbK HA HOMOIHETE BellecTBa

SAnpo Ha TabIeTKara: HUIIECTE MpeXeNaTHHH3HPaHO, KPOCTIOBHAOH, KPOCKapaMeio3a HaTpuH,
HATPUEB JIAypPUICYdaT, MArHE3UeB CTEaparT, CUITMIIHEB JIHOKCH] KOIOMeH Oe3BOCH
OUIMOBO IOKPHTHE: XHIPOMEN03a, TUTAHOB AUOKCHA, XHAPOKCUTIPOTIHIILETY 1032

6.2. HechLBMEeCTHMOCTH

Henpunoxxumo.




6.3. Cpok Ha rogHOCT

3 TOAUHH

0.4. CnenuajiHM yCIOBHA HA ChLXpaHeHHe
Ha ce crxpadsBa Ha MACTO HEAOCTBHITHO 3a JeLa.

Jla ce chbxpassiBa B OpUrHHAITHATA ONAKOBKA.
Ha ce cpxpansBa nog 25°C.

6.5. /faHHH 32 onIaKoOBKaATAa

Bmucrep ot 6400, nenpospauno PVC/TE/PVDC/AL donano
Enun 6nuctep cvabpxka 10 Opos punmupanu tabnerkw.
Pasmepu Ha onakoekute: 10 unm 20 6post dunmupann tabretku

6.6. CronennajJHM HPeANAZHHA MEPKH NPH H3XBHPJIAHE

Hama crnieualTHH U3HCKBaAHUA.

7. TPHUTEXATEJI HA PASPEIIIEHUETO 3A YIIOTPEBA

HOBEJI ®APMA 001
6yn. CunmeoHoRBCKo woce Ne 24
Codua 1700, brarapus

8. HOMEP HA PAZPEIIIEHHUETO 3A YIIOTPEBA

20040176

9. JJATA HA IIBPBO PAZPEHIABAHETIOAHOBABAHE HA PASPEINIEHHUETO 3A
YIIOTPEBA

23.04.2004

10. JATA HA AKTYAJIMUZUPAHE HA TEKCTA

07/2008




