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JIMCTOBKA: HHOOPMAILIUA 3A IOTPEBUTEJIA

AKSEF 250 mg film-coated tablets
AKCE® 250 mg ¢puiamupanu 1a0J1eTKH

uedypokcum (cefuroxime)

[IpoyeTeTe BHHMATEHO USJIATA JIHCTOBKA NPeE/IH /12 3aM04YHeTe /12 NIPpHeMAaTe TOBA JIEKapPCTBO.

- 3araszere Ta3u JIMCTOBKA. Moxke [1a ce HAJTOXKH J1a sl IMpOYeTETE OTHOBO.

- AKO MMaTe HAKAKBH JOITBJIHUTEIHU BBITPOCH, NTONUTANTE Baluns iekap wiu ¢papMalieBT.

- ToBa nekapcTBO € npeanucaHo JJUYHO Ha Bac. He ro npeorcrenBaitte Ha apyru xopa. To Moxe na
MM HaBpEIH, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CHMITTOMH Ca ChLIMTE KaTo Bamwure.

- AKO HAKOS OT HEXEJIAHUTE JIEKAPCTBEHU peaKkLIMM CTaHe CepUO3Ha, WIK 3a0enexkure Apyru,
HEONMUCAHHU B Ta3M JIMCTOBKA HEXKEIaHU peakLuu, MoJis yBeaomeTe Baluus nekap win papmalesr.

B Tazu JHCTOBKA:

Kakgo npexacrasnsisa AKCE® u 3a kakBO ce U3I10/13Ba
[Tpeau na npuemere AKCE®D

Kak na npuemare AKCE®

BB3MOXHHU HEXEJIaHW peaKLuH

Kak na cexpansBate AKCE®D

JlombyTHUTENTHA HHpOpMaLIHS

S A i B

1. KAKBO NIPEACTABJIABA AKCE® U 3A KAKBO CE HU3I10JI3BA

AxtuBHOTO BelecTBo B AKCE® e uedypokcum (kato Ue(ypoOKCHUM aKCETHUI), KOUTO MPUHAIIENKH KbM
BTOPO IMOKoJIeHHe uedanocnopuHu. Lledypokcum e dakTepuumaeH aHTUHOMOTUK, KOWTO yOHBa
OaKTepUUTE, MPUYUHSABALIM HH(PEKLUHN HUITH TEXHUTE CIIOPH.

AKCE® ¢unmupanu TabsieTKM € nokas3aH 3a JICYEHUE Ha CIIEAHUTE UHPEKLIMKM, MPUYUHEHH OT
YYCTBUTE/IHK OAKTEPHH:

e HHdekunun Ha JOMTHUTE AUXATEITHH ITHTHUILA: OCTHP OPOHXHUT, 000CTPEH XPOHHUYEH OPOHXHT M
nmHeBMOHUA (MH(pekus Ha OenuTte npobose)

e Hudexuum Ha ropuuTe auxatesHu mbTvma: YHI' nHpekunn, Kkato OTUT (BB3NAJICHUE) HA
CPEIHOTO YXO0, CHHY3HUT (BB3MAJIEHUE HA OKOJIOHOCHHUTE KYXHWHHU (CUHYCH)), TOH3UITUAT
(BB3MaJIeHHE HA CIIMBULMTE) U (apUHTUT (OCTPO Bb3NAJIIEHWE HA JIMTABHLIATa Ha I'bJITaya)

e VYporeHUTAIHU HHPEKLMU: nUestoHedpuT (OakTepHaIHO Bb3nalleHHe Ha ObOpeKa U HEroBoToO
JIEr€HYe), UMCTHUT (BB3NATIUTENIHO 3a00/1siBAHE Ha JIMraBuLaTa Ha NMMKOYHUA MEXYP, KOETO ce
U3SBSIBA C YECTH MO3WBH 33 YPHHUpPAHE, OOJIKHM 1PH YPUHUPAHE, HAJIMYMUE HA KPBB U DAKTEepHUH B
ypHHATAa, Ta3oBa 00JIKa) ¥ Bb3IMAJICHHUE HA ypeTpaTa, NMPeau3BUKAHO OT MUKPOOPraHU3MH,
[MPOSABABALLO C€ ChC ChpOeKkK, napeHe, 60JIKA NMPH YpPUHUPaAHE

e HHpexunn Ha KoKaTa U MEKUTE ThbKaHU: QYPYHKYJI03a (HATUYME HA UMPEU, KOUTO Ce 3abpiKaT
MO-ABJITO BPEME ¥ UMAT CKJIOHHOCT J1a MOBTAPAT ), NMHOJAEepMHUA (DakTepuasiHa MHDEKLMA Ha
Ko»aTa, MPUYUHEHA HaH-4eCTO OT CTahMIIOKOKHU WK CTPENTOKOKH, C OCHOBEH CUMITTOM
HarHosiBaHe ) U UMNETUro (OCTpO 3apa3Ho 3aboJIABAHE HA KOXKaTa, MPOTHUYALL0 C MEXYpUeTa,
KOMTO 110-KbCHO C€ MOKPHUBAT C KOPUYKA)

e [‘oHopes (Mos0BO NMpeaaBaHa 00JIECT, U3BECTHA OLLE KATO TPHUIIEP): OCTHP HEYCIIOXKHEH
FOHOKOKOB YPETPHT U LEPBULIMT (Bb3MNAJIEHUE HA ClIM3ecTara 0OBMBKA Ha IIMHKATa HA MaTKaTa)

e Panen cranuii Ha Jlaiimcka Oosect (bakTepuatHO HHPEKUMO3HO 3a00/19BaHE, KOETO CE& MPUY
OT €/IMH BH/I CITUPOXETA M CE paslpoCTpaHABa Ype3 yXarnBaHe OT KbpIiex) v rpegeBpalin 19
MoCJIEABALIO pa3BUTHE Ha DOJIECTTA B KbCEH CTAIWI MPH Bb3PaCTHH M JIE1A Ha A j, DATTHH.

's :




2. IPEJU JA I[IPHEMETE AKCE®
He npuemaite AKCEQ

- aKo CTE AIEPrUIHHU (CBPBLXYYBCTBUTENIHN) KbM LIePYPOKCHM, KbM JIPYTH aHTUOHUOTHIIY OT TpyIiaTa
Ha LedaloCIIOpUHHTE HIN KBM HAKOE OT MoMolIHTe BelecTsa Ha AKCE®. AnepruyHara peakius Moxe
Ia ce pa3no3Hae 110 HATHIUETO Ha: 00pHB, ChpOeXk, 3adepBaBaHe Ha KOXKaTa WITH 3aTPyJHEHO JMILIAHE.

Oo0npHeTe crIenHATHO BHHMaHHe nNpn ynoTpedaTta na AKCE®D

- LledanocrnopuHoBHTE aHTUOUOTHUM HaH-00LI0 MoraT Aa ObJaT npwiaraHy npH NayueHTH
CBPBXUYCTBUTENTHU KbM NCHUILMIMHH, BLNIPEKH, Y€ € JoKa3aHa KPLCTOCaHa peakuma. AKO CTe HMany
aNepruyHy peaxkLmy cnpsMo NEHULIMINH, yeeaoMete Baiuna nekap, Thil karo € Heobxoaumo na Bu
00BbpHe cnierHanHo BHUMaHue. Tol mie npeueHy Jaay pa3BHBaTe KITHHHYUHO 3HaYMMa ajiepruyHa peakiys
M JAITH IEKApPCTBOTO TpAOBa na Ovle CIIPAHO M [1a CE 3aM0YHE ChOTBETHA TEPATTHA.

- Korato npueMaTre Npoab/IKUTENTHO LehyPOKCHM, KAKTO U MPH APYTH LIMPOKOCTICKThPHH
aHTHOHOTHIIN, MOYXKE 114 Ce MpeAN3BUKA PA3BUTHETO HA HEXENAHU MUKpoopraHuaMu (Hanpumep: Candida,
Enterococci, Clostridium difficile), kouTo MOTaT 1a HAT0XAT CITHPAHE Ha JISYeHHETO. AKO pa3BHBaTe
OHApPHA T10 BpeMe HIH cnel yroTpebata Ha anTHOMOTHKE, choOmeTe Ha Batiins nekap, Thil KaTo TOBa
MOXE J1a C€ TBhJIXKH Ha NceBIoMeMOpaHo3€eH KONHT.

- [Tpy nanueHTH Ha XeMoaHatu3a TpsaOBa a ¢ce WMa npeBul, Y€ MPOOYKTET C€ OTCTpaHABa TIpH
XeMOIUaIN3a.

- Cren ieveHue Ha Jlalimcka Gonect ¢ nedypokcuM e HabmoaaBana peakiusa Ha Jarisch-Herxheimer.
Ts e B pe3ynrar Ha DaKTepHLNIHATA aKTHBHOCT Ha LUedypoKCUM KbM ApHUMHUTeNA Ha Jlaiimcka Gonect
cnupoxera Borrelia burgdorferi. TlauuenTure TpaOBa na ObAAT YCINOKOSHH, Y€ TOBA € YECTO U NIPESXOAHO
NOCJIeACTBUE OT aHTHONOTHYHO icyeHne Ha JlaliMcka Donecr.

TpujokeHHe NPH Jella H OHOIIH
AKCE® dunmupanm TabneTky MoXe Oa ce npuiiara npH Aeua Haja 2 roaHiliHa Bh3pacT.
Ilpuio:keHHe NPH BL3IPACTHH U MALIHEHTH ¢ 0b0peunH yBpexaaHng

He ca HeoOXoaAuMK crieLIMATHH NTpeATa3HN MEPKH NpH NaumreHTH ¢ 6b0peuHH YBpeXIaHHuA WITH TIpH
TaKHBa Ha XeMOOWATU3a, UK [IPH Bb3pacTHH NMALMEHTH B CITy4al, Ue JHEBHATA /1034 Ha JEKAPCTBOTO HE

HANXBLp/A | g.
IIprem Ha JpYrH JleKapcTBa

Mons, audopmupaiite Baiina nexkap unu gapmauepT, ako NpUEMAaTe WIN HACKOPO CTE MpHEMAITH APYTH
JieKapCcTBa, BKITFOUHTETHO H TAKHBA, OTITYCKaHH Oe3 penienTa.

3acqHO ¢ APy aHTHOMOTULIM LEQYPOKCHM MOXKE [a MOBIUAC Ha YpeBHATa (hyiopa, BoAeHKH 10 NO-HHACKA
peabcopOums Ha eCTpOreHM (rpyna XOpMOHH, CEKPETHUPAHH OT AMYHUIMTE) M HaMaNABaiKH ePUKacCHOCTTa

Ha ChbBMCCTHO INMPpHNOAKCHUTE OPATHH KOHTPALCITTUBH (HPOTHBUEH‘IETBIIHH C]JEHCTB&).

EntospeMeHOTO NMpHIokeHHe ¢ NpoOESHLME NMpeAU3BUKBa NOBHITaBaHE HHBOTO Ha LeypOKCHM B
n1a3mara, nopagd HaManeHoTo 650pedHo oTaensHe.

Ynorpeba Ra AKCE® ¢ xpaH# 1 HAMHTKH

3a onrrimasina pe3opouusa Tabnerkute AKCE®D TpabBa na ce B3emar cliel] XpaHa.




BpeMeHHOCT H KbLpPpMeHe
[TocrBeTnalTe ce ¢ Bammua nexap wiw apMaueBT nmpeau ynorpedara Ha KOETO M [a € JIEKAPCTRO.
ITpenu na 3anousere aa s3emare AKCE® ¢ BaxHO Aa yBegoMuTe Bawms nekap, ako cte OpeMeHHa,

ILTaHHPAaTC [ld 3EGPEMGH¢¢T C, KEPMHTC WITH ILNAHNPATC Ja KEpMHATE.

HsaMma ekcriepHMeHTaTHN JaHHY 3a eMOPHOITAaTHYHO WM TEPATOTeHHO JEHCTBHE, QbKAIO CE Ha
ey poKCHM, HO KakTo IMpH BCHYKH NekapcTBa Tok TpAbBa a Ob/e MpUnaral ¢ NOBUHIEHO BHUMaHHE 10
BpEME Ha ITbPBHTE MeCeLH OT OpeMEeHHOCTa.

[{edypokcum npeMrHaBa B MAlMAHOTO MIIAKO M B pe3ynTaT Ha TOBa MpH khpMaukd AKCE®D Tpadsa na ce
Mpuiara ¢ MOBHIICHO BHUMAHHE,

lllopupane u padoTa ¢ MAIUHHH

B cryvail Ha 3aMaitBale He oQUpaiTe ¥ He WANOM3BaliTe HAKAKBH UHCTPYMEHTH WIIW MALLUWHH.

3. KAK JA TIPHEMATE AKCE®

Bunaru nipuemaiite AKCE® ToyHo kakTo Bu € kazan Baumms nexkap. Ako He ¢Te CHTYPHK B HELLD,
nonuraite Bawus ekap wiv ¢apMaLenT.

HEEI‘IDPL‘{HTEHHHTE 1034 33 Bh3pacTHH U KOHOIIH Hax 12 roonHy €;

Hudexuun ITpenopnuuTenta no3a Kypc Ha JeveHne
_DapHHTHT, TAPUHIHAT, CHHY3HUT | 250 mg 2 TeTH JHEBHO 10 nHu

OcTbp OpOHXHT 250 mg uny 500 mg 2 mhTH AHEBHO 5-10 nun

ObocTtpeH XxposHueH OpoHXHUT 250 mg unu 500 mg 2 meTH AHEBHO 10 oHu

YpoTreHHTATHH HHEKITUH: 125 mg vnu 250 mg 2 TTH OHEBHO 7-10 oamn

[HENOHEPPHT, UMCTHUT H YPETPHUT

HMHdexLiMK Ha KoXaTa U MEKHUTE 250 mg uny 500 mg 2 mpTA QHEBHO 10 nuy

TBKAHM: QYPYHKYJ/I03a, THOACPMHS

M HMIIETHIO

I'oHopes 1000 mg eTHOKpaTHO ¢IMHUYHA 1032

Panen cranu# Ha JladiMcka 6onect | 500 mg 2 MbTU AHEBHO 20 nuH

O3MPOBKA MpH Jlela
O6uuaitHaTa go3a ¢ 125 mg nBa meTH qHeBHO Wik 10 mg/kg aBa MBTH JHEBHO KATO THEBHATA 03a HE
TpaOBa na Hagsumasa 250 mg. Ilpu neua Ha BB3pacT Had 2 TOAMHYU NPH BBINANCHHUE Ha CPEAHOTO YXO
250 mg nBa meTH THeBHO WM 15 mg/kg ABa METH IHEBHO KATO JHEBHATA 1032 He Tpsbpa na HaaBMIIaBa
500 mg.

LlemocTTa Ha TabnerkuTe He TpsOBA Ja ce HapyIIaBa.

AKO CTe IpHeJIH NnoBeye oT HeoOxoanmarTa a103a AKCED

He e onacHo, ako cTe TIpHEIIH NO-TONIMO KOMHMYecTso OT npennucadara no3a AKCE®, ocseH, ako He cTe
MOTBJIHAIH ChABPKAHHETO HA LIAJIATA ONAKOBKA HaBEOHBX. B Takse ciryyalt He3abaBHO rocerteTe Hak-
OMH3KOTO NTeweOHO 3aBeicHHE KATO B3EMETE U JIEKAPCTBOTO WIH ONaKkoBKaTa My CbC cebe cH unu ce
CBBpKETE ¢ Balus nexap.

He npepuinasaiiTe npenopbyaHara 403a ¥ NPOABIDKUTENIHOCTTA HA TIEYEHUETO.

AKo cTe nponycHanH 13 npuemere AKCE®

Axo cte nporrycHanu na npuemete AKCE® m3emere Tabnerkara BejHara oM ce C



MHOTO O0TM30 OO cneasaniata go3a. AKO TOBA C€ CIIYUH, MMPOITYCHETE IPUEMA M B3EMETE CleaBallaTa
TabneTka KaTo ciieaBaTe NPEaNHcaHoTo BH TeucHHe.
He B3emaifre nBoitHa [03a, 3a 12 KOMIIEHCUpATE MpoITycHaTara Tabnerka.

Axo c¢te cipenn npHema Ha AKCE®

He cnupaiiTe neqeHueTo nNpeay aa CTe 3aBbPIHIWIN ITBTHAA KYPC Ha JIeYeHHUEe, HE3aBUCUMO 1¢ CTE CE
MOAYBCTBAIHN MO-000pe. BB3MOKHO € 1a He CTe C& UINICKYBAJIH HAITLITHO M HAKOH OT CHMITTOMHTE 1a ce
MpOSABAT OTHORBO.

AKO MMaTe HJKaKBU JOMBIHUTEIHN BBIPOCH, CBBP3aHU C ynoTpedara Ha TO3M NPOAYKT, MOJIA MOMUTaiTe
Baiuuna nekap unu ¢gapMalieBT.

4. Bb3IMOXHH HEXEJAHH PEAKLIHH

Kakto Bcruxy nekapctsa, AKCE® Moxe fla NpeIw3BHKA HEXEJTAHH PEAKLMH, BBITPEKH Y€ HE BCEKH I'H
nomy4yasa.

Hexenanure peakunu cnpaMo nedypokcHM 0OHKHOBEHO ca cmabyn ¥ OBp30npexoaHu.

AKo ce HanoxkH 1a By ObaT HanpaBeHW HAKAKBH KPBBHH U3CNIEIBAHUA, HAITOMHETE Ha Banmus nekap, ue
npueMate AKCE®, Thil kaTo aHTHOMOTHLUTE MOTaT Ja MOBIUAAT HA PE3YIITATHTE OT KPHBHUTE
H3CIeBaAHHUA.

YecTo cpelllaHu HeXeNaHy peakLMH, KOMTo ca ¢boOlasany npu noseue oT 1 Ha Beeku 100 nauuneHTa, Ho
no-Masiko ot 1 Ha Bcexu 10 naumeHTa, ca:

® KaHAHA03a (MJIEYHMLA) MPH [TPOABIDKUTETHO NMPpURoKEHHE ( MHPEKLHA, TPHYHMHEHA OT
npoxaenonodHu reOMIKH HA BArMHATA, YCTaTa WIH KOXKAaTa)
co3uHodunna (0OpasyBaHe H HATPYNBAHE HA CBPBLXTONAM Opoil Oenu KpbBHU KIETKH)
rinasobonne, CBETOBBPTEXK
CTOMAILIHO-YPEBHYM CMYILUECHHA (ZHapHA, rajJeHe, KopeMHa 0o/ka)
[MpeXoHO NMOBHHIABAHE HA CTOHHOCTHTE HA MEPHOOPOOHUTE TECTOBE

Heuectn HexenaHW peakiH, KOUTO ca choOmaranu mpu moBeye oT 1 Ha Beeku 1 000 mauuenta, Ho no-
Manko ot | Ha Bceku 100 nauuneHTa, ca:
¢ HaMmalleHHe Ha Opos Ha TPOMOOUHTHTE B KPBBTA, KOSTO MOXKE a MOBHIIIM CKJIOHHOCTTA KbM
KbpBEeHE UITH 00pa3yraHe Ha CHHHHH, HAMaIABaHe Ha O6pos Ha OeiuTe KPBBHM KIIETKH, KOETO
yBe/IN4aBa BEPOSATHOCTTA OT Bb3HHKBAHE HA WHPEKIUA
® KOXHH 00pHUBH

MOBPBINAHE

Penxy Hexxenanm peakuiy, KOMTO ca chobiaBanu nipy nosede oT | Ha scexn 10 000 maunenTa, HO no-
Manko oT | Ha Bcexu | 000 nmaunenra, ca;
® KOEH 00pHB ChC 3avuepBABaHE H ChpOEK
e ricesaoMeMOpaHO3eH KOMHT (BL3NAICHHE Ha NeOenOTO YepBO, KOETO IIPHUYHMHABE OOJIKN B KOpEMa
W OAApHA WA 3aliex)

MHOro peIKy HeXENAHN peaKLiMN, KOMTO ca ¢boOLIaBaHy npy no-Maiko ot 1 Ha sceku 10 000 nauueHTa,
ca:

® XCMOJMTHYHA aHeMHUA (HaMansBaHe HA Opos Ha YEPBEHUTE KPBBHH KJIETKH, KOCTO MOXE

gosene Ao 6renocT WM MOXKBIATABaHE Ha KOXarta, cnabocT WiH 3aqyX)

® JIcKapCcTBEHA TpecKa, cepyMHa OonecT, anepriyHa peaki[is, KOATO MpoTH4a 0Bp3o

ChC 3aUcpBABaHE, ChpPOEK, OTOK, IOKOBO CHCTOSHAE




¢ KBITEHMUA (KBJTO OLBETABAHE Ha KoXKara, OsU10TO Ha OUUTE U JIHTABHIIUTE), XENATHT
(Bb3naleHHe Ha YepHHA qpob)

o Erythema multiforme, cuuapoM Ha Stevens-Johnson (Texko 3abonsipaHe, ChMPOBOJCHO C
oOpa3ypaHe Ha MEXYPH 110 KOXKATA, YCTATa, OHUTE H NOJIOBUTE OPraHH), TOKCHYHA enHepMaliHa
Hekponu3a (eK3aHTeMHa HEKPOJIH3a) — aNepridHM peakliH, KOWTO 3acAraT Koxkara U MYKO3HUTE
MEMOpPaHH 1 ce XapakTepH3NpaT ¢ MEXypUeTa M JIOLIEHE Ha KOXaTa

AKO HAKOA OT HeXEJIAHWUTE JIeKapCTBEHU PEaklHy CTaHe CEpHO3Ha, KT 3al0efexuTe IpYyTrH, HEOITHCAHH B
Ta3H INCTOBKA HeXeIaHN PeakLy, Monig yeenoMere Bammst nexap Wi GpapMauesT.

5. KAK JIA CbXPAHABATE AKCE®

CrxpaHaBaliTe Ha MsCTO, HEIOCTBITHO 32 JeLa.
Hla ce chXpaHsaBa B OPUFHHAITHATA OTIAKOBKA.
Ha ce cxxpangsa nox 25°C.

He manonseaitte AKCE® cnen cpoka Ha rogHoCT, 0TOENA3aH BbpXY KapTOHEHATa ofakoBka. CpoKbT Ha
rOJHOCT OTTOBaps Ha NMOCICOHNA OEH OT NMOCOYEHNS MECell.

6. JONBJIHHUTEIHA HHOPOPMAIIHA
Kaxno cpanpxka AKCED

- AKTHBHOTO BelllecTBO ¢: HepypokcuM. Beska dpunmupana Tabnertka chabpxka uedypoKCHM akceTh

€KBHBallCHTEH Ha 250 mg uedypoKcUM.

- Hpyrure CLCTaBKH Ca;

Slnpo Ha TabneTkaTa: HULIECTE NMPEKENATHHU3APAHO, KPOCNOBHIOH, KpOCcKapaMeno3a HaTpui, HaTpueB
naypwicyndar, MardHe3ueB cTeapar, CHINLMEB TUOKCHI KONIOHIEeH Oe3BoieH

CosCTaB Ha PUIMOBOTO NOKPHTHUE; XUNIPOMEN03a, THTAHOB JUOKCHI, XMAPOKCHIIPOIHIILIETYIO3a

Kak n3rnexna AKCE® # kakBo cbAbPKA ONAKOBKATA

DunMUpaHuTe TaONETKH ¢a NMPOIRIIroBaTH, BeJTH, ¢ JeTUTEITHA YepTa OT eJHaTa CTpaHa, a oT Apyrara
cTpaHa ¢ Hagnue NOBEL

10 6pos drunmupaHH TabneTku ce onakosart B OIIHCTeED.

Envn unu gea OnucTepa ce NOCTABAT B KAPTOHEHA Ky TUS.

Hpyrn nekapcTBeHN GOPMH, KOUTO MOXETE 1a HAMEPHTE Ha 11a3apa.
AKCE® 500 mg dunMupan# tabneTku

IpurexaTe/ Ha pAIpeHIEeHHETO 33 YNOTpeba H NPOH3IBOAHTE/, OTTOBOPEH 3a 0CBODOKAaBaHE HA
NapTHAR HA TepuTOpuaTa Ha EC

HOBEJI ®PAPMA OO
Oyn. “buarapusa” Ne 109
Codms 1404, bnarapnus

J{aTa Ha moc1eAHATA peaakuda Ha aucroskara: 01.2025




