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JINCTOBKA: HHOOPMAIIMA 3A NOTPEBUTEIS |

AKSEF 250 mg film-coated tablets
AKCE® 250 mg ¢pnamupann TabneTkn

nedypoxcuM (cefuroxime)

IIpouerere BHRMATEIHO NSAIATA IHCTOBKA NPEAH A2 3AN0YHETE 13 NPHEMATE TOBA JIEKAPCTEO.
- 3ama3eTe Ta3H AHCTOBKA. MOXe a ce HANOKH Ja 5 IPOYETETE OTHORO.

- AKO HMaTe HAKAKBH AOMBIHUTEIHH BhIPOCH, NonuTaiiTe Bamms JeKap WU papMallenT.

- Tosa nekapcTso e npeanwcano JM4HO Ha Bac. He ro npeorcrenpaiite Ha Apyrd xopa. To moxe na
HM HaBpCAH, HE3ABHCHMO OT TOBA, Y€ TEXHUTE CHMIITOMH Ca CBhIIHTE KaTo BamuTe.

- AKO HAIKOS OT HEXEJIAHHTE JIEKAPCTBEHH PEaKLHM CTAHE CEPHO3HA, MITH 3a6eexure APYTH,
HCOIMCAHH B Ta3H JINCTOBKA HEXECIAHA PeaKUnH, MONs yBeaoMeTe Bamus nekap wim gapmanesr.

B Ta3H JHCTOBKA:

1.  Kakso nmpeacrasnasa AKCE® u 3a xakBo ce H3M0i38a
2.  Ilpean na npuemere AKCE®

3.  Kak ga npueMare AKCE®D

4.  BB3MOXHH HeXXeNaHH peaKI[HH

5.  Kak na cexpansBare AKCE®D

6. JonmpnHuTenHa HHGOpManUA

1. KAKBO IIPEACTABJISABA AKCE® H 3A KAKBO CE H3I1OJI3BA

AkTHBHOTO BewecTBO B AKCE® e nedypoxcum (karo uedypokcuM akceTni), KOHTo NPAHALJICHKH KBM
BTOpO MokojeHue nedanocnopunu. LedypokcuM e 6axTepHuMaeH aHTHOHOTHK, KoiTo Y6uBa
OakrepHHTe, IPHYHMHABAILY HHPCKUHH UNH TEXHHTE CIIOPH.

AKCE® dunamupanu tabneTku e nokasaH 3a NedeHne Ha CACHHATE UHMEKINM, IPHYUHEHH OT
qyCTBHTEIHH OakTepuy:

* HHpexunn Ha NONHHUTE JAUXATENHH THTHLIA: OCTBD GPOHXHUT, 06OCTPEH XPOHHUEH GPOHXUT K
NHEBMOHHUA (HHpEKUHUA Ha Gennte ApoboRe)

* Hudekunn Ha ropaute guxarensy nsruma: YHI undekinu, kato oTHT (Bb3nalenue) Ha
CPEAHOTO YXO, CHHY3HT (BB3NAJICHHE HA OKOJIOHOCHUTE KYXHHH (CUHYCH)), TOH3HIMT
(Bb3naNeHHe HA CIMBHLHATE) H HapHHIUT (OCTPO BH3MANICHHE HA JIMTABHLIATA Ha I'bITAYA)

® YporeHHTaIHU HHGeKUHH: mHenoRe(pHT (6aKkTepHATHO BE3NANEHHE HA OBOPEKA H HEFOBOTO
JiereH4e), UHCTHT (BB3NAAMTENHO 3a00/9BaHe Ha TMraBULIATA HA NHKOYHHS MEXYD, KOETO ce
M34BABA C YCCTH MO3UBH 32 YPHHHpaHe, OOJIKH NP yPHHUPAHE, HAJTHYHE Ha KPbB H GaKTepHH B
YPHHaTa, Ta30Ba O0JIKa) ¥ BH3MANCHHE Ha ypeTpara, NPeAN3BUKAHO OT MUKPOOPTaHH3MH,
NPOABSABAIIO C€ CBC ChPOEX, NapeHe, 60nKa NPH YPHHHPAHE

¢ Hudexuuu Ha Ko)aTa ¥ MEKUTE TbKaHH: QYPYHKYI03a (HAIHYME HA IIMPEH, KOUTO CE 3abPKAT
[I0-ABJIT0 BpEMe U UMAT CKIOHHOCT J1a NOBTApAT), MHOAcpMHUA (OakTepHanHa uHeKIHg Ha
KOXaTa, NpHYHHEHA Hall-4eCTO OT CTaHIOKOKH WJIH CTPENTOKOKH, ¢ OCHOBEH CHMIITOM
HarHoABaHe) H HMNETUrO (OCTPO 3apa3Ho 3a60ABaHe Ha KOXaTa, MPOTHYALL0 C MEXYPYETa,

KOHTO MO-KBCHO C€ NMOKPHBAT ¢ KOPHYKa)
e [oHopes (monoso mpenapaHa 6oneCcT, H3BECTHA OILE KATO TPHNEP): OCTHP HEYCJIOXHEH
FOHOKOKOB YPETPHT H LIePBUIUT (BB3NANEHUE Ha Ciiu3ecTaTa OOBHBKA HA WIMAKATA HA MaTKaTa)
e PaneH cranuit Ha JlaliMcka Gonect (GakTepuanHo HH(PEKLHO3HO 3a601%BaHe, KOETO C& NPUIHHABA
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2. IIPEAH TA IIPUEMETE AKCE®
He npueMatite AKCE®

- aKo CTE ajleprH4HH (CBPBX'YBCTBUTENHH) KbM LepYPOKCHM, KbM APYrd aHTUGHOTHIH OT IpyHaTa
Ha 1eanoCIIOpUHHUTE WK KbM HAKOE 0T noMowuuTe Bemectea Ha AKCE®. Anepruunara peaKkuus Moxe
J1a C€ pasno3Hae N0 HAIMYKETO Ha: 0OpHB, ChpOexk, 3auepBsBaHe HA KOXKATA MM 3aTPYAHCHO JHILAHE,

O6npHeTe cienHa/IHO BHHMaHHe npn ynotpebara Ha AKCE®D

- [edanocnoprnosuTe aHTHOHOTHUM Hal-061L0 MOraT Aa GbAAT NPHIAraHy NPU NAUHEHTH
CBPBXYYCTBHTEIHH KbM INCHHLHIUHH, BBIPEKH, Ye € N0KA3aHa KPhCTOCAHA PeakLHsa. AKO CTe UMAIH
AICPrHYIHH PEaKIHH CIPAMO NEHULWIIHH, YBeaAOMeTe Bamus nekap, Toif Kato e HeoOxonuMo Aa Bu
00bpHe cnienManHo BHHManHe, Tolt [ie NpeueHH AaTH Pa3BHBATE KIMHUYHO 3HAYMMA aJleprayHa peakums
H IaNH JeKapcTBOTO TPAOBa Aa ObAe CIIPSAHO H Ja ce 3alO4YHE ChOTBETHA TEPATHSL.

- Koraro npuemare npoxb/DKHTENHO 1ieyPOKCHM, KAKTO U TIPH JPYTH IIHPOKOCNEKTBPHHU
AHTHOHOTHIIH, MOXe Jia Ce NPE/IH3BUKA Pa3BUTHETO HA HEXKENAHH MUKPOOpraHn3My (HanpuMep: Candida,
Enterococci, Clostridium difficilg), konTo Morar fa HaloXar CIIApaHe Ha eYeHHeTo. AKO Pa3BHBATe
[MapHs 110 BpEME HJIH clleAl ynoTpedara Ha aHTHOHOTHKA, chobluere Ha Bamus nekap, Thii kKaTo TOBA
MOJKeE J1a Ce IBJDKH Ha IIceBAoMeMOpaHO3eH KOJHUT.

- I1pn nanuenTn Ha XemoAnanu3a TpsAGBa Ja ce HMa IPeABH, Y€ MPOAYKTHT CE OTCTPaHsIBA [IpH
XEeMOIHANH3A.

- Cnen neuenue Ha Jlaitmcka 6onect ¢ nedypokcum e HabmonaBana peakis Ha Jarisch-Herxheimer.
T1 e B pesynrar Ha GakTepHUHAHATA aKTHBHOCT HA LedypPOKCHM KbM NPHIMHHTENA Ha JlaliMcka GoecT
ciupoxeta Borrelia burgdorferi. Tlaunenture Tpa6sa na GbAAT YCIIOKOSHH, Y€ TOBA € YECTO M MPEXOLHO
MOCNCACTBHE OT aHTHOMOTHYHO JeueHHe Ha JlaliMcka Gonecr.

HpraoxkenHe npu gena u HOIUN
AKCE® ¢unmMupanu TabaeTku Moxe Ja ce NpuJiara npu Jena Haj 2 rogHIlHA Bh3pacT.
IIpuyioxetne NpH BL3PACTHH H NANHEHTH ¢ 6b0peYHH yBpexKIaHnA

He ca HeoOxonuMH CrieHanyy NpeAnasHy MEPKH NIPH NALHEHTH ¢ GEGPEUHM YBpEXKAaHUS HITH TIPH
TaKMBa HA XEMOAMANIN3a, UTH NIPH BB3PACTHH NAlKMEHTH B Clyvall, ye THEBHATA 1032 HA JICKapPCTBOTO HE

HaaAXBBpIA 1 g.
IIpueM Ha ApYIH JeKapCTBA

Mouns, undopmupaiite Bamns nexap niu GapMaleBT, ako NPUEMATE HITH HACKOPO CTe PHEMANK APYrd
NeKapcTBa, BKIIOYHTEIHO H TAKHBA, OTIIYCKAaHH 0€e3 pelerTa.

3aeiHO C ApYryd aHTHOMOTHIM 1edyPOKCHM MOXE Ja [IOBNMSE HA YpeBHaTa GJopa, BOAESHKH 0 NO-HUCKA
peabcopOLus Ha eCTPOreHH (FpyNa XOPMOHH, CEKPETHPAHH OT SHYHHIIATE) H HaMalaBaiki ebUKacHOCTTA
Ha CbBMECTHO NPRIOKCHUTE OPATHH KOHTPALIENITUBHY (IPOTHBO3a4aTh4YHH CPEACTBA).

EZHOBPEMEHOTO NPUIIOKEHHE C TPOOEHIH ] NpeAU3BHKBA NOBHIIABAHE HUBOTO Ha LedYPOKCHM B
Jia3MaTta, nopaau HaMajieHoTo 6B0peuHo oTaelHe.

YnotpeOda Ha AKCE® ¢ xpaHy H HANHTKH

3a onTumainna pesopOuns Tabnetknre AKCE® Tpabsa na ce B3eMar cnen




BpeMeHHOCT H KbpMeEne

llockeTBaitte ce ¢ Baluma nekap nnu ¢apmanepT npean ynotpebaTa Ha KOETO H Jia € JIEKapCTBO.
lIpenn na 3anoynere aa BzeMare AKCE® e BaxHo z1a yBefioMHTe Bamus nekap, ako cte OpeMeHHa,
NIaHApaTte Aa 3a0peMeHeeTe, KbPMHTE HIH IIAHUPATE 42 KbPMUTE.,

Hsama excriepuMEHTATHY JaHHHU 32 eMOPHONATHYHO MITH TEPATOT€HHO AEHCTBUE, AbJDKALLO CE HA

e(yPOKCHM, HO KaKTO NPH BCHYKH JIEKApCTBA Tolt TpAOBa 1a 6bae Npunarat ¢ NOBHLICHO BHUMAHHUE 110
BPEMC Ha MBPBHTE MECEIH OT HpeMeHHOoCTA.

Hedypokcum npemunaBa B MaHYHHOTO MJISKO M B PE3YJITAT Ha TOBA npu kepMaukd AKCE® tpa6Ba na ce
puJiara ¢ NOBHIIESHO BHHMAHMUE,
llodupane n pabora ¢ MamnHM

B ciyyaii Ha 3amaiiBaHe He wodHpaliTe ¥ HE H3NOI3BAlTE HUKAKBH HHCTPYMCHTH WJIH MAIUHHH.

3. KAK JA IIPUEMATE AKCE®

Bunary npuemaiite AKCE® Touno kakto Bu e kasan Bamus sexkap. Ako He cTe CHTYPHH B HeEllIO,
nmonutalire Bamus nexap wim hapmanesr.

{IpenopbunTenHaTa 1032 3a Bb3PACTHH H IOHOIH HaJ 12 OAHHH €

HupeKkuun IlpenopnunTena Ao3a Kypc na Jeuenne
 DapMHTHT, JAPHHTHUT, CHHY3HT 250 mg 2 meTH AHEBHO 10 guu

Octrp 6poHxur 250 mg nnu 500 mg 2 neTH AHEBHO >-10 aHH

ObocTpeH XpoHHYeH GPOHXHT 250 mg unu 500 mg 2 OBTH AHEBHO 10 nHK

YPOreHHTAIHH HHEKIHHK: 125 mg unu 250 mg 2 TLTH JHEBHO 7-10 1a1

MUESOHEPPHT, LIHCTHT H YPETPHT

Hudexuun Ha koxaTa H MEKHTE 250 mg unu 500 mg 2 obTH AHERHO 10 ouu

ThKaHH: PYPYHKYJI03a, THOAEPMHS

M HMIIETHIO

["oHOpes 1000 mg ennokpaTHO ¢AHHHYHA A03a

PaneH cragutt Ha Jlalimcka Gonect | 500 mg 2 mpTH AHEBHO 20 nau

O3HUPOBKA IIPH J€Lia

Obuualinata no3a e 125 mg a8a nbTH AHEBHO HIK 10 mg/kg Ba MBTH AHEBHO KATO JHEBHATA 1034 He
Tpa6Ba Aa Haaeuiuasa 250 mg. ITpu nena Ha BB3PacT Haj 2 FOAHHHU NPK Bb3NANCHHE Ha CPEAHOTO YXO
250 mg aBa nbTH AHEBHO MK 15 mg/Kg iBa IbTH AHEBHO KATO JHEBHATA 1032 HE Tpa0Ba Aa HaABHINABA
500 mg.

Ilenoctra Ha TabneTkute He TPAGBa Aa € HapyLIaBa.

AKO CcTe 1IpHeJH noBeYe oT HeobxonumaTta no3a AKCED

He e onacHo, ako cTe npuesH No-roasMoO KOIHYECTBO OT npennucadata Ao3a AKCE®, ocsen, ako He cTe
NOT'BNTHANH CBABPKAHMETO HA LSUIATA ONAKOBKA HaBeAHEBXK. B Takes ciryyail He3abaBHO moceTere Haii-
Onu3koTO NewebHO 3aBeicHHE KATO B3EMETE H JIEKAPCTBOTO HIIH OTAKOBKATA My ChC ce6e CH MM ce
cebpkere ¢ Bawng nexap.

He npesuinaBaiTe npenops4yaHaTa 1033 U NPOABIDKUTEHOCTTA HA JIEUEHHETO.

AKko cre nponycHasiu aa npuemere AKCE®D e
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MHOTO 0J1130 10 Clie/BaliaTa /1033 AKO TOBA Ce CITyYH, IPOMYCHETE [IpAEMa H B3EMETE CJieABALLATA
TabJieTKa KaTo crie/iBaTe MpeANucaHoTo By neuenye.

He B3emaliite apoiina n03a, 3a 1a KOMIIEHCHpaTe HPOIYCHATATA TabNeTKa.
AKo cte cnpesn npuemMa Ha AKCE®D

He crivpafite neyenreTo npeau Aa cre 3aBbLPLIMNM ITBIHHS KyPC Ha JIeUeHHe, HE3aBUCHMO Ye CTE Ce

NOMyBCTBAMM M10-100pe. BE3MOXHO € Ja He CTe ce H3NEKYBaIM HAITBIIHO M HAKOM OT CHMIITOMHTE NIa Ce
[IPOSBAT OTHOBO.

AKO HMaTe HAKAKBH JOITbJIHHTEHH BBIIPOCH, CBBP3aHH C YIOTpe(aTa Ha TO3H NPOAYKT, MOJIA NONHUTalTe
Bauius nexap unmu gapmManesr.

4. BB3MOXHH HEXEJIAHY PEAKIINH

Kaxro Bcuuky nexapcrsa, AKCE® moxe fa npeu3BHKa HEXENaHH PeakiiiH, BEIPEKH Ye He BCeKH IH
Mony4aea.

Hexenanute peakuuu cnpsamo 1edypokcHM 0GHKHOBEHO ca c1abu H 6Bp30NpexonHH.

AKO ce HAJIOXXH 11a BH ObJaT HanpaBeHd HAKAKBH KPBBHH H3CIEIBAHUS, HATIOMHeTe Ha Bamms nekap, e
npueMare AKCE®D, Toi karo aHTHOHOTHIIMTE MOTAT A2 NMOBJIMSAT Ha pe3yNTaTHTE OT KPbBHHTE
H3C/ICBAHUA.

Yecro cpeinanu HeXeIaH! peaki[iH, KOMTO ca ChoOLIaBaHHy pH rnosede ot 1 Ha Bceku 100 [ManMueHTa, HO
no-Majako ot 1 Ha BcekH 10 nanwenTa, ca;

¢ KAHA¥J032 (MICYHHIIA) NIPH NPOXBIDKUTENHO pHIIOKeHHe { HHEKIMS, NpUYHHEHA OT
ApoxaenonodHy reGHUKH Ha BATHHATA, YCTATa WIH KOXATa)

e03uHODUIHS (00pazyBaHe H HATPYIIBAHE HAa CBPBXIO/AM Opoit Genil KphbBHH KIIETKH)
rnaBobonue, CBETOBBPTEXK

CTOMAUIHO-YPEBHH CMYILEHHA (AHapHs, raicHe, KopeMHa 60nka)

NPexXoAHO NOBHINABAHE HA CTOMHOCTHUTE HA YEPHOAPOOHHTE TecToBE

HeuecTn HeXeNnaHH peakuus, KONTO ca chof1asaHu npy noede oT 1 Ha Bcexu 1 000 naumenTa, Ho no-
Manko oT |1 Ha Bcekn 100 naimienTa, ca:
¢ HaMmaleHHe Ha Opost Ha TPOMOOLMTHTE B KPbBTa, KOSTO MOXE J1a [TOBHIIHM CKIIOHHOCTTA KbM
KbPBEHE MM 00pa3yBaHe Ha CHHUHH, HamManseaHe Ha 6pos Ha 6enuTe KPbBHU KNETKH, KOETO
yBEJIH4aBa BEPOATHOCTTA OT Bh3HHKBaHe Ha MHCKIHSA
KOXHH 00pHBH

NOBPBILAHE

Penku HexenaHu peaxijui, KOUTO ca choOiaBaHu npy nosede or 1 Ha Bcexu 10 000 ranuenTa, Ho no-
Manko oT 1 Ha Bcexku 1 000 nmanueHra, ca;
¢ KOXEH OOpDHB ChHC 3aUepBSBAHE H CHPOCK
¢ nceBJoMeMOpPaHO3ER KONHT (BB3NANICHUE Ha eOe0TO YepBO, KOSTO NPHYHHABA 6ONKM B KOpeMa
H AMApHA WIIH 3aMneK)

MHOr0 peKH HEXETAHH PEaKIMK, KOHTO ¢a ChoO1IaBany npH no-Manko ot 1 Ha Bcekd 10 000 naumenTa,
ca:
® XeMOJUTHYHA aHeMH# (HaMaaBaHe Ha Opos Ha YepBEeHHTE KPHBHH KIE
i

AoBeAe N0 GnefoCcT WIH NOXKLITABAHE HAa KOXaTa, C1abocT UM k) 5

® JleKapCTBEHa TpecKa, cepyMHa 00JecT, aJlepruyHa peakius, Ko
ChC 3a4epBaBaHe, ChpOEkK, OTOK, LIOKOBO CHCTOSHHE




(Bb3naNneHue Ha YepHus Apob)

* Erythema multiforme, CHHIpOM Ha Stevens-Johnson (Texxo 3a60198aHe
00pa3syBane Ha MeXypH 10 KOXaTa, ycraTa, OUHTe ’ HOJI0BHTE Oprann),
HEKpOJH3a (eK3aHTeMHA HEKPONTU3a) — aNeprHYHH PEaKIuH, KOHTO 3acs
MEMOpaHH H ce XapaKTCPH3HPAT C MEXYPUETa U MIOLLEHE Ha KOKATa

; CBITPOBOJEHO C
TOKCHYHA eNUaepMalTHa
raT KOXKaTa i MYKO3HUTE

S.  KAK JIA CbXPAHSABATE AKCE®

CbXpaHsBaiiTe HA MSCTO, HENOCTEIIHG 3a flela.
Ha ce cuxpansBa B opurunanuara ONaKOBKaA.
Ha ce cvxpanssa mox 25°C.

He usnonseaiite AKCE® cren CPOKa HAa I'OAHOCT, OTOCI3an

BBPXY KapTOHEHaTa onakoBka. CpoxsT Ha
FONHOCT OTTOBapA Ha MOCASAHHS KEH OT MOCOUYEHUS Mecell,

6. JOIIBJIHUTEJIHA HHOOPMAHUSA

Kakso cpanpxa AKCED

- AKTHBHOTO BEILECTBO e: HedypokcuM. Beska dbunMupana TabneTka ChabpiKa HedYPOKCHM aKkCeTH
CKBHBANeHTeH Ha 250 mg uedypokcum.

- Hpyrate cberaBky ca:

JIaypHIICY1(aT, MarHe3HeB CTeapar, CHITHILHEB UOKCH KOJNOUACH 6e3BoaeH
CobeTaB Ha YHIMOBOTO DOKPUTHE: XMIpOMEII03a, THTAHOB JMOKCHI, XUAPOKCUIIPONUILIENYN034

Kaxk mirnexna AKCE® u kaxso ChABLPAA ONAKOBKATA

DHIMHpaHnTe TabNETKH ca NpOAbATOBATH, Oenn, ¢ AeauTenHa YyepTa OT eHaTA CTpaHa, a OT Jgpyrara
CtpaHa ¢ Hannmuc NOBEL

10 6pos pumMupaHy TabneTKR ce OnaKoBaT B 6ucrep.
Enun wnm 1Ba GmucTepa ce NOCTaBAT B KapTOHeHa KYTHUSL.

Hpyru nexapcTenu GOpME, KOUTO MOXETE 1A HAMEPUTe Ha nasapa.
AKCE® 300 mg dunmupann tabnerku

IIpuTexaren na paspemenreTo 3a ynoTpeda u MpoOH3BOAHTEN, OTTOBOPEH 34 0CBOGOKIABAHE HA
NapTHIH HA TepuTOpHsATa Ha EC

HOBEJI ®APMA OO/N1
6yn. CuMeoHoBCKoO Ioce Ne 24
Cogus 1700, benrapus

MaTa Ha mocJIeTHATA PeAaKNHA HA JHCTOBKATa: 10/2008




