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JIMCTOBKA : HHOOPMALS 3A TIOTPEBUTEJIS

AKSEF 250 mg film-coated tablets
AKCE®D 250 mg puiaMupann Tab1eTKH

nedypoxcum (cefuroxime)

IIpoyeTeTe BHEMATEHO LSJIATA JJHCTOBKA IPEAH A2 3an0YHeTe Ja NPHEMATE TOBA JCKAPCTBO.

- 3anazeTe Taiu JUCTOBKA. MOXKe fa ce HaJIOXKH fa g TPOoYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOIBJIHUTEIHM BEIPOCH, nonuTaiite Bamus nexap i papManesT.

- ToBa NekapcTBO € mpeAnycano Ju4Ho Ha Bac. He ro npeotcTbnBaiite Ha Ipyrd xopa. To Moxe 1a
WM HaBpelH, He3aBUCHMO OT TOBA, Y€ TEXHWTE CHMNTOMH Ca ChIliTe KaTo Bawure.

- AKO HAKOS OT HEXEJIAHUTE JIEKAPCTBEHH PEaKI[MH CTaHEe CEPHO3HA, HIIH 3a0elIeKUTE NPYTH,
HEOMHMCAHH B Ta3H JIMCTOBKA HEXEJIAaHW peakilny, Mojid yBeaoMeTe Bawus nexkap uin gapMalesT.

B a3 JHCTOBKA:

1. Kakso npencrasnsisa AKCE® u 3a kaKBO c€ U3MON3Ba
2. IIpenu na mpuemere AKCED

3. Kak ga npuemare AKCED

4. BB3MOXKHU HEXENAHK peaKLiin

5. Kak ga cexpansBate AKCED

6.  JlombnHUTENHA HHDOPMALUS

1. KAKBO IIPEACTABJSABA AKCE® U 3A KAKBO CE H3IIOJI3BA

AxtuBHOTO BemecTBo B AKCE® e tedpypokcuM (kato He@ypoKCHM aKCETH), KOMTO IIPHHAJIEKH KbM
BTOPO moKoJieHue nedanocnopunu. HedypokcHM e SakTepunuaeH aHTHOHOTHK, KOHTO yOuBa
OakTepuuTe, MPUUHHABAIH HHPEKIINH.

AKCE® dunmupanu TadieTky € MOKa3aH 3a JICYCHUE Ha CIIEAHUTE HH(EeKI UM, TPUHHHEHH OT
UYyCTBHTEJIHU OaKTEPHH:

o UndeKiuy Ha JONHATE AUXATENHHU [TBTHINA: OCTBP OPOHXHUT, 00OCTPEH XPOHHYEH OPOHXHT H
nHeBMOHNS (MHPeKuua Ha Genute aApodone)

e Undexunu Ha ropHuTe Auxarennu npryma: YHI Hadekiuy, kaTo OTUT (Bb3NasieHue) Ha
CPENHOTO YXO, CHHY3UT (BB3NAJICHHE HA OKOJIOHOCHHUTE KYXHHK (CHHYCH)), TOH3UIIAT
(BB3MAJICHHE HA CJIIMBHIIMTE) U (GapHHTUT (OCTPO BH3MAJIEHHE HA JIraBHliaTa Ha rbATAYA)

e VporeHuTaJHN HHMEKUHN: THETOHEPPUT (DaKTEpHaIHO Bb3NAJCHNEC HA OBLOpeka 1 HErOBOTO
JIiereHye), LUCTHT (Bb3naiKuTeNHO 3a00ABaHe HA NMraBHllaTa Ha MIKOYHUSA MEXYP, KOCTO CE
W3SBSABA C YECTH TO3UBH 33 YPUHUpaHe, 60JIKH NPH YPUHHPAHE, HAJIMYKME HA KPBB U OaKTEpHUH B
ypHHATa, Ta30Ba O0JIKa) M Bb3MANCHHE Ha YPETPaTa, MPEAM3BUKAHO OT MUKPOOPTaHH3MH,
MpoABKBALLO ce Che Chpbex, mapene, 6oNka NpH ypUHHpPaHe

o HMudexuun HA KOXATa M MEKHTE TbKaHH: (ypyHKyN03a (HaHYME HA IAPEH, KOUTO CC 3a/IbpKaT
[O-TBIrO BpEME H UMAT CKJIOHHOCT J1a C€ MOBTApAT), MHOAepMuUs (bakTepuajHa HH(PEKIHUA Ha
KOXaTa, NpUYMHEHA Hafi-uecTO OT CTapHIIOKOKH HJIH CTPENITOKOKH, C OCHOBEH CHMIITOM
HArHOABAHE) ¥ UMIETUro (OCTPO 3apa3Ho 3a00MABaHE Ha KOXKAaTa, MPOTHYAIN0 C MEXYPHETa,
KOMNTO MO-KBCHO C€ MOKPHBAT C KOPUYKA)

o Tonopes (010BO MpejiaBaHa OOJIECT, H3BECTHA OLUE KATO TPHIIEP): OCTHP HEYCII0XKHEH

[OHOKOKOB YPETPHT M LIEPBHIIUT (Bb3NaJeHHe Ha CNHM3eCTaTa OOBHBKA Ha INMKMKATA Ha M




2. HPEJH JA [IPHEMETE AKCE®
He npuemaiite AKCE®D

- aKo CTe aJIEpPruyuHM (CBPBXUYBCTBHTEHH) KEM HeQypOKCHM, KBM APYI'H aHTHOMOTHIK OT Ipymnarta
Ha LedaTOCTIOPHHATE WIH KbM HAKOe oT moMollHHTe BemecTBa Ha AKCE®. AnepruiHaTa peakuus Moxe
Aa ce pa3lo3Hae Mo HAIMYHETO Ha: oOpuB, chpdex, 3auepBsABaHe Ha KOXKAaTa HITH 3aTPY JHCHO JMILAHE.

O0BpHere cnenuaNHO BHUMaHHe Npd ynorpebata na AKCE®

- [edanocnopuHOBUTE aHTHOUOTHLIM HAH-00010 MOraT Ja ObJaT NpUiaraiy MpH NalMeHTy
CBPBXUYCTBUTENHH KM IIEHHLMIMHH, BBIPEKH, Ye € A0Ka3aHa KPHCTOCAHA Peakuus. AKO CTe MMaH
aJlEpru4Hy PEaKLUUH CIPSMO EHHLMIHH, yBefoMeTe Baunsa nexap, Thi xato ¢ HeoOXoauMo jia Bu
00bpHE CHelHaTHO BHUMaHUe. TOU e NpENeHH TaiH pa3BUBaTe KIMHUYHO 3HAUNMAa ajIEpruyia peakiuns
W JIaJIH JIeKapcTBOTO TpAGBa aa ObA¢ CIPAHO U Aa C€ 3aNI0YHE ChOTBETHA TCPAllMAL.

- Korato mpHeMare NpOoABIDKATENHO LedypOKCHM, KaKTO H NPH JPYTH NIHPOKOCTIEKTHPHH
AHTHOHOTHLM, MOKE A Ce IPEAU3BUKA Pa3BUTHETO HA HEUYBCTBUTEIHH MUKPOOPraHH3MH (HanpuMep
rLOMUYKH), KOMTO MOTAT J1a HAJIOXKAT CIIHPAHE Ha NeYeHUeTo. AKO pa3BUBaTe IHApUs 1O BPEME HITH Cle],
yriorpebara Ha aHTHOHOTHKA, ChoOIIeTe Ha Bamus nexap, ThH Kato ToBa MOXE a €€ IbJDKH Ha
nceBAOMeMOpaHO3EH KOJIHUT.

- [Tpy nanpeHTH Ha XeMOAHAIN3A TPAOBa Ja c€ HMa IPCABH/I, Ye MPOAYKTHT CE OTCTPaHsABa pPH
XeMOIUanu3a. YBegoMeTe JIEKYBallMs Jekap, ako uMare 6L0peuno 3aboisaBaHe.

- Cnen neyenue Ha Jlalimcka 6onecT ¢ nedypokcHM e nabloaBaHa peakuus Ha Jarisch-Herxheimer.
T3 e B pesyJiTar Ha HaKTEpHLMAHATA aKTUBHOCT Ha 11eyPOKCHM KbM IPHYHHHTENS Ha JlalMCKka DorecT
criupoxeta Borrelia burgdorferi. TlauneHTuTe Tpa0Ba Aa 6b1aT yCNOKOCHH, Y€ TOBA € YECTO M NIPEXOAHO
[MOCJEACTBHE OT aHTHOHOTHYHO NedyeHHe Ha Jlaiimcka GosecT.

- AX0 M3cneaBaTe ypHHATa CH 3a 3aXap WM By npeacToAT Apyry 1abopaTOpHHU TECTOBE (HANPUMED
1a oNpeNeNaHe Ha IVIIOK03a B KPBBTA, 338 H3CAeABaHe Ha YepHOipoOHaTa QyHKims uiM rect Ha Coombs),
yBeJIOMETe JIEKapsl HIM MeMLMHCKHA TaGopaHT, 4e npuemare AKCE®, Thi kaTO aHTHOHOTHKBT MOXE 214
MOBIUSAE HA PE3YNITATUTE OT U3CJIEABaHHUATA.

[Ipunoxkenne npy geua A HOIIH
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IIpuem HA RAPYIH JIEKapCcTBA

Monsi, ungpopMupaiite Bauiusa aekap nau gapMaleBT, ako IPHEMATe WK HACKOPO CTE NIPHEMaH ApYyrH
NIEKApCTBA, BKIIOUMTENHO 1 TaKHBa, OTIIYCKaHH O€3 pelenra.

3aeqHO ¢ APYrH aHTHOHOTHIM LiedyPOKCHM MOXeE Ja TTOBIHMAEC Ha YpeBHaTa (hJiopa, BOAEHKHU 10 MO-HACKA
peabcopOLiyg Ha eCTPOreHH (IpyIia XOPMOHH, CEKPETHPAHH OT SIHYHHUIHATE) U HAMANABAAKH e(PHKACHOCTTA
Ha ChbBMECTHO MPHJIOKEHHTE NEPOPATHH KOHTPAUENTHBH (IPOTUBO32YaTLYHH CPEACTERA).

EnsoBpeMeHOTO NpuiiokeHne ¢ npobeHLH/ (1eKapCTBO 34 N0JIarpa) NpeAu3BUKBa NOBKILIA
Ha LedYPOKCHM B IJIa3MaTa, Nopaju HaMaJleHoTO OBOpEYHO OT/IENAHE. /
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Yuorpeta Ha AKCE® ¢ XxpaHH H HAIHTKH

3a ontuMaiina pesopouus Tabnerkure AKCE® Tpsabea na ce B3eMar cJie]l XpaHa.

BpeMeHHOCT H KLpMeHe

[TocwBerBaiite ce ¢ Bammus nekap uay papMalieBT Npean ynorpedaTa Ha KOETO M Ja € JICKapCTBO.
IIpenn na 3anouyHere Aa BzeMate AKCE® e BakHO 1a yBeaomuTe Balliys nekap, ako cre OpeMeHHa,
[J1aHUpaTe Aa 3adpeMeHeeTe, KbPMHUTE HIIH [UIAHHPATE 1a KbPMHTE,

HsaMma ekciepuMeHTAIHN JaHHH 32 eMOPUOTOKCHYHO WM TEPAaTOTEHHO AEHCTBHE, XBJKALIIO CE Ha
zedypOKCHM, HO KAKTO IIPH BCHYKH JIeKapcTBa TOH TpsOBa Aa Obae npuiarad ¢ MOBHIIEHO BHHMAaHHE IO
BpeMe Ha IThPBUTE MECELM OT OpEeMEHHOCTA.

[edypokcuM mpeMHHaBa B MAUMHOTO MIISKO H B pe3yaTar Ha ToBa nipu kbpMauku AKCE® 1tpsabsa aa ce
pUara ¢ MOBHIIEHO BHUMAHHE,

Ilodbupane u pabora ¢ MAIINHHA

B cnyuyaif Ha 3aMaiiBaHe He urodupaiTe 1 He H3NOI3BalTe HUKAKBH HHCTPYMEHTH HIIM MallWHH.

3. KAKJA NIPUEMATE AKCE®

Bunaru npuemaiite AKCE® Touno kakto Bu € kazan Bawusr jsekap. AKO HE CT€ CHT'YPHH B HEILO,
nonuTaiTe Baius nekap HIH (papMaHeBT.

[lpenoppuHTENIHATA 1032 32 Bh3PACTHH U Jella Haj 12 roauHy e:

Hudgexuun IlpenopbuHTE/IHA X032 Kypc Ha JicUeHHE
(DapHHTHT, JJADHHTHT, CHHY3HT 250 mg 2 nbTH THEBHO 10 aHw
OcTbp OpOHXHT 250 mg mid 500 mg 2 reTH JHCBHO 5-10 gHu
O6ocTpeH XpOHHYEH OPOHXHT 250 mg unu 500 mg 2 MbTH AHEBHO 10 nHU

Y pOreHuTanHn HH(EKLHH: 125 mg nnu 250 mg 2 rbTH JHEBHO 7-10 nuu
[MHEJOHE(MPUT, LIHCTHT H YPETPHUT

HMudexquu Ha KoXKaTa U MEKHTE 250 mg nnu 500 mg 2 nbTH AHEBHO 10 nHU
ThKaHW: PypyHKYO03a, MHOASPMHUS

1 UMITETUTO

['oHopesd 1000 mg e xHOKpaTHO eJUHUYHA 7033
Panen craguit Ha Jlalimcka 6onect | 500 mg 2 mbTH AHEBHO 20 nuun

ET

“  Jlo3upoBka mpu gena
» Obunuaiinara 103a € 125 mg as8a nbTH AHeBHO WK 10 mg/kg aBa 1bTH JHEBHO KAaTO AHEBHATa 1032 HE
""‘* Tpa6Ba Aa HaaBuiuasa 250 mg, 11py aeua Ha Bb3pacT HaA 2 TOMMHHU IIPH Bb3MAJICHHE Ha CPEAHOTO YXO

250 mg ABa IBTH JAHEBHO WK 15 mg/Kg qBa MBTH JHEBHO KaTO JHEBHATA 1032 He TpAOBa Ja HajiBUILaBa
500 mg.

. Tabnerkure AKSEF TpsbBa 1a ce normsinar 6e3 Aa ce AbBYAT, 3a Jia ce n30erHe npoMsHa BeB BKyCa.
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AKo cTe np &l moBewe ot neobxoanMmarta a03a AKCE®

He e onacHo, ako cTe MpHenH Mo-rojsMo Koju4yecTBo OT npeanucanara Jo3a AKCE®D, ocBeH, ako He CTe

6JIM3KOTO JIeueOHO 3aBeCHHE KATO B3EMETE H JIEKAPCTBOTO MM ONAKOBKATa MY ChC ce0¢

CBBKETE ¢ Balims nekap. S
He npeBuinapaiiTe mpenopbyaHaTa A03a U NPOABIKUTEIHOCTTA Ha JICYEHHETO. -



AKo cre nponycHaau 1a npuemere AKCE®

Axo cte nponycHam Aa npueMete AKCE® B3eMete TabneTkara BeiHara oM C€ CETHTE, OCBEH aKO HE €
MHOTO OJIH30 0 clieABallara A03a. AKO TOBa Ce CJIYUYH, IIPOINYCHETE MPHEMA U B3eMETe clieanaliara
TabeTka KaTo ciueABaTe npeanucaHoro Bu nevenue.

He B3emaiiTe qBOMHA 1034, 32 Aa KOMIISHCHPATE MPONYCHATATA Ta0IeTKA.

Axo cte cnipesau npueMa Ha AKCE®D

He criupaiite NneUeHUETO MPEAU Ja CTE 3aBbPIIMIM ThAHUA KYPC HA JICUEHHE, HE3aBHCUMO Ye CTE Ce
IOYYBCTBAJIM N10-00pe. BBAMOXHO € /1a He CTE €€ U3NEKYBAJIN HAITBIHO U HAKOU OT CUMIITOMHTE /1A Ce

[TPOABAT OTHOBRBO.

AKO HMATe HAKAKBH JOMBIHUTEIHHN BBIPOCH, CBbP3aHM ¢ yNoTpedaTa Ha TO3M NMPOAYKT, MOJIS ITIONNUTAATE
Baiuns nekap uau gpapMarenT.

4. Bb3IMOXHHU HEXEJIAHHU PEAKIIHH

Kakrto Bcuuku nexapcetsa, AKCE®M Moxe Ja npeAu3BUKa HEXKENIAHU PeaKLUU, BBIIPEKH Y€ HE BCEKH '
[Oay4aBa.
HexenanuTte peakiliH CripAMO 1€y poKCHM OOMKHOBEHO Ca JIEKH ¥ ObP30MpPexXo HH.

YecTo cperany HexeNnaHi peakliiy, KOUTO ca ¢hobiasany npy nosede or 1 Ha Bcexkd 100 nauueHTa, HO
no-Manko ot 1 Ha Bceku 10 nainuenra, ca:
e KaHAHJ03a (MJIEYHHIA) [IPH NPOALIDKATENHO NMpuiiokeHue ( HHdEKIIMA Ha BJarajuileTo, ycraTa
HJIK KOXATa, IPUYMHEHA OT APOXKACNONOOHH r’bOHYKH )
eo3uHOQ N (noBrLueH Opoil Ha onpeaencH BHA O€MB KPbBHH KIETKH)
ri1aBodO0INE, CBETOBBPTEK
CTOMAILIHO-YPEBHH CMYIIEHUS (AHapHs, rajicHe, kopemMHa 6onka)
MPEXOJAHO MOBUILABaHE HA CTOMHOCTHTE Ha YEPHOAPOOHUTE TECTOBE

HeuecT HexenaHH peakliMd, KOMTO ¢a ¢hoOIaBany nmpu noeeve ot 1 Ha Bcek 1 000 nayueHTa, HO 1MO-
MaJiko oT 1 Ha Bceku 100 nauueHra, ca:

e HamancHHe Ha Oposd HAa TPOMBOIUTHTE B KPBbBTA, KOETO MOXKE /1a IOBHIIH CKJIOHHOCTTA KbM
KbpBeHE HIM 00pa3syBaHe Ha CHHHHH, HaMaJIgiBaHe Ha Opos Ha OenuTe KPbBHH KJIETKH, KOETO
YBEJINYABa BEPOATHOCTTA OT Bb3HUKBaHE HA HHEKIHS

® KOXHH OOpHBH
¢ [OBpPBLUAHE

Penxu HeXXenaHM peakilHH, KOHTO ca chodmaBanu mpd nosede ot 1 Ha Bcekd 10 000 maunenTa, HO no-
Manxo oT 1 Ha Bceku 1 000 nauueHra, ca:

e KOXeH 00OpHB CBC 3avepBABAHE H ChPOCK
¢ NCEBAOMEMOpPaHO3€H KOMUT (Bb3NajleHHe Ha AefenoTo YepBo, KOETO MPHYMHABA OOJIKH B KOpeMa
B JMapHs)

MHOro peaiku Hexenann peakiMi, KOMTo ¢a chodiiaBanu mpu no-manko ot 1 Ha Beeky 10 000 ga
ca: -




® JIEKapCTBEHA Tpecka, CEpyMHa DONeCT, alepruyHa peakius, KosaTo npoTuda 6Bp30 M ce NposBsBa
ChC 3a4epBIABaHE, ChPOEK, OTOK, ILIOKOBO ChCTOSHHE

® KBITEHHIA (OKBJITO OLBETABAHE HA KOXKATA, OSIOTO HA OYHTE U JIUTABHIIMTE), XEMaTHT
(BB3NANICHHE HA YepHHSA Jpod)

® epuTeMa MYJTH(QOpME, CHHAPOoM Ha CTHBBHC-JKOHCHH (TeXKO 3abonsBane, CHIIPOBOAEHO C
00pa3zyBaHe Ha MEXYPH N0 KOXAaTa, yCTaTa, O4UTE U MOJOBHTE OPTraHH ), TOKCHUYHA eNuepMalHa
HEKPOJIH3a (EK3aHTEMHA HEKPOJIN3a) — alepridHy PeaKLMK, KOUTO 3acAraT KoxXaTa U MyKO3HHTE
MEMOpPaHH U C€ XapaKTepU3MpaT C MEXypUETa H JIOLLEHE Ha KOXKaTa

AKO HAKOS OT HEXKEJIAHUTE JIEKAPCTBEHH PEAaKLMH CTAHE CEPHO3HA, HITH 3a0eexuTe Ipyru, HEOMNCAHH B
Ta3u MHCTOBKA HEXENIAHU peakiiy, Moas yseaomete Bamina nekap wiu papMmanest.

5. KAKJA ChXPAHSIBATE AKCE®

CrXpadsBaiiTe Ha MACTO, HEJIOCTHITHO 3a JEla.
Ja ce chXpaHfBa B OpMIMHATIHATA ONAaKOBKa.
Ha ce cpxpansBa moj 25°C.

He usnonssaitte AKCE® cnen cpoka Ha rofiHOCT, 0TOENA3aH BbpPXY KAPTOHEHATa onakoBKa, CpoKbT Ha
FOJHOCT OTrOBAapA HA MOCASAHUS JEH OT NOCOYEHHS Mecell,

6. JOITbJIHUTEJIHA HHO®OPMAIIUS

Kakpo ceabpxa AKCE®

- AKTHBHOTO BeILLeCTBO €: UedypoKcuM. Beaka punMupana TabneTka ChAbpKa HepypPOKCHM aKCETHII

CKBUBAJNEHTEH Ha 250 mg uedypoKCHM.

- Jpyrure CbCTaBKH Ca:

Jlapo Ha TabneTkaTa: HULIECTE NpeXeNaTHHU3KPAHO, KPOCMIOBHAOH, KpocKapaMelo3a HaTpHil, HaTpUes
Naypuiacyadat, MarHe3HeB cTeapar, CUJIMIHER JHOKCHA KOJOKRAEH 6e3BoaeH

CocTaB HAa QUIMOBOTO IMOKPUTHE: XHIIPOMENO03a, THTAHOB JHOKCHJ, XHIPOKCHIPOMUIILIENY O34

Kak marnexga AKCE® 1 kakBo CbAbp KA 0NAKOBKATA

OunMupanuTe TaOIETKU ca IPOABAroBaTy, 6enu, ¢ AENUTENHA YepTa OT ¢HATa CTPaHa, a OT Apyrara
cTtpaHa ¢ Haanuc NOBEL

10 bpos punmupanu TablleTkH ce onakoBar B OIUCTEP.

Enun unu fBa 6iHCTEpa C€ NOCTABAT B KAPTOHEHA KYTHSL.

JIpyTH 1ekapcTBeHU PopMH, KOMTO MOXKETE Ja HaMepuTe Ha nasapa:
AKCE®D 500 mg duaMupany TabireTkn

Ilpurexares Ha pa3pelIeHHETO 32 YNOoTpeda U NPOH3BOAHTEN, OTTOBOPEH 3a OCBOOOKIABAHE HA
napTHAH Ha TepuTopuaTa Ha EC

HOBEJ ©CAPMA OO]]
6y, CuMeoHoBcko 1oce Ne 24
Codus 1700, brarapus

JaTa Ha mocaeRHaTa peaaknus Ha jguctoBkarta: 10/2008




