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AKSEF 500 mg film-
AKCE® 500 mg dunmupann Taﬁ.rle'rlm
nedypoxcuM (cefuroxime)

IIpoyerere BHUMATEHO HAJIATA JIMCTOBKA PeH Aa 3aN0YHeTE A NPpUEMAaTe TOBA JIEKAPCTEO.
- 3anaseTe TazM AKCTOBKA. MoXe Ja ce HaloXH Aa 4 POYETETe OTHORO.

- AKXO MaTe HAKAKBH JOMBIHHTEIRY BBIPOCH, NOMHTalTe Bamusa nexap Uiy papmManesT.

- ToBa nekapcTBo € Ipeanucano TAYHO Ha Bac. He ro npeotcrenBaiite Ha apyru xopa. To Moxe aa
WM HABDENH, HE3ABUCHMO OT TOBA, Ye TEXHHTE CHMITTOMH Ca CHINATE KaTo Bamwure.

- AKO HAKOS OT HeXeNaHUTE IEKApCTBEHH PEaKIMK CTaHe CEPHO3HA, UIIH 3a0eTexHTe ApYTH,
HEOMKCAHHU B Ta3H JHCTOBKA HEXKENaHHW peakiyy, MoJis yBeoMeTe Balius nexap wid ¢papMalesT.

B Ta3zH NTHCTOBKA:

1. Kakpo npeacrasisiea AKCE® H 3a KakBO ce U3M10J13Ba
2. Ilpenu na npuemere AKCE®

3. Kak na npuemare AKCED

4, BB3MOXHH HEKETAHH peakI{du

5. Kax na cpxpansiate AKCE®

6.  JomsnHuTenda uHGOpMaIHs

1. KAKBOIIPEACTABJISIBA AKCE® H 3A KAKBO CE U3110JI3BA

AktusHOTO BemecTso B AKCE®D e nedypokcnM (kato HedypoxcHM akCeTHIT), KOHTO NPHHAJIEKH KbM
BTOPO Nokodenne nedanocnopusu. HedypokcuM e GakTepruueH asTHOHOTHK, KOHTO yOHBa
OaxTepunTe, IPpUYKHABALIM UHDEKIIHM, |

AKCE® ¢unmupans tablleTkH € MOKa3aH 3a JeUeHHe Ha CNEAHUTE HHPEKUMHY, IPUYUHEHH OT
YYCTBUTEIHY DaKTEPUH;

e HHbexnuy HA JOJHHUTE JUXATENHH TBTHINA: OCTHP OPOHXHUT, 00OCTpEH XpOHHUYEH OPOHXHT U
nueBMOHNS (wHbeKIHs Ha 6enute Apobose)

o Hudeximm Ha ropHuTe quxarenHy npraa: YHI undekuun, kaTo OTUT (Bh3MAJeHHE) Ha
CPEMHOTO YXO, CHHY3HT (BB3NAJICHUE HA OKOJOHOCHUTE KYXHHH (CHHYCH)), TOH3HIIUT
(Bb3maIeHHe Ha CIIMBUIMTE) H GAapHHTHT (0CTPO Bh3NAICHHE Ha JTUTaBHLATA HA [bJITA4a)

e Vporenutanuu nsdeknuu: nuenoHedpput (daxrepuaino Bb3najleHue Ha ObOpeKa  HETOBOTO

~ JlereH4e), HUCTUT (BB3NANMTENHO 3ab0f9BaHe Ha IUTaBULATA HA THUKOYHHA MEXYD, KOETO Ce
M3ABABA C YECTH MO3UBH 3a YpHHUpPaHe, OONKH NpHU ypUHUPaHe, HAJIMYUE Ha KPbB U DaKTepuy B

 YpWHAaTa, Tazosa 60JIKa) ¥ Bh3MAJeHUE HA YPETPpAaTa, NPEAU3BIKAHO OT MUKPOOPraHi3MH,

" IIPOSBABAIIO Ce ChC Chphex, napene, 60MKa IPH YpPUHHPAHE

e Hudekuuu Ha KOKATA 4 MEKHTE ThbKak#: QYPYHKYNO03a (HAnHyue Ha LIMpEen, KOUTO Ce 3aabpXKar

. TIO-ABJICO BpeMe M HMAT CKJIOHHOCT Ja C€ TIOBTApAT), NHoaepMus (OakTepraiiHa HHQEKIHS Ha
KOXAaTa, NpHYHHEHA HA-4eCTO OT CTaQUIOKOKH UM CTPENTOKOKH, C OCHOBEH CHMIITOM
HATHOABAHE) H HIMIIETUIO (OCTPO 3apa3Ho 3a007sBaHe Ha KOXaTa, [IPOTHYAI0 ¢ MEXYPUETa,
KOHUTO MO-KBCHO CE MOKPHUBAT ¢ KOPUYKA)

o T'oHopes (monoBO npegaBaHa OORECT, K3BECTHA OLLE KATO TPHIIEP): OCTHP HEYCIOXKHEH
FOHOKOKOB yPETPUT U LIEPBHIMT (Bh3NAllEHHE Ha ClIM3ecTaTa OOBMBKA Ha LIMHkaTa Ha MaTKara)
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2. IIPEJAMA JA ITPMEMETE AKCEQ
He npuemaiite AKCED

- aKO CTe aepruuHHy (CBPhXUyBCTBHTENHU) KbM LE(YPOKCHM, KbM APYTH aHTHOHOTHLIM OT rpynaTa
Ha nedaTOCIOPHHUTE WM KbM HAKOE OT noMolHuTe BeliecTsa Ha AKCE®. AnepruiHara peakiis MOXKE
J1a c€ pa3mo3Hae M0 HAJTMUKETO Ha: 0OpHB, ChbpOEK, 3auepBsBaHe HA KOXATa WK 3aTpY THEHO JHLIAHE.

O6LpHeTe CneHHATHO BHEMaHue npu ynorpebara na AKCED

- [fedanocnopuHOBHTE aHTHOMOTHIIM Hal-06100 Morar Jia OBAAT MPUAAraHy MpH NalNECHTH
CBPBXYYCTBUTEHM KbM NEHHI[MIUHH, BBIPEKH, Y€ € A0Ka3aHa KPbCTOCAHA peakuns. AKO CTE HMAJIH
ANlEPTHYHH peaKilMH CIPAMO TEHHLIWINH, YBeoMeTe Baums iexap, Thil KaTo € HeoOXOAMMO Aa Bu
o6bpHe cienyanHo BHUManKe. Toil nie npelueHy Jajii pa3BUBaTe KINHWYHO 3HAYNMa aJICprutiHa peaKiins
K JaJIM JIEKapCTBOTO TPAOBa Aa ObAE CIPAHO H Ja €€ 3a10YHE ChOTBETHA TEPAMus.

- Korato npueMare NpobDKUTENHO He@ypOKCHM, KAKTO W MPH APYTH IUHPOKOCICKTEPHH
aHTHOMOTHIIM, MOXE J1a Ce TIPEIN3BHKA PA3BUTHETO HA HEMYBCTBHTEIHH MHKPOOPraHi3MH (HanpuMep
reOUUKH), KOMTO MOTAT J1a HAJIOXKaT CIIMPaHE Ha JEYEHUETO. AKO pasBUBaTe AHapHA 10 BPEME WIH ClIe/
ynorpedara Ha aHTHOMOTHKa, chobLIeTe Ha Bailins nexap, TEH KaTo T0Ba MOXE Jia €€ IBIDKH Ha
CEBIOMEMOPAHO3EH KOJIUT.

- [Ipy nanpeHTH Ha XeMOJHaIH3a TpsOBa Jja ce UMa NPEABUA, Y€ NPOAYKTHT CE€ OTCTPaHsABa HpH
XeMOJIHai3a. Y BeJoMeTe JeKyBalllis exap, ako umare 6s0peuno 3adonsasane.

- Cren neyenne na JlaiiMcka 6onect ¢ niedypokcum e HabmoaaBaHa peakuus Ha Jarisch-Herxheimer.
Ts e B pe3yNTaT Ha GaKTEpHILKAHATA AKTHBHOCT Ha He()yPOKCHM KbM HPHYMHUTENA Ha jlalMCKa posiecT
cniupoxeta Borrelia burgdorferi. [Tanuentute Tpadsa Aa ObAaT YCNOKOECHH, Y€ TOBA € H€CTO K MPEXOAHO
OCJIeICTBHE OT AHTHOMOTHYHO Nedenne Ha Jlaiimcka Oonect.

- AKO W3cieiBaTe YPHHATA CH 32 3axap Wid Bu npeactosT Apyry abopaTopHu TecTOBe (HAlPHMEP
3a ONpeJieNaHe HA [JII0K03a B KPbBTA, 32 H3CJICABAHE HAa YCPHOAPOOHATA (PYHKUIMS HITH TECT HA Coombs),
yBeJOMeETe JieKaps WiIn MeAnLMHCKuA abopaHT, ue npieMare AKCE®, ThH KaTo aHTHOHOTHKBT MOXE JIa
[IOBJINAE HA PE3YNTATUTE OT U3CIAEABAHUATA.

[Ipunoxenne NpH Aena B IDHOIIN

AKCE® dbunmupann TabieTKy MOKe Ja ce IpuJiara [pH aela Haa 2 rojuuiHa Be3pacT.

[Ipunoskende NpH NANMEHTH B HANIPeJHA/IA Bb3PACT ¥ NANHEHTH ¢ ObOPEeYHO YBpPEeKIane

He ca HeoOX0AMMH ClIELMANHH [PEANa3Hl MEPKU NMPH NalHeHTH ¢ 6p0peuHO yBpexiatHe UM NPY TaKHBa
HA XeMOJIHAIN3a, MJIH TIPH MALMECHTH B HAIPEIHANA Bb3PAcT, B CJly4ad ue AHEBHATa 4034 Ha JIEKapCTBOTO
HEe HagxBbpna 1 g.

[Ipuem Ha aApyru iekapcTna

Mo, vagopMupaiite Bamus nexap HiM ¢papManeBT, ako MpUEMaTe KM HACKOpPO CTC NpUeMalii ApyrH
JIEKapCTBa, BKAKOYHTENIHO H TaKMBa, OTIYCKaHH 0e3 pelenTa.

3aeHO ¢ IPYTH aHTUOHOTHIM edypoKCHM MOXE Ja IOBANAE HA YpeBHaTa (Jopa, BOXEHKH J0 NO-HUCKA
peabcopOLusa Ha eCTPOreHH (rpyna XOpMOHH, CEKPETHPaHH OT SHYHHLUTE) U HaMaNABaHKH ePUKACHOCTTA
Ha CHBMECTHO HPHIIOKEHHTE TIEPOPATHH KOHTPALCNTHBH (IPOTHBO3a4aTHYHHA CPECTBA).

EAHOBPEMEHOTO HPHIOKEHHE ¢ TPOOEHLU (JI€KapCTBO 3a MoAarpa) nNpeu3BHKBa NOBH
Ha 1ieypOKCHM B [1J1a3MaTa, IOpaay HaMajIeHoTo ObOPEHHO OTACIAHE.




Ynorpeta Ha AKCE® ¢ xpanu H HATHTKH

3a ontumainna pesopouus Tabnetkute AKCE®D TpabBa fa ce B3eMar cnell XpaHa.

bpeMeHHOCT H KbpMEHE

ITochBeTBaliTe ce ¢ Bauius nexkap wiHd dapMaieBT Npeau ynotpedara Ha KOETO M Ja € JIEKapCTBO.
IIpenu na sanouHdete Aa B3zeMate AKCE® e BaxHO Ja yBeiOMUTE Bauius JIeKap, ako ¢T¢ OpeMeHHa,
rjaHupare na 3abpeMeHeere, KbpMHTE HIIH NNIAaHUpaTe Ja KbpMUTE,

Hsma ekcriepUMEHTAIHU JaHHM 32 eMOPUOTOKCHYHO HJIM TEPATOTCHHO AEHCTBHE, ABJUKALIO CE HA
uedypOKCHM, HO KAKTO NPH BCHYKH MeAMKaMeHTH Toi TpsOBa aa Objie mpuaras ¢ MOBHIICHO BHHMAHHE
[10 BpEME Ha ITbPBHTE Meceld 0T OpeMEHHOCTA.

[{edypoKcHM MpeMHHAaBa B MAHYMHOTO MIAKO H B PE3YNTAT Ha TOBa NpH KbpMauku AKCED TpsabBa Ja ce
npusiara ¢ oBHLIICHO BHHMaHHE,

IHodupane u pabora ¢ MAIINHHA

B cayuaii Ha 3aMa¥iBaHe He IodupaliTe U HE M3MOI3BANTe HUKAKBH MHCTPYMEHTH HIJIM MalllMHH.

3. KAK JA ITPUEMATE AKCE®

Bunaru npuemaiite AKCE® To4HO kakTo Bu € ka3an Bains nexap. AKO He CT€ CHTYPHH B HELIO,
nonuTaiire Bamusa nekap uny papManesT.

IlpenopbUHTENHATA 1032 38 Bb3PACTHH K AC1la Hall 12 ronuHH €:

Hudexunn [IpenopbYHTEIHA 1032 Kypc Ha JieueHne
DapHHIAT, JAPUHTHT, CHHY3HT 250 mg 2 MbTH AHEBHO 10 nuu
OcTbp OPOHXHT 250 mg nni 500 mg 2 OBTH JHEBHO 5-10 aum
O6ocTpeH XpOHHYEH OpOHXHUT 250 mg mny 500 mg 2 eTH AHEBHO 10 auu

Y pOoreHUTandid HHPEKLHU: 125 mg uan 250 mg 2 nbTH AHEBHO 7-10 nuu
MAECTOHEPPHUT, LUMCTHT U YPETPUT

Hudekuyun Ha KoxKaTa ¥ MEKUTE 250 mg umm 500 mg 2 nbTH AHEBHO 10 nuu
THKaHH: PYPYHKYJI03a, THOAEPMHS

H UMIETHTO

['oHOpen 1000 mg efHOKpaTHO CAVHUYHA 034
PaneH craanii Ha Jlaiimcka Gonect | 500 mg 2 nbTH AHEBHO 20 1HH

Ho3upoBka npy Aena

O6uuaitHara no03a € 125 mg 18a muTd AHEBHO WK 10 mg/kg [Ba NbTH JHEBHO KAaTO AHEBHATA 103a HE
TpaOBa Aa Haapuiuasa 250 mg. IIpy fena Ha BB3pAcT Hajl 2 TOAMHH NPH BH3NATCHHE HA CPEIHOTO YXO
250 mg aBa eTH AHeBHO WiH 15 mg/kg ABa MbTH AHEBHO KaTO AHCBHATA /1034 HE TpsiOBa Aa HAABHILIABA
500 mg.

Ta6netkute AKSEF TpabBa ga ce normsiuat 6e3 Aa ce AbBYAT, 3a J1a ce H30EeTHEe NIPOMsIHA BLB BKYCa.

AKoO cTe npHeJu nosede oT Heodxonumara no3a AKCE®
He e onacHoO, ako CTe MpHeNH O-TONAMO KOJTHYECTBO OT NpeANKcanara 103a AKCE®, ocBeH, aKQ HE-LIE
MOCBJIHAIM ChABPIKAHMETO HA IIS/1aTa ONAKOBKA HaBEIHBXK. B TakeB ciyyan He3a0aBHO II P
GIIH3KOTO JICUe6HO 3aBEAEHHE KAaTO B3eMeTe M JEKAPCTBOTO HIIM OTIAKOBKATa MY CbC Ce0e
CBBpXETE ¢ Baru4 yiekap.

He npesuiiaBaiiTe npenopbyaHara J03a U NPOABJDKUTEIHOCTTA Ha NEeYCHHUETO.




Axo cte nponycuanu aa npuemere AKCE®

Axko cte nportycHam aa npueMere AKCE® B3emeTe TabneTkarta Be[(Hara moM c¢ CCTUTE, OCBCH aKO HE €
MHOI'0 ONIM30 A0 ClenBalaTa A03a. AKO TOBA CE CIY4H, IPONYCHETE MpHUeMa U B3EMETE CIIC/ABaLlaTa
TabneTka KaTo cleBare npeanucasoro By redyeHue.

He B3emaiiTe nBoiiHA 1033, 3a 1a KOMIIEHCHpATE TIPOIlyCHATaTa TabJIeTKa.

Axo cre cnpenu nprema Ha AKCED

He cnupaiite JTeueHHeTo NpeAd Ja CTe 3aBbpIIHIM MEAHUS Ky pC Ha IEYEHHE, HE3ABUCHMO HE CTC CE
MOYyBCTBAMM N10-A00pe. BE3MOXHO € fa He CTE € U3NIeKyBalH HAllBJIHO U HAKOH OT CHMOTOMHTE J1a CE
IPOSIBAT OTHOBO.

AKO NMATe HIKAKBH JOIBJIHUTENHH BLIIPOCH, CBbP3aHH C yNoTpedaTa Ha TO3M NMPOAYKT, MOJIA MOMHTAHTE
Baiuus nexkap uiu ¢apmMalesT.

4. BB3MOXHHU HEXEJAHH PEAKIIHH

Kakto BcuukH nexkapcTBa, AKCE® Moxe f1a IpeAM3BHKA HEXEIIAHH PEaKLMY, BBIPEKH U HE BCEKH I'H
[10J1Y4YaBa.
HexenanuTe peakiuu cnpsaMo uedypokciM oOUKHOBEHO ¢a JIeKH H OBbp30IpexoHH.

YecTo cpelljali HEXETAHU peakliiy, KOUTO ca ChoOLaBaHy NpH noseye ot 1 Ha Beeku 100 nanuenta, HO
no-mMaixo ot 1 Ha BcekH 10 nmauueHra, ca:
e KaHanAo3a (MIECHHHIA) DU MPOTBDKATENHO NPHIoKeHHe ( MH(pEKLUS Ha BJIArajuiIeTo, yCTara
HJIM KOXATa, IPUYHHEHA OT JPOKACNON0OHH MbOHYKH)
eo3rHOGbUINA (MOBHILIEH Opoii Ha onpeeneH BRI 6€lM KPbBHU KIIETKH )
r11aBo0OoNHe, CBETOBBPTEXK
CTOMAIIHO-YPEBHHU CMYyLIEHUA (AHapHs, rajieHe, KopeMHa 0oka)
MpeXo(HO NMOBHILABaHE HA CTOHHOCTUTE Ha YePHOAPOOHHTE TECTOBE

HeuecTu HEXENAHU PEAKI[MH, KOUTO ¢a ChOOLIABAHH IIPH [IOBEUE OT 1 Ha Bcekn 1 000 nanuenTa, HO IIO-
masniko oT 1 Ha Bceku 100 mauuveHTa, ca.

e HamajeHHue Ha 6pos Ha TPOMOOUMTHTE B KPBBTA, KOETO MOXE A MOBHIIH CKJIOHHOCTTA KhM
KbpBEHE UM 06pasyBane Ha CHHUHH, HAMAJIABaHe HA Opos Ha DENIUTE KPBBHH KICTKH, KOETO
yBeJM4aBa BEPOATHOCTTA OT Bb3HHKBAHE HA HHEeKLHA

® KOXHH OOpHBH

® [OBpLILUAHE

Pe/iky HeXeEaHi Peakifhi, KOUTO ¢a choOIaBany npH noseve oT 1 ua Beeku 10 000 namuenTa, HO no-
maJiko oT 1 Ha Bcekn 1 000 nanueHTa, ca:
e KOXEH OODHB ChC 3aUepBABAHE U CHPOEK
e nceBaoMeMOpaHO3eH KOJMUT (Bb3MAIEHHE Ha 1e0eI0TO YePBO, KOETO MPHUMHSBA DONKKM B KOpeMa
1 AWapus)

MHOIO peJIKN HEXENAHH PeaKLMU, KOMTO ¢a Cho0OIIABaHH NIPU [TO-MAJIKO OT 1 na Bcexku 10 000 nauuneHTa,
ca:

noBejle 10 O1eJoCT WIH NOXBITABAHE Ha KoXkaTa, ¢1adocT WM 3a1yX)

e JIEKapCTBEHA Tpecka, cepyMHa 0oJecT, aJlepruuHa peakuus, KoATO MpoTH4a OBp
CbC 3auepBsiBaHe, ChPOEK, OTOK, IIOKOBO ChCTOSHHE




e XBITEHHIA (XBITO OLBETSIRAHE Ha KOXKaTa, 6AN0TO HA OYUTE M JIHTABHIUTE), XCNATHT
(Bb3MaNieHHE Ha YepHUs Apod)

e eputema MyaTudopMe, cuuipoM Ha CTUBBHC-JDKOHCHH (TEXKO 3a00NsBaHE, ChNPOBOACHO C
o6pasyBaHe HAa MEXypH 10 KOXaTa, ycTara, OHHTE M I10JIOBUTE OpraHH), TOKCH4HA ENHACpMaliHa
HeKpoM3a (EK3aHTeMHa HEKPOJIM3a) — alleprHdHU PeaKiMH, KOMTO 3aCAraT KOXKAaTa U MyKO3HHUTE
MeMOpaHU H C¢ XapakTepU3HpaT ¢ MEXYPUETA H JIOLICHE HA KOXKaTa

AKO HIKOS OT HEXEIAHUTE JIEKAPCTBEHH PEaKli CTaHEe CEpMO3Ha, WIH 3abenexuTe IPyrd, HEONUCaHH B
Ta3H JIMCTOBKA HEXeNaHH peaKluy, Mo yBegoMeTe Bawms nekap wid gapmManesr.

5. KAKJA CbXPAHABATE AKCE®

CexpaHsiBalTe Ha MACTO, HEJOCTBITHO 3a AeLia.
Jla ce cbXpaHsBa B OpUIrHHAJIHATA ONAKOBKA.
JTa ce cpxpansgpa nog 25°C.

He usnonssaiite AKCE® ciex cpoka Ha rogHoct, othessisaH BbpXy KapTOHeHara onakoska. CpoKBT Ha
FOAHOCT OTrOBapA Ha [OCNEAHUS IEH OT MOCOUCHHA MECell.

6. JONBJIHHUTEJIHA HTHOPOPMAIIHUA

Kakso cbabp:xka AKCE®D

- AKTHBHOTO BelecTBO e: uedypokcuM. Beska ¢punMupana tabnetka cbaAbpXka Ue@ypoKCHM aKCeTHII
exByBalteHTeH Ha 250 mg nedypokcum.

- Hpyrure ¢hCTaBKH Ca:

Sinpo Ha TabneTKaTa: HUIIECTE MPEXENATHHU3NPAHO, KPOCHOBHIOH, KpOCKapaMeno3a HaTpHH, HaTPHER

naypuicyndar, MarHe3sueB CTeapart, CHIIMIHEB JHOKCH KOJTOH/IeH 0e3B0/IEH
ChcTaB Ha PUIMOBOTO [OKPUTHE: XHIIPOMENO3a, THTAHOB THOKCHA, XHAPOKCHIIPONHIILENYJI03a

Kak mirnexaa AKCED 1 KakBo CbABLPKA ONIAKOBKATA

dunmuparuTe TabJIETKH ca NPOABATOBaTH, O€MH, ¢ JENTHTEIHA YepTa OT €HaTa CTpaHa, a OT Jpyrarta
cTpana ¢ Haanuc NOBEL

10 6post puamupand TabNeTKH ce OAaKoBaT B OMCTED.

Exaun win aBa 6aucTepa ce NOCTaBAT B KAPTOHEHA KY THS.

Mpyry nexkapcrBeHd OpMH, KOHTO MOXETE 1a HAMEPHTE Ha Masapa.
AKCE® 250 mg ¢punMupaHu TabIeTKH

[IpuTexkare] HA pa3spelIeHHETO 32 YIOTpeGa H MPOM3BOANTE, OTTOBODEH 32 0cBOOOXKIaBaHE HA
napTHAH Ha TepuTopHATa HA EC

HOBEJI ®APMA OO/
6y1. CuMeonoBcko moce Ne 24
Codus 1700, bparapus

JlaTa HA NOCJeAHATa peJaKius Ha JucroBKaTta: 10/2008




