VSNBAHUTENHA ATERLAS TI0 JIEKAPOTRATA !
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JINCTOBKA: HHOOPMALMS 3A OTPEBHABIEsE= 17 il e

Cefixime Actavis 400 mg film-coated tablets
Heduxcum AxraBuc 400 mg pnamupanu TadjieTkn

I{egpuxcum/Cefixime

IIpouerere BHUMATEIHO USAJIATA JIHCTOBKA, MPEH Ja 3aNl0YHeTe 1a MIPHEMATE TOBA JIEKAPCTBO.

* 3anasere Ta3u JMCTOBKA. MoXe 1a ce HaloXH Aa 5 NpoveTeTe OTHOBO.

® AKXO MMaTe HSKAKBH JONBJIHUTEIHH BbIIPOCH, NonHuTalite Bawms nekap uinm dapmauesT.

e ToBa NekapcTBO € NMpEeANnUcaHo €AWHCTBEHO M nu4HO Ha Bac. He ro mpeotcrenBalite Ha apyru
xopa. To MOXe 1a UM HaBpeH, HE3aBUCHMO Y€ NMPHU3HALIMTE HA TAXHOTO 3a00JsIBaHE ca CHILUTE
kato Bawnre.,

{ e AKO mNOJy4MTe HSKAKBH HEXEJaHH JEeKapCTBEHU peakuuy, yBegoMmeTe Baumusg nexap uam
tapmauesT. ToBa BKJIIOYBA H BCHYKH Bb3MOXCHH HEXEJaHH PEaKUun, HEOMTHCAHH B Ta3M JIMCTOBKA,
JeKapcka nomoti.

B Ta3u nucroBKa:

Kaxso npencrasnssa LiegukcrM AKTaBHC H 3a KaKBO CE H3MOJI3Ba
Kakso Tps6Ba aa 3Haete, npeau Aa uznonssare Lledukcum AxraBuc.
Kak pa uznonssare Liedurcnm AxraBuc

BB3MOXHH HeXeNlaHH pPeakiiu

Kak na cpxpansBare Ledhuxcum AxTaBuc

ChabpikaHye Ha ONIaKOBKaTa B AOITBJIHUTEIHA HHPOpMAIHS

SLA W~

1. Kakso npeacrasisasa Llegpukcnm AKTaBHC H 32 KAKBO C€ H3N0/13Ba

ToBa nexapcTBO € aHTHOMOTHK OT rpynara Ha feTa-nakramure, HedanoCnopUH OT TPETO MOKOJIEHHE -

rpyna, 6ym3Ka 10 NEHULMANHNTE.
Lledukcnm AKTaBHC Ce puJiara npu Jela Haja 6-MeceyHa Bh3pacT 3a JieHeHHe Ha UHDEKLIMH, TPHYNHEHH
OT 4yBCTBHTEJIHU KBM LeGHKCHM MHKPOOPraHH3MH:

- octpH HH(DEKLUNH HAa TOPHUTE U IOJHHUTE AUXATEeIHH IIbTHILA, BKJ.GAPUHTHT, TOH3UIIUT, OCTHP
GpOHXHUT, 000CTpEH XPOHHUEH OPOHXHUT, THEBMOHHUS (3a IPOABJKABAHE Ha TEpaNMATa Cllel
I'bPBOHAYAJIHO JIEYEHHE C MAapEeHTEpaJICH aHTHOMOTHK); OCTBP ¥ XPOHUYEH CHHY3HT;

- OCTBp OTHT Ha CPEJHOTO YXO;

- uH(}EKUMH HA IIMKOYHKTE ITBTHILA: LIACTHT, LIUCTOYPETPHT, HEYCIIOXKHEH MUENOHEDPUT;

- HeyCJOXHEHa roHopes (LepBUKaIHA/ypeTpaHa).

2. Kakpo Tpsi6Ba aa 3HaeTe npean Aa ninoyseate Ilednkcam AkTaBue

He npuemaiite llepukcum AKTaBHC:
- @Ko CTe aJIeprH4YHH KbM Le(QHKCHM HJIM KBM HAKOS OT OCTaHAJINTE ChCTABKM HA TOBA JIEKAPCTBO

M30pOEHH B TOYKA 6 HIM KbM aHTHOWOTHLIM OT rpynara Ha LedanocnopuHuTe

IIpexynpexiaeHns ¥ NpeaNa3sHA MEPKH
YBemoMeTe JIeKyBallUs CH JieKap, ako NMPERH CTE UMATH PEaKLHU Ha CBPBXUYBCTBHTENHOCT KbM
MEHUUHIMHN W/ WiK 1edanlocnopuHi. B TakvBa ciiyyan € HEOGXOAMMO BHHMATEIHO HaOMOAEHHE NIPH

IIbPBOTO NMPHUJIOKCHUC.
npl/l BCsIKA IPOsiBa Ha aJIEprus No BpeME Ha JICHCHUETO BEAHAra nNpeKkpaTeTe JCUCHHETO H YBEAOMETC




JIEKyBallys CH JieKap.
AKO CTe anepruvHi KbM ApyTu Oeta-akTaMHH aHTHOHOTHIM ChILIECTBYBA Bb3MOXHOCT [a CTE alE€prHiHy
1 KbM Le(uKcHM.

[NosBata Ha quapus no Bpeme Ha geueHue ¢ LedukcuM AKTaBHC U JOpH HIKOJIKO CEMULIM ClIe]
npeKpaTsBaHe Ha IpUeMa My Moxe Ja O6bJie CUMIITOM Ha NceBIOMeMOpaHOo3€eH KOJIUT
(>xMBOTO3aCTpalIABALIO CECTOSHUE). AKO TS CTAHE TEXKKA MM MHOTO IIPOJb/DKUTENHA HITH aKo
3a0€enexHTe, Ye N3NPAKHEHUATA ChABPKAT KPBB HJIH CJIy3, BERHara cnpere npueMa Ha Llegukcum
Axrasuc. He npuemaiite siekapcTBa, KOUTO CITUpAT WK 3a0aBAT NEPUCTAITHKATA HA YEPBATA U ce
cBbpkeTe ¢ Bawus nekap.

[edanocnopuHuTe yabibKaBaT NIpoTpOMGHHOBOTO BpeMe, NOpaiy KOETO € HEOOXOAHMO TO 1a ce
OpOCNeAABa N0 BPEME Ha JICYEHHE,

Axo umare 6bOpeUHa HEJOCTATHYHOCT, YBEOMETE JIEKYBAIUA CH JIekap, KOHTO MOXeE Jla KOpHIrHpa
JHEBHATa J103a.

ITpu mena moj 6 MeceuHa Br3pacT ynorpebara Ha UepUKCHM He Ce NPEnopbYBa.

Apyrn nekapcrBa H lledpnkenm AxTaBnc:
Wndopmupaiire Bamns nexap uin dapmanesTt, ako npuemare, HACKOPO CTE MPUEMANH HITH € Bb3MOXKHO
Jla IpUeMeTe PyTH JiekapcTBa.

YBeoMeTe JIeKyBalliua CH JieKap, ako npuemare npobexernuy (3a noaarpa), kapbamasenun
(IpOTHBOrBEPUOBO JIEKAPCTBO), RHTUOUOTUUM OT IrpynaTa Ha aMHHOTTIMKO3UAUTE (FEHTaMHLIHH,
aMHUKalMH).

Axo By mpeacTon u3cieBaHe Ha ypUHATa 3a ONpeJENsiHE Ha alleTOH HJIM 3aXap, KakTo W NPOBEXIaHe Ha
anTurnoOynuHoB Tect (Tect Ha KymOc) obe3areniHo yBenomere jiekaps 1 jabopanTa. Ynorpebara Ha
nedHKCHM MoXe Jia 10BeAe [0 (alMBO TONIOKHUTEIHH PE3YTaTH.

Iledurcnm AKTaBHC ¢ XpPaHa, HAMTKH H aJIKOXO0J1
LledukcuM AKTaBHC MOXE Aa CE IpHEMa HE3aBHCHMO OT NPUEMA Ha XpaHa M HAMHUTKH.

bBpemenHocT, KbpMeHe B QepTHANTET
AKO cTe OpeMeHHa Ui KbPMHTE, CMATATe, Ye MoXe Jia cTe OpeMeHHa WM NJIaHupaTe 6pEeMEHHOCT,
nocsBeTBaiiTe ce ¢ Bamius nexap unmn ¢apmaunest npeau ynorpebara Ha TOBa JIEKapCTBO.

He ce npenopruBa ynorpebara Ha [{edrkcuM AKTaBHC 1o BpeMe Ha OPEMEHHOCT H B NIEPHO/A Ha
KbpMeHe. [IpunaraHeTo Ha NPOAYKTA O BpeMe Ha OPEMEHHOCT H KbPMEHE MOXE Jla CTaHe CaMo NpH
cTpora npeleHka oOT CTpaHa Ha Jiekaps M Py CTPUKTHO HabMIOAEHHE CaMO B Clly4al Ha kpaHHa
Heo0X0AUMOCT.

Ilopnpane n paGoTa ¢ MALIHHH
LledrkcHM AKTaBHC HE MOBJIMABA CIIOCOOHOCTTA 32 WO(hHpaHe UK paboTa ¢ MaLMHH.

3. Kak 1a npuemare lepnkcum Axrasuc 400 mg punavupanu Tadaerkn

Bunazu npuemaiime Llepukcum Akmaguc Kakmo u e Ka3aj1 1exapam. AKo He cme CUZYpHU 6
Hewjo, nonumavime Bawua nexap unu gpapmayeem.

Ho3uposka :



IIpenopwunrenara no3a 3a Bb3pacthu € 400 mg (1Tabnerka) AHEBHO. JlHeBHaTa q03a MoXxe Aa
Oblie NIpyeTa eHOKPAaTHO WK paszieNieHa Ha 1Ba paBHH npuema ot 200 mg (1/2 Tabnerka) Ha
BcekH 12 yaca,

Aeua Han 12 rogunn (um ¢ Ternio Hag 50 kg) monydasar no3ara 3a B3pacTHY.

IIpoabmKUTEHOCTTA Ha JIEYEHHETO € OGHKHOBEHO 7-14 IHU B 3aBUCHMOCT OT TEXECTTa HA HH(EKLHMATA,
CrpenrtokokoBuTe HHbeKLuH TpsAGBa 1a ce JekyBaT noHe 10 gHu.

Ledrkecnm AxTaBrc MoXe Ja ce npueMa ¢ win 6e3 xpaHa.

Ilayuenmu ¢ 6vbpeuna Hedocmamvynocm:

Koraro cTofiHOCTTa Ha KpeaTHHHHOBHUS KIMPBHC € Hag 20 ml/min, He € HEOGXOAMMO 1A ce IPOMEHS
Aosuposkara. [Tpu kpeaTHHHHOB KIHpBHC Nox 20ml/min. BKJIFOYUTETHO NPH NALMEHTH HA XEMOAHAIH3a,
TpsAGBa Jace MpHeMa NMOJIOBUHATA OT CTAaHJApTHATA 1032 - 200mg B €IMH NPHEM.

Ilayuenmu c ywepnodpobra Hedocmamvunocm:
He e Heo6x0auMo na ce Kopurupa A03UpOBKaTa.

AKo cTe nnpHean nopeve ot Heobxoaumara a03a Hepnkcnm AxraBuc
AKO CTe IpHeNn noBeve oT HeobxoaumaTa J03a, HezabaBHO ce CBbprKeTe ¢ Bawuns nexap uin papmauesr.
JleueHHeTo ce npoBexa B 3paBHO 3aBeJIEHHE.

AKxo cte nponycaau aa npuaemete Llepukenm Aktasne

Ilpu nponyckaHe Ha npueM, cilejBaulaTa 1o3a TpsA6GBa a ce NpueMe Bb3MOXKHO Hait-Ckopo. AKo e 611130
JI0 BPEMETO 3a NPUEM Ha Clie[BallaTa J03a, NporycHaTara 03a /1a CE IPECKOYH U JIEYEHHETO Ja
NPOJABJLKH N0 YCTaHOBeHaTa cxema. He B3umaiite nBoiina 103a, 3a 1a KOMIEHCHpaTe [IpoNycHaTara J03a.
He cnupaiite nexapcrBoTo 6e3 koHcynTauus ¢ sekap. He npekpatsBaiite npuema Ha Lledukcum AktaBuc,
€aMo 3alLOTO CTE ce MOYYBCTBAJM MO A0Ope, Thil kKaTo HH(EKIINATA MaXKe Ja Ce MOSIBY OTHOBO.

4. HexxenaHu JIEKAPCTBEHH PEAKIHA

Kakro BcHuku JIEKAPCTBA, TOBA JICKAPCTBO MOXE [a NPCAU3BUKA HCXKC/IAHU PCAKLHH, BBIPEKH 4¢ HE
BCCKH T'H nojryvaBa.

Hexenannre JIEKApPCTEHHN pEaKL MU Ca NMOAPCACHN IO HECTOTa.

Hevecrmu (meocoy 1 u 10 na ecexu 1 000 nayuenmu mozam oa 2u noryuam): riaBoGoJHe WITH 3aMasHOCT,
anapusi, 6osku B obsiacTTa Ha KOpeMa, JIMICa Ha aneTUT, NI0yBaHe Ha KopeMa ¢ OTJeJIsHe Ha rasose,
rajieHe, roBphliaHe.

Peoxu (meoicoy I u 10 na scexu 10 000 nayuenmu mozam 0a 2u noayyam): peakijyuy Ha
CBPBLXUYYBCTBUTETHOCT- KOXHH OOPHBH, YPTHKApHUs, Tpecka H CbpOex, MPEXOAHO NOKAYBaHe Ha
CTOWHOCTHTE Ha YepHOAPOOHHUTE eH3UMU U ankanHaTa docdaTasa, cbpbex B 06acTTa Ha FreHUTATIHUTE,
Bb3NAJICHHE HA BJATalNMILETO, M’bONYKOBH HHGMEKLNH.

Mrnozo pedxu (no-manko om 1 na scexu 10 000 nayuenmu mozam da eu noayuam): PEXOAHO HAMANSIBAHE
Ha Opos Ha TpoMbounTHTE, KOETO MOBHILABA PUCKA OT KbpBEHE UMK 0Opa3yBaHe Ha CHHUHH, HaMaJAiBaHe
Ha 6pos Ha 6ennTe KPLBHHU KJIETKH, KOETO yBelWYaBa Bb3MOXKHOCTTA OT Bb3HHKBaHE Ha MHDEKIHH,
HamajsieH 6poH Ha eo3uHO(HIMTE B KPBBTA (BUA KPBBHH KJIETKH), YAB/DKEHO NPOTPOMOHHOBO BpemMe
(BpeMe Ha KbpBeEHe), IICEBAOMEMBAHO3€EH KOJIUT (3kMBOTO3aCTPAILIABALIO ChbCTOSHUE, MOTHYAILO C TEXKA H




TPOABJDKUTENHA Iapusl, HaTbHH, OTACIISAHE Ha KPbB M CIIy3 B M3MPaXXHEHHUATA), IPEXOJHO TOKAYBaHe Ha
CTOMHOCTHTE Ha ypesTa H/HIIH KPeaTHHHHA B KpbBTa (1I0Ka3aTelH 3a ¢ynkuusTa Ha 6b0penyTe), epuTema
My TH(OpMe (3auepBsBaHe Ha KOXATa C MEXYPUETa), CHHAPOM Ha CTuBbH-IDKOHCBH (TEXKO 3a6onsBane,
CBIPOBOAEHO C 06pa3syBaHe Ha MEXYpH MO KOXaTa, yCTaTa, OYHTe H NONIOBHTE OPraHH) H peakLyu
Hanono06sBaly cepymHa GONeCT (C MOBHLICHa TEMIIEPATYpPa, TPECKa, TIOyBaHe Ha JIMMpHHTE BB3JIH).

5. Kak aa coxpbusasarte Ieduxcum Axrasuc 400 mg puamnpann Taéierkn

CobxpansiBaiiTe Ha MACTO, HEZIOCTBITHO 32 Jela.

He usnosnssaiire Lepukcum Akrasuc 400 mg taGieTKH e/ CpoKa Ha FOJHOCT, 0T0es3aH
BBbpXY ONAKOBKara.
Ha ce cxxpaHsaBa npu Temneparypa nog 25°C.

JlekapcTBara He TpsAOBa Ja Ce 3XBBPJIAT B KaHAIM3ALMATA WK B KOHTEHHEDA 33 JOMAILHH
ornaabuy. [lonurakite Bamus dapmanesT Kak 1a yHUIOXWTE HEHYXHUTe By nekapersa. Tesn
MEpPKH LUE CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHATA cpeja.

6. JOITbJIHUTEJTHA HH®OPMALIUA

Kakso cbabpxa Lledpnkenm AxraBne 400 mg ¢puamupanu taGierkn?
ITbJieH cNIHCBK HAa AKTHBHHTE H MOMOIIHHTE BEILIECTBA

AKTHBHOTO BelIeCTBO €:
Ledrkenm 400 mg noa dopmarta Ha LedUKCHM TPUXHAPAT B eaHa GUIMHUpaHa TabneTka.

g PYIUTE CHLCTABKH €A:

Sapo: uenynoza MHKPOKPHUCTaNHa, HHUIECTE NPEXKENATHHU3HPAHO, CHIIHMLIHEB THOKCHJ, KOJOWAECH
Ge3BozeH, KanuueB xunporeHgocgar Oe3BoseH, MarHe3HeB cTeapar.

®uUIMOBO NOKpHTHE: onaapait Osil (XUIIPoMeio3a, TATAHOB AHOKCH, Makporo 400).

Kak nsrnexna Llednkcum AkraBuc 400 mg ¢puMupanu TabieTky ¥ KakBO ChAbPKa OrakoBkara?

Toga nekapcTBO ce npousBexaa noa ¢popmara Ha puIMHpaHy TabNeTKH.

benn no noutu 6enu punmupanu tabnetku ¢ MoaudHIMpaHa NPaBoObrbiIHA
dopMa, ¢ YaCTHYHO-/JICIUTEITHA YepTa OT ABETE CTPaHH.

Kak n3rnexna Hednkcum AxraBuc 400 mg dpuiiMupaHn Tab1eTKH B KAKBO ChAbPKA ONAKOBKATA?
Ilo 5,7, 10, 14, 20 TabneTky B OnakoBKa.

He BcHUukH OnakoBKH MOrar Ja 6baar Ha rnasapa.

HE“Te)l(aTeJ'I H3 paspelI€eHHuEeTOo 3a yn0Tpe6a
Actavis Group PTC ehf.




Reykjavikurvegi 76-78
220 Hafnarfjordur
Hcnanpus

IIpousBoguTen

Orchid Europe Limited
Building 3, Chiswick Park
566 Chiswick High Road
Chiswick, London, W4 5YA
O6uavHeHoTO KpancTeo

HMata Ha nocaeaHo ogobpenne Ha JIMCTOBKATA: Asprycr, 2011 .




