Jucropka: Undopmauus 3a noTpedurens
HEGAKJIOP AJTKAJOHWI® 125 mg/5 ml rpaHyJiH 3a KepopajiHa CYCHeH3Hd H
LHE®AKJIOP AJIKAJJOHI® 250 mg/5 m] rpaHyJiH 3a Nepopana CyCreH3ns
(nedaxnop)
CEFACLOR ALKALOID® 125 mg/5 ml granules for oral suspension
CEFACLOR ALKALOID® 250 mg/5 ml granules for oral suspension
(cefaclor)

Ipoverere BAUMATENHO USJIATA JHCTOBKA NPEAM 1A 3a0YHETe 13 MPHEMATE TOBA JIeKapCcTBO,

Thil KATO TH CHALPXA BaxkHa 233 Bac Hndopmanna.

- 3anaszete Ta3H IucToBKA. MoXke fa ce HANOXKH Ja f NpO9YeTeTe CTHORO.

- AKO HMAaTe HSKAKBH JOMTHIHUTETHY BLIOPOCH, nonwraiite Bamms nekap uid QapMauesT.

- Tosa nekapcTeo ¢ npeanucano nuyHO Ha Bac. He ro npeoTcrsuBaiite Ha ApyrH Xopa. To moxe ga
MM HABPE[H, HE3ABHCHMO Y€ MPU3HALITE Ha TAXHOTO 3a00/s1BaHE ca ChIUTE KakTo Baumre.

- AKO NoJy4nTe HAKAKBH HeXelaHH NeKapCTBEHH PeakiHy, yBeoMeTe Bamysd IeKap HaH
dapmanesT. ToOBa BKIIOYBA H BCHYKH BB3MOKHH HEXKENaHH PeakUAl, HEOTHCAHA B Ta3H
nucToBKa. BuxTe TouKa 4.

HUTENIHA AFEHLWS 110 SIEKAPCTBATA

Kakpo CHALPAKA TAIH JHCTOBKA:
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1. Kaxpo npenctasasba Uedariop AJIKaNOHA H 33 KAKBO C¢ H3N0/13BA

Ledaxmop Anxanoun e aHTHOHOTHE, MPHHALIEAKAN] KBM rpyNa NeKapcTa, HApEIeHH
nedanocnopuHN, KOMTO ACHCTRAT Ypes PA3pyILaBaHe Ha oupeaeneuy Gaktepuy, NPUHMHHTENH Ha
BHOEKIHA.

Leaxiop ANKanouz ce TpHNIara 3a NiedeHne Aa CIeAHNTE HHGEKLEH, KOHTO ca NPHIHHEHH OT
nedaknop - YyBCTBUTEHH GakTepyy: RH3MANECHHE HA CPEAHOTO YXO; BE3NAICHHE HA CIMBALHTE W
rBpIoTo; GPOHXHT W NHEBMOHHA, IACTHT H WH(EKIMN Ha MHKOYHWTE MBTHIOA, X HHQEKIIHH Ha KOXKATA
H MCKHTC TBKaHH.

2. Kakso Tpa6sa 1a 3uaere npean fa npraemere Hedaraop Ankanonn

He npuemaiite Hedaxnop Ankamoua

- 4KO CTE ANCPrUYHA KBM Ledakiop, WIH KbM HAKOS OT OCTAHATHTC ChCTABKH HA TOBA NEKAPCTBO
{m36poenn B TouKa 6).

- dKO CTE anepruild KbM ].leq)aJlOCﬂOpHHOBP] SHTHOHOTHIMN HIH IFCHUIAIHHA.

Tlpeaynpexnenns 4 NpeanasHl MepKH
T'oBopete ¢ Banms nexkap unu dapmanest, npeny aa npremere Lledaknop Ankanonm.

O6LpHETE clieuHAaNHO BHEMaHKe mpH ynotpefata Ha Ledaxnop Ankanons axo:
- CTe MMaNy HAKOTra AEPrdHa PeaKiid KbM aHTHOHOTHIM KaTO NEHHIIHH HITH
HedalOCIOPHHA WM KBM APYT THI AEKAPCTEA (ANEPrHYHATA PEakiya MoXe Aa BRITIOUE OOpHB,
cbpbex, 0Tok, HeoOuuaiina 60Tka B CTABATE HWIH 3aTPYTHEHO AHIAHL);

- CTpAATe WIH CTE AMAJH TEKKH CTOMAINHO-IPEBHH HAPYLUICHUA, IPHAPYAKEHH € NQ
auapHs {0Co0eHO KOJIHT);

- nMare opobiemMu ¢ GrOpenHTe MK CTE HA IHATTH3A;




TTpoARLKATENHO HIH IOBTOPHO Opunoxenwe Ha lledaknop Ankanonn Moxe Ja A0Bene A0 BTOPHIHA
HH(peKIHA (cyrmepunexiig) H pasBUTHE HAa PE3UCTEHTHU MHKPOOPTAHASMY H rEOHIKA, ofpasyBanin
6enu HanenH B YCTHATA MHT4BANA HIH ITPeIH3BAKBAIIH MPOMIHA Ha BATHHATHOTO ChIBPKHMO.
Liedarnop Ankanona Moxe A2 B3IAMMOASHCTEA ¢ HAKOH TECTOBE 32 3aXap B ypHHaTA.

Hena

bezonacHocTTa M ed)EKTP[BHOCTT a Ha ue(ba[mop NpH HOBOPOICHH IO €¢THOMECEYHA BB3PacT HE €
niciacasaHa.

JApyru nexapersa i Hedaknop Ankanona

Hngopmupaiite Bamia aekap Wid GapMalenT, ako NPHEMATe, HaCKOPO CTE MpUEMalTH HIH €
BBL3MONKHO Jla IpHEMETE APYTH TeKapCTBa

OT MKNOUHTETHO 3HAYEHHE €, KO BIeMaTe HAKOE 0T CIeHUTE JIeKapcTBa:

- NEPOPATTHE AHTHKOArYNAHTH (IEKapCTRA, PA3PEeXAILM KPbBETA), ThIT KaTo nedak/iop 3acunza
TAXHATA MPOTHBOCHCHPBALLA aKTHRHOCT;

- opoeHenuy (IexapcTBo 3a JIeYeHHe Ha 1oJarpa), THH KaTo IOBAMIABA NJa3MEHHTE HHBA Ha

nedakiop.

Liedaksiop ANKANONHA ¢ XPAHA, HANKMTKH H AJIKOXO0M
Haii- no6pe e Lledaxnop Ankanoun aa ce npdeMa 1 9ac nmpeau wiK TOHE 2 4aca ciel XPaHeHe.

BpeMeHnocT, KbpMeHe H depTRIHTEY

AKo cTe Gpemerma HWIH KBPMHTE, CMATATE, 9€ MOKE 4a CTE 6pemeHHa HIH ILIaHHparte 6pemem-10c1‘,
HOCHBETBaHTE ce ¢ Bammia nexap unH (apmamnesT npeau ynorpedara Ha ToBa JEKAPCTBO.

Mo Bpeme Ha OpeMeHHOCTTA, Ledaknop MOKE AA Ce IIPHIAra caMo NpH ACHO M3pa3eHa HeOOXOIHMOCT.
EexTsT REPXY KbpMaueTo He € micnensan. B nepaoxa Ha KbpMeHe nedaknop Ja ce Iprara ¢
0cO0EHO BHHMAHHE.

IModupane H paGoTa ¢ MALIMHK
Iedaxsiop He nopnmEsIBa HITH NOBAKIRA TpeHeOpeXHMO CIOCOOHOCTTA 3a odHpane v paGoTaTa ¢
MAIUHH,

Baxna nndopmanya 0OTHOCHO HAKOH OT ¢beTaBkuTe HA Iedaknop Anxanoui

Axo Banmst nekap Bu e xazan, ue HMaTe HETIOHOCHMOCT KBM HAKOM 3axapH, NOChBETBAlTE Ce ¢ HETO,
MpeH 1A B3EMETE TOZH MPOLYKT.

Iedaxnop Anxanona 125 mg/3 ml rpaHynH 3a nepopanHa cycnensus coappxar 2,303 g saxapo3a s 5
ml roTosa cycnemsus. [edaxknop Ankamoux 250 mg/5 ml rpaHyH 3a nepopaiHa CycleH3uA
chappaar 2,997 g zaxaposa B 5 ml rotoba cycrensus. Toea TpsaGBa 1a ce HMa NpeaBHA, IPH
NALMEHTHTE ChC 3axapeH anadet (diabetes mellitus).

To3H NpoAYKT MOXE J1a YBpeau 3bOHTe.

3. Kaxaa npraemare Hepaxnop Ankanounn

Bunazu npuemaiime mosa nexapcmeo mouno, kakmo Bu e kazan Bawwuam nexap wiu gapmayesm.
Axo ne cme cuzypru 8 newgo, nonumanume Bawua nexap unu hapmayeam.

Hedaxnop ce nprema nepopanso.

Brapacan
Ilpenoppunrensara no3a medakiop npu Bp3pacTHH € 250 mg Ha Beeku 8 daca.
IIpH HAKMHOYMTENHO TEKKH HH(pEKIHH NpenoprIuTeNHaTa 103a ¢ 500 mg Ha 8 uaca,




MakcaManHara n03a ¢ 4 g AHEBHO.

IlanueHTH B cTapuecka BLAPACT
Kakro opu sn3pacTay.

¥norpela Npn Jena i WHOWH

Ipenopsautentara ao3a uedawiop npu aena e 20 mg/kg AHeBHO, pa3fe/eHa Ha OTAEIHY AC3H mpes 8
uaca. [lpu GPOHXHT H MHEBMOHEA NpENopBIHTENHaTa 103a ¢ 20 mg/kg AneBHO, pazAe/icHa Ha HAKONKO
030 IPHETH TPH ITTH AHEBHO. 32 leYeHHEe Ha BB3MANEHue Ha CPEIACTO yXO0 ¥ Ha GapHHTHT 00maTa
HHEBHA 11032 MOXKE 1a Ob/Ie paslielieHa H IpAEMAHa Ha BeekH 12 vaca.

Besonacuoctta U epukacHocrTa Ha Lledaknop Ankanoun npH Aelia Ha BE3PACT 1104 1 MeCELl BCe OMIe He
€a YCTaHOBEHM.

125 mg/S ml 250 mg/5 mi
<1 roamna (9 kg) 2.5 ml mpe3 8 yaca
1-5 roaunu (9-18 kg) 5,0 ml npe3 8 waca
Hal 5 roAuHH 5,0 ml mpes 8 uaca

TIpH no-rexkn nHeKuny, BEINAICHHE Ha CPEAHOTO YX0 H MHQEKIWH, IPHYHHEHH 0T no-crabo
YYBCTBHUTSANH MHKDOOPTAHHIMH, ce penoprubat 40 mg/kg AHeRHO pas/eieHa Ha HAKOJIKG JO3H 10
MakcHMyM 1 g Ha JeH.

3a nedeHne Ha GeTa XeMONMTHIHATE CTPENTOKOKOBM MH(EKLMH, TepaleRTHIHATA 1032 Ha Lehakiop
TpaAOBa fa OBae npueMana moHe 10 puu.

TIpHTOTBAME HA CYCNIEHIHATA, KAKTO € TIOCOMEHO [0-101Y:

Iedaxnop nepopanua cycnensns 125 mg/S ml: npeaun ynotpeSa npubaseTe 40 ml AecTiaupana BOAA
B CTEKACHUN (IIAKOH H pasknaTere aobpe.

Iedaxnop nepopanda cycnenzus 250 mg/S ml: npeayn ynotpeda npubaeeTe 34 ml gectiiupana BOJa
B crokurerHd duiakoH 1 pasknareTe ao0pe.

HPP[FOTBeHaTﬂ CYCIIEH3IWA ¢ PO30BA BHCKO3HA TEHMHOCT € XAPAaKTCPCH MHpPHC Ha AHTHOHOTHK H AT04A.

{Ipenu ynotpeba GyTunkara na ce paskiatu aodpe!
,HOS[’IP&HCTO Ha Taka NMpHIroTBCHaTa CYCNCH3INA ¢C H3BBPILUEA CBC CIICLHAIHATa MEPHTEAHA IbAHYKA.

AKO cTe npaeSTH ToBede 0T HeoDxoaumaTa noza Hedaxaop Ankanons

AKO cTe TIpHEH IOBede 0T HEOGXONMMOTO, He3abaBHO ce CBbpXeTe ¢ Bamims nekap WiH GapManesT.
TOKCHYHHTE CHMIITOME Ha TPEmosupaHe Ha Iedakiaop BKIOYBAT raaeHe, NOBphINaHe, CoMkmM B
enuracTpruyma u quapus. Texecrra na GONKATE B eMATACTPHYMA M JHAPHATA Ca J030-3ABHCHMIL

Axo cre nponycHanu aa npuemerte Ledaxnop Anxanons

He p3umaiite apoiina no3a, 3a 1a HaBakcare IPOMYyCHATOTO.

Tpn npolryckane Ha npHeM, IPOMYCHATATA A03a TPAOEA 1a CE IpHEMe Bh3MOKHO HAl-CKOpo. AKO e
6nu30 10 BpeMETO 3a TIPHEM HA CIIETBAMATA 4034, IPOIyCHATATA 403 Ja ¢¢ MPECKOUN U IEUCHHETO
Aa NPOABJIAKK 10 YCTAaHOBEHATA CXEMA.

AKO HMaTe HAKAKBH JOMBJIHUTEIHH BBIIPOCH, CRBP3aHH ¢ ynoTpebara Ha TOBA AEKapPCTBO, MOAS
nonuTaiire Banmsa nekap win dapManerT.

4. BoIMOXHEM HEKENAHH PEAKIHH

KakTo BCHYKH JlekapcTea, TORA JIEKAPCTBO MOXKe 1A MPeJH3BHKA HexellaHH PEakiliH, BEIIP
BCEKH TH IOJTy4Yasa.



YecTH HEXEIAHW PEaKIHH (MoraT Xa 3acernat no 1 na 10 aymm):

- ANeprudHK KOXKHH PeakiMH (Np. 3a4epBABAHE HA KOXATA ¢ YCCINaHe 32 Napede - o0pHB, cepbex,
YPTHKAPHHA EK3AHTEM);

- 0OpuBH, NogobHE Ha MOPOUITH (MOPOHIHGpOPMEH eK3AHTEMY,

- AHapHs.

HevecTH HeXenand peakund (Morat aa sacerkat 1o 1 va 100 aymmn):

- IIPOMEHH B OPOA HA KPBBHATE KieTkn (0GpaTHMa HeYTPOTIeHHS, ATPaHyOUHTE3a, XEMOINTHIHA
aHEeMHA M ATTaCTHYHA AaHEMUA );

- Hanogo0sBamy cepyMHa Gonect — MynTHGOpMeHa epHTeMa (pasiIHH NPOABH HA 3avYepRaBane Ha
KOXKATa) WK Topen30poeHMTE KOKHE PeaKIiHy, IPUIPYKEHH ChC CTABHH CHMITOMA KaTo
apTpHT/apTpanrua ¢ WM 6e3 Tpecka;

- YBeAMYaBaHE HA YepHOMPOOHHTE eH3HMH B CepyMa (TpaHCaMHHAa3H, ajkaHa (ocidarasa).

Peaxn HexeIaHH peaknuu (MoraT aa sacernar 1o 1 ma 1000 xywm);

- rajeHe u noppeiade. KaxTo npu apyrure WiMpoOKOCHEKThPHH aHTHOHOTHLIH, MOMXE 13 BE3HHKHE
KOJTHT, BEAHOYHTENHO [ICeBIOMeMOpaHo3eH KOJTHT.

- GescbHMe, 0OBPKAHOCT, XAOIMHALHE H CHHITMBOCT, 00GpaTAMa XHIEpaKTHEHOCT, B30y aa,
PasapasHUTENHOCT, XHIIEPTOHHA, 3AMAAHOCT;

- ChOGINEHH €a PelIKH CTy4aH HA YRpEKAaHE Ha YePHOAPODHHUTE KNETKH (XENaTHT) U HapyIIeHue B
OTHYAHETO HA MUTHYKATA (KBITEHHIIA);

- BB30aNeHHe Ha Op0pelMTe (MHTEpCTHLHANCH He(hPHT), KOWTO MpeMHHAaBa cle]l 3apbpIIBaHe Ha
TEPAITHATS;

- [IPEXOIHH JIEKH YBEIIHUEHHUA HA YPEATA WIH CEPYMHAA KPEATHHHH;

- KaHa1go3a (re0uaHa HHbekin, npH KoaTo ce 0Opazysar Ol HAed B YCTHATA JIUTaBRIG WIK
KOATO MO3Xe Ja IPEAHIBUKA IPOMAHA HA BarHHAIHOTO ChABPKHMO, KOSTO NPHUMEARA ChpOEXK).

- TEXKH PeakIiMH Ha CBPBXUYBCTBHTENHOCT, KOMTO MOTAT J1a C& H3Pa3AT ChC CNajaHe Ha KPEBHOTO
Hajdrase A0 AHMBOTO 3acTpaIlaBall MoK, NOXYBAHE Ha JJHLUETO, TEPAOTO H YCTHHTE, XPHIOBE HITH
3aTPyJHEHO JHOIAHE (Te3H PEeaKLHH e CpeliaT 0-9eCTo MPH NAUHEHTH ¢ ATEPrAd KbM IICHUIIHUNKH);
- PEAKH CIIyday Ha TEXKH KOKHH TPOABH ¢ JKHBOTO3aCTpallaBalrd o0nH peakiyy (CHHAPOM Ha
CrHBBHC- [ )KOHCHH, TOKCHYHA ENHIEPMAIHA HEXPOIH3a).

ME0T0 peaKH HexelaHH peakIuH (MoOTAT Aa 3acernat a0 1 na 10 000 xyum):

- mpoMeHK B 6pos Ha GennTe KPEBHA KIETKH (TpoMOOLMTONEHHA, €03HHOGHIHA, THMEOLHTO32 H
nepkoneHuA). Tesk HexxeIaHH PEaKIMH ce HOPMAIH3HPAT CTIIOHTAHHO Clel Kpasd Ha TepanuaTa.

- nambageHonaTHA (YBpekIaHe Ha nuMOHHTE BB3IIH) H IPOTEHHYPHA (Hanuyke Ha GelThK B
YPHHATA).

CrobmagaHe Ha HEXENTAHH PEAKIHH

AKO NOTyyHTe HAKAKBH HEXKENAHH IEKAPCTBEHH PeaKliH, yBeaoMere Baums Nekap UnH dapManesT.
ToBa BKIIOYBA BCHUKE BL3IMONKHH HEOIMMCAHH B Ta3H JIMCTOBKA HEXENaHH peakuuH. MoxeTe ¢BINo Aa
ChOOIINTE HeKeNaHH PEAKIUA THPEKTHO IPes:

H3menHATENHA areHOHA [0 JIEKapeTBaTa
yi. ,,JAamana I'pyer” Ne 8

1303 Codusn

Ten.: +359 2 8903417

yebcalit: www bda.bg

Karto crobmaBaTe HexenaHW peakiMd, MOKETE 1A JAfCTe¢ CBOA NPHHOC 34 TIOJyYaBaHe HA
HHPOPMAaLA 0THOCHO (e30TaCHOCTTa Ha TOBA JEKAPCTEO.

5.  Kak na cexpanseate Uedaxnop Ankanonn




Ja ce cbXxpaHABa NpH TeMmepaTypa nox 25 C.

I'oToata cycnieH3na e crabmina 14 aHu, chXpaHsaBaHa NPH TeMIepaTypa oT 2°Cno8°C(p
XIARMIHHK).

Ja ce ChXpaHABa HAa MACTO, HEOCTHITHO 3a JeNa.

He m3non3BaiiTe TOBa N€KAPCTRO Cligll CPOKA HA IOAHOCT, 0TOeNs3aH BEPXY OMAKOBKaTa cielt ,,l ofen
Ho:*. CpoKBT Ha roJHOCT OTIOBApA Ha MOCAeAHHA JEH OT IOCOUeHHA Mecell.

He m3xsbpndiite nexapcTrara B KABATH3ALWMATA HIH B KOHTEHHEpa 3a JOMAIHH OTOAABIH.
[MonnaTatite Bamma (apManesT Kax fa U3XBBPIATE JIEKAPCTBATA, KOMTO Bede He Hanonspare. Tean
MEPKH 1i¢ CMIOMOTHAT 33 OTIA3BaHe Ha OKOJIHATA Cpefa.

6. Chabpikanue HA ONAKOBKATA H JOML-THHTENHA HEOpManuS

Kakso ceanpka Hegarmop Anxanoua

- AXTHBHOTO BelllecTBO € Hedaknop.

5 ml (eaHa MepuTenHa NbKUKa) rotosa cycrneHsnd Lledaimop Ankatona 125 mg/5 ml rpanyan 3a
nepopanHa cycnensua chabpwar 125 mg nedaxmop (noa dopmara Ha uedaknop MoHoxuapat 130,60
mg).

5 ml (eqHa MepHTeNHA NEBXKHIKA) ToTosa cycnensus Lledaknop Ankamonn 250 mg/5 ml rpauyau 3a
NEpopaiHa CyCneHsHa chabpxar 250 mg nedaknop (moa dopmara Ha uedaknop MoHoXHApaT 262,60
mg).

- JpyruTe CheTaBKH ca: MHKPOKPHCTANHA LEMYTIo3a ¥ KapMenosa HaTpHi, 3axapo3a, HaTPHER
6eH30aT, TAMOHEHA KHCETHHA MOHOXH/IPAT, KCAHTAHOBA TyMa, ouseTHTe! amypa depseno (E 129),

ATOJI0B apOMAaT, HATpHEB NaypHACYNpaT u eMyJICHA CHMETHKOR 30% .

Kak wsrnexna Hedaxnop ATKaI08] H KAKRO CLALPAKA ONAKOBKATA

Lledaxaop Ankanonz rpaHyJIH 33 NEPOPANHA CYCIICH3HA NPEACTARIABA CBETIOKBIT A0 XKBAT
TpaHyJHPaH Npax ¢ XapaKTepeH MUPHC Ha aHTHOMOTHK H AFOaa,

Ledarnop Ankanonn 125 mg/5 m! rpanynn 3a mepopanHa CyCIieH3Hs - CThKIEHA yThika (o1
xahgBO HEYTPANHD CTHXKIO ¢ ATYMHHHEBA KAIAYKA ¢ MONMHETHICHOBO YILTBTHEHHE ¢ 30 g TpaHyIH 32
riepopanHa cycoenzus (60 ml nepopanna cycnensua — 125 mg/5 ml), [racTMacoea MepHTeAHa
JIBKHYKA H IACTOBKA 34 MALIMCHTA B KAPTOHEHA KYTHA.

Ledaxnop Ankanorn 250 mg/S ml rpany:u 3a MepopaiHa CycleH3us - crbkieHa GyTanka (o7 kapsaeo
HEYTPAIHO CTHKIIO € ATYMHHHEBA KaNadka ¢ [OAHETHICHOBO YIUILTHEHRE ¢ 40 g rPanyIH 3a nepopanHa
cycnersua (60 ml nepopanna cycriensus — 250 mg/5 ml), niacTMacoBa MEpUTETHA IbKHUKA H
JIMCTOBKA 33 NANMEHTA B KAPTOHEHA KYTHA.

IIprTexkaTen Ha pa3pelieHHETO 32 YNoTpeda H APOH3BOAUTEN

Hpumexcamen na paspewienuemo 3a ynompeba
"Ankanonn” EOOJ

Gy, “Huxona M. Bamuapor” Ne 51-A, er. 4,
rp. Cotpua 1407, Benrapas

Ten. +359 2 80 §1 081

e-mail: office@alkaloid.bg

Ilpouzsodumen
ALKALOID-INT d.o.o.
Slandrova ulica 4




1231 Ljubljana — Crnute,
Crosenns
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