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Cefuroxime axetil USP

Package Leaflet: Information for the user

Composition
Athexim 500 mg Tablet: Each film coated tablet contains Cefuroxime 500 mg as Cefuroxime Axetil USP.

Athexim Powder for Suspension (70 ml): Each 5 ml reconstituted suspension contains 125 mg
Cefuroxime as Cefuroxime Axetil USP.

Description:

Cefuroxime is one of the bactericidal second generation cephalosporin antibiotics, which is active
against a wide range of Gram-positive and Gram-negative susceptible organisms including many
beta-lactamase producing strains. It is indicated for the treatment of infections caused by sensitive
bacteria. Clavulanic Acid has a similar structure to the beta-lactam antibiotics but binds irreversibly to
the beta-lactamase enzymes. The presence of Clavulanic Acid in Athexim formulations protects
Cefuroxime from degradation by beta-lactamase enzymes and effectively extends the antibacterial
spectrum of Cefuroxime to include many bacteria normally resistant to Cefuroxime and other
cephalosporins.

Indications and Uses:

Pharyngitis/tonsillitis caused by Streptococcus pyogenes Acute bacterial otitis media caused by
Streptococcus pneumoniae, Haemophilus influenzae (including beta lactamase-producing strains),
Moraxella Catarrhalis (including beta-lactamase-producing strains) or Streptococcus pyogenes
Acute bacterial maxillary sinusitis caused by Streptococcus pneumoniae or Haemophilus
influenzae (non beta lactamase-producing strains only) Lower respiratory tract infections
including pneumoniae, caused by Streptococcus pneumoniae, Haemophilus influenzae (including
beta lactamase-producing strains), Klebsiella spp, Staphylococcus aureus (penicillinase and
non-penicillinase producing strains), Streptococcus pyogenes, Escherichia coli Acute bacterial
exacerbations of chronic bronchitis and secondary bacterial infections of acute bronchitis
caused by Streptococcus pneumoniae, Haemophilus influenzae (beta-lactamase negative strains) or
Haemophilus parainfluenzae (beta-lactamase negative strains) Skin and SkinStructure infections
caused by Staphylococcus aureus (penicillinase and non-penicillinase producing strains),
Streptococcus pyogenes, Escherichia coli, Klebsiella spp. and Enterobacter spp. Urinary tract
infections caused by Escherichia coli or Klebsiella pneumoniae Bone and Joint infections caused
by Staphylococcus aureus (penicillinase and non-penicillinase producing strains) Gonorrhea:
Uncomplicated and disseminated gonococcal infections due to Neisseria gonorrhoeae (penicillinase
and non-penicillinase producing strains) in both males and females Early Lyme disease (erythema
migrans) caused by Borrelia burgdorferi Septicemia caused by Staphylococcus aureus (penicillinase
and non-penicillinase producing strains), Streptococcus pneumoniae, Escherichia coli, Haemophilus
influenzae (including ampicillin-resistant strains), and Klebsiella spp. Meningitis caused by
Streptococcus  pneumoniae, Haemophilus influenzae (including ampicillin-resistant  strains),
Neisseria meningitidis and Staphylococcus aureus (penicillinase and non-penicillinase producing
strains) Switch therapy (injectable to oral) after surgery when patient's condition is improved.

Dosage and Administration:
Adolescents & adults:

INFECTIONS DOSAGE DURATION
" L 250 mg
Pharyngitis or Tonsillitis twice daily 5-10 days
Acute bacterial maxillary 250 mg
sinusitis twice daily 10 days
Acute bacterial 250-500
exacerbation of chronic e mg 10 days
» twice daily
bronchitis
Secondary bacteria
infections of acute 250-500 mg 5-10 days
b . twice daily
ronchitis
Community-acquired 250-500 mg
pneumoniae twice daily 5-10 days
Uncomplicated skin & 250-500 mg 5-10 d
skin-structure infections twice daily - ays
. 500 mg
MDR Typhoid fever twice daily 10-14 days
Uncomplicated urinary 250 mg
tract infection twice daily 7-10 days
Uncomplicated 1000 mg -
gonorrhea single dose
Lyme disease 500 mg 20 days
twice daily
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Paediatric patients (3 months to 12 years):

INFECTIONS DOSAGE DURATION

20 mg/kg/day
Pharyngitis or Tonsillitis in two divided 5-10 days
doses

30 mg/kg/day
Acute otitis media in two divided 10 days
doses

30 mg/kg/day
in two divided 10 days
doses

Acute bacterial
maxillary sinusitis

30 mg/kg/day
in two divided 5-10 days
doses

Community-acquired
pneumoniae

30 mg/kg/day

MDR Typhoid fever in two divided 10-14 days
doses

Uncomplicated skin & 30 mg/kg/day

skin-structure infections in two divided 10 days
doses

20 mg/kg/day
in two divided 7-10 days
doses

Uncomplicated urinary
tract infection

Athexim may be administered without regard to meals.

Side-effects:

Generally Cefuroxime and Clavulanic acid are well tolerated. However, a few side effects like nausea,
vomiting, diarrhea, abdominal discomfort or pain may occur. As with other broad-spectrum antibiotics,
prolonged administration of Cefuroxime and Clavulanic acid combination may result in overgrowth of
nonsusceptible microorganisms. Rarely (<0.2%) renal dysfunction, anaphylaxis, angioedema,
pruritis, rash and serum sickness like urticaria may appear.

Precautions:

Athexim should be given with care to patients receiving concurrent treatment with potent diuretics
& who have history of colitis.

Use in pregnancy & lactation:

During pregnancy:

All antibiotics should be avoided in the first trimester if possible. However, Athexim can be safely
used in later pregnancy to treat urinary and other infections.

During lactation:

Athexim is excreted into the breast milk in small quantities. However, the possibility of sensitizing
the infant should be kept in mind.

Contraindications:

Patients with known allergy to cephalosporins & pseudomembranous colitis are contraindicated.

Drug interactions:

Concomitant administration of probenecid with Athexim increases the area under the serum
concentration versus time curve by 50%. Drug that reduces gastric acidity may result in a lower
bioavailability of Cefuroxime and tend to cancel the effect of postprandial absorption.
Overdosage:

Signs and symptoms: Overdosage of Athexim can cause cerebral irritation leading to
convulsions.

Management: Serum levels of Athexim can be reduced by haemodialysis and peritoneal dialysis.
Storage: Store in a dry place at below 25° C, protect from light.

Pack:

Athexim 500 tablet: Each box contains 14’s tablets in Alu-Alu Blister with Alu-Alu Pillow Pack.

Athexim Powder for Suspension 70 ml: Each Bottle containing dry powder for the reconstitution
70 ml suspension.

Each blister supplied in light protected temper evident zipper pouch to facilitate better storage after
every use. Each pouch contains also a desiccant bag which is not for consumption.

—

(Medicine: Keep out of reach of children |

‘ C2C Pharma ,

Manufactured for

C2C Pharma Ltd.

Gorat, Yearpur, Ashulia, Dhaka -1341, Bangladesh
by Beacon Cephalosporin Ltd.

«f54RiGE  Antibiotic @fBarzifos Antibiotic «f6arcifb®  Antibiotic «fBaiiG  Antibiotic




rl/

QTN

At Qe TTWfr

oy

Borgemte

AT oo AN, BIRwED: AfS et WaweIgE BTG wER IR oo AT F8«H, Tt
«arfbet o |

TR FAACHAT 0O AT Pl eRgfoq 7@ Afels ¢ ffer ApTormT ane ergafa see far
rgEre arfbe 38« e |

et

AR Gl TS e ErEEErEE anfSaEte T AGREETr W Sftwied [ET-ares e
e (TR e am--fabs ¢ am-rwibe aenikam Reta w6 | T G<rg 7@
e @R i «ft Ivge = | FeEfe e aere Ror-anwsm anfSarbes T svgers
AT T TBI-AEBIG GTETRT A FARKENT e o 0 | GTAET T e @fires
gl erEalETs RE-ABITE GTees FEF Moo (T T F0@ G CTREIHE TP H-Taar
T Rge T 67 T TRRRE afe Sy ererreifiT dfe feame wret T |

RO @ T=Es

ARG BAEIRB: GHABFRT ~ACATSTT AT 2 G

GfFCT GIRBREET €BRfb A cGGREer e, Rrrwzam sty (RE-ayasime Seomesar
o) SECEEl @orAfee (B Semad deifenR) A CRosRarT ACeT aHl 52
s GRS iR WA AR cEAGREn R, ez gty (J@
RIS SAVMAFIAT 2I&1f) FRT 38 TG TOCH IR Feawat: FemiFarE GHsmant
freenfs, fewrizeant g E-eese SeomaeEl Aefenz), @aFEe Aefs, SBwRETa
wfem (ciftifEee aqe F-riffifEe SRl geifesz), ERoGar A, aaHEE
(IR Al B A @RS WIFBRAE SR WF WA IR @9 TSR R
I T AfFEs FRHA: FHonGRET Mo, RrreRan ngnte ([ apwse @it
ofe) A RenwRarT ATaReEEe (G-arebee @ibe geufe R 58 i@ 5 8 5 e
Se@: SBIFRETRn SfEet (Afffee Wt -t St ez, aar HEEE,
QR IR, @O 2eife, GBTARGAER Aefe Qe 58 TR | JAOCE HGFT: @A
(IR AT IO T == 978 Feeree i G W At ByrReeaaT sRm(cefcTe
@3¢ T-CARAACTS SAMRAIRT SenfevR) AT 58 @t AAAr: @ReiE awEe (e g3
-SSR aeferrR) TR B Y G AR AR ¢ *qEw (e e 2w Awr
TR SR W wdw fefrer (FiRorr MR IR ATCACEA AR R TR WG
SBIFIRTEARSI ST (CAREfeTTe qae F-reiffiereTe Semmeaie qefenz), GG Memif,
QIR @R, Rt Tngrfe, (arfiif @R swferR) g @b gefs @ 52
TG TATGIRG: FReeE e, frrwEan Igafy (et @fEers seifers),
AT (fAEE B, IR TR ST (CAfREETe @3 FH-rAfiEETe S sefeorz) wrr
B TG R QA (RACTII (AF G1T) R WA A7 @ = o2z $ayfs 2o |

Tt e ERARES
AfRFTR Cw
TGN TARIEr Rk

I A1 BARTA 2R o fan e 39w -0
fFES AR MR AEERhT o firan f 2 3@ o fm
T FRRBER S Tl 3¢o-¢oo fial. e 3 a1 So i
B 2B ST AT 3¢o-¢oo A, T & 9 ¢-o fT
FCAG- TS fesfaT 3¢o-¢oo ., fr 2 I @-So it
i & 5 37e e AT 3¢o-eoo .y, et & a1 So fm
@ f6 W BRwEE ek @oo fi.f. ftT & a1 So- 38
JETOTER AT HEGAL e firay, e 2 a@ a-38 fmr
STrReT o YIS0 Y N R ——
w13 fefera oo 4 faey 9@ o

@536 Antibiotic «fBaiiGE  Antibiotic «f6amifbs  Antibiotic «fSartaiGE  Antibiotic

T4 (© STRT (ATF 53 I=F) ARTCATT

TRE TiR@r Rtk
T 1 BB AR o firal fafer afefm, 36 ftee wam ¢-o i
B TG MR wo firaln /il fefi, o e T Yo faey
fFT5 R e e 0o a1/l effefin, 35 e Tram So iy
SSB-ape feyfa o fia /@t afefim, 36 sifee wam @-Yo
a & 9 BREre from wo firaln /it afefi, o e 0-38 A
5 @ 5 eI AT AT 0o .41 /el o, o sfee e So A
TOTEA AT TG 20 frat /fe sfefm, 6 Tmives Tar Q-0 A

TR SIFCE AT QY AR A7 FTE (7R |

Arfeifefamms

RS CTEAH 8 FIgrAf fSTe 7=y | i g e aifeferar cw: 3fir afir o, =, vk, (39
T S A | S g A To ergata ¢ FgrEt afiTe T A e w6 g
SR GRS e 3w Wre A | RETOE (0.3%) J@T RIS, AIAFRESORT
GFferesfent, 2fdbr, W, e St @R-snfbriEr o fre «iie |

ol

TIMES TRISEHT G FAET IR (FEROEM 2ORPT AR G @R (g Grfe FoForm A
T[IRE 4 Sfow |

TERBR @ BAITFICES

TSR TSR 2T © AT ARTS 7 ST g w21 Tfow | oA I @ Sy sieawees
LA TSREE (TS oo QA 9RE S0 (@ AN |

FRAAFICT: TS Treuar oM Fgeifaanet Fepe = | ogeifa féred (MR STcameteTeor SeRar St T
T & |

TS

TN @5 2 ALV @I @ FHTC TG (SR BT S @ & 2ifs frfre |
S e

SRS A GF@ FIZR TN (e GUARET 93 ERN 9y ¢o% I 3 | @ TS 694 G
el g7 0 Gt G @7 ATNATSRAIRIAD ZPT I G3R ARIER 27 TR 2foid e IS AT |
RIIEEH

TEFPTR: GO 47 Ty TR amireie R Sw@s 0o #I1 |

T GTAET 9 G (0@ FREATCRIEAR IO '€ SRR R 4T I @S #I1 |

SRR

TR DI ST (AT A 9161 (:¢° GIBe Sl fb) @ &% Fioey a4 |

REREIEY

GRIFRFT ¢oo: 2 AT W SyTeg-wTe ZBITa 3875 Brawers Ste-SyiE-fre 2 |

TR AR CoR ATTIR Q0 T, (d3¢ Fa/ @ Ffr): 2ifefs @rote stz ao fir.for, stmstm todia
SO |

|

Afef b st sifstaras Stsar srealiet fereia ASTra fows TRarese T S TIRE 44 Sereia
T Gy | 2ol w1 e WTe «f6 (©FHEE T A AR G 7 |

(o o Foretors st ai2es a1

‘CZC Pharma ,

gt = Ffvoe
ORI, AR, ST, BIeT-308', T O3 Ty
AT CREIEAPTCATRE FfET T egegs |

«f53IGE  Antibiotic @fB3IBF  Antibiotic «f5arcaifF Antibiotic «f$ariE  Antibiotic




