Neoclav [ Cefuroxime USP + Clavulanic Acid BP ]

Antibiotic

Composition

Neoclav 250 tablet: Each film coated tablet contains Cefuroxime
Axetil USP equivalent to Cefuroxime 250 mg and Diluted Potassium
Clavulanate BP equivalent to Clavulanic Acid 62.5 mg.

Neoclav 500 tablet: Each film coated tablet contains Cefuroxime
Axetil USP equivalent to Cefuroxime 500 mg and Diluted Potassium
Clavulanate BP equivalent to Clavulanic Acid 125 mg.

Pharmacology

Cefuroxime has bactericidal activity against a wide range of common
pathogens, including beta-lactamase producing strains. The
bactericidal action of cefuroxime results from inhibition of cell wall
synthesis by binding to essential target proteins. Clavulanic acid is a
naturally derived beta lactamase inhibitor produced by Streptomyces
clavuligerus. Clavulanic acid binds to and inactivates them thus
preventing the destruction of cefuroxime that is a substrate for this
enzyme.

Indication

+ 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.

* Acute Bacterial Exacerbations of Chronic Bronchitis and Secondary
Bacterial Infections of Acute Bronchitis caused by Streptococcus
pneumoniae,  Haemophilus  influenzae  or  Haemophilus
parainfluenzae.

+ Uncomplicated Skin and Skin-Structure Infections caused by
Staphylococcus aureus (including beta-lactamase producing strains)
or Streptococcus pyogenes.

+ Uncomplicated Urinary Tract Infections caused by Escherichia coli
or Klebsiella pneumoniae.

+ Uncomplicated Gonorrhea (urethral and endocervical) caused by
Neisseria gonorrhoeae and Uncomplicated Gonorrhea, rectal, in
females, caused by non-penicillinase producing strains of Neisseria
gonorrhoeae.

+ Early Lyme disease caused by Borrelia burgdorferi.

+ Septicemia caused by Staphylococcus aureus, 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).

Dosage & administration

Adults (13 years and older)

+ Pharyngitis or Tonsillitis: 250 mg twice daily for 5-10 days.

+ Acute bacterial maxillary sinusitis: 250 mg twice daily for
10 days.

+ Acute bacterial exacerbation of chronic bronchitis: 250-500 mg
twice daily for 10 days.

+ Secondary bacterial infections of acute bronchitis: 250-500 mg
twice daily for 5-10 days.

+ Community acquired pneumonia: 250-500 mg twice daily for
5-10 days.

+ Uncomplicated skin & skin-structure infections: 250-500 mg
twice daily for 10 days

+ Typhoid fever: 500 mg twice daily for 10-14 days.

« Uncomplicated urinary tract infection: 250 mg twice daily for
7-10 days.

+ Uncomplicated gonorrhea: 1000 mg single dose.

* Lyme disease: 500 mg twice daily for 20 days

Contra-indication

Cefuroxime-Clavulanic Acid is contraindicated in patients with known
allergy to Cephalosporins & in patients with Pseudomembranous
Colitis.

Warning & precaution

As with other broad-spectrum antibiotics, prolonged administration
of Cefuroxime and Clavulanic Acid combination may result in
overgrowth of nonsusceptible microorganisms.

Side effects

Generally Cefuroxime-Clavulanic Acid is well tolerated. Major
adverse reactions which may occur are diarrhea, nausea, vomiting,
transient elevation in AST, ALT, LDH and eosinophilia. Other adverse
events that may occur are abdominal pain, abdominal cramps,
flatulence, indigestion, headache, vaginitis, rash, itch, dysuria,
sleepiness, thirst, anorexia etc.

Use in pregnancy & lactation

All antibiotics should be avoided in the first trimester if possible.
Cefuroxime-Clavulanic Acid can be safely used in later pregnancy to
treat Urinary Tract and other infections. Cefuroxime-Clavulanic Acid
is excreted into the breast milk in small quantities and consequently
caution should be exercised when it is administered to a nursing
mother.

Use in children & adolescents
Doctor will decide the correct dose based on the child’s weight.

Drug interaction

Concomitant administration of Probenecid with Cefuroxime
-Clavulanic Acid 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.

Overdose

Cefuroxime with Clavulanic acid can cause cerebral irritation leading
to convulsions. Serum levels of Cefuroxime with Clavulanic acid can
be reduced by haemodialysis and peritoneal dialysis.

Storage
Keep out of the reach of children. Keep below 30°C, protect from
light.

Packing
Neoclav 250 tablet: Each box contains 2X6'’s tablet in blister pack.
Neoclav 500 tablet: Each box contains 1X6's tablet in blister pack.

SMC

Manufactured for

SMC ENTERPRISE LTD, Zamirdia, Bhaluka, Mymensingh
by Julphar Bangladesh Ltd., Faridpur, Sreepur, Gazipur

PM110171 V-02



37” [ GRresfam BTt av g s fif |
pre———

TAmIT

fregme seo Biaen: Aol ey (@b Siras Wite eifesafam arafa
TG T GTRRTA(ET ¢ . &l Ga TRIEET ~GifsrI g’ A ar
FEE Gfie ue.e 3, &l 97 g |

fRegme ¢oo BrRTAD: afel fFy @bT Biwes we EiFeafa are
TG AT GIRFCAAN coo . all. 43 TIRfTSTET #Gifmar Fyrges [f 2
FigAT e sa¢ . af. @7 Tgey |

it

PR e 49 TRBRAR (@t 8 Ro-amgms Seomsar
GBI RePta TR (3f8y e | @rEenis fifie b e
IE T (A D (SAS 4T M N @t JRBRAAEE ST
VT T | SIS 4P 21 CRAGNIERP SgFUmReR MR affer
ToA el ROI-AEe Q1 A @TEiey | e affe @ e
-G afSarae 7 e g qr REI-RBITe TR A
T (SR T CTACAANCS [OI-EOIG GTENEN TG [Oew (A0 T
I |

ot

* IO /GAFTETIRI: CRABIFPT SIS A 38 TR |

o @fFT5 geBEEE GRbw ffea: cEouGeer Mo, Rrnfes
gt (ROLapebme  Seaqed ewife R), GIRICHA (@RI
(ROr-==oTTE S awife 7R) I CRABRaR] ~RIears a6 52
G |

o GfSTE FRGRAE WFEAR AZPRTA:  CGomRRr Femif @3
fegfRFeTiT e Wi j2 e |

« GFF IROT @7 S TENd @3 OF IDROA 7 AT AeG:
CEAGEEP] eI, et Tvgeale a1 fRenfeaieT wiaidageie a 72
AL |

© TF S P FAR SCA A DI CEFER Sant (KRGl AjrebicTe
ST i 7R) € GG ATAEGAT AT 72 TG |

* A JOCET AGT: GACHAT TRIfeT LT wafrega et e 58
S |

o Seie oAl (RCRAE @R qrepifeRE): et ol w52
S wefbe AR iR, A et ok eq e
TR T G QTR 7R T |

« w1 fferer: quaferar arfeacets vl o2 |

o GAERRT: SBEEEREr SREE, CEATERn] e, ki
ifer, e Sagraty (amfififm «F afs s eefs 77) «3e
@ gee R A 2 |

o fRmeiEfoT: cgeEREEn e, o sagfe (amfihifm ag
ofs spigamE geife 2) el Efmestier gae SrwEEeen
ST = |

* 5 (A (ZTERHIA (AT GA-9) |

TGt 8 ERARR

AETTF (do ITF I 9T T

« Fyifamea oo /oatmaer: seo . & et & 919, ¢-do AT

« ST ARG TE WEE AeEsHoT: 2eo . ar. fie 2 3, So
« GiNE IR €T S A@T: 3¢o-¢oo . &, Fe & 39, So i

+ OIF eI @ gl FeG: d¢o-¢oo . A FeeT & A, ¢-so Ay
« FREHG IS TR 2¢o-¢oo . al. e & 71, ¢-vo A

« TF 8 I FEA TG AT ¢o-¢oo T, &l F 2 3|, do A

« BIZTEE G: oo . &l M 2 I, S0-38 e

« TG TqeTa AG: 3¢o-¢oo . Al Tt & 919, a-38 fier

« SGE TR Sooo A, d AR

« o712 feferer: ¢oo fir, alf. Mt & I, 20 |

afft
EEETREE ofs AR @32 FeEmTEEe @ fEbT-a Siee
@M v afefmfe |

ToFe!
ww e e afbacees ey A R T SRR
Gt T I (I AT |

oinf efSfemt

AGRTS FHFCATT-FTEANE T ey | AR “rdefefamarg s e
wrfq, Al e, 3, AST, ALT, LDH gerfia sifis e @=e
BfTIfRefer | qgret Sy o -eifSfeas Tray ot (o6 a5, (AE AL,
fgrRiTeT, e, s T |

TERZR 8 TR IR

TR &2 © TP AKRETS 7 (B “faga w41 Tfoe o @y ¢
SRy KA (FCE TSR (417 frre efeSafam-gigefie «fre aee
I S 7N | GTRAC -l GfTe rgveeh g1 “Afee e 27 1 o1%
GRS Towor A «ff 757g@ T4 Tfow |

foreTia 8 TR 7 97T
e e B fofe < e A5 (olted Frare (e |

T GO AT efefermt

TATAACES A 4@ IR 1 JE AR A G G Tl ¢o% Ja
Ko I i o B s O e e ) s | e
ANATSARTG SR (7 932 YRR 2RES! HIIREATE &SI F0 M |

o

EIRreafa-Fgafe «bres Sfow@R (Fa @ Ta@ar 78 S el
o Fry EfreaEm-gigae oftes e RererEEie e
CARTBITRIET ST IO ST A |

T
TR TN IR0 A | AT (AT YO, ©00° G, S fAes AT |

RESEIEY
fReFIr® 3¢o BIRTED: 4fe AT TR WY b BT GFo e |
fRegFII® ¢oo BTRTETS: afe AT IR Sy B ST GEom At |

SMC
GG CBRERE B, Wi, SE, TNt O @
TR I e, FE, Ao, a9 e |



