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COMPOSITION
BT
s ENHANCIN 375 mg Tablets
— Each film-coated tablet contains
Amaxicdlin uSP 2quivalent to anhydrous Amoxicillin 250mg
to Clavutanic Acid 125mg
ENHANCIN 625 mg Tablets
Each film-coated tablet contains
P equi to anhydrous A 500 mg
Clavulanate Potassium equivalent to Clavulanic Acid 125mg
ENHANCIN 1 g Tablets
Each film-coated tablet containg
Amoxicillin USP aquivalent to anhydrous Amoxicillin 875mg
Clavulanate Potassium equivalent to Clavutanic Acid 125mg
DESCRIPTION
ENHANCIN is an oral of the

antibiotic amoxicillin and the beta-lactamasa \nhmmrpmum clavulanate providing
abroad spectrum of antibacterial activity against beta-lactamase producing bacteria,

Oral administration
Tablets should be swallowed whole without chewing. If raquired. tablets may be
braken in hatt and swallowed athout chewing
To minimise potential gastraintestinal intolerance, administer at the start of a
meal. The absarption af Amonxicillin and Clavulanate potassium combination is
optimisad when taken at the start of a meal.
Treatment should not be extended beyond 14 days without review
PRECAUTIONS? 3.4
+ Genenl
Amoxicillin and Clavulanate potassium combination should be used with caution
in patients with evidence of Severe hepatic dysfunction; change in liver function
tests have been observed in some patients receiving this combination
Erythematous rashes have been associatad with glandular fever in patients
receiving Amoxcillin
Tha possiblity of superinfections with mycotic of bacterial pathogens should be
kept in mind during therapy. It superinfections occur (usually involving
Pseudomonas or Candida), the drug should be discontinued and appropriate
therapy instituted
Wamings
Serious and occasionally fatal hypersensitivity (anaphylactoid) reactions have
been reported in patients on B-lactam therapy. Aunougn anaphylaxis is mare
frequent I therapy, it ha
Thesa reactions are more likety to occur In individuals wpm a history of penicillin
hypersensitivity and/or a history of sensitivity to multiple allergens; careful inquiry
should be made concerning Drlvmus hypersensauvny reactions to penicillins,
caphalosparins, or other allergens. It the

and Ck
therapy Instituted. Serious

and the

with epinephrine. Oxygen, intravenous sieroids and airway

Amoxcillin is chemically designated as (6R)- 6-alpha-D-(d4Hydroxyphes hycylamino
penicillanic acid trihydrate. Its empirical lnrnmlais(:“,rI N,0S. 'm%'lz

weight is 419.5.

Potassium is h fy desi d as F ium(Z)-(2R 5R)-3-(-

) heptnnz-z-camwxylatu Its

T lo (3.2.0]
ummn:al formula is C3HyNOSK and its molecular waight is 237.3.

m@iﬂ'm ‘7:‘5/

AMOXICILLIN CLAVULANATE POTASSIUM

IUCTURAL FORMULAE

PHARMACOLOGY'2.3.4

Mechanism of Action

Amoxicillin acts through Inhibition of biosynthesis of the bacterlal cell wall

mucopeptide. It is bactericidal against mmy Gram-pasatm aM Gram-naqaﬁvu
by its

management, including |lmlb3hoﬂ should also be administered as indicated.
with nearty all agents,

including Amaxdcillin and Cravulanate potassium combination and has ranged in
saverity from mild lo ife threatening. Therefore, itis important to consider this
diagnosis in patients who present with diarrh quent to the
of antibacterial agents.

« Contraindications

Penicillin hypersansitivity.

Allmhon should be paid to gussmlu cross-sansitivity with other beta-lactam

antibiotics, e.g. cephalospoting.

A history of and

associated jaundice/ hepatic dystunction,

Carcinogen|

or pénicitlin

Long-term clm:uuenmy studies in animals have not been perfarmed with
acillin and i

= Mutagenicity
The ic potential of lin and

organisms. However, being
spectrum does not include b- Iicuma.u producing bacteria, Clavulanic acid
inhibils a wida range of bacterial b-lactamases and protacts amaoxicillin lmm

was in vitro with an Ames test, a human lymphocyte cytogenatic
assay, ayeast test and a mouse lymphoma forward mutation assay, and in vivo
‘with mouse micronucleus tests and a dominant lethal test. All were negative apart

enzymes and effectively extends the from the in assay where weak activity was found atvery
im of [! v g strains of bacteria. high, cytotoxic concentrations.
Antibacterial Spectrum * Prognancy and Lactation ”
Tha following pathogens have been found to be to A in and studies in anlmﬂs ('mcn and rats) with orally and parenteralty
Clavulanate potassium combination: shown no
Gram-positive mmqamc effects. There i is umrteﬂ mnnem of the use of Amoxicillin and

es: Enterococcus faecalis, Enterococcus faecium, Strep,

Aswith all medicines,

p. pyogenes, Strep. 5, Staphyfacac.:unumas coagulase negative
l\aonylococci ( including Staph. apidermidis )leba:mlumspp Bacillus
mrm-ms. Listeria monocytogenes.

5pp., P spp., P pp-
Gram-negalive
Mtl:.”ln!lwnm E.coli*, Pr. mirabulis *, Pr. vwigaris*. ﬂensmllascn
Moraxella catarrhalis .. Shigella spp. *, s,

Bordetella pertussis, érmua spp., M. gonorrhoeaa*, N. meningitidis, Viorio
mkm Pastaurelia multocida.

use should be avoided in precnmcy especially during the first trimester, unless
considered essential by the physician.

the period of lactation. With the of the risk of i i
with the axcretion of trace quantities in braast milk, there are no known detrimental
effects for the breast-fed infant.

* Paediatrics
Pacediatric patients weighing 40 kg or mora should be dosed accarding to adult
recommendation (sea DOSAGE AND ADMINISTRATION).

00 o B fragilis.), Fusobacteri .
* including beta-lactamasa producing strains

and are both well absorbed after oral
admhlsu'lrlon and are stabie in the presence of gastric acid. Fond does not atfect
without

noard to muls Hcmmr administration at the start of a mnl Improves the

i patients and i
Mwbunmmmwwdm Howevar, eiderly patients are mora likely to have
an age-related decrease in renal Iumon which may require an adjustment in
dosage In patients receiving penicilling.
*  Drug Imteractions
Pralmo:wnclbhldlnﬂlmu and prothrombin time may occur in same patients

Tha oral bioavailabilfty of Amaxicillin and Clavulanate potassium Is approximately
90% and 75% respactive

Clavulanate potassium has naunh- sama plasma slimination hall-life (1hr) as
that of amaoxicillin (1.3 hrs).

Amaoxicillin and Clavulanic acid are widely distributed to most tissues and body
fuid,

receiving
should be used with r-mlm in patients receiving antj-coagutant therapy.
An increased Incidanca of rash may occur in patients with hyparuricemia who are
receiving allopurinol and concomitant Amoxicilin or Ampiciliin,
In common with other broad-spectrum antibiotics, Amaxicillin and Clavulanate
potassium combination may reduce the etficacy of n;ll contraceptives.

flulds including peritoneal fluid, biister fluid, urine, pleural fluid, middl
lnuslmal mucosa, bone, oaumw lung, famale reproductive tissues and bile.
CSF and into purulent bronchial
is low, and acld readily cross the placenta and

secreted Into breast milk in low concentrations.

rabenecid decreases the
Clavulanate

potassium combination may result in increased and prolonged diood levels of
Amanxeillin but not of Clavulanic acid
= Laboratory valua IHlllrlllom

Urit

lmn:k:lllln Is bound to sarum proteins 1o an extant of 17-20% while
acid is 20-30% bound to serum proteins. Approximately 10% of the dosa of
Amnxlclllin u\d I“.’. than 50% of dose of Clavulanate are metabolised.

and tubular secretion). Approximately
50-70% of Amoxicillin and 25-40'1- of Clavulanic acid are axcreted unchanged in
urine within the first 6 hrs. after administration.

igh of a penicillin may produce 'alse-
positive or falsely elevated tost results with copper-reduction test [Benedict's,
(:lmiha:‘. or Fehling’s]. Glucose enzymatic tests [Clinistix or Testape] are not
altected.
*  Adverse Effects
Sida effects with Amoxicillin and Clavulanate pnussium combination ara
uncommon and mainly of a mild and transitory nat

lean® and Clavul parameters are Reported side effects include diarrhoea, mowguton nausea, vomiting and
shown in the table below" Mucocitaneous ca candid ls
75 ly moderate and asymptomatic rises in AST andior ALT and alkaline
Bote* and tepimen AUy 14 (Mg Coes (Mt pnmlwm and rmw heparmlsanu cholestatic jaundice have been reported
s-umm-.' [ f.u.ululu.l- IMS'D?-‘ Clllnlillltu lo 'ﬁ,‘l‘“’ Signs '""Aﬁ?‘miﬂﬂg ﬁﬂggﬂwi";ﬁ";’;’“:;ﬁ 'B'L!m";';
lavulanate (+50) potassium £t potassium v .
Urticaria and erythematous rashes have been occasionally.
BSSETIN (230) 1130) (] Erythema muttiforme, Stevens-Johnson syndrome, toxic epidermal necrolysis,
250125 mg q 8h W7 ad56 | 126325 332012 [ 15:070 bullous exfoliative dermatitis, serum sickness like sym{vwm hypersensitivity
5001125 mg q 120 WAET6 | 852155 652141 | 182081 m%mmwmmemaWMn NDOM'WM mnmrc!y ot bioeding
500125 mg q 81 5342887 | 1574386 | 72:226 |244083 In common with other beta-lactam anti
875125 mg q 120 5351231| 1022204 162278 [22:089 :fwl"',ﬁr"'."ﬂ by penia and i inaemu have been
* Mean values of 14 normal (n=15for C inthe low- e effacts involving the CNS which include reversible hyperactiviry. dizziness,
:ﬂsl Peak nccurred 1.5 hours after the headache and cnnvflsmns may aceur very rarely, jizion
lose. .
** Administered at the start of a fight meal mw% A and Clavulanat " is un“w o
INDICATIONS? 4 the fluid and electrol
Eﬂmfégubtgh are Indiu(m for the treatment of following infections caused by ml:\!.' bewq“wm They may / be pmg,.g symptomatically with attention to the water
susceptible pat slectrol
i) Upper rrsairalnry tract infections(including otorhinolaryngeal) e.g. sinusitis, in and Clavul: may be remaved from the circulation by

otitis media, tonsillitis

i) Lower respiratory tract infections (e.g. lobar and bronchopneumania, acute and

chronic bronchitis)

W Genito-urinary tract infections (e.g. cystitis, urethritis, pyelonephritis)
Is, apscesses,

v} Skin and soft tissue infections (e.g. boll

 cellulitis, wound infections)

vi) Dental infections (e.g. dentoalveolar abscess)

vii) Other infections (¢.0.

intra 2psis)

DOSAGE & ADMINISTRATION-
Adults

u
The usual adult dose is 1 ENHANCIN 625 mg tablet every 12 hrs or 1 ENHANCIN

375 mg tablet every 8 hrs.

For more severe infections and infections of the respiratory tract, the dose
should be 1 ENHANCIN 1 g tablet every 12 hws or 1 ENHANCIN 625 mg tabiet every
8 hrs.

Dosage in dental infections

Adults and children over 12 years: One ENHANCIN 375 mg tablet three times a
day for five days.

Other infections (.. septic aborticn, puerperal sepsis, intra-abdominal sepsis)
The usual dose for adults and children over 12 years is one ENHANCIN 375
mg tablet three times a day. In severe infections one ENHANCIN 625 mg
tablet three times a day is recommended, Therapy can be started
parenterally and continied with an oral preparation.

Dosage in Renal Impairment

Patients with impaired renal function do not generally requira a reduction in dose
unless the impairment is severe. Saveraly impaired patients with glomerular
filtration rate of < 30 mi/minute should not receive ENHANCIN 1 g tablet. Patients
with a glomerutar filtration rate of 10-30 mU/minute should receive ENHANCIN 625
mg or ENNANCI!I 375 mg every 12 hrs, depending on the severity of the infection.
Patients with a less than 10 miminute glomerular filtration rate should receive
ENHANCIN 625 mg ar ENHANCIN 375 mg every 24 hrs, depending on the severity
of the infection.

Haemodialysis patents should receive ENHANCIN 625 mg or ENHANCIN 375 mg
every 24 hus, depending on the severity of the infection. They should receive
an additional dase both dul’me and at the end of dialysis

Desage in hepabic impairment

Dose with caution; monitor hepatic tunction at requiar intervals.

Paediatric patients

Paediatric patients weighing 40 kg or more should be desed according to adult
recommendation.

hagmodialysis,

Store below 25°C, protected from moisture.
KEEP ALL MEDICINES OUT OF THE REACH OF CHILDREN.
“THIS DRUG IS REGISTERED IN LIST 17

SuPPLY

ENHANCIN 375 mg TABLETS:

Blister of 10°s, Bax of 10's/10 x 10's and 20's/5 x 20's.

[ENHANCIN 625 mg TABLETS:

Blistar of 10’ s anof m:hD x 105 and 20's/5 x 20's.

ENHANCIN 1

Sidnol'!smduo:dé x2s
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