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For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only,

*AMOXYCILLIN AND POTASSIUM
CLAVULANATE INJECTION IP

WIXICLAV-1.2

Eaanvial contai
Amoxycillin Sodium (Sterile) 1P
y G

Eq. iliin 1000 mg

Potassium Clavulanate (Sterile) 1P

Eq. to Clavulanic Acid 200 mg

INDICATIONS:

WIXICLAV" for the treat t of the ing i when caused by suscept

bacteria in adulte and childr
- Severe mfecuons of the ear, nose and throat (such as mastoiditis, peritonsillar infections, epiglottitis, and sinusitis
signsand s:

« Acute exacerbations of Shronic bronchitis
- Community acquired pneumonia

- Cystitis

= Pyelonephritis

. animal bites, severe dental with spi ing celluliti

- Prophylaxis against infections associated with major surgical procedures in adults.

DOSAGE AND ADMINISTRATION:

For intravenous use only.

Doses are expressed in terms of amoxyci

Adults and children = 40 kg

Usual recommended dose: 1000 mg/ 200 mg (amoxy:

For surgical prophylaxis

For procedures less than 1 hour in duration, the recommended dose is 1000 mg/200 mg to 2000 mg/200 mg given
on of anaesthesia (Doses of 2000 mg/200 mg can be achieved by using an alternative intravenous

/clavulanic acid content.

in/clavulan

acid) every 8 hours

For procedures greater than 1 hour in duration, the recommended dose is 1000 mg/200 mg to 2000 mg/200 mg

given atinduction of anaesthesia, with up to 3 doses of 1000 mg/200 mg in 24 ho

WIXICLAV' powder for solution for injection or infusion provides a 1otal aily d6se of 3000 mg amoxyaillin and
00 mg clavulanic acid whe al

i hlgher daily dose is re . an aiternative plain amoryaillin should be administered to avoid

dministration of unnecossarty high dally doses of clavulanic acid.

Chilaren = 40 kg

Recommanded doses:

£l er 3 months: 25 mg/5 mg per kg every 8 ho

ZShiaren 2000 1655 than 3 momths OF weighing 1656 than 4 kg: 25 ma/5 mg per kg every 12 hours.

Elderly

No dose adjustment is considered necessary.

Hepatic impairmen

Dose with caution and monitor hepatic function at regular intervals.

Renalimp.

o d

ent
stment is required in (CrCl) greater than 30 mI/min. In patients with
renal impairment, the dose should be adjus(ed accordlng o the degree of impairment as follows

Adults and children = 40 kg

CrCl: 10-30 ml/min Initial dose of 1000 mg/200 mg and then 500 mg/100 mg given twice daily
CrCl< 10 ml /min Initial dose of 1000 mg/200 mg and then 500 mg/100 mg given every 24 hours
Haemodialysis Initial dose of 1000 mg/200 mg and then followed by 500 mg/100 mg every 24 hours,

plus a dose of 500 mg/100 mg at the end of dialysis.

Children < 40 kg

CrCl: 10-30 ml/min 25 mg/s mg per kg given every 12 hours
CrCl< 10 ml /min 25 mg/s mg per kg given every 24 hours
Haemodialysis 25 mg/s mg per kg given every 24 hours, plus a dose of 12.5 mg/2.5 mg per kg

at the end of dialysis

The duration of therapy depends on type/site of infection, severity of infection, and response of the patient to
the drug therapy. Treatment should not be extended beyond 14 days without review.
Method of administration
WIXICLAV® Injection may be administered either by slow intravenous injection over a period of 3 to 4 min
directly into a vein or by infusion over 30 to 40 min. This injection is not suitable for intramuscular administration.
Children aged less than 3 months should be administered by IV infusion only.
for and other

For single use only. Discard any unused solution.
The reconstitution/dilution is to be made under aseptic conditions. The solution is to be inspected visually for
particulate matter and discoloration prior to administration. The solution should only be used if the solution is
clear and free from particles.Any unused medicinal product or waste material should be disposed immediately.
Directions for reconstitution

owder should be with 20 ml of pi Sterile Water for Injection. Reconstituted solutions are normally
colourless or a pale straw colour. The reconstituted solus be used or dilute ediately, within 20
Seonsiituled SOITONS Of amoxyalin/Glavulamo acid may  be Injectad into the arip tUBING over a perod of

Compatible diluents

For administration as intravenaus mfusmn reconstituted solution should be added to 100 mi of infusion fiuid. If
uted and maintai at room e (25°C), infusions should be completed within the times stated in

the table below,

Intravenous infusion

Water for Injection
0.9% w/v Sodium Chlo
Compound Sodium Chloride Injection 1959 (Ringer's)

e intravenous

fusion (9 mg/ml)

Compound Sodium Lactate Intravenous Infusion (Ringer-Lactate:Hartmann's)

0.3% w/v Potassium Chloride and 0.9% w/v Sodium Chloride Intravenous
Infusion (3 mg/ml and 9 mg/ml)

Reconstituted solutions may be added to pre-refrigerated infusion bags containing either Water for Injection or

sodium chloride infusion (0.9% w/v), which may be stored for up to 8 hours at 5 °C. Thereatfter, the infusion should be
tered immediately after reaching room temperature.

Incompatibilities:

WIXICLAV' should not be mixed with blood products, other proteinaceous fluids such as protein hydrolysates

or with intravenous lipid emulsions. If prescribed concomitantly with an aminoglycoside, the antibiotics should not be

mixed in the syringe, intravenous fluid container or giving set because loss of activity of the aminoglycoside can

r these condition:
Por dilution, reconstituted selutions should not be mixed with infusions containing glucose, dextran or bicarbonate

CONTRAINDICATIONS:
= Hypersensitivity to amoxycillin, clavulanic acid, penicillin class of drugs, or any excipient of the formulation.
- History of a severe immediate hypersensitivity reaction (e.g. anaphylaxis) to another beta-lactam agent (e.g. a

cephalosporin, carbapenem or monobactam).
- History of jaundice/hepatic impairment due to Amoxycillin/clavulanic acid.
WARNINGS AND PRECAUTIONS:
Before initiating therapy with amoxyeillin/clavulanic acid. careful enquiry should be made concerning previous
hypersensitivity reactions to pe phal |osporms of other beta-lactam agents

ccasionally Tatal Ryporsens naphyla eactions have been reported in patients on

pen.c.um Thorapy. Those reactions are more ety 16 GEour in S naividuais with & history of penicillin hypersensitivity
and in atopic individuals. If an allergic reaction occurs, amoxycillin/clavulanic acid therapy should be discontinued
and appropriate alternative therapy instituted.
Convulsions may occur in impaired renal function or in those receiving high doses.
Amoxycillin/clavulanic acid should be avoided if infectious mononucleosis is suspected since the occurrence of a
meorbilliform rash has been associated with this condition following the use of amoxyaillin_

oncomitant use of allopurinol during ith the i of allergic skin
reac
F'rolonged use may occasionally result in overgrowth of non-susceptible organisms.
The ocourrence at the treatment initlation of a feverish generalised erythema assoclated with pustula may be a
symptom of acute g therr P). This reaction requires amoxycillin/clavulanic acid
dlscontinuation and comra ndicates any subsequem Semimtaton of amoxycillin.
In patients with renal airment, the dose should be adjusted according to the degree of impairment. In patients
with reduced urine output crystaliuria has been observed very rarely, predominantly with parenteral therapy. During
administration of high doses of amoxycillin it is advisable to maintain adequate fiuid intake and urinary output in
order to reduce the possibi amoxyaillin crystalluria. In patients with bladder catheters, a regular check of
patency should be maintained.
Amoxycillin/clavulanic acid should be used with caution in patients with evidence of hepatic impairment. Hepatic
events have been reported predominantly in males and elderly patients and may be associated with prolonged
treatment. These events have been very rarely reported in children. In all populations, signs and symptoms usuially
occur during or shortly after treatment but in some cases may not become apparent until several weeks after
reatment has coased, These are usually roversible. Hepatic overts may Do Sovers and in extromely rare
circumstances, deaths have been reported. These have almost always occurred in patients with serious underlying
disease or taking concomitant medications known to have the potential for hepatic effects.
Periodic assessment of organ system functions, including renal, hepatic and haem function is
during prolonged therapy.
Antibiotic-associated colitis has been reported with nearly all antibacterial agents including amoxyaillin and may
range In severity from miid to life threatening. Therefore. it is Important to consider this diagnosis In patients who
present with diarhoea during or subsequent to the administration of any hould a
colitis oocur, WIXICLAV® uld immediately be discontinued hyslc-an be consulted and an appropriate
therapy initiated. Anti C Arugs are contra-idicated In this Stuation
Thic medicinal product contains sodium and potassium. To be taken into cor by p: ona
sodium/potassium diet
DRUG INTERACTIONS:
Oral anticoagulants: Oral anticoagulants and penicillin antibiotics have been widely used
reports of interaction. However, in the literature there are cases of increased interna
patients maintained on acenocoumarol or warfarin and prescribed a course of amoxycillin.
necessary. the prothrombin time or international normalised ratio should be carefully monitored with the addition or

practice without

Oxy . adju n the dose of oral anticoagulants may be necessary.
Melhotrexate Poniailling may reduce the of mett causing a p: increase in toxicity.

Prol oncomitant use of b id is not id decreases the renal tubular
Seoretion of amaxyaillin. Co; itant use of probenecid may result in i oreaed ang prolonged blood levels of

amoxycillin but not of clavulanlc acid.

n p: P! ed dose concentration of the
lite myccpnenonc acid (MPA) of apprc}xlma(ely 50% has boen reported following commencement of
n plus clavulanic acid. The change in pre-dose level may not accurately represent changes in overall
MPA exposure. Therefore, a change in the dose of mycophenolatemofetil should not normally be necessary in the
absence of clinical evidence of graft dysfunction. However, close clinical monitoring should be performed during
the combination and shortly after antibiotic treatment.

USE IN PREGNANCY AND LACTATION:
Pregnancy: Animal studies do not indicate direct or indirect harmful effects with respect (o pregnancyv
embryonal/foetal development, parturition or postnatal development. Limited se
smoxyclllln/clavulanlc acid during pregnancy in humans do not indicate an mcreased nsk of congem(al
e should be avoided during pregnancy, unless considered essential by th
Lactation B th substances are excreted into breast milk. An effect of clavulanic acld ()n ths breasl 'ed infant is not
known. Consequently, diarrhoea and fungal infection of the mucous
infant, so that breast-feeding might have to be discontinued. Amoxyclllln/clavulamc &oia should ‘only b6 used
during b feeding after b 1t by the physician.
ADVERSE EFECT!
The most commonly reported adverse drug reactions (ADRs) are diarrhoea, nausea and vomiting.The following
lermmologles have been used in order (o classnfy the occurrence of undesirable effects. Very common (=1/10),
mmon (=1/100 to <1/10), (S1/1,000 10 =1/100), Rare (=1/10,000 fo =1/1,000), Very rare
(21/10.000), Not known (cannot be estlmated from the available data;
mon; Overgrowth of non-susceptible organisms:

an
Notknown
Blood and Iy i v i : Reversible leucopenia (including neutropenia)
Thrombocytopenia: Rare; agranui : Not known; : Not known; Prolongation
of bleeding time and prothrombin time: Not known

Immune system disorders: Angioneuroticoedema: Not known; Anaphylaxis: Not known; Serum sickness-like
syndrome: Not known; Hypersensitivity vasculitis: Not known.

Di UL H u : Convulsions: Not known; Aseptic

: phiebitis: Rare.
Gastrointestinal disorders: Diarrh mon; Nausea: Uncommon; Vomiting: Uncommon
Indigestion: Uncommon; Antibiotic-associated colitis: Not known.

iary disorders: Rises in AST and/or ALT5: Uncommon; Hepat

is: Not known; Cholestatic jaundice: Not

: Skin rash: Ur 3 Pruritus: Uncommon; Urticaria: Uncommon;

me: Rare; Stevens-Johnson syndrome: Not known; Toxic epidermal necrolysis: Not known:
nown; Acute generallsedexanlhemcuspus(ulosls (AGEP) Nt kmown

Renal and urinary disorders: Interstitial nephritis: Not known; Crystalluria: Not kn
OVERDOSAGE:
Symptoms: Gastrointestinal symptoms and disturbance of the fluid and electrolyte balances may be evident.
Amoxyc some cases leading to renal re, has been observed.
ComvulSions May OGCUT I PaeNts with IMPaired renal TuNGHion or In those receiving high doses.
Amoxycillin has been reported to precipitate in bladder eatheters, predominantly after intravenous administration of
large doses. A regular check of patency should be maintai
Treatment: Gastrointestinal symptoms may be troatod. symp(omancally, with attention to the water/electrolyte
balance. Amoxycillin/clavulanic acid can be removed from the circulation by haemodialysis.
STORAGE:
Protect from light at a temperature not exceeding 25°C. Do not freeze. Keep out of the reach of children
CAUTION: Do not use if reconstituted solution contains le solid particles.
PRESENTATION:
Combipack of one vial and one 20 ml ampoule of Sterile Water for Injection.
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