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IDAMAN PHARMA MANUFACTURING

AMPICILLA POWDER FOR ORAL SUSPENSION
125MG/5ML

COMPOSITION
Each 5mL of reconstituted suspension contains AMPICILLIN TRIHYDRATE
equivalent to 125mg of AMPICILLIN.

DESCRIPTION

Powder: A white fine powder with strawberry odour.

Reconstituted oral suspension: A lump free pinkish suspension with a
strawberry odour.

ROUTE OF ADMINISTRATION:
Oral

PHARMACODYNAMICS

Ampicillin inhibits bacterial cell wall synthesis by binding to one or more of
the penicillin-binding proteins (PBPs) which in turn inhibit the final
transpeptidation step of peptidoglycan synthesis in bacterial cell walls.
Bacteria eventually lyse due to ongoing activity of cell wall autolytic
enzymes (autolysins and murein hydrolases) while cell wall assembly is
arrested.

PHARMACOKINETICS

Absorption: Moderately well absorbed from the gastrointestinal tract after
oral doses (50%). Food may reduce rate and extent of absorption. Time to
peak plasma concentration: Approximately 1 - 2 hours.

Distribution: Widely distributed crosses the placenta and enters breast
milk (small amounts). There is little diffusion into the cerebrospinal fluid
except when the meninges are inflamed. Plasma protein binding:
Approximately 20%.

Metabolism: Metabolised to some extent to penicilloic acid.

Excretion: Via urine as unchanged drug (oral: approximately 20% - 40%;
parenteral: approximately 60% - 80%) within 6 hours and faeces (small
amounts). Plasma half-life: Approximately 1 - 1.5 hours, but this may be
increased in neonates, the elderly, and patients with renal impairment; in
severe renal impairment half lives of 7 - 20 hours have been reported.

INDICATIONS
Treatment of infections due to the susceptible strains of the following:
a. Gram-negative organisms

- Shigella - Salmonella (incl. S. typhosa)
- P. mirabilis - H. influenza
- E. coli - N. gonorrhoea
- N. meningitidis
b. Gram-positive organisms
- Streptococci

- Streptococcus pneumoniae
- Non penicillinase producing staphylococci

DOSAGE AND ADMINISTRATION
Up to 2 years : 2.5mL to 5mL 6 hourly.

: % - 1 hour before meals.
2to 10 years :5mL to 10mL 6 hourly.

: % - 1 hour before meals.

DIRECTION FOR MIXING DRY POWDER
Add a little water and shake till powder is dispersed.
Slowly add water to mark and shake well.

WARNINGS AND PRECAUTIONS

Serious and occasionally fatal hypersensitivity reactions (including
anaphylactoid and severe cutaneous adverse reactions) have been
reported in patients receiving therapy with beta-lactams. Before initiating
therapy with Ampicillin Powder for Oral Suspension 125mg/ 5mL, careful
inquiry should be made concerning previous hypersensitivity reactions to
penicillins, cephalosporins, carbapenems or other beta-lactam agents. If
an allergic reaction occurs, Ampicillin Powder for Oral Suspension 125mg/
5mL must be discontinued immediately and appropriate alternative therapy
instituted.

Care should be taken with patients with renal impairment and dose
adjustment may be required.

Prolonged use of anti-infective may result in overgrowth of non-susceptible
organism including Candida or Pseudomonas. If suprainfection or
superinfection occurs, the drug should be discontinued and appropriate
therapy instituted.

Ampicillin should be avoided if infectious mononucleosis and/ or acute and
chronic lymphatic leukaemia are suspected as erythematous rashes are
more common with these conditions following administration of ampicillin.

DRUG INTERACTION

Uricosurics: Excretion of penicillin is decreased, giving an increased risk
of toxicity. E.g. probenecid and sulfinpyrazone. Probenecid decreases the
renal tubular secretion of ampicillin. Concurrent use with ampicillin may
result in decreased and prolonged blood levels of ampicillin.

Allopurinol: Allopurinol increases ampicillin-induced skin reactions.

Chloroquine: Absorption of ampicillin is reduced when taken
concomitantly with chloroquine.

Anti-coagulants: International Normalised Ratio (INR) can be altered by
the administration of ampicillin while on warfarin and phenindione.

Vaccines: The efficacy of oral typhoid vaccine may be reduced when
ampicillin is coadministered.

Cytotoxics: The excretion of methotrexate is reduced.
Other antibacterials: There may be interaction between other

bacteriostatic antibacterials such as erythromycin, chloramphenicol and
tetracycline as these may interfere with the bactericidal action of ampicillin.




Diagnostic tests: Ampicillin may interfere with some diagnostic tests e.g.
tests for urinary glucose using copper sulphate, direct antiglobulin
(Coombs' test), tests for urinary or serum proteins and tests using bacteria
(e.g. Guthrie test for phenylketonuria using Bacillus subtilis). It is
recommended that when testing for the presence of glucose in urine during
ampicillin treatment: enzymatic glucose oxidase methods should be used.
Due to the high urinary concentrations of ampicillin, false positive readings
are common with chemical methods.

PREGNANCY AND LACTATION

Pregnancy:

Safe use of ampicillin during pregnancy has not been established. There
are no adequate or controlled studies using ampicillin in pregnant women.
Therefore, the drug should be used during pregnancy only when clearly
needed.

Lactation:

Ampicillin used by nursing mothers may lead to sensitization of infants;
therefore, a decision should be made whether to discontinue nursing or to
discontinue ampicillin, taking into account the importance of the drug to the
mother.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
Ampicillin has no or negligible influence on the ability to drive and use
machines.

CONTRAINDICATIONS

Ampicillin should not be administered to patients who are hypersensitive to
the active ingredients or to beta-lactam antibiotics (penicillin, ampicillin,
cephalosporins) or any of the excipients.

ADVERSE EFFECTS

Hypersensitivity reactions:

Skin rash, pruritis and urticaria have been reported occasionally. The
incidence is higher in patients suffering from infectious mononucleosis and
acute or chronic leukaemia of lymphoid origin. Purpura has also been
reported. Rarely, skin reactions such as erythema multiforme and
Stevens-Johnson syndrome, and toxic epidermal necrolysis have been
reported. As with other antibiotics, anaphylaxis has been reported rarely.

If any hypersensitivity reaction occurs, the treatment should be
discontinued.

Renal effects:
Interstitial nephritis can occur rarely.

Gastrointestinal reactions:
Effects include nausea, vomiting and diarrhoea. Pseudomembraneous
colitis and haemorrhagic colitis have been reported rarely.

Hepatic effects:

As with other beta-lactam antibiotics, hepatitis and cholestatic jaundice
have been reported rarely. As with most other antibiotics, a moderate and
transient increase in transaminases has been reported.

Haematological effects:

As with other beta-lactams, haematological effects including transient
leucopenia, transient thrombocytopenia and haemolytic anaemia have
been reported rarely.

Prolongation of bleeding time and prothrombin have also been reported
rarely.

SYMPTOMS AND TREATMENT OF OVERDOSE
Gastrointestinal effects such as nausea, vomiting and diarrhoea may be
evident and should be treated symptomatically.

Ampicillin may be removed from the circulation by haemodialysis.

PRESENTATION
i. Packed in HDPE bottles of 60ml and 100ml in the Aluminium Pouch
ii. Packed in amber glass of 60ml and 100ml

(Malaysia Reg.No.: MAL19890408AZ)

STORAGE CONDITIONS

Store below 30°C, away from direct light.

Dry powder need no refrigeration until reconstituted.
Once reconstituted, refrigerate and use within 7 days.

For HDPE bottle in Aluminium Pouch packing:
This product need to reconstitute within 90 days after opening of pouch.

SHELF LIFE
3 years from the date of manufacture.
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