
AMPICILLIN
POLYPEN

FORMULATION
Each vial of Polypen Sterile Powder for Injection contains:
Ampicillin (as sodium) . . . . . . . . . . . . . . . . . . 250 mg
Ampicillin (as sodium) . . . . . . . . . . . . . . . . . . 500 mg
Ampicillin (as sodium) . . . . . . . . . . . . . . . . . . 1 g

PRODUCT DESCRIPTION
Ampicillin (Polypen) 250 mg, 500 mg, and 1 g is presented as fine, white crystalline powder, odorless or 
practically so, crystalline powder free from balls or irregular lumps

PHARMACOKINETICS

C. Gonorrhea:

D. Bacterial Meningitis:

B. Infections of Gastrointestinal and Genitourinary Tracts:

Ampicillin is given by injection as the sodium salt and following the intramuscular administration of    
500 mg peak plasma concentrations occur within about 1 hour and are reported to range from 7-14 µg 
per mL. Ampicillin is widely distributed and therapeutic concentrations can be achieved in ascitic, 
pleural and joint fluids. It crosses the placenta into the fetal circulation and small amounts are excreted 
in breast milk. There is little diffusion into the cerebrospinal fluid except when the meninges are 
inflamed. About 20% is bound to plasma proteins and the plasma half-life is about 1-1.5 hours, but this 
may be increased in neonates and the elderly; in renal failure half-lives of 7-20 hours have been 
reported.
Ampicillin  is metabolized to some extent to penicilloic acid which is excreted in the urine.
Renal clearance of ampicillin occurs partly by glomerular filtration and partly by tubular secretion; it is 
retarded by the concomitant administration of probenecid. Ampicillin is the least serum-bound of all 
penicillins, averaging about 20% compared to approximately 60-90% for other penicillins. Following 
parenteral administration about 60 to 80% is excreted in the urine within 6 hours. High concentrations 
are reached in bile; it undergoes enterohepatic recycling and some is excreted in the feces.

PHARMACODYNAMICS
Ampicillin is a beta-lactam antibiotic. It is bactericidal and has a similar mode of action to that of 
benzylpenicillin but as an amino-penicillin with an amino group side chain attached to the basic 
penicillin structure, ampicillin is better able to penetrate the outer membrane of some gram negative 
bacteria and has broader spectrum of activity. It resembles benzylpenicillin in its action against gram 
positive organisms including Streptococcus pneumoniae and other streptococci but, apart perhaps 
from Enterococcus faecalis, it is slightly less potent than benzylpenicillin. Listeria monocytogenes is 
highly sensitive. The gram negative cocci Moraxella (Branhamella) catarrhalis, Neisseria gonorrhea 
and N. meningitidis are sensitive. Ampicillin is more active than benzylpenicillin against some gram 
negative bacilli including Haemophilus influenzae and Enterobacteriaceae such as Escherichia coli, 
Proteus mirabilis, Salmonella and Shigella spp. It is inactive against Pseudomonas aeruginosa. 
Ampicillin also has activity similar to  benzylpenicillin against other organisms including many 
anaerobes and Actinomyces spp.

INDICATIONS
Ampicillin (Polypen) is used in the treatment of a variety of infections due to susceptible organisms. They 
include billiary-tract infections, bronchitis, endocarditis, epiglottis, gastroenteritis (including Escherichia coli 
enteritis, salmonella enteritis and shigellosis), gonorrhea, listeriosis, bacterial meningitis, otitis media, 
peritonitis, pneumonia, septicemia, typhoid and paratyphoid fever and urinary tract infections.

DOSAGE  AND  ADMINISTRATION

 TREATMENT DOSAGE
A. Infections of the Respiratory Tract and Soft Tissues:
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ANTIBACTERIAL (PENICILLIN)

250 mg, 500 mg & 1 g
Sterile Powder for Injection (I.M./I.V.)

Weight FrequencyDose

Patients weighing 40 kg
or more

Patients weighing less 
than 40 kg

250 mg to 500 mg

25 to 50 mg per kg body
weight daily in equally
divided doses

Every 6 hours
IV or IM

Every 6 to 8 hours

Weight FrequencyDose

Patients weighing 40 kg
or more

Patients weighing less 
than 40 kg

500 mg

50 mg per kg body
weight daily in equally
divided doses

Every 6 hours
IV or IM

Every 6 to 8 hours

Age Group FrequencyDose

Adults 500 mg for 2 doses Every 8 to 12 hours, IV or IM.
Treatment may be repeated if 
necessary.

Adults and Children 150 to 300 mg per kg
body weight daily in
equally divided doses

Every 3 to 4 hours

Age Group FrequencyDose



Anaphylaxis is a fairly uncommon event in pregnancy that can have serious implications for both mother 
and fetus. Several central nervous system damage in the preterm fetus and death in infancy have been 
attributed to maternal hypotensive anaphylaxis whereas at term the fetus has been regarded as 
protected. Severe fatal complication after intravenous application of ampicillin to a woman at term has 
been reported. This case demonstrates that the fetus near term may not be protected against severe 
damage caused by anaphylaxis. Therefore, drugs with the potential to produce anaphylactic reactions 
should be given with caution in pregnancies at term. Intensive fetal monitoring in anaphylactic reaction is 
necessary to allow rapid delivery of the infant.

For suspected adverse drug reaction, report to the FDA: www.fda.gov.ph
Seek advice from a healthcare professional at the first sign of any adverse drug reaction.

AVAILABILITY
Ampicillin (Polypen) 250 mg: Colorless glass vial with rubber stopper and aluminium flip off (Box of 10's)
Ampicillin (Polypen) 500 mg: Clear glass vial with rubber stopper and gold aluminium seal (Box of 10's)
Ampicillin (Polypen) 1 g: Type III Clear glass vial with rubber stopper and green aluminum seal (Box of 10's)

STORAGE
Store at temperatures not exceeding 30°C. Use immediately after preparation.

Foods, Drugs, Devices and Cosmetics Act prohibits dispensing without prescription.

ADR REPORTING

PREGNANCY

CAUTION

Most patients with infectious mononucleosis develop a maculopapular rash when treated with ampicillin  
and patients with other lymphoid disorders such as lymphatic leukemia also appear to be at higher risk.

DRUG  INTERACTIONS
Ampicillin may decrease the efficacy of estrogen-containing oral contraceptives. It may also affect the 
absorption of other drugs due to its effect on the gastrointestinal flora. The possibility of a prolonged 
bleeding time following oral treatment with a broad spectrum antibiotic like ampicillin should be borne in 
mind in patients receiving coagulants. There may be antagonism between ampicillin, a bactericidal 
agent and bacteriostatic agents such as chloramphenicol. Incompatibility in vitro with other drugs may 
occur. An increased frequency of skin rashes has been reported in patients receiving ampicillin with 
allopurinol, compared with those receiving antibiotic alone.

ADVERSE  DRUG REACTIONS
Skin rashes are among the most common side effects and are generally either urticarial or 
maculopapular; the urticarial reactions are typical of penicillin hypersensitivity while the erythematous 
maculopapular eruptions are characteristics of ampicillin and often appear more than 7 days after 
commencing treatment. There has been controversy over whether the maculopapular rash is an allergic 
or toxic response, but since in practice it may be difficult to distinguish between them, skin testing for 
hypersensitivity may be advisable before another penicillin is used in patients who have had ampicillin 
rashes.

E. Septicemia:

PREPARATION
Intramuscular use: To prepare initial dilution for intramuscular use and add 0.9 to 1.9 mL of Sterile Water 
for Injection or Bacteriostatic Water for Injection to each 250 mg vial ; 1.2 to 1.8 mL of diluent to each 500 
mg vial and 1.5 mL of diluent to each 1 g vial.
Intravenous use: To prepare initial dilution for direct intermittent intravenous use, add 5 mL of Sterile Water 
for Injection or Bacteriostatic Water for Injection to each 250 mg, 500 mg and 1 g vial. The resulting solution 
should be administered slowly over 3 to 5 minutes period. More rapid administration may result in 
convulsive seizures.
For Administration by IV Drip: Reconstitute as directed previously (For Intravenous use) prior to diluting 
with IV Solution. Ampicillin is stable with commonly used intravenous fluids at 23°C if infused over a 
period of 6 hours. Solutions should be changed after 1 hour if Ampicillin is administered in fluids 
containing dextrose or other carbohydrates. Ampicillin should not be mixed with blood products or 
proteinaceous fluids such as protein hydrolysates nor with lipid emulsions. The drug concentration and 
the rate and volume of the infusion should be adjusted so that the total dose of ampicillin is administered 
before the drug loses its stability in use.
Directions for use: After reconstitution for intramuscular or direct intravenous use, solutions retain their 
potency for 1 hour. Use freshly prepared solutions only. Administer intramuscularly or intravenously 
within 1 hour after preparation since the potency may decrease significantly after this period.

CONTRAINDICATIONS
This product is contraindicated to those who have shown hypersensitivity to the drug, to any penicillin 
and cephalosporin.

PRECAUTIONS
Ampicillin should be discontinued if a skin rash occurs. It should preferably not be given to patients with 
infectious mononucleosis since they are specially susceptible to ampicillin induced skin rashes; patients 
with lymphatic leukemia or HIV infection may also be at increased risk of developing skin rashes. 

Age Group FrequencyDose

Adults and Children 150 to 200 mg per kg
body weight daily

Start with IV administration
for at least 3 days and continue 
with the IM route every 3 to 4 
hours
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WARNINGS
Serious and occasionally fatal hypersensitivity (anaphylactoid) reactions have been reported in patients on penicillin therapy. Although anaphylaxis is morefrequent following parenteral therapy, it has occurred in patients on oral penicillins. These reactions are more apt to occur in individuals with a history ofpenicillin hypersensitivity and/or a history of sensitivity to multiple allergens.
There have been well-documented reports of individuals with a history of penicillin hypersensitivity reactions who have experienced severe hypersensitivityreactions when treated with a cephalosporin. Before initiating therapy with a penicillin, careful inquiry should be made concerning previous hypersensitivityreactions to penicillins, cephalosporins, and other allergens. If an allergic reaction occurs, the drug should be discontinued and appropriate therapy instituted.
SERIOUS ANAPHYLACTOID REACTIONS REQUIRE IMMEDIATE EMERGENCY TREATMENT WITH EPINEPHRINE, OXYGEN, INTRAVENOUSSTEROIDS, AND AIRWAY MANAGEMENT, INCLUDING INTUBATION, SHOULD ALSO BE ADMINISTERED AS INDICATED.
Clostridium difficile associated diarrhea (CDAD) has been reported with use of nearly all antibacterial agents, including ampicillin for injection, and may rangein severity from mild diarrhea to fatal colitis. Treatment with antibacterial agents alters the normal flora of the colon leading to overgrowth of C. difficile.
C. difficile produces toxins A and B which contribute to the development of CDAD. Hypertoxin producing strains of C. difficile cause increased morbidity andmortality, as these infections can be refractory to antimicrobial therapy and may require colectomy. CDAD must be considered in all patients who present withdiarrhea following antibiotic use. Careful medical history is necessary since CDAD has been reported to occur over two months after the administration ofantibacterial agents.
If CDAD is suspected or confirmed, ongoing antibiotic use not directed against C. difficile may need to be discontinued. Appropriate fluid and electrolytemanagement, protein supplementation, antibiotic treatment of C. difficile, and surgical evaluation should be instituted as clinically indicated.
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OVERDOSAGE
In cases of overdose, discontinue medication, treat symptomatically, and institute supportive measures as required. In patients with renal function impairment,ampicillin-class antibiotics can be removed by hemodialysis but not peritoneal dialysis.
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