


will remain constant. The dose of Ampicillin and sulbactam for injection in such patients should be 
administered less frequently in accordance with the usual practice for ampicillin. 

Administration 
Instructions for use: Sulbactam sodium is compatible with the most I.V solutions, but ampicillin sodium 
and hence Ampicillin and sulbactam for Injection is less stable in solutions containing dextrose or other 
carbohydrates and should not be mixed with the blood products or protein hydrolysates. Ampicillin and 
hence ampicillin and Sulbactam for injection is incompatible with aminoglycosides and should not be 
physically mixed in the same container. The concentrated solution for IM administration should be used 
within 1 hour of reconstitution. Time periods for use with different diluents for I.V infusion are as follows. 

Diluent 

Water for Injection 

Contraindications 

Concentration Sulbactam 
+ Ampicillin (mg/mL) 

IM: 375mg(potency)/mL 
IV: 45mg(potency)/mL 

Individuals with a history of an allergic reaction to any of the penicillins. 

Warnings 

Use Periods in hours 

30'C 1 s hours 

Serious and occasionally fatal hypersensitivity (anaphylactic) reactions have been reported in patients on 
penicillin therapy, including Ampicillin and Sulbactam for Injection. 
These reactions are more apt to occur in individuals with a history of penicillin hypersensitivity and / or 
hypersensitivity reactions to multiple allergens. There have been reports of individuals with a history of 
penicillin hypersensitivity who have experienced severe reactions when treated with cephalosporins. 
Before therapy with a penicillin, careful injury should be made concerning previous hypersensitivity 
reaction to penicillins, cephalosporins, and other allergens. If an allergic reaction occurs, the drug should 
be discontinued and the appropriate therapy instituted. 

Serious anaphylactic reactions require immediate emergency treatment with adrenaline. Oxygen, I.V 
steroids and airway management, including intubation, should be administered as indicated. 

Clostridium difficile associated diarrhea (COAD) has been reported with use of nearly all antibacterial 
agents, including Ciltamin, and may range in 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 COAD. Hypertoxin producing 
strains of C. difficile cause increased morbidity and mortality, as these infections can be refractory to 
antimicrobial therapy and may require colectomy. COAD must be considered in all patients who present 
with diarrhea following antibiotic use. Careful medical history is necessary since COAD has been reported 
to occur over two months after the administration of antibacterial agents. 
If COAD is suspected or confirmed, ongoing antibiotic use not directed against C. difficile may need to be 
discontinued. Appropriate fluid and electrolyte management, protein supplementation, antibiotic treatment 
of C. difficile, and surgical evaluation should be instituted as clinically indicated. 

PRECAUTIONS 
General: A high percentage of patients with mononucleosis who receive ampicillin develop a skin rash. 
Thus, ampicillin class antibiotics should not be administered to patients with mononucleosis. In patients 
treated with ampicillin/sulbactam the possibility of superinfections with mycotic or bacterial pathogens 
should be kept in mind during therapy. If superinfections occur (usually involving Pseudomonas or 
Candida), the drug should be discontinued and/or appropriate therapy instituted. 

Prescribing ampicillin/sulbactam in the absence of proven or strongly suspected bacterial infection or a 
prophylactic indication is unlikely to provide benefit to the patient and increases the risk of the 
development of drug-resistant bacteria. 
Information for Patients: Patients should be counseled that antibacterial drugs including 
ampicillin/sulbactam should only be used to treat bacterial infections. They do not treat viral infections 
(e.g., the common cold). When ampicillin/sulbactam is prescribed to treat a bacterial infection, patients 
should be told that although it is common to feel better early in the course of therapy, the medication 
should be taken exactly as directed. Skipping doses or not completing the full course of therapy may (1) 
decrease the effectiveness of the immediate treatment and (2) increase the likelihood that bacteria will 
develop resistance and will not be treatable by UNASYN or other antibacterial drugs in the future. 

Diarrhea is a common problem caused by antibiotics which usually ends when the antibiotic is discontin
ued. Sometimes after starting treatment with antibiotics, patients can develop watery and bloody stools 
(with or without stomach cramps and fever) even as late as two or more months after having taken the last 
dose of the antibiotic. If this occurs, patients should contact their physician as soon as possible. 

Drug Interactions: Probenecid decreases the renal tubular secretion of ampicillin and sulbactam. 
Concurrent use of probenecid with ampicillin/sulbactam may result in increased and prolonged blood 
levels of ampicillin and sulbactam. The concurrent administration of allopurinol and ampicillin increases 
substantially the incidence of rashes in patients receiving both drugs as compared to patients receiving 
ampicillin alone. It is not known whether this potentiation of ampicillin rashes is due to allopurinol or the 
hyperuricemia present in these patients. There are no data with ampicillin/sulbactam and allopurinol 
administered concurrently. Ampicillin/sulbactam and aminoglycosides should not be reconstituted 
together due to the in vitro inactivation of aminoglycosides by the ampicillin component of Ciltamin. 

Effects on the ability to drive or operate Machinery: Not known 

Pregnancy Category B: Reproduction studies have been performed in mice, rats, and rabbits at doses up 
to ten (10) times the human dose and have revealed no evidence of impaired fertility or harm to the fetus 
due to There are, however, no adequate and well-controlled studies in pregnant women. Because animal 
reproduction studies are not always predictive of human response, this drug should be used during 
pregnancy only if clearly needed. (see- PRECAUTIONS-Drug/Laboratory Test Interactions section). 

Labor and Delivery: Studies in guinea pigs have shown that intravenous administration of ampicillin 
decreased the uterine tone, frequency of contractions, height of contractions, and duration of contractions. 
However, it is not known whether the use of ampicillin and sulbactam in humans during labor or delivery has 
immediate or delayed adverse effects on the fetus, prolongs the duration of labor, or increases the likelihood 
that forceps delivery or other obstetrical intervention or resuscitation of the newborn will be necessary. 

Nursing Mothers: Low concentrations of ampicillin and sulbactam are excreted in the milk; therefore, 
caution should be exercised when is administered to a nursing woman. 

Pediatric Use: The safety and effectiveness of ampicillin and sulbactam for injection have been 
established for pediatric patients one year of age and older for skin and skin structure infections as 
approved in adults. Use of ampicillin and sulbactam for injection in pediatric patients is supported by 
evidence from adequate and well-controlled studies in adults with additional data from pediatric 
pharmacokinetic studies, a controlled clinical trial conducted in pediatric patients and post-marketing 
adverse events surveillance. 

The safety and effectiveness of Ciltamin have not been established for pediatric patients for 
intra-abdominal infections. 

Adverse Reactions 
Ampicillin and Sulbactam for injection is generally well-tolerated. The majority of side effects observed 
were of mild or moderate severity and were normally tolerated with continued treatment. 

As with other parental antibiotics, the principal side effect observed is injection site pain, especially 
associated with the I.M route of administration A small number of patients may develop phlebitis or an 
injections site reaction after I.V administration. 

Body as a whole: Anaphylactoid reaction and anaphylactic shock. 

Central and Peripheral Nervous : Rare reports of convulsions. 

Gastrointestinal: The most frequently observed side effect was diarrhea/ loose stool. Nausea, Vomiting, 
epigastric distress and abdominal cramps have been observed. As with other ampicillin-class antibiotics, 
enterocolitis and pseudomembranous colitis rarely may occur. 
Hematopoietic and Lymophatic: Hemolytic anemia, thrombocytopenia, eosinophilia and leukopenia have 
been reported during therapy with Ampicillin and Sulbactam. These reactions are reversible on 
discontinuation of therapy and are believed to be sensitivity reactions. 

Liver/Biliary: Transient elevations of ALT (SGPT) and AST (SGOT) transaminases, bilirubinemia, 
abnormal hepatic function and jaundice. 

Skin/Skin Structures: Common: Rash, Itching and other skin reactions were infrequenuy observed. Rare reports 
of Stevens-Johnsons syndrome, epidermal necrolysis and erythema multiforme were infrequently observed. 

Urinary: Rare reports of Interstitial nephritis. 

Others: Drowsiness/ Sedation, Fatigue / malaise and headache have been rarely observed. 

Since infections mononucleosis is viral in origin, ampicillin should not be used in its treatment. A high 
percentage of patients with mononucleosis who received ampicillin have developed a skin rash. 

Adverse reactions associated with the use of ampicillin alone may be observed with ampicillin and 
sulbactam for injection. 

Drugs Interactions 
Allopurinol: The concurrent administration of allopurinol and ampicillin substantially increases the 
incidence of rashes in patients receiving both drugs as compared with patients receiving ampicillin alone. 
There are no data concerning concurrent administration of ampicillin and sulbactam and allopurinol. 

Aminoglycosides: Mixing ampicillin with aminoglycosides in vitro has resulted in substantial mutual 
inactivation; if these groups of antibacterials are to be administered concurrently, they should be 
administered at separate sites at least 1 hr apart. 

Anticoagulants: Parental penicillin can produce alterations in platelet aggregation and coagulation tests. 
These effects may be additive with anticoagulants. 

Bacteriostic Drugs (chloramphenicol, Erythromycin, Sulfonamides and Tetracyclines): Basteriostatic 
drugs may interfere with the bactericidal effect of penicillins; it is best to avoid concurrent therapy. 

Estrogen-Containing Oral Contraceptives: There have been case reports of reduced oral contraceptive 


