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   A bacterial isolate may be considered susceptible if the MIC value for cefonicid is 
equal to or less than 16 micrograms/ml. 
   Organisms are considered resistant if the MIC is greater than 32 micrograms/ml. 
   For most organisms, the MBC value for cefonicid is the same as the MIC value. 
The standardized quality control procedure requires use of control organisms. The 30 
micrograms cefonicid disc should give the zone diameters listed below for the quality 
control strains: 

 
Organism ATCC Zone Size Range 
E. coli 25922 25-29 mm 
S. aureus 25923 22-28 mm 

 
Indications 
   Treatment of serious bacterial infections caused by microorganisms susceptible to 
cefonicid. 
   Studies on specimens obtained prior to therapy should be used to determine the 
susceptibility of the causative organisms to cefonicid. Therapy with cefonicid may be 
initiated pending results of the studies; however, treatment should be adjusted 
according to study findings. 
   CEFONICID  TEVA is indicated in the treatment of the infections of the lower 
respiratory tract, urinary tract, skin and skin structure, bone and joints. In the 
treatment of the above-mentioned infections, the product is particularly used in weak 
and/or immuno-depressed patients. 
 
Surgical Prophylaxis:  

   The administration of a single 1 g dose of CEFONICID TEVA before 
surgery may reduce the incidence of post-operative infections, caused by 
susceptible microorganisms, in patients undergoing surgical procedures 
classified as contaminated or potentially contaminated, or in patients in whom 
infection at the operative site would present a serious risk; providing 
protection during all the surgery period and for about 24 hours following 
administration.  

   Supplementary doses of CEFONICID TEVA  may be administered for two 
additional days to patients undergoing prosthetic arthroplasty.  
   In cesarean section, the intra-operative administration of CEFONICID TEVA (after 
the umbilical cord has been clamped) reduces the incidence of post-operative sepsis. 
 
Contraindications 
Hypersensitivity to the components or to substances which are chemically closely 
equivalent. 
   CEFONICID TEVA is contraindicated in patients who have already showed 
hypersensitivity to other cephalosporin antibiotics. 
   Generally contraindicated during pregnancy and nursing. 
 
Warnings 
   Before therapy with cefonicid is instituted, careful inquiry should be made to 
determine whether the patient has had previous hypersensitivity reactions to 
cephalosporins, penicillins, or other drugs. This product should be given 
cautiously to penicillin-sensitive patients. Antibiotics should be administered 
with caution to any patient who has demonstrated some form of allergy, 
particularly to drugs. Serious acute hypersensitivity reactions may require 
epinephrine and other emergency measures. 
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   Renal function should be carefully monitored. Cases of Pseudomembranous 
colitis have been reported following the use of cephalosporins and other 
broad-spectrum antibiotics including cefonicid, and have ranged in severity 
from mild to life-threatening. It is important to consider this diagnosis in 
patients with diarrhea resulting from the use of the antibiotic. The broad-
spectrum antibiotic treatment alters the normal colon flora and may allow 
overgrowth of Clostridia. Studies show that a toxin produced by Clostridium 
difficile is a primary cause of antibiotic-associated colitis. Mild colitis cases 
can be relieved after discontinuation of treatment.  
   Moderate to severe cases should be treated with fluids and electrolytes, 
protein supplementation and treatment with an antibacterial drug clinically 
effective against Clostridium difficile colitis. 
   The patient must consult his/her physician in order to be instructed about the 
suitable method of administering the drug.  
   Beta-lactams, such as the 3rd generation cephalosporins, can induce microbial 
resistance, and such occurrence is higher with regards to opportunistic organisms, 
especially Enterobacteriaceae and Pseudomonas, in  immuno-depressed patients 
and probably in association with beta-lactams. Serious acute hypersensitivity 
reactions may warrant interruption of the treatment and the use of adrenaline and 
other emergency measures.  
   The preparations for intramuscular use containing lidocaine must not be 
administered to patients who are allergic to this local anesthetic drug. If signs of 
infection are evident, the causative microorganism should be isolated and a suitable 
therapy based on susceptibility tests should be adopted. Analyses of samples 
collected before the beginning of therapy should be carried out to determine the 
susceptibility of the causative microorganism to cefonicid. The susceptibility to 
cefonicid should be confirmed with standardized methods (disks for antibiograms 
containing 30 micrograms of active principle- Kirby Bauer test). However, therapy 
with CEFONICID TEVA can be started while awaiting the results of these analyses. 
   Before using CEFONICID TEVA in combination with other antibiotics, the 
instructions for the use of the other drugs should carefully be read to know possible 
contraindications, warnings, precautions, and adverse reactions. 
 
Preclinical Data 
   The LD50 in the mouse and in the rat is about 7000 mg/kg following intraperitoneal 
administration, and about 3000 mg/kg following intravenous administration. Such 
doses correspond to about 500 and 200 times the human therapeutic dose, 
respectively. The published mutagenicity trials did not show any evidence of 
genotoxic effect. 
 
Use in Pregnancy 
  In pregnant women, CEFONICID TEVA should be administered only if clearly 
needed, under the physicians’ direct supervision, with evaluation of possible 
risk/benefit ratio.  
   In case of cesarian section, CEFONICID TEVA should be administered only after 
the umbilical cord has been clamped.  
 
Use During Lactation 
   Administration of CEFONICID TEVA to nursing mothers should be carried out 
under the physician’s direct supervision. 
 
Use in Pediatrics 
   Safety and effectiveness in children have not been established. 
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Adverse Reactions 
   The product is usually well tolerated. 
   The most frequent adverse reactions are: pain at the moment of the injection, 
injection site phenomena. 
   Other secondary reactions are rarely observed: temporary increases of eosinophils 
and platelets, alterations of the liver function tests, increase of alkaline phosphatase, 
SGOT, SGPT, GGTP, LDH, hypersensitivity reactions (fever, skin rash, itching, 
erythema, myalgia and anaphylactoid type reactions); hematological alterations 
(leukopenia, neutropenia), diarrhea. Cases of hemolytic anemia after treatment with 
cephalosporins have been reported. 
 
Renal Adverse Reactions 
   Increased BUN and creatinine levels have occasionally been seen. Rare reports of 
acute renal failure associated with interstitial nephritis, observed with other beta-
lactam antibiotics, have also occurred with cefonicid. 
 
   The patient should inform his/her physician or the pharmacist about any adverse 
reaction not described above. 
 
Precautions 
  As with other antibiotics, prolonged use may result in overgrowth of resistant 
bacteria. Careful observation is essential, and in case of superinfection, the most 
suitable measures must be taken. 
  The dose must be reduced if the drug is administered to patients with impaired renal 
function (see Dosage and Administration). 
 
Effects on Driving and Operating Machinery 
   Effects on the capability of driving and operating machines are not known. 
 
Drug Interactions 
   Following concomitant administration of other cephalosporins or aminoglycosides 
mild nephrotoxicity may occur, and renal function must therefore be carefully 
monitored. 
   No disulfiram-like reactions were reported in published clinical trials and from 
clinical experience in patients receiving cefonicid and alcohol. 
 
Diagnostic Interference 
   During the treatment with cephalosporins, sometimes false-positive results with 
Coombs tests have been reported. 
 
Dosage and Administration 
Note:  

Parenteral drug products should be shaken well when reconstituted, and 
inspected visually for particulate matter or modifications in color, prior to 
administration. 

 
Adults 

   The usual adult dosage is 1 g CEFONICID TEVA  administered once every 
24 hours, intravenously or by deep intramuscular injection. Daily doses higher 
than 1 g are rarely necessary. However, in exceptional cases, doses up to 2 g 
given once daily have been well tolerated. In case of administration of 2 g I.M. 
once daily, half the dose should be administered in different large muscle 
masses. 
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Use in Patients with Impairment of Renal Function 
   Dosage of CEFONICID TEVA should be modified in patients with impaired renal 
function. Following an initial loading dose of 7.5 mg/kg I.V. or I.M., the maintenance 
dosing schedule presented in the table below should be followed. Further dosing 
should be determined by therapeutic monitoring, severity of the infection, and 
susceptibility of the microorganism causing the infection. 
 
 
Dosage of CEFONICID TEVA in adults with impaired renal function 
 
Creatinine clearance (ml/min x 1.73 M2) Dosage 
 Mild to moderate 

infections 
Severe infections 

79 - 60  10 mg/kg 
(every 24 hours) 

25 mg/kg 
(every 24 hours) 

59 – 40 8 mg/kg 
(every 24 hours) 

20 mg/kg 
(every 24 hours) 

39 – 20 4 mg/kg 
(every 24 hours) 

15 mg/kg 
(every 24 hours) 

19 – 10 4 mg/kg 
(every 48 hours) 

15 mg/kg 
(every 48 hours) 

9 – 5  4 mg/kg 
(every 3-5 days) 

15 mg/kg 
(every 3-5 days) 

Less than 5 3 mg/kg 
(every 3-5 days) 

4 mg/kg 
(every 3-5 days) 

Note: In case of dialysis no additional dosage administrations are necessary. 
 
 
Reconstitution 

For I.V. direct (bolus) injection, and for I.V. Infusion: 
   CEFONICID TEVA should be reconstituted with 2.5 ml Sterile Water for 
Injection, or with 2.5 ml of 4% Sodium Bicarbonate in Sterile Water for 
Injection. 
 
For I.M. injection 
   CEFONICID TEVA should be reconstituted with 2.5 ml Sterile Water for 
Injection, or with 2.5 ml of 4% Sodium Bicarbonate in Sterile Water for 
Injection, or with 2.5 ml of 1% Lidocaine Hydrochloride Injection. 
 
The reconstituted solution of CEFONICID TEVA with 1% Lidocaine 
Hydrochloride Injection for I.M. use should never be used in case of I.V. 
administration. 

 
Slight yellowing of the reconstituted solution does not affect potency. 
 
Stability of the Reconstituted Solutions 

  Reconstituted solutions of cefonicid are stable for 24 hours at room 
temperature, or 72 hours if refrigerated (5°C). 
 

I.V. Administration 
   For direct (bolus) injection, administer reconstituted cefonicid slowly over 3 to 5 
minutes, directly or through tubing for patients receiving parenteral fluids (see list 
below). 
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   For infusion, dilute reconstituted cefonicid in 50 to 100ml of one of the following 
parenteral fluids: 

0.9% Sodium Chloride Injection. 
5% Dextrose Injection. 
5% Dextrose and 0.9% Sodium Chloride Injection. 
5% Dextrose and 0.45% Sodium Chloride Injection. 
5% Dextrose and 0.2% Sodium Chloride Injection. 

    10% Dextrose Injection. 
Ringer’s Injection. 
Lactated Ringer’s Injection. 
5% Dextrose and Lactated Ringer’s Injection. 
10% Invert Sugar in Sterile Water for Injection. 
5% Dextrose and 0.15% Potassium Chloride Injection. 
Sodium Lactate Injection. 

In  these  fluids  cefonicid  is  stable  for 24 hours at  room  temperature  or  72 hours 
if refrigerated (5°C). 

 
I.M. Administration 
   Inject the solution deeply in a muscle mass. Aspiration is necessary in order to 
avoid injecting the solution inadvertently in a blood vessel. In case of administration 
of 2 g I.M. once daily, half the dose should be administered in different large muscle 
masses. 
 

Note: 
   The reconstituted solution of CEFONICID TEVA with 1% Lidocaine 
Hydrochloride Injection for I.M. use should never be used in case of I.V. 
administration. 

 
Overdosage 
   Symptoms referring to drug overdose are not known. 
   It is recommended not to administer more than 2 g/day. 
 
Pharmaceutical Precautions 
   The shelf-life for the unreconstituted product (in its whole packaging) is 18 months.  
   The reconstituted solutions are stable for up to 12 hours at room temperature or 24 
hours if stored at 0-4°C. However, it is recommended to administer the product as 
soon as possible following reconstitution. 
   The shelf-life refers to the product in its whole packaging, stored under usual room 
temperature conditions (20-25°C). 
 
Incompatibility 
   None known. 
 
Storage 
   Store the unreconstituted product at a temperature not higher than 25°C. 
 
Manufacturer 
Laboratorio Farmaceutico C.T. S.r.L., 
SANREMO, Italy. 
 
Importer 
Salomon, Levin & Elstein Ltd 
P.O.Box 3696, Petach Tikva 
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