Cefamezin (1 g)
Cephalosporin Antibiotic
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Cephalosporin Antibiotic
CEFAMEZIN® (1 G)

Cefamezin (cefazolin sodium) is an injectable cephalosporin with a broad-spectrum activity against gram positive

and negative microorganisms.

COMPOSITION

Cefamezin is supplied in vials containing cefazolin sodium equivalent to cefazolin 1g (potency)
INDICATIONS

Cefamezin is indicated in the treatment of the following infections due to susceptible strains of microorganisms
such as staphylococcus, streptococcus (including S. pneumoniae), Escherichia coli, Klebsiella pneumoniae, and

proteus.

® Septicaemia, subacute bacterial endocarditis
®  Skin and soft tissue infections

® Bone and bone structure infections

® Respiratory tract infections

® Ear, nose and throat infections

® Biliary tract infections

®  Peritonitis

®  Urinary tract infections

® Gynaecological infections and Mastadenitis

® Infection of lymphatic system

WARNING (Based on the ministry of public health announcement)

1. Contraindicated in patients who are hypersensitivity to cefazolin.

2. Patients who are allergic to penicillins, administration of cefazolin may cause a life-threatening allergic
reactions.

3. After administration of cefazolin, if the signs such as fever, rash, blister, peeling of skin or mucosa of oral
cavity, throat, nasal cavity or sexual organs, or conjunctivitis occur, discontinue this medicine and consult

doctor or pharmacist.




DOSAGE AND ADMINISTRATION

Cefamezin is given slowly either intravenously or intramuscularly. The usual adult daily dose is 1 g (potency) in
2 equally divided doses, increase to 1.5-3 g (potency) divided in 3 equal doses, according to the condition of the
patient and sensitivity of the infecting organism. The dosage for adults may be increased up to 5 g (potency)/day

in divided doses for severe or intractable infections.

The usual paediatric daily dose is 20-40 mg (potency)/kg in 2 equally divided doses, increased to 100 mg
(potency)/kg divided in 3 or more equal doses, according to the condition of the patient and sensitivity of the

infecting organism.

Cefamezin may also be added to intravenous infusion solutions.

RECONSTITUTION

1) Intravenous injection

Cefamezin is reconstituted with Distilled Water for Injection (J.P.), Physiological Saline (Isotonic Sodium

Chloride Solution : J.P.), or Glucose Injection (J.P.).

(Note : Distilled Water for Injection should not be used for drip infusions as it is not isotonic).

2. Intramuscular injection

Reconstitute with Lidocaine Injection, 0.5% w/v (J.P.), using about 2 ml to reconstitute the 0.5 g vial, and about 3

ml for the 1 g vial.

Note :

Precipitation may occur due to temperature-dependent changes in dissolution. If precipitation occurs, redissolve
by warming the vial in warm water. Cefamezin should be used within 48 hours after reconstitution when kept at

room temperature. The drug should be kept in a dark place after reconstitution.

PRECAUTIONS FOR USE

1. General precautions

Careful inquiry about any form of hypersensitivity should be made to avoid reactions such as shock. Prior to use,

skin testing is recommended.

2. Contraindications



Do not administer to patients with a history of shock caused by cefazolin sodium.

3. Careful administration

Administer with caution to patients with :

1) a history of hypersensitivity to penicillins or cephalosporins.

2) a personal or familial history of some form of allergy such as bronchial asthma, skin rash or urticaria.

3) seriously impaired renal function : As serum cefazolin concentrations persist for longer periods, the

administration interval should be lengthened.

4) poor oral nutrition, parenteral nutrition, the elderly or debilitated state; Careful observation is essential in these

patients as vitamin K deficiency symptoms may develop.

4. Adverse reactions

1) Shock

Adequate caution in administration should be used as shock symptoms may rarely occur. If any related signs or
symptoms such as feeling unwell, oral cavity discomfort, stridor, dizziness, abnormal urge to defecate, tinnitus or

diaphoresis occur, the drug must be discontinued immediately.

2) Hypersensitivity

If signs of hypersensitivity reactions such as rash, urticaria, erythema, pruritus or fever occur, the drug should be

discontinued and appropriate measures should be taken.

3) Hematologic

Granulocytopenia, eosinophilia, hemolytic anemia or thrombocytopenia rarely may occur. The drug should be

discontinued if any of these abnormalities is found.

4) Hepatic

Rarely an increase in S-GOT, S-GPT or alkaline phosphatase may occur. If any abnormality is observed, the drug
should be administered with caution. When these occur with fever, rash, pruritus, eosinophilia or jaundice, the

drug should be discontinued.

5) Renal



Infrequently renal impairment such as an increase in serum BUN or serum creatinine level, oliguria or proteinuria
may occur. If urine abnormalities such as oliguria, proteinuria or hematuria, or findings of renal function disorder
an increase in serum BUN or serum creatinine occur, appropriate measures such as discontinuation of the drug

should be taken.
6) Gastrointestinal

In rare instances a serious colitis manifested by fever, abdominal pain, leukocytosis and severe diarrhea with
mucus/blood in stools may occur. Upon endoscopy this may be diagnosed as pseudomembranous colitis.
Abdominal pain or frequent diarrhea requires appropriate measures, including prompt withdrawal of the drug.

Infrequently nausea, vomiting and anorexia have also been reported.
7) Central nervous system

Particularly when given in high doses to patients with renal failure, CNS signs including convulsions have

occurred.

8) Alteration in bacterial flora

Rarely stomatitis or candidiasis may occur.
9) Vitamin deficiencies

Rarely vitamin K deficiencies (such as hypoprothrombinaemia or bleeding tendencies) or vitamin B group

deficiencies (such as glossitis, stomatitis, anorexia or neuritis) may occur.
10) Others

Rarely headache, dizziness or malaise may occur.

5. Use during pregnancy

Safety during pregnancy has not been established; therefore, the drug should be administered to patients who are

or may become pregnant only if the expected therapeutic benefit is thought to outweigh any possible risk.
6. Effect on laboratory test

1) False-positive results with urine sugar tests using Benedicts test solution. Fehling test solution, and Clinitest”,

but not with Tes—Tape®, may occur.

2) A positive direct Coombs' test may occur.



7. Cautions for use

1) Cefamezin should be administered slowly intravenously, taking care in reconstitution, injection site selection
and using proper injection technique. Too rapid injection or concentrated large doses may cause vascular pain or

thrombophlebitis.

2) In giving an intramuscular injection, the following cautions should be exercised :

a) The use of intramuscular injection should be minimized and used only when it cannot be avoided. Avoid
repeated injections in the same site. Special caution is necessary in newborns, premature infants, infants or

children.

b) Avoid injection into nerve pathways.

¢) If patients complain of severe pain or if blood is aspirated into the syringe when the needle is inserted, the

needle should be withdrawn immediately and a new injection site selected.

d) Solutions of the drug prepared for intramuscular administration must not be used for intravenous injection.

¢) Intramuscular administration may cause pain or induration at the injection site.

8. Others

In animal experiments with rats and rabbits, concomitant use of cefazolin with furosemide or similar diuretics has

enhanced nephrotoxicity.

PHARMACOLOGY

1. Antibacterial activity

Cefazolin sodium has broad-spectrum activity against gram positive and negative microorganisms. In particular,
it has potent activity against gram positives, such as staphylococcus, streptococcus and pneumococcus, and gram

negative, such as E. coli, Klebsiella pneumoniae, Proteus mirabilis. Its mode of action is bactericidal.

2. Mode of action

Cefazolin sodium's antibacterial activity is due to inhibition of cell wall synthesis.

It exhibits strong affinity to penicillin binding proteins (PBP).

PHARMACEUTICAL DESCRIPTION



Cefamezin is supplied as white to light yellowish white crystals or crystallin powder.

pH/Osmotic Pressure Ratio of Reconstituted Solutions

G/Volume pH Osmotic Pressure
(ml) Ratio (Physilo. Saline=1)
Distilled Water for 1/10 4.5-6.5 about 1
Injection
Physiological Saline 1/10 4.5-6.5 about 2
Physiological Saline 2/100 4.5-6.5 about 1
5% w/v Glucose 1/10 4.5-6.5 about 2
Injection
0.5% w/v Lidocaine 0.25/2 4.5-6.5 about 1
Injection
0.5% w/v Lidocaine 0.5/2 4.5-6.5 about 2
Injection
STORAGE AND HANDLING

1. Legal Caution

Caution-give under doctor's prescription and direction.

2. Storage

Store at temperature not exceeding 25°C and from direct exposure to light as drug discolours gradually upon

prolonged exposure.

Manufactured by

BIOLAB CO., LTD.

Samutprakarn, Thailand

Under licence of




Fujisawa Pharmaceutical Co., Ltd.

Osaka, Japan

Distributed by

Cosma Medical Co., Ltd.

Bangkok, Thailand

Date of revision : March 2024



