ALI-CEFT

Generic name: Ceftriaxone Sodium for Injection

Brand Name: ALI-CEFT

Composition:

Ceftriaxone 1g

Indications:

Ceftriaxone is used for the treatment of infections caused by bacteria that are sensitive

to the drug such as:

Sepsis.

Meningitis; Disseminated Lyme disease (early and late stages).

Abdominal infections (peritonitis, biliary and gastrointestinal infections).

Bone, joint, soft tissue, skin, and wound infections.

Infection in patients with weakened immune mechanisms.

Kidney and urinary tract infections.

Respiratory tract infections, especially pneumonia and ear, nose, and throat

infections.

¢ Infections of the reproductive system, including gonorrhea.

e Prevent infection before surgery.

Dosage:

Adults and children over 12 years old

e The usual dosage of this product is 1 to 2g, once a day (every 24 hours).

e For critically ill cases or infections caused by moderately sensitive bacteria, the
dosage can be increased to 4g once daily.

Newborns, infants, and children under 12 years old

e It is recommended to use it once a day at the following dosage

e The daily dose for newborns (under 14 days old) is 20-50mg/kg based on body
weight, not exceeding 50mg/kg. Ceftriaxone is contraindicated for premature
infants with corrected gestational age of less than 41 weeks (gestational
age+actual age). The safety of medication for newborns (those with a birth weight
of less than 2kg) has not yet been determined. Newborns with jaundice or those
with a severe tendency towards jaundice should use this product with caution or
avoid it.

e If a newborn (<28 days) requires (or is expected to require) intravenous treatment
with calcium containing solutions, including continuous infusion of calcium
containing solutions (such as parenteral nutrition), the use of ceftriaxone should
be prohibited due to the risk of ceftriaxone calcium deposition.

e The daily dose for newborns, infants and children (15 days to 12 years old) is 20
to 80mg/kg based on body weight.

Children weighing 50kg or more should use the usual adult dose.

When the intravenous dosage is above 50mg/kg body weight, the infusion time
for infants and children under 12 years old should be at least 30 minutes. The
intravenous infusion time for newborns should exceed 60 minutes to reduce the
potential risk of bilirubin encephalopathy.

Elderly patients

e Unless elderly patients have severe renal and liver function impairment, the
dosage of ceftriaxone in elderly patients generally does not need to be adjusted.

Course of treatment

e The course of treatment depends on the course of the disease. As with general
antibiotic treatment regimens, this product should continue to be used for at least
48 to 72 hours after the fever subsides or evidence of bacterial clearance is




obtained.

Drug combination

e Under experimental conditions, the synergistic effect of this product with
aminoglycoside antibiotics on many Gram negative bacteria has been confirmed.
Although it is not always possible to predict the enhancing effect of this
combination therapy, when an infection (such as Pseudomonas aeruginosa
infection) endangers the patient's life, combination therapy can be considered.
Due to the chemical incompatibility between ceftriaxone and aminoglycosides,
these two drugs should be used separately at the recommended dosage.

e It has also been observed that ceftriaxone is chemically incompatible with
amsacrine, vancomycin, and fluconazole when administered intravenously.

Medication method

e The newly prepared solution can maintain its physical and chemical stability for
up to 6 hours at room temperature, or for 24 hours in a refrigerator at 2-8 °C, but
according to general principles, the prepared solution should be used
immediately. Depending on its concentration and storage time, the solution
appears in a light yellow to amber color. The color of the solution has no effect on
the effectiveness or tolerance of the drug.

e Intramuscular injection: 1g of this product is dissolved in 3.5ml of 1% lidocaine
hydrochloride for intramuscular injection. It is better to inject it into relatively
larger muscles, and it is not recommended to inject more than 1g in one muscle.
Lidocaine solution must not be used for intravenous injection.

e Intravenous injection: 1g of this product is dissolved in 10ml of sterile injection
water for intravenous injection, and the injection time should not be less than 4
minutes.

e Intravenous infusion: The infusion time should be at least 30 minutes. 2g of this
product should be dissolved in 40ml or more of one of the following calcium free
intravenous injection solutions, such as 0.9% sodium chloride solution, 0.45%
sodium chloride+2.5% glucose injection, 5% glucose, 10% glucose, 5% glucose
with 6% glucan, 6-10% hydroxyethyl starch intravenous injection, and sterilized
injection water. Due to the possibility of drug incompatibility, this product cannot
be mixed with solutions containing other antibacterial drugs or added during
infusion of other antibacterial drug solutions. It cannot be diluted in other liquids
besides the solutions listed above.

Contraindications:

e Allergic reaction

It is known that individuals who are allergic to ceftriaxone, any of its excipients, or

any other cephalosporin drugs are prohibited from using ceftriaxone. Individuals who

have previously been allergic to penicillin or other beta lactam drugs are at an
increased risk of developing an allergy to ceftriaxone.

e Lidocaine

When using lidocaine solution as a solvent, contraindications to lidocaine must be

ruled out before intramuscular injection of ceftriaxone. Ceftriaxone solution

containing lidocaine should never be administered intravenously.

e Premature baby

Ceftriaxone is contraindicated for correcting premature infants with gestational age

less than 41 weeks (gestational age+actual age).

e Newborns with hyperbilirubinemia

Ceftriaxone should not be used for the treatment of neonatal hyperbilirubinemia. In

vitro studies have shown that ceftriaxone can replace bilirubin and bind to serum




albumin, which may increase the risk of bilirubin encephalopathy in these patients.

e Newborns and Calcium containing Intravenous Drops

If a newborn (<28 days) requires (or expects to require) intravenous infusion of

calcium, including intravenous infusion of calcium containing nutrient solutions for

treatment such as parenteral nutrition, the use of this product is prohibited due to the
risk of producing ceftriaxone calcium precipitates.

Warning:

e This product should be administered under the guidance of a professional
physician, and the hospital should be able to take emergency measures for
allergic reactions. After medication, especially within 30 minutes of the first dose,
stay in the hospital for close observation. If allergic shock is found, emergency
treatment should be given in a timely manner.

e Double infection: Like other antibiotics, the use of ceftriaxone may lead to double
infection caused by microorganisms that are insensitive to ceftriaxone.

e Hemolytic anemia: Immune mediated hemolytic anemia has been observed in
patients using cephalosporin antibiotics, including this product.

e Clostridium difficile diarrhea: Almost all antibiotics, including this product, have
been reported to cause Clostridium difficile diarrhea (CDAD) during use. If
suspected or diagnosed with CDAD, antibiotics that have no effect on
Clostridium difficile may need to be discontinued. According to clinical
conditions, appropriate balance of body fluids and electrolytes, protein
supplementation, antibiotic treatment for Clostridium difficile, and surgical
evaluation should be carried out.

e Calcium ceftriaxone precipitation: Calcium ceftriaxone precipitation has been
observed in the gallbladder during ultrasound scans, especially in patients
receiving ceftriaxone treatment at a daily dose of 1g or more. The probability of
such sediment appearing in pediatric patients seems to be the highest.

e Blood monitoring: Regular whole blood count tests should be performed during
long-term treatment.

e Pancreatitis: Rare cases of pancreatitis (possibly caused by bile duct obstruction)
have been reported in patients using ceftriaxone.

e During the treatment with ceftriaxone, adverse reactions such as dizziness may
occur, which may affect the ability to drive and use machinery. Patients should be
cautious when driving or operating machinery.

e Pregnant and lactating women should use with caution.

Adverse Effects:
¢ Fosinophilia, leukopenia, thrombocytopenia, diarrhea, rash, and elevated liver
enzymes.

Dosage form: White or off-white crystalline powder.
Expiry date: 36 months from the date of manufacture.

Packaging: 1g/vial ; 2 vial/box (Contains 1 ampoule of injection water, 10ml/
ampoule).
Storage:
e Store under light shielding, sealed, and not exceeding 30°C.
Manufactured by:
Alliance Pharmaceutical Co., Ltd
Simanoneua Village, Hadxayfong District, Vientiane, Lao PDR
Tel: +856-21-612 727
www.alliancepharmagroup.com
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