Nidaprax

Composition:

Nidaprax capsules contain 200 mg or 400 mg of cefixime as trihydrate.

Nidaprax for oral suspension when reconstituted contains 100 mg/5 mL of cefixime as trihydrate.

Actions and spectrum:

Cefixime is classified as a third generation cephalosporin. Antibacterial activity results from inhibition of

bacterial cell wall synthesis.

Spectrum of activity includes many gram-positive and gram-negative aerobic bacteria.

Gram-positive aerobes: Streptococcus pneumonia, Streptococcus pyogenes (group A B-hemolytic

streptococci), S. agalactiae (group B streptococci) and Groups C, F, and G streptococci.

Gram-negative aerobes: Neisseria gonorrhoeae, Haemophilus influenzae (including p-lactamase-producing

strains), Moraxella catarrhalis (including B-lactamase-producing strains), Escherichia coli, Proteus

mirabilis, H. parainfluenzae, Klebsiella, Pasteurella multocida, P. vulgaris, Providencia, Salmonella,

Shigella, and Serratia.

Pharmacokinetics:

Absorption: 30 - 50% of a single oral dose absorbed; peak serum concentrations attained within 2 - 6 hours.

Distribution: Distributed into bile, sputum, tonsils, maxillary sinus mucosa, middle ear discharge, blister

fluid, and prostatic fluid. Crosses the placenta. Not detected in human milk following a single 100 mg oral

dose.

Elimination: Does not appear to be metabolized. 7 - 50% of a dose excreted unchanged in urine within 24

hours.

Half-life: The serum half-life of cefixime in healthy subjects is independent of dosage form and averages 3

to 4 hours but may range up to 9 hours in some normal volunteers.

Indications:

1- Respiratory Tract Infections: Acute bronchitis, acute exacerbations of chronic bronchitis, mild to moderate
community-acquired pneumonia (CAP), mild to moderate sinusitis.

2- Acute Otitis Media (AOM).

3- Pharyngitis and Tonsillitis.

4- Urinary Tract Infections (UTIs): Uncomplicated UTIs, pyelonephritis and other complicated UTIs caused
by susceptible enterobacteriaceae, including E. coli.

5- Gonorrhea and Associated Infections: Treatment of uncomplicated urethral, endocervical, or rectal infections
caused by susceptible Neisseria gonorrhoeae. Follow-up treatment of disseminated gonococcal infec-
tions after an initial parenteral regimen (ceftriaxone or, alternatively, cefotaxime, or spectinomycin).

6- Salmonella and Shigella Infections.

7- Lyme Disease.

Dosage:

Pediatric Patients:

Infection Age Dosage

- Acute bronchitis

- Acute exacerbations of
chronic bronchitis

- Acute otitis media

- Pharyngitis/tonsillitis

Children 6 months to

12 years of age 8 mg/kg once daily or 4 mg/kg every 12 hours

> 12 years or weighing 400 mg once daily or 200 mg every 12 hours.

- Uncomplicated UTIs >50kg

Uncomplicated urethral,

endocervical or rectal Adolescents 400 mg as a single dose
gonorrhea

400 mg twice daily given to complete >1
Disseminated gonococcal week of treatment after an initial parenteral
. . Adolescents X . .
infections regimen of ceftriaxone or, alternatively, cefo-
taxime or spectinomycin

Children 6 months to

Typhoid fever 5 - 10 mg/kg twice daily

16 years of age
Shigellosis 8 mg/kg daily
Adults:
Infection Dosage

- Acute bronchitis

- Acute exacerbations of chronic bronchitis
- Acute otitis media 400 mg once daily or 200 mg every 12 hours
- Pharyngitis/tonsillitis
- Uncomplicated UTIs

Uncomplicated urethral, endocervical or

rectal gonorrhea 400 mg as a single dose

400 mg twice daily given to complete >1 week of treat-
Disseminated gonococcal infections ment after an initial parenteral regimen of ceftriaxone or,
alternatively, cefotaxime or spectinomycin

200 mg daily for 100 days (administered with oral pro-

Lyme disease benecid)

Reconstitution for oral suspension:
Fill the provided measuring cup with freshly boiled and cooled water up to the line and add the amount to
the bottle in two portions; invert bottle and shake after each addition.
Shake oral suspension well just prior to administration of each dose.
Contraindications:
Known hypersensitivity to cefixime or other cephalosporins.
Warnings and precautions:
‘Warnings
Clostridium difficile-associated diarrhea and colitis: C. difficile-associated diarrhea and colitis (CDAD) has
been reported with nearly all anti-infectives, including cefixime. If CDAD is suspected or confirmed, the
anti-infective may need to be discontinued.
Sensitivity reactions
Hypersensitivity Reactions: If an allergic reaction occurs, discontinue cefixime and institute appropriate
therapy.
Cross-hypersensitivity: Prior to initiation of therapy, make careful inquiry concerning previous hypersensi-
tivity reactions to cephalosporins, penicillins, or other drugs.
General precautions
History of GI disease: Use cefixime with caution in patients with a history of GI disease, particularly colitis.
Selection and use of anti-infectives: To reduce development of drug-resistant bacteria and maintain effec-
tiveness of cefixime and other antibacterials, use only for treatment or prevention of infections proven or
strongly suspected to be caused by susceptible bacteria.
Specific populations:
Pregnancy: Category B.
Lactation: Discontinue nursing or the drug.
Pediatric Use: Safety and efficacy not established in children < 6 months of age.
Geriatric Use: Possible increased oral bioavailability; not considered clinically important.
Renal Impairment: Dosage adjustments necessary if Cler < 60 mL/minute.
Common adverse effects:
GI effects (diarrhea, loose or frequent stools, abdominal pain, nausea, dyspepsia, flatulence), hypersensitiv-
ity reactions, headaches, dizziness, seizures, liver and kidney disorders.
Drug interactions:
Anticoagulants, oral (warfarin): Possible increased PT.
Carbamazepine: Increased carbamazepine concentrations. Monitor carbamazepine concentrations.
Nifedipine: Possible increased plasma concentrations and AUC of cefixime.
Probenecid: Increased cefixime plasma concentrations and AUC.
Package:
Powder for oral suspension: 100 mg/SmL: 60 mL glass bottle.
Capsules: 200 mg: Carton package contains 10 capsules.
400 mg: Carton package contains 10 capsules.
Storage:
Powder for oral suspension: Store at (20° - 25°C). After reconstitution, store in tight container at room
temperature or in the refrigerator. Discard any unused suspension after 14 days.
Capsules: Store at (20° - 25°C).

Rev. No: 31604

THIS IS A MEDICAMENT

-The medicament is a product which affects your health, and its consumption contrary to
instruction is dangerous for you.
- Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor and the pharmacist are experts in medicine,
its benefits and risks.

Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.

KEEP THE MEDICAMENT OUT OF THE REACH OF CHILDREN

Council of Arab Health Ministers Arab Pharmacists Association

DIAMOND PHARMA - Damascus suburb — Syria
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