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Isoniazid
(isoniazid)

BOXED WARNING
Severe, fatal hepatitis may develop. Monitor LFTs monthly. D/C drug if signs and symptoms of hepatic
damage occur. Patients with tuberculosis (TB) who have isoniazid-induced hepatitis should have
appropriate treatment with alternative drugs. Defer preventive treatment in persons with acute hepatic
disease.

THERAPEUTIC CLASS
Isonicotinic acid hydrazide

DEA CLASS
RX

ADULT DOSAGE & INDICATIONS
Tuberculosis
Treatment:
Usual: 
5mg/kg (up to 300mg/day) in a single dose or 15mg/kg (up to 900mg/day) 2 or 3X/week

Pulmonary Tuberculosis (TB) w/o HIV Infection:
Option 1: Daily isoniazid + rifampin + pyrazinamide for 8 weeks followed by 16 weeks of isoniazid + rifampin,
daily or 2 to 3X/week; ethambutol or streptomycin should be added to the initial regimen until sensitivity to
isoniazid and rifampin is demonstrated
Option 2: Daily isoniazid + rifampin + pyrazinamide for 2 weeks followed by 2X/week administration of the
same drugs for 6 weeks, subsequently 2X/week isoniazid + rifampin for 16 weeks
Option 3: Isoniazid + rifampin + pyrazinamide + ethambutol or streptomycin 3X/week for 6 months

All regimens given 2 or 3X/week should be administered by directly observed therapy

Extrapulmonary TB:
May be effective w/ 6-9 months of short-course regimen; administer therapy for 12 months for miliary TB, or
bone/joint TB

Prevention:
>30kg:
300mg/day as a single dose

Concomitant Administration of Pyridoxine (B6):
Recommended in malnourished patients and in those predisposed to neuropathy (eg, alcoholics and diabetics)

PEDIATRIC DOSAGE & INDICATIONS
Tuberculosis
Treatment:
Usual: 
10-15mg/kg (up to 300mg/day) as a single dose or 20-40mg/kg (up to 900mg/day), 2 or 3X/week

Pulmonary Tuberculosis (TB) w/o HIV Infection:
Option 1: Daily isoniazid + rifampin + pyrazinamide for 8 weeks followed by 16 weeks of isoniazid + rifampin,
daily or 2 to 3X/week; ethambutol or streptomycin should be added to the initial regimen until sensitivity to
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isoniazid and rifampin is demonstrated
Option 2: Daily isoniazid + rifampin + pyrazinamide for 2 weeks followed by 2X/week administration of the
same drugs for 6 weeks, subsequently 2X/week isoniazid + rifampin for 16 weeks
Option 3: Isoniazid + rifampin + pyrazinamide + ethambutol or streptomycin 3X/week for 6 months

All regimens given 2 or 3X/week should be administered by directly observed therapy

Extrapulmonary TB:
May be effective w/ 6-9 months of short-course regimen; administer therapy for 12 months for miliary TB,
bone/joint TB and tuberculous meningitis

Prevention:
10mg/kg (up to 300mg/day) as a single dose or 20-30mg/kg (not to exceed 900mg/day) 2X/week, under the
direct observation of a healthcare worker at the time of administration

Concomitant Administration of Pyridoxine (B6):
Recommended in malnourished patients and in those predisposed to neuropathy (eg, alcoholics and diabetics)

ADMINISTRATION
Oral and IM routes

HOW SUPPLIED
Inj: 100mg/mL; Syrup: 50mg/5mL; Tab: 100mg, 300mg

CONTRAINDICATIONS
Severe hypersensitivity reactions, including drug-induced hepatitis, previous INH-associated hepatic injury,
severe adverse effects (eg, drug fever, chills, arthritis), acute liver disease of any etiology.

WARNINGS/PRECAUTIONS
D/C if hypersensitivity occurs. Monitor closely with liver or renal disease, daily alcohol users, pregnancy, age
>35, and concurrent chronic medications. Precaution with HIV seropositive patients. Take with vitamin B6 in
malnourished and those predisposed to neuropathy.

ADVERSE REACTIONS
Peripheral neuropathy, N/V, anorexia, epigastric distress, elevated serum transaminases, bilirubinemia,
jaundice, hepatitis, skin eruptions, pyridoxine deficiency.

DRUG INTERACTIONS
Alcohol is associated with hepatitis. May increase phenytoin, theophylline, and valproate serum levels. Do not
take with food. Severe acetaminophen toxicity reported. Decreases carbamazepine metabolism and area under
the curve of ketoconazole. Avoid tyramine- and histamine-containing foods.

PREGNANCY AND LACTATION
Category C, caution in nursing.

MECHANISM OF ACTION
Isonicotinic acid hydrazide; inhibits mycolic acid synthesis and acts against actively growing tuberculosis bacilli.

PHARMACOKINETICS
Absorption: Tmax=1-2 hrs. Distribution: Crosses placenta, found in breast milk. Metabolism: Acetylation and
dehydrazination. Elimination: Urine (50-70%).

ASSESSMENT
Assess for previous isoniazid-associated hepatic injury, acute liver disease, HIV status, pregnancy status, age,
and drug interactions. Document reasons for therapy, culture, and susceptibility.

MONITORING
Prior to therapy and periodically thereafter, measure hepatic enzymes (AST, ALT). D/C at 1st sign of
hypersensitivity reaction. Monitor for peripheral neuropathy, convulsions, N/V, agranulocytosis, hemolytic
anemia, systemic lupus erythematosus-like syndrome, metabolic and endocrine reactions (hyperglycemia,
pyridoxine deficiency, pellagra).

PATIENT COUNSELING
Instruct to immediately report signs/symptoms consistent with liver damage or other adverse events
(unexplained anorexia, N/V, dark urine, icterus, rash, persistent paresthesias of the hands and feet, persistent
fatigue, weakness or fever of >3 days duration, and/or abdominal tenderness). Instruct to take drug without food,
and to take pyridoxine tabs if peripheral neuropathy develops.

STORAGE
Tab: 20-25°C (68-77°F). Syrup: 15-30°C (59-86°F). Protect from light and moisture. Dispense in tight, light-
resistant container. Inj: 20-25°C (68-77°F). Protect from light. If vial contents crystallize, warm vial to room
temperature to redissolve crystals before use.
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