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   Oxcarbazepine tablets dosage (mg/day)
   Oxcarbazepine Oxcarbazepine Oxcarbazepine     
   600 1200 2400 Placebo
 Body system/ N = 163 N = 171 N = 126 N = 166
 Adverse reaction % % % %

 Body as a whole
  Fatigue 15 12 15 7
  Asthenia 6 3 6 5
  Leg edema 2 1 2 1
  Increased weight 1 2 2 1
  Feeling abnormal 0 1 2 0

 Cardiovascular system
  Hypotension 0 1 2 0

 Digestive system
  Nausea 15 25 29 10
  Vomiting 13 25 36 5
  Abdominal pain 10 13 11 5
  Diarrhea 5 6 7 6
  Dyspepsia 5 5 6 2
  Constipation 2 2 6 4
  Gastritis 2 1 2 1

 7.2 Effect of Other Drugs on oxcarbazepine tablets

 7.3 Hormonal Contraceptives

8  USE IN SPECIFIC POPULATIONS
 8.1 Pregnancy
 8.2 Lactation
 8.3 Females and Males of Reproductive Potential

 8.4 Pediatric Use
 8.5 Geriatric Use
 8.6 Renal Impairment

9  DRUG ABUSE AND DEPENDENCE
 9.2   Abuse

 9.3  Dependence

10 OVERDOSAGE
 10.1 Human Overdose Experience
 10.2 Teatment and Management

11 DESCRIPTION

12 CLINICAL PHARMACOLOGY
 12.1 Mechanism of Action
 12.2 Pharmacodynamics
 12.3 Pharmacokinetics

13  NONCLINICAL TOXICOLOGY
 13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility

14 CLINICAL STUDIES
 14.1 Oxcarbazepine tablets Monotherapy Trials

 14.2 Oxcarbazepine tablets Adjunctive Therapy Trials

16 HOW SUPPLIED/STORAGE AND HANDLING

17 PATIENT COUNSELING INFORMATION
* Sections or subsections omitted from the full prescribing information are not listed.

FULL PRESCRIBING INFORMATION: CONTENTS*
1 INDICATIONS AND USAGE

2 DOSAGE AND ADMINISTRATION
2.1 Adjunctive Therapy for Adults

2.2 Conversion to Monotherapy for Adults

2.3 Initiation of Monotherapy for Adults

2.4 Adjunctive Therapy for Pediatric Patients (Aged 2-16 Years)

2.5 Conversion to Monotherapy for Pediatric Patients (Aged 4-16 Years)

2.6 Initiation of Monotherapy for Pediatric Patients (Aged 4-16 Years)

2.7 Dosage Modification for Patients With Renal Impairment

2.8 Administration Informat ion

3  DOSAGE FORMS AND STRENGTHS

4 CONTRAINDICATIONS

5 WARNINGS AND PRECAUTIONS 
5.1 Hyponatremia

5.2 Anaphylactic Reactions and Angioedema

5.3 Cross Hypersensitivity Reaction to Carbamazepine

5.4 Serious Dermatological Reactions

5.5 Suicidal Behavior and Ideation

5.6 Withdrawal of Antiepileptic Drugs

5.7 Cognitive/Neuropsychiatric Adverse Reactions

5.8 Drug Reaction With Eosinophilia and Systemic Symptoms/Multi-Organ Hypersensitivity

5.9 Hematologic Events

5.10 Seizure Control During Pregnancy

5.11 Risk of Seizure Aggravation

6  ADVERSE REACTIONS
 6 .1 Clinical Trial Experience
 6.2 Postmarketing Experience

7 DRUG INTERACTIONS
 7.1 Effect of oxcarbazepine tablets on Other Drugs
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HIGHLIGHTS OF PRESCRIBING INFORMATION
These highlights do not include all the information needed to use OXCARBAZEPINE TABLETS 
safely and effectively. See full prescribing information for OXCARBAZEPINE TABLETS.
OXCARBAZEPINE tablets, for oral use 
Initial U.S. Approval: 2000
------------------------------------------------- RECENT MAJOR CHANGES --------------------------------------------------
 Dosage and Administration (2.8)                                                                                                                  9/2025        

------------------------------------------------- INDICATIONS AND USAGE --------------------------------------------------
 Oxcarbazepine tablets is indicated for:
• Adults: Monotherapy or adjunctive therapy in the treatment of partial-onset seizures
• Pediatrics:
 - Monotherapy in the treatment of partial-onset seizures in children 4-16 years
 - Adjunctive therapy in the treatment of partial-onset seizures in children 2-16 years (1)

----------------------------------------------- DOSAGE AND ADMINISTRATION --------------------------------------------
Adults: Initiate with a dose of 600 mg/day, given twice a day
•  Adjunctive Therapy: Maximum increment of 600 mg/day at approximately weekly intervals. The recommended 

daily dose is 1200 mg/day (2.1)
• Conversion to Monotherapy: Withdrawal concomitant over 3 to 6 weeks; reach maximum dose of oxcarbazepine 

tablets in 2 to 4 weeks with increments of 600 mg/day at weekly intervals to a recommended daily dose of 2400 
mg/day (2.2)

• Initiation of Monotherapy: Increments of 300 mg/day every third day to a dose of 1200 mg/day (2.3)
 Initiate at one-half the usual starting dose and increase slowly in patients with a creatinine clearance < 30 •

mL/min (2.7)
Pediatrics: Initiation with 8 to 10 mg/kg/day, given twice a day. For patients aged 2 to < 4 years and under 20 kg, a 
starting dose of 16 to 20 mg/kg/day may be considered. Recommended daily dose is dependent upon patient weight.
•  Adjunctive Patients (Aged 2-16 Years): For patients aged 4 to 16 years, target maintenance dose should be 

achieved over 2 weeks (2.4). For patients aged 2 to < 4 years, maximum maintenance dose should be achieved 
over 2 to 4 weeks and should not exceed 60 mg/kg/day (2.4)

• Conversion to Monotherapy for Patients (Aged 4-16 Years): Maximum increment of 10 mg/kg/day at weekly 
intervals, concomitant antiepileptic drugs (AEDs) can be completely withdrawn over 3 to 6 weeks (2.5)

• Initiation of Monotherapy for Patients (Aged 4-16 Years): Increments of 5 mg/kg/day every third day (2.6)

---------------------------------------------- DOSAGE FORMS AND STRENGTHS ------------------------------------------
• Film-coated tablets: 150 mg, 300 mg and 600 mg (3)

---------------------------------------------------- CONTRAINDICATIONS ----------------------------------------------------
Known hypersensitivity to oxcarbazepine or to any of its components, or to eslicarbazepine acetate (4, 5.2)

---------------------------------------------- WARNINGS AND PRECAUTIONS ----------------------------------------------
•  Hyponatremia: Monitor serum sodium levels (5.1)
•  Cross Hypersensitivity Reaction to Carbamazepine: Discontinue immediately if hypersensitivity occurs 

(5.3)
• Serious Dermatological Reactions: If occurs, consider discontinuation (5.4) 
• Suicidal Behavior and Ideation: Monitor for suicidal thoughts/behavior (5.5) 
• Withdrawal of AEDs: Withdraw oxcarbazepine tablets gradually (5.6)
• Cognitive/Neuropsychiatric Adverse Reactions: May cause cognitive dysfunction, somnolence, and 

coordination abnormalities. Use caution when operating machinery (5.7)
• Drug Reaction with Eosinophilia and Systemic Symptoms (DRESS)/Multi-Organ Hypersensitivity: Monitor 

and discontinue if another cause cannot be established (5.8)
• Hematologic Events: Consider discontinuing (5.9)
• Seizure Control During Pregnancy: Active metabolite may decrease (5.10) 
• Risk of Seizure Aggravation: Discontinue if occurs (5.11)

-------------------------------------------------- ADVERSE REACTIONS ------------------------------------------------------
The most common (≥ 10% more than placebo for adjunctive or low dose for monotherapy) adverse reactions in 
adults and pediatrics were: dizziness, somnolence, diplopia, fatigue, nausea, vomiting, ataxia, abnormal vision, 
headache, nystagmus, tremor, and abnormal gait (6.1)

To report SUSPECTED ADVERSE REACTIONS, contact Umedica Laboratories USA Inc. at 1-855-288-5777 or 
FDA at 1-800-FDA-1088 or www.fda.gov/medwatch
-------------------------------------------------- DRUG INTERACTIONS ------------------------------------------------------
• Phenytoin: Increased phenytoin levels. Reduced dose of phenytoin may be required (7.1)
• Carbamazepine, Phenytoin, and Phenobarbital: Decreased plasma levels of MHD (the active metabolite). 

Dose adjustments may be necessary (7.1)
• Oral Contraceptive: Oxcarbazepine tablets may decrease the effectiveness of hormonal contraceptives (7.3)

-------------------------------------------- USE IN SPECIFIC POPULATIONS------------------------------------------------
• Pregnancy: May cause fetal harm (8.1)

See 17 for PATIENT COUNSELING INFORMATION and Medication Guide.
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 Indication Placebo Drug patients Relative risk: Risk
  patients with with events incidence of difference:
  events per per 1000 events in drug additional drug
  1000 patients patients patients/incidence patients with
    in placebo events per
    patients 1000 patients
 Epilepsy 1.0 3.4 3.5 2.4 
 Psychiatric 5.7 8.5 1.5 2.9 
 Other 1.0 1.8 1.9 0.9

 Total 2.4 4.3 1.8 1.9

 Metabolic and nutritional
 disorders
  Hyponatremia 3 1 2 1

 Musculoskeletal system
  Muscle weakness 1 2 2 0
  Sprains and strains 0 2 2 1

 Nervous system
  Headache 32 28 26 23
  Dizziness 26 32 49 13
  Somnolence 20 28 36 12
  Ataxia 9 17 31 5
  Nystagmus 7 20 26 5
  Abnormal gait 5 10 17 1
  Insomnia 4 2 3 1
  Tremor 3 8 16 5
  Nervousness 2 4 2 1
  Agitation 1 1 2 1
  Abnormal coordination 1 3 2 1
  Abnormal EEG 0 0 2 0
  Speech disorder 1 1 3 0
  Confusion 1 1 2 1
  Cranial injury NOS 1 0 2 1
  Dysmetria 1 2 3 0
  Abnormal thinking 0 2 4 0

 Respiratory system
  Rhinitis 2 4 5 4

 Skin and appendages
  Acne 1 2 2 0

 Special senses
  Diplopia 14 30 40 5
  Vertigo 6 12 15 2
  Abnormal vision 6 14 13 4
  Abnormal accommodation 0 0 2 0

   Oxcarbazepine tablets dosage (mg/day)
 Body system/ Adverse Oxcarbazepine   Oxcarbazepine 
 reaction 2400 mg/day N = 86 % 300 mg/day N = 86 %
 Body as a whole
  Fatigue 21 5
  Fever 3 0
  Allergy 2 0
  Generalized edema 2 1
  Chest pain 2 0

 Digestive system
  Nausea 22 7
  Vomiting 15 5
  Diarrhea 7 5
  Dyspepsia 6 1
  Anorexia 5 3
  Abdominal pain 5 3
  Dry mouth 3 0
  Hemorrhage rectum 2 0
  Toothache 2 1

 Hemic and lymphatic system
  Lymphadenopathy 2 0

 Infections and infestations
  Viral infection 7 5
  Infection 2 0

 Metabolic and nutritional disorders
  Hyponatremia 5 0
  Thirst 2 0

 Nervous system
  Headache 31 15
  Dizziness 28 8
  Somnolence 19 5
  Anxiety 7 5
  Ataxia 7 1
  Confusion 7 0
  Nervousness 7 0
  Insomnia 6 3
  Tremor 6 3
  Amnesia 5 1
  Aggravated convulsions 5 2
  Emotional lability 3 2
  Hypoesthesia 3 1
  Abnormal coordination 2 1
  Nystagmus 2 0
  Speech disorder 2 0

 Respiratory system
  Upper respiratory tract infection 10 5
  Coughing 5 0
  Bronchitis 3 0
  Pharyngitis 3 0 

 Skin and appendages
  Hot flushes 2 1
  Purpura 2 0

 Special senses
  Abnormal vision 14 2
  Diplopia 12 1
  Taste perversion 5 0
  Vertigo 3 0
  Earache 2 1
  Ear infection NOS 2 0

 Urogenital and reproductive system
  Urinary tract infection 5 1
  Micturition frequency 2 1
  Vaginitis 2 0

 Body system/Adverse reaction Oxcarbazepine  Placebo
   N = 55 % N = 49 %
 Body as a whole
  Falling down NOS 4 0

 Digestive system
  Nausea 16 12
  Diarrhea 7 2
  Vomiting 7 6
  Constipation 5 0
  Dyspepsia 5 4

 Musculoskeletal system
  Back pain 4 2

 Nervous system
  Dizziness 22 6
  Headache 13 10
  Ataxia 5 0
  Nervousness 5 2
  Amnesia 4 2
  Abnormal coordination 4 2
  Tremor 4 0

 Respiratory system
  Upper respiratory tract infection 7 0
  Epistaxis 4 0
  Infection chest 4 0
  Sinusitis 4 2

 Skin and appendages
  Rash 4 2

 Special senses
  Vision abnormal 4 0

 Body system/ Adverse reaction Oxcarbazepine  Placebo
   N = 171 % N = 139 %
 Body as a whole
  Fatigue 13 9
  Allergy 2 0
  Asthenia 2 1

 Digestive system
  Vomiting 33 14
  Nausea 19 5
  Constipation 4 1
  Dyspepsia 2 0

 Nervous system
  Headache 31 19
  Somnolence 31 13
  Dizziness 28 8
  Ataxia 13 4
  Nystagmus 9 1 
  Emotional lability 8 4
  Abnormal gait 8 3
  Tremor 6 4
  Speech disorder 3 1
  Impaired concentration 2 1
  Convulsions 2 1
  Involuntary muscle contractions 2 1

 Respiratory system
  Rhinitis 10 9
  Pneumonia 2 1

 Skin and appendages
  Bruising 4 2
  Increased sweating 3 0

 Special senses
  Diplopia 17 1
  Abnormal vision 13 1
  Vertigo 2 0

 Trial Treatment group  Baseline median Median %
    N seizure rate* reduction

1 1(pediatrics) Oxcarbazepine  136 12.5 34.8
        Placebo 128 13.1 9.4

1 2 (adults) Oxcarbazepine  2400 mg/day 174 10.0 49.9
1   Oxcarbazepine 1200 mg/day 177 9.8 40.2
1   Oxcarbazepine  600 mg/day 168 9.6 26.4

        Placebo 173 8.6 7.6

  From To
 Weight in kg Dose (mg/day) Dose (mg/day)
 20 600 900
 25 900 1200 
 30 900 1200 
 35 900 1500
 40 900 1500
 45 1200 1500 
 50 1200 1800 
 55 1200 1800 
 60 1200 2100 
 65 1200 2100 
 70 1500 2100

     Influence of Influence of AED
     oxcarbazepine on MHD
     on AED concentration
     concentration (mean change,
    Oxcarbazepine (mean change, 90% confidence
 AED Dose of AED tablets dose 90% confidence interval)
 coadministered (mg/day) (mg/day) interval)

1
 Carbamazepine 400-2000 900 nc  40% decrease
      [CI: 17% decrease,
      57% decrease]

 Phenobarbital 100-150 600-1800 14% increase 25% decrease
     [CI: 2% increase, [CI: 12% decrease,
     24% increase]  51% decrease]

1,2 Phenytoin 250-500 600-1800 nc  up to 40% 30% decrease
3    > 1200-2400  increase  [CI: [CI: 3% decrease,

     12%increase, 48% decrease]
     60% increase]

1
 Valproic acid 400-2800 600-1800 nc  18% decrease
      [CI: 13%decrease,
      40% decrease]

1 1
 Lamotrigine 200 1200 nc  nc
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