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Tell your healthcare provider about all the medicines you 
take, including prescription and non-prescription medicines, 
vitamins, and herbal supplements.
Taking DILANTIN with certain other medicines can cause side 
effects or affect how well they work.  Do not start or stop other 
medicines without talking to your healthcare provider.
Know the medicines you take.  Keep a list of them and show it 
to your healthcare provider and pharmacist when you get a new 
medicine.  
How should I take DILANTIN?

•	 Take DILANTIN exactly as prescribed.  Your healthcare 
provider will tell you how much DILANTIN to take.

•	 Your healthcare provider may change your dose.  Do not 
change your dose of DILANTIN without talking to your 
healthcare provider.

•	 DILANTIN can cause overgrowth of your gums.  Brushing 
and flossing your teeth and seeing a dentist regularly 
while taking DILANTIN can help prevent this.

•	 If you take too much DILANTIN, call your healthcare 
provider or local Poison Control Center right away.

•	 Do not stop taking DILANTIN without first talking to your 
healthcare provider.  Stopping DILANTIN suddenly can 
cause serious problems.  

What should I avoid while taking DILANTIN?
•	 Do not drink alcohol while you take DILANTIN without 

first talking to your healthcare provider. Drinking alcohol 
while taking DILANTIN may change your blood levels of 
DILANTIN which can cause serious problems. 

•	 Do not drive, operate heavy machinery, or do other 
dangerous activities until you know how DILANTIN 
affects you.  DILANTIN can slow your thinking and motor 
skills.

What are the possible side effects of DILANTIN?
See “What is the most important information I should know 
about DILANTIN?”
DILANTIN may cause other serious side effects including:

•	 Softening of your bones (osteopenia, osteoporosis, and 
osteomalacia).  This can cause broken bones.

Call your healthcare provider right away, if you have any of 
the symptoms listed above.
The most common side effects of DILANTIN include: 

•	 problems with walking and coordination
•	 slurred speech
•	 confusion
•	 dizziness
•	 trouble sleeping
•	 nervousness
•	 tremor 
•	 headache
•	 nausea
•	 vomiting
•	 constipation
•	 rash

These are not all the possible side effects of DILANTIN.  For 
more information, ask your healthcare provider or pharmacist.  
Tell your healthcare provider if you have any side effect that 
bothers you or that does not go away.

Call your doctor for medical advice about side effects.  You 
may report side effects to FDA at 1-800-FDA-1088.
How should I store DILANTIN?

•	 Store DILANTIN INFATABS at room temperature between 
68°F to 77°F (20°C to 25°C). Protect from moisture.

•	 Store DILANTIN Capsules at room temperature between 
68°F to 77°F (20°C to 25°C) in tight, light-resistant 
containers.  Protect from moisture.

Keep DILANTIN and all medicines out of the reach of children. 
General information about DILANTIN
Medicines are sometimes prescribed for purposes other than 
those listed in a Medication Guide.  Do not use DILANTIN for a 
condition for which it was not prescribed.  Do not give DILANTIN 
to other people, even if they have the same symptoms that you 
have.  It may harm them. 
This Medication Guide summarizes the most important 
information about DILANTIN.  If you would like more information, 
talk with your healthcare provider.  You can ask your healthcare 
provider or pharmacist for information about DILANTIN that 
was written for healthcare professionals.  
For more information about DILANTIN, visit http://www.pfizer.com 
or call 1‑800‑438‑1985.
What are the ingredients in DILANTIN?
Tablet
Each tablet is a yellow triangular scored chewable tablet.
Active ingredient: 50 mg phenytoin 
Inactive ingredients: D & C yellow No.  10, A1 lake, FD&C 
yellow No. 6, flavor, saccharin sodium, sucrose, talc, and other 
ingredients.  
Extended Oral Capsule
Dilantin 30mg: Each capsule contains a white powder.  The small 
pale pink opaque cap has “PD” imprinted in black ink and the 
white, opaque body has “Dilantin 30 mg” printed in black ink.
Active ingredient: 30 mg phenytoin sodium 
Inactive ingredients: lactose monohydrate, confectioner’s sugar, 
talc, and magnesium stearate.  The capsule shell cap and body 
contain Titanium Dioxide (cap and body); gelatin (cap and body); 
D&C yellow No. 10 (cap); FD&C red No. 3 (cap).
Dilantin 100mg: Each capsule contains a white powder.  The 
medium orange cap has “PD” imprinted in black ink and the 
white, opaque body has “DILANTIN” over “100 mg” printed in 
black ink.
Active ingredient: 100 mg phenytoin sodium 
Inactive ingredients: lactose monohydrate, confectioner’s sugar, 
talc, and magnesium stearate.  The capsule body contains 
titanium dioxide and gelatin.  The capsule cap contains FD&C 
red No. 28, FD&C yellow No. 6, and gelatin.  
This Medication Guide has been approved by the U.S. Food and 
Drug Administration.  
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hematologic, dermatologic, hypersensitivity, or hepatic reactions.  These symptoms 
may include, but are not limited to, fever, sore throat, rash, ulcers in the mouth, easy 
bruising, lymphadenopathy and petechial or purpuric hemorrhage, and in the case of 
liver reactions, anorexia, nausea/vomiting, or jaundice.  The patient should be advised 
that, because these signs and symptoms may signal a serious reaction, that they must 
report any occurrence immediately to a physician.  In addition, the patient should 
be advised that these signs and symptoms should be reported even if mild or when 
occurring after extended use.  
Patients should also be cautioned on the use of other drugs or alcoholic beverages 
without first seeking the physician’s advice.  
The importance of good dental hygiene should be stressed in order to minimize the 
development of gingival hyperplasia and its complications.
Patients, their caregivers, and families should be counseled that AEDs, including 
Dilantin, may increase the risk of suicidal thoughts and behavior and should be advised 
of the need to be alert for the emergence or worsening of symptoms of depression, any 
unusual changes in mood or behavior, or the emergence of suicidal thoughts, behavior, 
or thoughts about self-harm. Behaviors of concern should be reported immediately to 
healthcare providers.
Patients should be encouraged to enroll in the North American Antiepileptic Drug 
(NAAED) Pregnancy Registry if they become pregnant. This registry is collecting 
information about the safety of antiepileptic drugs during pregnancy. To enroll, patients 
can call the toll free number 1-888-233-2334 (see PRECAUTIONS: Pregnancy section). 
Do not use capsules which are discolored.
Laboratory Tests: Phenytoin serum level determinations may be necessary to achieve 
optimal dosage adjustments.  Phenytoin doses are usually selected to attain therapeutic 
plasma total phenytoin concentrations of 10 to 20 µg/mL (unbound phenytoin 
concentrations of 1 to 2 µg/mL).
Drug Interactions: Phenytoin is extensively bound to serum plasma proteins and is 
prone to competitive displacement. Phenytoin is metabolized by hepatic cytochrome 
P450 enzymes CYP2C9 and CYP2C19, and is particularly susceptible to inhibitory drug 
interactions because it is subject to saturable metabolism. Inhibition of metabolism 
may produce significant increases in circulating phenytoin concentrations and enhance 
the risk of drug toxicity. Phenytoin is a potent inducer of hepatic drug-metabolizing 
enzymes.  Serum level determinations for phenytoin are especially helpful when possible 
drug interactions are suspected. 
The most commonly occurring drug interactions are listed below:
Note:  The list is not intended to be inclusive or comprehensive.  Individual drug package 
inserts should be consulted.
Drugs that affect phenytoin concentrations:
•	 Drugs that may increase phenytoin serum levels, include: acute alcohol intake, 

amiodarone, anti-epileptic agents (ethosuximide, felbamate, oxcarbazepine, 
methsuximide, topiramate), azoles (fluconazole, ketoconazole, itraconazole, 
voriconazole), capecitabine, chloramphenicol, chlordiazepoxide, diazepam, 
disulfiram, estrogens, fluorouracil, fluoxetine, fluvastatin, fluvoxamine, 
H2-antagonists (e.g. cimetidine), halothane, isoniazid, methylphenidate, 
omeprazole, phenothiazines, salicylates, sertraline, succinimides, sulfonamides 
(e.g., sulfamethizole, sulfaphenazole, sulfadiazine, sulfamethoxazole-trimethoprim), 
ticlopidine, tolbutamide, trazodone, and warfarin. 

•	 Drugs that may decrease phenytoin levels, include: anticancer drugs usually in 
combination (e.g.,  bleomycin, carboplatin, cisplatin, doxorubicin, methotrexate) 
carbamazepine, chronic alcohol abuse, folic acid, fosamprenavir, nelfinavir, 
reserpine, ritonavir, St. John’s Wort, sucralfate, and vigabatrin. 

•	 Administration of phenytoin with preparations that increase gastric pH (e.g., 
supplements or antacids containing calcium carbonate, aluminum hydroxide, and 
magnesium hydroxide) may affect the absorption of phenytoin. In most cases where 
interactions were seen, the effect is a decrease in phenytoin levels when the drugs 
are taken at the same time. When possible, phenytoin and these products should not 
be taken at the same time of day.

•	 Drugs that may either increase or decrease phenytoin serum levels, include: 
phenobarbital, sodium valproate, and valproic acid. Similarly, the effect of phenytoin 
on phenobarbital, valproic acid, and sodium valproate serum levels is unpredictable. 

•	 The addition or withdrawal of these agents in patients on phenytoin therapy may 
require an adjustment of the phenytoin dose to achieve optimal clinical outcome.

Drugs affected by phenytoin: 
•	 Drugs that should not be coadministered with phenytoin: Delavirdine (see 

CONTRAINDICATIONS).
•	 Drugs whose efficacy is impaired by phenytoin include: azoles (fluconazole, 

ketoconazole, itraconazole, voriconazole, posaconazole), corticosteroids, 
doxycycline, estrogens, furosemide, irinotecan, oral contraceptives, paclitaxel, 
paroxetine, quinidine, rifampin, sertraline, teniposide, theophylline, and vitamin D.

•	 Increased and decreased PT/INR responses have been reported when phenytoin is 
coadministered with warfarin.

•	 Phenytoin decreases plasma concentrations of certain HIV antivirals (efavirenz, 
lopinavir/ritonavir, indinavir, nelfinavir, ritonavir, saquinavir), anti-epileptic agents 
(felbamate, topiramate, oxcarbazepine, quetiapine) atorvastatin, cyclosporine, 
digoxin, fluvastatin, folic acid, mexiletine, nisoldipine, praziquantel, and simvastatin.  

•	 Phenytoin when given with fosamprenavir alone may decrease the concentration of 
amprenavir, the active metabolite. Phenytoin when given with the combination of 
fosamprenavir and ritonavir may increase the concentration of amprenavir.

•	 Resistance to the neuromuscular blocking action of the non-depolarizing 
neuromuscular blocking agents pancuronium, vecuronium, rocuronium, and 
cisatracurium has occurred in patients chronically administered phenytoin. Whether 
or not phenytoin has the same effect on other non‑depolarizing agents is unknown. 
Patients should be monitored closely for more rapid recovery from neuromuscular 
blockade than expected, and infusion rate requirements may be higher.

•	 The addition or withdrawal of phenytoin during concomitant therapy with these 
agents may require adjustment of the dose of these agents to achieve optimal 
clinical outcome.

Drug Enteral Feeding/Nutritional Preparations Interaction: Literature reports suggest 
that patients who have received enteral feeding preparations and/or related nutritional 
supplements have lower than expected phenytoin plasma levels. It is therefore suggested 
that phenytoin not be administered concomitantly with an enteral feeding preparation. 
More frequent serum phenytoin level monitoring may be necessary in these patients.
Drug/Laboratory Test Interactions: Phenytoin may decrease serum concentrations of 
T4. It may also produce lower than normal values for dexamethasone or metyrapone 
tests. Phenytoin may cause increased serum levels of glucose, alkaline phosphatase, 
and gamma glutamyl transpeptidase (GGT).
Care should be taken when using immunoanalytical methods to measure plasma 
phenytoin concentrations.
Carcinogenesis: See WARNINGS section for information on carcinogenesis.
Pregnancy:  Pregnancy Category D; See WARNINGS section.
To provide information regarding the effects of in utero exposure to Dilantin, physicians 
are advised to recommend that pregnant patients taking Dilantin enroll in the NAAED 

Pregnancy Registry. This can be done by calling the toll free number 1-888-233-2334, 
and must be done by patients themselves. Information on the registry can also be found 
at the website http://www.aedpregnancyregistry.org/.
Nursing Mothers: Infant breast-feeding is not recommended for women taking this drug 
because phenytoin appears to be secreted in low concentrations in human milk.
Pediatric Use: See DOSAGE AND ADMINISTRATION section.
Geriatric Use:  Phenytoin clearance tends to decrease with increasing age (see 
CLINICAL PHARMACOLOGY: Special Populations).
ADVERSE REACTIONS
Body as a Whole: Allergic reactions in the form of rash and rarely more serious forms 
(see Skin and Appendages paragraph below) and DRESS (see WARNINGS) have been 
observed.  Anaphylaxis has also been reported.  
There have also been reports of coarsening of facial features, systemic lupus 
erythematosus, periarteritis nodosa, and immunoglobulin abnormalities.
Nervous System: The most common manifestations encountered with phenytoin 
therapy are referable to this system and are usually dose-related. These include 
nystagmus, ataxia, slurred speech, decreased coordination, somnolence, and mental 
confusion. Dizziness, insomnia, transient nervousness, motor twitchings, paresthesias, 
and headaches have also been observed. There have also been rare reports of phenytoin 
induced dyskinesias, including chorea, dystonia, tremor, and asterixis, similar to those 
induced by phenothiazine and other neuroleptic drugs.
A predominantly sensory peripheral polyneuropathy has been observed in patients 
receiving long-term phenytoin therapy.
Digestive System: Nausea, vomiting, constipation, enlargement of the lips, gingival 
hyperplasia, toxic hepatitis, and liver damage.
Skin and Appendages: Dermatological manifestations sometimes accompanied by fever 
have included scarlatiniform or morbilliform rashes. A morbilliform rash (measles-like) 
is the most common; other types of dermatitis are seen more rarely. Other more serious 
forms which may be fatal have included bullous, exfoliative or purpuric dermatitis, 
Stevens-Johnson syndrome, and toxic epidermal necrolysis (see WARNINGS section).  
There have also been reports of hypertrichosis.
Hematologic and Lymphatic System: Hematopoietic complications, some fatal, have 
occasionally been reported in association with administration of phenytoin. These 
have included thrombocytopenia, leukopenia, granulocytopenia, agranulocytosis, and 
pancytopenia with or without bone marrow suppression. While macrocytosis and 
megaloblastic anemia have occurred, these conditions usually respond to folic acid 
therapy. Lymphadenopathy including benign lymph node hyperplasia, pseudolymphoma, 
lymphoma, and Hodgkin’s disease have been reported (see WARNINGS section).
Special Senses: Altered taste sensation including metallic taste.
Urogenital: Peyronie’s disease
OVERDOSAGE
The lethal dose in pediatric patients is not known. The lethal dose in adults is estimated 
to be 2 to 5 grams. The initial symptoms are nystagmus, ataxia, and dysarthria. Other 
signs are tremor, hyperreflexia, lethargy, slurred speech, nausea, vomiting. The patient 
may become comatose and hypotensive. Death is due to respiratory and circulatory 
depression. 
There are marked variations among individuals with respect to phenytoin plasma levels 
where toxicity may occur. Nystagmus, on lateral gaze, usually appears at 20 mcg/mL, 
ataxia at 30 mcg/mL; dysarthria and lethargy appear when the plasma concentration is 
over 40 mcg/mL, but as high a concentration as 50 mcg/mL has been reported without 
evidence of toxicity. As much as 25 times the therapeutic dose has been taken to result 
in a serum concentration over 100 mcg/mL with complete recovery.
Treatment: Treatment is nonspecific since there is no known antidote.
The adequacy of the respiratory and circulatory systems should be carefully observed 
and appropriate supportive measures employed. Hemodialysis can be considered since 
phenytoin is not completely bound to plasma proteins. Total exchange transfusion has 
been used in the treatment of severe intoxication in pediatric patients.
In acute overdosage, the possibility of other CNS depressants, including alcohol, should 
be borne in mind.
DOSAGE AND ADMINISTRATION
Serum concentrations should be monitored in changing from Dilantin (extended 
phenytoin sodium capsules, USP) to Prompt Phenytoin Sodium Capsules, USP, and 
from the sodium salt to the free acid form.
Dilantin (extended phenytoin sodium capsules, USP) are formulated with the sodium 
salt of phenytoin.  The free acid form of phenytoin is used in Dilantin-125 Suspension 
and Dilantin Infatabs.  Because there is approximately an 8% increase in drug content 
with the free acid form over that of the sodium salt, dosage adjustments and serum level 
monitoring may be necessary when switching from a product formulated with the free 
acid to a product formulated with the sodium salt and vice versa.
General: Dosage should be individualized to provide maximum benefit. In some cases, 
serum blood level determinations may be necessary for optimal dosage adjustments—
the clinically effective serum level is usually 10–20 mcg/mL. With recommended 
dosage, a period of seven to ten days may be required to achieve steady-state blood 
levels with phenytoin and changes in dosage (increase or decrease) should not be 
carried out at intervals shorter than seven to ten days.
Adult Dosage:
Divided daily dosage: Patients who have received no previous treatment may be 
started on one 100-mg Dilantin (extended phenytoin sodium capsule, USP) three times 
daily and the dosage then adjusted to suit individual requirements. For most adults, 
the satisfactory maintenance dosage will be one capsule three to four times a day. An 
increase up to two capsules three times a day may be made, if necessary.
Once-a-day dosage: In adults, if seizure control is established with divided doses of 
three 100-mg Dilantin (extended phenytoin sodium capsules, USP) daily, once-a-day 
dosage with 300 mg of  Dilantin (extended phenytoin sodium capsules, USP) may be 
considered.  Studies comparing divided doses of 300 mg with a single daily dose of this 
quantity indicated absorption, peak plasma levels, biologic half-life, difference between 
peak and minimum values, and urinary recovery were equivalent. Once-a-day dosage 
offers a convenience to the individual patient or to nursing personnel for institutionalized 
patients and is intended to be used only for patients requiring this amount of drug daily. 
A major problem in motivating noncompliant patients may also be lessened when the 
patient can take this drug once a day. However, patients should be cautioned not to miss 
a dose, inadvertently.
Only Dilantin (extended phenytoin sodium capsules, USP) are recommended for once-a-
day dosing. Inherent differences in dissolution characteristics and resultant absorption 
rates of phenytoin due to different manufacturing procedures and/or dosage forms 
preclude such recommendation for other phenytoin products. When a change in the 
dosage form or brand is prescribed, careful monitoring of phenytoin serum levels 
should be carried out. 
Loading dose: Some authorities have advocated use of an oral loading dose of 
phenytoin in adults who require rapid steady-state serum levels and where intravenous 
administration is not desirable.  This dosing regimen should be reserved for patients 
in a clinic or hospital setting where phenytoin serum levels can be closely monitored. 

Patients with a history of renal or liver disease should not receive the oral loading 
regimen.
Initially, one gram of Dilantin (extended phenytoin sodium capsules, USP) is divided into 
three doses (400 mg, 300 mg, 300 mg) and administered at two-hour intervals. Normal 
maintenance dosage is then instituted 24 hours after the loading dose, with frequent 
serum level determinations.
Dosing in Special Populations
Patients with Renal or Hepatic Disease: Due to an increased fraction of unbound 
phenytoin in patients with renal or hepatic disease, or in those with hypoalbuminemia, 
the interpretation of total phenytoin plasma concentrations should be made with caution. 
Unbound phenytoin concentrations may be more useful in these patient populations.  
Elderly Patients: Phenytoin clearance is decreased slightly in elderly patients and lower 
or less frequent dosing may be required.
Pediatric: Initially, 5 mg/kg/day in two or three equally divided doses, with subsequent 
dosage individualized to a maximum of 300 mg daily. A recommended daily maintenance 
dosage is usually 4 to 8 mg/kg. Children over 6 years old and adolescents may require 
the minimum adult dose (300 mg/day).
HOW SUPPLIED
30 mg Dilantin- (extended phenytoin sodium capsule, USP)
A size 4 hemispherical Coni-Snap capsule with a white opaque body and pale pink 
opaque cap containing a white powder. Capsule is imprinted with black rectified radial 
print, “PD” on cap and “Dilantin 30 mg” on body.
100’s (NDC 0071-3740-66)
100 mg Dilantin-100 mg (extended phenytoin sodium capsule, USP)
Hard, filled No. 3 capsules containing a white powder. The medium orange cap having 
“PD” printed in black ink and the white, opaque body having “DILANTIN” over “100 mg” 
printed in black ink.
100’s (NDC 0071-0369-24)
1,000’s (NDC 0071-0369-32)
Unit Dose 100’s (NDC 0071-0369-40)
Store at 20-25oC (68-77oF) [See USP Controlled Room Temperature]. Preserve in 
tight, light-resistant containers. Protect from moisture.
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This label may not be the latest approved by FDA.  
For current labeling information, please visit https://www.fda.gov/drugsatfda  
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