COUMADIN (warfarin sodium) Tablets & Injection

[May 3, 2002: Bristol-Myers Squibb Pharma]

WARNINGS

Lactation: 

Based on very limited published data, warfarin has not been detected in the breast milk of mothers treated with warfarin. The same limited published data reports that some breast-fed infants, whose mothers were treated with warfarin, had neither detectable warfarin in their plasma, nor clinically significant changes in coagulation tests had prolonged prothrombin times, although not as prolonged as those of the mothers. The decision to breast-feed should be undertaken only after careful consideration of the available alternatives. Women who are breast-feeding and anticoagulated with warfarin should be very carefully monitored so that recommended PT/INR values are not exceeded. Although warfarin was not detected in the plasma of the breast-fed infants, the possibility of an anticoagulant effect by warfarin cannot be excluded. It is prudent to perform coagulation tests and to evaluate Vitamin K status in on infants at risk for bleeding tendencies before advising women taking warfarin to breast-feed.

PRECAUTIONS

EXOGENOUS FACTORS: table

INCREASED PT/INR response:

Specific Drugs Reported list was amended as follows:

Added "atorvastatin†" and "pravastatin†"

The footnote "†" is defined as "Increased and decrased PT/INR responses have been reported."

Added "miconazole (intravaginal, systemic) "

EXOGENOUS FACTORS: table

INCREASED PT/INR response:

Potential drug interactions with COUMADIN are listed below by drug class and by specific drugs.

Classes of Drugs 

Added "Fungal Medications, Intravaginal, Systemic†"

Botanical (Herbal) Medicines

Second paragraph; first bullet revised to read:

Bromelains, danshen, dong quai (Angelica sinensis), garlic, and Ginkgo biloba, and ginseng are associated most often with an INCREASE in the effects of COUMADIN.

Information for Patients

Do not take or discontinue any other medication, including salicylates (e.g., aspirin and topical analgesics), other over-the-counter medications, and botanical (herbal) products (e.g., bromelains, coenzyme Q10, danshen, dong quai, garlic, Ginkgo biloba, ginseng and St. John’s wort) except on advice of the physician.

