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Impax requested that the Agency withdraw approval of Budeprion XL mg extended-release tablets. The FDA action
comes five years after patients complained of headaches and returning depression after switching from brand-name
Wellbutrin XL to Teva's generic version. Bioequivalence means the generic drug's rate and extent of absorption do not
show a significant difference from the branded drug's rate and extent of absorption. The Federal Circuit's Berkheimer
Ruling: Cooperman's for-profit company, the ConsumerLab web site, tests nutritional supplements and generic drugs for
potency and accurate labeling. The Agency does not have the resources to perform independent clinical studies and lacks
the regulatory authority to require industry to conduct such studies. In a recently revised generic drugs fact sheet on its
web site, the agency notes: They only have to show, usually in a small number of healthy volunteers, that their drugs
deliver the same active ingredients in the same way as brand-name drugs. Teva and Impax Laboratories, which makes
the drug for Teva, have recalled the drug. This methodology was based on FDA's guidance at the time the products were
approved. Therapeutically equivalent drugs generally may be substituted for each other with the expectation that the
substituted product will produce the same clinical effect and safety profile when used according to the labeling.
Testimonials Cookies Disclaimer Privacy policy.Jul 17, - After five years of arm-wrestling the FDA, we learned that the
agency would request removal of Budeprion XL and some other generic bupropion products. At long last the (felt like
withdrawal; like I wasn't even taking it) I realized that is the only change and symptoms started a day after the change..
Oct 3, - Based on data submitted by Watson, FDA has determined that that company's generic bupropion HCl ER mg
tablet product is not therapeutically equivalent to Wellbutrin XL mg. Watson has agreed to voluntarily withdraw this
product from the distribution chain. Also, FDA has changed the. Oct 16, - Based on data submitted by Watson
Pharmaceuticals Inc. ("Watson") (recently merged with Actavis Inc. ("Actavis")), FDA announced last week that
Watson's generic bupropion hydrochloride ("HCl") extended-release ("ER") mg tablet product is not therapeutically
equivalent to Wellbutrin XL mg. Epileptic seizures are the most important adverse effect of bupropion. A high incidence
of seizures was responsible for the temporary withdrawal of the drug from the market between and The risk of seizure is
strongly dose-dependent, but also dependent on the preparation. The sustained-release preparation is. Oct 3, - The FDA
is withdrawing approval of the highest-strength generic version of the antidepressant Wellbutrin, marketed by a unit of
Teva Pharmaceuticals, after tests showed it didn't work as well as the brand-name drug. Aug 18, - Side effects and
Withdrawal Symptoms. WELLBUTRIN is an atypical antidepressant. Bupropion, (generic name), is also prescribed as a
smoking cessation medication, marketed as Zyban. Seizures are the most controversial side effect of WELLBUTRIN,
and were responsible for its removal from the market. Oct 4, - FDA spokesperson Sandy Walsh stressed that this is not a
recall, which is typically done when a drug is unsafe. "This is a voluntary market withdraw by the company for a drug
that may not work well for some people. It is one type of generic Wellbutrin XL in the mg strength only, made by Teva.
This does. Nov 29, - In general, withdrawal from Wellbutrin or a generic form of buproprion can start any time you miss
a dose or after the effects of your last dose have Week Wellbutrin withdrawal: It is possible that you gain weight in the
first three to four weeks after you stop taking Wellbutrin. FDA: Medication Guide. The withdrawal does not apply to the
Impax/Teva Budeprion mg product or generic bupropion products made by other drug makers. Budeprion XL mg is
manufactured by Impax Laboratories and is marketed by Teva Pharmaceuticals USA. The FDA has approved 5 generic
versions of Wellbutrin XL mg. Oct 6, - Here it is more than four years later, and the U.S. Food and Drug Administration
(FDA) finally agrees with the independent analysis, the Graedons, and the hundreds of people who've complained about
the efficacy of Budeprion XL. How many thousands of people took generic Wellbutrin with little positive.
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