
DEPART T OF WEALTH AND UMAM SERVICES 

Foad and Drug Administration 

~@ter~~~at~~~ That Azathioprine 25-Milligram T&let Was Not Withdraws From Saks 

for Reasons of Safety or EfYectiveness 

AGENCY: Food an Drug Ad~nis~ati~~, I3I-B. 

ACTION: Notice. 

~~~~~~~: The Food and Drug Administration (FDA) is a~~unc~ng its determinati.ion 

ne Z~-~~~i~arn ~mg) tablet (fmuran) was not withdrawn fram safe for reasons Of safe 

or effe~tive~ess. This dete~nation will albw FDA to approve abbreviated new drug app~cati~ns 

DAs) for a~athioprine 25mg tablets. 

ER IN~~R~ATI~N CONTACT: fhrd E. Drew, Center for Drug Evaluation and Research 

ood and Drug Ad~~s~ati~~, 5600 Fishers Lane, Roekville, MD 20857,3QX-596 

Y ~N~UR~ATI~N~ In 1984, Congress enacted the Drug Rice Competitiun and Patent 

Term ~est~ra~~n Act of 1984 (Public Law 98-417) (the 1984 ~en~e~ts), whieh au 

the approval of dupficate versions of drug products ved under an ANDA procedure. A 

sponsors must, with certain exceptions, show that e drug fcx which th are seeking approval 

~~~t~ns the same active ingredient in the same strength and dosage form as 

of the drug that was previously approved under a new dnrg applicative ( 

onsors of ANDAs do not have to repeat the extensive clinical testing otherwise necessary to 

A. The unly clinical data required in an ANZ3A are data to s 

the drug that is the subject of e ANDA is bi~e~u~va~ent to the listed drug. 
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e 1984 e~dm~nts include what is now section 505(j)(7) of the Federal p;Ood, Drug, an 

Cosmetic Act (2 )(7)), which requires 

A publishes this list as part of the “Approved Drug Products With Therapeutic ~~uiva~en~e 

va~uati~ns,‘~ which is generally known as the “O range Book.“’ Under A regu~at~~ns~ drugs are 

w i wn from the Iist if the agency w i~draws or suspends approval o the drug’s NDA or A 

for reasons of safety or effectiveness, or if A determines that the listed drug was w ithdrawn 

fr~rn sale for reasons of safety or effectiveness (21 CFR 314X2). eguliations also provide that 

agency must make a dete~nati~n as to whether a fiste drug was w i~drawn from sale for 

reasons of safe or effusiveness before an ANDA that refers to that fisted d[nrg may 

l(a)~l) (21 3~4.~6l(a)(l))). FDA may not approve an ANDA at does not refer 

to a Zisted drug. 

On August 31,200 , AA1 International sub~tted a citizen petition (Docket No. CUP-03 

Cal) under 21 CT;R 10.30 to A requesting that the agency determine w ether azathioprine 2% 

mg tablet was w i drawn from sale for reasons of safety or effectiveness. Aza~~p~n~ 25-m 

e subject of PJDA 016-324. FDA approved MDA 16324, currently held by ~~rn~~e~s 

Lab~rat~~es, Inc. (~~rne~eus)~ on March 21) 1980. FDA has determined that a~athi~p~ne 25- 

mg tablet was w i~~awn from safe. 

A has reviewed its records and, under 6 314,161, has determined that aza~up~ne 25-mg 

tablet was not wi~~awn from sale for reasons of safety or effectiveness. A~~~rd~~g~y, the agency 

w ill continue to list aza vprine 25mg tabfet in the ~~~isc~nt~ued Drug Product List” section 
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