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aNDA 77-563
Food and Drug Adminisbanbn
Rockville MD Z08S/

APR I e 2m0
Aunilant pharmaceuticals, fnc.
Attention: Rajan Enbran

Director, ReguLatory Affairs
207 Ki ley Dr ive
Sal isbury,  MD 21901

Dear  $ i r :

This is in reference to your abbreviated new drug application(AlmA) dated February 3/ 200s, submitteJ pursuant to section505(i) of the Federar Food,, Drugr and cosrnetic Act (the Act),for cyclobenzaprine Hydrochr-oride Tabtets u$p, 5 mg and. 10 mg.

Reference is 
11=o rnade to your anrendments dated NIay 27, ,June 3,and December 1's, 200s; and February ra, 

-and 
March r,0, 2006.

we have cornlrreted the review of this AITDA and have coneludedthat the drug is safe and. effective for use as recoffirended inthe subrnitted labering, Accordingry the nirrDA iE approved. TheDivision of Bioeguivarence has deiermined your cyclobenzaprineHydrochloride Tablets USp, S_Tn and rO mf, to be bioequivalentand, therefors' therapeutical ly equivaletrt to the l ieied, drug(FlexeriL Tablets, 5 mg and. 10-*g,- .u"p*"t ively, of McNeilconsumer and specialty pharmaceuticarsj .  your d,issorutiontesting should be incorporated into the stabil i ty and quali tycontrol program usi-ng the same method propo-*a-ii i""*r-appl icat ion,

Under section 506A of the Act, certain changes in the condit ionsdescribed in this ANDA require an approved supprernentarapplication before the change may be-made.

Post-marketinq reporting requirernents for this AIIDA are setfo r th  i n  2 r -  c i n  g r .a .e0 -g r  and  3 r .4 ,9g ,  The  o f f i ce  o f  Gener i c

l; l3="::ould 
be advised of anv change in the markerins srarus of

w  u y .
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and Research

Promo'tional materiars may be subrnitted to FDA for comment priorto pubrication oc dissemination. pl_ease note that thesesubrnissions are voluntary- rf you desi_re comments on proposedLaunch prornotionar materials wtlrr r*=p**i ro cornpriance withapplicable regulatory requr.rements, wb recommend you submit, indraft or rnock-'rF form, two copies of both the prornotionai.
materials and packag:e insert(s) directly to:

Food and Drug- Adninistration
Center for Drug Evaluation and, Research
Division of, Drug Marketiag, Advertising, and. Conrnunications
5901-8 AmmendaLe Road
Be l t sv i l l e ,  MD 2070S

We cal, l  your attention to 21 CFR 314,g1 (b) (3) which reqrr5.resthat al l  promotionar hateriars be submitted, to the Division ofDrug Marketingi, Advertising, and. cornnrunications with a completed_Forrn FDA 2zs3 at the t ime of their init iar use.

Director
office of Generic Drugs
Center for Drug Evaluation

ly yours,

Buehl-er


