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DEPARTMENT OF HEALTH & HUMAN SERVICES

ANDA 11  _9 IB

C a r l s b a d  T e c h n o l o g y  I n c .
A t t e n t i o n :  L a n i e  H a r r i n g t o n ,  R A C

S u p e r v _ i s o r ,  R e g u l a t o r y
5 9 2 3  B a l f o u r  C o u r t
C a r f s b a d ,  C A  9 2 0 0 8

D e a r  M a d a m :

T h i s  i s  i n  r e f e r e n c e
( A N D A )  d a t e d  O c t o b e r
5 0 5 ( j )  o f  t h e  F e d e r a f
f o r  M e f o x i c a m  T a b l e t s

Food and Drug Administration
Rockvil le. MD 20857

DEI: 7 rfitlh

Refe rence  i s  a l so  made  to  you r  amendmen ts  da ted
Ju l y  14 ,  JuJ -y  I J ,  Auqus t  I ,  Augus t  10 ,  Augus t  11
and  Oc tobe r  73 ,  2006 .

t o  y o u r  a b b r e v i a t e d  n e w  d r u g  a p p l i c a t i o n
1 3 ,  2 0 0 5 ,  s u b m i t t e d  p u r s u a n t  t o  s e c t i o n

F o o d ,  D r u g ,  a n d  C o s m e t i c  A c t  ( t h e  A c t ) ,
,  J . 5  m g  a n d  1 5  m g .

M a r c h  B ,
,  S e p t e m b e r  2 2

w e  h a v e  c o m p l e t e d  t h e  r e v i e w  o f  t h i s  A N D A  a n d  h a v e  c o n c l u d e d
t h a t  t h e  d r u g  i s  s a f e  a n d  e f f e c t i v e  f o r  u s e  a s  r e c o m m e n d e d  i n
t h e  s u b m i t t e d  l a b e l i n g .  A c c o r d i n g l y  t h e  A N D A  i s  a p p r o v e d .  T h e
D i v i s i o n  o f  B i o e q u i v a l - e n c e  h a s  d e t e r m i n e d  y o u r  M e l o x i c a m
T a b l e t s ,  7 . 5  m g  a n d  1 5  m g ' t o  b e  b i o e q u i v a l e n t  a n d ,  t h e r e f o r e ,
t h e r a p e u t i c a l l y  e q u i v a l e n t  t o  t h e  r e f e r e n c e  l i s t e d  d r u g ,  M o b i c
T a b l e t s ,  7 . 5  m g  a n d  1 5  m g ,  r e s p e c t i v e r y ,  o f  B o e h r i _ n g e r  r n g e l h e i m
P h a r m a c e u t i c a l s ,  r n c .  y o u r  d i s s o l u t i o n  t e s t i n q  s h o u l d  b e
i n c o r p o r a t e d  i n t o  t h e  s t a b i l i t y  a n d  q u a r i t y  c o n t r o l  p r o g r a m
u s i n g  t h e  s a m e  m e t . h o d  p r o p o s e d  i n  y o u r  a p p l i c a t l o n .

Under  sec t l on  506A  o f  t he  Ac t ,  ce r t a i n  changes  i n  t he  cond i t i ons
desc r ibed  i n  th i s  ANDA regu r - re  an  app roved  supp lemen ta l
app l i - ca t i on  be fo re  the  chanqe  mav  be  made .

Pos tmarke t i ng  repo r t i ng  requ i remen ts  f o r  t h i s  ANDA a re  se t  f o r t h
i n  2 r  cFR  314 .80 -81  and  3 r4 .98 .  The  o f f i ce  o f  Gene r i c  D rugs
shou ld  be  adv i sed  o f  any  change  i n  t he  marke t i ng  s ta tus  o f  t h i s
d rug .



Promot iona l  ma te r i a l s  may  be  submi t ted  to  FDA fo r  comment  p r i o r
t o  pub r i ca t i on  o r  d i ssem ina t i on .  p l ease  no te  t ha t  t hese
submiss ions  a re  vo lun ta r y .  r f  you  des i r e  commen ts  on  p roposed
launch  p romo t i ona l  ma te r i a l s  w i t h  r espec t  t o  comp l i ance  w i t h
a n n l  i  r : a b ' l  e  r e f i r t l  a f  n r r r  r F . r r ' r i  r e m e n f  q  -  \ ^ r e  r e r - o m m o n d  \ / ^ r 1  q r r h m i  I  i  n* y y -  r v r r r u r r L J /  w s  r E u u l t u { t c l l L l  y u u

dra f t  o r  mock -up  fo rm,  two  cop ies  o f  bo th  the  p romot iona l
ma te r i a l s  and  package  i nse r t ( s )  d i r ec t l y  t o :

F o o d  a n d  D r u g  A d m i n i s t r a t j - o n
C e n t e r  f o r  D r u g  E v a l u a t i o n  a n d  R e s e a r c h
D i v l s i o n  o f  D r u g  M a r k e t i n g ,  A d v e r t i s i n q ,  a n d  C o m m u n i c a t i o n s
5 9 0 1 - B  A m m e n d a l - e  R o a d
B e l t s v i l - f  e ,  M D  2 0 1 0 5

w e  c a l l  y o u r  a t t e n t i o n  t o  2 7  c F R  3 1 4 . 8 1 ( b )  ( 3 )  w h i c h  r e q u i r e s
t h a t  a l l  p r o m o t i o n a l  m a t e r i a f s  b e  s u b m i t t e d  t o  t h e  D i v i s i o n  o f
D r u g  M a r k e t i n g ,  A d v e r t i s i n g ,  a n d  C o m m u n i c a t i o n s  w i t h  a  c o m p L e t e d
F o r m  F D A  2 2 5 3  a t  t h e  t i m e  o f  t h e i r  i n i t i a l  u s e .

S i  n r - a r a l  r r  \ / ^ r r r_ ,  _ _ )  j  _ * : s /

.a\ 12-Cj'B"u^ | Z"-t--'
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D i rec to r
O f f i ce  o f  Gene r i c  D rugs
Cen te r  f o r  D rug  Eva lua t i on  and  Resea rch


