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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

7 5 - 3 1 7 Food and Drug Administration
Rockville MD 20857

il;:i 2 0 ?*A4

t r igen l - ,aborator ies,  Inc.
At tent ion:  Rajan Embran
207 Ki ley Dr ive
Sal isbury,  MD 2i -901

Dear  S i r :

This is in reference to your abbrevj-ated new drug application
(ANDA) dated .Tanuary !6 , i-998, submitted pursuant to section
505 ( j  )  o f  the Federa l  Food,  Drug,  and cosmet ic  Act  ( the Act)  ,
for  Terazosin Hydrochlor ide Capsules,  1  m9 (base) ,  2  mg (base) ,
5 mg (base) , and l-O mg (base) .

Ref erence is also made to your amendments dated. ,Ju1y 13, l_99g;
and . -Tune  L7 ,  sep tember '1  ,  oc tobe r  25 ,  and  December  6 ,  2004 .

We have completed the review of this abbreviated application and
have concluded that the drug is safe and effective ior. ,rse as
recommended in the submitted labeling. Accordingly, the
application is approved. The Division of Bioequivalence has
det.ermined your Terazosin Hydrochrorid.e capsules, 1 mg (base),
2  mg  (base ) ,  5  mg  (base ) ,  and  t -0  mg  (base ) ,  t o  be  b ioequ iva len t
and therefore, therapeutical ly equlval_ent to the l isted d.rug,
Hytrin@ Capsules 1 mg (base) , 2 mg (base) , 5 mg (base) , and j_0 mg
(base) ,  respect ive ly ,  o f  Abbot t  Laborator ies.

Your  d issolut j -on test ing should be incorporated in to the
stabil i ty and quali ty control program using the same method
proposed in  your  appl icat ion.

The l isted drug product (RLD) referenced. in your application,
Hytr in@ capsules of  Abbot t  Laborator ies,  is  subject  to  per iods
of  patent  protect ion.  The fo l lowing patents  are current ly
l is ted in  the agency 's  publ icat ion ent , i t led Approved Drug
Prodtct= t i th Th"t"p",rt ic Eq.t i-ral"rce n.r" lrr" i ions, th" ..Orange
Book" :



U . S .  P a t e n t  N o .

5 , 2 1 2 , 1 7 6  ( t h e  I  L 7 6
5 , 2 9 4 ,  5 l - 5  ( t h e  '  G 1 5
5 , 4 L 2 , 0 9 5  ( t h e  ' 0 9 5

Expirat ion Date

pa ten t )  , f une  29 ,  2010
p a t e n t )  A p r i l  2 9 ,  2 O I 3
patent)  apr i l  29,  201_3

Your appl icat ion conta ins paragraph IV patent  cer t i f icat ions to
each  o f  t hese  pa ten rs  under  sec t i on  505 (J )  e )  (a )  ( v i_ i )  ( IV )  o f  t he
Act  s tat ing that  these patents  are inval id  and wi l l  not  be
inf r inged by your  manufacture,  use,  or  sa le of  Terazosin
Hydroch lo r i de  Capsu les ,  1  mg  (base ) ,  2  mg  (base ) ,  5  mg  (base ) ,
and  10  mg  (base )  .  sec t i on  505  ( j )  t s )  (B )  ( i i i )  o f  rhe  ac r  p rov ides
that approval of an ANDA shalr be made effective immedialely,
unless an action was brought against the former holder of this
ANDA, Warner  Chi lcot t  Inc.  (Warner  Chi lcot t )  for  in f r ingement  of
one  o r  more  o f  t he  t r i 6 ,  ' 615 ,  and  the  ' 095  pa t .en ts ,  wh ich  were
the subjects  of  the paragraph rv  cer t i f icat ions.  This  act ion
must have been brought against warner chl lcott prior to the
expl rat ion of  for ty- f ive days f rom the date the not ice warner
Chi lcot t  prov ided under  paragraph (2)  (B)  ( i )  was received by the
NDA/pat .ent  ho lder(s) .  Warner  Chi l_cot t  prev ious ly  not i f ied.  the
agency that Warner Chilcott complied with the requirements of
S e c t i o n  5 0 5 ( j )  ( 2 )  ( B )  o f  t h e  A c t ,  a n d  t h a t  n o  a c t i o n  f o r
in f r ingement  of  the I  176,  |  6 !5,  or  the '095 patent .  was brought
against warner chi lcott within the statutory forty-f ive day
period. we also note the transfer of ownership from warner
Chi lcot t  to  Tr igen Laborator ies,  rnc.  occurred.  1n May 2002.

Under  Sect ion 5O5A of  the Act ,  cer t ,a in  changes in  the condi t ions
described in this abbreviated application require an approved
supplemental application before the change may be made.

Post-inarketing report ing requirements' for this abbreviated
a p p l i c a t j - o n  a r e  s e t  f o r t h  i n  2 1  c F R  3 1 4 . 8 0 - B j _  a n d  3 l - . 4 . g B .  T h e
off ice of Generic Drugs should be advi-sed of any change in the
market ing s tatus of  th is  drug.

Promotional materials may be submitted to FDA for comment prior
to  publ icat ion or  d isseminat ion.  p l -ease note that  these
submissions are voluntary. rf  you desire comments on proposed
launch promot ional  mater ia ls  wi th  respect  to  compl iance wi th
applicable regulatory requirements, w€ recommend you submit, in
draft or mock-up form, two copies of both the promotional
mater ia ls  and package inser t  (s)  d i rect . Iy  co:



Food and Drug Administration
Division of Drug Marketing, Advert ising, and Communications, HFD-42
5600 Fishers Lane
Rockvi l le ,  MD 20857

We cal -1 your  at tent j -on to  21 CFR 3L4.g1 (b)  (3)  which requi res
that al l  promotional materials be submitted to Lhe Dlvision of
Drug Marketing, Advert ising, and communications (HFD-42) with a
completed Form FDA 2253 at the t ime of their init iaL use.

Sincere ly  yours,

fu(w
Gary Buehler
Di rector
Off ice of Generic Drugs
Center for Drug Evaluation and Research




