- product are, ‘the same as: that of the listed’ drug’ product. In addrtron wh

i established by the. Agency for its safe and eff,

Public He

Pharmaceutlcal Assocrates, c
: _Attenuon KayeB McDonald
201 Delaware Street ‘
x ‘-Greenvﬂle SC 29605 N

" Dear Ms Mc}:jonaldiy

" Th1s is m response to your pe tro ﬁ ,

E approved under AN DA 81 051 held by Mrkart Inc

Your request 1nvolves a change in strength of th "_;ydrocodone brtartrate component from that of the
listed drug product (i-e., from hydrocodone | bitartrate 7.5 mg/15 mL to 10 mg/15 mL). The change
_you request is the type of change that is authonzed under the F ederal Food Drug, and Cosmetlc Act
(Act). ' : : : »

7r

We have revrewed your. petltlon under Sectlon 505(])(2)(C) of the Act and have i etermmed that 1t is
~ approved. This letter represents the Agency s deterrnlnation that an ANDA may be subrmtted for the
‘above-referenced drug product. . : : 2 R

Under Section 505(])(2)(C)(1) of the Act; the gency must approve a petrtron seekmg 3 strength

which differs from the strength of the hsted drug product unless it finds- that investigations must be

. conducted to show the safety and effectrveness of the dlfferrng strength - ;-

The Agency finds that the ohange in strength for the specrﬁc proposed drug product does not pose
questions of safety or effectlveness because the uses: and route of. admrmstratron of the proposed drug

‘ AN DA is ‘subrmtted for -

your: proposed drug product the proposed labehng should reﬂect the maxi mum niumber of doses' per R

daythat can be administered for’ your proposed drug product The1 daily'd : o

aeetammophen component should not éxceed'the maximum total daily dose fo

‘ ‘ . Pléaserefer to the Tentatrve Flnal

: Monograph for Internal Analgesic, Antmvretlc and Antrrheumanc Drug: Products for Over-th
- Counter Human Use (53 FR 46204, November 16, 1988) for information regardrng the 4
daily dose of Acetammophen In addition, a smgle doseiof Acetarmnophen may not exceed 1000 rng e

- The total daily dose for Hydrocodone Bitartrate may not exceed 60 mg - :

¢

ooy /wf




be requlred to meet current btoavaﬂabrhty requ mentsf' under Sectly n 505 () 2)(A)(1v) of the Act."
We suggest thati‘you submit your protocol to the "Ofﬁce of Generic: Drug 5, Divis on’of Bloequtvalence

* for this drug product pnor to the subrmssron of your ANDA. - Dunng t ie review of your apphcatlon
the Agency may. requlre the subnnssmn of addttronal'rnf‘ormatron T '

The hsted drug product to Whlch you refer in: your ANDA must be the one upon Whlch you based this -
petition. In- addltton you should refer In your AN DA tothe appropnate pet1t1on docket rumber cited
above, and' mclude a copy of thts letter in: the ANDA submtssmn : .

| A copy of thxs letter approvmg your petition: W111 be placed on pubhc dtsplay in the Dockets
Management Branch Room 1061, Mail Stop HFA-305; 5630 Flshers Lane Rockvﬂle, MD. 20852

Smc erely yours

Gary J. Buehler :
Dtrector

Office of Genertc Drugs . ,
Center for Drug Evaluatron and Research




