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Dear M. Pollock:

This Is in responss to yaur petition filed oa September 28, 2001, tequesting pemussxon to file zn
Abbreviated New Drug Application (ANDA) for the fallowing drug product: Hydrocadone
Bitartrate and Acetaminophen Tahlets, 10 mg/300 mg. The listed drug product to which you refer
in your petition is Norco® (Hydrocodone Bitactrate and Acstarninophen) Tablets, 10 mg/325 mg,

ipproved nader ANDA. 40-248, held by Ww.cn Labommna Inc.

Your request involves a change in the strength ofthe ancz.ammnphcn componcnt from that ofthe
listed drmg product (L.e., fram 325 mg to 300 mg). The change you rcquest ig the type of change
ihat is authocized under the Federal Food, Drug, and Cosmetic Act CAct)

We have reviewsd your patition vader Section 505()(2)(C) of the Act and have detormined that
it is approved. This letter represents the Agency's determination that an ANDA may ha 7

submitted for the abova-referenced drug produst,

Under Secdon 505GX2YC)({) of the Act, the Agency musz approve s petition seekmg & sm:ngth
that differs from the strength of the listed drug product unless it finds thet investigations must be
eonducted to show the safety and effecuveness ol‘the differing strength.

The Agency finds that the changz in strcngth of th: acctnmmopht:u componea{. for the spcmﬁc
proposad drug product does not pose questions of safety or effactivensss because the uses and
route of administration of the f;mpocad, drug product are the same as that of the listed drug
product. In addition, when an ANDA, ix submitted for your proposed drug produce, the proposed
Iabeling should raflect the maximum number of doses per day that can be. administered for your
proposed drug product. The tatal daily dose of the nc:fammophqn comp: onent should not exczed
the maximum total daily dose for adults of $000'my established by the Ageney for its safe and

effective rauge. Pleasc n:fx:r to t_hc Tmmnvc Final Monog;mph for _nmal_ﬁ;_g]ggm
fas (53 FR 46204,

November 16, 1988) for information regardlng the maximurs daily’ dnsr.- af acataminephen. In
addition, a singlc dose of snetaminophen may not excoed 1000 mg. The total daily dose for
hydrocodone bitartmte may not exceed 60 mg.
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addition, if shown t0 meet bioavailability requiremments, the prdposed drug product can be
. xpected to have the same therapeutic effect as the listed reference drug product,

The appr§val of this petition to allow an ANDA. to be submitted for the abow«'e—référmcéd drug
~ product does not mean that the Agency has dstermined that an ANDA will be approved for the
drug product. The determination of whether an ANDA will be approved 1s not made until the

ANDA itself is submitted and reviewed by the Agency.

things, be Tequired to-meet current bioavailability requirernents under Section 5 05(@)(A)EV) of _
the Act. We suggest that you submit your protocol for thig drug product to the Office of Generic
Drugs, Division of Bioequivalence priar to the submission of your ANDA, During the review of

your application, the Agency may require the submission of additional information,
The listed drug p‘;:oduct to which you refer in your ANDA must be the one upon which you based

this petition. In addition, you should refer in your ANDA to the appropriate petition dockst
number cited abaove, and include a copy of this letter in the ANDA submission. -

A copy of this letter approving your petition will be placed on pubhc c;h',spl'ay in the Déckets
Management Branch, Room 106 1, Mail Stop HFA-305, 5630 Fishers Lane; Rockville, MD
20852. : - T . o

. Sincerely yours,

- . Gary J. B}:M -
. Director - :
Office of Gederic Drugs

Center for Drug Evaluation and Research -
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APPROVED DRUG PRODUCTS .
with
THERAPEUT]C EQUIVALENCE EVALUATIONS

The products in this list have been approved under sectlon 505 of the
Federal Food, Drug, and Cosmetic Act. This voiume is current through
December 31, 2001.

23R° EDITION

U.S. DEPARTMENT OF HEALTH AND HUMAN SERV!CES‘_
FOOD AND DRUG ADMINISTRATION o
CENTER FOR DRUG EVALUATION AND RESEARCH
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PRESCRIPTION DRUG PRODUCT LIST 3-3

ACETAMINOPHEN; CODEINE PHOSPHATE -- ACETAMINOPHEN; CODEINE PHOSPHATE

SUSPENSION; ORAL

‘ TABLET; ORAL
ACETAMINOPHEN AND CODEINE PHOSPHATE

ACETAMINOPHEN AND CODEINE PHOSPHATE

AUG 09, 1985

AA AMARIN PHARMS 120MG/5ML; 12MG/5M1L, N86024 001 AR TEVA 300MG; 30MG N88628 001
CAPITAL AND CODEINE MAR 06, 1985
AA ALPHARMA 120MG/5ML; 12MG/ 5ML NB85883 001 AA 300MG; 60MG N88629 001
. MAR ‘06, 1985
TABLET; ORAL AA VINTAGE PHARMS 300MG; 15MG N89990 001 Ty
ACETAMINOPHEN AND CODEINE PHOSPHATE - SEP 30, 1988 xzi”
AA ABLE 300MG; 30MG N40452 001  AA 300MG; 30MG N89805 001 w
AUG 01, 2002 SEP 30, 1988
AA 300MG; 60MG N40459 001  AA 300MG; 60MG N89828 001
AUG 01, 2002 SEP 30, 1988
PV N DURAMED PHARM BARR  300MG;15MG N40223 001 AA WATSON LABS 300MG; 15MG N89997 001
: NOv 18, 1997 DEC 28, 1994 )
An 300MG; 30MG N40223 002 AR 300MG; 30MG N89998 001 ¢
NOV 18, 1997 DEC 28, 1994. %
AA 300MG; 60MG .N40223 003 AA 300MG; 60MG N89999 .001. .
NOV 18, 1897 DEC 28, 1994° =
AR GENEVA PHARMS 300MG; 30MG WB1L250 001 ACETAMINOPHEN AND CODEINE PHOSPHATE #2 . o
JUL 16,7 1992 AR SUPERPHARM 300MG; 15MG Ng9183 001
an 300MG; 60MG N81249 001 N ocT 18, 1985 5
JUL 16, 1992 ACETAMINOPHEN W/ CODEINE NO. 3 L
Aa IVAX PHARMS 300MG; 60MG N87083 001 Aa ROXANE 300MG; 30MG N84656 001
AA MALLINCKRODT 300MG;15MG N40419 001 ACETBMINOPHEN W/ CODEINE PHOSPHATE #3
MAY 31, 2001 AA IVAX PHARMS 300MG; 30MG N85868 001
aAa 300MG; 30MG N40419 002 TYLENOL W/ CODEINE NO. 1 . )
MAY 31, 2001 + ORTHO MCNEIL PHARM  300MG;7.5MG N85055 001~
BAA 300MG; 60MG N40419 003 TYLENOL W/ CODEINE NO. 2
MAY 31, 2001 AA + ORTHO MCNEIL PHARM  300MG;15MG N85055 002
AR MIKART 300MG; 30MG N89238 001 TYLENOL W/ CODEINE NO. 3
FEB 25, 1986 AA + ORTHO MCNEIL PHARM  300MG;30MG N85055 003
650MG; 30MG N89231 001 TYLENOL W/ CODEINE NO. 4 :
MAR 03, 1986 AA + ORTHO MCNEIL PHARM  300MG; 60MG N85055 004
650MG; 60MG N89363 001 . o -
SEP 09, 1991
AA MUTUAL PHARM 300MG; L5MG N89671 001 ACETAMINOPHEN; HYDROCODONE BITARTRATE
- ) FEB 10, 1988 .
AR 300MG; I0MG N89672 001 CAPSULE; ORAL
_‘ : FEB 10, 1988 ACETAMINOPHEN AND HYDROCODONE BITARTRATE . o
AR 300MG; 60MG N89673 001 AA CENT PHARMS 500MG; SMG N88898 001,
L R ‘FEB 10, 1988 MAR 27, 1985
.Y\ PHARMERAL 300MG; 30MG N87762 001 ALLAY )
DEC 10, 1982 AA TVAX PHARMS 500MG; 5MG N89907 001
An PUREPAC PHARM 300MG; 30MG N86681 001 © JAN 13, 1989
AR TEVA 300MG; 15MG N88627 001 HYDROCET
- * MAR 06, 1985 AA MALLINCKRODT 500MG; 5MG N89006 001



