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Lachmsn Conpsultant Serviges, Inc, . ) i
Arention: Robert W, Pallock ‘ DEC 20 5
1600 Stewart Ave. '

Suite 604

Weatbury, NY 11590
Docket No, 019-0441/CP!
Dear Mc, Follock: 4 o

This Is in response to your petition filed on Septumber 28, 2001, requesting permission o filezn
Abbreviated New Drug Applisation (ANDA) for the fallowing drug product: Hydrocadone

Bitartrate and Acetaminophen Tahlets, 10 mgf300 mg. The listed drug product to which you r}:fe.rr

in your petition is Norco® (Hydrocodona Bitackrate and Acstaruinophen) Tablets, 10 mg/325 mg,”

approvod uader ANDA. 40-248, hald by Waton Laberatories Inc.

Your request involves & chinge in the strength of the acetaminaphen component fram that of the
listed drug product (i.e., fram 325 mg to 300 mg). The change you request is the type of ge
that is autherized under the Federal Food, Drug, and Cosmetic Act (Act). SR

We have reviewsd your petition under Section 505({(2)(C) of the Act and have determined th:n
it is approved. Thix Jetter reprasents tha Agency's determination that an ANDA may be
submittad for the above-referenced drug product,

‘Under Section SOSGXZ}(C)@ of the Act, the Ag_enéy must approve 2 petition szeking & swength
that differs from the strength of the listed drug product unless it finds thet investigations must be
conducted to show the safety and effectivinass ofthe differing strength. o ‘

The Agency finds that the change in strength of the acctzminophen component for the specific
proposed drug product doey 1ot pose Questions of safcty or effactivensss because the uses and.
raute of adrinistration of the propossd drug product ace the same as that of the listed drug
product. In addition, when an ANDA i3 submitted for your proposed drug produce, the proposad
Iabeling should raflect the maxintum number of doses per day that can be administered for your
proposed drug product, The total daily dose of the acctaminophen companedt should not exczed
the maximurs total daily doac for adults of 4000 mg established by the Agency for its safe and
effective raage, Pleasc rofer to the Tentative Final Monograph for Interngl Analgesic,

i He ntirheymatic Dz Prodycts : he-C nnter Human 3t (53 FR 46203,
November 16, 1988) for information regarding the maximur daily dase of acataminophen. In’
addition, a single dose of wetaminophan may not exceed 1000 mg. The total daily dose for
hydrocodone bitartrate may not exceed 60 mg. ' o
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The Agency concludes, therefore, that mvestigations are not necsssary in this instance, I
addition, if shown to meet bioavailability requitements, the proposed drug product cad be
. expected to have the same therapeutic effect as the listed reference drug product,

The approval of this petition to allow an ANDA,. to be submitted for the above-referenced drug
~ product does not mean that the Agency has determoined that an ANDA will be approved for the
drug product. The determin"atiqn of whether an ANDA, will be approved is not mads unti! the

ANDA itself is submitted agd reviewed by the Agency. =

10 permit review of your ANDA submission, you must submit all information required under

Sections 505 (0X(2)(A) and (B) of the Act. To be approved, the drug product will, among other
Ings, be required to meet current bioavaﬂabiﬁly requirements under Section 505 D@AEV) of .

this petition. In addition, you should refer in your ANDA to the appquﬁate petition docket
number cited above, and include a copy of this letter in the ANDA. submission.

A copy of this letter approving ngr petition will be placed on public display in the Dockets

Management Branch, Room 1061, Mail Step HFA-305, 5630 Fishers Lane; Rockville, MD
20852. . T . o
. .Sincerely yours,( 4 S
g . - Gayl Bpéeé:w“ '
: ‘ Dirgctor - -
Office of Gerieric Drugs

Center for Dritg Evaliation and Research
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APPROVED DRUG PRODUCTS
with
THERAPEUTIC EQUIVALENCE EVALUAT]@NS

The products in this list have been approved under section 505 of the
Federal Food, Drug, and Cosmetic Act. This volume is current through
December 31, 2001. '
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CODEINE PHOSPHATE -
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SUSPENSION; ORAL
ACETAMINOPHEN AND CODEINE PHOSPHATE

AMARIN PHARMS

CAPITAL AND CODEINE

ALPHARMA

TABLET; ORAL
ACETAMINOPHEN AND CODEINE PHOSPHATE

120MG/5ML; 12MG/5ML

120MG/5ML; 12MG/5ML

ABLE

DURAMED PHARM BARR

GENEVA PHARMS

IVAX PHARMS
MALLINCKRODT

MIKART

MUTUAL PHARM

' PHARMERAL

PUREPAC PHARM
TEVA

300MG; 30MG
300MG; 60MG
300MG; 15MG
300MG; 30MG
300MG; 60MG
300mG; 306
300MG; 60MG

300MG; 60MG
300MG; 15MG

300MG;30MG
300MG; 60MG

300MG;30MG

650MG; 30MG

650MG; 60MG
300MG; 15MG
300MG; 30MG

300MG; 60MG

" 300MG;30MG

- 300MG; 30MG

300MG; 15MG

N86024 001
N85883 001

N40452 001
AUG 01, 2002
N40459 001

. AUG 01,. 2002
N40223 001
NOV 18, 1997
N40223 002
NOV 18, 1997
.N40223 003

NOV 18, 1997

N81250 001
JUL 16, 1992
§81249 001
JUL 16, 1992
N87083 001
N40419 001
MAY 31, 2001
N40419 002
MAY 31, 2001
N40419 003
MAY 31, 200
N89238 00T
FEB 25, 1986;
N89231 001
MAR 03, 1986
N89363 001
SEP 09, 1991
NB9671 001
FEB 10, 1988/
N89672 001
FEB 10, 1988
N89673 001
_FEB 10, 1988
N87762 001
DEC 10, 1982
N86681 001
N88627 001
MAR 06, 1985
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PRESCRIPTION DRUG PRODUCT LIST

ACETAMINOPHEN; CODEINE PHOSPHATE
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TABLET; ORAL
ACETAMINOPHEN AND CODEINE PHOSPHATE

3-3

TEVA

VINTAGE PHARMS

WATSON LABS

300MG; 30MG
300MG; 60MG
3008G; 154G
300MG; 304G
3004G; 60MG
300mG; 154G
300mc; 30MG

300MG; 60MG

ACETAMINOPHEN AND CODEINE PHOSPHATE #2

SUPERPHARM
¢

300MG; 15MG

ACETAMINOPHEN W/ CODEINE NO. 3

ROXANE

300MG; 30MG

ACETAMINOPHEN W/ CODEINE PHOSPHATE #3

+

+ ORTHO

+ ORTHO MCNEII, PHARM
TYLENOL W/ CODEINE NO.
+ ORTHO MCNEIL PHARM

IVAX PHARMS

TYLENOL W/ CODEINE NO.
'ORTHO MCNEIL PHARM
TYLENOL W/ CODEINE NO.

300MG; 30MG
1
300MG;7.5MG -
2

MCNEIL PHARM
TYLENOL W/ CODEINE NO.

300MG; 15MG
3

300MG; 30MG
4

300MG; 60MG

AbETAMINOPHEN; HYDROCODONE BITARTRATE

[
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CAPSULE; ORAL

ACETAMINOPHEN AND HYDROCQDONE BITARTRATE

CENT PHARMS

ALLAY
TVAX PHARMS

HYDROCET

T MALLINCKRODT

500MG; 5MG

500MG; 5MG

500MG; 5MG

N88628 001
MAR 06, 1985
N88629 001
MAR 06, 1985
N89990 001
SEP 30, 1988
N89805 001
SEP 30, 1988
N89828 001

"SEP 30, 1988

NB9997 001
DEC 28, 1994
N89998 001
DEC 28, 1994
N89999 001:
DEC 28, 1994

N89183 001
oCT 18, 1985

NB4656 001
N85868 001
N85055 001
N85055 002
N85d5§ 003

N85055 004.

N88898 001

“MAR 27, 1985°

N89907 001

JJAN 13, 1989

N89006 001
AUG 09, 1985
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