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CJTEEN PETITION 

The undersigned, on behalf of a client, submits this petition in ~~adr~pl~cate 
under Section 505(j)(2)(6) of the Federal Food, Drug, and Cosmetic Act (‘“the 
Act”), 21 U.S.C. $j 355@(2)(C), and 21 C.F.R. §$j 10.20, 10.30, and 314.93 to request 
that the Commissioner of the Foad and Drug Adm~~istrati~n make a determi~at~~n that 
an Abbreviated New Drug A~p~icat~~~ (ANDA) may be submitted for ~ydr~~~d~~e 
~ita~rate and Acetaminophen Oral Sofution, “10 mg f 300 mg per 15 mL. 

A. Acfbn Requesfed 

The petitioner requests that the Commissioner of Food and Drug Adrn~~~strat~~n 
make a determjnati~~ that a Hydrocodone Bitartrate and A~etam~~Qphen Oral Solution, 
10 f 300 mg per 15 mL is suitable for submission as an ANDA. The reference-listed 
drug product upon which this petition is based is LORTAB@ Elixir (~ydr~~~d~ne 
Bitartrate and A~etam~n~phe~ Qral Solution, 7.5 mg f 500 mg per ‘I5 mt) ma~~fa~t~red 
by McKay, inc. Therefore, this petition requests a change in the strength of both af the 
active ingredients: hydrocodone bitartrate from 7.5 mg to IQ mg and acetarn~~~~~en 
from 500 mg to 300 mg per ?5 mt. Because this request involves only a change in 
strength, this petition is not subject to the Pediatric Final Rule. 

)(Z)(C) of the Federal Food, Drug, and Cosmetic Act 
n ANDA for a new drug that differs in strength from a 
DA has approved a ~etjti~~ seeking permission to file such an 
ition requests a change in the strength of bath of the active 

found in the reference fisted drug, LORTAB@ Efixi rna~~factu~ed 
e listing of LURTAB@ Elixir Hydrucodone itartrate and 

oh&ion, 7.5 mg1500 mg per 15 mt is on page 3-4 of the 21 St 
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(~~mrn~nly referred to as “‘The Orange Book”). (Attachment A]. 

The recommended maximum daily dosage for Hydrdcodone ~~ta~rate according 
to the labeling e the reference listed drug product is 45 mg per day. The approved 
labeling of the listed drug product indicates that the usual dosage is “one tabiespaon 

The tatal daiiy dose should not exceed 6 
LQRTAB@ Elixir is incfuded 

codeine Phosphate Tablet products. As indicated in the approved tabefing of the 
reference-basted drug, hydrocodone is an anafgesic and antitussive with multiple actions 

atively similar to codeine. Add~t~~na~ly~ a IQ mg strength hydrocodone bitartrate, 
bination with a~etam~n~phen, has been determined to safe and effective as 

evidenced by the approval of other drug products in tablet and capsufe form ~n~juding 
ANDA 40-“f48 far NORCO@ (hydrocodone bitartrate and a~atam~n~phen tablets, IO mg I 
325 mg) manufactured by Watson Laboratories. 

summary, the proposed change in strength of the active ingredients from that 
f~re~6e~l~sted drug is consistent with the strengths of these active ingredients 

approved in other ~urnb~nat~~n drug products. This change does not raise questions of 
the product’s safety or efficacy. The uses, dosage form and route of administration 1 .~?,a~~~~~~~~~~~~~~~~~~~~~~ ith ~~~~~~~~,~~~~ ,#:+:d ‘.;E”&& “&&& &&.*$&#&..~;&,~. 

erefore, the Agency 
e that clinical investigations are not necessary to demonstrate the proposed 
‘s safety or effectiveness. 

The proposed labeling for Hydrocodone Bitartrate and A~etam~n~phen Oral 
Solution, 10 mg f 300 mg per +t5 mL is jn~~uded as Attachment C. Labeling for the 
proposed product is consistent with the approved labeling fur other Hydrocodone 
Bitattrate and Acetaminophen Oraf Solution combination products. 

For the aforementj~ned reasons, the undersigned requests that the 
~~rnmiss~~ner grant this petition and authorize submission of an ANDA for 
Hydr~G~d~ne Bitartrate and Acetam~n~phen Oral S~~utj~n~ IO rng~3U~ mg per 15 mL, 

ing to 21 C.F.R. § 25.31(a), this petition qualifies for a categoricat exem 
e requirement to submit an envirenmentaf assessment. 
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According to 21 C.F.R. § 10,30(b), petitioner will, upon request by the ~ommissjoner~ 
submit economic impact information. 

The undersigned certifies, that, to the best knowledge and belief of the 
undersigned, this petition includes all information and views on which the petition relies, 
and that it incfudes representative data and information known to the petitioner that are 
unfavorable to the petition. 

Respectfully submi~ed, 

Robert W. Pollock 

Pfmk 

sures: Attachment A: Listing of Lortab frum A proved Drug Pruducts with 
Therapeutic Equivalence Evafuations 
Attachment 8: Lotiab Package insert Labeling 
Attachment C: Draft Package Insert abeting for Pro 
Product 

cc: Greg Davis, 

www. IachmanconsuEtants.com lXS@lachmanconsuZtants.com 


