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. Meytogos I

Food and Drug Administsation urs
Ceater for Drug Evaluation and Research
Mﬁamofmum@mmm FATENT AMENDMENT
Atz Docoment Control Room (BFD-560)

5600 Fishers Lane

Rackville, MD 20855

RE:s NDA21-863
mmmuqummmamm Capsuley 200 mg

Ranbaxy Laborstories Limited submitted a New Drug Application (NDA) fox
Ibuprofen Liquid Filled Gelstin Capsnles 200 mg pursusnt to Section 505(b)(Z) ol the
Pederal Food, Drug and Cosmetic Act on Novesaber 5, 2004, This NDA. peferred to tho
Tisted dmg, Advil® Migraine Liqui<Gels (fbuprofen Liquid Pilted Capsoles) 200 mg,
which is manufactured by Wyeth Coos, the hiokder of the approved application, NDA 20-
402, and which is listed in the 2004 Approved Drog Products with Therapentic
Equivalenco Evaluations, 24th Edition. Ranbaxy submitted 3 Paragraph I ectification o
NDA 20-402, as there e o patents listed in the Orange Book; for this drug prodnct.

‘The proposed mmpmhcindzmhon for Youprofico Liquiad Filled Geim(}apsalas

" 200 mp is migraine reef, which s the indication approved for Advil® Migraine Liqui-

Gels (Tooprmofén Liquid Filled Gelotin Capsules 200 mg). Ranbaxy’s Tuprofen Liguid
Filled Capsules incorporate fruprofon base at the sanve strength a5 those of Advil®
Migrioe Tigei-Gels, L, fouprofea b equivalent 0F 200 mg. AGVI® Migrains Lii-
Gels, 200 mg contain solubiized uprofis cqual to 200 mg fbuprofes as free base and
potassium salt. Ranbaxy’s Touprofen Liquid Filled Capsules constifute 8 switeh from the
approved ibuprofen base and potassium salt to the base form, §.u, active maicty,
ibuprofen.
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Moy Do Applicatioao, 21963
Pruprofin Liguid Filled Gelatia Copsules 200.mg

Ranbaxy’s application relied on the non-clinical phammaculogy and toxicology
data anaam«mmymaemwymwwwmmw- ;
NDA 20-402. Irrespective of whether the bise or the potassiom eak »ﬁbm&fu is
admipistered to snlmals b man, the pharmscologically otive malecy, ibuprofiss ba, is
the moiety found in the'blood strear ad measured in toxicokinetic and plexmacokinstic
studies. Ranbmxy”s New Drug Application contafed dats from, thros phansusokinetio
studies in healthy vohnteers. These studies show that Tonprofen Liguid Filled Gelatin
Capsules 200 tg ase bioequivalent 10 the refirense product, Advil® Migraine Ligui-Gels,
when the prodict is sdministered under fasted and fed condifions.

OnFm 18, 2005, Ms. Inatm&ammkleaa Wwvcmmgo sialing
that Rabaxy nccds to certify 1o Basser Phatmooey’s NDA 21472, which is also @ liquid
gelatin capsule for ibuprofen capsnles. Based on n tslephone contact of March 1, 2005,
the Agency stated that Ranbaxy needed to certify to NDA.21-472 because Broner's
capsule product also s a free acid form and Raubaxy’s produot Ie pharmscentically
equivalent to Bamers prodoct -

On March 4,2005, in response to the FDA’s requirement, Ranbaxy subusitted
patent smendment conlaining a Paragraph IV patent crrtification o Bamer’s Iuprofen
of Ravbaxy’s NDA 21-863 for Youprofen Liguid Filled Gelatin Capsnles, 200 g via
certified mail sent on March 4, 2005, Oa March 14, 2005, Raubaxy sobmitted wotics of
certification to the FDA. Ou Apil 18 2005, Banner sued Ranbmry for patent

At this time Ranbaxy witlsdraws the Patent cenification reféreasing NDA 21-472
semt 1o the Agency on March 4, 2005. As described in frrther detail below, becanse
section 505(b) of the Food, Drug and Cosmetic Act docs got mqﬁxcaa'ﬁw of
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New Diag Application No. 21363

WMWMWsz

patents listed for pharmaceutical equivalents wiloss thatis the doug whose safety and
effcctiveness infomation is being relled wpon by the cnveat S05(6)(2) NDA spplicet,
mwmmewmwﬁhamhwmﬁﬁmmubms
drog peodnct | :

“The Food, Drug, and Cosmetic Aot provides that sn applicativa subrmitiod for 2
drug foc which any of the investipations of safety and ﬁwﬁvwmﬁeﬂ‘mbr&m
applicant for spproval wee not condusied for the spplicat and for which the spplicant
hias wor obtained aright of reference or usc, must fnclids 2 centificstion with sésper to
each patent which ciaims the drug: for which such investigations were conductad, or -
which claims 8 uso foe such drag. Food, Drug, and Cosuetio Act, Section SOSEYENAY;
21US.C. § 355(6XZ)A). FDA's rogulatiohs similacy require paicnt certfiations with
respect to each patent thut elaios 8 dvg, whaﬂ:&th&dmgmdoctwdmgmbmé.“m
which investigations that arc retied pon by the applicant fot approval of ts spplication

" were conducted or that claims an approved use for such dg, . . * 21 CFR. §

314.50G)(A). The coly investigations on which Ranbuxy relics in its NDA 21,363 are
b non-slisical pharmacology aud toxicology data xud e efinical safety mad efficscy
data for Advil Migraing Liqui-gels (buprofen Liquid Fillod Capsules) 200 g, This, the
“drug for hich investigations wero conducted” for purposes of tho statute and the
regulations, is Advil Migraine Liqué-gels. ‘These aré 1o pateats listed in the Ormgo Book
for Advit Migrains Liqui-gels. Accondingly, Ranbaxy's S05(b)2) application, which
was m&w:rﬂmp&tmﬁwﬁm Wﬁumﬁ&%wﬁcﬁkmw -
regulatory requirements.

Raunbay” s!mAm»&G}dmnotre!yonwymwsﬁmmmﬁer .
Pharmacap’s NDA 21-472. Accondingly, wnder the clear language of the statute and
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New Dose Apphicuion . 21-563
Touprofin Liquid Filled Gelatio Capesdes 200 g
reguintions, Ranbaxy’s NDA need not include & cestification for any patenls listed a3

. claiming Bamer's drug product. ) :

Mnymwwrmmwmmm & 505(L)(2) spplication wust

wmpraﬁmm&rmwm&nhmmmAmmof
the dmg referenced in the SUSB)A) spplication. Sea, a.8,, Abbott Respanse, Draft
guidmnce, ma«mmmhmmmwmmmwm
statutory &nd yegulaiory criteria. Rmbuydmfmmcbjmwmls dmabo«
require Ranbaxy to file a certification xs to Banger's doug product; (2) withdravrs its
paragrsph IV certification, leviig tho oigial Pacngeaph T cegtification as the coly
oertification sequired by and contsied intho SOS(L)(Z) pplicasions nd (3) blieves no
thirty month stay wes Wiggered by Bammer!s filing of a patent infringement suit,
Anmmmmmmmxwmgmmwwme
aticntion, at the following address:

Abharam
600 Co Road&st
Princeton, NJ 08540

Tek  609-720-5666
Fau:  609-514-9797

Please contact me at 609-720-5666 if you have sny questions regarding this submission.

Sineexely,
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