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THE >>.p,IRTY EIL!")

] l . P l aii rltiff [JC;]B 'S oc,ie ;te Ario ;nyme :aA . "'} is a

place o f' busi izess at, .A,llee de let F:eclherche 60, ]3-1Ci70 Brussels, :EI f.l',f ;i Ut11 .

:t .. 3Pl ,ain~r if~'[J{ :1B'• , ][ n~~„ (lh er~eill ~a fl . e : r "` U~:;~3, Inc .'" } is a United ;~tal:States

indirect wholly-owned subsidiary of iJC;]B 'S .. A L . and ;a c .ofl? oratii cyn inc;oil)orated

FILE.1) IN CLERTS OFFICE
l1-11o.0 c, . Allarl]

'jlJ 1_ 11 2, 2007

UCF; , l(6)rt E,T"B AIS ,, and
lLfC"R , CNfc . ;,

I 'l.a inti ifl:s ,

V.

'C;OF3 .A1 :,T Lf'CIlC'm,;5,

Defendhult.

C11 1161JIF it J. .2 cl
C'ivi fl Act i on 140, .

C ;O]ViP'LA'C 'yC' FOR ~Cl~~]FFt'r1f~fl; ~ l.;A/1 EWI'

Plaintiffs ILTC'B S'oC1 e' CE: An CIIl;yme faud 1J(;El, ][nc, , for their rc»riplaint al-m inst

Defendant Inc. hereby allege as lFollows :

rozpoiril: ion arg ,a, riizkcl and existing undler the laws o i f Fi e,lg ii urri, having its ;princ'ipa' l



Court under '2 ii U.S .C. ?3 § 1 ;391.(b) , :139' 1(x), and 14100 (b).

1,191191 2

under the law's o f thi s, state of-Delaware, having its prin .r. ipi a ~ l place. ol"bluisiness, at

1950 LLake Park Drive, Srnyrna, Georgia 3G{};3{D .

3 ~ . Ut; :E l and UC'W ]B, lric,I are, at times collectively referred to

hereinafter, as

4 . U{: :EI holds art approved Drug Application from the United

{( ~ 5)-~~' ~pl'~a-States Food and DnUg , .Aalm ii nisitral tiors ("F'INC) for -I

et lhyZidimeace :tanni dle } fiilatiozi which it, , sells uncler the 1111111C,

5. On imfDriai and belief,Defendant Inc.

a corporation o ri ani.zed', and exist inly under the Iamirs o f' ClI titar ilo,

Canada and having t principal place olf'biusines,s art 15500 Kil.inzat Ftoacl,

Mi , s , s iissoiugya , Ont,ar ii o, Canada, I.SI`1 'i

JnURiSI» Ic.TTON AND VENUE

Ei. This action arises under the, P'aitent laws of the 'United Stales wi{d the

Food an d Dr ug laws of the lL; ftz ii te dl States, 'Title ., ; 35 and 2.11, 'United S tates C"'o de, ,,

Jurisdiction is) has E: ci on 248 1J ' .S .1C ; . ; § 133 l . , and 13?Venue is proper in 'this



pliarrnac;eui : ical ,s inctlt'is District, arid, c»i infbrnn at ii o i l and belief, Avould Likewise

I r49!!?I 3

;~ . Ori info rm,aticrn and bC?lief; Cobalt has erg;agl.d si n activities i-Clated to

the subject matter o f ' 1 :rii s action raill i s subject to personal juri,sd i clt ior t iin this

Judicial district .

S . Ori cra'bout. June 5, 2007, Cobalt,, pursuant to 2 1 U .S .C. §

3 5:il j)(:Z)(A)(vii) and (j)(2){F3) , ;md' fiat the purpose ofmceting requirements

allowing i lt to file yin abbreviated r i E.w drug applicati i call ("ANDA") as prescribed by

that statute, sent z i m4i lee of c : e ; rti fica, tim to UC:l3, In .r . W', i1: sl offices inn Sm;yrna,

Georgia and to [J+C;l3 S.A. at its. offices i ;n Brussels, Flellgi: uzr i . BY sending such

notice o f c; e ; rtil,icatioin, CI0EC1t reguirecl tJ iC'131.ci either si ne; Cobalt for patent

infririger7iena ' t carlb,r lff :it 1J'CEG"s, nights umde~r 21 CJ. .S' .C. 7'h; is suit

is filed in iresponsee tO th12t notice of certifi caltior l .

C f . The filing O f Et F ,'IrMglr<ip l h ]N cer1:i fic,atiolri inn c o,nn[ e r c ; tion[ with an

AMDA i s :i t sel fan act of i nf'rhigennent under :3 , 5 U.S .C.. § :?7 1(e)(2)(,k). By sending

the notiic e; o f '1th is , ; izijjmy to, LfiyB„ Inc. at iits Georgia offices and 1J(; :8 ', 5 .A„ at its

Belgium offii c;ens, Cobalt i di ~r i.-+-.1t ly, preci; pi l~Lted this suit .

10. Cobalt does business and sells its pt-oduct iri flais) District as well as

throughout they 'Un 'i tecl r3t ates . :[ iz parnicul,ar„ +C`olba l l: markets arid sells its generic



Vr~1s du ly and legally issued can Stil l . y 24 , 19510 t oo UCE1 S.A. upon ass i .gziim cnxt from

1<i9 i 9 t 4

market and sell t . riEe ge-n c, ri , c; product covered t~y the.ANDA dksciribf,d ins Paragraph.

S ill this District .

]f ri addli tilm , this C`t ull ]has pe xs c> >na1 ju risdic,l: iori over Cobalt by virtue

o f' iCob,a l1. 's eoMerit to juri:>di c ; ti,M i ll this l]i ,s triet , S ;peci fii c :all ;y, by riotice referred

to i . rt F'ar4i€;cap]!t !3„ Cobalt iden iti ,fi ccl C ;. Andrew Head, C' rowb-';y Clarida & :FTcad

L.]:,F', Suite 500„ 9 '(10 Circle 75; Parkway, Atiainta„ Georgia 30339, as Cobalt's ag'cllt

inn 1 .r if: United States ,au tlhorize-d to a,cx ;q)t service of process; fir Cobalt for

"ccimrneric,emiE,nt of a patent i infiririge-imcnit suit based on this no t ii flcat ii on of

certiificat ii cnl„"

I]FIRST (2'LA][NT IFOF:1tF :LI E'F' : "619 ]PATIENT

1 2 . 1J(,B rea11E;~,e,s paragraphs 14 1 ~~lbo~ve ; , as if ,~e ;t :fo ,n :ri sFie : c; ifii~~~ 'l1y, here .

13. U{, :E I , 1[n ~ ~, filed r1C) ,A, r1O . (CF-0.35 lby 'vih 'ic,h the United :>>:fL tes ]Fa'Od

avid T)na,g Axfi711f115tratiori g;raxrtecd ar1pro1r,il for 2:50, 500, 750 and '11000 ring; Uib',le,ts,

iyacliadi tn ,S ithc. active i in j rci di i~i nt leve, tiraci.%U rrn~ , o ir (S)-al~~ha,ethyl-2- ~~x .c~-1-

py~zra l ic ~;iti~~~~,cet~~irr y icl E :. ',Cheese: tab lets, described in.'C 1C'' F3 , Inc.'; NL},A,, 1111T.

prescribed ;end sold i ri the nited', States under th.ee trade-inann e ]KMIP'P]RAID .

14., 1Jriite{d States F'at :e; rit : ;Mo . 4, '9413 ,6?19 ("the `6 ) :39 ' ;patent „" ccojV attached

hereto as Exhibit "W" );, entitled '" (.S}- ,alplha-~e tla;y l ~ :' ••o:KO-1••p;Ynr c~ ;l i dl ine,~u: E: t ~a~rni ~de, '"



ION] 5

the inventors Jean Gj oberrt, Jezn••PiiecTe iCiE, EM-ts, and ('My Fio dsori . iC:he 'G ;39' patent

claims, i 'ri t' er o7licr,idi,neac:e; tannide," the; ,actiiv E :

subs,tain c;e o f']K:I" P 'P]RAV.

15 . 1J(;:E ', 'ES .A , ha s; been and still is 1:t1E'. C11NT lcr {of'triE~ er ifirc- right, title and

i t1tE .i -e~.~t iin the ''~i :39" patent and p ossesses the exclusive i£;ti1r to sue for iii : fi • inge;mcr i 1:

16. rChe ;port ' io m of the `G39, patent stib ; sequerit 1 :o May 14, 2005 was

discl aiirnccl. Howevfa-, the '639 pater it received a Patent Term ]Ex.terisiori uxider 3 ~ 5

~156 e:xte .ridiing its term for .a period of I,157 d aps from May 114, 2005. At,

piresm t, unless some 73dd S' fICIIla',l exteimiion~ is g;ra . rited l , IN: '63 ' 9 pat. e. rit. Will 0:p ii rt~ i on,

july 14, 2.008 .

17 . By inoti cia referred to in Paragraph , entitled "Nfot : ific,al ;iori of

C;cil ifi. c ;a tion of lriva'lic'I it; Y, tJneri l ;tirc; e :cab ii li it} r aric~'o~~ TZ+~ninf 'riir~~em ~~nt i;cir'C1.'S .

;P'aitenit Nfc> . 4,943,1635> pursuant to ?~ ;i05(j ;l(2 ;)1(ES ;~{;iv} of the :Fe!clE :~~~~1 Food,, T?ir~a ;g, axed

C.,-tic Act,'" Cobalt n iot ;iiied'. ~UC'F3 that it had ;~ia ' bnnil :tedl any ,~~]~fI~A, axed has i in

eoruzccit io ri vvil: fi Chat Ar1C),A, , filed a c : E ,i-ti :Eirafion with respect to the '(I'll!) pa1 ;c rit

urider Section c ff ithc FoJera l Food , Drug, and lC :o :>> riE,t: ic Act

(21 § :355 seeking; approval by the ]FDA to Irmmufacturc„

use, 81111 sell (.ob<il', t' , s pi-op losedl product, ;I 0 O0 mg ]',orc l : iracet,am tablet ;, as a € ;miei ri c,



marketed, infringe the '639 paltrit .

1419191 6 ,

versian of' t.riE ; K E;PiPF:.AR) procl uct. ]Pl ai iraif;FU{C73, I nc; , re :c.E.i iv E.d tr ee: Notice o f'1 lle,

C:ar1: if,ic,a l:iori ori June 6, 2007, and Plaintiff jJCIB; S . .AL . received the- Notice of

C;artifii c.at: iont oni June 7, :?007.

]. & Cobalt seeks approval of its ANCIA prior to i :hC, O'Tii ral i l),n ofthe: '6:3 9

patenit .

19 .. Cobalt alleged in, the Notice of().-irt ifii c:at . ioni that the: '05:391 patent is iiot

infrixigi.d by its proposed Cobalt levetirac ;E.tarn prOduc:t .

"0" Cobalt alllegeci in . 101I .- l40ti c-l-~ o i f C', c~lion~ ~tlt~ at the '' 0i391 patent is neat

valid.

`2 l l .. C-'clbalt "Ill lege'd in the NOtiCID o f f C)Nrl. ifii c ; <<tiCM that the ''15 ,39 ,patient is not

enforceable .

2.2 . Cobalt has irifri ir~.~,e, cl the "E3 '9 patent under 315 iJ. ;S .~~ : . ~~ 171(e ; )( ;A}"1.̀.b

by filing; an. ,ANR)A and seelkin;g approval vapproval Ib;y tile FDA it o e1 ri~; , a ,~,e: in the: cornnner~c i ~~l l

manufacture, usE, or sale- o 1' ,a drug claimed in the : ' +635 patent before expirationi of

the "6319 patelit .

2 : :G, The proposed Cobalt le.v E, t:i rac{etam product Nvi l l, if approved aml



INHERE-FORE, Fla intifiEs. re,spectfia ' [ly, request the f6flowing relief

149191 7

'924., On i nfot-maticm and bellief; Cobalt is ELIN'are that the proposed, Cw'obah

Ievet 'ira c ; e;ta ,rn p rod,«CA, if ap,provF:d,, wi l[ be made., uscil an dlor sold im contravention

o f'1[;fC.B"s rights umle rthe ; ' 639 patent .

25. 1J'C E I is entit'lf;ci to full, ,r ellief provided by :35 "Lf.S,C;,, § :27 ' l.(e ;){4),

including ,a n order of this ("'ourt that the e, fketiirri, date, ofthe approval of Cobalt's

ioflDA be it date t h ,at is not earlier than 1,15 , idays, fi-am the tE. rrnina . i ci iis c ; lairri eir

date iFoir the "ti39 patent (rurreral;y JUl3r 14,2008), o r an,( other expiration of

ex c ;lus,ivi ti,r to which UCMI is or becomes entitled .

'12 ti ., Caba ll t was aware o ; f tlhe C :K i :>t . e ; rtc,e ofthe 'ti :s!a patent and, upon

i infi nmal . iori and, belief;, was aware hat the ifi l iing of its ANDA and certification

With respect toth{e 'fi3 :9 patent con-sa:itutE.i3 an act of infringennent of that patecii . .

2 'F„ Coball t' s statement ofthe factual and ;[ E ;~; ,al bases for its opinion

rega .rd'.i ng; the v,a ' [iclit;y of they ' 539 ' patent is devoid Of till objective good faid-1 basis

in either 1hE, fact 's or the hov .

1 ; f ;,. Cob~ ~ l. t' ;s inifr lll ;gennen~t ofthe `' G39, patent is I~r~il ;l iul .

2. 9, This case is an e .accept;ion al one,, and UC;l3 is ,entit.led. to riri award of its

reasori<<blle attnrnc;y ',s fees under 35 §, 2,8'i „

PRAYER FOR RELIEF'



(g;} Such othu, jrc- l, ief as this Court ma), d' e lllrl,prori e ; r .

1419191 8

(a) A judg,rnerit ideclariing that the effectii`m. date d'an;y approval Of

t;o'balt's , ,A,NDA under Section 505(j) o !'ithc- Fe-deral Food, Dru g, and Ccy :>irie :ti {c Act

( ;21 ' C1 .S .C; . § .355(J) .) f b, r +C'ob,a lt. 's proposed le-vet ii rac ;e.- tarn product must e ; no earlier

than , ' l ;5? days, firo>n i the , ex.piratii on clate: af I; riF, paterit ii n suit to expire (curivrillY

July 1-4, 12008) diat: i s, i infri irigcd;

(b ~) A j tadg,rnerit declariing thot i:hE,'' fi3!9 patent remains a'l's dl , E:nforcx,a'bt {!„

and Ems been infringed lay Df,finld ant Cobalt 1?harmaceuiti c-,al ;;, 1 [n•;. ., ;

(c) A ipermanexi i , zijju»ction against iny, in, frin geme ;nt of I:riE ; '639 paltrit by'

T)e.femd arit Cobalt :P' t~ <<rrn a~c: e; ta ~r ic a~ls, Inc . ;, ia ;s, ~affi'~ c;e; rs~ ,'~ c;e; rs~ , age. :nts„ at tc»rrv, ;y s , a n d

empl0y'e ; F. :i, arid those acting 1 111 ]7 : C1 Lv l t;y or concert with fl 7 {e Cl1 ;

{d) Judgment bye t,n ' tf, i-e-d that l31 e: fe ~rtciant" ., h7fririgt : ryiE. r1t co i' tba 'fi :s!3 pate'I11:

was and is willful, and ]Plaiiiil :iff:> are entitled to their reasoriab ;lE, attonwys' fees

pursuant tO 35 U. S .C ; . § :? .BS ;

(e) To the extent L)cfcinda.rit ]has e.o mimi tto-A any act :, with respect o the

subject matte r c; la i ;me.d ii r i the, `6 )3 9 ;patent;, other than those acts .,xpressl l( emcmpU;ci

b3r 3 5 §, 2,71((,-)(1), 1?l aii rst: iff:> be; awarded annag ;e :s, for such c :l :s , uldcli this

Court should treble pursuant to 3 S [J ,.S)„C . § 284;

(f) Costs alld i;n this c ti ori ; ; and
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Dated: July _ ~,,1, 2t}iD7

OF (CIOUNISIE'll :
Robert I, ,. E laeclhto[d
Bruce C. Haas
Scott ]K : . Reed
Steven C'. Kline

3 0 FGock e fellE, i- Plaza
New York. , New York 1. O 1121,

I-Jeorgiot Bar No. 0615900
l:ma's 1L:15~nc~iu~~~,7t{` ~ b n7 elztiv. cc~~n

G ~ e ; car€, i at Bar No. (i:s7537
Email:
130NG IjJF:,ANT ,, "NUXL ;SC)N &

'3900 Orle Atlantic ("'O.-Inter

;[201 West Peachtree NAV .

(' ~~04) f~~31 ~~ 1 CE(}

Attorneys for Plaintiffs
lU'C'Et S;cii.itc- A n cin;ynnc and 1J(::~0, ][mc .
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