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A§'€s::rr;+:ty DG<*.i<e€' N0. N.§?;PF*€—!}€}ifG2‘U§§ 3E3é3i§3»2{3i3 ?E’A"§"ENT

{N THE UN.§"§§‘E_CE') S'E.“,r—°«».'I‘§ji§5 PATENT A?.\i"§_‘§ TRABEMARTK GFFECE

in Rs? App-Eica‘ti<‘>ra of: 53:‘-W/IE"»’—‘«.‘[0A‘a'E%_, Foimi C<'>nfi1‘maii<:»r1 No; £7607

Séeriai No.1 33.’? 89,714 Gmup /-'\r€1_.Tnit: 1:329

Fiied: Juiy EON Emmintsr; .POE,,ANSK‘s’,

FOR: ‘a\?A'E"URAL MALRENE S()UR{fE<I §?Hi.’}S‘§"HG¥,.EP§i}S C0i"°«’EvE3‘RiSi'NG

?€H_.7§s’§J}‘~§SATUP.A"§‘E<ID FA'I"E“3f ACIDS AND THEER A"§’i’E_.-E C'ATi{}NS

M353 Eiioga 'ET3eciara€i0au
C0n1rr;.és3i<.m.~3r for Parents

EU}. Bax ‘s4_"3'(’3

A]e:<andria, VA F323 E 3» E $350

BECLARATECEN {EE-0‘ §'<‘E_§§§§}.I}€:}€;}}_‘;;'__§_§_§f§AHEDE PPLE}. UNDER 3’? C.F.R. 

L E’en3ido0:’x Shahidi, d~:-.0}-arr: i‘o‘:h?-vxlsz

1. E am 3 ie.m::'ed Univezsiiy R<-:;~2~:m‘ch Profeasor at Marnorizai Uniw-.:'siiy of ?\Eew'f?3ux1<i.§21mii in Si.

.¥0hn‘s§ Camada. M’); appoini'm'cnt in the Depamrnem of Bicachcmisiz-*y; w;ith 23 423033--

::p;:scsinf.men: wiih ihe A<:;uac.a.1f.mrc: Pmgr*arn, Bi0Ec:gy Dc3partrr1er1t Ocean Sciences C6030.
"1.'

E have beer: ;_sr=.3fes::.<_w as‘ Marm'>ria5 Un.i\.»0e.rsit§-' sir-.c:: 398 , . .am“-, also H<>ncn'aa*y Pref05301-

at C'hu:'2g_ Sham E\/lkzdicai 'Un§versiiy in T-ai£;h1;,n3,., ".=Caiwar;; a Cfhair Proikssor in the Degmrfinient

of E-"‘<_z<_:.:‘§ Scsiencr: at Nafkrraai ilhurzg Hfiing Uz";ive:‘sit;,! in "£‘aic;h1mg,, Taiwan; and an A-d_§11m::t

Pr0i}3::sm' at Daihou-sis-:-. Uniwzrsiiy in H::1iii“a;:, Now: Semis, Canada and the E"w'<w,?. ??.4<‘..<_‘.-iiss

.i\g:'icu§t;2a"a3 Cc»Jie-gs. in Time, Nova Scoiia, (f.ar1a{i-a. Pri<':>r to being at ix/=.enmriaE, E was in tin:

Depzmrncm <33” C5:7‘c‘;z‘r1isU_j_»»' and the E}c’:_;>a3'Unem. of Chemicaf §§ZrLg;i0ee:éng {ha Univewiiy of

'Tc::'<;~r.-E0.

5

E :—':s.me.d a 2"?:.j[_”.>. in 197?‘ in Physic.a} Cfiz'g2m&<: Chemistry fa';‘m.'a rfw: .‘E}6:§3arin1em.offlxemisiryai

f\«€-:.:GE]'i Uz":iver:~;§€y in Monirééai, Canada. Prim to €'i'aaL I earned a BacheEo:'s oi" S<;icn<:.c~:, with
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.!%€€s:3:‘ney Dacket Ne. NEE"i\?~GO}.."(}2US 3 3 3663-2013

Seriaii No. 53/18‘ ,7i4

Hom';x,=rsi from the Deg-9.rin'ir:.sii 3:” Chemistry at Eihiraz {Pa-ihiaviji Univc2i‘si'i.y in :~.iiia'a;:i ii*a=:i.

,r—‘i;*“t:—:r my dcsigzmrai wor'E«:., i was 3. i?’o:;:cio:.:toi'aE Feiicww in the De;_>_:;r‘n'rieni (if Ciisrnistry at

M60213 Uniw:.i'sity.

3. i have ‘rattan a scientist for aZm<3.:~;‘: 40 3.«'e:ar::§ omiined in my C‘-.ii'l‘iC‘-.ii‘LEi‘:’1 Vitae (_Ap§_:e3::i‘iix

A).

4. E have been rs-icognized with 2: var.’=<::t'y <3-=f’ ziwemisi inc.E.:ir_iing, for is-.xampis: Europeam Lipid

Tczathrioiogy Awzirii, Eurofed Lipid {;7;‘C3IG): F:=;iEciw, Americas‘; Chemicai Si',w';ieiy {Emil};

DiE2{'iI1gUiSi”£i‘.’.£i Ss.=.r\.'iice Ax.w;:*d, Agricuituiiai and Food (.‘i“:€:‘.fI":,i.5E.:’:‘;’ Divisi-r_,n‘ .A.meri<:an
3

Chemical S€'_3Ci6i_§’ (2008); 1%;-iE=:3w, /5°xm»~'3i‘ic=,n‘.n Oi? Chr;-imis-‘:3 Sociciy (20-(135%); {:§'=.,3i.’3.T,ElTi{'iifig

Divirsiora i‘./£i6mb€I‘., a\£=.iti‘ac.eui:lcal and Fiinctionai Feed Division, ,i£‘:S€iU_IT,t3 01’ 13700:}

Technologists (EGGS); Advaric_:c:nw,nz mi‘ ,r—x§,«pEic.ati0s'i of Agriciiifiirai and Food fiiemistry,

f\i’3"£i’.fi{;3.£‘: {fiierriiizsii Eéoszieiy (2007), Feiiow, iri.‘-:ch.:.>n.ioria} Acarriczmy it-i" E‘-'<‘>:_>c§ SCi€.‘:Y‘iL'LC arid

T:':cEmo1ogy (ROCKY); Stephen S. Ciharig Award, Ensi”1ti.zt<-2 0:" Fcmd Teciino.E0gisEs (Z2005);

Feficiwj 1ngi:ie_-me. Q3“ Foe-iri T:'3{_‘.i"i}":&‘Ji0§,_>‘,iS1.El (j.?G{?5); E¥':3iio'»v, Rcwyai Socie.iy' (if Ci1€§’3'§iSii'}/' (UK)

{E?T?€.>8); Pi McFe<; As,va:*d, /‘-.i'lanti<; .‘i’i€.E'ir:'rie.<_: ‘iikatiinrylogicai Sc-sziety (i9f§38'); Feiimaz,

i'_3hemic;:a.‘a iris-mute of Cianzada (19%); Wiiiiarri J. Aw:-rd, ilanaéiiari Irisiimtc {if R‘.-o.<*i

Siziencsz and i"i‘:.ciir:olc:gy (E%?:§?z§}; E7e§i0w., Ag,i‘ic.uéturai and Food C§1i3inis:i‘y Divisicm,

.+’h.m<s:ri::.an CE‘i«s:micai E4-rmiety {E99éi}; Péatim.im Ameriasars C'2iez'nia2‘ii fiociaty (1994);

Feilow, Canadiazi institute of Fwd Sci-.'-.’<nc;e and "E‘ec.E*iii<_:i.<}g—;}/ H993).

iiavaa pubiismci abcaui 450 peer revizaweiri 3.:"=.i<;ii¢s, a3:s<:>u: 26:30 book £i'za;_:iiers and it<)n{"e.s'encc:

pYQK3€‘.('3-Ciifigfl, and a.bC>uit EEG booksi F hi-iv-:2 Riser: r5:c0gnize{.i as {he ESF mos: publisheii ELL‘:[i’iQI'

(W) in the 22 ea of E-‘:’;r_s.r.i, Nut:“i€i0z'i and Ag:'icu1tui*a§ Science for the peri<_2--ti <3-E" i9%~.”-«.’C=O6;
: ' - . i':\ ' '\ _ ‘ 7 _’ '- . _' ,_ 5 ,: '-. ; ‘ 5; : ' s ‘ :*-W»

ES: mos: (;iif.".{': (4: } authm in F'oi:5,i‘i1:t:iiiun and Agiscuifzirzis facienm or me perm} of ;‘:.é‘~),7--

2097; {i'=,(‘3 ESE mast oi‘-ieci {7‘”) ?i§,lii'10f in ms area 0f'}"oc.>d, N:.itriii::n amd Agi*icL:EiLsi‘aE Science

‘fer the period of E996~ZZti}0{§; the ESE maxi: azited {Ed -..-/, aiziiior in tha arsa :31‘ Agz'ics.,2E€.Lm‘il Science:

for {E19, pczrigiai of 2Q0i~2i“H; Eif‘-nii ai1ti‘i<3i” of t‘=:i<-3. Am-.-:-iican Oii <_7.h-3m‘Es1s S0ci€.=.ty, Baas’; Paper

Avmxrd £731" £995, H.397, },‘}9Z‘§. E999. ‘E002, arid 2063.

6‘ E am ihe E»".iii('}!‘*il'E”Ci‘:i€f oi’ Ii'3€ ,;’m..i,+~mz! =9;f'Fzm.:ziarzci! 2’-?}.t>(,ed.s‘ I am aiso an Eldiim 01’ Food

C';’~2cJ.=7>2is!:;3I; and if am or have ‘G-sen {ha i§idii<_:rizii Board of: Jawiiczf icy’ F004 Scic‘:'2::i?,

ooogoz

 
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


000003

Aimrauéif E}i}{Z§(€€ 04:3. NEPN~QOEa’f}2U3 313=‘3fs3~2'3}.7s
Q” 5Seriai E3.I'i8‘§.,'}'i/«E

ir:!e'rm::i{:srzc2E ./msmagiz’ of Food Pr0,r:n3r':ie.s:, N.=,.';‘mc.'e:0:iia¢z£5 and F5-mi, :1T'ur're,'/gt Naairiiios/:. (mci

Fwd Scz'e.=V2(:::>., ,7,=‘;]‘§',>,=“r}/2, and the ,;'«:;;a;ir.r.-zzf of £(_;z.a:.=:z'c Form’ P:'ocfz.scr! .I*"e::.»’m:;f0ggy., and cm the

Edi:-aria? Advi:‘~::sry Baarci 01" fihct ..f0uma! .:‘)_;"_gric'z.,'itzu'a! :w:z' Foam’ <C7.»’?:2;2»2z.s‘r;~‘},a I xwis ?.‘mt

E3cii10z'~in~C.§uief :3-1:’the .;'az;.='mi:.v’ oj"F.r;~aa’ Ljpicis‘ fmm E993 so 3.009.

3’. I am OI‘ Eaave bercsn a mé.=.mber of the ‘iiflfiowing s‘:><:=:mpEary ;.3r-afczsgionai :3:'gar:i2a£ioz1$:

1:1tm'naiion:3E Society; for N=.s1ra<;e::€ic;2.§ss and .FunctionaE 1n:z:x'nat§ona1 Union Food

Sci:-%n<;a am} T<:c}‘2:‘ar,3}0g_x/g Im;e:Vnatio:‘29,i C-:3mmi,3sis:n 0:‘; Naturai Irina:-iiih Prvrxiucsts, .»f‘~.r:*:€-.ric;m

{iii =Ch;r2s'nis€s’ S<:n::ie:y, Am:2ri<:.ar: M'<em Sztierxce .A.<;::.<_:c§aiim1._ Chemica} 1nStitut:'; 3-?’ Canada,

Csmupe Pc>ly;3E1<+m_:E Enzer.r1a€im'xaE, Canadian Meat S<:ience3 .Assoc:éa2'.i<:»n,, instir.a.zr.e of Food

'T:<chn0iogists? C‘fanadi;;m In<;£=Itma>, 0:’ E-"ow f§,‘cTsr3m‘;e and T:;:c.:hn<:Ec»gy, America-.n Chemicai

Society, and iiw Royai Chemic.a1 [§o::E.«::ty.

0: iraavs bfiéffi precszpter I131‘ 25 pc;3t--:;i<3c:-fsrsai feliaws/r<:s;eaz"::h asrsisiama/ass<>cia,tcs and 50ac

g;adx.:af-::»1e'xIe§ tiwsis stud-ants.

9. E haw: been 22 rn<:mber V?-.ri:3:1s food sizmdmdss c:c»mmii€.ees, ireciudéng being an Expert

A<‘1»'i::‘.c):“‘y ilmnminerz memfrx-:3’ E0: the US. P?':3...rm:«;<:opeEa zj€0_}‘f:‘~§.P},, F:';0d }ragrecJié:r21.<_: (20-

CD
prssent); Tviaember, Expat‘? A.dvisory Pamzl, H 31:11 Cianada, Si:3nc§;>m;i::: of Evidence. fer Heaiih

filiairns fer Fmds (1999—12010}; and M-’emb:::', Standards C<3uncii offlanada (2'”-’CJO—20E Q),

101 was technictsal cxpe..- wé:r:a:':ss in a patezai infréngmf=(:r:€ lawsuit concerning the

pha:m.ac:eu1f£c;a1 Lova'.r<i>.-.‘ a drug fivaat cvmtains ethyi estezxs ofeamega 3 any a,r;id's, near séy DHA

and EPA {P;+':::;‘n.?v:‘.I BioP,*'m;‘rz»2:: f‘»-"0s‘ge /5,‘? ‘.3’. A_.c>(.2£¢?x C.<.‘-:’;:w., § '09—<_iv~O0304--SLR --MPT).

Hf am an inventor of 4 US. Paiems {5?4£E3,l;3B1 5‘ "$3356, S,CE3{E,915, and 45,55‘ ,23-4)‘ a

}§§u:“<,~p:=:as: Patem {0,.‘;-34,283), w<3EE (fiber pamraf zzpplicationg.

£2.31 Ji‘LCi°.iT1b€5r of was engaggfisi E), cmlnsei for F\?:_>.;3iLm»:>. "f‘s3:-.h:3a§ogies and

E:‘iiores::.:rur«;t0e:s‘ :une‘”‘) in rsvirzw US. 34,030,348 (“the ‘V348 3:«m=;z';1"”' zmd its. . .0 E

::ubs:ant%v«:< pr'c>.~3<:cu:i0n history, ‘mcluding i.‘m=: EI>«::ci2,=r’aii.r,sr1 csfDr_ Eari Whit-5:; the (Z‘<_m‘er;ted

Rscgurzst "or Ree.:<an1ina.iéon iii:-.d by Ai»:e.z'Bi«3n1arir:.5: ("'Ake;"‘}; iistr:»;,‘- L.E_S_S‘N 93mm #714

inciming ‘Ehf: Dsc;E3.r:-1ti:'>n of Mr, Bjorn iiffiie E-1'aLzgs;g;erd and ‘aha’, Da-:33-:n'::ti«3n of Dr. ihc-rz'xas3

Cmndersern and W0 E)-13‘/‘E3545 (“Bez.=,:,1d0ir1 i”); am? s=.1ppc>z*0§ing matrzriais, and is provide my
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E3.

Ai.£0a‘m:y fiockazi N0. :‘\JE.?Nw*C3=fsi/='&2’L S M365-3~2G§3

Scriai N0. 3?-:’389,.«'34

expert s<:ic-trxtific opinion. E have had no prior <:§ir<:=.<:.t izw-:«Ev~:::nent with ei£h+::=.‘ Nepiusxe or

Akar. I am Easing C.0z’npensaied at my a1;::xmma..ry houriy rairs. far my ?;§m=:3 333-:<r;€ an

<:1:svc:l0_;:',>ir:g>,, fa:-mir; , and exprassing fha fans and -;':pini0r:s in ii‘s':i.~3 dc-:c.E.araii-zmk H Jmve. m;(it)

pctrscnal iI“:€5i‘iiS1; E0 the uitirnaie 00$-zome of l.3:‘1€:' raaexaminatiasn ;31‘<:>«:aed§ngs im-'o1ving {ha

‘348 patent or .-zmy z:omim;aié<_m appJicatic:r::; fiicsri fr-3-m this pate-.m,

I 'i':a'»-'6 <:are.="’a_:E1y read Ehr: inforznaiicsn ;:>z'0vid<.=:<.E. Below I 3?-:x'.wi<;*ir;°. rny expert scientific opinien.

}_“_?m ‘348 Eaten: Bisciases mm Ciaims 3 B§0§4_wica.EEv EZffee;>.£ive _.-fiamiaum M‘ ag_a____E_'}_xirz1ct Wi&'h_s_:_

Fixes:9__%§_g§_§;§§fi___{;g;}£ainism T2-2'0 mi‘ EP.»-"9. am? E.‘£}:§A.

E4.

.SpecificaEiy, cslaim ina:E:.1:.ies the phrassz

 

E i'1a\»u:': read the :ii:;c§:>sLe.:‘c-. and ciaims ofthe paicmi and undarstand them to be dsrecied to

a bifiic-gica1§y e:.ffe.<:tiw: amcaum of s:>:.€.racr. 2';or:t3fen§ng 2; ;ah«:;sphc>Eipid composition bczaring

twrgs of EPA and ‘CEHA. Tfzxaiz is, amounts of phosphoiipid C(‘)i’i‘:j.')-;'>:‘~.'if§:‘;t"::§ c0maira=In.g, two of

EPA and DHA would aliow f.hr.=:3€ commsiiions 10 be active: ingrcdimts, ”l"hc1‘-:<fc>=.'~:-., it is

not directed my encornpasges .:7»;is'm'.scr.sz5 arraoaxnismy ur:c':c::r5i.2m{3irag thai {ha ‘I348 paiem

0f?h't‘: ,_*3hO.<5p§“10Eipid composition.

‘?‘whea'ein the wmpc>sir.ic>-n is saxitzibiez for human

a2<3ns1.:rn;;;tim:," This strong;lj,» fhéii ihfi cfiaim is diz'cc.tr':d to .3 ‘0ioi<_>gicaEiy <=,{’.i"e<;tive

zznmzzni ofihcs ccmposiiion. My 3‘-fiading 0fi‘}“:s:": “I348 pat:=:nt":: sgxcztzcation supgisaisrts ihés poim.

Uxmdar “Fiaid of the Enventionf‘ Pau:nr.c::é SF.?if.6S that “[€._]he present E

 r1uE§“fiC€l:iiC&§, pharma-::eu1:ic:a1 cw: s2(i%5m§3tiC ctompoati ‘E48 Paiem, Ci<_>E=.m=.n lines 22-

25. 1 wouid net cow-3.1‘ “n11tr3.s;t:<u€ict.a§, pharma<;<=.2_:e.§c.a1 1?-E’ cc-ssnetic. c.«3m;;0si:i0ns“ if

‘:‘:.nC.€}mpa:=.S‘c:<f§ ;:.»z*ep3rati«:ms c.c.n-'.ainis1g cfe 0;:-z.€m‘m.<".5 am0ur‘;?.:=. cf the r<:c§‘.’ed c:_:-mp-:3-si?.ion.

36‘, S1'{:i.‘{a-‘:3: “[t§?*;<=, atorrmavsition .Fe,=re.h::=.=:,, Ccaiumn 4, . f_is;§ usefui in the prezvantéan 0-."
<5

treairncani of a vaz'iet_y‘ of disease states‘ Again bielogicaiig a=:'i“?E=:c:é,ivs: amounts 0:” she

:';0mp0:::§€i0:3 and not de rr:in.irms' E€‘v'€3;"~., would 3:30 raaededa K0 have .3 rm:c5ica£ z°:.ffec!_ with the-.

aziaimed _;>h<>sp‘noiipi-:_is that a<:tiv~:: mgredisnt. I-“uriher, E;xan1pEe:s 2 and 3 5;}'2a‘:w the medical

uses 3-?‘ this sI:C1-3”I‘.=f.}(§sS§i'iCr)’L unr.i::-.s‘sc:3ring aha need for biologiczaii}-' effizciixie q=.xarai'i=.is=:i::,. This is

3350 seen in Coiumn E9, §i::<e 63 to Clolzmm 2 i, Einc 3 which recites, amcmgg »:r:‘r:eer~:, vari-::sus
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.5-.tt0:'ne}! Bmsket Mm \lEPN«{)0‘z/’ii]2L3S 313663~'30I3
Seriai ND. 13/"; ’9,?":4

pizartmaceuziszai and ms.edis:aE of the comp03itiot'a, based an the assumption that $316:.1.

c/ompcgiiion is in bioiagécaiiy 2fi<.‘.¥.§‘v‘{‘i arrtourtts. herflctm, it és my <>;::ir:i<;re that this patent is

directad it} a ‘r_:ioh?>gi<:a1Ey e3f‘§2:<;tive amount of the: c.mm_>os:§1s.m:.

j§_‘§:<: ‘White I}ec§_2_x;§_:;;:i,ion cf E§v’ig3;m;§_1_, 201} C:)ta§Et;1__a_§;;e§_;t_E_;_agj:__;§”'§;_:;_:_g;__:5g§<';§:x EC Bees ,N0tm§;g_m;:in 3
 

Biefiggiczaiiw ‘§§Zfi"£ctiy_§___(é§ma::ni sf §§__?h1)§§)§$_§_3_§§_Q.i§§ Containing Two :33‘ EPA and DHA.
 

16. E have read tbs Decimatiorg tr-f’ Eéari Wtsite sttbnfitted on é“viay 31, 30$ '1 in sL1ppor‘=. of the

"343 ]‘v'Ey scientific opinion of this deciarati:“:n is that Dr. ‘»2v'hit£: ].'.'>t‘{_3§‘_‘e§i!‘5}/' <:;cmc;’m-dad

that ‘Be:~;a_:ci0in I flees not contain .3 biologicaiév c3ff::(;tiw3 amotznt ofa phosphokipéd containing

two of E.P;~‘x and DHA,

E.”/‘.This wading is necessitated by not only Dr ‘~2'w’h‘:t.c:".~% stataartaents but 21350 a :‘&.>.=asona*:>?'c:

inter;3r'<-:ta':ion by a sciemis=. in the field.

As to the iatter, I do n-:31, nor weutd zmy other sci-zntzst, ir=.‘:-sxprat Ur. Whiifis cenctfiusic-n533

mrzan that trans am0ur:=t:=, of the phosphtsiipid cantaining two Of EiPA and DHA are, nut prctsartt

in B:_>.aud{:»ir: <3.-,5§.. As a vetrsran sciczntist, White wcmid rim such a definitive

stataznent, nor woutd a typiczai sciczntist draw su<t.fr: at «:;0m.:E‘usiC>n. On the corttrary, a scientist

woufid 100?»: at the: White d':'1’t'£i and imderstand that his c0:'scE:.:sion was tE*:at,, on the whcflet and

limited by the mstruma-.m;ai <:av~s:3,ts that coma with 'c*,ver§.-‘ e.x;;>erimsE.nt, bioiogizzailv :3ff<':c.tiw3.

amounts ofthe cejniposiiiran were amt 5es.E:.c; ed.

E9, Dr. Wiwite €.X;>1ic.it?_$,' states this as he: raports his "‘«3pin§0n that the Beatadoén Oi} Fmctiozzs

s'e.c-cived and by [‘Dr. White] do not contain PLS {;isi':tv5p}: E=§pi<.is} whim haw:-. attached
0

to them DH/—‘», and ’;f}'§~§...='?.~., E33‘.-'5‘s and EPA5 DHA. and EPA £3!’ EPA and E3}-EA_._ _‘_.a_‘i“‘fi:?_§;_‘§}§;_Ef;_{'IL 

iimiis d2s<:1'iEtsa-.d 2:2:-ave in mraora E: ? outiinérw. LC/MS and ‘:\/15%/MS? techt1i.('u€:.s"," White..._.:1 ..» 4 _i

Dacia:-atieazt <}:"Ev1ay 3 ‘L, 2021,? E3 {ant-pttasis added}.

xx; .9 "I‘}*,eref«3re, the 03:13: reascvzaable (‘S-miézig of the Earl L. ‘\?v’§1§i:: Deciaraticrx of Tviay 3 I, 1200i 1 is

that Dr. White ccmaziudad that: Beaudoin 1 does not szcmtaén 3 b.i<_>i:,:gi;iaEiy cg-.ff1:*<c.tiv£: 2:n‘;c=L=:“-.t of

E1 pho3pholé.;3id <‘,O!“sI':‘5i.T1i!‘:g two of EPA arm? iZ>H£\.
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