
FIRST AMENDl\:ffiNT TO AZELASTINE COMBINATION J>f~ODUCT AGREEMENTS 

This AJnendmem Agreement !"'Amendment Agreemenr") is entered imo as of this 7'h 
day of November 20 ll o the ·'Effecti '~ Dattn hy and between lvleda Pharmaceuticals lnc., a 
corporation organiz~d under the laws of Delaware with it principal place of business at 165 
Davidson A venue. Suite 300, 'omerseL, New Jersey 08873--t 120 ("'1\ileda Pbanna.'), Meda AB. a 
corporation organized under the laws of Sweden, v.:ith its registered office at Pipers va~ 2A, Box 
906. SE-170 09 Solna. Sweden, (' !v1eda AS"), and CLPLA Ltd .. a lim ited company organized 
under the Ia v of I.ndla and having a place of business at tv!umbai Central Mumbai 400 008, 
india ("'Cipla"). Mcda AB. ?\ltda Phanna (together for the purposes of this Amendment 
Agreement the '·Meda Pa.nies .. ) and Cipla are som times refcLTcd Eo individually as a ''Pany'· and 
collectively as the ·'Parties.·-

WHEREAS, pursuant to on agreement between MeJa Ph, nna and Cipla dated 13111 

November 2006 ("American Agreement"'), Cipla granted Meda Phanna (previously known as 
McdPoimc Heallhcarc lnc.J. an exclusive license 10 marker. sell. import and distribute the 
Product in Llle Territory an l to manutur ture anywhere in the world 201% of the Product 
requirement for the Terrilory (a en h tem1 is det1ned in 1he American Agreement_). The 
American Agreemem uJso includeJ <1 right of Jirst r~fusul to a..:quire an exclusive license to 
market. sell, import and distribute the Product in ccnai.n other countries in Europe and elsewhere 
os stateJ in the Ameri~<m Agreement. 

'WHEREAS, Meda Pharma cxcn.:i cJ such right of lir.:..t r·fusal unJer thl! North American 
Agn.•cmenl in resp<!cl cd· the relr.'!\'ttnt countrie · anJ pursuant lv an agreement be-t\ een M~da AB 
;:md Cipla Jated 7 S 'ptembt:r :2009 t .. Euroo •an A!!reement .. ) Ciplu granted to l'vteda AB an 
exclusive lic..:nst! to murket. sdl. impon ctnd di tribute tht: Product i11 the Territory (as each tenn 
is dciined in th~ Europe~m Agreement): 

WHEREAS, The Parties h,we muwally a,rccd t L) amend the lL'n11S of bO£h tht: Ameri~:an 

grccmcnt and lh r:urL'pean A~rccmcnt m 1he t~nn:: of this Amendment Agrecml.':nt . 

·ow. HEREFORE. in ·on:.idcration u!" the rights and obliptions set forth w thi . 
.'\grl..!ement. <tnd intenJing to be k:gnlly b ll!lld. the Parties ng \!Cas to! lows: 

AHTICLE 1- DEFINITIONS 

Any cupi£alized term us..:J in this AmcnJment Agrel!m •m :hall have the meaning 
ascribed to il in the Americ::u1 Agreement or the European :\;,trec-mem as appropriate pro,·id d 
.tlways tha~ the 1~"110\\ing: capiwliz.ed term shall have the t\)11~1\-l:ing meanings when used in this 
\m~ndmenl Agreemt:nt, and all terms delincd in lht: ·ingular shall have the s:une meanings 
whl!n uso:d ln the plum! (and vic.:' er:;~t. as upprL>pt iatc). tmless olhcn' i::-e specilied: 

1.1 .. AJvnnt:e Authorisation"' 111 ~ans a permission n itnpon or export 
., · f'er the provhons of the FNeig.n Trade P•llicy 0f lndia: 
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1.2 "Calendar :.Q@rteC sliatl mean each success.i\'e tfu:ee {3) month 
period commen•:Jng 1m January 1, April J., JulY Land bctpbe.t l.i 

t .. 3 •- :· ~amp. le . Unit ... 9f . f7 . .9.9~sr~ shaH nle.axt a 28 ... mete.r.~d: :tlose 
presentation of Product as further definedi~ ~d:t,edltle A.. 

1.4 '"Sample Unit of Proctuct TranSfer Price'' shall n:i~ four US 
Dollars ($4,0D} per Sample Efilit .of Product (on an FCA Nfiiinbai basis) in 
ri!s,Pect of 'both tn~ North .'·\merican .~gree.rnen~ un<! Jlw E~ropeati A¢reernent 
The Sample Unit ofProductTransfer PTic•::: shall a:mo~ti()al.ly i1;1crease py flve 
pe.rce.r~t {5%:) ev-e.ry three {3J years vv"itb , such priee increase :b~hig effective 
from. 1 January Df the relevant year, the. first .St1ch prii.,"'j increase shall. :be 
eftet.-tive fi'om i Jariuary 10t5. 

1.5 '"Trade Unit of Product" shall rrtefUJ. <;~. 120 metert!d do~e 
prese!ltatiqn of Product as further defined in Schetiute .A wgetl!.er wjth ~my 
oth~'t iin.it PfP!'oduct thal is note. Sample !Jnit o.fPro.duct. 

L6 "Jra<;te U:n!t of Product Transfer trlf~' ' shalLrnean.six US Do liarS< 
(~6,00) per Tt~de Unit of Pn.,"-d,uct ( o.n an FC.t\ Munibai basis) in respect of the 
North American Agreement and !l.vc US Dollars and fifty <:¢llts {S:S50) per 
Trade Unit of Product (nn an FCA Mu..rnbai basis) in respect ~fthe European 
Agt>:!<!rtli!nt. The Trade Unit of Product Trm\sfer Price shaH at!tomatil:ally 
increase by five percent (5%) every tl:>.n:!e (3} .Y·ea:rs with such price increase 
being eHhtive from 1 Jam~ary of the rclevan! year, the first suc:h price in~re~se 
shaH be effective from 1 Janu:o,ry 20lS, 

ARTiCLE U.:. AM~;";ND1\1ENT OF THE AMERICAN AGREEMENT 

2.1 Amendmen,! of the:_de1Jnition ofNer. SBJes. Tht' ddinition nf 'Net Sales in the 
American /\gn:\f:ment shall be ddeted and rcp!accd by the following defmition: 

'',Ve,;_z Sales " shall m£tan the gross amount invoiced by or fJn behalfof.,vledPcime, 
any ofl.ts Affiliates and!or any of its sublicensees to Third Pw"tiesfoli sale ofrhe 
Trade Units of Pr<Jducl, in.fiFt.i.shed packaged fimn, in rhe Territory, Jess, :o the 
t',>:ier>.J deducied from or on such ir;votce consistent with !FRS. consislemlv 
app!fec.~ rh;.: fi:i!:;nvin:g items: {i) quanli(J?, ti'ade or cash discounts, chargebock;, 
l ·er'T'1S r,lln·vcnc-c> c; rP"t·t·• <: tz·n· ···,':•t·lino- ~.,;•n1 o· •t·l r,·,,J-!7•11'"'' 'll''" /'j Y/d .~fl frea1e1··ai ..., ~.- fj .., "'"'' ~· t-.. "· "' t;:;. ••. _ • . -.,-:t.n..c-•. t:-; . ~ • a.. "'~ .. -.. -. tf; rl" ... ~ . :; . l~ '--< . • vrr 4- --;,...'<: '- .. .r~ . <;.f _ ...;. . . ~~ 

swte or local gowmment n~ba1es) and price uclj<t;tmenL~~- to 1he extem actuctlly 
allowed; (ii) ,<;afr;:s, customs ~md FJtha exc!st;: wxes cmd dulies or similar 
govf!.rrmumtt~! churg,;s dir::cily relwed to such sal~. ro the extent such items W't: 

inciuded in the gross tnvoice price; (iii) cunoimfs actually r¢jimded due to 
rr.!jrH:!e,1. spoil~:d damaged, outdated or returned Trade Units of Producl; (h~) 

.freight , shipme.m and insurance cosis o.ctual(r incurred in Jransporrfng Trade 
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::~:;rt~~~t~~~~~~1·~.!;:::a::~i~Jh1~E~~;;s~:t::~b::!e~e~f~1~'{:~ ::~if:;; .. 
~r!zi~i'=~::ctr~~~~J;J::ir;~£::: 
Sl)c;h, 'i]rg/Je .tlrUt¥ rff.frorfw:t ~~h:a({b!!. deemt=#fc be sol(jat tf{e :cj·~-er(lge sple~pri'ce 
ift:~l'i'ngt'J:if!.·qppJV;:-qbl~ K!3PIN'fl:i1gp~?ri<Jdgq,nerallyacilievedfof sJ.mh· ti~a(ji Units d} 
Product Jn the a;"~lh:able .iiorii1t.r;i in tJi.e r~:rdtory: when: .such Tir,tde l;J!:ti.is ;:.if 
Broi.lW:t: ~'·SQ:lddl&ite c;f?.if noTVdth O:th(!llf?J;QJiit!.1t£. · 

· tL~ . . .:'JC,ilt:ch.ase Onier~_cmd j7rJre£{ft is . 

. (i:Jfttt .'l;h¢. .(!tninl.nt SJ)etifi~d i n n:!~pec:i ol the flh•fr lwiJ ·(2) .CalrMd& Q.~iliftgrS m .{?aC{'i 

·~~:~ofJI1~£~:;!~:Jt~~~~~£~;~:~~~;;;!:~o;:d;;~~:::::~~l~~\~~:~;;: .;;J:J!;! 
{n t.lf!flf!IP1JrJJ: eq!Jql tr1 1hiif fpr:ect:~sr £!JTIO~Jn!; aru[ i'vfedJ?(Jinie :shall i~wue . .Purchase Oiders 
· ~9h[c;Ji ~Jn:~.ii J:rii birriliifg and itrev(icable 'ptwsucmt to Set:iidn t\.1 cJ,.'pecffting i{itantkus 
tind'i!eli\'e.ry ®res from tinr$ t6.til1te d!iringsuch Cr1/ei1dat Q!!Littets {/Jt(tw'l:easrnir. .. ety 
fM) days·pJ•i{)r to the exPf!ct?d iltdiye ry date): The mn.ount specified i'~J hJ.Sp~c( pfihe 
tliirtf;t.utC/fowthCPlen4w.· .Quarl ers ,Qj'sur:hfottr t4) ·CoJendar Qua.t:terforei:iiit shall not 
be biiiding ()fi Aiidi'cf;ue. Cipla ihaU il/..~e its coiliri~ereially rea.:<;oruihl4 .. B;(farLs to mi!ei 
!1/JedPoinl~ 't teqtrested deliver}'' dtlles., afi.C shttll a.drnowleLige tk Purch;14r; Orders 
w}Jhir,< ten.{!O} dtzys after the date C4~1a receives each applicable (;'Onjormin,,_r; Purchase 
Qr:de'' qJ1dprQI!ick lvle.dP o.fnte · wi!h a delivery schedule. For avoi®n.ce· ofan:jdaubl. if 
rh,e PtJtchii!,~¢ Or.der rj?~ontifi!?s are !~sj;•Jban t he: hindingjorecasJ, llte'tt :MedPoinre wtU 
p(f.yj()r .')ny Sl,lt~9his (ptiin'liiie:.· mant4fi;lf/lUtf!.d by Cfpr1a per ihe binding fo?;e.casl al the 
Trrid.v..· Vrlir of .PJ''ocfucr TrMsji?:r Prirr:r. AJ~t~. if l•iedPqi~1te <:c(nceli (Jt~ moa{/i!.!S a 
Putc./ws,e ON.ier; . Me.(./Polnte sJ1alt pay j or tHU' batches already · in.aritiff]j;t~lt'f:d by Cipla 
antfj{,r the · bakh,.fn progress tU the Trqde Unit vfProdut:t Tran~fer Prii~e anclJhe cm'i 
q[any AP[/??,qw ~~!qtr:ri:a! or P'tckhtg maf(!i'fc.li procun:.d ?Jy Cipla to . Meet .MedPointe 's 
Purchase Orders and forecasts wlw..te suchAP.f!Rcm· Maierial and!ot packing mu/t;riai 
ctJnl70f b'i3. usedft•rfiih!r.e batt.:ht•s. 

203 Anien4~.!1L.Jo SQ.ctiol,L6.6. The Parties have ~greed. that Section .6,£• of the 
~,meri.can Agreern¢ht ~h~ll .i?~ de1ct~d and :replaced by ~he fi:;lllo,;-.ring; 

(u) ;Trade Pr:oduct; In c(msideration f)j the · ,'i,UJ?pty of Prodi~(:/. to. kkdPoim~, 
iifedP<)int¢ shr;tlipr;;y Cipl'a ;,:r miniimim. of/ 5% of rhe 1Vet Sales ¥ ecu:h Trade . Unit of 
Product that is deliv~re.d to customers in the Terrimry b.~· or on beha.[foflvfedPoime, 
any vf its· A!fiiiaus ::md/or m~v r.l i!s sublicen;>ees during the T~rm. Such payment shalf 
he macle in thefolloH•ing nvoportians: 

HIGHLY CONFIDENTIAL - M EDA_APTX03490425 
SUBJECT TO STIPULATED PROTECTIVE ORDER 

PTX0282-00003 
3

CIPLA LTD. EXHIBIT 2029 PAGE 3
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


(i) MedP;;JJn,te shalf pay Ciplcahe 'Jradtr UnirojPri.JducJ transfer Pdce in r&sped of 
ea~h T'r•g@ l}t'tit ~{Product ;5.upplied-by (,'ipl((; paym~nt jor such Trade Units o[Producr 
s/Wll be · due~ .\vfthHl .lhfr:y '(10j d,ctys of del tvwy ofav,: {!rvoice by Cip/a,. soch im.'oice no! 
to be:sentprfodo <lispatch qfthcnd£J~:qnt T'rttde Units~ q,fProdw:r. 

(ii) A:iedPoh~t¢- sbalJ 'each Calendar Qi;ar.tf:r pay Cipla 15% ofthe Net Sates ofeach 
Trade Unit of P-roduct that is d:elivered to customers i11- lhe I'errhory by or on b-ehalf of 
i\-fcdPointe, ariy of iis Ajfilii:iies 'rind! or tin}' of iii> s!'!blicehseifs di'ttliig that Ccdendar 
QuaNt{r le~5~' any Trade 'Unit ql Product Tramjer Price paid puJ.,~uaftl 'to Section 
6: 6(a){i) by J'v{edPob:le ro Cipla in tit5JNC/ of sw;·JJ .Trade {Jnir of Product. For rhe 
o:Yoidw;ce.o;(d()?JlJi; whqrl} such Cff110 lf.rt1: is a negari'ye n.tel11h~r, n(J refi•nd ~~{(my payment 
-..., <, ,1;,, u· 1•'1e"' S'-"L' 1J.Of1 "- 6;fraii(;:j· •·'•n."l'- ·--d•t(e· ' '' ,;'-'irr'"'"'l'-' .s{~o:1 •~ .. ~:;. : . ~uj .. . · · -\? ......... . . .v 4 ... ':( · ~ . ~~~! ... ~ . . ·.~,.~i' . . Ht1•1;;...4._:,r .vu.t: ~~ 

(bj _ PawiumrunderSei:tign ~6(a)(ii) : MedPoinre shall pay all amou.nts payable 
imdei~ Se¢tio'n·Q.: .6(a)(ri) wlthfr. sit(Y (60) -days of the end of e.(ith Ci.lierida.r Quarr~r i;md 
at 1-lie sqm.,; lime MttdPoinie shcJU provide Cipla wiih :a· wriiten sta£emeni rf!,:rm.Hng Ihe 
cah·utation of the i.'lmouni pc.yabie under Section 6.6(a)(i~j in respect ofsuch Calendar 
QMarter crnd -in p{nih::ular.· (!) ;he -Calentfar Quorter flJr _which sw:h amvwm: were 
c-aleiilatecl· (IO tl:iE nm:t~ber of 11-ade Unit.r ofProducr deliver~;·d ia cusrmm:'rs i11 each 
country in .the Territory-by of. oti behaff <if A1edPoiiile. ·any af irs Ajjilfates and/or £my t~l 
i.:s sub!icens~es during .~u:.:h Cai<!ndar Quarte!·; (Iii) the numbir ()_{ Trode Utiits of 
Producr mam[fcrctured by or or; behalf of Me.dPointe, any af:its Affiliates and/or any of 
tis S24b!icensees delivered to eusmmers in each cmmtr..v in zhe Territory b;· vr em behalf 
of.'.fe.d}?ointe, any r.~( its Ji[Ji!iau~s andlor m~v o.l irs sublicensees dv.ring such CCJ/endar 
Quar1-:r; (f".;j the I~J.tal amo.um invcic.::d to cu~tomer$ in rt:specz of the T1·{~de Units of 
ProdHC{ d~;;:l!veted to c:uslon-rers in each country in the Territmy by or on bdw{f c:f 
/1-fedPointe, any of fn; A_t]ilio.te.s and/or any of its sublit,er;:;ees during such Ca/endut 
Qwrrer:(v) the Net Sales Price. ofeac:hTrade Unit of Product delivered to customers in 
ead1 txmntry rdthe Terrirmy by or on behatl r:JfMadPoinle. any o.,fits Atllliaies and/or 
~my of ft;r szd;;licmsee.~ during such C:.rl-endar Quarter; and (vi) the amowz! under 
~~ction 6.6(a)(itj due and payable in respect of such Calendnr Quarwr_ 

f.'t:) !Jjght o{Audit: MedPohlie shaii keep prqp.Jr records and books of <-~ccoz.mt 

showing the Ne1 ,)'alts Price i{ each Trade Unit ofProduci delivered tv customers in 
ea.t:h counr1y h1 the Trm•itory OJ' or on behCJ.lf r~[Mer:lPointe. any ofils Aj)Uit<!I!S and/or 
any of its sublicensees for 1hree Ca!enda..r Years after :he Calendar Yeor in which such 
deliveries are !P.£de. Such records (md books shall bf: open during normal business 
hr.nws m impecrion <md tJ.?i.di!. by an indej:>rmdenJ accof)..ntant (lppoiJtted by C.'!pla and 
rrtasonably acceptcble to ;\Iu!Pr.Jime. There shaU be a maxhnum o.l' one mrdi! per 
Calendar Yiiat -(md no t1udil sh:.~ll be undr:rt,tk~:r. m.ure than three Calendar Years ajt&r 
lfw Calendar Yzar to which it relates. ~f such inspection or audit should revec~! that 
lrfedPoime Juts zmderpuid the ttmounts payoble o-nder this agreement, J.f'edPointe shall 
i'mmediau~iv make up the shor:j~~!l and in lhe event ilu.u such w2derpaymem is more lhan 
five penxmr (~f the amount paid A:fedPoin!'' ;:;hail refmbunt' Cip!a in respect of any 
prof~ssional chargrts incurred j!N' suc:h attdit or inspeclion. Such obligation io keep 
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l~W£4$ ; g_t:JrUI'J~; t~ghj p}~fnspe:cijpn; f/f<lJp!d slf.afltemairr in. ~(feet for .qp~ri:oc{pfofre ·(J) 
1~w· :~ft~r:ihr? iet:mii!Jation· ofzfrL"' fJ.gt$e:rn£nJ; 

.. . ~~~~~Z~Jtf~~~:~we4B~~i!t;h:Z8~;~~:~·~; ~:Z-~~~·~I!u!:~~;af::::{!.~J;~·:J· 
}Jtfeil~'rJ~tiJ'fi;'j} qzidi~or:s q{ the ;atb'1'egpte Net Salt!; Pile~ qfT'rack D.}Jffs, .q{ Rrtf(l11.c:!' 

·::~~~~··:;d::;~;;.i:1:£~:~i~:::~:;'~ s:~~~q.~:rJ:m;rm~y~n~;:;::~~::&e ~~,~~-
'!~41!$/<lJ! ·r:hai · '()'qlentkrr f~pr ·f!Jtcl# .ihis cll;l:use. .6.?i,. {ts-ueh stcilenrent $11QJt~:;; ;tl?at ;th~ · 

.~:~~:!~:~:~~~~j::~~~}t~~~- ~:J!ii~;~nf>~~;':[~=~=~~~~;;.~;:;:;;~:~~J~:-~i;~; 
· dff{e'fiinciiJ:{ef~Vc~t!h ti1e d!i:iiJil.nr paid and tfre amoilnt iizJe. ll~'ikh stC!teJ""e}~t.shoW~ lMt 
ifiit rirtil)}J.,W,rJIJ.e. hy Mf!DJ)aici?te t;Iess than. the: amount pai4 M.edFofrite .$}iii& !Je. -e:ntiil.ed 
to. :ded_uct 'J:~t.e./)i '(!l'WI!nt.from-Q'fJyji4urf!';l!fJ)im~nt'f du:e: to qpl6J. Fora:voidance .ofdotlbt; . 

. ·.J'Jf!• 'lJ!i)TJ~fh.lel:1t. !'o/ . d{:di.;dions pf su,cb 4111ourf[ co/l . be ;rr,~qd~ fi'P'm .PtJY!11Jl/W ; 1~ti!Jr: W1der 
$kqifft!~ .~J'6~~J(i} ·~p )rlf~f]Ppifl1&.; 

{:e} SampLeJ': .. lti co'rtsideraiio:n of th~ siq2ply pf Sampl., Units i:Jf.Pro!luct to 
1Yledtb.~iit$, MedEointe ·shall pay Ciphdhe Sample--Unit djProd'uct Trr:ms/d'r '-f'rif:e in 
resp~c.t 1?[ izac}i; $'an1}:J~e [Inil" ('if frod!{c4 supp1fe:C}' by <;'iplq_; JJa:ym~nt. JPr $]1.C}:r Sample 
Ui#r -<ifl'r(Jifilt;t ~·l;p:l~ hEr d)le witbif~ thirty (3()) days ofd_;;Zivety o.f aiJ tnl!oh:e; byCiplq. 
: . .<!ttr;b'JnvrAte•not to·'be .'$eiitpifor rei dispmch ·ofthe re-levaJit St~lf.!lJle Untls .of1!rodueL -

.~unt;~i~:~~=~J~~;tjj~~:~adh~o~~;::d~~{ r/!st~fri;::~z£%P);i~~~.~f!;~~ 
d/SW:npt"e' [fpJi[jg q{ Er:O'dw:Jiquaf in number rr.rthe Trade Units of:Producfpiirchasedhy 
MedBointe, Jnedch successiw~ twelve (l2) month period, ;the firr;t~fwllir;.hcommrm.cing 

Q!1' (fiq. f,hfr4 (!"':1 Cll!.'-~h,.,et-s_.c~JY o_lthe Lauru:h ~?tilu! .Pro duct f.n ~h« {.;5 ilte· _S.ample [}nil of 
P'toduci' J'nmsfer Price ,,·hal{a.pp_ly T( l a niaxi mum of Sample (Jnm· <![ /'?'pduct egualto 
th/rtyper~'et1f (3;Q%) tJ.f the total>nwhber of[/nit.~ ofPruductp urchqsed by-MedPoii~trt 111. 
such: N'elv:e· month perNJ'd and tlfi.,i ' Sr;anple Units 6_(Ptoduet ordered 1n e,ttess qf th.e~·e 
lttnits shailbe oai'd[or l1Nhe re!ewmt Trade 'Unit ofPhiduct Trctn#er Price. . ,., . .. ,. · . 

{g) .ILZ:el'astine .(~osl· The Unft of Praduct Transfer Prices seroui b1 ihis Clause 
6.6 ·fi6f1Pt includt! the (:osl o}/l:::~lg~tine API "tt>Mck wiil be supplied. by Medfofntefre.e. 
of clicu:ge· tQ fipla. 4f Mt<dl!oint'¢ ~s 'co$1 ()ne:t.uding ctny co:5t related to obtaining em 
4dvtrJ_2t;e A:uthori$·gti(Jn or 4Wies Ql' !'l:n~e.~· rekttf.d t o tJw ftnporJQtlon of Azeia:;;(ine ,4Pi 
iiw> l>vl. ia) asfJeifh~ {f!t·ms tJf this A_r;r:.utn1e;'1f 

,A.:,.T?.TICl$ JU" A.1VlENllMENT OF THE EUROPEA.N AGREEMENT 

3. 1 Amendment of the detinitiou ofNet SaJes. Tlw ciefirdtion of Net Sales in the 
European A,greement shaH be deleted and replaced by the foHow.ll1g definition: 

<1 n, 
) A . ~ -S-
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