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aJo.lAoU ArfuJoboo), (,rreao6r 60A a,)b gviaro$O0q, Lrdoo'iao oCLjrbro.U

J'r'o(.oJCO(Jb)or6 aoaJr,oCboo r*b r6rbrj0J6obo J6 6UqrBJ6o UJfu6aoo
AJbrd(r3bq'o8f6oi Ar

iii )e)Lroi!riC6b, dna 6oa,Cbr0 tsrf,Aror8orq.o JlrxaAgbo arJ$J6OJ&Cq'o! Aob

OC6oOoF,o)$C, A,)O AIUGJ )6 b$o$r,rbtb tno8 &t)(}Cb b{r<'ACafq- q'o0C6tor )A

63o,rMCbob 31'C AJ 3rbis afbq'CDour eJ So6jAA[AJlr,C qD6Jf)ohu6 aCOC('CDCbob

aCb)0raous(,j

, rc{,eJ<- tc$$" F bc<'rau l(b) Cacr.JEJjt
: .,aJs{boJar .T€ reai}r! arO{'Ia.6Ja$ ,i l,l.fE!b Ar.U !r'O$.n &'C'6 qDS5}.0O,) lrrJr5or.l, aJac'l!ryilr 4.ft6.5.
' ,Clrji$( !, Jp6$, B'rn}Jqn 6rt1nN6COd. lltit 6rb<Y{s (pJ '6 {p$rqddr ait'J!.rE!.rJ ovy\6o1 scal',
l!ffi,J6,.t<N6q.,nos.$o!,!U{6$fe\6AD6 f6Caa/r,!A.o$rDqo!CCr$C6rc'.fuDo!8 .

' r6o,$<h3. arlsoA.6,fu!.. ri.6q,,4.0 !rl(l)3C6 S6re!6$,C fuaCqlo.'l, U{OdJO<&C hon 
'36(l<, 

.6$m'i,6!iJ^U, Urrjo& )
6*'6$r[!'J<n rgqlD.&lro<n o6,r.,.'O..i.^ $S6aa.t ',!.<lo qs 6r,N6 

'Jo!64o6.o. 
oJn<,!dr $liq6r&{' .d6C6 3l Dn

hrr, ar-3 .b6$D. 6:tb.63... 
'6m.-,t J{r. .'f-a!e,bo.aG.r) AE6, 6.f,(sr ab$.o6.! J'.n!6 Jq6.6rq.. $C'(!a&r.

;a*J.l!.'63bi ll,xv.?'q b3qo.bftqn&.J6!tr\ atr'.! L!ftr!6r'u acclc, L.\J!a.rE!.rr axF&.s. a!", 13!!.aira"p$!
. ti$$q!6o'.'Ji*t61). r'n bJelngt' !a.Co$ba9..t 66 I a?b<.u
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bl br3rq,aC6!q,o qroocEtbor, 6oaCso0 boboJaoL bre3toq$c aroor cCt$o6ooo6o Sca6oL
AoC6, aJooJAb ACaACA 3of,obJbL:

i. q'ooC6$oob t rAIdBCq,bJ aJUJdq'CbCq'oJ Abo(,o(' Jtsq'CalaoLoq,o oa3o6oooF,o

fJs6(r8)orr br3od,.,Caror arl$JtusowgobCq'o r6,:ops6o6ob gr68oJ0) qo) )a 6r$rr)Aob
L6Uq"o 6roAC6ob) CCUSo6OortaSbJ oa 0Ca6o)E (CboJ6l. 6(naCq,ar0 o,)3ob brlodroCbrs,r
o0brbCb 10606r TRIPS-oL br63oL;

ii q,o006trooL Lr8udscq,tJ 6J$r63mC0o 36'oeggj0b6 tfll,OJa oAC6ootsoo.irieC8r 608060
boLocaou l$sr&Jcq,tr 6!$$,aoJb,)a, UJcoo3orr,o a)l,rbcq,cbolrJ c,r a)6Jor,cbo{i
AfA3Co6oo. aoA0oefbq,CAal raa3rrto J'loeJdoCbo J6er As6lbb3)Oo6 aroo bJCBorq"J6o
aCBUdBoLr aJ/r6 b,lC0oJq,gr,o aCtscniArbot /€o$r6oq,m0oU aCABCoooo, oa ACaobSmrtso
sFJ r8mr6o 6!6Ub3rSJ6r SJUrdq,CDCq'or ar A6oA36Cq'm3rE D3q'C6!b 16 !bA06b Ao[ Srbtr]
!or

iii. O6,r6bJo6oo6{bou/bJAJboe3ob aTSSC6JAAJ, q,oor6$oob A3qto8Cq,ar m0-BSC6At0,
!6ar 016lo1r3bob tsJAe8b. ofun63)ooJ:

. ra$roo (i) scbraraoLra, ooooosq"o ar6oa6uq,Jbou raaoq,oLo3oir Aogoaca5q.o
6roe36o6!,; (,r

- rbtbroo (ii) a$rbr6obJe, aoo@Jasq,o J6,oaUCOoU(cboL,) a)ba)bbgr3cbJq..
Orbrbo,:ogbq,g0o;

cl JCbso6ooorro 91360 rojoSob36br TRIPS-.U LjJb3ob q,o006.boob ar0CAob nJbrb0o. Oro) tu6oL
ArUilo rq6oabg(r, Jo6obJboU Ero3q,oo ., ArAr$Afq,. .6go66J0oJ UEar oCoos3ACb
q.o$6$oob a3q'obi]q.ob 3o6robrbr er aoLJar6ou, o0 Jr,oeJCO(r5)t, 6,oaC(,Cr,ro3obJ0 0Jo0r
qro0c6t or, aJo 6soq,C6oahb)rlr, j3CJr6ir (bCg6CoL), d,oaC('or Aoard,rbCaro bacbr ie6oa63q,o
J6oauJobt)oo aJ q'o0C6$ooL aodacacrob 3!GDL. tsJoso666J8) J06co3J U6a! aCo0{aCl.)
ebc0oe6oB6Uq,o (b)(iiD &cJUECOdo octoCfuq,o 3c6aff6aob aobJar6orj.

3 oaoblogob, rt)or rvi363Cqryogo(l oCSJb boUOC6oU tDtsUdgCq,t C oaJo6oo6Jbu(,o J6,oAddt8ob
br'boArAo3b6qo XJEA6oJq,o0ob 6o.bbCaob@3ob a,)0oUJ6Cbr, 6rbJ0 Cagr6,r0r oAJof,Oo6C6r,
3glq"c6r6oLoq.o o3Jo6ooo66 Sr36c6o, tuo brq,o r6trro5q, brasrq,raror oroJrrqhbso6Jsoo,
L.bOJooL U$Ud3rqrt! tuo O36,ooo6rof6e5C ArCOoS6o3ra oAJoir,Oor,CbUq'o J6oAUdOf6oU
inCllJLJo6Oo6,C6oU 3{nCa060oobro3otJ, oeCACE Ao6qf,U(j bnoJbL, 6roaJq,o0 aroo rASo6obof,}0oflq,o
30bJdq"J0q,o6J5obr Ai 3r3d,oaoL Ad$inl,qoJroootJ 6obJoL Jf,oJo60nUqtrr. o0 ACao,b3r3Jtso,
6oacurc 3tsq'!6Jaoboq,o ('8i.4600060 Sro6f,, droa9q,oo Jf)ol, ar63oo)d)r0reo S9360 &Ca56j $
bJJq,Cbra arfuoo,riiJbrq.o 9c86l1 &caJbr, Ja G'Ca5q:jaob aCb6rq,Cbobrb rtrUArsr bo6oluq,rL),
arfuoo)ir,CaJq.o $$60 CaJ9r6), a.nobo36ob lDArd3Cq,$J ar C6o)o86oalor6baJ8-lqro gCLcbotrr aJ
Jo6obJAob dJbrbrAoUrA, ACb6Cq,CSoL bCq"ACSUoaob ao%6oo, ArCgCa[ SrU OCCEoJUr, ar 9]o6r6b:16
orbrAd6oAq.oArb.

a. r0 SCor6bAtbdb LstsCd3Cq,$C a$J aoobo36oq,o brAUrq.CaCAob alaogCbCboo, gCa6)C6o,

UtiiU63Cq)UogCE JACCOC6,o br3Jr6oq,r0rqo3o Adr6o,b60bob bCg8obrfueoaobJb botOCEob
brgCd3Cq,bC $r66oCfuq,o Ar alo)o 6Jtri06ot JJ6 r6.)or6aofum6C(,rQ g,)66r6,o5q)o J60{-ord(txbo[
Aro OJ6oOo6,oJbtJ oA.lof,Oo6J0oLJ a$ Argoq,gob JrrmSb0ooboAoL. oFJ 6oaCq,oEC g$60 EooEECaL,
60A )AA3160 'bo)AJSo )6 Jrtob brJar6obo re6oa6Uq,o aob6C8oLo3ob, A6bo Aoc)bo36oo, brJoo,bo
0lodq,J8r Ar6o&rq,ob TRlPS,ob br63oa.

' qr{o6$.'t6'1<{, $ 3.,$6.,1s3.t, acadea ai&r{!ei[ U{JoNnh Or6,o3ii,qn $ Olio.b lss<xr6ou qab€r6J!.u, !.lljCaiLid6
<))Jr3a-6U3:.)(haur I3t3,a3r6(.
Nnol(i.Lb6j&r fr6 ra&r6aro$-$.6!6r1,rrr UJ.r6eC&aUaUorrdro r A.Ji (6aOJ.\rJ0J U.UOJ&u 6lansj63&ir an!6o
t aroyi6.6c8J rsxlrrr(o hCqaa$Rrc6d6 oj6gr aF.rJ UJaacJenL aoJ6. Lr.\)ta{oa.tr 6dn6.(, a{f"1 3Js.dt r"\u1,J

n dnr -{ -)^\.^,o



s JJoOdAoJob ArbAO)bC8oU aJaoyrbC6otl abitos, agoagJ(.o8oog6r6or6oboU Srtlns)our ar
tsrdJ0Caogq'o Jf,oAtkbJbob tA6o<n0f,o3o Sn ,aoo0ot) bCq)AOSSoAob iio$6J5ouogob, Jeor6f6!q,.r,

'.,o4 36as aobQclu 3lbrs aJbq,ob ac-3 Jrocoao {ftr{,(h, $ad, sc$6c6ao obJoo Lol,ocac8ou

6r63@rr6Jb, 6o0Ce'(,o SCl),)d()CbJ(ll, bqnl, S$i5 &CUECD0o 6C6o('6Jq}3f'o JrOC6Oo! ffi'3C0rb. . !a
0o$6oq,, arftooJl6J0.Jq'o $$tno &CSr6r, !E drdl!6baC6ou 67-0 egbq,ot, AobJoraotra, o18ol, orE$g
oe{)oLr 0JC5oJJ6o d,rbrddooaq'obol, hit8oCbrb, AJo) 3o6ob bB.' AJl))braot) Lrao)iSf,o6oor&!6ob
f ,a1br6o$r0oJ0o)E 06(,rre

6. $r0d,Cb6 r$r6Car6 grf,6JoCao3e, Ueb(')d,Ao O&Foqeooou 6saJ0Caob er 06al8oJr6Jbob JoJq,q'c8ou
b0q'6CiJc'6ob Eob6aC$('6oq'nbrb odotDr,3ob, f,ro,J a'.)odqmb ob J6,oaqCar. 6<raCqiD0

$r'6JNsOUq' bAl0a"68o sd,Jlr$aJ6,ol,o J5 6Ugr8ift ful,Jdq'c\DbC0ou ajal60 Scarr,Cso rSUq,c6oJ6.

rAax6re, gA(lCorSolroqlo o€&,6rJmtno 0Bl9J0o er t ,Jdd,Ooa{r,o $$t6C6o &,to(,Jfuq6o 160!6
boboCar 0J0(,oUC6oE o€agr6a, 6oa bCq'o AmSs?rE fuaoJe6ofiUe,o ao$6ob &'c'Ssru r0 !$r,!6bAc6oL
66 2 0'Jbq{)o, 'lttlPs'ob A0olbMJool$ Ar l$to0rAoCb663o X)666o,CqtoAob aCbrbrn A3Jq"rr,rooob 6C'

7 bbjooor eraa36o(,o LrAISrob AJ TRlPS.ob brAlou trhr 6c8oba.c6o aCLrbr0.bo bJo-.lAJoU

gJ6,0q'J0tso, SCar)0bo oRJbJ6 3JqACbUq,fA)b oo)5!Aaf,oaq,o6, Ar6€r0Caoilg lrodoo'qao

OXr6oeroooob AJaroCaob e) o6oboC6c6ob )areqToob aoar(+,o, arEl$JUo6J&Cq,o y3iiraRCDoti

7. TRIPs'ol, bro}..,, s%Cq)fuoJ6rA ro'',SACDb Lol.,OCaoU Sf6JO.x'l6ot',CLrl,. CAJdOUfh AoCaCeCoob

rt6,rqCq'lo3ob aob6oc,, a) re6o$rsob o'r.!0r$O 6r6C6)qiJ6 l,rbSob $r6,rebr6l, Sq'o$r'
rEa)6oAL

,'b--J
z ;.O 2 2 ott
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TRIPS (r,5OOeEb(]DS'JCo t\J!o.iC!ol, f|8efDclolr B.S.i.!DoUo,l6 eDJJ3Am!!,fq{, lllJelcEbd,
Ad,!hD')!0or.e8C&'l,e\6.riodreEqre+t

Ei6a{r30got Ufrloo6ao $f,a(as6ob a9[rd<a!o@89bor,ar$b36J

6{q'CAJe ArhooJ'r,CAUq' $$c, b$6J6o,r6 Aoarr,oJo@ oAUe{,bMC6!. 6oil gJ6,AJBCaO:lq, lrtsCrx,ao
6rd, )&g, nrDlr{a$,oLo JO ECqq$o g!6AaCAob ACbrdq,CoqnAC0o

bb3r JgqTbroc'boq,o oaJc'rr,Om6o F$rfo8ob e6o,b3Ca$o, iCtrsrEobo J',oqtrdjob(C6ob)
r6rlrrJArflolro 16 6gqr3r6o S.rd,€(rC!ol, SClrJdq,CS(o8Caot, 016$Jn(}36r aCode,C0! oobAru ACAG,C6.

Atooago!9r6 r6o,-dno,ou orA3Cmboo,:

i. a0br0,)aouar $Caf0r AJre0nEr 6oa Ai6a)o$OUq, bJCOc'6ad aru Jf, r*llj Sl6AoCboU
ACbrdgCgq{rDJj

)6

ii. 
'1oq'Cl,so SE6L rc.'6.A6Jq UfdOo6Ao rCaL ar6J3CUq,o grffioCDotj ACbJdq.r6e.o6r, e) o8o
)q6o063qn oJbJdql0bq.m0ob ACb$r3q.ob 6J0AJa JeaorBC6U, 6ma oa e6o.tjo3ob, bs6,e)
,lJOC60oL atsq.o60q,o! AoCil JJoS6o(,o rE Jo6ortoq,o6CbrAo 63urdq,3bq,oboLJ, n6o
!6sU{8J6oUor Aob b3o6oCbJ0ol, q')l,JJAJUr,go(,Cb{,rA. t obOCAr leJri oC6C6! b)ao8C6C6fqro
oA ACSo,kBrAo, r,crcoLro grq'to6q,C0r, r6rf !AL3!ir)o ACudgClex,,5l lr.rJorioLror oCad,ob
lr$otr,oCbCDol, qDlrt6,Srgoq,J0{'!A

)r
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P.g.r Vl

WORLDTRADE
ORGANIZATION

AiIEI{DHI,{T OF TXE TRI"S AGREETETT - SlXTfl EXTEI{SION OF THI PERIOD FOR

T}IE ACCEPTAI{CE BY iIE}IBERS OT IHE PROTOCOL A}IENDII{G
THE TATPS ACR!!I{ENr

DECISTON OF 30 NOVEIIBER 2017

The Gener.l Cooncll,

Conducdng th€ funcdons ol the I'llnlsterial Conierance ln thc lnterval between mtcungt puEuant

t"iiiiiiiii i;i r,uaa w or th€ Marr.k6h aer€rmlnt .st.urshhe the wodd r..d' ore'ntsauon
(the 'wlo Agreedent');

HavlM ftoard b oatao(aoh 2 of the Oeclsion of the Gan€ral Coundl of 5 Dec'mbet 20!5 on- the

;tr#iffii ;ff-riiPs-ioii-inr itr'. "rrups rmendment Decrsron') 
'nd 

prr'sr'ph.3.orthe
i'.iiiiJi ii"iiai""- tii" riupi nc.ee."nt (tnc 'p.tocol')r, whrch provld€ thrt the P'otocol 3h'll be

ipllii'iiiiiii;ii ov r[-l.E ,nur r Dlcemb€r 2007 or such l'ter dat€ !5 mlv b' dedded bY

the l4lnlsterlal Confer€nce;

eerlrrrrd thrt th. Genarrl coundl, bv lts dedslon ot 30 Nov'mblr 2015 (th' '2015 Extenslon

iif,iiiiii'ri. 
-"ii.,ii:"Jliii 

oeiroa roi ai$unces ot th! Protocol bv r'iemb€6 lor ihs flff'r tlme untll

ii;;;fii1iit; ;";ti bter d.te .s ;.v b€ decld.d bY the ltltnlsterlsl contercnc';

Recalrr,9 rl5o th.t, pursu.nt io p.rtgraph 3 of lh! TRIPS Anreodm€nt Deddon l,ld prragnph 4 of

i. pii"i.i. tr. p.i,t"-t took;ftci.nd arerld lnio rorce on 23 .l.nuarv 2017 upon tccertance

i, ;li-ir,ii"-"i l,r"'il"- who had accepted lt on or beior€ tiat dat€ ln rc@rdtnce vtll'r th€

plousons ot prograptr : olArtlcle x of th€ wTo Agraement;

lvourro drat the Proiocol tak6s €fred for each oiier ilember upon 
'cceptance 

by lt PuGUtnt to

grrag-Gph 3 ol ArUd. x ol th! vrTO Agre€m6nt;

/vodrg rrso that a numbar ot ll€Inoers are yet to ac<lpt th€ ptotocol 
'nd 

thlt this ls ttklng them

longar than lnltlallY 6or6ecn;

ttavlno conskte?d thc proposal to further elt'n<l th' p'rlod ior 
'GcEpttnces 

ot th' ttoto'ol

submitted by th. coundl hr TRI6 (IPlcflE);

Decrdas as follolYs:

rh. harl^.| irr r.d6t!nc.s bv Members ol tha Polocol Amcndlng tlre TRIPS Agre'mrnt relered to

il;i;"';;;rfi i;i6;.is i.enJmeni oetrsron rna parrsraph 3 or ure Protocol' tnd extended

ii?i"-iriG r,,iiriio" o"asion, shall be tunher ert€nded unul 31 oecember 2019 or such lat€r

d;te as m.y be d€cld.d by the ltltnlited.l @nlerenc€



Wonlu TReor

OncaNrznrroN
wTtlt64t
8 December 2005

(05-5842)

{}IE\D\IE\T ()F THE TRIPS A(;REE}IE\T

Decision of6 Decenbet 2005

The General Councill

Hdi)ing rcgard to pamgaph I of Anicle X of the Marakesh AgrEement Establishing the
World Trade Organizalion ("the WTO Agr€ement");

Conducritg lhe functions of the Ministerial Conference in the interval bctween meelings
pursuanl to pamgaph 2 ofAnicle IV ofthe WTO Agre€mcnt;

NorirS the Declamtion on the TRIPS Agre€menl and Public Heallh (WT/MIN(0IyDEC,)
and, in particular, the instruction ofthe Ministerial Conference to the Council for TRIPS contained in
paragraph 6 of the Declaration to fmd an expeditious solution to the problem ofthe difEculties that

WTO Membors wilh insufficient or no manufactuing capacities in the phamaceutical sector could
face in making effective use ofcompulsory licensing und€r the TzuPS Agreement;

Recoalrr-:rr& where eligible imponing Members seek !o obtain supplies under the syslem s€l
out in the proposed amendment ofthe TRIPS Agre€ment, lhe impo(ance ofa rapid respons€ to thos€
needs consistent with the provisions of the proposed amendment ofthe TRIPS Agreement;

Recalling puagm'ph l1 of the General Council Decision of 30 August 2003 on the
lmplementation of Paragraph 6 ofthe Doha Declaration on lhe TPJPS Agreement and Public Health;

Having cot$idered lhe prolnsal to amend the TPJPS Agreement submitted by lhe Council for
TRTPS (tP/C./41);

Norr'rg the consensus to submit this proposed amendment to the Members for acceptance;

Dec,'/er as follows:

l. The Protocol amending the TRIPS Ageenent attached lo this Decision is hereby adopted and
submitted to the MembeN for acceptance.

2. The Protocol shall be open for acceptance by Members until I December 2007 or such later
date as may be decided by the MinislerialConference.

3. The Pmtocol shall take effect in accordance with the provisions ofparagraph 3 ofArticle X of
the WTO Agreement.



wT/,Il64 t
Page 2

ATTACHMtrNT

PROTOCOL AMENDINC THE TRIPS ACREEMENT

Menbers oI the World Ttade Organization;

Hating regard to the Decision of the General Council in docurhent WT/L/641, adopted
pusuant to paragraph I of Article X of the Marrakesh Agreement Establishing the World Trade
Organization ("the WTO Agreement");

Hereby agree as followsl

l. The Agreement on Trade-Related Aspects of lntellectual Property fughts (lhe "TRIPS
Agreement") shall, upon the mtry into force ofthe Pmtocol pursuant to palaglrph 4, b€ amended as
set out in the Annex to this Protocol, by insertiog Anicle 3 I DlJ afier Anicle 3 I and by inserting the
Arlrlei ro lhe TRIPS Agreemenr aRer Anicle 71.

2. Reservations may not be enlered in resp€ct ofany ofthe provisions ofthis Protocol without
the consent ofthe other Membeas.

3. This Protocol shall be op€n for acceptance by Membcrs until I D€cember 2007 or such later
date &s may be decided by the MinislerialConf€rence.

4. This Protocol shall mter into force in accordance with paragraph 3 ofAnicle X ofthe WTO

5. This Protocol shau be deposited with the Director-General of the World Trade Organization
who shall promptly fumish to each Member a certified copy thereof and a notification of each
acc€plance thereof pusuant to paragraph l.

6. This Protocol shall be registered in accordance with the provisions of Anicle 102 of the
Chaner ofthe Unired Nations.

Dore st Geneva this sixth day of December hyo fiousand and five, in a single copy in ihe
English, Frcnch and Spanish languages, each text being authentic.
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ANNOX TO THE PROTOCOL AMENDINC THE TRIPS ACREEMENT

Anicle 3l bis

l. The obligations of an exporting Mernber under Article 3l(0 shall not apply wi& respect to
the $ant by il of a compulsory licence to the extenl necessary for the purposes of production of a
pharmaceutical product(s) and its export to an eligible imponing Membc(s) in accordance with the
lerms set out in paragraph 2 oflhe Annex to this Agreement.

2. Where a compulsory licence is ganled by an exponing Member under the system ser out in
this A(icle and the Annex ro rhis Agre€ment, adequare remrmeration pursuant to Anicle!l(h) shall
be paid in that Member taking inlo account the economic value to the imponing Member ofthe use

that has been authorized in lhe exporting Member. Where a compulsory licence is gnnted for the

sane products in ihe eligible imponing Member, the obligation of that Member under Article 3l(h)
shall nol apply in rcspect of those products for which remuneration in accordanc€ with the frst
s€ntence ofthis pamgmph is paid in the exporting Memb€r.

3. With a view to hamessing economies of scale for the pu.poses of enhancing purchasing
power for, and facililating the local production of, pharmaceutical prcducts: where a developing or
least-developed country WTO Member is a party to a regional trade a$eement within the meaning of
Article XXIV of the CATT 1994 and the Decision of 28 November 1979 on Differential and More
Favourable Treatment Reciprocity and Fuller Panicipation ofDeveloping Countries (L/4903), at least

halfofthe curent membership ofwhich is made up ofcountries presently on the Uniled Nations list
of least-developed countsies, the obligation oflhal Memb€r under Anicle 3l(0 shall no! apply lo the
extent necessary to enable a pharmaceutical product produced or imponed under a compulsory licence
in that Member to be exponed to the markets of those other developing or least-dev€loped country
paflies to the regional trade agreemenl that share the health problem in queslion. It is understood that
this will not prejudice lhe lerritorial nature ofth€ palent rights jn question.

4. MembeB shall not challenge any measues taken in conformity with the provisions of this
Anicle and the Amex to this Agreement under subparagraphs l(b) and l(c) of AnicleXXIIl of
GATT I994.

5. This Article and the Annex to this Agreement are without prcjudice to the rights, obligations
and flexibilities that Members have under the provisions ofthis Ageement other than paragraphs (f)
and (h) ofArticle3l, including those reaflirmed by th€ De.laration on lhe TRIPS Agreement and
Public Health (WT,MIN(01/DECi2), and to their inlerpretation. They are also withour prejudice !o
the extent to which pharmaceulical products produced under a compulsory licenc€ can b€ exponed
under the provisions ofAnicle 3l(0.
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ANNEX TO THE TRIPS AGRXEMENT

For the purposes of Anicle 3 I Dri and this Ann€x:

(a) "phamraceutical producC' means any patented product, or product manufactued
thrcugh a palented process, ofthe pharmaceutical seclor needed to ad&ess thc public
health problems as recognized i0 paragraph I of the Declamtion on the TRIPS
Agreement and Public Health (WT/MIN(0IyDEC/2). It is understood that aclive
ingredienls necessary for its manufactur€ and diagnostic kits needed for its us€ would
be includedr:

(b) "eligible imponing Member" means any leasldeveloped country Member, ahd any
other Member that has made a notification'?to the Council for TRIPS ofils intention
to use the system set out in Article 3l6ir and this Annex ("system") as an imporler, it
being underslood lhat a Member may nodry at any time that it will us€ the system in
whole or in a limiled way, for example only in the case of a national emergency or
olher circumstances ofexteme urgency or in cases ofpublic non-cornmercial use. It
is noted lhal some Members will nol use the syslem as importing Mcmbersr and that
some other Memb€rs have stated that, ifthey use lhe systcm, it would be in no more
than situations of national emergency or olher circumstances ofexfeme $gency;

(c) "exporting Member" means a Member using the system to produce phamaceutical
products for, and export them to, an eligible importing Member.

2. The terms referred to in paragraph I ofAnicle ll6ir are that:

(a) the eligible impoaing Membe(s)lhas made a notification: to the Council for TRIPS,
that:

(i) specifies the names and expected quantities ofthe product(s) needed';

(ii) confirms thal the eligible imponing Member id question, olher than a
leasl-developed country Member, has established lhat it has insufricient or no
manufacturing capacities in the pharmaceutical sector for the product(s) in
question in one ofthe ways sel out in the Appendix to this Annex; and

(iii) confirms that, where a pharmaceutical product is patented in its territory, it
has granted or intends to grant a compulsory licence in accordance with
Anicles 3 I and 3 l Dis of this Agreement and the provisions oi this Annex6;

r This subparagraph is without prejudice to subparsSraph l(b).

': lt is undersrood rhal thh notificarion do€s not nc€d ro be appmved by a WTO body in ordcr !o usc the

'eusfaliq Ca.od", the E,mp€rn Communnies wnh, for thc purposcs ofAnicle 3lrir md this Ann€x,
it5 mcmbcr SHes. lc€land, Japa,l, New Zt{lan4 No ay, Suitz€rlud, a,d thc Unil.d Stares.

'Joint notifi@tions prctidinS rh. infomarion rcquircd under ihis subparagraph may bc madc by rhe
resional o8anizations r€fercd to in pdaaEph 3 ofAniclc 3lrir on bchalfofcligibl. inporting Mcmbcrs using
fie sysrem rhat are panies ro th€m, wirh ihe aSreement ofthosepanies.

J The norification will b€ made available publicly by the WTO SecreEriar l!rcugh a pasc on thc WTO
websiie dedicaled lo the system.

" This subparagBph is without prejudice roAnicle 66.1 oftffs A8re.menr.

L
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(b) the compulsory licence issued by the exponing Memb€r under the system shall

conrain the following condilions:

(i) only the amount necessary to meel the needs of the eligible imponinS
Membe(s) may be manufactu€d under ihe lic€nce and lhe €ntircty of this
production shall be exponed to the Membe(s) which has ootified its ne€ds to
the Council for TRIPS;

(iD products Foduced under the licence shall be clearly identified .s being
produced under the system thrcugh specific labelling or ma.king. Suppli€rs
should distinguish such p.oducis through sp€cial packaging and/or special

colouring/shaping of the producls themselves, provided that such distinction
is feasible and does not have a significant impact on price; and

(iii) before shipment begins, the licens€e shsll post on a website' lhe following
inrormation:

- the quantities being supplied to each destination as refercd to in
indent (i) above; and

- the distinguishing fealures of the product(s) referred to in indent (ii)
above:

(c) Ge exponing Member shatl notiryr $eCouncil for TRIPS ofthe grant oflhe licence,

including the conditions attached to it.' The information provided shall include the

name srd address of the licensee, the Product(s) for which the licence has been

granted, the quantity(ies) for which it has been grante4 the country(ies) to which lhe
product(s) is (are) to be supplied and the duralion of the licence. The notificrion
shall also indicate the add&ss of the website refened lo in subPalagdPh Oxiii)
above.

3. In order to ensure that the products imponed under the system arc used for the Public heath
purposes underlying their imponation, eligible imporing Memb€rs shall take rcasonable measures

within their means, proportionate to their aclministrative capacities and to the risk oftEde diversion to
prevent re-exportalion ofthe products that have actually been imported into their territories under the

system. In the event that a, eligible impotting Member that is a developing country Member or a

least-developed country Member experiences difiiculty in implementing lhis provision, developed

country Members shall provide, on request and on mutually agreed lerms and conditions, technical

and fmancialcooperalion in order lo facilitate its implementation.

4. Members shall ensur€ the availability ofeffective legal means to prevent the imPortation into,

and sale in, their lenitories of prcducls produced under the system and divered to lhei markets

inconsistently with its provisions, using the means alrEady required to be available under this
Agreement. If any Member considers that such measunes are proving insufficient for this pupose, the

matter may b€ reviewed in the Council for TRIPS al the rcquest of that Member.

'Thc lic€nsee may use for lhis purpose its own w€bsite or, with thc assis@nc€ ofthc wTO Sccrcta,iat,
the page on lh. wTO w€bsilc d.dicat€d to lhe syslem.

I Ir is undersrood thal this.orificarion do€s not nccd to be appmved by a WTO body in order io use lh.

e The notification will be mad. avajlabl€ publicly by the wTO Sccr€rdial throush a pag€ on lh€ wTO
websile dedicaled io lhe sy$em.
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5. With a view to hamessinS economies of scale for the purposes of enhancing purchasing
power for. and facilitating the local production of, pharmaceutical products, it is recognized that lhe
development of systems providing for the gra ofregional patenls lo be applicable in the Members
described in paragraph 3 of Anicle 3lDir should b€ promoted. To this end, developed country
Memb€rs undenake to provide technicsl coop€ration in accordancc wilh Anicle 67 ofthis Agreement,
including in c.njunction with olher relevanl intergovemmental organizations.

6. Members recognize the desirability of promoting the ransfer of technology and capacity
building in the pharmaceutical sector in order to overcome lhe problem faced by Members with
insufficient or no manufacturing capacilies in the pharmaceutical seclor. To this end, eliSible
importing Members and exporting Members are encouraged to use lhe system in a way which would
promote this obieclive. Members undenake to coopemte in payinS special attention to lhe tansfer of
te.hnology ahd capacity building in the pharmac€utical se.lor in the wo* to be undenaken puEuant

to Anicle 66.2 ofthis Age€nent, paragraph 7 ofthe Declaration on the TRIPS Ageemenl and Public
Health and any olher relevant work of the Council for TRm.

7. The Council for TRIPS shall review annually the tunctioning ofthe system wilh a view to
ensuring ils effecrive operation and shall annually report on its operation to the General Council.
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APPENDIX TO THE ANNEX TO THE TRIPS AGREEMENT

Assessment ofManufacturine Capacities in the Pharmaceutical Sector

Leastdeveloped country Memb€rs are deemed lo have insuflicient or no manufacturing
capacities in the pharmaceuticsl sector.

For other eligible impodng Members insufficient or no manufacturing capacities for the
product(s) in question may b€ eslablished in either ofthe following ways:

(i) the Member in question has established that it has no manufacturing capacity in the
pharmaceutical sector;

wherc the Member h6s some manufacturing capacity in this sector, it has examincd
this capacity and found thal, excluding any capacity owned or confolled by the
patent oMrer, il is curently insufficient for lhe puposes ofmeetrng its needs. Wheo
it is established lhat such capacity has become sullicienl to meet the Membe/s ne€ds,

the system shallno longer apply.

(ii)


