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TRIPS (L0BG@IOTI@IH0 b3noindob DBL)Bydeb 323HmdsLmss ©335380MHgdaxmo sbdgddodob
Bglsbgd”) BgorsEbBgob agEraergdob mjdob @byHmo

31bis Begbemo

1. 31(f) Burbenab BgbsdsBobie @s@agBaee gdbdmBomto fgghob gseegbuegdde 36 360 @gds dob
Bog® 00 Lig@EdDEM @ogBbasty 08 Bmgarmden, GG SOEOTIRITES 83685303090
IGmEugtob(gbob) @s8da@gdab B0BgBoborgol @s Bob gdbdmdy Eegdsdmboge  083mMBont
Batonsb (gbersb) 50 BgorsBbigbob @sbammab 3g-2 3ubidBe @veagBocre ohmdgbol BgbssBobac.

2. Geapgbag LgyEEIdLIEN ogIhbes gdbdnhhomeo fagheb Bogh p0ad Bnonsbb3gdob @abahcbs
@ fobsdcgbsc) dbedo asfamocro bobdgdob bygadgowdy 31(h) Bgberob BgbsdsBba >@IIBPOTM0
3mB3gBLsgos wbes ogbgb ps@sdbEage 38 gibdnHiente foaBobsmgob,  083mBenGo fgghob
namBmBogmo  @omydremgdob Bbgegemdsde  Borgbom Gedaeog  338mBgobsmgmbl  Gob  Bogh
adbdmrdom® Jg9s6sB Bogdae 3dmGabIGeob gxBmygbydoa. eagbag bagsereodaem oggbbos
350098 9Hbs @3 08537 3GMENIBIBPY DBTgBdnbocre 0d83mgommob §a6 Jagyebsde, 31(h) gderom
sEagBocro 8 faaHob F3EEPBIEds 36 3GEIrEYds 09 36eEaihgdmb B0dshogdon, Grdeyd®e
JmB3gBbsgoob  33@edE> Bmbes gdbmBhon®  dgybsdo 38 3obideb Jofggero  Foboaepdab
Tgbadsdoba.

3. gambmBogol BsbBsdgdab 3sBmygBgdob BbGog, Bbyoeggrmbomo obsfob pebbagomtdee, @
asEBaaTTe 3hnEmddgdob sEaoemdhoge fihdmgbol baerdyfymdol 80BBgbobmgol: MLy
2353006050 36 B3emgds ¥6gommdEe Bum-b fggte Jgoyds §o68maagbl GaomBye bagadhn
BorsBbigdob Bbsrgl GATT 1994-0b XXIV Bgberobs @ gebgomsfigdio danyBodob 33BLbgsggdrTo ©
Bode@ N30maAgbo dm3yhmdol Baggaaragboly @ LEYEO BemBsfoargmdol Bgbsbgd 1979 farob 28
BeagBdMOb  ps@3fygadegdol (1./4903) 860836gmmdom, GmBeob dmbafoqry BbsMYm? b B0ty
Babggemo Bgob dgMmnsbodrere ghgdob mEpsBoBagoob Bagergde 33bgomemgdaero Janybgdob bosdo,
s foghob geer@odaegds, 31(1) dgbaob csbibde. 36 3ggEyds 08 Bmgyeadoo Geodyerag
wwmammmwwwwwmw@wuw

ooy Grdgebsg peBBos Bbydgbo XBEIEILE ©3GBAHIBICE 36mbergds. FEaLbiyds, Hmd
5060860 36 byanymgL 3gbsdsdobo badsdgbdm wmaEgdodob BaGodmmonamdob 3G0baodb.

4. Baggdo 36 8mombeggh 0d Badgdob gaEabyEgl, MmBargdog dogbmae ogby 33 dmberobs @
Fobodgdacy Bmsbbdgdob @sbstonb Bbadsdabse GATT 1994-ab XXU11 8mberob 1(b) @s 1(¢) Inbddhadeb
bogdgoe DY

5. Gobsdogdsty Bubemo s 3 Bgowbbdghob @bstmo 36 bowymgb Faakos  ogerobodl.
JEPaEgbydbs © Bgbsdegdermbdl, Gmdgwog o0 jgh 30 FrBbagdeb @IBYTYBIS
boggdzaedy, ad¥Es 31-g dmberob (f) @ (h) 39Bgodobs, Bser BmMob TRIPS 9onbibdgdoby @
babmpsEMIdMOgo X3BEdEaNL Bglobgd EIITMIGNO® (WT/MIN(01)/DEC/2) p3Bbsdagfmerb, @ do
BN ENsL. 0boBo sahgeay 36 byEymegh LigEEPIT waggbboab Ligndggr by FrEmmbo
BB 3HmEIIdIB0b gbdmeAnGgbob Bybsdergbermdsb 31(1) Sgberob Lsgadag by
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TRIPS (,0B&0eadd s Lsggoegbob pgegByBol g33embbmb @sgsglomgbare sbigddgdob

Fgbabgb") Ygmebbagbol Esbstmo

1. 31bis 8mberobs @ §obsBgdaty @sbitdamob 8obbgdobogob:

a)

b)

c)

LBOB3393H N0 36mEuihe” 608653b ByGAgi3de byddmmeb Bydobdng® @3GIbGIIE
3mEvddb, b ©a3stgbhgdob 3Gmgglob 8gazgmdom [amdmpduer 3GMEYIAL, HmBggog
bsjodms  LsdmpsEmpdPogo  x3BEsggob  3Gmdagdgbolb  Bmbyagdtgbars, Mempmey b
>pB086weas TRIPS 89;msbbdgdols @ Lsdmysemgdngo xsB@sazol Bgbsbyd @gaesdegoob
(WT/MIN/(01)/DEC/2) dofgoee 30BdBo. >jgg oaneobbdgss 3obo  Famdmgdoborgob
¥IgeTgBdIe gdegho obamyagbdgde @ 8abo g¥8mygbydobogab byjomm @ospbmbhazgHo
0BbHwanbHhgbob Bazmgdo.!

Bengds8mbogo 033mbBomto Fig@o” Bodbsgl Bydobdogh Baggds@ 3dbzomitgdue §oz®
430y36sb, ©> aptggy Bgdobdogh Lbgs foghb, Gemdgerdsg TRIPS-ob bsd3mb  aoryabIghs
B9Bymdobyds? magobo 33EBGIbzEL Bgbsbyd, Gmamty nB3mmGOMMAs, 33Bmaygbmb 31bis dnberooms
©s Gobsdpydsty @bsmmon abldbagmmeo bobggds (Lobdgds"), Gomsg oyrerobbdyds Hmd
Bag®b Bgmdemns BydobBog® @GmL Bgadymdobmb, Gmd ogo Bmgradbie 6 Fgbeneeie
358moygbgBL  LobBndsh, BspdgroonE BdmemeE Ligsbagdm BEamdsmymdobsb 6 w3oEHGLe
sgogdEmdob bbgs 398mbggagddn 6 Lyxsdm 6y 3MBgeEoTEo 338mygbgdol B)Bmbdayz)ddo.
300603678, MM Bergnghon §gzGo 36 as8moygbgdlb Lobdydsk Grymey nd83mdEomco fagMa® @d
500603695 obog, M3 bmaogemds bbgs Foz@ds aebogbos, Mmd 0d dydmbggaedo oy obobo
338moygbgdab Lobddsb, gb ogbgds asBbmGEogEgREe dbmermE 08 33My8mgdgddo, GmeEYLLg
LabgBgs bapsbagdm BEamdsmymds 36 IoEYMILE SR MBOb bbgs Bgdmbggzgde.

LdudmbdonGo  fogeo”  BoBbsgb  fggtb, Gmdgerog  bLobGgdeb  oygbgdl  B¥GBEIZGYIT
3GmEdhodob @bsdBIEIBEIE © Bsmo gdbdmBAobmgnb YR IBIIMbogy 083mGGEMG Faz®
939426500

2. 31bis Bbarob JoMgge 31964H80 Bmggdmao 368G Bgdgd0 »0b08b396, Hma:

a)

Mgegdadmbogds  083mMhom®dy  §ogM(gd)8s* TRIPS-ol  Lsd3mb povabeghs  Bydymdobgdst
Gemdgerog:

i, 3BLhndl byFotHm IGmEdd(gd)oshs dmbsmmpbe impybmdss ©s Esbabyedgdl;

i 2@bmmydl, Gm3 Fgbsdsdelds Mawydsdmbords 083mMGomads Foghads, yofes Bgamgdse
3bgomstgdmmo Fogho g3gybols, 38 EBsmmolb @Bahgdom EoEpgbogro  gho-ghimo
OnomEob  8983gmbom,  @Eaobs  Gm3 b gaddgizther  boddhmedo  Bgbsdadab
3OmEdB(gd)owb  Godsdogdoo odgb  aMebadstiobo 36 Byrmigsbo  Lafaedmm
B9badergdErmdgdo; @)

il sbmegdl, ®mmI  Gogbsg  RMIEIZGMEo  IGmEwIRo  ©3GbGYbveos  dob
Gatogmmnsby, 936 aobgs 6 psbobEsbogh GmI asbggb LagsarEgdmem w@ogybbos 8
Bgowbdgbob 31y @ 3lbis Brbergdobs > fobsBEgdIc) @BGAMOL bbbl
Agbadadaba;

! abodbrere 43039Bdtn 3 bagrymab 1(b) J303nbitb.

 epyeebbBgds Mol sBager Bydymobidob 56 binhoghs Bum-b mrgbob Bngf @aBtanaads bobdglnb pedmygbabol Babbog.

' gbyPageos, 3o, gafedomo gaphonsBigdgdo - 31bis Boberoby @ 38 @EIBsol 8nbbgBoborgol - owgesbo g
babgandfiosmgdonsb, oberebens, nedmbos, sban Baamsbens, Bmmggens, B3gnashns @ Baghmpbaarn Bbsdgbe.

* ofombanngo Bgdymdobdode, Mmgrgdey 89oEaggb GoBadegdamy Jandnbidnb Laagdaawdy Bmmbmgbng nbgm@dagab, bobthgBnb
398mdygBgdocre gBTgdNdnbogre nB3mMtnmko faghgbol babgernos @b B0t ByowBbdbom, Tyndargbs Romeagboan ndbab 31bis
gnbarob 83-3 306480 Bablighgdo Aggnmboarn migsBobagngbob 8ng, AmBgarans Bbsdggdag 3MNsb sBndbyere FagModa.

5 Dadyymdabads Loy s bayerdnbafaomdn nfbgds Bbm-b Lalrgbmb Bagh, Lob®gBnbiogob B jdtogr Aum-b god-aa30f by

¢ Hobabogbamy 4393760 M boarymal 58 Bgoabbdgdnl 66.1 drberb.
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b) bygsngdaemm q@oggbbos, Gmdgaog Lobdgdob bygmdzgmby avo@s gdudmGBomeo Foghob
dog, BgoEsgl 898gp 30GmmBdL:

i @oggbbool  begmdzggdy  Fgbadergdgeroy  dbmrme  ngagdsdnboo  0d3mGBomGe
Fa3(gd)ob LaJodmgdsos @sbs3dsymgomgdyme Gsmegbmdolb FaGamgds @ 58 B3fs@bob
Lo Gampgbmds ggudm®Gomegds 03 §9300036 (9B0156), HmBgeBsg md30b LsJoMmgdsms
Tgbabgd sgbmbs TRIPS-ab LadFmb;

ii. @ogghBool bygmdggmby 63GsM3mgdo 3GmEg@dgdo BObGE 0EIBHNBOENMEIBS Mmamy
LobgBob  Legndggwy  BafisMdmgdse, b3ggogow®o  @sbabgargdobs @  BsH30Mmadob
89939mdoon. d0dfimEgdergdds 83560 3hmEdhdo Mbes pdbabbgagmb Gsonn bdggoservymo
FBogobs @/sb bdggnserymo BgugMma@gdab/Bmyzsbomdal 8383gmdom, 08 Bydmbgggsdo
o) 5033560 ablbgeggds Bgbademgbgerns s 3608369em36 oz Bl oM dbYBL ol gabby;
>

il H®BLImMGHNMYd0L/RIEIBOEENL  EIfygdadey, opghbool dnemdgmds  398-a39MEbY
6@ 3sbsms3bmb G890 0bgmMdszo.:

- 30%ago (i) BgbadsdobsE, mommgmen @EB0BE@Ydol sEzoemobmgab ofmogdrmo
MamEnbmds,; @s

- WBbege (ii) TgbedsBobi@, Fomomgdmmo IHmEngBHob(gdob) gsbdsbbgeggdnmo
dabsbosogdergdo;

) gdudmdBomeo oz s¢ymdobydlt TRIPS-ob bsd3mb @opgbBonl aoggdol Bgbabgd, s Bmol
BL3o >ebodbyeo JoGmdydob Rsmgmom 7 asEdpidmo obgmm@igos wbos Bnogsgegb
wo)bboob dnmdygrob gobsmdaby @s dobsBamob, 08 3hmEmgd(9d)b, AmBgrosmzgabsg asogs
@0gEB0s, 830 M3MEYBMd(gd)sb, §3gysbsb (J394BgdL), HBMBgems BmBsMsggdsg brgds swbodbmwo
36aEYIB(dlon @ @oggbPoolb 8mgdgrgdab gsmsb. ByBymdobyds saMmymzy vbos BgogszwEgb
bgdmenbodbmero (b)(iii) J3g3mbi®do 8magdaaro 3983390 @ob Sobsdstmb.

3. 08obscgob, o gbeHbzgmymgoe ogbgb bobigdob bsgmdggmby EB3mGEHEMIBMEMo IMmEMdtgdob
LoBmpEMYBMm0ge  XBIMmIE@mBol  BoBbydobogal  asBmygBads, Mabsg  gBYsGdY 083meBoMgds,
OBgddmborn 083mGomto fighgdo, 8o by ORI baBpaagdaos pongarabffobydom,
bobdglol  LygndggmDdy B BofodmGogdty BdHmdGogsE  0d3mGBOMIBmMEo dOmEyddgoob
M9db3mBEemBdeb 369398300bsmgab, 0pgdgh amboghne Bmagdl, Gmdymag Bsmo s@dobob®megomao
Bgbsdergdarmdgdobs @s 3o3Omdol  ©E0gIALogngsaaol Mobzol IMMImGgommos. 0d Jg8mbggasdo,
HmELyg NBEIdBmbaeo 083mMGomen §a3to, MmBgmog Mol asBgomsmgdsoo Boao dgogysbs b
Ba3gde pobgomsdgdro §igzho g3gysbs, 38 ©OdMEYBOL BybFrmemgdolish  yyds botowanl,
aBgomadgdneo Fagto Jggyss, Bmmbmgbob bygwdggety @ MeE0ghmTmsbbigdemeo Fabadobs @
306mdgdab Bgbadsdoba, Bgberergdob byrdgfiymdol 8o%bom, gavfiagh dsb Bgdbogme ©» 50bs6beA
onbsddamdgmdsh.

4. 30 Ggonbbdgdob  Ligwdzgewdy 133y dmmbmgbogro  badmeergdgdol 38mygbgbom,  Fgatgdo,
MbeHmbzgmymeggb 980JO0G0  bydsdoegdhogo  89debotagdol  bywBobsfizomBmbsl  Lobgdab
bsg3dzg DY FoMBmgdrmo Es Bsc0 ByBEYBOLINE sGIMBBBEIHMEsE FoBBsGmmmo 3MhmEwdhgdob
8o BModmeogdby n83mGR0Mmgdobs ©s adgowzol 3hyzabannbogal. oy m8yemody §ogco 8ooRby3l,
®ed 5833560 BmBgdo 3B b bdgBsobo ebeBbrme BobByRdCLmgol, dnbo 8mobmgbom, Lsgoombo
dgodegds gababoemb TRIPS-ob Lad3ma.

T woggbbomgdvyenb, 58 8obBobongnb, Bymdaenns aaBenygbmb Lagrymstio 3ob-aaq6on 56 Blm-b LsBrEoghmb abdstigdoo, bobdgdbost
©330380Mbriere dbm-b god-a30h@n.

F ogoolibdnde, Hm8 w8300 BgtymdoBigdab ot biofgbs Blm-b mifgsbnb gy ol a0 LobygBob aadmygbabol GabBoo.

" Bhymibobgdo Laxamme baandnbafigomin ndbigds Bbm-U Ludgogbel 809, bobtgBnborgol B4dBnen Bbm-b 398-a396w,

ﬂ-%}'ﬂ’-j- 22 A8 Y"a 1 P
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5. gymbmdogolb  8sL@Rsdgbol  338mygbgdolb  GbGog, dyoEggEmdombimosbmdol  pyBMEobs @
RMB3393¢0 o 30mENgdIdob sEzemdngo Famdmgdob byadghymdal 8obbgdobogol, s@ostgdwmamos,
6md by dmbegb 31bis wmberob 83-3 Imbjhde sofgGogro, 30 d3gyebgdBo obgmo Lbiydgdab
3630068, GeByrrog Bgbsdergdyerb beob §336 J3oybydle Gggomberno 33¢g6¢eb Bobo3gdeb. . 58
dobbom, gebzomatgdmmo §93to 39ysbs, 58 Bgmsbbagdob 67-9 Bubannb BgbsdadBobs, magol mag®y
0gdl Bodbogm®o 0sbeddmmamdol Mdmgdsl, dam TmGob bbgs Tgbadadol LiBmsgMmbmmsdm®ol
mfgababagogdosb phma.

6. §93Mg80 500snd9b B®BsEI3BE LyddMm@Bo Agdbmemanab g3wsEndol @s FBMdNYMYBol sBsmemgdob
byerdgfymdol  B0%ebBgfimboermdsl  olobsmgol, My  @Esodmomb ol 3Gmdengds,  GmBgebsg
B3685333IC byddmGBo s@sbazdsmobo 36 byemgsbo Bgbidergdarmdydol 3jmby fgatgdo sfywgdosb.
8gbie, nawydsBmboro n83mGGonto fgtgde @ gdbdmGdomeo Faghodo Bufmeidaebo sHask
Lobiygds a38moygbmb ndagsmac, MmA byern gfiymb Bgdmenbodbvrern BnBbob Gorfiggsb. 58 Bgmsbbagdob
66.2 Bberom, TRIPS-0b 3ymabbdgdobs s Lybmasemgdago x68Gm mmdob Bgbabgd @ayeedagoob 8g-
7 dmbjhne @sygboero LydmBsmb s TRIPS-ab bLsdImL Lbgs bydobdogmo Bgbsdadobo bsdwdsmb
opfpenddo, foztgbo  opgdib  FoEEdogdel  0006:08Gmacrmb,  gGddiggade  bgddmedo
Oadbmampool  aaeEgdol @ bmdogMgdal sdspagdol dodmo abbizmetgdro ymGaEagbob
©>xNIMdoo.

7. TRIPS-ob Lsd3m, ymzgerficronee s3mfagdl Lobdglol gmbjgombomgdst, gmgddneo dmdBaogdal

oHBEITngeb 80BBoc, @ seBHBBgEel mumdsty, aBgRIEaG LsBImb Habragbl feom®
sBgamodb.
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TRIPS (.080@addmseao byggodob gawgdbob 353Gmbalionb @d3sgBamgbro sb3gghgbob
gbabd”) BgensEbBgdob @abathanol @sBsgbs

3260533303 Lddn6do F6dmgdob Bgbadamgdemmdgdal Bggebads

Ba3ergdae 3630680 Gga® 3996980796 B0Bsmydoo oareabbdgds, GmI gs@mByggat e beg®mBo
8o 33 36136338560b0 36 Bryemmgsbo Fobmgdol Bgbsdangdarnmdydo.

bbgs  m@@dBnboeoe  oBdmBiom@o  fagMgdob BgBobgagsdo, BgbsdaBobo  Ammormddab(gdob)
303b33360b0 36 Byeemgsbo fe@Bmgdol Bgbsdergdermdgdol 33blsrg®s Bgadrgds Bmbegb 98mpae
dgomEgdoEsb ghor-gfomob d9839mdooy:

i Tgbedodobds fgg@ds EesEynbs Hm3 FeGAEIIANE LgddmGBo 8L 3B b FoMmBmgdol
Bgbadagdarmdy;

ob

i GeEgbyg agtb s@bedbye Lddm@Bo sjgb aemagane Fo@mB8mgdob Bgbaderadaermbs, ©s ogo
3@bodbye Bybadergdermdob Bobfagarol dydegy SedmaRgbl, Hm8 nd EGMabimgob, 396@>
350060l 8germdygrab Bogh  googboo 3B 3mBGBMEofgdiEe Bgbadegdermbabs, a0
2630538540b0s dob byJohmgdgdob EbIBsYMBodEsE. Lobdgds sos® ngbyds 30dmygbydeenn
08 BgdmbgggsBo, MoEgbig @IENBEIds. mB 3833360 Bgbadergdenmds LsgBsmobos fogeob
b33oBMYdydob EbIBIYMBor IR

e
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(17-6623) Page: 1/1

AMENDMENT OF THE TRIPS AGREEMENT - SIXTH EXTENSION OF THE PERIOD FOR
THE ACCEPTANCE BY MEMBERS OF THE PROTOCOL AMENDING
THE TRIPS AGREEMENT

DECISION OF 30 NOVEMBER 2017

The General Councll,

Conducting the functions of the Ministerial Conference In the interval between meetings pursuant
to paragraph 2 of Article IV of the Marrakesh Agreement establishing the World Trade Organization
(the "WTO Agreement”);

Having regard to paragraph 2 of the Decision of the General Council of 6 December 2005 on the
Amendment of the TRIPS Agreement (the “TRIPS Amendment Decision") and paragraph 3 of the
Protocol Amending the TRIPS Agreement (the "protocol”)*, which provide that the Protocol shall be
open for acceptance by Members until 1 December 2007 or such later date as may be decided by
the Ministerial Conference;

Recalling that the General Council, by Its decision of 30 November 2015 (the "2015 Extension
Declision")?, extended the period for acceptances of the Protocol by Members for the fifth time until
31 December 2017 or such later date as may be decided by the Ministerial Conference;

Recalling also that, pursuant to paragraph 3 of the TRIPS Amendment Decision and paragraph 4 of
the Protocol, the Protocol took effect and entered into force on 23 January 2017 upon acceptance
by two thirds of Members who had accepted It on or before that date In accordance with the
provisions of paragraph 3 of Article X of the WTO Agreement;

Noting that the Protocol takes effect for each other Member upon acceptance by It pursuant to
paragraph 3 of Article X of the WTO Agreement;

Noting also that a number of Members are yet to accept the Protocol and that this Is taking them
longer than Initially foreseen;

Having considered the proposal to further extend the period for acceptances of the Protocol
submitted by the Council for TRIPS (IP/C/78);

Decides as follows:

The period for acceptances by Members of the Protocol Amending the TRIPS Agreement referred to
In paragraph 2 of the TRIPS Amendment Decision and paragraph 3 of the Protocol, and extended
by the 2015 Extenslon Decision, shall be further extended until 31 December 2019 or such later
date as may be decided by the Ministerial Conference.

' WT/L/641.
! WT/L/965.
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ORGANIZATION

(05-5842)

AMENDMENT OF THE TRIPS AGREEMENT

Decision of 6 December 2005

The General Council;

Having regard to paragraph 1 of Article X of the Marrakesh Agreement Establishing the
World Trade Organization ("the WTO Agreement");

Conducting the functions of the Ministerial Conference in the interval between meetings
pursuant to paragraph 2 of Article IV of the WTO Agreement;

Noting the Declaration on the TRIPS Agreement and Public Health (WT/MIN(01)/DEC/2)
and, in particular, the instruction of the Ministerial Conference to the Council for TRIPS contained in
paragraph 6 of the Declaration to find an expeditious solution to the problem of the difficulties that
WTO Members with insufficient or no manufacturing capacities in the pharmaceutical sector could
face in making effective use of compulsory licensing under the TRIPS Agreement;

Recognizing, where eligible importing Members seek to obtain supplies under the system set
out in the proposed amendment of the TRIPS Agreement, the importance of a rapid response to those
needs consistent with the provisions of the proposed amendment of the TRIPS Agreement;

Recalling paragraph 11 of the General Council Decision of 30 August 2003 on the
Implementation of Paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health;

Having considered the proposal to amend the TRIPS Agreement submitted by the Council for
TRIPS (IP/C/41);

Noting the consensus to submit this proposed amendment to the Members for acceptance;
Decides as follows:

1. The Protocol amending the TRIPS Agreement attached to this Decision is hereby adopted and
submitted to the Members for acceptance.

2. The Protocol shall be open for acceptance by Members until 1 December 2007 or such later
date as may be decided by the Ministerial Conference.

3. The Protocol shall take effect in accordance with the provisions of paragraph 3 of Article X of
the WTO Agreement.




WT/L/641
Page 2

ATTACHMENT

PROTOCOL AMENDING THE TRIPS AGREEMENT

Members of the World Trade Organization;

Having regard to the Decision of the General Council in document WT/L/641, adopted
pursuant to paragraph 1 of Article X of the Marrakesh Agreement Establishing the World Trade
Organization ("the WTO Agreement");

Hereby agree as follows:

1. The Agreement on Trade-Related Aspects of Intellectual Property Rights (the "TRIPS
Agreement") shall, upon the entry into force of the Protocol pursuant to paragraph 4, be amended as
set out in the Annex to this Protocol, by inserting Article 31bis after Article 31 and by inserting the
Annex to the TRIPS Agreement after Article 73.

2. Reservations may not be entered in respect of any of the provisions of this Protocol without
the consent of the other Members.

3. This Protocol shall be open for acceptance by Members until 1 December 2007 or such later
date as may be decided by the Ministerial Conference.

4. This Protocol shall enter into force in accordance with paragraph 3 of Article X of the WTO
Agreement.

5. This Protocol shall be deposited with the Director-General of the World Trade Organization
who shall promptly furnish to each Member a certified copy thereof and a notification of each
acceptance thereof pursuant to paragraph 3.

6. This Protocol shall be registered in accordance with the provisions of Article 102 of the
Charter of the United Nations.

Done at Geneva this sixth day of December two thousand and five, in a single copy in the
English, French and Spanish languages, each text being authentic.
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ANNEX TO THE PROTOCOL AMENDING THE TRIPS AGREEMENT

Article 31bis

l. The obligations of an exporting Member under Article 31(f) shall not apply with respect to
the grant by it of a compulsory licence to the extent necessary for the purposes of production of a
pharmaceutical product(s) and its export to an eligible importing Member(s) in accordance with the
terms set out in paragraph 2 of the Annex to this Agreement.

2. Where a compulsory licence is granted by an exporting Member under the system set out in
this Article and the Annex to this Agreement, adequate remuneration pursuant to Article 31(h) shall
be paid in that Member taking into account the economic value to the importing Member of the use
that has been authorized in the exporting Member. Where a compulsory licence is granted for the
same products in the eligible importing Member, the obligation of that Member under Article 31(h)
shall not apply in respect of those products for which remuneration in accordance with the first
sentence of this paragraph is paid in the exporting Member.

3 With a view to harnessing economies of scale for the purposes of enhancing purchasing
power for, and facilitating the local production of, pharmaceutical products: where a developing or
least-developed country WTO Member is a party to a regional trade agreement within the meaning of
Article XXIV of the GATT 1994 and the Decision of 28 November 1979 on Differential and More
Favourable Treatment Reciprocity and Fuller Participation of Developing Countries (L/4903), at least
half of the current membership of which is made up of countries presently on the United Nations list
of least-developed countries, the obligation of that Member under Article 31(f) shall not apply to the
extent necessary to enable a pharmaceutical product produced or imported under a compulsory licence
in that Member to be exported to the markets of those other developing or least-developed country
parties to the regional trade agreement that share the health problem in question. It is understood that
this will not prejudice the territorial nature of the patent rights in question.

4. Members shall not challenge any measures taken in conformity with the provisions of this
Article and the Annex to this Agreement under subparagraphs 1(b) and 1(c) of Article XXIII of
GATT 1994.

5. This Article and the Annex to this Agreement are without prejudice to the rights, obligations
and flexibilities that Members have under the provisions of this Agreement other than paragraphs (f)
and (h) of Article 31, including those reaffirmed by the Declaration on the TRIPS Agreement and
Public Health (WT/MIN(01)/DEC/2), and to their interpretation. They are also without prejudice to
the extent to which pharmaceutical products produced under a compulsory licence can be exported
under the provisions of Article 31(f).
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ANNEX TO THE TRIPS AGREEMENT

L. For the purposes of Article 31bis and this Annex:

(a)

(b)

(c)

b

(a)

"pharmaceutical product” means any patented product, or product manufactured
through a patented process, of the pharmaceutical sector needed to address the public
health problems as recognized in paragraph 1 of the Declaration on the TRIPS
Agreement and Public Health (WT/MIN(01)/DEC/2). It is understood that active
ingredients necessary for its manufacture and diagnostic kits needed for its use would
be included';

"eligible importing Member" means any least-developed country Member, and any
other Member that has made a notification’ to the Council for TRIPS of its intention
to use the system set out in Article 31bis and this Annex ("system") as an importer, it
being understood that a Member may notify at any time that it will use the system in
whole or in a limited way, for example only in the case of a national emergency or
other circumstances of extreme urgency or in cases of public non-commercial use. It
is noted that some Members will not use the system as importing Members® and that
some other Members have stated that, if they use the system, it would be in no more
than situations of national emergency or other circumstances of extreme urgency;

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

The terms referred to in paragraph | of Article 31bis are that:

the eligible importing Member(s)* has made a notification® to the Council for TRIPS,
that:

(i) specifies the names and expected quantities of the product(s) needed’;

(ii) confirms that the eligible importing Member in question, other than a
least-developed country Member, has established that it has insufficient or no
manufacturing capacities in the pharmaceutical sector for the product(s) in
question in one of the ways set 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
Articles 31 and 31bis of this Agreement and the provisions of this Annex®;

' This subparagraph is without prejudice to subparagraph 1(b).
? It is understood that this notification does not need to be approved by a WTO body in order to use the

system.

? Australia, Canada, the European Communities with, for the purposes of Article 31bis and this Annex,
its member States, Iceland, Japan, New Zealand, Norway, Switzerland, and the United States.

* Joint notifications providing the information required under this subparagraph may be made by the
regional organizations referred to in paragraph 3 of Article 31bis on behalf of eligible importing Members using
the system that are parties to them, with the agreement of those parties.

* The notification will be made available publicly by the WTO Secretariat through a page on the WTO
website dedicated to the system.

® This subparagraph is without prejudice to Article 66.1 of this Agreement.



WT/L/641
Page 5

(b) the compulsory licence issued by the exporting Member under the system shall
contain the following conditions:

(i) only the amount necessary to meet the needs of the eligible importing
Member(s) may be manufactured under the licence and the entirety of this
production shall be exported to the Member(s) which has notified its needs to
the Council for TRIPS;

(i) products produced under the licence shall be clearly identified as being
produced under the system through specific labelling or marking. Suppliers
should distinguish such products through special packaging and/or special
colouring/shaping of the products themselves, provided that such distinction
is feasible and does not have a significant impact on price; and

(iii)  before shipment begins, the licensee shall post on a website’ the following
information:

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

- the distinguishing features of the product(s) referred to in indent (ii)
above;

(c) the exporting Member shall notify® the Council for TRIPS of the grant of the licence,
including the conditions attached to it.” The information provided shall include the
name and address of the licensee, the product(s) for which the licence has been
granted, the quantity(ies) for which it has been granted, the country(ies) to which the
product(s) is (are) to be supplied and the duration of the licence. The notification
shall also indicate the address of the website referred to in subparagraph (b)(iii)
above.

3. In order to ensure that the products imported under the system are used for the public health
purposes underlying their importation, eligible importing Members shall take reasonable measures
within their means, proportionate to their administrative capacities and to the risk of trade diversion to
prevent re-exportation of the products that have actually been imported into their territories under the
system. In the event that an eligible importing Member that is a developing country Member or a
least-developed country Member experiences difficulty in implementing this provision, developed
country Members shall provide, on request and on mutually agreed terms and conditions, technical
and financial cooperation in order to facilitate its implementation.

4. Members shall ensure the availability of effective legal means to prevent the importation into,
and sale in, their territories of products produced under the system and diverted to their markets
inconsistently with its provisions, using the means already required to be available under this
Agreement. If any Member considers that such measures are proving insufficient for this purpose, the
matter may be reviewed in the Council for TRIPS at the request of that Member.

" The licensee may use for this purpose its own website or, with the assistance of the WTO Secretariat,
the page on the WTO website dedicated to the system.

¥ 1t is understood that this notification does not need to be approved by a WTO body in order to use the
system.

? The notification will be made available publicly by the WTO Secretariat through a page on the WTO
website dedicated to the system.
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5. With a view to harnessing economies of scale for the purposes of enhancing purchasing
power for, and facilitating the local production of, pharmaceutical products, it is recognized that the
development of systems providing for the grant of regional patents to be applicable in the Members
described in paragraph 3 of Article 31bis should be promoted. To this end, developed country
Members undertake to provide technical cooperation in accordance with Article 67 of this Agreement,
including in conjunction with other relevant intergovernmental organizations.

6. Members recognize the desirability of promoting the transfer of technology and capacity
building in the pharmaceutical sector in order to overcome the problem faced by Members with
insufficient or no manufacturing capacities in the pharmaceutical sector. To this end, eligible
importing Members and exporting Members are encouraged to use the system in a way which would
promote this objective. Members undertake to cooperate in paying special attention to the transfer of
technology and capacity building in the pharmaceutical sector in the work to be undertaken pursuant
to Article 66.2 of this Agreement, paragraph 7 of the Declaration on the TRIPS Agreement and Public
Health and any other relevant work of the Council for TRIPS.

7. The Council for TRIPS shall review annually the functioning of the system with a view to
ensuring its effective 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 of Manufacturing Capacities in the Pharmaceutical Sector

Least-developed country Members are deemed to have insufficient or no manufacturing
capacities in the pharmaceutical sector.

For other eligible importing Members insufficient or no manufacturing capacities for the
product(s) in question may be established in either of the following ways:

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

or

(i) where the Member has some manufacturing capacity in this sector, it has examined
this capacity and found that, excluding any capacity owned or controlled by the
patent owner, it is currently insufficient for the purposes of meeting its needs. When
it is established that such capacity has become sufficient to meet the Member's needs,
the system shall no longer apply.



