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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

1. 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 (1/4903), 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

For the purposes of Article 31bis and this Annex:

(@)

(b)

©

"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 1 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’;

(11) 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

(1)  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®;

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

system.

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

? 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.
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@) 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;

(1) 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.

5. With a view to haressing 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.

7 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.
8 It 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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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

(i1) 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.
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HepeBon C aHTJIMMCKOTO A3BIKa

IIporoxo.n 06 n3menenun CoriameHHs 00 TOProBbIM acHeKTaM Npas
HHTEJUIEKTYaJIbHOH COGCTBEHHOCTH

Yitens! BeceMupHO¥ TOProBoit opranusanym,

NpyHAMAs BO BHUMaHue Pemnenne I'enepansroro copera WT/L/641, mpumnstoe
B COOTBeTCTBMM C IIyHKTOM | ctateu X Mappaxeuickoro — cornameHus
00 yupexaenuu BeceMUpHO# TOproBoit opraau3anuu («Cornamenue BTO»);

HACTOSAIIMM JOTOBOPHIIHCH O CIIEAYIOIEM:

1. CormalleHHe 1[0 TOPrOBEIM acleKTaM MpaB  MHTEIIEKTYalbHOM
cobctBenHoctr («Cornamenne no TPUTIC») mocne BCTYIUIEHHS B cuiry IIporokona
B COOTBETCTBUH C ITyHKTOM 4 IOJDKHO OBITH H3MEHEHO, Kak YKa3aHO B IIpHioxeHuu
K HacrosieMy [IpoTokoiy, mytem mobasnenus crathu 31bis mocie crarbu 31 u myTeM
no6asnenus [Ipunoxenns k Cornamenmio mo TPUIIC nocie cTatsu 73,

2. OroBopk# B OTHOIIEHHH JIFOGOr0 M3 IMONOKEHUIA HACTOSIIErO IIporoxona
6e3 cormacus ApyrHX YIEHOB HE JOIMYCKAOTCS.

3. Hacrosmmit IIporoxon OTKPHIT Jinis: INPUHATHS YIeHaMH
no 1 mexabps 2007 roga nu6o 1o Gonee mo3aHelH AATHI MO pemennio Munucrepckoi
KOH(EpEHITHH,

4. Tlpotokon BCTymaeT B CHIy B  COOTBETCTBHH  C IyHKTOM 3
crateu X Cormamenus BTO.

5. [lemosutapuem  mHactosmero Ilporoxona smusercs I CHEpaJIbHbIHA
AUpeKTOp  BcemupHOM  TOproBoit  opraHmsarmy, KOTOPBIA  HE3aMeIIUTENHFHO
TIPSNOCTABIIET KaXIOMy <WIEHy 3aBEepPeHHYIO KONMIO HacTosmero IIpoTokoma u
YBENOMIICHHE O K&X/IOM €0 IPUHATHA B COOTBETCTBHH C ITyHKTOM 3.

6. IIpOTOKON TOMIEKUT PEerHCTPalliii B COOTBETCTBHH C TIONIOXXEHUAMH
cratekt 102 YcraBa Opranusanuy O6bequEeHHEIX Hanwuii.

Cosepmeno B Xewese 6 mexaGps 2005 I., B OOHOM 3K3eMIULIpe
Ha aHTIMHCKOM, (PaHIy3CKOM M HCIAHCKOM S3BIKAX, IpUYeM BCE TEKCTEl HMEIOT

OJMHAaKOBYIO CHUITY.



IIpwioxenne k IIporoxo.y o6 uzmenennn Coriamenus no TPUIIC
Cmamus 31bis

1. O6s3aTenscTBa  OKCIIOPTHPYIOINEro wWieHAa 1m0 cTathe 31  «f
HE NPUMEHSIOTCA B OTHOIICHWY INPEJOCTaBICHHS MM IIPHHYIUTENbHON JMIEH3UU
B TOH Mepe, B Kako# 3TO HeoOXOmuMO IUId meflell IPOM3BOACTBA JIEKAPCTBEHHOTO
cpencTBa (CpefCTB) M €ro SKCIOpTa Ha TEPPUTOPHIO OTBEYAIOIIEro TPpeGOBaHHSM
MMIIOPTHPYIOLIEr0 WIEHA(OB) B COOTBETCTBUH C YCIOBHUSAMH, W3IOXEHHBIMH
B myHKTe 2 [Ipunoxenus k Hactosuemy CornameHuro.

2. Ecnu npuHynuTeNbHas JIMIEH3HS BBIIAETCS SKCHOPTHPYIOIMM WICHOM
B paMKax CHCTEMBI, ONHMCAaHHOM B HacTogmeH crarbe W B Ilpwioxenun
K  HacTosIIeMy Cornamenuro,  yKasaHHBEIM  4WICHOM BBIIIJIAYHUBAETCS
COOTBETCTBYIOIIEE  BOSHarpaXIeHHe coracHo crate 31 «h», ¢  yuerom
3KOHOMHYECKOH CTOMMOCTH Pa3pelIeHHOr0 SKCIIOPTHPYIOIIMM YJIEHOM HCHOIb30BAHMS
Al IMIOPTUPYIOIIETo 4ieHa. Eciu oTBeyarommit TpeGOBAHMAM HMMIIOPTHDPYIOLIHI
WICH BBINACT NPUHYIWTENBHYIO JHLEH3HIO B OTHOIIEHHH TOrO JXXe TOBapa,
00513aTeNBCTBA JAHHOTO WieHa 10 craThe 31«h» He IPUMEHSIOTCS B OTHOLICHHH TeX
CPEOCTB, 3a  KOTOpPhIE  ODKCHOPTHUPYIOUIUM  WJIEHOM  OBLTIO  BBHIILJIAYEHO
BOSHArpaxIeHKe B COOTBETCTBUH C MEPBLIM IIPEIOXEHHEM HACTOSIIETO MyHKTA.

3. B mesix UCHonb30BaHMA 5KOHOMHH 32 CYET MACIITaG0B IPOU3BOACTBA A
YCUTEHHS TOKYIATENbHOH CHOCOGHOCTH U CONEHCIBHS MECTHOMY IIPOM3BOACTBY
JICKapCTBEHHBIX CPENCTB, ECIIM PasBUBAIOIIAAC WM HaHMeHee Pa3sBHUTas CTPaHA-wIeH
BTO sBusercs CTOPOHOH pErHOHAIBHOTO TOPTOBOTO COIJIALNICHWS B MOHHMAHUY
cratbhk  XXIV TATT 1994 wu Pemenus or 28 Hos6pss 1979 ropa
«O nuddepeHIMPOBaHHOM H Gonee GNATOIPHATHOM PEXHMe, B3AaHMHOCTH H Gonee
IOJJHOM  y4aCTHH pasBUBarOIUXCs crpad» (L/4903), kak MHHMMYM IIONOBHMHA
Y9aCTHHKOB KOTOPOTO COCTOMT M3 CTPaH, BXOAAINMX B HACTOSIIEE BPEMS B MEpeyeHsb
HauMeHee  pasBUTBIX rocymapcts OOH, o00s3arenscTBO  DAaHHOTO — 4YjieHa
no cratee 31 «f» He mpuMeHseTcs B Tolf CTemeHH, B Kakoit 3TO He0o0X0nMuMo s
obecrie4eHnss TOro, 4YTOGHl JIEKADCTBEHHOE CPEJICTBO, IIPOM3BEIEHHOE  JIM6O
HMIIOPTHPOBAHHOE IO MPUHYIUTEIBHOH JIMIEH3HH Ha TEPPUTOPHIO NAHHOTO JeHa,

MOIJIO OBITH SKCIIOPTHPOBAHO HA DHIHKM TAaKWX JPYTMX pasBHBAIONINXCS MM



HavViMEHee PpasBUTBIX CTPaH-YYaCTHHKOB PErHOHAIBHOIO TOPIOBOIO COIVIAIICHMS,
B KOTOPBIX TaKXe CYIIECTBYET COOTBETCTBYIOILAS npoGHeMa' 3JIpaBOOXPaHEHHS.
IlonpasymeBaercs, YTO 3TO He YIIEMIIET TEPPUTOPHAIBHEBIA  XapaKTep
COOTBETCTBYIOILIUX ITaTEHTHBIX IIPaB.

4. Unensl  00A3ylOTCS HE  OCHapuBaTh JIOOBIE  Mepbl, IPHHSATEHIE
B COOTBETCTBHHM C IIOJIOXEHMSMHM HAcTOAIeH cTaThby ¥ [IpHIIOXXeHUS K HACTOSIIEMY
Corarienuro 1o oammyHKTaM 1 «b» u 1 «c» crater XXIII TATT 1994,

5. Hacrosmaa crates u Ilpmnoxenwe x HacrosmeMmy CornamesHio
HE YIIEMIIOT MpaBa, OOA32HHOCTH M THOKHE IOIXOX, KOTOpPHIE WIEHBI HMEIOT
COTITIACHO ITOJIOXEHHUAM Hacrosmiero Cornamenus, KpoMe IyHKTOB «f» u «h» craTbu
31, B ToM uucne Te, KOTopsle OBLIM moATBepXKAeHH Jekimapauueii o CornameHuu
mo TPUIIC wu  ofmectBeHHoM  3apaBooxpaHeHnu  (WT/MIN(01)/DEC/2),
M uX ToJKoBaHHe. OHH TaKKe He 3aTParuBalOT CTENEHb, B KOTOPOM JIEKApCTBEHHBIE
CPEACTBa, TPOU3BENEHHBIE II0 MPHHYAUTENbHOM JIHLIEH3WH, MOIYT OBITH

SKCHOPTHPOBAHEI B COOTBETCTBHHU C ITOJIOXXECHHUSIMH CTAaTBH 31 «».

Ipusoxenue k Cornamennto no TPHIIC

1. Jlnsa ueneit cratey 31bis u Hactosmiero [TpumoxeHms:

(a) «IeKapCTBEHHOE CpPENCTBO» O3HayaeT OO0 3amaTeHTOBAaHHEBIH TOBAp,
160 TOBap, MOJNYYEHHEIH B pe3yNbTaTe 3alaTeHTOBAHHOIO HpOIEcca, OTHOCSINMIMCS
K 007acTy JIEKapPCTBEHHBIX CPEJCTB, KOTOPHIM HEOOXOOHM il peIleHHs Npo6iieM
OOIIECTBEHHOTO  3IPAaBOOXPAaHEHMs, KaK YyKasaHo B myHkTe 1 Jlekmaparuu
o  Cornamennu 110 TPUIIC M OOINECTBEHHOM  3APaBOOXPaHEHHH
(WI/MIN(01)/DEC/2). Ilogpa3symeBaercs, 4T0 K HEMY TAK)KE OTHOCSTCS aKTHBHBIE
KOMIIOHEHTEI, HEOOXOAMMEBIE JIJIsl €r0 IPOU3BOACTBA, & TAKXKE CPECTBA JUATHOCTHKH,
HEOOXOMMMBIE IS €TO IPHMEHEHS

(b) «orBeuaronWil TpeGOBAHMAM HMIIOPTHPYIOLIMH WIEH» O3HAYAET JIOBYIO
Ha¥MeHee PpasBUTYIO CTpaHy-wWieHa M JHOOOro ApYroro wWieHa, HalpaBHBILIErO

2
yBenomnenrue” B CoBer mo TPUIIC o cBoeM HaMepeHHM WCIONB30BaTh cUcTeMy,

1
STOT MOMIYHKT HE OTPaHUYMBAET NOJNOKEHHUS NOAMyHKTa 1(b).

2
Ionpasymepaercs, 4o JaHHOE yBeHOMIEHHMe He TpeGyer onobpenus opranom BTO mjis HCHONB30BaHMA HAHHOMN
CHCTEMBI.



M3JIOXEHHYIO0 B cTathe 31bis M HactosimeM IIpuinoxeHuu («CHCTeMa»), B KayecTBe
HMIIOPTEPA, IIPY TOM NOHMMAHWH, YTO WIEH MOXET B 060 BPeMS YBEIOMHUTE, YTO
OH OGyZeT WCIIONB30BaTh NAHHYIO CHCTEMY UEIHKOM HJIH B ONpEIeNeHHBIX MpeeiaX,
HaIlpuMep, TOJIBKO B Cilydae Ype3BBIYAHHOH CHTyallmu B CTpaHe WIH IPYruX
00CTOATENBCTB  KpaliHe#t HeoOXoaMMocTH, 60 B IelIX OOINECTBEHHOTO
HEKOMMEPYECKOro HCHONB30BaHuA. OTMedaercs, YTO HEKOTOphIE WICHE He OyayT
HCIIONIb30BaTh NaHHYIO CHCTEMY B KadeCTBe MMIIOPTHPYIOLIHX WICHOB', a TaKxke To,
4TO HEKOTOpBIE APYTHE WIECHBI 3asBHIIM O TOM, YTO €CIM OHH OYIYT HCIIOIB30BATH
JaHHYIO CHCTEMY, TO 3TO OyJET JMIIb B CIy4Yasx Upe3BbMAfHON CHTYallly B CTpaHe
WM B IPYTUX 06CTOSTENbCTBaX KpaiiHe HeoOX0AMMOCTH;

(C) «IKCTIOPTHPYIOWHME HIEH» O3HAYaeT WieHa, HCHIOJB3YIOIMIEr0 IaHHYIO
CUCTEMY JIsl NIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB H 3KCIIOPTA MX B OTBEYAIOIHMM
TpeOOBaHUIM UMIIOPTHPYIOIIHH YleH.

2. YcioBuda, Ha KOTOphI€ COINEPXKHTCS CChUIKA B IyHKTe 1 cTateu 31bis,
cleAyromue:

(a) ortpegarommit TpeGOBaHMAM HMIOPTHPYIOmHH wieH(bl)! HanpaBul
yBenomienue’ B Coser mo TPUIIC, KOTOpoOe

(1) yxasblBaeT HaUMEHOBaHHE H OXHIAeMOE€ KOJHYECTBO HEOOXOMHMMOro

JIeXapCTBEHHOTO CPeACTBa (CpencTB)’;

(i)  nmomTBepXzaer, YTO  IaHHBIA  OTBevyaromMi  TpeGOBaHWAM

VMIIOPTHPYIOLTUH WIEH, 3a HCKIIOUEHHEM HanMeHee PasBUTOM CTpaHbl-4iIeHa,

YCTaHOBHJI, YTO Yy HETO OTCYTCTBYIOT JHOO OrpaHHYEHB BO3MOXHOCTH B

(hapMaleBTHIECKOM CEKTOpEe I MPOM3BOJCTBA yKA3aHHBIX JIEKAPCTBEHHBIX

CPEACTB ONHHM H3 CIIOCO0OB, M3NIOXEHHBIX B JIOMONHEHHH K HACTOANIEMY

Ilpunoxenuio; 1

(lii) moAaTBepXnaeT, 9T0 B CIydasX, KOLAa JEKAapCTBEHHOE CPENCTBO

> Actpanus, Kanana, Esponeitckuit Coios, BKmIOYas, 1A nene# crateu 31bis M HacTosmero IIpunoxeHus, cTpaHsl-
unens! EC, Ucnaumns, Anowuns, Hopas 3enannus, Hopserus, Llpeitnapus u CLLA.

4

CoBMecTHBIe YBELOMIICHHA, Conepxailue HHPOPMALO, TPeSyeMyIo B COOTBETCTBHH C HACTOSIIHMM TOAITYHKTOM,
MOTYT GBITh HANPABJICHb! PETHOHANBHBIME OPTraHHM3aLMAMY, YKA3aHHEIMY B IYHKTE 3 CTaThi 31bis, 0T NMEHH BXOIIIHK
B HHUX H OTBEHAIOMMX TPeGOBAHMAM MMIIOPTHDYIOUIMX WICHOB, HCTONB3YIOMMX NAHHYIO CHCTEMY, C COIJIACHs TAKMX
9IIeHOR.

5
Yeenomnenns 6ynyr pasmewens! Cekperapuatom BTO s BceoGmero JOCTyma Ha CIIeHHAIbHOM CTpaHHLEe BeG-caiita
BTO, nocpaIleHHOr0 JaHHOU CHCTeME.



3aIIaTEeHTOBAaHO Ha €ro TEPPUTOPHH, OH BEIJAN JIMOO HaMepeH BHIAATEH
NPUHYTUTENbHYIO JIMLIEH3UI0 B COOTBETCTBHH cO cTaThaMu 31 u 31bis
HacTosiero COIMalieHus ¥ TION0KEHHAME HACTOSIIIErO IPHIOKEHHS ;
(b) npuHynuUTENPHAS JIMIEH3WS, BHINAHHAS JKCIOPTUPYIOIMM YIEHOM
B paMKaXxX JaHHOM CHCTEMEL, CONEPKUT ClIeyIONIHe YCIOBHS:
() no nHUEH3UH MOXET GBITH NPOM3BELNEHO TONBKO TO KOJIMYECTBO, KOTOPOE
HEOOXOMMMO I YAOBIETBOPEHHA IIOTPEGHOCTEH OTBEYAIOIIETO YCIOBHAM
HMIIOPTHUPYIOIIEr0 YieHa(0B), ¥ BCs IIPOHU3BENEHHas MPOLYKLIMS JOJDKHA OBITH
SKcroptupoBana B uwieH(bl), ysemomuBmmii Coser mno TPUIIC
0 CBOMX IIOTPEOHOCTSX;
(ii) JIexkapcTBeHHBIE CpeNCTBa, NMPOU3BEIEHHBIE IO JNUIEH3UH, NODKHBI GBITH
YeTKO HICHTUQHLIUPOBAHBl KaK IPOM3BENEHHEIE B paMKaX JAaHHOM CHCTEMEI
IyTeM CHEelMalbHBIX 0003HaueHHWH WIM MapKHPOBKM. IIOCTaBINMKH OMKHEI
pasnuvaTh TaKue JICKAPCTBEHHBIE CPECTBA IyTE€M CIEUHAIBHOM YIAKOBKH H
(wnn) crienmanbHOR OKpackd (OpMBI) caMuX JIEKApCTBEHHBIX CPEACTB IpPH
YCIOBHH, YTO TaKHWe OTIMYUSA SBISIOTCA HOMYCTHMBIMH M HE OKa3bIBAalOT
CYIIECTBEHHOTO BIHSHUS Ha IIEHY; U
(ili) mo Havayma OTIPY3KH, NMLEH3MAT pa3MellaeT Ha BeG-caiiTe’ CIIEAYIOILLYIO
HHbOpMALIHIO:
- KOJIM4ECTBO NPONYKLMK,  IIOCTAaBIAEMOHM B KaXIbIH H3 HOYHKTOB
Ha3HA4Y€HHs, KaK YKa3aHO B HOAMYHKTE «i» BhIIIE;
- OTJIMYUTENbHBIE IPU3HAKH NPOAYKIHH, YKa3aHHEIe B moanyHkre (ii) BeIme;
(c) sxcropTHpyromuit wien ysemomwser Coser mo TPUIIC o ¢axTe BBIIAYH
THIIEH3KH, BKIIOYas YCNOBHS, HA KOTOPHIX OHA BEIJaHa . IIpeocTaBiseMas

MHQOpMaLMsd CONEPXKUT HasBaHHE M afpec IHIeH3Mara, JIEKApCTBEHHOE CPEeICTBO

§ ITaHuEI# NOAMYHKT He 3aTparkBaeT NONOXEHHUH CTATHH 66.1 Hacrosmero Cornalmenuns.
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JlpneHspaT MOXET MCIOJB30BaTh B YKA3aHHBIX HEJIIX CBOM COGCTBEHHBIH BeO-CaiiT ymbo, mpu comeiicTBHM
Cexperapuara BTO, ctpanuiy Be6-calita BTO, nocBsIueHHyIo faHHOM crcTeMe.

. .
Honpasymesaercs, 4To naHHOe yBemOMiIeHHe He TpeGyer omoGpenms oprasomM BTO s MCMONB30BAHMA NaHHOM
CHCTEMBI.
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Ysenomnernsa GynyT pasmemtensl CexpetapaatoM BTO mis Beeo6mero JOOCTyIIa Ha CrIELHaILHOM cTpaHnue BeG-caiita
BTO, noceAmeHHOro TaHHOH CHCTEME.



(cpenctsa), Ha KOTOpOE BBIJAHA JMLEH3Ms, KOJHYECTBO, Ha KOTOPOE OHA BBHIAAHA,
CTpaHy (CTpaHsI), B KOTOPHIE JIEKADCTBEHHO® CPEICTBO(2) MOCTABIAIOTCH, H CPOK
AEHCTBHA JIMIEH3MH. B yBEeJOMJIGHHH Takke yKashIBaeTCs ajpec BeG-caifta,
YKa3aHHOrO B IOAIyHKTe «b» (iii) BEIIIeE.

3. B memsx ofecneyenns TOro, 4YroGhl JIeKapCTBEHHBIE CPENCTBa,
HUMITIODTHPOBaHHBIE B paMKaX HaHHOM CHCTeMBI, HCIOIB30BAIMCh IS JIEXKAIIMX
B OCHOBE HX HMIOpTa Lejed OOILIeCTBEHHOTO 3APaBOOXPAHEHMS, OTBEYAIOIIHeE
TPEOOBAHMAM HMIOPTHPYIOIINE UIEHE IPHHUMAIOT pasyMHble Mepsl B npenenax
CBOMX CDEICTB, IPOIOPLUOHANBHEIE HX aIMUHHCTPATHBHBEIM  BO3MOXKHOCTSIM
M CTCIICHH PHCKA UCK2XEHHUS TOPTOBIH IS TOTO, YTOGHI HE HOIYCTHTh PE3KCIIOPT
JIEKApCTBEHHBIX CPEACTB, KOTOPHIe OBUIM (QAaKTUYeCKH BBE3CHHl HA HX TEPPHUTOPHIO
B paMmKax [HaHHOH CHCTeMbl. B ciywae, ecniu orBevarommit TpeGoBaHUAM
MMIIOPTUPYIOWIME 9ieH, SBISIONIMHACS pasBHBaroIleHcs cTpaHOM wieHOM JHGO
HAUMEHEE DA3BUTOH CTPAHOM 4IEHOM, HCIBITHIBAET TPYLHOCTH C peanmu3anueit
AGHHOTO IMOJIOXKEHHS, PasBUTEIC CTPAHBl WIEHB! NPENOCTABISIOT, IO MHpockbe U Ha
B3aMMHO COINIACOBAHHBIX YCNIOBHAX, TEXHMYECKOE M (DMHAHCOBOE COMEHCTBHE i
COJEACTBHS €r0 BEIIOJHEHHIO.

4. UreHsl 0043YIOTCH 00ECIICUNTD HANHYIE 3(peKTUBHBIX IIPABOBEIX CPEICTE
AULL IIPENOTBPAIICHUS MMIIOPTA U NPOAAXH HA CBOEH TEPPHTOPHM JIEKAPCTBEHHBIX
CPEACTB, NPOHU3BENCHHBIX B paMKax MAHHON CHCTEMBI M IONABIIHX HA KX PBIHKH
B HApyIICHHE ¢ IIOI0XKEHUH, HCIIONB3Ys CPEACTBA, KOTOPhIE JOMKHEI OBITh CO3IaHBI
B cooTseTCTBHM ¢ HacTosuwmM CornamenueM. Ecin mo6oii wieH couTer, 910 Takux
MEp HEAOCTATOYHO JJIs ITOH IeIH, BOIPOC MOXKET OBITH paccmorper  Cosetom
o TPUIIC no mpocrbe Takoro unena.

5. B nemsx uCTONBE30BaHMe SKOHOMHEH 32 CYeT MACIITA60B IIPOM3BOJCTBA Ik
YCUIICHUS MOKYNAaTeIbCKOH CIOCOOHOCTH M OBJIErYeHHs MeCTHOIO IPOX3BOICTBA
JIEKApCTBEHHBIX CPECTB NPU3HAETCS, YTO PasBHTHE CHCTEM, IIpeJry CMaTPUBAIOLIIX
BBLI@Ty PETHOHANBHBIX IATEHTOB, KOTOPHIE OYIYT WHCMOMB30BATHCS B 4JIeHax,
YKA3aHHBIX B IyHKTe 3 cTaThu 31bis, ciemyer cTuMymmposaT. B sTmx LeTx
'PasBHTBEIC CTpaHBI-WIEHEl O6A3yIOTCA HpeHOCTaBﬁﬂTL TEXHUYECKOE CONENUCTRHE

B COOTBETCTBHU CO CTaTheil 67 HacTodgIero COI‘J’IaHIeHI/ISI, B TOM YHCJIE COBMECTHO
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C IpYyTUMH COOTBETCTBYIOIIUMU MEXIYHapOAHBIMU Opranu3aiusiMU.

6. Unenpl MPHU3HAIOT OKENATeNbHOCTh DPAa3BUTHA IIEPelaull  TEXHOJOTHM
U HapallWBaHMS IOTEHIHalla B (bapMauequeCROM CEKTOpe B HEAX NPEOJOJICHUS
mpoGreM, C KOTOPBIMH  CT&lKHBAlOTCS  WIGHBl, HMEIOIIUE OrpaHHYEHHbIE
IIPOM3BOACTBEHHEIE MOIMHOCTH B (PapMalleBTHYECKOM CEKTOpPe MM COBCEM HMX HE
AMeEoIe. B 3THX UelX OTBevamllpe TpeOOBaHMAM HMIIOPTHPYIOIME UICHBI
1 SKCIIOPTUPYIOIIHE WIEHB! IIPU3BIBAIOTCA K HCIOJIB30BaHUIO NaHHOM CHCTEMBI TAKHM
crocoboM, KOTOPEIM OyZeT cHocoOCTBOBAaTh JOCTWKEHHIO 3TOH 3agaud. UWUieHsl
0043yI0TCS COBMECTHO YHAENATh ocoboe BHUMaHHE Iepefade TEXHOJIOIHH
M HapallluBaHHUIO MTOTeHIMala B hapMalieBTUIeCKOM ceKTope B pabote, koTopas Oyner
TIPOBOJUTECSA B COOTBETCTBHH CO CTarbed 66.2 Hactosmero Cornalenus, MyHKToM 7
Hexnapanuu o Cornamenuu o TPUIIC u o6mecTBEHHOM 3[paBOOXpaHEHUH, a TaKKe
mo6oit uHoit pabote Coeta mo TPUIIC B artoit obnacth.

7. Coser no TPUIIC exeromHo ocymiecTBiseT 0030p (YHKIIMOHWPOBAHHUS
JAHHOM cHcTeMBl B Ielisix ofecrmedeHms ee Sh(eKTHBHON paboOTHl M E€XEroiHo

JOKJIaabpiBacT FeHepaJIBHOMy COBECTY O €€ IIPUMCHCHUH.



JTonosnenne Kk Ilpunoxenuro k Cornamennio no TPATIC

Oyenra npOU3B0O0CMBEHHbIX MOUWHOCTEN 6 YapMayesmuteckom cexmope

ITompasymeBaeTcs, Yro HauMEHee pasBUTHIC CTPAHBI-WIEHBl  HMEIOT
OrpaHH4eHHBIE MOIIHOCTY JTH00 BOBCE HE UMEIOT IPOU3BOACTBEHHEIX MOIIHOCTEH
B (hapMalleBTUYECKOM CEKTOpeE.

JIs IpyrUX OTBEHYAOIMX YCIOBHMAM HMIOPTHDPYIOIIMX WICHOB HaIMYHe
OrpaHHYeHHBIX IIPOM3BOICTBEHHBIX MOIIHOCTEH B (apMalleBTHYECKOM CEKTOPE
WM IIOJIHOE€ MX OTCYTCTBHE MOXET OBITh YCTAHOBICHO OIHHM M3 CJEIYIOIIHX
criocoboB:

(i) cooTBeTCTBYIOIMH WIEH 3aABHII, YTO y HETO MOJHOCTBIO OTCYTCTBYIOT
IPOU3BOJICTBEHHEIE MOLIHOCTH B (DapMalleBTHYECKOM CEKTOPE;

b1z (0]

(ii) ecmn y 4neHa ecCTh HEKOTOphlE IPOM3BOACTBEHHBIE MOIMHOCTH
B (apMaleBTHYECKOM CEKTOpE, OH IIPOM3BEN OLEHKY STHX MOINHOCTEH H IpHIeN
K  BBIBOLY, YTO, 338 HCKIIOYECHHEM  MOIIHOCTEH, TNPHHAIJIEKAIIIX
IIaTeHTo00NajaTeqI0 MO0 KOHTPOJMPYEMEIX KM, MMEIOIIMXCS MOIIHOCTEH
HENIOCTATOYHO MU HeNed yHoBIeTBOpeHMs ero morpebHocredt. Korma 6ymer
YCTaHOBIEHO, YTO TaKHX MOIIHOCTEH JOCTATOYHO [UI YHOBJIETBOPEHUS

NOTPeGHOCTEH WieHa, NaHHasA cHcTeMa Gollee He JOLKHA IPUMEHATHCS.
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