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STRUCNE ODOVODNENIE

The Doha WTO Ministerial in 2001 produced a landmark agreement, The Doha Declaration
on TRIPS and Public Health, which clearly defined the primacy of public health in relation to
intellectual property rights. The EC draft Regulation aims to provide the detail on the
measures needed to implement the subsequent WTO General Council Decision of August
30th 2003 within the European Union. The relevant paragraph in the Doha Declaration
recognises that WTO members with insufficient, or no manufacturing capacity, in the
pharmaceutical sector could face difficulties in making effective use of compulsory licensing
under the TRIPS agreement.

Historically, pharmaceutical companies and governments have argued that the high cost of
research and development dictates that there should be strong patent protection, likely to
provide incentives for that investment. TRIPS, in theory, exists to reward innovation but, as
things stand, the system lacks a mechanism likely to ensure that, in particular, the diseases of
the poor and developing country's health priorities are addressed. The reality is that only 10%
of global research in development are actually directed towards illnesses that account for 90%
of the world wide disease burden. Millions of people in developing countries are dying every
year because the only drugs available to treat tropical diseases are either old, toxic or
ineffective.

The draft EC Regulation is intended to establish the conditions under which compulsory
licenses for export can be granted. However, the test of the current Regulation is whether it
actually has the potential to maximise developing country access to low-priced, essential
medicines through making full use of the flexibilities which clearly are in the WTO text.

Although there has been an acknowledgement by a number of commentators that there are
positive elements in the regulation, some concerns remain. Indeed, the European Generic
Medicines Association has concluded that, "the procedures are complicated, the terms under
which new producers must operate are very restrictive and the various measures proposed are
ambiguous."

The process, therefore, should be simplified in order to encourage European suppliers to
operate under the system. Clearly, there needs to be safeguards which ensure that generic
pharmaceutical products do not find their way into the European market. Since, however,
trade in pharmaceutical products is subject to stringent national regulations, the risk of
diversion is not high. Indeed, the Commission itself has noted that there has been no evidence
of the re-importation of medicines from the poorest developing countries into the EU.
Therefore, these provisions should not and need not impose unnecessary restrictions. The fact
that the Dutch legislation is less restrictive is an indication that it should be possible to take
more advantage of the opportunities which exist in the WTO text to address those public
health objectives, which are at the heart of the Doha Declaration. Regrettably, the Regulation
consistently applies conditions which are not featured in the WTO Decision and which could
potentially discourage suppliers. Serious consideration should now be given to the need for
some relaxation of what is an over zealous interpretation of the WTO Decision.

The draft Regulation also includes a requirement which does not feature in the WTO
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Decision. This appears to exclude the right of NGOs and international institutions such as the
UN to import medicines under the rules of the regulation under the system, and, indeed, fails
to take into account the critical role NGOs play in the supply of healthcare services and
treatment. In addition, it takes no account of the NGOs role in, for instance, disasters or
conflicts, where governments, for whatever reason, cannot be present. Again, we should note
that the Dutch regulation includes a clear reference to the role of NGOs.

Also, unlike the EC Regulation, the Canadian, Norwegian and Dutch Regulations all include
clear reference to non-WTO members - 40 of which are least developed countries.

In addition, the EC regulation imposes restrictions which are more severe than those included
in the TRIPS agreement. Voluntary licences do not need to be negotiated in declared
situations of national emergency or other circumstances of extreme urgency. The EC
regulation in fact does not apply these exceptions, and is therefore applying so-called "TRIPS
plus" conditions.

This Regulation should therefore not be seen as the last word and it should be understood that
a further review and assessment will be necessary. It does, in fact, call for an annual report on
the implementation of its recommendations. It should also be noted that the WTO Decision
allows for such an annual review. We also require greater clarity on provisions for further
action. Indeed, any future amendment of TRIPS in order to incorporate the WTO Decision
would, it seems, require an immediate review of the EC Regulation and its operation should
be monitored at regular intervals.

Issues related to the transfer of technology to developing countries, as well as the need for
capacity building in the production of pharmaceuticals, are a serious omission from the draft
Regulation. These elements are clear objectives of the WTO Decision. There needs to be a
clear understanding that the research and development of medicines is a global, public good
and, therefore, requires global action including sustainable and long-term financing, including
through the Seventh Framework Programme.

The European Parliament's study by Carlos Correa (Directorate General External Policies)
estimates that the impact of the Draft Regulation on developing country health problems "will
probably be modest". It is therefore a matter of some concern that its ability to meet the Doha
vision of how we "promote access to medicines for all" could remain elusive. Clearly much
remains to be done - both in terms of adequate funding and ensuring flexible intellectual
property frameworks.

POZMENUJUCE A DOPLNUJUCE NAVRHY

Vybor pre rozvoj ziada Vybor pre medzinarodny obchod, aby ako gestorsky vybor prijal do
svojej spravy tieto pozmenujuce a dopliiujuce navrhy:
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, .. 1 v o7 v .7 ,
Text navrhnuty Komisiou Pozmenujuce a doplitujuce navrhy

Parlamentu
Pozmenujuci a dopliiujuci navrh 1
Clanok 1

Toto nariadenie ustanovuje postup Toto nariadenie ustanovuje postup
udel'ovania povinnych licencii tykajtucich sa udel'ovania povinnych licencii tykajicich sa
patentov a doplnkovych ochrannych patentov a doplnkovych ochrannych
osvedceni vzt'ahujucich sa na vyrobu a osvedceni vzt'ahujucich sa na vyrobu a
predaj farmaceutickych vyrobkov v predaj farmaceutickych vyrobkov v
pripadoch, ked’ st takéto vyrobky uréené na pripadoch, ked’ st takéto vyrobky ur¢ené na
vyvoz opravnenym ¢lenom WTO, ktori Celia vyvoz opravnenym krajindam, ktoré celia
problémom v zdravotnictve. problémom v zdravotnictve.

Clenské §tity udelia povinnii licenciu
akejkol’vek osobe, ktord si poda Ziadost’ v
sulade s ¢lankom 5 a podmienkami
ustanovenymi v clankoch 5 — 8.

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDC:s. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the
Netherlands.

Pozmenujuci a doplitujici navrh 2

Clénok 2 odsek 3
(3) ,,dovaZajuci clen WTO” znamend ndzov vypust'a sa
¢lena WTO, do ktorého sa vyviza
farmaceuticky vyrobok;
Odovodnenie

Pozmetiujuci a dopliujuci navrh 3
Clanok 4

! Zatial’ neuverejnené v tradnom vestniku.
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Clenovia WTO oprdvneni dovaZat’ su: vypust'a sa

(a) ktorykol’vek 7 najmenej rozvinutych

clenov WTO

(b) ktorykol’vek d’alsi ¢len WTO, ktory
odoslal oznamenie Rade TRIPS, v ktorom
vyjadril zamer vyuZivat’ systéem ako
dovozca, vrdtane toho, ¢i bude vyuZivat’
system ako celok, alebo len v obmedzenom

rozsahu.

Ktorykol’vek ¢len WTO, ktory viak
oficidalne oznamil WTO, Ze nebude vyuZivat’
systém ako dovaZajuci ¢len WTO, nebude
opravnenym dovaZajucim ¢lenom WTO.

Pozmefiujuci a dopliiujuci navrh 4
Clanok 4 odsek 2 (novy)

1. Podl’a tohto nariadenia moZe

farmaceutické vyrobky dovazat’ kaZda
krajina, s vynimkou tych ¢lenov WTO, ktori
WTO podali vyhldasenie o tom, Ze nebudu
vyuzivat’ system ako dovaZajuci clenovia;

Pozmenujuci a dopliiujuci névrh 5
Clanok 4 odsek 2 (novy)

2. Podl’a tohto nariadenia méozu dovdzat’
farmaceutické vyrobky Organizdcia
spojenych ndarodov, iné medzindrodné
zdravotnicke organizdcie a mimovldadne
organizdcie v pripade probléemov v oblasti
zdravotnictva v danej krajine.

Odovodnenie

The proposed regulation appears to exclude the right of NGOs to import medicines under the
rules of the regulation under the system, and, indeed, fails to take into account the critical
role NGOs and UN bodies play in the supply of healthcare services and treatment. In
addition, it takes no account of the NGOs role in, for instance, disasters or conflicts, where
governments, for whatever reason, cannot be present.
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Pozmetujici a dopliujici navrh 6
Clanok 5 odsek 2

2. Ak osoba ziadajica o udelenie povinnej 2. Ak osoba ziadajica o udelenie povinnej
licencie predklada Zziadosti na rovnaky licencie predklada Zziadosti na rovnaky
vyrobok prislusnym organom vo viac ako vyrobok prislusnym organom vo viac ako
jednom ¢lenskom §tate, musi to uviest’ v jednom ¢lenskom State, musi to uviest’ v
kazdej ziadosti spolu s podrobnost’ ami kazdej ziadosti.

tykajucimi sa mnoZstiev a prislusnych
dovaZajucich ¢élenov WTO.

Odovodnenie

The determination of the needed quantities by the importing country adds unnecessary
complication, since needs may change as circumstances evolve.

Pozmefiujuci a dopliiujuci navrh 7
Clanok 5 odsek 3 bod (¢)

(c) identifikdciu patentu (patentov) a/alebo vypust'a sa
doplnkového ochranného osvedcenia

(osvedceni), ktorych sa tyka poZadovanad

povinnd licencia;

Odovodnenie

Identification of patents is not required by the WTO Decision and, in fact, it may be difficult
and costly to determine which patents cover a given pharmaceutical product.

Pozmenujuci a doplitujici ndvrh 8
Clanok 5 odsek 3 bod (b a) (novy)

(ba) dovaZajuce krajiny alebo organizdcie,
ako sa uvadza v ¢lanku 4;

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDCs. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

Netherlands.

Pozmenujuci a doplilujici navrh 9
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Clanok 5 odsek 3 bod (c a) (novy)

(ca) dokaz o oznameni nazvu a
predpokladanych mnoZstiev poZadovaného
vyrobku Rade TRIPS;

Pozmetiujuci a dopliujuci navrh 10
Clanok 5 odsek 3 bod (d)

(d) mnoZstvo farmaceutickych vyrobkov, vypust'a sa
ktoré Ziadatel’ hodla vyrabat’ na zdaklade
povinnej licencie;

Odovodnenie

The determination of the needed quantities by the importing country adds unnecessary
complication, since needs may change as circumstances evolve.

Pozmefiujuci a dopliiujici navrh 11
Clanok 5 odsek 3 bod (e)

(e) dovaZajuci ¢len alebo c¢lenovia WTO; vypust'a sa
Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDCs. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

Netherlands.

Pozmenujici a dopliujici navrh 12
Clanok 5 odsek 3 bod (f)

(f) dokazovy materidl o predchadzajuicom (f) podla potreby dokazovy material o
rokovani s vlastnikom patentovych prav v predchadzajicom rokovani s vlastnikom
sulade s ¢lankom 7, patentovych prav v sulade s ¢lankom 7;

Odovodnenie

The WTO Decision provides for certain circumstances in which prior negotiation can be
waived. The possibility of applying fast-track procedures is of particular importance given
the risk of patentees not engaging in negotiations in good faith.
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Pozmenujuci a dopliiujuci navrh 13
Clanok 5 odsek 3 bod (g)

(g) dokazovy materidl o osobitnej Ziadosti, vypust'a sa
ktoru Ziadatel’ovi predloZili povereni

predstavitelia dovaZajuceho ¢lena WTO a

vyznacenie poZadovaného mnozstva

vyrobku.

Odovodnenie

This requirement is absent from the WTO Decision and adds unnecessary complication.

Pozmenujuci a dopliujici ndvrh 14
Clanok 5 odsek 4

Prislus$ny organ moZe urcit’ d’alSie vypust'a sa

formalne alebo administrativne poZiadavky
na efektivne spracovanie Ziadosti.

Odovodnenie

This requirement is absent from the WTO Decision and adds unnecessary complication.

Pozmenujuci a doplitujuci navrh 15
Clanok 6 odsek 1 uvodna &ast’

1. Prislusny orgéan preveri, ¢i kaZdy 1. Prislusny orgén preveri, ¢i kaZda krajina
dovaZajuci ¢len WTO uvedeny v ziadosti uvedend v ziadosti predloZila oznamenie
predloZil oznamenie WTO v sulade s WTO v sulade s rozhodnutim Generalne;j
rozhodnutim Generalnej rady WTO z 30. rady WTO z 30. augusta 2003 o

augusta 2003 o implementécii odseku 6 implementécii odseku 6 Deklaracie z Dohy o
Deklaracie z Dohy o Dohode TRIPS a o Dohode TRIPS a o zdravotnictve (d’alej len
zdravotnictve (d’alej len ,,rozhodnutie’) ,rozhodnutie”) tykajice sa kazdého z
tykajuce sa kazdého z vyrobkov, ktoré su vyrobkov, ktor¢ st predmetom ziadosti,
predmetom ziadosti, ktora: ktora:

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDC:s. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

PA\556584SK.doc PE 353.333v01-00

SK



Netherlands.

Pozmefiujuci a dopliujici navrh 16
Clanok 6 odsek 1 bod (b)

(b) potvrdi, ze pokial dovazajuci ¢len WTO (b) potvrdi, ze ak dovazajuca krajina nepatri
nepatri medzi najmenej rozvinuté krajiny, medzi najmenej rozvinuté krajiny, tato

tento dovazajuci ¢len WTO preukazal, ze dovazajuca krajina preukazala, ze v

nema ziadne vyrobné kapacity vo suvislosti s konkrétnym vyrobkom alebo
farmaceutickom sektore alebo, ze preskumal vyrobkami nema Ziadne vyrobné kapacity vo
vlastni vyrobnu kapacitu v tomto sektore a farmaceutickom sektore alebo, ze

zistil, ze pri vyluceni kazdej kapacity, ktora preskimala vlastni vyrobnu kapacitu v

je vo vlastnictve alebo pod kontrolou tomto sektore a zistila, Ze pri vyliceni
vlastnika patentovych prav, nie je v kazdej kapacity, ktora je vo vlastnictve alebo
stcasnosti schopny uspokojit’ vlastné pod kontrolou vlastnika patentovych prav,
potreby; nie je v sucasnosti schopna uspokojit’ vlastné

potreby v suvislosti s danym vyrobkom
alebo vyrobkami,

Odovodnenie

A general declaration of no or insufficient manufacturing capacity is a more stringent
standard than the one established in the WTO decision.

Pozmenujuci a dopliujuci navrh 17
Clanok 6 odsek 1 bod (c)

(c) potvrdi, Ze v pripade, ak je farmaceuticky (c) ak dovaZajuca krajina nepatri medzi
vyrobok patentovany na izemi najmenej rozvinuté krajiny, potvrdi, Zze v
dovazajaceho ¢lena WTO, tento ¢len WTO pripade, ked’ je farmaceuticky vyrobok
udelil alebo hodl4 udelit’ povinnu licenciu na patentovany na uzemi dovazajicej krajiny,
dovoz prislusného vyrobku v sulade s tato krajina udelila alebo hodl4 udelit’
¢lankom 31 Dohody TRIPS a ustanoveniami povinnu licenciu na dovoz prislusného
tohto rozhodnutia. vyrobku v stlade s ¢lankom 31 Dohody

TRIPS a ustanoveniami tohto rozhodnutia.

Odovodnenie

Exemption for least developing countries

Pozmenujici a dopliujici navrh 18
Clanok 6 odsek 2

2. Prislusny orgén overi, ¢i mnozstvo 2. Prislusny organ overi, ¢i predpokladané
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vyrobku uvedené v ziadosti neprevysuje
mnozstvo, ktoré dovazajici ¢len (¢lenovia)
WTO oznamil WTO a, beruc do tvahy
d’alSie povinné licencie spravované v
Spolocenstve, ¢i celkové mnozstvo vyrobku,
ktoré sa ma vyrobit pre ktoréhokol'vek
dovazajuceho ¢lena WTO, neprevysuje
vyrazne mnozstvo, ktoré tento ¢len oznamil
WTO.

mnozstvo vyrobku uvedené v ziadosti
neprevysuje mnozstvo, ktoré dovazajiuca
krajina (krajiny) oznamila WTO a, berac do
uvahy d’alsie povinné licencie spravované v
Spolocenstve, ¢i celkové mnozstvo vyrobku,
ktoré sa ma vyrobit’ pre ktorikol'vek
dovazajucu krajinu, neprevysuje vyrazne
mnozstvo, ktoré tito krajina oznamila
WTO.

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDCs. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

Netherlands.

Pozmefiujuci a dopliiujuci navrh 19
Clanok 7 odsek 1

V snahe vyhoviet’ prislusnému organu, mu
ziadatel poskytne dokazovy material, Ze
vyvinul Usilie na ziskanie opravnenia od
vlastnika patentovych prav za rozumnych
obchodnych podmienok, a Ze jeho snaha
pocas primeraného obdobia neviedla k
uspesnému vysledku.

V snahe vyhoviet’ prislusnému organu, mu
ziadatel poskytne dokazovy material, Ze
vyvinul Usilie na ziskanie opravnenia od
vlastnika patentovych prav za rozumnych
obchodnych podmienok, a Ze jeho snaha
pocas tridsiatich dni neviedla k tispeSnému
vysledku.

Pozmenujici a doplijici navrh 20
Clanok 7 odsek 2

Pri uréeni primeraného obdobia sa berie do

uvahy, ¢ dovazajuci ¢len WTO vyhlasil
stav narodného ohrozenia alebo iné
okolnosti mimoriadnej naliehavosti.

Predchadzajuce rokovania sa nevyZaduju v
pripade stavu ndarodného ohrozenia, inych
okolnosti mimoriadnej naliehavosti,
verejného nekomercéného vyuZivania alebo
opatreni na boj proti konkurencii.

Odovodnenie

The WTO Decision provides for certain circumstances in which prior negotiation can be
waived. The possibility of applying fast-track procedures is of particular importance given
the risk of patentees not engaging in negotiations in good faith.
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Pozmenujici a dopliujici navrh 21
Clanok 8 odsek 1

1. Udelena licencia nie je vyhradna ani
prevodite'nd. Musi obsahovat’ Specifické
podmienky ustanovené v odsekoch 2 az §,
ktoré musi uZzivatel licencie splnit’.

1. Udelena licencia nie je vyhradna ani
prevodite'na. Musi obsahovat’ Specifické
podmienky ustanovené v odsekoch 2 az 6,
ktoré musi uZivatel licencie splnit’.

Pozmenujuci a dopliujuci navrh 22
Clanok 8 odsek 2

2. Mnozstvo patentovaného vyrobku
(vyrobkov) vyrabaného na zaklade licencie
nesmie prevySovat’ mnozstvo nutné na
vyhovenie potrebdm dovazajuceho ¢élena
alebo ¢lenov WTO uvedenych v Ziadosti.

2. Mnozstvo patentovaného vyrobku
(vyrobkov) vyrabaného na zaklade licencie
nesmie prevySovat’ mnozstvo nutné na
vyhovenie potrebam dovazajlcej krajiny
alebo krajin uvedenych v Ziadosti.

Odovodnenie
The proposed regulation would exclude non-WTO members from the provisions, including 40
LDCs. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

Netherlands.

Pozmenujuci a doplnujuci navrh 23
Clanok 8 odsek 3

3. Licencia sa prisne obmedzuje na
Cinnosti spojené s vyrobou prislus§ného
vyrobku a jeho predaj na vyvoz ¢lenovi
alebo ¢lenom WTO uvedenym v Ziadosti.
Nijaky vyrobok vyrobeny na zaklade
povinnej licencie sa nesmie ponukat’ na
predaj alebo uviest na trh v akejkol'vek inej
krajine, ako je ¢lenskd krajina WTO
uvedena v ziadosti.

3. (@) Licencia sa prisne obmedzuje na
¢innosti potrebné na dovoz, vyrobu a predaj
prislusného farmaceutického vyrobku do
krajiny alebo krajin uvedenych v Ziadosti.
Nijaky vyrobok vyrobeny na zaklade
povinnej licencie sa nesmie ponukat’ na
predaj alebo uviest na trh v akejkol'vek inej
krajine, ako je krajina alebo krajiny
uvedené v ziadosti.

Odovodnenie

The wording of the proposed legislation is ambiguous and could prevent the importation of
active pharmaceutical ingredients, thereby threatening to seriously undermine the system.

Pozmenujuci a dopliiujuci névrh 24
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Clanok 8 odsek 3 bod (b) (novy)

(b) Opravnend krajina moZe vo
vynimocnych pripadoch dovezené vyrobky
znovu vyviezt’ do inych ¢lenskych krajin
regiondlnej obchodnej zmluvy, ktorej
clenom je aj dovaZajuca krajina, ak aspor
polovicu 7 aktudlnych clenov tvoria krajiny,
ktoré su v tom Case na zozname najmenej
rozvinutych krajin OSN. Toto, prirodzene,
neohrozi uzemnu povahu prislusnych
patentovych prav.

Odovodnenie

This article is provided for under the WTO decision - in order to promote economies of scale.

Pozmenujici a dopliujici navrh 25
Clanok 8 odsek 4 ivodna cast’

4. Vyrobky vyrabané na zdklade licencie
budu jasne oznacené osobitnymi Stitkami,
etiketami alebo znackami uvadzajicimi, Ze
sa vyrobili v sulade s tymto nariadenim.
Taketo vyrobky sa budu od vyrobkov
vyrabanych vlastnikom patentovych prav
odliSovat’ prostrednictvom osobitnych
obalov. Na obale a akejkol’vek sprievodnej
dokumentdcii sa uvedie, Ze vyrobok je
predmetom povinnej licencie podl’a tohto
nariadenia, uvedie sa nazov prislusného
organu a akékol’vek identifikacné
referencné Cislo, ¢im sa jasne Specifikuje,
Ze vyrobok je urceny vyhradne na vyvoz a
predaj v prislusnom dovadZajiicom &lenovi
(Clenoch) WTO. Ak Ziadatel nepreukdze, Ze
rozliSenie osobitnym zafarbenim alebo
tvarovanim samotnych vyrobkov nie je
mo?Zné vykonat’ alebo, Ze by to malo
vyrazny dopad na cenu, takéto rozliSenie sa
tie7 pozaduje.

vypust'a sa

Odovodnenie

This requirement is absent from the WTO Decision and adds unnecessary complication.
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Pozmenujici a doplijici navrh 26
Clanok 8 odsek 5

5. Pred odoslanim dovazajucemu ¢élenovi 5. Pred odoslanim dovazajacej krajine
alebo ¢lenom WTO uvedenym v ziadosti, alebo krajinam uvedenym v ziadosti,
uzivatel licencie uverejni na internete tieto uzivatel licencie uverejni na internete tieto
informacie: informacie:

Pozmenujuci a dopliujuci navrh 27
Clanok 8 odsek 5 bod (a)

(a) mnozstvo tovaru dodavaného na zéklade (a) mnozstvo tovaru dodavaného na zaklade
tejto licencie a ¢lenovia WTO, ktorym sa tejto licencie a krajiny, ktorym sa vyrobok
vyrobok dodava dodava,

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDCs. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

Netherlands.
Pozmenujuci a dopliujuci navrh 28
Clanok 8 odsek 6
6. Ak je vyrobok (vyrobky), ktory je 6. Ak je vyrobok (vyrobky), ktory je
predmetom povinnej licencie, patentovany v predmetom povinnej licencie, patentovany
dovézajacej ¢lenskej krajine (krajindch) v dovazajucej Clenskej krajine uvedenej v
WTO uvedenej v ziadosti, vyrobok ziadosti, vyrobok (vyrobky) mozno vyvazat
(vyrobky) mozno vyvazat’ len vtedy, ked’ len vtedy, ked’ uvedend dovazajuca krajina
uvedend dovazajlca krajina (krajiny) vydala vydala povinntl licenciu na dovoz a predaj
povinnu licenciu na dovoz a predaj vyrobkov.
vyrobkov.

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDC:s. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the
Netherlands.

Pozmetiujuci a doplitujuci navrh 29
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Clanok 8 odsek 7

7. UZivatel’ licencie musi viest’ kompletné a vypust'a sa
presné obchodné knihy a zaznamy o
vSetkych mnoZstvdach vyrobeného vyrobku a
vSetkych sposoboch nakladania s
vyrobkom. UZivatel licencie na poZiadanie
spristupni tieto obchodné knihy a zaznamy
nezavislej osobe odsuhlasenej
zucastnenymi stranami alebo vymenovanej
prislusnym organom inym sposobom;
jedinym ciel’om spristupnenia je
preskumanie, ¢i su splnené podmienky
licencie, a to najmdi tie, ktoré sa tykaju
konecného miesta urcenia vyrobku.

Odoévodnenie

This requirement is absent from the WTO Decision and adds unnecessary complication.

Pozmenujuci a dopliujuci navrh 30
Clénok 8 odsek 8

8. Od uZivatel’a licencie sa poZaduje, aby vypust'a sa
poskytol dokazovy material o vyvoze
vyrobku formou vyhlasenia o vyvoze
potvrdeného prisluSnym colnym organom,
ako aj dokazovy materidl o dovoze a
uvedeni na trh, ktory potvrdil orgdn
dovaZajuceho ¢lena WTO. UZivatel’ licencie
musi uchovavat’ takéto zaznamy najmenej
tri roky. Na poZiadanie musia byt tieto
dokazové materidaly dodané prislus§nému
organu.

Odovodnenie

This requirement is absent from the WTO Decision and adds unnecessary complication.

Pozmeiujuci a dopliujuci navrh 31
Clanok 8 odsek 9

9. Uzivatel licencie zodpoveda za vyplatenie 9. Uzivatel licencie zodpoveda za vyplatenie

prislusnej nahrady vlastnikovi patentovych prislusnej nahrady vlastnikovi patentovych

prav, ktora ur¢il prislusny organ prav, ktora ur¢€il prislusny organ
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vychédzajuc z ekonomickej hodnoty
vyuzivania licencie potvrdenej prisluSnym
dovazajucim ¢lenom (¢lenmi) WTO.

vychédzajuc z ekonomickej hodnoty
vyuzivania licencie potvrdenej prisluSnou
dovazajacou krajinou alebo krajinami.

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDCs. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

Netherlands.

Pozmenujici a dopliujici navrh 32
Clanok 9

Prislu$ny organ zamietne Ziadost’, ak nie je
splnena akakol'vek podmienka ustanovena v
¢lanku 5 ods. 3 a4 a v ¢lankoch 6, 7 a 8.
Pred zamietnutim Ziadosti prislusny organ
poskytne ziadatel'ovi prilezitost’ odstranit’
nedostatky a umozni vypocutie ziadatel’a.

Prislusny organ zamietne Ziadost’, ak nie je
splnena akakol'vek podmienka ustanovena v
¢lanku 5 ods. 3 a4 a v ¢lankoch 6 a 7. Pred
zamietnutim ziadosti prislusny organ
poskytne ziadatel'ovi prilezitost’ odstranit’
nedostatky a umozni vypocutie ziadatel’a.

Pozmenujuci a dopliujuci navrh 33
Clanok 11 odsek 2

2. Odsek 1 sa nevzt'ahuje na pripady
opatovného vyvozu dovdZajiicemu clenovi
WTO uvedenému v ziadosti a
identifikovanému na obaloch a v sprievodne]
dokumentacii vyrobku, ani na pripady
umiestiiovania podl'a postupov pre tranzitné
alebo colné sklady alebo umiestiiovania do
volnych pristavnych péasiem alebo vol'nych
skladov na ucely opédtovného vyvozu
dovazajucemu ¢lenovi WTO.

2. Odsek 1 sa nevztahuje na pripady
opatovného vyvozu dovdZajicej krajiny
uvedenej v ziadosti a identifikovanému na
obaloch a v sprievodnej dokumentacii
vyrobku, ani na pripady umiestiiovania
podl’a postupov pre tranzitné alebo colné
sklady alebo umiestiiovania do volnych
pristavnych pésiem alebo volnych skladov
na ucely opédtovného vyvozu dovazajicej
krajine.

Odovodnenie

The proposed regulation would exclude non-WTO members from the provisions, including 40
LDCs. If we are achieving the Doha objective of promoting access to medicines for all, this
must include these 40 poorest countries. Nothing in the WTO Decision prevents such an
extension as is demonstrated by the legislation presented in Norway, Canada and the

Netherlands.
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Pozmenujici a doplijici navrh 34
Clanok 14 odsek 1 bod (b)

(b) ak a ked’ okolnosti, ktoré viedli k vypust'a sa
udeleniu licencie, prestali jestvovat’ a je
nepravdepodobné, Ze by opiit’ nastali.

Odovodnenie

This is a TRIPS-plus condition and ignores the right of importing countries to determine when
the continuation of a compulsory licence is no longer justified.

Pozmenujuci a doplitujuci navrh 35
Clanok 15 odsek 1a (novy)

Odvolanie proti rozhodnutiu udelit’
povinnu licenciu nepozastavuje vykon
licencie.

Odovodnenie

The possibility of blocking the supply of medicines for long periods of time will lead to
uncertainty for prospective suppliers and may further reduce the interest of potential
suppliers in operating under the system

Pozmenujuci a dopliujuci navrh 36
Clanok 16a (novy)

Clinok 16 a

Komisia zriadi fond na poskytovanie
priamej pomoci v podobe dotdcii
spoloénostiam a inStiticiam na presun
technologie do rozvojovych krajin.

Odovodnenie

The draft Regulation also lacks instruments to promote the transfer of technology and
capacity building in pharmaceuticals in developing countries and LDCs, despite that this is
one of the objectives of the WTO Decision.

Pozmenujuci a doplnujaci navrh 37
Clénok 17

PA\556584SK.doc PE 353.333v01-00

SK



SK

7 7 wve

Tri roky po nadobudnuti ucinnosti tohto
nariadenia Komisia predlozi spravu
Eur6pskemu parlamentu, Rade a
Hospodarskemu a socidlnemu vyboru o
fungovani tohto nariadenia a akym
sposobom toto nariadenie prispelo k
implementacii systému ustanoveného
rozhodnutim.

Komisia pozorne monitoruje uplatiiovanie
tohto nariadenia a kaZdy rok predlozi
spravu Europskemu parlamentu, Rade a
Hospodarskemu a socidlnemu vyboru
Europskych spolocenstiev o prinose
nariadenia pre implementaciu systému
ustanoveného rozhodnutim.

Doékladné vyhodnotenie tohto nariadenia sa
uskutocni ihned’ po novelizacii Dohody
TRIPS a potom kaZdeé tri roky.

Odovodnenie

Constant monitoring and review of the regulation are important in order to ensure the good
functioning of the system, which will be subject to review.
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