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SHORT JUSTIFICATION

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.
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The draft Regulation also includes a requirement which does not feature in the WTO
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.

PAKEITIMAI

Vystymosi komitetas ragina atsakinga Tarptautinés prekybos komiteta | savo praneSima
itraukti Siuos pakeitimus:
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. e . 1
Komisijos sitilomas tekstas

Parlamento pakeitimai

Pakeitimas 1
1 straipsnis

Siuo reglamentu nustatoma procedira, pagal
kuria i§duodamos privalomosios licencijos,
susijusios su patentais ir papildomais
apsaugos sertifikatais dél farmaciniy
produkty gamybos ir prekybos, kai Sie
produktai yra skirti eksportui | nustatytus
kriterijus atitinkancius PPO narius,
turincius problemy visuomenés sveikatos
srityje.

Valstybés narés iSduoda tokiq privalomgjq
licencijq bet kokiam asmeniui, kuris
pateikia paraiSkq pagal 5 straipsnio
nuostatas, atsizvelgiant | 58 straipsniuose
nurodytas sqlygas.

Siuo reglamentu nustatoma procedira, pagal
kuria iSduodamos privalomosios licencijos,
susijusios su patentais ir papildomais
apsaugos sertifikatais dél farmaciniy
produkty gamybos ir prekybos, kai Sie
produktai yra skirti eksportui i nustatytus
kriterijus atitinkancias Salis.

Justification

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.

Pakeitimas 2
2 straipsnio 3 dalis

3) n,importuojantis PPO narys“— PPO
valstybé naré, | kuriq eksportuojamas
farmacinis produktas '"';

tekstas naikinamas

Justification

All subsequent references to "WTO members" should be corrected accordingly in keeping

! Dar nepaskelbta OL.
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with amendment 1.

Pakeitimas 3
4 straipsnis

Kriterijus atitinkantys importuojantys PPO tekstas naikinamas

nariai yra Sie:

(a) bet kuri maZiausiai iSsivysciusi PPO

valstybé naré;

(b) bet koks kitas PPO narys, kuris

informavo TRIP tarybq apie ketinimus
naudotis sistema kaip importuotojas,
iskaitant visavertj arba ribotq sistemos

panaudojimgq.

Taciau bet koks PPO narys, kuris pareiské
PPO neketings naudoti sistemos kaip
importuojantis PPO narys, néra laikomas
kriterijus atitinkanciu importuojanciu PPO

nariu.
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Pakeitimas 4
4 straipsnio 1 dalis (nauja)

1. Pagal §i reglamentq bet kuri valstybé gali
importuoti farmacinius produktus, iSskyrus
tas PPO valstybes nares, kurios yra
pareiskusios PPO, kad neketina naudoti
sistemos kaip importuojantys nariai;

Pakeitimas 5
4 straipsnio 2 dalis (nauja)

2. Jungtiniy Tauty organizacijos, kitos
tarptautinés sveikatos organizacijos ir
nevyriausybinés organizacijos gali pagal 5§
reglamentq importuoti farmacinius
produktus tuo atveju, jei toji Salis turi
problemy visuomenés sveikatos srityje.

6/18 Vertimas pagal sutarti



Justification

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.

Pakeitimas 6
5 straipsnio 2 dalis

2. Jeigu paraiska privalomajai licencijai 2. Jeigu paraiSka privalomajai licencijai
gauti pateikgs asmuo pateikia paraiskas tam gauti pateikgs asmuo pateikia paraiskas tam
paciam produktui daugiau kaip vienos paciam produktui daugiau kaip vienos
valstybés narés kompetentingoms valstybés narés kompetentingoms
institucijoms, jis nurodo tai kiekvienoje institucijoms, jis nurodo tai kiekvienoje
paraiskoje, kartu pateikdamas duomenis paraiskoje.
apie kiekius ir atitinkamus importuojancius
PPO narius.

Justification

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

Pakeitimas 7
5 straipsnio 3 dalies ¢ punktas

(c) patento (-y) ir (arba) papildomo tekstas naikinamas
apsaugos sertifikato (-y), kuriam (-iems)

siekiama gauti privalomgqjq licencijq,

numeriai ir kita identifikaciné informacija;

Justification

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.

Pakeitimas 8
5 straipsnio 3 dalies ba punktas (naujas)

(ba) 4 straipsnyje nurodytos
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importuojancios Salys arba organizacijos;

Justification

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.

Pakeitimas 9
5 straipsnio 3 dalies ¢ a punktas (naujas)

(ca) jrodymai, kad TRIP tarybai buvo
pranestas reikalingo produkto pavadinimas
ir numatomas kiekis;

Pakeitimas 10
5 straipsnio 3 dalies d punktas

(d) farmacinio produkto kiekis, kur§ tekstas naikinamas

pareiskéjas siekia pagaminti pagal
privalomgjq licencijq;

Justification

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

Pakeitimas 11
5 straipsnio 3 dalies e punktas

(e) importuojantis PPO narys arba nariai, tekstas naikinamas

Justification

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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Pakeitimas 12
5 straipsnio 3 dalies f punktas

(f) iSankstiniy deryby su teisés savininku (f) kur pritaikoma, isankstiniy deryby su
pagal 7 straipsni jrodymai; teisés savininku pagal 7 straipsni jirodymai;

Justification

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.

Pakeitimas 13
5 straipsnio 3 dalies g punktas

(g) importuojancio PPO nario jgalioty tekstas naikinamas
atstovy pateikto konkretaus prasymo

pareiskéjy jrodymai, nurodant reikalingo

produkto kiekj.

Justification

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

Pakeitimas 14
5 straipsnio 4 dalis

Kompetentinga institucija gali nustatyti tekstas naikinamas
papildomus formalius arba

administracinius reikalavimus

veiksmingam paraiSkos apdorojimui

uztikrinti.

Justification

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

Pakeitimas 15
6 straipsnio 1 dalies {Zanginé dalis

1. Kompetentinga institucija isitikina, kad 1. Kompetentinga institucija isitikina, kad
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kiekvienas paraiskoje nurodytas
importuojantis PPO narys pateiké Pasaulio
prekybos organizacijai 2003 m. rugpjiucio 30
d. PPO Generalinés tarybos sprendime dél
TRIP susitarimo ir visuomenes sveikatos
Dohos deklaracijos 6 dalies igyvendinimo
(toliau — sprendimas) numatyta pranesima
del kiekvieno 1§ paraiskoje nurodyty
produkty, kuriame:

kiekviena paraiSkoje nurodyta Salis pateiké
Pasaulio prekybos organizacijai 2003 m.
rugpjucio 30 d. PPO Generalinés tarybos
sprendime d¢l TRIP susitarimo ir
visuomengs sveikatos Dohos deklaracijos 6
dalies igyvendinimo (toliau — sprendimas)
numatyta prane$ima deél kiekvieno 1§
paraiskoje nurodyty produkty , kuriame:

Justification

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.

Pakeitimas 16
6 straipsnio 1 dalies b punktas

(b) jeigu tik importuojantis PPO narys néra
maziausiai i8sivysciusi valstybe,
patvirtinama, kad importuojantis PPO narys
irodé neturis gamybiniy pajégumu
farmacijos sektoriuje arba, iStyres turimus
savo gamybinius pajégumus Siame
sektoriuje, nustaté, kad, iSskyrus bet kokius
teisés savininko valdomus arba
kontroliuojamus pajégumus, turimy
pajégumy Siuo metu nepakanka poreikiams
patenkinti;

(b) jeigu tik importuojanti Salis néra
maziausiai i§sivysciusi valstybe,
patvirtinama, kad importuojanti Salis irodé
neturinti gamybiniy pajégumy farmacijos
sektoriuje gaminti konkrety produktq arba
produktus arba, 1Styrusi turimus savo
gamybinius pajégumus Siame sektoriuje,
nustaté, kad, i8skyrus bet kokius teisés
savininko valdomus arba kontroliuojamus
pajégumus, turimy pajégumy Siuo metu
nepakanka to produkto arba produkty
poreikiams patenkinti;

Justification

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

Pakeitimas 17
6 straipsnio 1 dalies ¢ punktas

(c) jeigu farmacinis produktas yra
patentuotas importuojan¢io PPO nario

Vertimas pagal sutartj
PE 355.333v01-00

PA\556584LT.doc

(c) jeigu importuojanti Salis néra
maZiausiai issivysciusi valstybé ir jeigu

Vertimas pagal sutarti



teritorijoje, patvirtinama, kad PPO narys
i8dave arba ketina i8duoti privalomaja
licencija Sio produkto importui pagal TRIP
susitarimo 31 straipsnio ir sprendimo
nuostatas.

farmacinis produktas yra patentuotas
importuojancios Salies teritorijoje,
patvirtinama, kad §alis iSdavé arba ketina
i8duoti privalomaja licencija Sio produkto
importui pagal TRIP susitarimo 31
straipsnio ir sprendimo nuostatas.

Justification

Exemption for least developing countries

Pakeitimas 18
6 straipsnio 2 dalis

2. Kompetentinga institucija isitikina, kad
paraiSkoje nurodytas produkto kiekis
nevirsija kiekio, kuri Pasaulio prekybos
organizacijai nurodé importuojantis PPO
narys (-iai) ir kad, atsizvelgiant i kitas
Bendrijoje uzsakytas privalomasias
licencijas, bendras produkto kiekis, kuri
uzsako gamybai bet kuris importuojantis
PPO narys, zenkliai nevir$ija nurodyto
kiekio, kuri Pasaulio prekybos organizacijai
nurodé¢ tas narys.

2. Kompetentinga institucija isitikina, kad
paraiSkoje nurodytas numatomas produkto
kiekis nevirsija kiekio, kuri Pasaulio
prekybos organizacijai nurodé importuojanti
Salis (-ys) ir kad, atsizvelgiant i kitas
Bendrijoje uzsakytas privalomasias
licencijas, bendras produkto kiekis, kuri
uzsako gamybai bet kuri importuojanti Salis,
zenkliai nevirSija nurodyto kiekio, kurg
Pasaulio prekybos organizacijai nurode ta
Salis.

Justification

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.

Pakeitimas 19
7 straipsnio 1 dalis

Pareiskéjas pateikia kompetentinga
institucija tenkinancius irodymus, kad jis
émesi priemoniy i$ teisés savininko gauti
leidima priimtinomis komercinémis
salygomis ir kad Sios pastangos per
priimting laikotarpj nebuvo sékmingos.
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Pakeitimas 20
7 straipsnio 2 dalis

Nustatant priimting laikotarpyj,
atsizvelgiama, ar importuojantis PPO narys
paskelbé nepaprastqjq padéti arba kitas
ypatingos reikSmés aplinkybes.

ISankstinés derybos néra privalomos
nepaprastosios padéties, kity ypatingos
reikSmés aplinkybiy, visuomeninio
nekomercinio naudojimo arba
konkurencijq iSkreipiancios praktikos
atvejais.

Justification

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.

Pakeitimas 21
8 straipsnio 1 dalis

1. I8duota licencija yra neiSimting ir
neperleidziama. Joje numatomos 2—8 dalyse
nurodytos specialiosios salygos, kurias turi
tvykdyti licencijos savininkas.

1. I8duota licencija yra neiS§imting ir
neperleidziama. Joje numatomos 2—6 dalyse
nurodytos specialiosios salygos, kurias turi
tvykdyti licencijos savininkas.

Pakeitimas 22
8 straipsnio 2 dalis

2. Pagal licencija gaminamo patentuoto
produkto (-u) kiekis nevirsija kiekio, kuris
biitinas paraiskoje nurodytiems
importuojancio PPO nario arba nariy
poreikiams patenkinti.

2. Pagal licencija gaminamo patentuoto
produkto (-u) kiekis nevirsija kiekio, kuris
biitinas paraiskoje nurodytiems
importuojancios Salies arba Saliy
poreikiams patenkinti.

Justification
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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Pakeitimas 23
8 straipsnio 3 dalis

3. Licencija yra grieztai ribojama
aptariamojo produkto gamybos veiksmais ir
Jjo pardavimu eksportui | paraiskoje
nurodyta PPO nar§ arba narius. Pagal
privalomaja licencija pagaminti produktai
nesitilomi pardavimui ir nepateikiami jokios
kitos nei paraiskoje nurodytas PPO narys (-
iai) rinkoje.

3.(a) Licencija yra grieZtai ribojama visais
veiksmais, reikalingais atitinkamam
farmaciniam produktui importuoti, gaminti
ir parduoti paraiskoje nurodytai Saliai arba
Salims. Pagal privalomaja licencija
pagaminti produktai nesitilomi pardavimui ir
nepateikiami jokios kitos nei paraiskoje
nurodyta Salis (-ys) rinkoje.

Justification

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

Pakeitimas 24
8 straipsnio 3 dalies b punktas (naujas)

(b) ISimties tvarka nustatytus kriterijus
atitinkanti Salis importuotus produktus gali
vél eksportuoti | kitas regioniniy prekybos
susitarimy valstybes nares, kuriy naré yra
ir pati importuojanti Salis, su sqlyga, kad ne
maZiau kaip pusé tuometiniy Sio susitarimo
nariy biity tuometiniame Jungtiniy Tauty
maZiausiai issivysCiusiy valstybiy sqrase.
Turima omenyje, kad tai nepaZeis minimy
patenty teritoriniy teisiy.

Justification

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

Pakeitimas 25
8 straipsnio 4 dalies izangin¢ dalis

4. Pagal licencijq pagaminti produktai yra
aiskiai identifikuojami naudojant
specialigsias etiketes arba Zyméjimq ir
nurodant, kad produktai yra pagaminti
pagal §i reglamentq. Kad biity galima
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atskirti Siuos produktus nuo teisés
savininko pagaminty produkty, naudojama
speciali pakuoté. Ant pakuotés ir bet
kokioje pridedamoje informacinéje
medZiagoje pateikiama Zymé, kad produktui
yra taikoma Siame reglamente numatyta
privalomoji licencija, nurodomas
kompetentingos institucijos pavadinimas ir
bet koks identifikuojantis nuorodinis
numeris, taip pat aiSkiai paZymima, kad
produktas yra skirtas eksportui ir
pardavimui atitinkamoje importuojancioje
PPO valstybéje naréje arba valstybése
narése. Taip pat reikalaujama naudoti
specialyji spalvinimq arba paciy produkty
formq, nebent pareiskéjui pavykty jrodyti,
kad toks atskyrimas néra jmanomas arba
turi esminés jtakos kainai.

Justification

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

Pakeitimas 26
8 straipsnio 5 dalis

5. Pries iSsiunciant produktus paraiSkoje
nurodytam importuojan¢iam PPO nariui
arba nariams, licencijos savininkas nurodo
tinklalapyje $ia informacija:

5. Pries iSsiunciant produktus paraiSkoje
nurodytai importuojanciai Saliai arba
Salims, licencijos savininkas nurodo
tinklalapyje §ia informacija:

Pakeitimas 27
8 straipsnio 5 dalies a punktas

(a) pagal licencija tiekiamus kiekius ir PPO
narius, kuriems jie yra teikiami

(a) pagal licencija tiekiamus kiekius ir Salis,
kurioms jie yra teikiami

Justification

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
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Netherlands.

Pakeitimas 28
8 straipsnio 6 dalis

6. Jeigu privalomojoje licencijoje nurodytas 6. Jeigu privalomojoje licencijoje nurodytas
produktas (-ai) yra patentuotas paraiSkoje produktas (-ai) yra patentuotas paraiSkoje
nurodytoje importuojancioje PPO valstybéje nurodytoje importuojancioje Salyje,
naréje, produktas (-ai) eksportuojami tiktai produktas (-ai) eksportuojami tiktai tuo
tuo atveju, jeigu Sios valstybés iSdavé atveju, jeigu Sios Salys iSdavé privalomaja
privalomaja licencija Siy produkty importui licencija Siy produkty importui ir
ir pardavimui. pardavimui.

Justification

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.

Pakeitimas 29
8 straipsnio 7 dalis

7. Licencijos savininkas deramai ir tiksliai tekstas naikinamas
pildo apskaitos knygas ir visy pagaminty
produkto kiekiy ir su jais susijusiy
operacijy dokumentus. Pagal uZklausq,
licencijos savininkas pateikia Sias apskaitos
knygas ir dokumentus nepriklausomam
asmeniui, dél kurio Salys susitaria arba
kuri kitaip kompetentingos institucijos
paskiria; Sis asmuo tikrina, ar yra
laikomasi licencijos sqlygos, ypac ty, kurios
yra susijusios su galutine produkty
paskirtimi.

Justification

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

Pakeitimas 30

Vertimas pagal sutarti
Vertimas pagal sutarti
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8 straipsnio 8 dalis

8. Licencijos savininkui keliamas tekstas naikinamas
reikalavimas pateikti produkto eksporto

irodymus, prie kuriy priskiriama

atitinkamos muitinés patvirtinta eksporto

deklaracija, importo arba pateikimo rinkoje

— tai patvirtina importuojancio PPO nario

institucija — jrodymus, ir saugoti Siuos

dokumentus maZiausiai trejus metus. Pagal

uzklausq Sie jrodymai turi biiti pateikti

kompetentingai institucijai.

Justification

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

Pakeitimas 31
8 straipsnio 9 dalis

9. Licencijos savininkas teisés savininkui 9. Licencijos savininkas teisés savininkui

privalo sumokéti atitinkama atlygi, kur privalo sumokéti atitinkama atlygi, kuri

nustato kompetentinga institucija, nustato kompetentinga institucija,

atsizvelgdama | panaudojimo ekonoming atsizvelgdama | panaudojimo ekonoming

vertg, numatyta pagal atitinkama licencija vertg, numatyta pagal atitinkama licencija

importuojanc¢iam PPO nariui (-iams). importuojanciai Saliai arba Salims.
Justification

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.

Pakeitimas 32
9 straipsnis

Kompetentinga institucija atmeta paraiska, Kompetentinga institucija atmeta paraiska,
jei néra jvykdoma bet kuri 1§ 5 straipsnio 3 ir jei néra vykdoma bet kuri 1§ 5 straipsnio 3
4 dalyse bei 6, 7 ir 8 straipsniuose numatyty dalyje bei 6 ir 7 straipsniuose numatyty
salygu. Prie§ atmesdama paraiska, salygu. Prie§ atmesdama paraiska,
kompetentinga institucija suteikia kompetentinga institucija suteikia

Vertimas pagal sutartj
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pareiSkéjui galimybg atitaisyti padéty ir buti pareiSkéjui galimybg atitaisyti padéty ir buti
iSklausytam. iSklausytam.

Pakeitimas 33
11 straipsnio 2 dalis

2. 1 dalis netaikoma, kai reeksportuojama { 2. 1 dalis netaikoma, kai reeksportuojama {
paraiSkoje nurodyta, ant pakuotés ir su paraiSkoje nurodyta, ant pakuotés ir su
produktu susijusioje dokumentacijoje produktu susijusioje dokumentacijoje
identifikuota importuojanti PPO nar§ arba identifikuota importuojancia Salj arba kai
kai produktui taikoma tranzito arba muitinio produktui taikoma tranzito arba muitinio
sandéliavimo procediira, arba jis yra sandéliavimo procediira, arba jis yra
saugomas laisvojoje zonoje arba laisvajame saugomas laisvojoje zonoje arba laisvajame
sandélyje ruosiant ji reeksportui { §i sandélyje ruosiant ji reeksportui i Sia
importuojanti PPO narj. importuojancia Salj.

Justification

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.

Pakeitimas 34
14 straipsnio 1 dalies b punktas

(b) jeigu ir kai aplinkybés, dél kuriy buvo tekstas naikinamas
iSduota licencija, iSnyksta ir yra maZai
tikétina, kad jos vél atsirasty.

Justification

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.

Pakeitimas 35
15 straipsnio 1 a dalis (nauja)

Apeliacinis skundas dél sprendimo isduoti
privalomaqjq licencijq nesustabdo licencijos
iforminimo.

Vertimas pagal sutarti
Vertimas pagal sutarti
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Justification

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.

Pakeitimas 36
16 a straipsnis (naujas)

16 a straipsnis

Komisija jsteigia fondq, i kurio dotacijy
forma biity galima teikti tiesiogine paramgq
imonéms ir institucijoms uz technologijy
perdavimgq besivystanéioms Salims.

Justification

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.

Pakeitimas 37
17 straipsnis

Praéjus trejiems metams nuo Sio
reglamento jsigaliojimo, Komisija pateikia
Europos Parlamentui, Tarybai ir
Ekonomikos ir socialiniy reikaly komitetui
ataskaitq apie Sio reglamento veikima ir jo
nasa igyvendinant sprendimu nustatyta
sistema.

Komisija atidZiai stebi Sio reglamento
veikimq ir kiekvienais metais pateikia
Europos Parlamentui, Tarybai ir
Ekonomikos ir socialiniy reikaly komitetui
ataskaitg apie jo inaSa jgyvendinant
sprendimu nustatyta sistema.

Visas §is reglamentas perZiiirimas
nedelsiant, kai tik padaromi pakeitimai
TRIPS, o po to kas trejus metus.

Justification

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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