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E-005730/12 by Ivo Belet to the Commission

Subject: Universal chargers for digital cameras, laptops, portable media players, etc.
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E-005731/12 by Ivo Belet to the Commission

Subject: Underground installation of high-voltage power lines
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E-005732/12 by Hermann Winkler to the Commission
Subject: Regulation (EU) No 1131/2011 amending Annex Il of Regulation (EC) No 1333/2008 of the European
Parliament and of the Council with regard to steviol glycosides
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E-005750/12 by Zuzana Roithov4 to the Commission

Subject: European Databank on Medical Devices — EUDAMED
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E-005763/12 by Nuno Teixeira to the Commission

Subject: VP[HR — European Union in the United Nations and the Security Council
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E-005769/12 by Ole Christensen to the Commission

Subject: Ryanair and social security regulations
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E-005770/12 by Liam Aylward to the Commission
Subject: Impact of the 2006 reforms of the sugar regime
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E-005771/12 by Liam Aylward to the Commission
Subject: Problems in the EU sugar chain
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E-005777/12 by Thijs Berman to the Commission

Subject: Grant to the Cameroonian banana sector
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E-005973/12 by Willy Meyer to the Commission

Subject: VP[HR — Murder of peasants and civilians in Honduras at the hands of Honduran and US police officers

and soldiers
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E-005782/12 by Oreste Rossi to the Commission

Subject: VPJHR — Honduras: the fight against international drug trafficking claims innocent victims
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E-005793/12 by David Casa to the Commission

Subject: Syria
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E-005803/12 by Nikolaos Chountis to the Commission

Subject: Instructions for the use of machinery
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E-005806/12 by Michal Tomasz Kamiriski to the Commission

Subject: VP[HR — Belarus: the case of Vasil Parfyankou
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E-005807/12 by Michat Tomasz Kamiriski to the Commission

Subject: VPJ[HR — Belarus: the case of Aleh Vouchak
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E-005820/12 by Andrea Zanoni to the Commission

Subject: Asphalting of the ‘ex Ostiglia’ ecological corridor in Padua province
Versione italiana e 43
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E-005848/12 by Fiona Hall to the Commission
Subject: West Africa food crisis
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E-005849/12 by Roberta Angelilli to the Commission

Subject: National Firefighting Corps: possible breach of worker protection rules
Versione italiana e 46
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E-005856/12 by Zuzana Roithovd to the Commission

Subject: Welfare of dairy cows
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E-005865/12 by Kartika Tamara Liotard to the Commission

Subject: Reporting of fraud by Commissioner
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E-005891/12 by Mara Bizzotto to the Commission

Subject: Child poverty in economically advanced countries
Versione italiana e 52
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E-005892/12 by Romana Jordan to the Commission
Subject: Risk and safety assessments of nuclear power plants in the EU and their impact on future Commission
measures
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E-005893/12 by Werner Langen to the Commission
Subject: Italy: Compliance with Articles 34 to 36 of the Treaty on the Functioning of the European Union —
water filters
Deutsche Fassung .57
ENGISH VEISION «.vvtrtrerrriieneciiencriescriesesiesesiassessssnesssssecssesesssssesesssessssssesssssessssssssssesssssesssssessssssessssnessssnessssnessssnessssssessns 58

E-005894/12 by Michael Cashman to the Commission
Subject: Post-marketing observational studies and disguised marketing
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E-005895/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: VP[HR — Burma, religious clashes
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E-005896/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: Illegal trade in tortoises
Versione italiana e 02
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E-005897/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: Castel dei Mondi Festival
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E-005898/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: Pollution from contraceptive pills
Versione italiana e 07
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E-005899/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: Gioia Tauro — the drugs port
Versione italiana w71
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E-005900/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: New study into lesions of the spinal cord
Versione italiana e 73
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E-005901/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: Robot fish to combat pollution
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E-005903/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: Health online
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E-005904/12 by Sergio Paolo Francesco Silvestris to the Commission

Subject: Seizure of medicines
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E-005905/12 by Ana Miranda to the Commission
Subject: Impact of the failure to hold a competitive selection process for judges, public prosecutors and court
clerks in Spain
VEISION ESPATIOLA ....covervecveeennecerissieceaassesessasiecsesasssesssssssesssse s sssesss s ssssse s esses s asss s essa s sssss s essase e 81
ENGLSN VETSION ...ttt cceissn e sesassessessssiessessssssesssssssessssessassssssssssssssessssessessssesessassssssassasesssns 83

E-005906/12 by Georgios Koumoutsakos to the Commission

Subject: Further support for the Greek tourism industry
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P-005907/12 by Francesco Enrico Speroni to the Commission

Subject: Compatibility with EU rules of the fee charged for payments made by credit card in Denmark
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E-005908/12 by Rodi Kratsa-Tsagaropoulou to the Commission
Subject: New financial instrument for small and medium-sized enterprises and the European Investment Bank
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E-005909/12 by Claudiu Ciprian Tandsescu to the Commission
Subject: Municipal waste crisis in low-income countries
Versiunea I HMDa FOMANI ......cuuurceumecemecriinecrieceieceiecsisecsseesesesesessseesssesssssesssssesesssesesssessssesssssesssssssssnsessneessncss 90
ENGLSN VETSION ...ttt sessessscesasse s sessssi s sessssssessssssessssssssssssessssssessessssssessssssessssesssssassasssssns 91
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Subject: Therapeutic quality and effectiveness of generic medicines
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Subject: Thermal power stations
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Subject: Reforms to the procedure for authorising GMOs
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E-005920/12 by Lorenzo Fontana to the Commission

Subject: VP[HR — Sentencing of Intisar Sharif Abdallah to death by stoning
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E-005932/12 by Mario Mauro to the Commission

Subject: European directive on mental illnesses
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E-005935/12 by Mara Bizzotto to the Commission

Subject: Safilo and European funds
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P-005936/12 by Frédéric Daerden to the Commission

Subject: Cleaning up European football
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E-005939/12 by Marc Tarabella to the Commission

Subject: Health monitoring of energy drinks
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E-005949/12 by Richard Howitt to the Commission
Subject: EU backing for complementarity between the International Criminal Court (ICC) and national judicial
systems
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E-005951/12 by Mario Pirillo, Debora Serracchiani, Luigi Berlinguer, Salvatore Caronna, Gianluca Susta, Rita
Borsellino, Gianni Pittella and Rosario Crocetta to the Commission
Subject: Alleged violation of Directive 2009/148/EC of the European Parliament and of the Council of
30 November 2009
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E-005960/12 by Nicole Kiil-Nielsen to the Commission

Subject: VPJ[HR — Mahmoud Al Sarsak’s administrative detention and hunger strike
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E-005962/12 by Alajos Mészéros to the Commission

Subject: The elimination of obstacles to rights derived from EU citizenship
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E-006007/12 by Nuno Teixeira to the Commission

Subject: Relations between the European Union and China
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E-006029/12 by Norica Nicolai to the Commission

Subject: Reimbursement of travellers having booked tickets with the bankrupt Malév Hungarian Airlines
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E-006047/12 by Anneli Jddtteenmaki to the Commission

Subject: VP[HR — Armoured cars for an EUJUST LEX mission
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P-006048/12 by Nicole Sinclaire to the Commission
Subject: VP[HR — Murder/execution of LGBT people
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P-006050/12 by Tomasz Piotr Poreba to the Commission

Subject: VP[HR — Mercenary activities: private military and security companies
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E-006055/12 by Tomasz Piotr Poreba to the Commission

Subject: Mercenary activities: private military and security companies
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E-006085/12 by Ashley Fox to the Commission
Subject: Spanish vessels in Gibraltar waters
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E-006103/12 by Raiil Romeva i Rueda to the Commission

Subject: Spanish Government and bail-out
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E-006112/12 by Lambert van Nistelrooij, Joachim Zeller, losif Matula and Jan Olbrycht to the Council
Subject: Cross-cutting issues in negotiations with Parliament on the MFF and Structural Funds regulations
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E-006117/12 by Liam Aylward to the Commission
Subject: Use of performance-enhancing drugs in European sport
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E-006119/12 by Liam Aylward to the Commission
Subject: Prevention of doping in sport
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E-006126/12 by Christine De Veyrac to the Commission

Subject: Big Data — the need to finance research
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E-006332/12 by Carlos José Iturgaiz Angulo to the Commission

Subject: Spanish shipyards (3)
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Vraag met verzoek om schriftelijk antwoord E-005730/12
aan de Commissie
Ivo Belet (PPE)
(7 juni 2012)

Betreft: Universele laders digitale camera’s, laptops, draagbare mediaspelers, etc.

Op aansporen van de Europese Commissie zijn 14 bedrijven overeengekomen om een universele lader op basis van
micro-USB technologie in te voeren voor alle data-enabled mobiele telefoons. Op deze manier wordt het leven van de
consument gemakkelijker gemaakt en kan de hoeveelheid elektronisch afval sterk worden teruggedrongen.
Daarnaast wijst de Europese Commissie er in haar antwoord op vraag E-006458/2011 op dat een dergelijke
standaardisering de concurrentie tussen bedrijven ten goede komt.

De implementatie van de universele lader is intussen reeds ver gevorderd, zodat alle data-enabled mobiele telefoons
binnen afzienbare tijd voorzien zullen zijn van deze lader.

Het invoeren van een universele lader hoeft echter niet beperkt te blijven tot mobiele telefoons, maar kan ook worden
uitgebreid naar andere elektronische apparaten zoals digitale camera’s, laptops, draagbare mediaspelers, etc.

In haar antwoord op vraag E-006186/2011 stelt de Commissie dat ze hieromtrent een oplossing op basis van
zelfregulering van de sector verkiest indien mogelijk en dat ze de marktsituatie zal opvolgen en indien nodig
maatregelen zal nemen. De kwestie van de universele lader voor mobiele telefoons heeft echter uitgewezen dat de
sector zonder druk van het Europese niveau niet geneigd is om initiatieven te nemen. Tot op heden lijkt er inderdaad
weinig vooruitgang te zijn geboekt door de sector zelf.

1. Hoe evalueert de Commissie de marktsituatie wat betreft de invoering van een universele lader voor digitale
camera’s, laptops, draagbare mediaspelers, etc. op dit moment en hoe denkt zij de sectoren aan te sporen om verdere
acties te ondernemen?

2. Acht de Commissie het opportuun om ook te streven naar meer uniformiteit bij de accessoires voor dergelijke
apparatuur zoals hoofdtelefoons, luidsprekers, docking stations, etc. om ook op dit vlak de concurrentie te
stimuleren, het elektronische afval verder terug te dringen en het leven van de consument te vergemakkelijken?

Antwoord van de heer Tajani namens de Commissie
(19 juli 2012)

De Commissie houdt toezicht op de uitvoering van het vrijwillig memorandum van overeenstemming (mvo) over de
harmonisatie van opladers voor mobiele telefoons. Een eerste voortgangsverslag uitgebracht door de mvo-
ondertekenaars heeft aangetoond dat 90 % van de nieuwe modellen die tijdens de tweede helft van 2011 door de
ondertekenaars in de handel zijn gebracht, de gemeenschappelijke oplaadmogelijkheid aanbieden. Dit moet worden
beschouwd als een positieve stap aangezien in het mvo staat dat ,alle door de ondertekenaars geproduceerde nieuwe
mobieletelefoon- en opladermodellen op de markt deze gemeenschappelijke oplaadmogelijkheid zullen aanbieden één
jaar nadat de normen terzake beschikbaar zijn gemaakt”. Dit komt neer op begin 2012 aangezien de desbetreffende
normen in december 2010 zijn gepubliceerd en moeten worden bevestigd in 2012, wanneer alle nieuwe
mobieletelefoon- en opladermodellen aan de specificaties betreffende de gemeenschappelijke oplader zouden moeten
voldoen.

De gevolgen die het mvo over de harmonisatie van opladers voor mobiele telefoons voor andere kleine draagbare
apparaten heeft, worden opnieuw bekeken in het kader van de regelmatige contacten van de Commissie met de
belanghebbenden van elektrische en elektronische apparatuur, bv. fabrikanten, consumentenvertegenwoordigers,
normalisatie-instellingen en overheidsinstanties. Op basis van de analyse van de resultaten van het mvo over de
harmonisatie van opladers voor mobiele telefoons, dat eind 2012 afloopt, kan de Commissie overwegen deze aanpak
uit te breiden tot andere apparaten waaronder accessoires, of kijken naar alternatieve instrumenten ter ondersteuning
van harmonisatie, die kan bijdragen tot minder onnodig afval en het gemak van de burgers.



C262E/14 Oduunaren secTHyK EBpoMeiicKus cbios 11.9.2013

(English version)

Question for written answer E-005730/12
to the Commission
Ivo Belet (PPE)
(7 June 2012)

Subject: Universal chargers for digital cameras, laptops, portable media players, etc.

Encouraged by the European Commission, 14 companies have agreed to introduce a universal charger based on
micro-USB technology for all data-enabled mobile phones. Consumers’ lives are made easier in this way and it can
considerably reduce the amount of electronic waste. In addition, the European Commission also points out in its
answer to Written Question E-006458/2011 that a similar standardisation will benefit competition among
businesses.

The introduction of the universal charger has now advanced considerably, so that all data-enabled mobile telephones
will be provided with this charger in the near future.

Nevertheless, the introduction of a universal charger need not be limited to mobile phones, but can also be extended
to other electronic appliances such as digital cameras, laptops, portable media players, etc.

In its answer to Written Question E-006186/2011, the Commission states that it favours a solution based on self-
regulation of the sector, if possible, and that it will follow the market situation and take action where necessary.
Nonetheless, the matter of the universal charger for mobile phones has demonstrated that the sector is not inclined to
take initiatives without pressure at European level. Hitherto very little progress appears to have been made by the
sector itself.

1. What is the Commission’s view of the market situation in relation to the introduction of a universal charger for
digital cameras, laptops, portable media players, etc. at this time and how does it plan to encourage the sectors to
undertake further action?

2. Does the Commission consider it opportune to also strive for greater uniformity in terms of accessories for
similar devices such as headphones, loudspeakers, docking stations, etc. to stimulate competition in this area, further
reduce electronic waste and make life easier for consumers?

Answer given by Mr Tajani on behalf of the Commission
(19 July 2012)

The Commission is monitoring the implementation of the voluntary Memorandum of Understanding (MoU) on the
harmonisation of chargers for mobile telephones. A first progress report provided by the MoU signatories has shown
that 90% of the new models placed on the market by the signatories during the second half of 2011 offered the common
charging capability. This is to be considered as a positive step as the MoU specifies that ‘all new mobile phone models and
new charger models on the market produced by the signatories shall offer this common charging capability one year
after the related standards have become available’. This corresponds to the beginning of 2012 as the relevant standards
were published in December 2010, and should be confirmed during 2012, when all new mobile telephone models and
new charger models should be compliant with the common charger specifications.

The effects of the MoU on harmonisation of chargers for mobile telephones on other small portable devices are being
reviewed within the regular contacts of the Commission with the stakeholders of electrical and electronic equipment,
e.g. manufacturers, consumer representatives, standards organisations and public authorities. On the basis of the analysis
of the results the MoU on harmonisation of chargers for mobile telephones, which expires at the end of 2012, the
Commission may consider whether to extend this approach to other devices including accessories or to consider
alternative instruments supporting harmonisation which may contribute to a reduction of unnecessary waste and to
make the everyday life of the citizens easier.
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Vraag met verzoek om schriftelijk antwoord E-005731/12
aan de Commissie
Ivo Belet (PPE)
(7 juni 2012)

Betreft: Ondergrondse installatie van hoogspanningslijnen

In het kader van de uitbouw van de transnationale energienetwerken binnen de Europese Unie zullen in de komende
jaren een groot aantal hoogspanningslijnen worden aangelegd.

Het aanleggen van bovengrondse elektriciteitslijnen gaat echter gepaard met negatieve gevolgen voor mens en milieu.
Zo zorgt dit niet alleen voor visuele vervuiling, maar kan een langdurige blootstelling aan de elektrische en
magnetische stralingen afkomstig van deze hoogspanningslijnen een negatief effect hebben op de gezondheid van de
omwonenden.

Door de elektriciteitslijnen ondergronds te installeren, kan het risico op gezondheidsproblemen echter sterk worden
teruggedrongen. Het probleem is dat dergelijke lijnen veel duurder zijn dan de bovengrondse elektriciteitslijnen.

1. Welke inspanningen en initiatieven kan de Commissie nemen om voor de Europese Unie op korte termijn een
betaalbaar model uit te werken voor het ondergronds installeren van elektriciteitslijnen?

2. Welke initiatieven heeft de Commissie al genomen in dit verband of plant ze op de korte termijn?

Antwoord van de heer Oettinger namens de Commissie
(23 juli 2012)

1. Voor het ontwerp van elektriciteitsnetten zijn de nationale transmissiesysteembeheerders (TSB's)
verantwoordelijk, en de Commissie bemoeit zich niet met het technische ontwerp of technische oplossingen. Erkend
wordt dat elk elektriciteitstransmissieproject zijn eigen specifieke kenmerken heeft en dus uniek is. Gezien de
complexiteit van de integratie van gedeeltelijk ondergronds aangelegde leidingen in het hoogspanningsnet, moeten de
technische specificaties voor ieder project altijd per geval worden geanalyseerd.

2. De Commissie verwijst het geachte Parlementslid naar haar antwoord op schriftelijke vraag E-004784/2012
door het geachte Parlementslid Angelika Werthmann (').

De Commissie is op dit moment niet van plan een initiatief te nemen op het gebied van ondergrondse elektrische
installaties.

() http://www.europarl.europa.eu/QP-WEB/.
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Question for written answer E-005731/12
to the Commission
Ivo Belet (PPE)
(7 June 2012)

Subject: Underground installation of high-voltage power lines

As part of the development and expansion of transnational energy networks within the European Union, a large
number of high-voltage power lines will be installed in the coming years.

However, the installation of overhead power lines is associated with negative consequences for humans and the
environment. Not only does this cause visual pollution, but long-term exposure to electrical and magnetic radiation
from these high-voltage power lines can be detrimental to the health of those living in the vicinity.

However, by installing power lines underground, the risk of health problems can be reduced considerably. The
problem is that such power lines are much more expensive than overhead power lines.

1. What efforts and initiatives can the Commission take in the short term to develop an affordable model for the
European Union for the underground installation of power lines?

2. What initiatives has the Commission already taken in this regard or is planning to take in the short term?

Answer given by Mr Oettinger on behalf of the Commission
(23 July 2012)

1. The grid design is the responsibility of the national Transmission System Operators (TSOs) and the Commission
does not interfere in technical design and solutions. It is recognised that each transmission project is unique due to its
specific features. Given the complexity of integrating partial undergrounding into high voltage transmission systems,
all projects require a case by case analysis of the technical specifications.

2. The Commission would refer the Honourable Member to its answer to Written Question E-004784/2012 by
the Honourable Member (*).

The Commission does not currently plan to take an initiative regarding the subject of underground electricity
installations.

() http://www.europarl.europa.eu/QP-WEB/.
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Anfrage zur schriftlichen Beantwortung E-005732/12
an die Kommission
Hermann Winkler (PPE)
(7. Juni 2012)

Betrifft: Verordnung (EU) Nr. 1131/2011 zur Anderung von Anhang II der Verordnung (EG) Nr. 13332008 des
Europiischen Parlaments und des Rates hinsichtlich Steviolglycosiden

In der Verordnung (EU) Nr. 11312011 der Kommission vom 11. November 2011 zur Anderung von Anhang II der
Verordnung (EG) Nr. 1333/2008 des Europaischen Parlaments und des Rates hinsichtlich Steviolglycosiden wird fiir
die Europdische Union eine Liste der fiir die Verwendung in Lebensmitteln zugelassenen Lebensmittelzusatzstoffe mit
ihren Verwendungsbedingungen festgelegt.

Im Teil E des Anhanges I dieser Verordnung werden zugelassene Lebensmittel und Verwendungsbedingungen nach
Lebensmittelkategorie aufgelistet. Spalte 6 der Tabelle beinhaltet Beschrinkungen/Ausnahmen.

1. Trifft es zu, dass unter Punkt 04.2.5.1. ,Konfitiire extra und Gelee extra gemif der Richtlinie 2001/113/EG* die
Beschrankung ,Nur brennverminderte Konfitiiren, Gelees und Marmeladen® so ausgelegt wird, dass Steviolglycosid
nur in brennverminderten Konfitiiren, Gelees und Marmeladen verwendet werden darf und nur fir diese Produkte als
Ausnahmeregelung die Verwendung von Steviolglycosid zugelassen ist?

2. Wenn dem nicht der Fall ist, wird die Beschrinkung so ausgelegt, dass Stevioglycoside in den
brennverminderten Konfitiiren, Gelees und Marmeladen nicht eingesetzt werden diirfen?

Antwort von Herrn Dalli im Namen der Kommission
(17. August 2012)

Gemif$ der vom Herrn Abgeordneten angefithrten Kommissionsverordnung diirfen Steviolglycoside sowohl in der
Lebensmittelkategorie 04.2.5.1 ,Konfitiire extra und Gelee extra gemifs der Richtlinie 2001/113/EG () als auch in
der Kategorie 04.2.5.2 ,Konfitiiren, Gelees, Marmeladen und Maronenkrem gemif der Richtlinie 2001/113/EG*
verwendet werden.

In beiden Kategorien diirfen Steviolglycoside (berechnet als Stevioliquivalente) bis zu einem Hochstgehalt von
200 mg/kg verwendet werden, sofern es sich um brennwertverminderte Erzeugnisse handelt. , Brennwertvermindert*
ist so definiert, dass der Brennwert gegeniiber dem Brennwert des urspriinglichen Lebensmittels oder eines
gleichartigen Erzeugnisses um mindestens 30 % reduziert ist.

()  ABLL10vom 12.1.2002.
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Question for written answer E-005732/12
to the Commission
Hermann Winkler (PPE)
(7 June 2012)

Subject: Regulation (EU) No 1131/2011 amending Annex Il of Regulation (EC) No 1333/2008 of the European
Parliament and of the Council with regard to steviol glycosides

Commission Regulation (EU) No 1131/2011 dated 11 November 2011 amending Annex II of Regulation (EC)
No 1333/2008 of the European Parliament and of the Council with regard to steviol glycosides sets down a list of the
food additives permitted for use in foods in the European Union and their conditions for use.

Part E of Annex II of this regulation lists approved foods and conditions for use according to food category. Column 6
of the table contains restrictions/exceptions.

1. Is it the case that the restriction ‘only energy-reduced jams, jellies and marmalades’ under Category C4.2.5.1.
‘Extra jam and extra jelly as defined by Directive 2001/113/EC is interpreted to mean that steviol glycoside may only
be used in energy-reduced jams, jellies and marmalades and that only for these products, by way of exception, is the
use of steviol glycoside permitted?

2. If not, is the restriction interpreted in such a way that steviol glycosides may not be used in energy-reduced
jams, jellies and marmalades?

Answer given by Mr Dalli on behalf of the Commission
(17 August 2012)

The Commission Regulation referred to by the Honourable Member authorises the use of steviol glycosides in the
food Category C4.2.5.1. ‘Extra jam and extra jelly as defined by Directive 2001/113/EC (')’ as well as in the food
Category C4.2.5.1. Jam, jelly and marmalades and sweetened chestnut puree as defined by Directive 2001/113/EC".

In both categories steviol glycosides, expressed as steviol equivalents can be used with a maximum amount of

200 mg/kg, provided that the products are energy reduced. This means that the energy value should be reduced by at
least 30% compared with the original food or a similar product.

() OJL10,12.1.2002.
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Otdzka k pisemnému zodpovézeni E-005750/12
Komisi
Zuzana Roithova (PPE)
(7. Cervna 2012)

Predmét: Evropskd databanka zdravotnickych prostiedkti — EUDAMED

Byla jsem ceskymi vyrobci informovéna, Ze se objevily zmatky ohledné klasifikace neutralizdtort pachu, tj.
prostiedkd, které se vyuzivaji k neutralizaci zdpachu u pacientfi se stomii. Ceskd obchodnf inspekce, kterd by v této
véci méla rozhodnout, tyto neutralizdtory fadi mezi zdravotnické prostiedky, zatimco Ministerstvo zdravotnictvi
s timto orgdnem nesouhlasi a své stanovisko doklddd vysledky studie provedené odbornou skupinou Komise pro
hrani¢ni pripady a klasifikaci zdravotnickych prostfedkd (Medical Devices Expert Group on Borderline and
Classification). Tento orgdn se vSak zabyval pouze jednim konkrétnim ptipravkem na neutralizaci pachu, nikoli celou
kategorif téchto vyrobkd. Jménem pacientd se stomii, ktefi pomoc neutralizatort skute¢né vazné potiebuiji, bych rdda
polozila ndsledujici otdzky:

1. Jsou vyrobky urcené k neutralizaci zdpachu u pacientd se stomii klasifikovany jako zdravotnické prostredky
a zahrnuty do Evropské databanky zdravotnickych prostfedkd — EUDAMED? Posuzuji se jako celd kategorie,
nebo jako jednotlivé vyrobky?

2. Které orginy nesou odpovédnost za jejich zafazeni a tifdéni: vnitrostdtni obchodni inspekce, anebo
ministerstva zdravotnictvi? Kdo v této zdlezitosti rozhoduje?

Odpovéd pana Dalliho jménem Komise
(17.srpna 2012)

Za XKlasifikaci akvalifikaci vyrobku jako zdravotnického prostiedku jsou odpovédné clenské stity, pficemz
rozhodnuti jsou pfijimdna individudlné se zohlednénim veskerych vlastnosti vyrobku. V piipadé odlisnych
stanovisek ¢lenskych stdtti vsak Komise napomdhd pii vyméné ndzori s cilem dosdhnout shody, je-li to mozné,

,,,,,

Evropska databanka zdravotnickych prosttedki (Eudamed) je zabezpeceny internetovy portal, ktery slouzi jako
centrdlni databaze pro vymeénu informaci mezi pfislusnymi vnitrostdtnimi orgdny a Komisi a nen{ vefejné piistupny.
Pftomnost vyrobku v databance Eudamed neznamend, Ze vyrobek musi byt kvalifikovdn jako zdravotnicky
prostiedek.

Prislu§né vnitrostdtni orgdny odpovédné za kvalifikaci a klasifikaci prostfedkd aza jejich zdpis do databanky
Eudamed jsou ur¢ovany ¢lenskymi stity podle jejich vnitini organizace.
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Question for written answer E-005750/12
to the Commission
Zuzana Roithova (PPE)
(7 June 2012)

Subject: European Databank on Medical Devices — EUDAMED

I have been informed by Czech producers that there is confusion concerning the designation of odour neutralisers
used for the neutralisation of smells for patients with stomas. The Czech Trade Inspection Authority, which should be
the decision-making body, classifies the neutralisers as a medical device, while the Ministry of Health disagrees and
bases its position on the results of a study by the Commission’s Medical Devices Expert Group on Borderline and
Classification. This body, however, studied only one particular odour neutraliser and not the whole category of such
products. I would like to ask the following questions on behalf of stoma patients who are in deep need of help
provided by the neutralisers.

1. Are products for the neutralisation of smells for patients with stomas classified as medical devices and included in
the European Databank on Medical Devices — EUDAMED? Are they judged as an entire category or by individual
product?

2. Which bodies are responsible for their inclusion and categorisation: the national market inspection authorities or
the ministries of health? Who decides on this matter?

Answer given by Mr Dalli on behalf of the Commission
(17 August 2012)

The classification and qualification of a product as a medical device is the responsibility of Member States and
decisions are taken on a product-by-product basis, taking into account all product characteristics. However, in case of
diverging Member States’ opinions, the Commission facilitates the exchange of views in order to reach a consensus
where possible, and may, where appropriate, launch an infringement procedure.

The European Databank on Medical Devices (Eudamed) is a secure web-based portal acting as a central repository for
information exchange between national competent authorities and the Commission, and is not publicly accessible.
The presence of a product in Eudamed does not mean that the product must be qualified as a medical device.

The national competent authorities responsible for the qualification and classification of devices and for their
registration in Eudamed are designated by the Member States according to their internal organisation.
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Pergunta com pedido de resposta escrita E-005763/12
a Comissdo (Vice-Presidente | Alta Representante)
Nuno Teixeira (PPE)

(7 de junho de 2012)

Assunto: VP[HR — Unido Europeia nas Nagdes Unidas e Conselho de Seguranga
Tendo em conta que:

—  Com a entrada em vigor do Tratado de Lisboa, a Unido Europeia passou a ter personalidade juridica, nos termos
do artigo 47.° do TUE, e que foi instituido um Servico Europeu de Agdo Externa para a execucdo da politica
externa e de seguranca comum e o cargo de Alto Representante da Unido para os Negcios Estrangeiros e a
Politica de Seguranga;

—  Areforma do Conselho de Seguranca das Nagdes Unidas se tem cada vez mais revelado uma necessidade, que a
Unido Europeia ndo é membro desta Organiza¢do Internacional, embora todos os seus Estados-Membros o
sejam, e que dois de entre estes (0 Reino Unido e a Franca) sdo mesmo membros permanentes do Conselho de
Seguranga;

—  No seio das Nagdes Unidas, tém ao longo dos tltimos anos sido desenvolvidas negociagdes quanto a reforma e
a composicdo do Conselho de Seguranga das Nacdes Unidas e que um dos principais critérios identificados para
a sua composicdo € o da representagdo regional;

Pergunta-se a Vice-Presidente | Alta Representante:

1. A adesdo da Unido Europeia a Organizacdo das Nagdes Unidas é um objetivo na agenda atual da politica
externa europeia? Qual o relevo que tal prioridade assume no rescaldo do reconhecimento da sua
personalidade juridica internacional no sistema multilateral?

2. Em caso afirmativo, como estdo a decorrer as negociagdes com vista a tornar-se membro da Organizagdo das
Nagdes Unidas? Pretende, caso se torne membro da Organizacio das Nagdes Unidas, vir a ser membro
permanente do Conselho de Seguranca?

3. Em caso negativo, como vé que deveria ser a composi¢do de um Conselho de Seguranga reformado? Como serd
a posi¢do da Unido Europeia articulada e coordenada com as posi¢des dos Estados-Membros da UE que ai
possam ter assento e com os demais Estados-Membros que af ndo tenham assento? Nio considera que a
auséncia da Unido Europeia das Nagdes Unidas enfraquece a sua agdo externa no campo multilateral,
invalidando, neste dominio, a reforma institucional e a revisdo legal consagradas no Tratado de Lisboa?

Resposta dada pela Alta Representante/Vice-Presidente Catherine Ashton em nome da Comissido
(19 dejulho de 2012)

Em 3 de maio de 2011, a Assembleia Geral das Nagdes Unidas (AGNU) aprovou a resolugdo 65/276 sobre a
participacdo da UE nos trabalhos da ONU e que desenvolve as modalidades «para a participagdo dos representantes da
Unido Europeia, na qualidade de observadora, nas reunides e trabalhos da Assembleia Geral e nos seus comités e
grupos de trabalho, em reunides internacionais e conferéncias convocadas sob os auspicios da Assembleia e em
conferéncias das Nagdes Unidas».

Contudo, a resolu¢do da AGNU «reafirma que a Assembleia Geral é um organismo intergovernamental cuja
composicdo ¢ limitada aos Estados que sdo membros da Organiza¢io das Nac¢des Unidas». Ainda que a resolugdo
sobre as modalidades de participagio da UE nos trabalhos das Na¢des Unidas seja um passo importante, a adesdo da
UE a ONU ndo é um objetivo na ordem de trabalhos uma vez que, atualmente, esta ndo é possivel nos termos da Carta
das Nagdes Unidas, adotada em 1945 e que apenas permite a adesdo de Estados.

Da mesma forma, a participagdo no Conselho de Seguranca das Nagdes Unidas estd reservada aos Estados que sdo
membros das Nagdes Unidas. No que se refere a reforma da ONU, a posicio da UE, adotada pelo Conselho em junho
de 2011, ¢é a seguinte: <A UE continuard a promover a reforma do sistema da ONU e dos seus principais 6rgios e
organismos, incluindo a redinamizagio da Assembleia Geral e a reforma global do Conselho de Seguranca, no intuito
de reforgar a eficiéncia, a eficdcia, a transparéncia, a responsabilizagdo e a representatividade do sistema (')».

() «Prioridades estabelecidas pela UE com vista & 66.a sess3o da Assembleia Geral das Nagdes Unidas», ponto 41, doc. ST 11298/11.
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Igualmente importante, o Tratado da Unido Europeia, artigo 34.%, n.° 2, dispde que «Os Estados-Membros que sejam
igualmente membros do Conselho de Seguranca das Nagdes Unidas concertar-se-do e manterdo os outros Estados-
Membros, bem como o Alto Representante, plenamente informados. Os Estados-Membros que sdo membros do
Conselho de Seguranca das Nagdes Unidas defenderfo, no exercicio das suas fungdes, as posigdes e os interesses da
Unido, sem prejuizo das responsabilidades que [hes incumbem por forca da Carta das Nagdes Unidas».
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(English version)

Question for written answer E-005763/12
to the Commission (Vice-President/High Representative)
Nuno Teixeira (PPE)
(7 June 2012)

Subject: VP[HR — European Union in the United Nations and the Security Council

When the Lisbon Treaty came into force, the European Union became a legal entity, in accordance with Article 17 of
the Treaty on the European Union, and the European External Action Service was set up to implement common
external and security policy, as was the post of High Representative of the Union for Foreign Affairs and Security
Policy.

The reform of the United Nations Security Council is increasingly being seen as a necessity, considering that the
European Union is not a member of this international organisation, although all of its Member States are. Indeed, two
of these (the United Kingdom and France) are permanent members of the Security Council.

Recently, negotiations have been taking place within the United Nations on reforming the United Nations Security
Council and its composition, one of the main criteria for which is regional representation.

[ ask the Vice-President/High Representative:

1. Is the European Union’s membership of the United Nations Security Council one of the goals on the current
European external policy agenda? What priority is being given to this following its recognition as an
international legal personality within the multilateral system?

2. If this is a priority, how are negotiations on future membership of the United Nations progressing? If it does
become a member of the United Nations, does it also expect to become a member of the United Nations
Security Council?

3. If not, how does she think a reformed Security Council should be composed? How will the European Union’s
position be coordinated with the positions of EU Member States which have a seat on the Security Council and
those of other Member States which do not? Does she agree that the European Union’s absence from the United
Nations weakens its power to act multilaterally, and in this respect invalidates the institutional reforms and
legal changes made under the Lisbon Treaty?

Answer given by High Representative/Vice-President Ashton on behalf of the Commission
(19 July 2012)

On 3 May 2011, the UN General Assembly (UNGA) adopted Resolution 65/276 on participation of the EU in the
work of the UN which develops the modalities ‘for the participation of the representatives of the European Union, in
its capacity as observer, in the sessions and work of the General Assembly and its committees and working groups, in
international meetings and conference convened under the auspices of the Assembly and in United Nations
conferences’.

The UNGA Resolution however ‘reaffirms that the General Assembly is an intergovernmental body whose
membership is limited to States that are Members of the United Nations’. While the resolution on the modalities for
the participation of the EU in the work of the UN was an important step, EU membership of the UN is not on the
agenda as this is currently not possible under the UN Charter, which was adopted in 1945 and allows only States to
become party.

Equally, membership in the UN Security Council is reserved for states that are UN members. As regards the reform of
the UN, the EU position, adopted by the Council in June 2011, is as follows: ‘The EU will continue to promote reform
of the UN System and of its main bodies and organs, including the revitalisation of the General Assembly and the
comprehensive reform of the Security Council, with the aim to enhance the efficiency, effectiveness, transparency,
accountability and represent