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KPATKA OBOCHOBKA

The Commission proposal amends Regulation (EC) No 258/97 on novel foods with a view to
simplifying and centralising the procedure for authorising novel foods and placing them on
the market.

The Commission intends to define the scope of the Regulation more accurately by excluding
categories of foods in respect of which specific legislation already exists. Hence genetically

modified organisms, food additives, flavourings, extraction solvents, enzymes, vitamins and
minerals will be excluded from the Regulation.

All applications for authorisation will have to be submitted to the Commission and then
assigned to the European Food Safety Authority, which will have to carry out safety checks.

Novel foods must not pose any risk to health, they must not mislead consumers and if they are
used as a replacement food they must not compromise nutrition.

Once the EFSA has been consulted the Commission - by means of the committee procedure -
will decide whether the new product is to be placed on the register of novel foods and whether
special extra labelling will be required.

In the case of traditional foods from third countries, the Commission intends to simplify the
authorisation thereof and to assess their safety on the basis of the experience of safe use in the
country of origin.

The rapporteur agrees with the need to simplify the authorisation procedure, especially since
the EFSA is the right body to assess the safety level of foods scientifically.

Although the EFSA is able to provide a full range of scientific guarantees concerning food
safety, we should welcome the fact that the European Parliament will retain the power of veto,
so as to ensure that in the most sensitive and controversial cases the democratically elected
representatives will retain their legitimate power of oversight (regulation-with-oversight
procedure).

Although the rapporteur agrees with the need for genetically modified organisms (which are
already governed by Regulation (EC) No 1829/2003) to be excluded from the scope of the
Regulation, he also considers it essential that foods derived from cloned animals and their
offspring should be excluded too, in order to ensure that such ethically sensitive choices will
not have to be taken in the future by means of the comitology procedure; he rapporteur also
calls upon the Commission to submit a specific proposal providing for the co-decision
procedure, so that Parliament will be involved in the adoption of decisions on such a
controversial topic..

In addition, the rapporteur is calling for the European Group on Ethics in Science and New
Technologies to be consulted in any case involving an ethical problem concerning the use of
new food technologies and the placing of novel foods on the market.

As regards traditional foods from a third country, the period of safe use must be precisely
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defined in order to censure that the product is perfectly safe to use, for which reason the
rapporteur is proposing a 50-year period instead of the general expression 'one generation'.

Lastly, the rapporteur maintains that the absolute priority at all stages of the procedure for
authorising novel foods must be food safety and the health of consumers, which take priority
over commercial interests and the protection of intellectual-property rights, in particular
scientific data demonstrating that a product is safe.

In full accordance with the precautionary principle, the EU should provide its citizens with a
full range of safeguards concerning health and the quality and transparency of foods.

N3MEHEHUA

Komucusra o 3EMCIACINC U pa3BUTUC HA CCIICKUTC pa1710H1/1 IIpUKaHBa BOJCUIATa KOMUCHS I10
OKOJIHa Cpcaa, 06H_ICCTBCHO 3ApaBC U 0C30I1acHOCT Ha XpaHUTC [1a BKIIFOYHU B JOKJIaZlda CHU
CJICOHUTC U3MCHCHUA:

H3menenue 1

IIpenjioxkenue 3a perjaiaMeHT
CnolOpaxenne 2

Texcm, npeonosicen om Komucusma

(2) TpsabBa na ce rapaHTHpa BUCOKO
PaBHMILE Ha 3aIIUTa Ha YOBEIIKOTO 3/[paBe
IIPU OCBHILECTBSIBAHETO HA MOJIUTUKUTE HA
OOmHocTTA.

Usmenenue

(2) Ilpu ocvwecmssnsarnemo na
noaumuxkume Ha ObwHocmma, mps6ea oa
ce 2apaHmupa 8UCOKo pasHuuje Ha
3auuma Ha Yo8ewKomo 30pase u
nOC1e0HOMO 0a UMa NPeOUMCmeo npeo
dyukyuonupanemo na ebmpeuwtnu
naszap.

Or. en

Justification

The human health protection should be considered as a priority in the authorisation of novel

food.
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HN3menenue 2

IIpenjioxkenue 3a perjaiaMeHT
CboOpaxenne 2 a (HOBO)

Texcm, npeonosicen om Komucusma

Usmenenue

(2a) Cmanoapmume, onpeodenenu om
3akonooamencmeomo na EC, mpaoea oa
ce npunazam cnpAmMO 6CUYKU XPAHU,
nyckanu Ha nazapa Ha Oouwinocmma,
GKJIIOYUMENIHO XPAHU, 6HECEHU OM
mpemu cmpauu.

Or. en

Justification

It should be re-iterated that the Community standards also apply to imported food.

HN3menenue 3

IIpenjioxkenue 3a perjaiaMeHT
CboOpaxenne 6 a (HOBO)

Texcm, npeonosicen om Komucuama
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Uszmenenue

(6a) Ilpu e¢ce mosa, xpanume,
npou3eedeHu om KN1OHUPAHU HCUBOMHU U
MAXHOMO ROMOMCHIEO C1e06a 0a ce
U3KII0Yam om 00xeama Ha HACMOAULUA
peznamenm. Te3u xpanu cnedea oa ce
pezynupam om cneyuaieH pe2iameHm,
npuem 6v3 0CHO8A HA NPoyedypama Ha
Cb8MECMHO 63eMAHe HA PeuleHU,
emecmo c ,,00ua npoyeoypa*.
Komucuama enaca 3akonooamenno
npeooxcenue 6 mo3u CMUCH1 npeou
6IU3AHEMO 6 CUNIA HA HACMOAWUA
peznamenm.

Or. en
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Justification

The decision about whether or not to authorise food from cloned animals and their offspring
needs in-depth consideration of all food safety criteria as well as ethical criteria and potential
impacts on animal welfare. It should therefore not be left to the comitology procedure, but be
governed a by legislative decision under application of the co-decision procedure.

H3menenue 4

IIpenjioxkenue 3a perjaiaMeHT
CrobOpaxenne 14

Texcm, npeonosicen om Komucuama

(14) HoBu xpanu cie/Ba Jia ce myckaT
Ha nasapa Ha OOIIHOCTTa, caMo aKo Te
ca 6e30MacHH U He MOJBEX/1aT
notpedutens. OcBeH ToBa Te He TpsiOBa
Jla ce pa3iuyaBar OT XpaHaTa, KoATo ca
IIPEeIHA3HAYEHH J1a 3aMEHSAT 110 HA4MH,
KOMITO Ou npuyunun xpanumenHu
Hey0obcmea Ha nompedoumerns.
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Uszmenenue

(14) HoBu xpanu cieqBa Jia ce ImyckaT Ha
nazapa Ha OGIIHOCTTa, CaMO aKo Te ca
0e30MacHU U HE MOABEXIAT MOTPEOUTEINS.
Ouyenkume Ha MaAxXHama 6€30nNaAcCHOCH
cleosa 0a ce 0CHO8ABAmM HA NPUHUUNA HA
npeooxXpanumenIHume MepKu, yCmMaHo6eH
6 unen 7 om Pecnamenm (EO) Nel78/2002
na Eeponeiickua napnamenm u na
Cveema om 28 anyapu 2002 2. 3a
yCmanoeasane Ha oOugume NPUHYUNRU U
U3UCKGAHUS HA 3AKOHOOAMEICHBOMO 8
obacmma na Xxpanume, 3a cv30a8ane HA
Eeponeiicku opzan 3a 6e3onacnocm na
Xpanume u 3a onpeoessane Ha npoyeoypu
OMHOCHO Ge30nacHocmma Ha Xpanume .
OcgeH TOBa Te He TPsIOBaA J1a Ce pa3nTuvaBaT
OT XpaHaTa, KOATO ca MpeIHa3HaueH! J1a
3aMEHST 10 HAYWH, KOUTO Ou Oul
HebOnazonpusmen 3a nompeoumeins no
OMHOUIeHUe HA XPAHUMeTHUme um
Kauecmed.

"OBL 31, 1.2.2002 2., cmp. 1.

Or. en
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N3menenmue 5

IIpenjioxkenue 3a perjiaMeHT
CrolOpaxenne 20

Texcm, npeonosicen om Komucusma

(20) Ilpu cienmduuHu 0OCTOATENCTBA, C
1eJT JIa c€ CTUMYJIMpAT u3cieioBareicKkara
JI€MHOCT U pa3BUTHETO B pAMKHUTE Ha
XpaHUTEIHO-BKYCOBaTa NPOMMIIUIEHOCT, a
10 TO3W HaYMH U UHOBAIIUUTE,
HOBOPa3pabOTEHUTE HAYYHU
JI0Ka3aTescTBa M JaHHUTE 3a IPaBOTO HA
COOCTBEHOCT, MMPEIOCTABEHU B MOJIKpena
Ha 3asBJICHUE 3a BKJIIOYBAHETO HAa HOBA
XpaHa B cnucbhka Ha OOIHOCTTa HE O1Ba
7la ce M3MO0JI3Ba 3a 00Jaro/IeTeNICTBaHe Ha
JPYT 3asiBUTEN 3 ONpPEJEIICH MEPHO OT
BpeMe, 0e3 ChIiaacueTo Ha MbPBUS
3asBUTEIN. 3alUTaTa Ha HAYYHUTE JaHHH,
NPEJOCTaBeHU OT €/IMH 3asBUTEN, HE
TpsiOBa /12 BB3MPEIATCTBA APYrH
3asBUTEININ B J)KEJTAHUETO UM 3a BKIIIOYBAHE
B cniichKa Ha OOIIHOCTTa HA HOBU XpaHU
Ha 0a3zaTa Ha TEXHUTE COOCTBEHU HaY4YHU
JaHHU.

Usmenenue

(20) Ilpu cienmduuHu 0OCTOATENCTBA, C
1eJT JIa c€ CTUMYJIMpAT u3cieoBareicKkara
J€MHOCT U pa3BUTHETO B pAMKHUTE Ha
XpaHUTEIHO-BKYCOBaTa NPOMHIIUIEHOCT, a
10 TO3M HAYMH ¥ UHOBAIIUHUTE,
HOBOPa3pabOTEHUTE HAYYHHU
JI0Ka3aTescTBa M JaHHUTE 3a IPaBOTO HA
COOCTBEHOCT, MMPEIOCTABEHU B MOJIKpena
Ha 3asBJICHUE 3a BKJIFOYBAHETO HAa HOBA
XpaHa B cnucbhka Ha OOIHOCTTa HE OMBa
7la ce U3MO0JI3Ba 3a 00Jaro/IeTeNICTBaHe Ha
APy 3asiBUTEN 32 ONpEeNeH MePHO OT
BpeMe, 06e3 ChIiIacueTo Ha MbPBU
3asBUTEIN. 3alUTaTa Ha HAYYHUTE JaHHH,
NIPEJOCTAaBEHH OT €AMH 3asBUTEII, HE
TpsiOBa /12 BB3MPEIATCTBA APYrH
3asBUTEININ B J)KEJIAHUETO UM 3a BKIIIOYBAHE
B cniichKka Ha OOIIHOCTTa HA HOBU XpaHU
Ha 0a3aTa Ha TEXHUTE COOCTBEHU HAy4YHU
IaHHU. B oonvnnenue, 3aujumama na
HayuHume OAHHU He 6b3NPENnANCHEa
npo3paunocmma u 00cmvna 00
UHpOpMayUA N0 OMHOUIEHUE HA
OUeHKama Ha 6e30nacHocCmma Ha HOBU
Xpauu.

Or. en

Justification

In the ongoing second reading negotiations between EP and Council on the "Common
Procedure”, data protection rules are controversially discussed. Data protection should not
Jjeopardize access to information which has been used for the safety assessment during the

authorisation procedure.
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H3menenue 6

IIpenjioxkenue 3a perjaaMeHT
CrolOpaxenne 24

Texcm, npeonosicen om Komucusma

(24) Mosce 0a ce mbpcu MHEHUETO Ha
EBpomneiickara rpyna 1o eTuka B HayKaTa u
HOBUTE TEXHOJIOTUH, Ch3/aficHa ¢ Perenue
Ha Komucusta ot 16 nekemspu 1997 r.,
Koz2amo e ymecmHo, ¢ orjie]] Ha
MoJIy4aBaHe Ha ChBETH IO ETHYHU BBIIPOCH
BBB Bpb3Ka C IIyCKAHETO Ha Ma3apa Ha
HOBH XpaHHU.

N3menenne 7

IIpenjioxkenue 3a perjaiaMeHT
Yuien 2 - naparpa¢ 2 - 0ykBa 0 a) (HoBa)

Texcm, npeonosicen om Komucusma

Usmenenue

(24) Tvpcu ce muenueto Ha EBponeiickara
rpyIma 1o eTuKa B HayKaTa 1 HOBUTE
TEXHOJIOTUH, Ch3/aJicHa ¢ Pemenue Ha
Komucusta ot 16 nekemspu 1997 ., ¢
OrJIe]] Ha OJy4aBaHe Ha ChbBETH IO
€TUYHH BBIIPOCH BBB BpPb3Ka C
U3N0/136AHEMO HA HOGU MEXHOIO2UU U C
IyCKaHEeTO Ha Ma3apa Ha HOBU XPaHHU.

Or. en

Usmenenue

0a) xpanu, npouseedeHu om KN1OHUPAHU
HCUBOMHU U MAXHOMO NHOMOMCHIGO.
Komucuama enacsa konkpemno
3aKOH00amenno npeodnoicenue 3a
no00OHU XpaHu npeou oamama Ha
éu3ane 6 cunia, nocouena 6 uaen 20.

Or. en

Justification

The decision about placing on the market of foods produced from cloned animals or their
offspring should not be left to a comitology decision, but should be taken in a specific
Regulation of the European Parliament and the Council, based on the co-decision procedure.
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H3menenue 8

IIpenjioxkenue 3a perjaiaMeHT
Yuen 3 - naparpa¢ 2 - 0ykBa a — OykBa ii

Texcm, npeonosicen om Komucuama

(i1) XpaHa OT PaCTUTEJEH WIH KUBOTHHCKH
MIPOM3X0/1, KOTaTo 32 PAaCTEHUETO WIIN
’KMBOTHOTO C€ MpHJIara HeTpajuIOHHa
TEXHHUKa 32 OTIJIKIaHe, KOSTO HE €
n3nons3BaHa npeay 15 mait 1997 r.; kakro u

Uszmenenue

(i1) XpaHa OT PaCTUTECH WIH KUBOTHHCKH
MIPOM3X0/1, KOTaTo 32 PAaCTEHUETO WIIN
’KMBOTHOTO C€ MpHJIara HeTpajuIiOHHa
TEXHHUKa 32 OTIIICKIAHE, pa3Iui4Ha om
KJIOHUPAHEmO HA HCUEOMHU, KOSATO HE €
u3nonsBaHa npeau 15 mait 1997 r.; kakro u

Or. en

Justification

The decision about placing on the market of foods produced from cloned animals should not

be left to a comitology decision.

H3menenue 9

IIpenjioxkenue 3a perjaaMeHT
Yuen 3 - naparpa¢ 2 - 0ykBa 0)

Texcm, npeonosicen om Komucusma

0) ,,TpaIUIIMOHHA XpaHa OT TpeTa
IbpKaBa‘ 03HauaBa HOBA XpaHa C IaHHU 32
yCTaHOBEHA UCTOPHS Ha Oe30macHa
ynotpeba Ha XpaHaTa B TpeTa CTpaHa,
KOETO 03HAYaBa, Ye BHIIPOCHATA XpaHa €
Ouna u mpoabHkaBa 1a Obae 4yacT OT
00MYaifHOTO XpaHEHE Ha MIOHE eOHO
NOKOleHue 3a TOJIsIMa 4acT OT
HACEJICHUETO Ha CTPaHaTa;

Usmenenue

0) ,,TpaIUIIMOHHA XpaHa OT TpeTa
IbpKaBa‘ 03HauaBa HOBA XpaHa C IaHHU 32
yCTaHOBEHA UCTOPHS Ha Oe30macHa
ynotpe0a Ha XpaHaTa B TpeTa CTpaHa,
KOETO 03HAYaBa, Y€ BHIIPOCHATA XpaHa €
Ouna ¥ mpoabKaBa qa Obae 4yacT OT
00MYaifHOTO XpaHEeHe Ha MoHe 50 2o0unu
3a ToJIsSMa 4acT OT HACCJICHUETO Ha
CTpaHaTa;

Or. en

Justification

The definition of food "traditionally" used in a third country should be more precise.
While a "lighter" way for authorisation of such products is needed in order to reduce the
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burden for third countries, the timeframe used for defining traditional use should be as

concise as possible.

Hsmenenue 10

IIpenjioxkenue 3a perjaiaMeHT
Yuen 3 - naparpa¢ 2 - 0ykBa B)

Texcm, npeonosicen om Komucusma

B) ,,JJAaHHH 3a YCTAaHOBEHA MUCTOPUS Ha
6e3omacHa ynorpeba‘*“ o3Ha4aBa, e
0e30macHOCTTa Ha BBIIPOCHATA XPaHa €
MOTBBP/ICHA C IaHHU 3a HEeHHUA cbcmasa,
3a OTIUTA NPH U 3a MIPOBIDKUTEIIHATA
ynoTtpe6a B 00M4aifHOTO XpaHEeHe Ipu
roJisIMa 4acT OT HACeJICHUETO Ha Ja/ieHa
CTpaHa.

H3menenue 11

IIpenjioxkenue 3a perjaiaMeHT
YiieH 6 - OykBa a)

Texcm, npeonosicen om Komucusma

a) TS He Ch3/1aBa, Ha 6a3aTa Ha HATUYHU
Hay4YHHU J0Ka3aTeJICTBa, 0€3MOKONUCTBO 32
0e30IacHOCTTa Ha MOTPEOUTEIIS IpU
HOpPMAJIHU YCIIOBHSI HA KOHCYMAIus;

PE405.878v01-00

Uszmenenue

B) ,,JJAaHHH 3a YCTaHOBEHA MUCTOPUS Ha
6e3omacHa ynorpeba‘*“ o3Ha4aBa, 4ye
0e30IacHOCTTa Ha BBIIPOCHATA XPaHa €
NOTBBPJICHA C IaHHU 3a HEHHUS cbcmas,
Kakmo u om onuTa 3a none 50 2o0unu
ynompeda v IPOIbIDKUTENIHATA yHOTpeOa
B 00MYaHOTO XpaHEHEe MPHU ToJIIMa 4acT
OT HACEJICHUETO Ha JaJIeHa CTpaHa.

Or. en

Usmenenue

a) TS HE Ch3/1aBa, Ha 0a3aTa Ha HATMYHHU
HAyYHU JI0KA3aTeJICTBA U HPU RPUIAZAHE
Ha NPUHYUNG HA RPEOOXPAHUMETTHUM e
MepKuU, yCMaHo8eH 6 ieH 7 Ha
Peznamenm (EO) Nel78/2002,,
0C3MOKOICTBO 3a OC30IMaCHOCTTA Ha
nOTPeOUTENS TIPU HOPMAJTHH YCIIOBUS Ha
KOHCYMaIIHUs;

Or. en
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H3smenenue 12

Proposal for a regulation
Article 10 a (new)

Texcm, npeonosicen om Komucusma

Usmenenue

Ynen 10a

Cmanosuwe na Eeponeiickama zpyna 3a
emuKa é HaAyKama u HOGUMe MexHOI02UU

Kozcamo namupa 3a neooxooumo,
Eeponeiickama 2pyna no emuka 6
HayKama u HO8UMe MEeXHON02UU,
cv30aoena ¢ Pewwenue na Komucuama om
16 oexemepu 1997 2., uznuza cvc
CMaHosuuie N0 eMUYHU 6bNPOCU 66
6PB3KA ¢ U3NO0JI36AHEMO HA HOBU
MEXHON02UU U C NYCKAHEemO HA Na3apa
Ha HOGU XPAHU, NPedu 8KI1I0Y6AHEMO HA
0adena HO8A XPAHA 6 CNUCHKA HA
Obwnocmma.

Or. en

Justification

An opinion of the European Group on Ethics in Science and New Technologies should be
delivered, whenever ethical issues are at stake with regard to the authorisation of novel food.
In case of doubt, the Group should be allowed to decide by itself whether it considers

appropriate to deliver an opinion.
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