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SHORT JUSTIFICATION

Plant protection products are essential for agriculture and food production. At the same time,
their use is a threat to the environment and public health. So in 1991 extensive legislation was
introduced, resulting in the investigation of all stocks of such products throughout the EU.
This led to a marked fall in the number of substances on the market: of the 969 substances
that were looked at closely, only 77 are now permitted on the market and on 420 no decision
has yet been taken. But plant protection products are still an environmental problem. The
substances are almost by definition harmful to the living environment and this can create
problems, for instance when crops are being sprayed.

Every year the industry places about five new active substances on the market. A number of
plant protection products are produced on the basis of these substances. The research involved
is complicated and expensive. The industry’s costs for each active substance amount to about
200 million euros a year. Partly because of the high research cost, substantial market
concentration has taken place, both worldwide and in Europe. In view of the huge cost of new
plant protection products, they are developed mainly for major crop species, primarily what
are known as the Big Five: rice, wheat, maize, soya and cotton. Products for the minor crops
such as potatoes, tomatoes and leeks are often developed from the active substances in
products for the Big Five.

In view of the current situation the Commission is proposing a number of significant changes:

= The approval of substances will be more centralised and take place at European level,
giving a major role to the European Food Safety Authority, while the Commission will be
more directly involved in supervision.

= In three zones of Member States (North, Centre and South) plant protection products will
be approved by mutual recognition — provided that the product contains no substances that
need to be restricted.

= Incentives are included to develop more sustainable products: substances with a low risk
profile will obtain a longer period of data protection and a longer initial approval period.

= There is provision for the minor crops: Member States can approve a plant protection
product that is used for a major crop to be used for other crops if this is clearly effective.

= To prevent the repetition of animal testing, test results obtained from research on
vertebrate animals must be shared.

= Shorter approval and authorisation procedures: while approval under the old rules takes at
least five years, there is now provision for a period of 25 months.

The draftswoman takes a positive view of the Commission proposal. It contains considerable
improvements compared with the present situation. But she would still like to make a number
of further improvements:
= Firstly, there is a need to lay down clear and objective criteria to define which
substances can claim to have a low risk profile. To encourage the development of
sustainable plant protection products, those products with substances with a low risk
profile can claim a longer period of data protection and thus a longer cost recovery
period. A new ‘low risk’ category is also introduced.
= Secondly, there is a need to encourage the development of products for the minor
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crops. The draftswoman is accordingly proposing three amendments. The approval
procedure can be carried out free of charge, applicants can expect an extension of the
data protection period, and a European promotion fund is set up for small-scale
approvals.

A third, controversial, point concerns mutual recognition. This should naturally form
part of a system in which substances are approved at European level. But it can be
undesirable to withhold from Member States the ultimate decision on approval for
their territory, because natural conditions (the soil, water or climate) can differ
considerably, even within one zone.

Fourthly, the draftswoman wants to help further cut back the use of animal testing in
the development of new plant protection products.

Finally, the draftswoman has considered the position of the industry — and more
particularly of applicants. Shorter approval and authorisation periods are a major gain
for industry. But in some cases the approval period could be somewhat speeded up,
thus further strengthening applicants’ position.

N3MEHEHUA

Komucusra mo MPOMHUIIJICHOCT, U3CJICABAHUS U CHCPICTUKA IIPUKAHBA KOMHUCHATA 110
MMPOMHUIIIICHOCT, U3CJICABAHNA U CHEPICTHUKA, KaTO BOACIIA KOMUCHA, Ia BKIIFOYU B JOKJIada
CHU CJIICAHUTC U3MCHCHUA !

Tekcr, npemnoxen ot Komucusra' N3smenenus, BHecenu ot [lapnamenTa

BG

N3menenue 1
Cpobpakenue 8 a (HOBO)

8a) C ozneo uzosnzeane na mecmeanemo
8BPXY HCUBONMHU, MECHBAHE 8BPXY
2PBOHAYUHU JHCUGOMHU 3a Yeaume Ha
Hacmoawusa peanamenm ou ciedeano oa ce
U36bPULEA eOUHCHIBEHO 6 KPAEH CIyuail.
Covuecmeysawjume pe3yimamu om
mecmeane bpxy 2pLOHAYHU HCUGOMHU
cleosa oa ce 00MenAm 6 npoyeca Ha
paspabomeane Ha HOGU NPOOYKMU 3a
pacmumenna 3auwuma. B cvomeemcmeue c
Jlupexmuea 86/609/EHO na Cveema om
24 noemepul986 2. omnocno
conusicaganemo Ha 3aKOHOGUmMeE,
noo3aKonoeume u AOMUHUCIPAMUGHUME

! Bee omre nemy6nukysan B OB.
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paznopeoodu na ovpircasume-4ieHKU no
OmHowienue Ha 3auiumama Ha
HCUGOMHUmME, U3NON3E6AHU 3a
EeKCHepUMEHMAIHU U OPy2U HAYYHU yeau ™,
mecmeanemo vpxy cPLOHAYHU HCUBOMHU
c1e08a Cvui0 0a ce 3amMeHuU ¢ Opy2 Memoo,
0a ce 02panuvu iU yCv8bpUIeHCmed.
Ilpunazanemo na nacmoawus peziamenm
c/1e06a, Kb0emo e 6b3M0IHCHO, 0d ce
OCH06A6a HA U3NO0J36AHEMO HA
nOOX00AWU ANIMEPHAMUGHU MEMOOU HA
mecmeane. B makcumanen cpok om cedem
200UHU C1e0 671U3AHE 6 CUA HA
peznamenma, Komucuama cneosa oa
npepaseneda npasuiama 3a 3auuma Ha
OaHHume om pe3yimamume om mecmeane
8BPXY 2PBLOHAYUHU HCUGOMHU, U KBOCHO €
Heo0X00umo, me3zu npasuia oa ce
npomenam.

*OB L 358, 18.12.1986 2., cmp. 1. /Tupexmusaa,
uzmenena c [Jupexmuea 2003/65/EO na
Eeponeiickua napnamenm u na Cveema (OB L 230,
16.9.2003 2., cmp. 32).

Justification

The measures to prevent the repetition of animal experiments need tightening up.

AD\661411BG.doc

Hzmenenue 2
CrobOpaxxenue 15 a (HOBO)

524

15a) C o2neo nacvpuasane
pazpabomeanemo Ha npooyKmu 3a
pacmumenna 3auiuma, mepKume 3a
Hacvpuaeane ciedsa 0a ce npuaazam u 3a
nycKanemo Ha na3apa Ha npooyKmu ¢
HUCKOPUCKOG npoghun unu c no-
HUCKOPUCKOG npoghun om mo3u Ha eeue
nychamu Ha nazapa npooykmu. Cneoea oa
ce ymewvpoam ACHU U 00eKmueHu
Kpumepuu 3a onpeoensane Ha Moea, Kou
nPOOYyKmu mo2am 0a nony4am makKve

npogun.
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Justification

The proposal does include incentives for the use of products with a low risk profile. But the
definition does not say which substances should be eligible. Article 22 comes up with a very
broad definition that is likely to be interpreted in a number of different ways. But businesses
need clarity and legal certainty, especially in view of the costly investment in research that is

involved in developing new substances.

Nsmenenue 3
Yien 1

[Ipenmer

C HaCTOSIIUS PETJIAMEHT CE ONPEIEIAT
MpaBHJiaTa 3a pa3peliaBaHe Ha MPOIYKTH 3a
pacTUTeHA 3aINTa B ThProBCcKka opMa H 3a
TAXHOTO IMyCKaHe Ha masapa, yrnorpeda u
KOHTpoJ B OOIIHOCTTA.

C HacTosIIUS PETIIAMEHT CE OIPENEsT
npaBuiiaTa 3a oJ00psiBaHEe Ha aKTHBHH,
PACTUTCIIHO3AIUTHN U CHUHCPIrUu3nupammn
BEILIECTBA, BJIM3AIlM B CbCTaBa HA WJIU
CbCTaBJIABAIl IIPOAYKTH 3a PACTUTCIIHA
3alllMTa, U IpaBuiaTa 3a CHHEPTUYHU
BEIIECTBA U KOPOPMYITaHTH.

[Ipenmer u yen

1. C Hacrosimus perJaMeHT ce OTPeIesT
MpaBHUJIaTa 3a pa3peliaBaHe Ha MPOIYKTH 3a
pacTuTellHa 3alIUTa B ThProBcka Gpopma 1 3a
TAXHOTO IyCKaHe Ha ma3apa, 3a
Hacvpuasame papadomeanemo Ha
nPOOYKMuU ¢ NO-MAIKo0 6PEOHO
6b30elicmeue 6bpXy OKOJIHAMA cpeda U 3a
maxuama ynotpeda u KOHTPOI B
Oo6mHocTTa. Pecnamenmom covuyo maxka
uenu 0a Hacvpuu papadomeanemo Ha
nPOOyKmu, nPeOHA3HAYeHU 3 O2PAHUYEeHA
ynompeoa.

2. C HacTosIMSI PErJIaMEHT C€ ONPEAEIIAT
mpaBuUJiaTa 3a 0JJ00psiBaHe Ha aKTHBHH,
PACTUTCIIHO3AIUTHA Y CUHCPIrU3rupaun
BEILIECTBA, BJIU3AIIHN B CbCTABA HA WU
ChCTaBJIIBAlllM ITPOAYKTHU 3a PACTUTCIIHA
3alllUTa, U IpaBuiIaTa 3a CHHEpruyHU
BEIIEeCTBA U KOPOPMYIIaHTH.

3. Ileama na nacmoawyusa pezinamenm e oa
ce 2apanmupa UCOKo pasHuue Ha
3aKpuia Ha 30pasemo Ha Xopama u
HCUGOMHUmMeE U HA OKOTHAMA cpeod.

Justification

Encouraging the development of less harmful plant protection products is a very important
aim and should form part of the regulation’s subject matter. In the current proposal the
purpose of the Regulation is only enshrined in the Recitals. The purpose should be laid out in

the first articles.

N3menenue 4
Unen 3, Touka 9 a (HoBa)
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9a) 'napanenna mvpzosusn’

Buocvm na npodykm 3a pacmumenna
3auwuma om OvPHCABA-Y1eHKA, KbOCHO
mo3u npooyKm e noayyul papeuieHue é
cvomeemcmeue ¢ paznopeooume Ha
Jlupexmuea 91/414/EUO unu na
Hacmosawua Peznamenm, c ozneo
NYCKanemo My HA nazapa Ha Ovpicasama-
Yj1eHKa 6HOCUME, 8 KOO MO3U NPOOYKM
Uu UOeHMUYEH OMNPAaser NPOOyKm e
noyuun pazpeuieHue Cv2iacHo
pasnopeooume na /lupekmuea
91/414/EH O unu na nacmoauwius
Peznamenm;

N3menenue 5
Unen 3, Touka 9 6 (HOBa)

96) 'uoenmuunu'’

Ilpodykmume 3a pacmumenna 3auyuma ce
cuumam 3a UOEHMUYHU, KO2AMO:

* umam oouy NPoOu3xoo,

* ca Ounu npouszeedeHu om eoHa U Couia
KOMRAHUsA Uiu om cévbp3aHu
npeonpuAmMuUA UIU NO TUYEH3, U

* HAl-MANKO ca OuIU npou3eedeHu
Cb2NIACHO eOHa U cvuia hopmyna, npu
U3N0136aHe HA eOHA U CHULA AKIMUGHA
CbCMAGKA U uMam eOHO U CHU0
6v30eiicmeue, KAmo no-CReyuaiHo ce
omoens cbOmeemHOmMoO 6HUMAHUE HA
€6eHMYAIHU PA3IUYUA 8 YC108UAMA,
CEBP3AHU CHC CEINCKOMO CIMONAHCME0,
pacmumennomo 30page u OKOJIHama
cpeoa, 6 HacmMHOCM KAUMAMUYHUME
ycnosus;

N3menenue 6
Unen 3, Touka 20 a (HOBa)

20a) /lobpa nabopamopna npakmuka

Ilpakmuka é cbomeemcmeue c /lupekmuea
2004/10/EO.
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Justification

Definition of the term used in Chapter V.

incorporated in the regulation.

PE 382.540v02-00

HN3menenue 7
Unen 3, Touka 21 a (HOBa)

21a) /loopa cenckocmonancka npaKkmuka

Paszpewienomo na Hayuannaino paguuuie,
U 6 pamKume Ha CvbUlecCmeysaujume
ycnoeus, 6e30nacHo uznonzeane Ha
NPOOYKmMuU 3a pacmumenna 3aujuma,
HeoO0x00umu 3a ehpexkmusnama 60poa c
eépeoumenume no pacmenuama. Kvm mazu
NPAKMUKAa RPUHAOIENHCU UZNOI36AHENO HA
HPOOYKMU 3a pacmumenta 3aujuma 6
onpeoeneHu cmenenu, 00CmMuzauwiu 00
MACKUMAHO OORYCIMUMAMmMa cmeneH Ha
npunodcenue, Kamo npooyKmume 3a
pacmumenna 3auyuma ce npuiazam makd,
ye ocmamvyHume geuecmea 0a ca
0ZPAHUYEeHU 00 MUHUMYM.

Paszpewenomo 6e3onacno uznonzeane ce
onpeoensa Ha HAWUOHATHO PAGHULYE U
3acaza pecucmpupanomo Ha HAYUOHATIHO
PasHuuie uiu NPEenopvLYAHO U3NOA36aHe,
npu Koemo ce omuumam 00uiecmeeHomo
30paee, 30pasemo Ha padbomMHOmMo MACMO U
onaszeéamnemo Ha OKOJHama cpeoa.

Cougecmeysaujume yciosusn 6Kio4eam
6CUUKU emanu HA RPOU3600CME0,
cbXpansaeane, 00CmMasKa u
paznpocmpanenue Ha Xpanumeanu
npooykmu u Qypasic.

Justification
The Food and Agriculture Organisation’s definition of ‘good agricultural practice’ should be

N3menenue 8
Unen 3, Touka 21 6 (HOBa)

8/24

216) Bmopocmenenna ynompeoa

H3nonzeanemo na npooykmu 3a
pacmumenna 3auuma npu ciadpo
PAa3npocmpaneno 6 OvbprHcasa-uieHKa

AD\661411BG.doc



NOIe3HO pacmeHue Ui nPu NO-UUpPoOKo
PAa3npocmpaneno noae3Ho pacmenue, npu
HAUYUEMmO HA 0ZPAHUYEHA UTIU
CHOpAOUYHA U U3EBHPEOHA
Heo0Xx00umocm, uiu npu NOCeseH
Mamepuai.

Justification

Definition of the term ‘minor uses’ used in Article 49.

N3menenne 9
Unen 4, naparpad 1

1. AKTHBHO BeIIECTBO ce 0A00psBa B
CcbOTBETCTBHUE C npuioxenue II, ako Bb3
OCHOBA Ha TEKYILIUTE HAYYHU U TEXHUUECKU
MIO3HAHMS MOXKE J1a CE 04YaKBa, Y€, KaTo ce
B3€Mar IMpeIBU]l KpUTEPUUTE 3a 0J00pEHHE,
OINpPEEIICHU B TOYKU 2 U 3 OT ChUIOTO
MPUJIOKEHHUE, POTYKTUTE 32 paCTUTENIHA
3aIlUTa, ChAbPKAILIN CbOTBETHOTO AaKTUBHO
BELIECTBO, 111€ OTTOBApPAT Ha YCIOBUSTA,
npeaBuieHH B naparpadu 2 u 3.

1. AKTUBHO BEIIECTBO CE€ 0100psiBa B
CBHOTBETCTBUE C puiiokeHue 11, ako Bb3
OCHOBA Ha TEKYIIUTE HAYYHU M TEXHUUECKH
IMO3HAHUS MOXKE JIa CE OYaKBa, 4e, KaTo ce
B3eMaT MPEABU KPUTEPUUTE 3a 0J00peHune,
OnpeJIeJIeHU B TOUKHU 2 U 3 OT CHIIOTO
MPUIIOKEHUE, TPOTYKTUTE 32 pACTUTEITHA
3aIlUTa, ChABPKAIIM CbOTBETHOTO AKTUBHO
BEIIIECTBO, III€ OTIOBAPST HA YCIOBUATA,
npensuaenu B naparpadu 2 u 3. Tezu
ycaosusa mpabea oa ce npuiazam Kamo
Kpumepuu 3a u3Kilo4eane.

Justification

All substances with or suspected carcinogenic, mutagenic, reprotoxic, endocrine disrupting,
sensitising properties and substances that are persistent, bio-accumulative or toxic or
otherwise give grounds for concern should not be approved.

N3menenue 10
Unen 4, naparpad 2, OykBa a)

a) HE OKa3BaT HUKAKBO BPEHO Bb3JEHCTBUE
BBPXY 3/IpaBETO Ha XOpaTa, 6 m.u. ysa3BUMHU
IPYIH, WIK BBPXY 34PABETO HA )KUBOTHHUTE,
KaTo C€ OTUUTAT U3BECTHUTE KyMYJIATUBHU
Y CUHEPTHYHHU BB3/ICHCTBUSA, KOraTo ca
HaJIUIE METOHU 3a OLIEHKA Ha T€3U
BB3/ICUCTBUS, WIH BbPXY IMOJIIOYBEHUTE
BOJIY;

AD\661411BG.doc
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a) He OKa3BaT HUKAKBO BPETHO BH3/ICHCTBHE

BBPXY 3[paBETO Ha XOpaTa, 0CoOeHo Ha
YSI3BUMU TPYIH, KAMO OpemMeHHU JHcenu,
emoOpuonu u deya, NIy BbPXY 3/IpaBETO Ha
JKHUBOTHHUTE, KaTO C€ OTUNUTAT U3BCCTHUTEC
KyMYJaTUBHU M CHHEPIMYHU Bb3/eHCTBUS,

KOoraTto ca HaJIMIeC METOJHU 3a OILICHKA Ha TC3U

BB3JCUCTBUS, UIIA BbPXY NOATIOYBEHUTE
BOJIY;
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Justification

According to the precautionary principle substances should not have any negative impact on
human health, in particular vulnerable groups such as embryos and children . This is in line

with the reaction of the EP (EP Resolution P5_TA(2002)0276) to the earlier Commission
Communication on the revision of Directive 91/414.

HN3menenne 11
Unen 7, maparpad 1 a (HOB)

la. Ouenxkama na 3asaeienuemo modice oa
0b0e u3ebpUIeHa Cb8MeCMHO OM HAKOJIKO
OBbPIHCABU-YUTIEHKU 8 DAMKUME HA
npoyedypama Ha uzzomesaHe Ha 00K1ao,
npuU KOAMO me Oelcmeant Kamo
CbOOKIaouuylU.

Justification

The same provision applies to assessments under Directive 91/414/EEC and has a
considerable influence on the speed and quality of the assessment reports on active
substances.

HN3menenue 12
Unen 11, maparpag 1

1. B cpok oT déanadecem mecena oT narata 1. B cpok oT decem mecena OT parara Ha
Ha YBEIIOMJICHHETO MO 4ieH 9, maparpad 3, YBEIOMJICHHETO 1O uieH 9, maparpad 3,
annHes 'bPBa, IbpKaBaTa-YICHKA anuHes I'bpPBa, IbpKaBaTa-uJICHKA
JOKJIQTYMK M3TOTBS M TipenctaBs Ha Oprana TOKJIQTYNK U3TOTBA M TpezcTaBs Ha Oprana
JTOKJTa]T (oTTyK HATaThK HapU4yaH JIOKJIa] (oTTyK HATaThK HapHyaH
"MPOEKTOMOKIIA] 3a OIECHKAa"), B KOWTO ce "MPOEKTOAOKIIA 3a OIeHKAa"), B KOWTO ce
JaBa OIICHKa Jall MOXeE Ja Ce O4YaKBa JlaBa OILIGHKAa Jajdl MOXE Ja Ce OYakBa
AaKTUBHOTO BEIIECTBO Ja OTroBaps Ha aKTUBHOTO BEIIECTBO Ja OTroBaps Ha
M3HUCKBAHUATA 110 YJieH 4. M3HUCKBaHUATA 110 YJieH 4.
Koraro nappkaBara-ujieHKa ce HyXXJae OT Koraro abppkaBaTa-wieHKa ce HYXJIae OT
JIOMBIHUTENHA WH(OpMALUS, TS OMpeAesns JOMBIHUTETHA WH(GOpPMALUs, TS ONpeaemns
CPOK, B KOMTO 3asiBUTENIAT Ja IPEIOCTaBU Pasymen CpoK, B KOWTO 3asBUTENAT JAa
tazu wuHGopMmanmsa. B TakpB  ciydai nperocTaBy Ta3u uHPopMmanus. B TakbB
dsanadecemmeceyHuam CpoK Ce yJIbJKaBa Ccaydyall  decemmeceynHusam  CpPOK  ce
C  JONBIHUTENHHUS CpPOK, JaJeH OT yABIKaBa C JOMBJIHUTETHUS CPOK, JAJECH OT
bpKaBaTa-uIeHKa. JbpxaBaTa-uieHKa IbpKaBaTa-wICHKa. JIbpkaBaTa-4IeHKa
uHpopMupa 3a ToBa Komucusta u Oprana. unpopmupa 3a ToBa Komucusara u Oprana,
Koumo yeeoomaeam oOpyume ObpHCAGU-
Y/1eHKU.
JIbpxaBaTa-uleHKa MOXeE J1a Ce TOMUTBA J10 JlbpkaBaTa-4I€HKa MOXeE J1a Ce IOMUTBA JI0
Oprana. Oprana.
PE 382.540v02-00 10/24 AD\661411BG.doc



Justification

1t is important to speed up the access of new, innovative products to the market. Rapporteur
Member States could already start the evaluation of available information before the date of
the notification provided in Article 9(3). Therefore a 10-month limit seems reasonable and

desirable.

N3menenne 13
Unen 14, maparpad 2

2. ITonHOBSIBAaHETO € De3CpouHoO.

2. [TogHOBSIBAaHETO € 3a MAKCUMaieH cpoK
om decem 200unu. Q0oo6penuemo moce oa
0b0e n0OH08ABAHO MHOZOKPDAMHO.

Justification

Authorisation should not be unlimited in time after the first renewal. This would be contrary
to the precautionary principle. Decisions should be taken in the light of current scientific and

technical knowledge, as is laid down in Art. 4(10).

N3zmenenue 14
Unen 15, maparpag 1

1. 3asiBneHueTo, MpeIBUIEHO B WwieH 14, ce
MpeJICTaBs OT MPOU3BOJUTEN HA AKTUBHOTO
BEIIECTBO JI0 0bPHCAEA-UIEHKA, C KOIIUE JI0
NIpyTUTE TbpKaBU-WIeHKH, Komucusra u
Oprana, He T0-KbCHO OT TPU F'OJUHU NIPEAU
M3TUYAHETO Ha BAJIMAHOCTTA HA IBPBOTO
onobpeHmue.

1. 3asBnenuero, NpeaBUIEHO B WieH 14, ce
IIpe/iCTaBs OT MPOU3BOJIUTEN HA AKTUBHOTO
BELIECTBO JI0 CbOMEECHHAMA ObPIHCALA-
Y1eHKa, C KOTHE 10 IPYTUTe JbpiKaBU-
wieHkH, Komucusta u Oprana, He 10-KbCHO
OT TPU FOJIMHU MPEIN U3THUAHETO Ha
BaJIMIHOCTTA HA TBPBOTO 0J100pEHUE.

HN3menenue 15
Unen 22, maparpag 1

1. B oTknoHeHue oT pasnopendoure Ha 4ieH
S, aKTHBHO BEILIECTBO, KOETO OTroBaps Ha
KpuTepuute mo uneH 4, ce omo0psBa 3a
MepUoJ OT HE MoBede OT 15 roanHu, KOraTo
MOX€ Jla CE€ OYaKBa, Y€ MPOAYKTUTE 3a
pacTUTeNHa 3alluTa, ChIbPXKAIIM TOBA
BEILIECTBO, 1I€ Ch3aBaT CaMO HUCHK PUCK 3a
3ApaBETO Ha XOpara M JKUBOTHUTE U 3a
OKOJIHATA CPEA, Cb2AACHO NPEOBUOCHONO 6
unen 46, napazpagp 1.

AD\661411BG.doc
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1. B oTknoHeHue ot pasnopenadure Ha YiIeH
S, aKTHMBHO BEILIECTBO, KOETO OTroBaps Ha
KpuTepuute mo uneH 4, ce omoOpsBa 3a
MEepUoJ OT HE MoBeve OT 15 roawHu, KOraTo
MOXE€ Jla CE€ OYaKBa, Y€ MPONYKTHUTE 3a
pacTUTeNHa 3aluTa, ChAbPXKAIIM TOBa
BEILIECTBO, L€ Ch37aBaT CaMO HUCHK PUCK 3a
3paBETO Ha XopaTra M JKUBOTHUTE U 3a
OKOJIHATa cpena.

Hacmo;mqomo U3KJII0Yernue He ce npujiaza
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3a seuwjecmea, K1acuuuupanu cv2iacHo
Jupexmuea 67/548/EHO kamo:

— Kapueéno2eHHu,

— MymazeéHHu,

— MOKCU4YHU 34 6b3np0u3800cm80m0,

- eodemu 00 noguuiena uyecmeumesinocm,
uiu 3a eewiecmaea, macu¢muupauu Kamo:

— ycmouuueu, ¢ nepuoo Ha noaypasnao,
naosuwaeaw 60 onu,

— Hapywiasawu GYHKYUOHUPAHEMO HA
€HOOKPUHHAmMA cUcmema, 6K1I04UeHU 8
cnucvka na EC ¢ éewgecmea, 3a koumo ce
npeononacza, ue Hapyuwiagam
dynKyuonupanemo na eHOOKpunnama
cucmema,

— MOKCUYHU,

— OuoaKymynamueHu u mpyoHo
paszzpasxcoauiu ce,

He no-kwvcrno om ... *, Komucuama cneosa
0a Hanpaeu npezneo u, Kb0emo e
Heo0x00umo, 0a ymouHnu Kpumepuume 3a
mpemupane HA AKMUGHU €U{eCMEa KaAmo
HUCKOPUCKOBU 6euiecmea u, aKko e
uenecvyo0pasno, 0a 6Hece CbOmeemHUmMe
npeonodcenus.

* Eona 2o0una cneo é1usane 6 cuna Ha
HAcmMoAWUs peziamenm.

Justification

There is a need to lay down clear and objective criteria to define which substances can claim
to have a low risk profile. There is no definition for this in the proposal. To encourage
research for more sustainable substances and products, it is important to provide businesses
with clarity and legal certainty on what exactly is meant by a low risk profile. The criteria
listed here are taken from the biocides directive, 98/8/EC.

H3menenune 16
Unen 24, maparpad 1

1. B omknonenue om paznopedoume Ha 1. Akmugno BemwecTBO, KOETO 0m2o8apsa Ha

ynen 5 u unen 14, napazpag 2, akTuBHO KPUTEPUUTE TI0 WIEH 4 u Ha Kpumepuume,

BELIECTBO, KOETO OTrOBapsl HA KPUTEPUUTE nocouenu B Touka 4 ot npusnoxenue 11, ce
PE 382.540v02-00 12/24 AD\661411BG.doc
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10 WieH 4, ce 0000paesa 3a nepuoo,
HeHaoguwiagaw; ceoem 200UHU, KO2amo
opyzu éeye 0000peHu aKmMuUGHU eeuiecmaed
Ca 3HAUUMENHO NO-MAJIKO MOKCUYHU 3a
nompeoumenume uiu 6opageujume ¢ max
AUUA UTU NPEOCMABIABAM 3HAYUMEIHO
RO-MAIKU pUcKoee 3a OKoaHama cpeoa.
Ilpu uzevpuwieane na oyenkama ce e3emam
nO0O0 6HUMAHUE Kpumepuume, onpeoeienu
B Touka 4 ot npunoxenue II.

Takosa éewiecmeo ce Hapuua OMmyK
HamMamuK ,,KaHouoam 3a 3aMecTBaHe ",

Kamezopuzupa u 0000pa6a
Kamo,,xanouoam 3a 3aMecTBaHe",

Cpokvm Ha eanuoHocm Ha 0000peHuemo e
oecem 200unu. Paznopeooume na unen 14,
napazpagh 2 ne ce npunazam.

Justification

To be classified as candidates for substitution, active substances have to conform to the

criteria laid down in the draft regulation.

N3menenue 17
Unen 32, maparpad 5 a (HOB)

5a. Bve ecuuku ovprcagume-uieHKu ce
U3N0136aM CMAHOAPMHU YOPMYTAPU 34
3as61enue.

H3menenue 18
Unen 36, maparpad 1, anunes 2

Koraro nppkaBara-jleHKa c€ Hy)KIac OT
JOMBJIHUTENHA HWH(OpMaLUs, TS ONpeaesns
CPOK, B KOWTO 3asBUTEIIAT 1A s NIPEAOCTaBHU.
B Tax®B ciydail 1BaHa1IeCETMECEUHMAT CPOK
Ce YABJDKaBa C JON'BIIHUTEIHUSA CPOK, AAaICH
OT JIbp>KaBaTa-4JICHKA.

Korato nbpkaBaTa-ujieHKa ce HYXJIae OT
JOMBJIHATETHA WH(POPMAIHS, TS OMPEIeIIst
CPOK, B KOWTO 3asBUTEJIAT Aa g MPEAOCTaBH.
B Tak®B cirydail 1BaHaeCETMECEUHUAT CPOK
C€ YAbJKaBa C JOMBJIHUTEIHUS CPOK, Aa/IEH
OT JbpXaBara-wicHka. Toea 3aeucu om
epememo, HeoOX00uUMO HA 3aA8umens 3a
npedocmasamne Ha OONBIIHUMETHA
ungopmayus.

Justification

Applicants must receive adequate time to supply extra information.

AD\661411BG.doc
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N3menenue 19
Unen 40, maparpad 1

1. [bpxkaBara-ujieHKa, MNpea KOSITO €
MoJaJicHO  3asiBICHHME MO  wieH 39,
pa3pemaBa  ChOTBETHHS  MPOIYKT  3a

pacCcTUTCIIHa 3aluTa IpUu CHUIUTEC YCIIOBUA,
BKIIOYHUTCIIHO C K.]'IaCI/I(i)I/IKaI_[I/ISI 10 CMHCBJIA

1. [wpxaBara-ujieHKa, TIped KOSTO €
MoJaJicHo  3asBJI€HME MO  wWieH 39,
paspemiaBa  ChOTBETHHS  INPOIYKT 32

pacCTUTCIIHA 3aliuTa IPU CBIOUTC YCIIOBUA,
BKJIIIOUHUTECIIHO C KJ'IaCI/I(l)I/IKaHI/IH 10 CMHCBJIa

Ha  [lupexTuBa 1999/45/EO,  kakTto Ha  [lupexrtuBa 1999/45/EO,  kakTto

OTIpaBHATA JIbPKaBa-UICHKA. OTMpaBHATa Ibp)KaBa-4ICHKA, OCGEH aAKO
ovpircasama-uieHKa He  0o0Kaxyce, ue
ynompedoama Ha O0adeH npoOyKm 34
pacmumenna 3auiuma  uUMa  pPaziuyHo
év30elicmeue 6vpXy OKoJIHaAma cpeoa Ha
Hellna mepumopus 6 CpagHeHue ¢
omnpasHama OvPIHCasa-ujieHKd.

Justification

Member States should have the final word on authorising plant protection products, since
natural conditions (soil, water and climate) may vary considerably between Member States
even within a given zone. But mutual recognition may be refused only on environmental

grounds.

Nsmenenne 20
Usien 46 a (HOB)
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Ynen 46a

Ilyckane na nazapa u ynompeoa na
HUCKOPUCKOGU NPOOYKMU 34 PACHMUMEIHA
3auuma

1. He3zasucumo om npeoeuoenomo 6 4/ieH
29, oOadem npoodykm 3a pacmumenna
3auuma cnedea o0a 0voe paspeuien Kamo
HUCKOPUCKO8 NPOOYKHI, AKO 0m206apsa Ha
cleOHume u3UCKeaAnHuA:

a) Hail-MaikKko eoHO Om aKMmMUueHume
eeujecmea, KOUMmMo nPOOYyKmwvm Cb0ObpIHca,
oa e eeuiecmeo, onpeoeneHo 6 ujaeH 22
(“Huckopuckoeu akmuenu eeujecmea’);

0) 6cuuKU  HUCKOPDUCKOBU  AKMUBHU
séeuiecmea, 3AUWUMHU  eeujecmea U
CUHepzemU4YHU NPOOYKmMu, KOUmMo moil
CvOBpIHCaA, Ca 0000peHU 8 CbOmMEemcmaue ¢

AD\661411BG.doc
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I'naea II;

6) NnO OMmMHOWleHUe HA HAYYHUmMe UIU
MmexHuYecKu  nO3HAHUA, MOW  HOCU
3HAYUMENHO NO-HUCHK PUCK 34 30pasemo
HA 406eKA U JHCUBOMHUME UNU 34
OKOolHama cpeoa, OMKOJIKOMO No00b6eH
nPOOYKmM 3a pacmumenna 3auiuma, Koumo
e geue paspeuien;

2) moil e 00CMamvUHO AKMUBEH;

0) moit e 6 cbomeencmeue ¢
paznopeooume na unen 29, napazpag 1,
oykeu 6), 8) u 0) 00 3) 6KIOYUMETIHO.

2. 3aneumenume 3a pazpewienue 3a
HUCKOPUCKO8 NPOOYKM 34 PACMUMENHA
3awuma cieoea 0a 0oKaxcam, ye
nPOOYKmMbM 0M206apsA HA yC08UAMA,
onpeoenenu 6 napazpag 1, u oa
RpUIONHCAm KoM 3a:16/1eHUEHO NOOPOOHO U
CHKpameHo oocue 3a 6CAKa mo4Ka om
HeoOxo0umama ungopmayus 3a
AKMUGHOMO eeuyecmeo u nPoOyKma 3a
pacmumenna 3auuma.

3. Ivpicasama-unenka 63ema peuienue 6
cpok om 120 onu 3a moea oanu oa 0006pu
3aA6/1eHUEMO 34 pa3peuieHue Ha
HUCKOPUCKOG NPOOYKM 3a pacmumenHa
3awuma.

To3u nepuoo ce onpeoena na 90 onu, axko
opyza 0vpiHcasa-yneHKa om couiama 30Ha
6eue e oana pazpeuienue 3a Couu
HUCKOPUCKOG NPOOYKM 34 pacmumenHna
3awuma.

AKo Ovpircasama-unenKa uzucKea
00nvIHUmMeENHA UHPOpmayus, ma
onpeodens KpaeH cpok, 00 KOumo
3aseumenam mpadea 0a npedocmasu
ungopmauuama. B mosu cayuaii, 120-
OHeBHUAM nepuoo ce yoviiHcasa ¢
OONBIAHUMETHUA NEPUOO OM 6peme, KOUmo
Ovporcasama-uieHKa e onpeoenuna.

4. Axo He e npedeudeno opyzo, ce
npunazam ecu4Ku panopeodu Ha
HACMOAWUA Pe2IAMEHM OMHOCHO
paspewienuama.
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BG



Justification

To encourage the development of more sustainable plant protection products, this introduces
a new category of low-risk plant protection products that present a lower risk than current
products on the market and contain at least one low-risk active substance. This category of
plant protection products should receive certain advantages such as a longer period of data
protection and tax exemption.

HN3menenne 21
Unen 49, nmaparpad 3, Oyksa )

I') JOKyMEHTalusATa U MHpopMarusTa B I') JOKyMEHTAIHsITa 1 UH(pOpMaIHUITa B
HOJKpena Ha pas3llinpeHaTa ynorpeda ca MOJIKpena Ha pa3lupeHara ynorpeba ca
IIPEJICTaBEHU OT JINLIATa WA OPTaHUTeE, IIPEICTaBEHU OT JIMLIATa WIA OpraHuTe,
MOCOYEHHU B maparpad 2. noco4yeHu B naparpad 2. Heooxooumume

BG

npoyueanus 3a onpeoensine Ha
MakcumanHume Koauvecmea Ha
OCMAmMbYHU 6eULECEA MO2AM 0 ce
U36bPULGAM OM HAYYHU UHCIMUMYMU WU
ouyuannu opzanu.

Justification

The cost of scientific studies poses a very serious obstacle to the development of minor uses.
The amendment is intended to offer more viable solutions from the economic point of view.

Hsmenenue 22
Unen 49, maparpad 3 a (HOB)

3a. IlIpu pa3pewienue na 6mopocmenenna
ynompeoa ce e3umam npeosud u
Kpumepuu 3a eKkcmpanonayua Ha OaHHU,
noayYyeHu 3a Opy2u Kyamypu, ¢ KOUmo
CbUecmeyeam 3HaYumennu OOManu4ecKu
U NPOU3800CMEEHO-MEXHUYECKU NPUTUKU.

Justification

When crops are as closely similar as, for example, the cherry and the sloe, the data obtained
for the first authorisation should be extrapolated to enable minor uses to be authorised as
well.

Hsmenenue 23
Unen 49, maparpad 6 a (HOB)

6a. He no-kvcno om ...~ Komucuama
npeocmaesn na Eeponeiickusa naparamenm u
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Ha Cveema npednodcenue 3a cv30a8ane Ha
Eeponeiicku nacopuumenen gpono 3a
emopocmenennama ynompeoa. @onovm
Modice 0a 0v0e hunancupan om
npuxooume om 0aHvYHO 001a2ane Ha
npooykmu 3a 60opoa c epeoumenume.
Dondvm CoUL0 MaxKa wie UMa nPpaso 0a
dunancupa oonvinumennu npoeepku 3a
OCMamvyHU 6euiecmea npu
emopocmenenna ynompeoa.

* Eona zoouna cneo é1usane 6 cuna Ha
HACMOAWUA Pe2TIAMEHM.

Justification

1t is important that sufficient plant protection products remain available for restricted
application. A European Promotion Fund could play an important role here.

N3menenue 24
Uien 49 a (HOB)

Ynen 49 a
Hapanenen enoc

1. B omknounenue om pasnopeooume na
unen 28, napacpagh 1 ovprrcasume-unenku
paspeuiagam 6HOCA U NYCKAHEMO HA
nasapa na npooyKm 3a pacmumenna
3auuma Ha c60a mepumopus
noOCpeoCcmeom napaneana mop2oeus
€0UHCMEBEHO 63 OCHO6A HA
aoMuHuUCmpamusna npoyeoypa, npu
KoAmo ce yoocmoeepaea, ue mo3u
NPOOYKmM e UOeHmuU4eH ¢ geye paspeuien
npOOyKm 3a pacmumenna 3aujuma
(‘'omnpaeen npodykm 3a pacmumenna
3auwuma’). B makve cnyuai
CbomeemHuuam Op2an Ha nocoyeHama
0vpIICasa-unenKa u3oaed yoocmosepeHue
3a u0oeHmuuHocm.

2. Buocumenume nooasam 3asgienue 00
KOMNnemeHmMHUs OpeaH HA NOCOYeHama
ObPIHCABA-YTICHKA 3a U30A6aHE HA
yoocmoeepenue 3a UOeHMUYHOCH HA
npoOyKma 3a pacmumesina 3aujuma,
Koumo Jcenaam 0a éHecam, Kamo moea
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cmaea npeou nvpPeus 6HOC U npeou
nBpPEOmMO My nyckane Ha nazapa.

3. B cpox om 45 onu xomnemenmnusam
0p2aH HA NOCOYEHAmMA ObPIHCABA-UTIEHKA
pewiasa 0anu ca u3nviHeHu
U3UCKEAHUAMA CH2IACHO pa3nopeddume
Ha Hacmoawua unen. Ako opzanvm
nomewvpou, ue u3UCK6AHUAmMa ca
U3NBIHEHU, 6HOCUMEIAN NOIYHA8A
yoocmogepenue 3a WOEHMUYHOCH 3a
cbomeemnus nPoOyKm.

4. 3aseumenam ce oceoborcoasa om
3a0b1HCeHUEm o 0a nPedoCcCmass
uHpopmayua u 00K1a0U 30 mecmeane u
npoyueane, Heo0Xx00umu 3a papeuieHue
Ha nPOOyKmu 3a pacmumeiHa 3aujuma.

5. Komnemenmuuam opzau, 00 Koitmo e
no0aoeno 3anej1eHuemo, U3UCKEa om
KoMnemeHmHUA OP2an 6 CMpanama Ha
npousxoo:

a) 0a ycmanoeu moYyHusA CbCmae Ha
npooykma, 3a 0a nposeepu 0anu moi e
UOeHMUYEH C NPOOYKMA 3a pacmumeiHa
3auguma, paspeuien 6 OMnpagHama
0BbPIHCABA-YUTICHKA U

0) 0a nposepu oanu npodykmvm e
paspeuien 66 6bNPOCHAMA ObPIHCALA-
Y/1IeHKA Cb2IACHO RPoyedypume 3a
paspeuwienue, npedsudenu ¢ /lupekmuea
91/414/EHO unu ¢ mo3u peznamenm.

6. IIpooyxkmu, noonexcawiu na napaneyeH
6HOC, HE ce nPeonaKkoeam.

7. Cpoxvm Ha eanuonocm Ha
yoocmogepenuemo 3a uOeHmuYHOCm
uU3mMu4a 3ae0Ho ¢ pa3peuienuemo Ha
OmMnpPagHusa RPOOYKm Uiu npu u3muyane
Ha paspeuieHuemo Ha 6HOCHUA NPOOYKM 6
ovporcasama-uieHKa, Om KOAMo ce 6HACA.
AKo pazpewienuemo 3a OmnpagHus
nPOOYKmM He e OMMEHEHO Om
cvo0padicenus 3a 3aKpua Ha 30pagemo
u1u OKOJIHAmMaA cpeod, BHOCUMEAM UMA
npaeo 0a nPoovAIHCU 0a NPOOABA 6HECEHUA
nPOOYKmM 8 pamkume HA eOHA 200UHA Om
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oamama HaA OMMSAHA HA paspeuwienuemo.

N3menenue 25
Unen 56, maparpad 1, anunes 4

CpoxbT Ha 3amMTa Ha JAHHUTE € JIECeT
TOJIMHM, CYMTAHO OT Jarara Ha HbPBOTO
pa3pellieHue B Ta3u IbpKaBa-4J€HKa, OCBEH
B cllydyauTe, MpeABHJIEHU B maparpad 2,
wieH 59 nnu wieH 77. CpokbT ce yabiKaBa
Ha 12 200unu 3a IPOAYKTU 3a PACTUTEIIHA
3alUTa, 32 KOUTO C€ OTHACAT pasnopeaoduTe
Ha wieH 46.

CpoKbT Ha 3al1UTa HAa JAHHUTE € JIECET
TOJMHH, CYUTAHO OT JaTara Ha MbPBOTO
paspellieHne B Ta3u Abp)KaBa-wICHKa, OCBEH
B CJIy4auTe, IpeJBUIeHH B nmaparpad 2,
wieH 59 win uieH 77. CpoksT ce yAbIKaBa
Ha 15 200unu 3a NIpoayKTH 3a paCTUTETHA
3alIKTa, 32 KOUTO CE OTHACAT pasnopeaduTe
Ha ujieH 46 u 12 200unu 3a npoodykmume,
3a Koumo ce omuacam paznopeooume Ha
ynen 46a.

Justification

To encourage research for more sustainable substances and products, it is important for data
protection, and thus for the return on the investment, to expand the use of products with a low

or lower risk profile.

W3menenue 26
Unen 56, maparpad 1, anunes 5

He ce momn3Ba che 3amuTa mpoy4yBaHe,
KOemo e 6uno Heobxooumo camo 3a
HOOHO6ABAHE UIIU NPeEPA32ieHcOane Ha
paspeuienue.

He ce mon3Ba che 3amura mpoy4yBaHe,
Koemo e npeodcmageno c 021ed Ha
npepasenexcoanemo uiu nOOH08A6AHEMO
Ha pazpeuienue, 0C6eH aKo MmaxKoea
npoyueane He e He0OX00UMO no cuiama Ha
U3UCKBAHUS, KOUMO NPOUMUYAM OM
nPOMAHA HA NPAGHUMeE PA3nopeodu.

Justification

The Commission proposal constitutes a giant step forward from the present situation from the
point of view of protecting the viability of small and medium-sized European enterprises. The
amendment is intended to clarify the substance of the text.

HN3menenne 27
Unen 56, maparpad 1 a (HOB)

AD\661411BG.doc

1a. Ilepuoovm na 3awguma na oannume 3a
CbOMmeemHus nPOOYKm ce yOviliHcaed, aKo
noupeusam 3asaeumein nooaoe 3asa61eHue 3a
paspeutenue Ha NPOU3600HU NPOOYKMU 34
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pacmumenna 3auiuma 3a 02panuyena
ynompeoba, Kakmo e onpeoeneno ¢ unex 49,
napazpag 1. Ilepuoovm na 3awguma na
OanHume ce yovixcasa ¢ mpu meceua 3a
6ceKu HO6 NPOOYKm 3a 02panuyena
ynompeoa. llepuoovm na 3auwguma na
OanHume moxce 0a ce yOviriHcu ¢ Hail-
MHO20 mpu 200uHU.

Justification
To encourage the development of (derived) plant protection products specifically for minor
crops, it is important to extend the data protection, and thus the return on the investment.

N3menenue 28
Unen 56, maparpad 2, 6ykBa 6 a) (HOBa)

0a) 6 ciyuail Ha 6b3HUKEAHE HA
MOHOROJIHA CUMYayUs.

Justification

The new regulation should lay down special provisions to prevent monopolies being created
on the market in plant protection products.

N3menenue 29
UYnen 56, maparpad 3 a (HOB)

3a. Ako Ovporcasa-unenka cuuma, ye
ModHce 0a 6b3HUKHE MOHONOJHA CUMYAUUs,
a NOMEHUUATHUAM 3aA8UMesl U
npumesdicamenam uiu npumedcamenume
Ha paspeuienus 3a nPOOyKmu 3a
pacmumenna 3auuma, KOUMo cb0vprIHcam
€0HO U CHUL0 AKMUGHO,
pacmumenrHo3auiumHo uiu
CUHEP2UUPAULO 6EULeCE0, HEe MO2am 0d
nOCMUZHAm CROpPasyMeHue 3a Cb6MECHIHO
U36bpUIGAHE HA Mecmose U NPOYYGAHUS
6BPXY ZPDOHAYHU HCUBGOMHU,
NOMEHUUAIHUAM 3AA6UMEN Y6EOOMABA 34
moea KOMnemeHmHuus op2an Ha
ovpicagama-unenka. /[eeme cmpanu
mpabea 6vbnpeKu Mmoea 0a NOCMuzZHam
Cnopazymenue OmHOCHO KOMnenmeHmHume
CHOUUWA U MPUOYHAIU 3a yenume Ha
emopama anunes Ha uaen 59, napazpag 3.
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Justification

The new regulation should lay down special provisions to prevent monopolies being created

on the market in plant protection products.

N3menenue 30
Unen 58, maparpad 3

3. bpaemuAT 3asdBUTEN 3a pa3pellleHUuE U
MNPUTCKATCIIAT WKW HIPUTCKATCIUTE HaA
CbOTBETHU  paspeulcHuss  HpeArnpueMar
BCHYKM pa3yMHH CTBIIKH, 3a Aa IOCTUTHAT
CIOpasyMeHue OTHOCHO CbBMECTHO
IIOJI3BAHE HA  BCAKAaKBH  JOKIaad  3a
U3MHUTBAHE U POYYBAHE, 3ALUTEHU 10 WICH
56, U3UCKBaHU OT 3asBUTEIIA 33 PA3PEIICHHE
Ha IIPOJYKT 3a paCcTUTEIHA 3alIUTa.

3. bpaemusar 3asBUTEN 3a paspelieHue U
MPUTEKATSIAT WM TPHTEXKATSIUTE Ha
CbOTBETHU  pa3pelieHusl  MpeArnpuemMaT
BCHYKH pa3yMHH CTHIIKH, 3a Ja IOCTHUTHAT
Cropa3yMeHHe OTHOCHO CHBMECTHO
MOJI3BaHE HAa  BCSIKAaKBM  JOKIAmWd  3a
W3MHUTBAHE U MPOYYBAHE, 3AIIUTECHHU 110 YJICH
56, U3UCKBAHU OT 3asBUTEIIA 32 PA3PEILICHUE
Ha TIPOAYKT 3a pacTUTENHA 3a1uTa. Bmecmo
nocmuzame Ha MmMaxKo6a CHOpaA3yMeHuUe,
ébnpocvm Mmodxce 0a 0voe omHeceH 00
apoumpaxcna Kkomucusa u 0a 0v0e npuemo
apoumpaxcuomo  pewenue. C  o021e0
2apanmupane Ha CRPageodIuso, nPo3PaiHo
U HEeOUCKPUMUHAUUOHHO onpeodeniane Ha
pasxooume no oomena Ha ungpopmayus,
Komucuama moonce, ¢ cvomeemcmeue c
npoyedypama no unen 76, napazpagh 3, oa
npueme HACOKU 3a pasnpeodeisine Ha
pasxodume  6b3 OCHO8A HA  me3u
npunyunu.

Justification

In order to minimise unnecessary duplication of tests, it is necessary to put in place
arbitration- and cost-sharing mechanisms that could help applicants and holders of
authorisation to reach an agreement. These provisions have also been introduced in the

REACH Directive.

H3menenne 31
Unen 59, maparpad 3 a (HOB)
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3a. /lo ...* Komucuama cneoea oa
npepaseneoa paznopeooume na
Hacmoawua peiamenm OmHOCHO
3augumama Ha OAGHHUMeE OM mecmeamne u
npoyueanus, c6vbpP3aHu ¢ ZPLOHAYHU
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scueomuu. Komucusama cneoea oa
npeoocmasu na Eeponeiickusa napnamenm
u Cveema masu oyeHKa u e6eHMYaIHU
nPeoIoHCceHUusn 3a UIMEHEHUA, C el
0Zpanuuasane Ha 3aWUMama Ha OGHHUme,
CEBP3AHU C eKCREePUMEHMU 6bPXY
HCUGOMHU.

* Cedem 200unu cned 61u3amne 6 cuia Ha
Hacmoawus peziamennt.

Justification

Under this proposal the results from tests involving vertebrate animals enjoy data protection,
but such data have to be shared. This compromise is at present necessary for practical
reasons (otherwise many new products will not be marketable), but should be evaluated in
due course. A less strict data protection regime will still reduce the number of tests on
vertebrate animals.

N3menenue 32
Unen 60, maparpad 1 a (HOB)

la. Cneo kamo na uweua 6voe oaoena
6B3MOIICHOCHL 0d U3NL0NCU NOZUUUAMA CU,
KOMNemeHmHUAm 02pan 3ema peuieHue
OMHOCHO NOGEPUMEIHOCMMA HA
uHpopmayuama, Koemo éK1046a
HOOX00AUL0 U310IHCCHUE HA
CvoOparrcenuama, Ha KOUMO Mo ce
ocnoeasa. Opeanvm cvoduiasa
peuienuemo Ha uwieya.

Justification

Disclosing information can significantly impact commercial interests. Therefore, information
owners must be given an opportunity to express their views on disclosure.

H3menenne 33
Unen 60, maparpad 1, Oyksa B a) (HOoBa) 1 B 0) (HOBa)

6a) umeHama u TUYHUME OAHHU HA
HayuyHu padomuuyu u 1adopanmu,
0M2zo8apauiU 3a NPOBEHCOAHEMo HA
mecmogeme u NPOY4EAHUAMA, 8 KOUMO Ce
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uznoJjizeam zpb6ualmu HCUBOMHU,;

60) unghopmauyn 3a nacmoauwu
eKCnepuMenmu uiu mecmoee 3a
U3C/1e006amMeICKU WU PA36olHU Yeau,
Kakmo e nocoueno 6 unen 51.

Justification

The confidentiality of information to protect commercial interests must be considered on a
case-by-case basis in the light of the arguments put forward by the applicant concerned. In
any event, information on research and development is often highly sensitive and should

therefore as a rule be treated in confidence.

Laboratory assistants who carry out animal testing are often the target of attacks and their
details must therefore be protected.
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