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! REGULATION (EC) No 1107/2009 OF THE EUROPEAN PARLIAMENT AND OF THE
COUNCIL of 21 October 2009 concerning the placing of plant protection products on
the market
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ELTOHEEDELNIZEERIT e o7, 22 THYIOHANTI W TIE, BRINEZEB S ITHIL
2013 4 12 A 13 HETICHN<EMEA BEOHE R ERL IR R T 5L R/BAT | BHiE
FEUMEL LT BBAMEB L OVEREMEO NI H T —2 ThOIME TN Wh 8%
BTDHLDOERIRL, AFEEMER AT IV —2 THo THNDWERTICH FHEZ KT,
WA <ELIER RS2 DEAIE T ZEb DL EREL TN,

AEIOUOERRNL, 2O E LA DDH /2 fEEEL HE L DO THD,

(2) BREEMEBR
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(3) A~DEE

OEREEMEDTFR TR ThHLG S (ZOHEOHIWNL, BN FESHES 91/414 (EEC) DR
BE VI IZHERLT D2 EDHESNTND, [FIFHEE Tl FHER AT 5L LT, B,
FOBR L R R . SRSk T A IR ER B E DB R TEDS | £
EELTEDHILTND, ) BLU@IEFEA LM LA FEEE 5 2 DN W<ELHEEZf S
RV IRV AR SN D ERES TS,

3. HIERA!
3.1. HE
N A< ELIEL B9 DR R R S e U L7 TN (EC) 2018/6052 (LT, b M

2 COMMISSION REGULATION (EU) 2018/605 of 19 April 2018 amending Annex II to
Regulation (EC) No 1107/2009 by setting out scientific criteria for the determination
of endocrine disrupting properties
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s AN 1B W TR AT - KFBIAR D E I REN TWDN O DB DS | Teh, BREAYIC
KU FEEE KET WO <EMEE G S22V EOBEE R L, N <EL%A BoH|
TEFMELTED | FTHIE O FEN 7 IEE EDT=H D ThD,

BIEXZNHOHEDENM (FEAN) DR THY, ZOMOIEEIT 20,
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HIBTEAEIZLL R O N TUTE Y T 05610 A FREEL KT TN <ELMEE A 3544

ESI, ZOWHEEH T O P IRERL G B LOVEMEDE 72 & ORI IEEE AT - KRS L2,
721 RERR RS TN R [E A3 53 P C— WFREAR L7284 M £ i 22 R4 BE (EFSA) 28554 L e fe Y
WHRANZ RN Z B2 23GEL . B gL EU iNEE E L BHAYER T (authorization) 3%,

a. AERELKITT

b. Wiz EN<ET5

c. WHMRON<ELLAFZBORBUR KRR HD

3.3. HIRDEESE

ARUERBAITIE, BEEA~OMREERFT 2124720, OFH fTEER T X CORFEN T —XIC
B E GO BEA ST 7 7 a—FI2k0, QR ERIGEIL (7 —2) 5§52 L LR F
BENYWH<FLIER O R BEBIRE M E T2 EMBLESIL, BT —2OfEHE, FHH7 <
I MRS TS,

SOE BRI TR E B YEDNBLE S8, ZOHE IS DT —F LR R FVE S LB THY |
72BN W <ELMERICOWTIEME T O 0 NbEZANRE, T2 T, Nk
DS ELNER A S0 EE KRR O BRI TR AT TODHEY) P78 5L 5 R RIS OV A B i A
A& N2 AT 3% EFSA 3L O ECHA 23 3L[A G, HIGEH L OV EREAG LY & 1a)H o
AL AR EL TNDLO T, HIEFE BT 258 MIEZ DT A X L A BRI,

3.4. HEEEFEDERA

TGS <ELE I D EFRICEEL , AUGEM IO (2) TM2002 4, A CRETEE (WHO)
(X, 2O L E R EEERET 17T 2l T NG <ELFMEOE#RERZEL (WHO,
2002)4, 2009 FITAFEEMDEREIREZLIZ(WHO, 2009)°, ZNHDE T4 TIERE

3 ECHA and EFSA (2018). Guidance for the identification of endocrine disruptors in the
context of Regulations (EU) No 528/2012 and (EC) No 1107/2009
4 WHO (2002). WHO/IPCS (World Health Organization/International Programme on
Chemical Safety), 2002. Global Assessment of the State-of-the- science of Endocrine
Disruptors. WHO/PCS/EDC/02.2

"An endocrine disruptor is an exogenous substance or mixture that alters
function(s) of the endocrine system and consequently causes adverse health effectsin
an intact organism, or its progeny, or (sub)populations."
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FHIBLOM TRbIANA B RER->TND, BINE S Z 2T ES (TY)H)) 1%, 2013 4 2
A 28 HIZEIRENT=WNh <G T EICRE T 2R 710 LR (EFSA, 2013)8(LL R4 )5
ORZR R IZB T, OO EHREZAGR LT, WRER2ICET IR EZE SO REL
[Flkk T2 (SCCS, 2014)7, fitoT, N W <ELIEAHIE T 570 D HEHEX Zhnod WHO
DEFITILDLZENHEY THD, | LRI TS,

WHO (2002) T, [N wan<E%E (endocrine disruptor) &1k, P43k DOk REZ i
L., ZOFREREL TREZREREZITZ O, bLIL (7)) BB OMEICE E % &
ETHNREWE X EDIREGM THD | EERFTTND,

F£7= WHO (2009) 13 M E M (adversity) 12OV, THEBEDIRE . AL ZA~DHHERE S D
15, T2 OO B T AR O LR S| Z R 2, AWEER, RET ) EiR
BEDIERE, AEHE | plilR, FE, BHH, 3 HFMOE(b) EEHRIMT TS,

IR DN GWELE D EFRDD, NN <EE THLEHETDH20IIE LLTFD 3
SICH BT D BN EE HEND,

a. AHEZEERET

b. W3Rz <ELT5

C. NI DON<ELEA TR BOFEBUTRRERD DD

4. FRAFEDEE
4.1. FERSOFRER. FREH

AR B ES 3.6.5 JHICHES NI HE LI, WAWH<EMEEA T DL EShT
TEPERR YL, BT BRI B B OB, MBI D PIMLED B (1< BA L T,
HIDFER CORBENT 74V MELLT) Z7- S0 IRY | RIS -SSR KGR L2,

> WHO (2009). WHO/IPCS (World Health Organization/International Programme on
Chemical Safety), 2009. Principles and Methods for the Risk Assessment of Chemicals
in Food. Environmental Health Criteria 240

"Change in the morphology, physiology, growth, development, reproduction or
lifespan of an organism, system or (sub)population that results in an impairment of
functional capacity, an impairment of the capacity to compensate for additional
stress or an increase in susceptibility to other influences."
6 EFSA (2013). European Food Safety Authority. Scientific Opinion on the hazard
assessment of endocrine disruptors: Scientific criteria for identification of endocrine
disruptors and appropriateness of existing test methods for assessing effects
mediated by these substances on human health and the environment’, EFSA Journal
2013;11(3):3132, doi: 10.2903/j.efsa.2013.3132.
7 SCCS (2014). Scientific Committee on Consumer Safety, Memorandum on
Endocrine disruptors, 16.12.2014 (SCCS/1544/14).
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4.2. MRLDZEE

HiHI (EC)No 396/2005 D 17 ZRIZHEV, M ZE B I3 IRERI DO FB FTHIE LIZHE Y,
BEf7D MRL ZHIBRL., [FHHIZE 18 4&(1)(b)IcH2S&H /=7 MRL £LC, 774V METHS
0.01 mg/kg E7zi3#H FRAE (LOD) IZi%E T oHAIZER L Th et Tng, ZOiES
PERRIZIE, HEEE. AR S E R L OB H A& AFEOIRHZHESIL TR,

FEBRIE, FFEDTEMER 28 A T DI IRGERN TR T DBEAF D KGR T X TIIES LD
JORRBPUTHLEE  BINEBERIIZOFHE 2L T D,

ZOHIBRIX, EFSA (X500 DO VAV R T, 1 H DL EMEIZEL TR TELZ
EDHERSINTWDIG AT, B =E TOMAMRILICEE D% Codex RSP RIE LT KFERE
FREE (CXL) (269725 MRL, 7213858 A > AR —hR- T AL L TRRIES TS MRL ICHIL

TiE, #AISHR,

Y72 LOD BLOHAIMGEITICHIT BB MO EFRIT OV TIE, EU oEYERER T (EURL) &
DM T,

7T 74/VMED 0.01 mg/kg IZBWTHEIVAZNHLHZ LD ERINIZHE . EU i{zlw)‘it%
BB CEMi FTRETHHRBIE, VIRV E R FERE (LOQ) ﬁ>%ﬁ/ﬁ$éh6@uu X LUREEIRIC
Hsihs,

ZOIHREEITE S TR BE 525N TRENDTO , lAELHEDEE DT O R iE
(SPS) I HS<iEmEE , WTO (T2 H D (R, BRINZEBSO/ER LT MRL
REFRHECEHTDTARTA LS ML),

4.3. HFHME
4.3.1. EMRERFZDORTHF
PPPR % 46 4= Cid, MNEAEIL, MW RFE R 8 rT OBl - B E £/ TR L2V A | TR
Bh O BESE B - 7 - i I B 320 T I A 5 Ch Lune S ang, i IR >V,
e OB 23 e - B ORER F7 TR B EICE T 20O THL5E 13, IRGEIZ SN T
1% 6 A LN, BEFE JTiek - I DWW T ESIZ 1 AERZ BN 2L HESIL TS A, #iln4E
DELH R - B OREFEEITR R ETHLLA IO TUL, FrBEOHET /20,
BT, Gk HT A KGR EZ 272 iprodione OB T, BT AR AT EL7-E 2 e M e 253
DEERE (R ANE WAL ; 7272 LN 0 ELPE X IR HDE R HEIC X D) Th, Zhlh
SNOEE L D8E Z0b B O T I 25585 E S TV D, AYE O X5 RGO
AE 2017 & 11 A 14 B THIESIL, B#MAMD 20 BRZIZHEZ T3 THRY, & nE
E I R L OFR P A 2018 45 3 A 5 H £ TICHWIETZ&, Fo, M T WM (TERE ML O BE
FE [T G D IS oW CE, A IR S LiE<ES 2018 42 6 H 5 HETETHIEMNH

8 EC Health & Food Safety Directorate-General (2018). TECHNICAL GUIDELINES
"MRL Setting Procedure in Accordance with Articles 6 to 11 of Regulation (EC) No
396/2005 and Article 8 of Regulation (EC) No 1107/2009
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ESHIC, B#MAAIE 2017 4 11 H 15 A THHZE0, INEEOR AT ERVHELIZOWTT 3
IR AL L D FEHE Bk - B o « B NS DWW T IR E AR AT ROE LA EL TS 3 I H
CRAIFIER 6 7 H) DR T HIRAFBO LI ZEE72D,

4.3.2. MRL 3E B89 %% F Hif

MRL SoiE BRI K E SN T35 O# MRL O 13, MRL 51& EIFOBAIBAIAAR D 20
H#%2 D THHH, MRL 31& FiIF 084 1E, MRL ZH 24 NMWE, 5 =E, FEEZ ORISR T
5Jo0c, BAIOBE R, @E ., BAAARD 6 B ABESN TS, 7272 Uil G 2N 3870
LaE, r— AL — AT T M E AT 525D, 7o, mL L OVEEE R ED LR
TELDOTHiUEL, MRL AT L TOEE R ELZIDIDLHIEL AIRETHLEINTVD,

7285, MRL Bl & FIFIZE G BEEREL720 7V DT, BINZEE S MRL 251X FIF 5810
HREZRELZSL, WTO IZIEE L, 60 HFOa A MARAZRITAZL LS TND,

TR 5y DX BT O AAGR AR RL L OFR FTETE LIZHED MRLEUE DA 1., FRIC
FHEEEIL TV, iprodione O TlE, MRL 2ED AL 2019 45 1 H 10 HEIE, B#
A 20 HHAIZ3E%h, 2019427 A 31 Al ESITWDHIEND , AR ATHWELIZHED MRL
DOWEX, BHEOWEDOHA LFEL, 6 4 A MO TN E2ONHb0EEbNs,

4.4. EUNORGRBHICRLIZE

R IRHERIANL, H<ETH EU SENIZEB T DD IRER] R L O O R 7y 0 iz
THHMTHD, BRI R, BLREHE RN TSI, EU ATHET 50
XD HEAEZESF LT AU e b7, FREEEER R ESN T D RIEOHIZIE EU TI3KR
IWTORWRIES B EITND,

1T, BEMAIIZIX . N <L D18 FEHEDHE - A TSa0, BUR CHEAL TV D
RN W ELIE L ESNTZ 6 M AT MERy DIRFEIIEE LSS 3, MRL 3857 LT
WDRRY A - fEOTBIL AT RE CTh D, 3705, HARTERE - G L7- & 5T, N <EL
PeZ AT HEHESITE D FRE L TS (FTREMED B D) B AT DWW T, EU @ MRL %3 &
LCWARRY, EU TOHRANEE (LSBT TR,

Ll N <ELMEIC ZD A KGR L 72 o To 5 B IR T, — RIS Bk BT DO A KGRI
MRL OSEBITO, BH 1L, 7 74/ MED 0.01 mg/kg, F/2iEPE MG Ui FERIED
MRL &L TR ESI, iR BRI TN AT iE ThiLiE 0.01 mg/kg LOBIRWMEIZER ESND L
tLdd,

MRL 235 T IRIE CH D5 E . DRV EELL RILEZ2D | AW %~ F # D5 O R a4
BB DL, FEMHERA R OFENBAET L ELHVELILDOLETHEIND,

TEWNZ 3517 2 it 1% DIGTERL /3 7% B A I R LT Rl A it 2 28 B2 bd iy, 7
—APF IO TG A IREB, T —FZHTICEBUG T HITIE, DRV OaARNETT J13
WHELIR A,



EBIT, B T IRIEOREIT M 72> TE, JERD BB R FHE D LIRS T HTEICEE S
SHRHEFIRMEISRL | 24T SEPIRE B O B LA TR L 20| i O MR MR LI fE B E SIS
LITHY RN <ENEHEA B TOL RIS D5 6B Z N0, HERIDHIE IR
ESND AN DD, ZO%E | AAKGBLRSTIENER S (H A TIHARSIL TSI LA HIHR)
Gkt L T L, O E EU SIS 256 RUBRIERIC S T 20 HED RIEL LY T —
Tar (GE) b B L2203 LR,

4.5. iprodione MOl

BRER T AKTREZRD | ZOFER MRL b A H S 72k OFEL T, iprodione O LT
(2R LTz, iprodione I X5 I EEICED FEREAM O Fe . 23 A8 KL ONH FLHEIC FL-S N 40 iie»
ELVE, B ONTZE DD D DBLEING | KGR Al TSI S, 20 MRL H3
ANTOEEMISH U FIRIEDS R E SN2 DO THhD,

iprodione OW AW ELMEDHIE FEHEIL, 1HFEUE FED A DA HEME) I2FE SV Tng
M, A% FHEETH W <ELMESD Y RIS AU IH MRS 1| iprodione ETRIBEIS, B ek 58T
AHKFE720 . MRL IR T RRAE (E723— A 4D 0.01 mg/kg) 1T ESALD ATREMED EV
LEZLND,

&

iprodione (X A AR EU THBERAKGE G 40 Tt B3 FITH WO NDFE Al T D, EU TD
BRERSNWIBRITE M) 2013 4F 12 A THY | FHEZ O BERIH O FEE s RS Turens, 7
i FE 2N R E 3 LY EFSA TORHITE T3R5 & B ilRIT 2018 4210 A 31 1
FTIER STV, ISR E O EIE 2015 4F 11 A 3 HIZ EFSA IZfRah,
EFSA DR @EEIT, 2016 4E 11 A 28 HITKINZEB SITEM 4L, FONZE B 2T E 5
HEEERRUAEY) - B - &b - R ER B S OREERE T, 2017 4 10 A 6 HIZHKREEL
7

A 5

RN Z B 2O RS ETIE, SONTZERPOEMER ~DOBRELE OB RO SEE N
Y. #HI (EC) No 1107/2009 (PPPR) D3 4 4:(1)~(3NTHE SN TV ARG KA 7=
LTV S a7, EMEREA~OIREEIX, KR, AN BLUON W <ELMETH S,
7235 WA WA ELMEIZ DWW T, A EIIE OB E FMER E AT CTh D70, [HEEHEIC DX
TN S ETE A T DTN DWW <EMEZ B THLHR2EINTHD THDH, Z0 RIZE

° EC Health & Food Safety Directorate-General (2017). Final Renewal report for the
active substance iprodione finalised in the Standing Committee on Plants, Animals,
Food and Feed at its meeting on 6 October 2017 in view of the non-renewal of the
approval of XXX as active substance in accordance with Regulation (EC) No
1107/20092



LU T DI ~REN TS,
- iprodione (%, EU O#E— 3 TIIHBAMED T —2 ([ZHFSILTND, A Rl0
EFSA ORI CRBAMEDT AV —1B, AFIEFEMED TV —2 (3T REZLEDIREN
Zo A RIRETLIAGER IR AW T, FR IR 1T, MRL BREITERDHAITED S
N7 7+ VMEZBA ST PPPR )& II 5 3.6.3 HOENAMEWE) IO
3.6.5 H (N W <ELW'E) OB A w72 L TR0,

W ZE B 213, 2O B2, iprodione & A 4 AV i AR # 5L L . PPPR
#29 F(DITHESNTWAEM: BEOHHI (EU) No 546/2011 [ZHlESH-#E— R HIZ
fii7= 3 H D TIE/e< | iprodione OB G IKFE T RETIIRWEDRs A LT,

FANC LD RRKFERE

FRofma i Ex ., 2017 4 11 A 14 BfF00HA] (EU) 2017/209110{ iprodione ™
BRERAKFTIT AR L RN ERE ST, ZAUTHEW  TEME R O GRIR L Z R L2 B A (EU)
540/2011 OBGEBATOIL, AKGIEVER 7 %Hﬂ%zbt[ﬁ)%i(/\~k A EOHLHIO T TG
SNTTEMERL Sy, 73— B: BIATD PPPR O F CHRGBESAIIH MR 53 DY AR) D /3—k A BHIER
Sz, -, N ENT iprodione & 32 RERL L OFR R Z 2018 423 A 5 HETIZ
IOTE 28 (3 7 A MORT) | 72, 06T I (TR S O BEHE - ik - IRFE - 4 ) 12D\ Ti,
MR E LIE< LY 2018 4F 6 H 5 HETETHZE GRATHWIELY S 3 4 ABORT) H3H
ESIT,

MRL D E

BT, 1HMER ) iprodione DX ERAGRMIEN Y, MRL O EM1TH T,

iprodione ® MRL (345 (EC) 396/2005 (MRL #HI) O EE 1T (2 S TVD28,
Bt 3 111, FEARRIC B ERITIER /D MRL Z U350 DO Th D728, A8l Bk H03 A7K
RBLIpoToZ b, B E I BHIRT 20BN H D, £7-. MRL HHIE 18 SKICit~>TC, #Hith
FRAUEZ MRL ELCRRE LR T IULRB/2, T X TOFEMIZK 95 MRL 24 H IR SUE £ THl
T E. FOME %I}fﬂaiv AR T D SN TS, BINZE B &1E, EU O FEHER AT
Sk 1={ON TEZ?’F?OD WZED, WO DPES O R S IE RIS T AZENFTREE DFE
wma R, - WTO fa:)l L TEGMFEEIZ MRL M EIZHOWTOIA NS, ZHLEE LT,

10 COMMISSION IMPLEMENTING REGULATION (EU) 2017/2091 of 14 November 2017
concerning the non-renewal of approval of the active substance iprodione, in
accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the
Council concerning the placing of plant protection products on the market, and
amending Commission Implementing Regulation (EU) No 540/2011

11 COMMISSION REGULATION (EU) 2019/38 of 10 January 2019 amending Annexes
IT and V to Regulation (EC) No 396/2005 of the European Parliament and of the
Council as regards maximum residue levels for iprodione in or on certain products
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BAKEIZ MRL 245 R ERIRE, MRL (ZB4 2 AIOMEE 1T I ShTng
iprodione ™ MRLIZHIBEL . [ft)&E V IZ iprodione D& MRL ZILE A2 L E Sz,

SESN-MHRE V T, TR CTOEMIZHL, 2N AR R E 0.01 mg/kg
(D AEDHH, 2 A7) ~0.05 mg/kg Gk -a1—b—72&) 73 MRL L CRRESIL TS, AHH
£ 201941 A 10 HHfIE, B#HAM 20 H#ZIHE), 2019 4 7 H 31 H b1 (BRI 2
% 61 H) S TWS,

4.6. N BHI<EEZETHEHESNSAREMNHSHEES
4.6.1. T—H~R—X

W< ELYE /< ELE D FFEIZ DWW T, 2L DA/ RIS Z 2o E S
HEL, HEZHAITLTND,

[EL# BB 318 (United Nations Environment Programme: UNEP) (%, N0 i< SLE
(EDC) FHEICEHTHSESFRA=U T F 7L Ea—2 LT, L a—R RIS S f%RE
(BURF, PEZESR, T RHIA RS LOVER) ICEDBEAF D BT 7 R AR REIRA = T F 7 THY, &
7t 28 IzDIFE D,

ZhHDHH, EU REACH SVHC VAR, SIN VAL, BT »~—2 DWW <EULFE
T2, ARl EU OYERAELFERE, N <ELREICEI 35 WHO/IPCS

T, D72p<Eb 1 DORUEL 7B AHEHE (3722 h A FEEH SN E R O

ﬂ-fﬁﬁ) T T HELT, EDC BIOWTER EDC OFFEIZEL T, bR ERA =2 TF 7 L3R

D, ZNHDA=L T F T TRESNIZ 45 DLW E/WERFICOWT, SHICRHIi A T> T
Do

F72. UNEP ODBFLIzA =7 F 7 D—2lZ, 2000~2007 4EIZ EU BMERRLTAL FWE
EDC Bt AN3ING 5, ZOUANT EU DN U< EAL W E el O Mk . 00 Hp GOk
TESHL, LVFEMICE AL Ea—T510h 7> TORENEN I HWAZEE BRELIZH O TH
%, Rl 2 DZNHIREREC BNV AR T v 7 L T N < SLEN R & &5 555 MEIZHW

T, ZRICOT ARG, BT ST L DN W <ELYEH OFHIiZ#8 T, 428 W& % 173V
—1. 2, BXOV3a, 3bIZHHFHEL TS, EAT7TIV—DORNFITLL FDOEETHS,

AT A) =1 AERREMITIBN TN WE D <ELT DIEDRELLR 5D 72t 1 SOWFFEN

5 (ERRFHO BT T 7 a—FTlidzn),

12 UNEP (2018). Overview Report I: Worldwide initiatives to identify endocrine
disrupting chemicals (EDCs) and potential EDCs. July 2017.
13 (1) EC DG Environment (2000). Towards the establishment of a priority list of
substances for further evaluation of their role in endocrine disruption. - preparation of
a candidate list of substances as a basis for priority setting.

(2) EC DG Environment (2002). Endocrine disrupters: study on gathering
information on 435 substances with insufficient data.

(3) EC DG Environment (2007). Study on enhancing the Endocrine Disrupter
priority list with a focus on low production volume chemicals.
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T 7Y —2 N WI<ELD FTRENE D 8D, IR AT IV TN Z D <ELT 2 Al RetE %
AT in vitro T =030 5, WHWN<EERNCED, TN <ELERIZESZ20 Y in
Vivo TOREL & e, #EEMTRS I OGN T 2B RICLHALH D,

7173V —3a: UANMIE D 572D OFFFRIARMU T2 (N 0 <ELICBI 3 20 2035511 T
WD, NI <ELIE R Z R 35 180E1Z72 1) .

ATV —=3b: T —F P2\ FT 07T — 2B ELILTOR,

(BT =3 IEZRICOTEDRBEOR P THT IV —a, b DEBIEITHEINT 272D T, FIiH
OFETIEEBINSI TR, )

4.6.2. HHAETIA MAZOE(AXE) ICHEASATLSEERES

UNEP (ZUARNT w7 S CTWDIE L, 4 B0 ERAED T TH W< ELEE A 5L 4]
EESNDATRENED E<, F72 EU OUARNTHTIY—1, F720F 2(FRDOICAT1, CAT2)) /04
SNTODWEIL, 4 BIOHE D T CEEINSFHMES IS IR RV EB Z HD,

ZZT, DRETIARBIODNAEOHH (2 XE) I A SN TWDZE DLW RIEIE PRI
DT, WHMWELIEE A T 5L HESND ATREMEIC DWW TIRAE L7,

TFRIZ UNEP 310 EU B 5eU ANZ BT DIk ILZ R LT, UNEP ICUARN Y » 7SI TV D E
IZ1O ., ¥z EU OUANIBITL LTIV —ITeMdRE, BAE4AY, BLOREDZNZE IO
TOA7aY—%1CAT1, CAT2 % TRLTc, ek, aAHEZXHDOZENZEIUTHWBA TS
BIAIRUEOT, lF OO TSR EE L TRldkL T,

a2, XA SN OB EIROH T, UNEP IZVARNT v 7 &S CVDE DL, 77 2
— ) BEOVTFF = A—=DIEDF T LT LD 3 FEETHD,

—J7, EU OBFVANTIX, TAFAN Y BB TF A — A= DIb v 3T v rat
T AFTAh, TR T FTLNATA)—1 12, 2,4-D, VUV AN S ATV F =TT A
V. 7araZ X BIXOYTFA =N A=NDILTVT AR HTAY—2 EZITND,

ZNHLOMEDOBK D MRL 1L, BEEHNREKRE R ST GAICEASIND T 7 4/VMED
0.01 mg/kg (ZxFL, S EDIZERESINTNDZELHY, EU 2B B FRRILE MRL Dk
ERIE T+ T T DLENHA),

K1 JRFGETERRSy EN W <ELEZ AT D L HESD ATRENE (f]: = A, =2.X)

EU P ishe < AL
xtg ‘ wg |MRL (mglke) EU priority list
R34 . UNEP
e A.&)Dﬁ% B4| EU | 2017 L= S I 22 wo
N: &L e | wp | O

2 A 12,4-D 2,4-D A =] 0.1| 0.1 CAT2 | CAT2 | CAT2

T XA B EY  |Azoxystrobin A |[=£[02] 5

RUH Bentazone A |[=A]02] 0.1

A= Buprofezin A =405 05

717 ~Z =1 7 a|Chlorantraniliprole | A |2 #|0.05| 0.4
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b
i

EU

N4 EsH>< Bl

‘ wg |MEL (mglke) EU priority list
B34 A B UNEP Eh | B
N:&L X HA| EU | 2017 i | A wE

—J
7 v )L Y R R AF )L |Chlorpyrifos-methyl| A |[=2A4|0.1| 3
VA=Y A= Chlorsulfuron A  |=A]0.05| 0.1
a7y R Clopyralid A (=X 2 2
raFyr=r Clothianidin N X1 0.5
DAL SN Cycloxydim A |=£]0.05|0.09
oonm Ry v Cyhalothrin N |=#]05]0.01*
UL A RY v Cypermethrin A |=2A[09] 2 CAT3a| CAT2 | CAT2
vraay—)u Cyproconazole A |[=£]01] 0.1
TNEARN) BEO] @QHEE LTRESHLTY
oA Ry %)

Deltamethrin A a A 1 CAT1 | CAT2 | CAT1

Tralomethrin N
DA Dicamba A |[=A£[0.05| 0.3
Y7« /) a7} —, |Difenoconazole A |=2A[02] 3 CAT3b|CAT3b|CAT3b
CI)TITT Dinotefuran N |=A| 2 8
T 7 = 7'v v 7 X|Etofenprox A [=A[05] 05 CAT3b|CAT3b|CAT3b
7« /%% 7 w7 x| (Fenoxaprop-ethyl X, EU
F v Pesticide DataBase [ZI¥dl < | = £ (0.05| 0.1

TR

Fenoxaprop N

Fenoxaprop-P A

Fenoxaprop-P-ethyl
Tk T=)v Flutolanil A |z A 2 2
ZN¥ ' ueXxd K |Fluxapyroxad A |=A| 3 5
TR FR— B Glufosinate N |=£[0.3] 0.9 CAT3a|CAT3Sb|CAT3a
o7 AbKSE Cyanides: ca.lcium, N |=ax|20| 15

hydrogen, sodium
U Ak (EU T‘Zi;‘) I:flﬂk?%& LTD| 2101 | 0.05

MRL [FFE ST RV

Aluminium A

phosphide

Calcium phosphide A

Magnesium A

phosphide
AIX a7y R Imidacloprid A (=X 1 |15
A= Iprodione N |[=#£]|3.0]0.01% CAT2 | CAT3 | CAT2
A TaFtT Isoprothiolane N |[=A[10]| 5
~TF A Malathion A 22X 01| 8 CAT2 | CAT2 | CAT2
A NSV Methoprene N |=X[50]| 5
/N7 a—h Paraquat N |[=4£]0.1]0.05 CAT3b|CAT3b|CAT3b
vYIh—7 Pirimicarb A [=4£[0.3]0.05
Y IRAAT )L Pirimiphos-methyl A |[=£(0.20| 0.5
A=V A= Prochloraz A |z X 2 1 CAT2 | CAT3 | CAT2
Tavrafy— Propiconazole N [=X[01] 15 CAT3b|CAT3b|CAT3b
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EU Pariin> < Bl
x5 ‘ wg |MEL (mglke) EU priority list
B34 . UNEP
e A'&)D%J‘%& Ak BU | 2007 | B8 | FE | ma
N: 2L &g | &Y H
= = NS Pyrethrins A |=A| 3 3
Frouaz v Quinclorac N |[=A| 5 5
AE YR Spinosad A |z=X[01] 2
7 b AL T Y L Sulfuryl fluoride A |=£]0.04| 0.05
TTaf—) Tebuconazole A |=22]0.05| 1.5 | © |CAT3b|CAT3b|CAT3b
T77x) YK Tebufenozide A |=A[03]| 3
FrruasY R Thiacloprid A = X1 0.1]0.02
A= =% Triclopyr A |=A103]| 0.3
; U 7 a3 A b nu t|Trifloxystrobin A laxl o 5
X |Copper compounds|Copper compounds 22 — | 90
(Copper)
TEHZITYR Acetamiprid A |=X| 2 |09
CFAANNRA = ((FResm 0&ED X 10 | b
Maneb N CAT1 | CAT3 | CAT1
Mancozeb A CAT1 |CAT3b| CAT1
Metiram A CAT1 |CAT3b| CAT1
Propineb N
Thiram N © | CAT1 | CAT3 | CAT1
Ziram A © | CAT2 | CAT2 | CAT2
v )E—h Bifenazate A |=X[0.7] 0.9
Av¥mrY/ a7z |Spirodiclofen A |=X| 2 | 04
v'7 7 v X ku bt |Pyraclostrobin A |=2X| 2 1
RAHY K Boscalid A =X 10| 2
AIF a7y R Imidacloprid A [=2X07]| 1
T af—)u Tebuconazole A |[=X| 5 5 © |CAT3b|CAT3b|CAT3b
; U 7% A b e E|Trifloxystrobin A l=xl 3 |05
7 x> 7m/Nk Y |Fenpropathrin N |=X| 5 2
ATV Fosetyl A |=X]150]| 75

GEE)* iR TFRRME

5. AWM EMEIZDONT
R DR FEF A I 2 I D BN 2 i &2 2R B (EFSA) O =7 A MIH#S L T DN 514
<ELEIZEST5 Q & A% LIFITRLT,

14 EFSA "Endocrine active substances"
http://www.efsa.europa.eu/en/topics/topic/endocrine-active-substances
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http://www.efsa.europa.eu/en/topics/topic/endocrine-active-substances

5.1. A9 BREFIAM ? L EREICEELZOMN?

W WRITIRN DR NVEL D53 SR A I - B 50 W RO Ry N — 7 Th %, A/VE
AT, R ERE, IR, BLOEEI LW S S R RER EB S5 ETRLZED TE AW
{LFEHETHY, ERIBEZ S TS, HIET HITE AR Z T DL ERARVEATIZAD
D ETHD, NWWRITEMETHY, ZORNTHRVE Db E T2 BE/ERIL, SESF2
EWFHIBLOER TR ERICEL SIS, ZOVAT LAOR R RILEE R EER LT
Do

NSRRI ENTIR > TZORSRE AR BT 72 D & BEIRIA LR . NERCHLFEDO D70 E | K<
NIRRT D ZENBD, Fio, WHMWSRONELDS, e RIEORE B R E L5 XD
T AREMD B D,

5.2. A BEEYDE LI, ? TR BHIEDE IERCH, ?

W INEPE BTN W RICH BEAEH L2 T LI T 26 P E ThoD, ZIUTSESF
IRERIE TAL D, HDHBDIE, KIRDTFNVEAMUTODNIER TROWLISZGIEILTED, KK
DFRNVEL DL T HZELED, HOLDIIENORVEL DEEEZ 20D, RIKOFLVES
BT HORBEBRAE L2205, EEARZLT, IRDLOEBIILTLLAETIT RNENHZ
ETHD, WHWRIZIL, ZNOOWEOMWESCH &, 2307 | B O, Rl 02 RIZ
JECCZIHO RPN L, # ST DRE D385, 2O N UWRDRESNERHZ I3 IS R85
NI TAEFRROFAE | LTI D, LU, 2O BTN A EREL T ISR T5G. 2o
DYEIIN i< ELE L XA D,

5.3. LR BHIEDYENDESATNIOMN?

WM IN<ELIE A~ DIELTRIZ Lo T B OO BT, F2ZZ2 0B DO EJEO T T, AFHE
BRHND FTREME N R RDIEN DD, MUY TORT AND, P, W< ELIEIC
FORERENSIZEZEND ATREME DR ENE £ TS, ZRHOFT R Tl EMERIZIS T
DEFERFEADREEREGE O | WAWRBEREEDRAERD EAINRINTND, 72720, 20
FRMEI DT RCTE | ATERERO BB B8 OMO BN Tldial, WO <ELY
BB ST 2R AR, PERYZRE D TIERU N,

5.4. AR EUEYDEIRACZTOMOMEPICHEETEON?

FL=BIE, BRI, 2SRRI INEEW B ITIZ<ESN TS, ZhHOWEIL, beb
EHHEOBFIFIETHLOLHIUL, EFOTEEIOREREL TELLILDOLH D, BiHICHEDLE
FETHRNVEAEHAZRTWEOHIELT, Ty B, KEHGBIZEENTNDLIEN
AV T TR RO IO AN R D, tOFIEL I HEICE ENHT VT LY
YIRHIT B, ZOMEIE, BRLEACLDM PRI ESERIEE TOIRTIVERED AT
(T2 b IEME AT AL MEOREICEE) AL T B2 b5, B EHIM IS
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ZENDDLNFWTEIEE OB, HOFEO BRI R M B EHI WD NDE AT =/ —/L A
(BPA) 228 DIFN, X AFF3 %2 PCBs DI RBREH Y E 2 X b5, N WIEIEWE o
I, ZFOWNGUNEPEIZAE B LT, BERABITEIE S (B AR, BRI LT DR I
ERSNTWDLEDOLHD,

5.5. HEEREDKIICLTIASBIEERAIZRET HDM ?

EFSA 1%, HOWE A W/ <EWBE L A72 3121 IRD 3 DO B T- S 72l UL 72 5H72
WEW) TERARAERE RS (WHO) D E #4 KRLTWA 5 1 ICH EREBEOIFE, § 2 [CHNDUWTE
PEDFFAE, 55 3 122D ZHORERER, BN EERIE 2017/18 2, ZAM R B L OHEY
RFER D SN ELE 2 RIE 5720 O OB AR E LR BRIRUTZ, &4EY

BT D HERLET 2018 4 6 H 7 BEn . MM IRGERLLICBI 5 Yl 2018 4
11 A 10 2B HED, EFSA & ECHA 13, ZO¥E ZEO FERR D@ H 5 1EIZONWT DT A
XU AEFRFEL, 201846 A 7 HIZAFRKLIZ,
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6. IEFRAIFER

COMMISSION REGULATION (EU) 2018/605 of 19 April 2018
amending Annex II to Regulation (EC) No 1107/2009 by setting out
scientific criteria for the determination of endocrine disrupting
properties (Text with EEA relevance)

W< ELPEDFIEIZB T B PRI EZ HLE 352812
Xv. #iH (EC) No 1107/2009 OMf/EE II 2 ET 5
2018 4 4 A 19 HAEINZEEBESHHI(EU)2018/605
(EEA BHi#E )

THE EUROPEAN COMMISSION, Having regard to the Treaty on the
Functioning of the European Union, Having regard to Regulation (EC)
No 1107/2009 of the European Parliament and of the Council of 21
October 2009 concerning the placing of plant protection products on
the market and repealing Council Directives 79/117/EEC and
91/414/EEC (1), and in particular Article 78(1)(a) and the second
paragraph of point 3.6.5 of Annex II thereto, Whereas:

PR Z BT, BONE G OBBEICBE T 258025 EL. £7-
FE AR D ETi7 b NS R 54 79/117/EEC BL W
91/414/EEC OfFEIZR 35 2009 4 10 A 21 H BN
uaaz:ioJZ()\fE%/\ﬁﬁél(EC) No 1107/2009. %D

8 £(1)(a)BLUMEE II 4 3.6.5 HHDE 2 Bka %
FEL\ VRN ot P NACN SN N

(1) Scientific criteria for the determination of endocrine disrupting
properties of active substances, safeners and synergists, should be
developed taking into account the objectives of Regulation (EC) No
1107/2009, which are to ensure a high level of protection of both
human and animal health and the environment, in particular
ensuring that substances or products placed on the market have no
harmful effect on human or animal health or unacceptable effects on
the environment, and to improve the functioning of the internal

market while improving agricultural production.

(1) IGMEWE | SEERHR L O DHI OWN < ELEE
HIET D0 ORERFEHEL, H1]] (EC) No 1107/2009
O HMEZELTRESN R UER b0, YaZi o B
FIE, BN B R OB O REFEZ2 S QN BR R 0D [l 45 4 il SR R

LUV TCIRET D8, R, iz cflim e Xk
OB OREFRICA F R 8% KT T 2870 FBRBRICH
B CEIRWEE RIFTZENRNIINCTHIE, 72BN
EAFERUEEL SN OMREZ SGET 2281255,
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(2) In 2002, the World Health Organisation (WHO) through its
International Programme for Chemical Safety proposed a definition
for endocrine disruptors (2) and in 2009 a definition of adverse
effects (3). Those definitions have by now reached the widest
consensus among scientists. The European Food Safety Authority
(‘the Authority”’) endorsed those definitions in its Scientific Opinion
on endocrine disruptors adopted on 28 February 2013 (4)
(hereinafter ‘the Scientific Opinion of the Authority’). Such is also the
view of the Scientific Committee on Consumer Safety (5). It is
therefore appropriate to base the criteria for the determination of
endocrine disrupting properties on those WHO definitions.

(2)2002 4=, AR (WHO) 1%, Z (bW E %2 4
PEEBE 7 17T 5280 T, W< UL P E O ERa i
2L (2), 2009 FITIFAEEHOEREZREL3), i
HOEFRITS TR FET-LOR Thb IR ar e adis
STWD, BN 22 epB (T2/7))1%, 2013 4= 2 H 28
A AZERIRE NI N0 W< SUL B2 B 3 5 B 719 LR
(4) (LU T Y JRoRFER RAR ) IZB VT, 2B O EFRE 7K
LT, HE AL 2R Z B4 (Scientific Committee on
Consumer Safety. SCCS)® R fi#b [F4% TdHh5 (5), fit-
T NI <ELIEA I E T D720 DR, Zhbo WHO
DERIIESLZENHEY THD,

(3) In order to implement those criteria, weight of evidence should
be applied considering in particular the approach provided for in
Regulation (EC) No 1272/2008 of the European Parliament and of the
Council (6) on the weight of evidence. Previous experience with the
Guidance document on standardised test guidelines for evaluating
chemicals for endocrine disruption of OECD (7) should also be
considered. In addition, the implementation of the criteria should be
based on all relevant scientific evidence, including studies submitted
in accordance with the current regulatory data requirements of
Regulation (EC) No 1107/2009. These studies are mostly based on
internationally agreed study protocols.

(3) 2 DHIE D E M T- - Tk, FrCRON S I &
OHEE2HAI (EC) No 1272/2008(6) ICHlESN TV
AEMLO EAHSF T T a—F 2B RL T, GELOE A DT %
M RETHD, MEFWE DN W< BT B3 D
WAL SN RBRIET AR TA L ~D AR AL E IR DH L
HTORBRLEE T RETHD (7)., EHIT, ZOHERMED I
i 1%, HAl (EC) No 1107/2009 \ZRBIFHH4TOT — 4 H
TRZ > TR SN B2 & X CTOBET 2R #HRE
LU HESRETH D, ZNHORBRITEICEEEMICAESh
T2RBR b LIRS VTS,
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6 | (4) The determination of endocrine disrupting properties with | (4) EMEEIZBI T 2N W <ELMEDHIEIL, BRI/ £
respect to human health should be based on human and/or animal | 72IZE#) COFELZIE-S& BEEO N3 <EWE B IO
evidence, therefore allowing for the identification of both known and | #EXI AN W <ELWE O H ORI EN TEDHLNTT
presumed endocrine disrupting substances. TTho,

7 (1)0J L 309, 24.11.2009, p. 1. (1)03 L 309, 24.11.2009, p. 1.

8 (2)WHO/IPCS (World Health Organization/International Programme (2) WHO/IPCS (SO fet b B8 / [=] B AL o W B 22 4 1
on Chemical Safety), 2002. Global Assessment of the State-of-the- ), 2002 . TN <EALFIE OB FRIBURIZES
science of Endocrine Disruptors. WHO/PCS/EDC/02.2, publicly % 4 Bk OBLFEE T o FF 4 ) WHO/PCS/EDC/02.2,
available at http://www.who.int/ipcs/publications/new_ http://www.who.int/ipcs/publications/new_
issues/endocrine_disruptors/en/ issues/endocrine_disruptors/en/ ( H A& & W X

https://apps.who.int/iris/bitstream/handle/10665/
67357/WHO_PCS_EDC_02.2_jap.pdf?sequence=2
&isAllowed=y) T/AE,

9 (3)WHO/IPCS (World Health Organization/International Programme (3) WHO/IPCS (5 et B8 / 1] B AL 7 W B 22 4 1 G
on Chemical Safety), 2009. Principles and Methods for the Risk [#]) , 2009 4. [ & 5O L E OV A7 FHMIZ B 325
Assessment of Chemicals in Food. Environmental Health Criteria BITOKHE . BEGRBEZ 47V T 240 |
240, publicly available at http://www.who. http://www.who.
int/foodsafety/publications/chemical-food/en/ int/foodsafety/publications/chemical-food/en/ T &

B .

10 (4)'Scientific Opinion on the hazard assessment of endocrine (4) TN WH<ELEFED T —REHmIZ B3 28719
disruptors: Scientific criteria for identification of endocrine fift s N W< ELE D RIE 72 DN S E N s & 2
disruptors and appropriateness of existing test methods for TErORRFE S L OBREA~DOEEZ TN+ 57O DBEF DR
assessing effects mediated by these substances on human health BR 715D Z PRI DWW T OR R 72 L AE | | BN & A
and the environment’, EFSA Journal 2013;11(3):3132, doi: 7 4= #% B (EFSA) Journal 2013;11(3):3132, doi:
10.2903/j.efsa.2013.3132. 10.2903/j.efsa.2013.3132,

11 (5)Scientific Committee on Consumer Safety, Memorandum on (B)HEBEERZARTZES WOoWH<EWEIZET 5%

Endocrine disruptors, 16.12.2014 (SCCS/1544/14).

#£.16.12.2014(SCCS/1544/14),
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12

(6)Regulation (EC) No 1272/2008 of the European Parliament
and of the Council of 16 December 2008 on classification,
labelling and packaging of substances and mixtures, amending
and repealing Directives 67/548/EEC and 1999/45/EC, and
amending Regulation (EC) No 1907/2006 (OJ L 353,

31.12.2008, p. 1).

(6) 54 67/548/EEC #5118 1999/45/EC DIETERL
OIS TNTHEN (EC) No 1907/2006 OfEE%ff
I MEBIWNEEYMONIE, HRBIWAEICE TS
2008 & 12 H 16 HoOKKINFESBLIOEHESHA
(EC) No 1272/2008 (OJ L 353, 31.12.2008, p. 1).

13

(7)OECD Series on Testing and Assessment No 150.

(7) OECD stk - fifis V—A % 150 %.

14

(5) As the specific scientific criteria laid down by this Regulation
reflect the current scientific and technical knowledge and are to be
applied instead of the criteria currently set out in point 3.6.5 of
Annex II to Regulation (EC) No 1107/2009, they should be provided
for in that Annex.

(5) ABLAITED bz BARR 72 B E LI, BfED
BERr) R KO iz ek L7zb o THY . HLHIT(EC) No
1107/2009 K= 11 O 3.6.5 HEIZHESIN CWDIALT
OO DVIZHE AT RELDO THAIEND | 2O M E R
HEIHHOM B CHESNDLNETHD,

15

(6) In order to take into account the current scientific and technical
knowledge, specific scientific criteria should also be specified in order
to identify active substances, safeners or synergists having
endocrine disrupting properties that may cause adverse effects on
non-target organisms. Therefore point 3.8.2 of Annex II to
Regulation (EC) No 1107/2009 should be amended to introduce

these specific criteria.

(6) BAED BRI B L OO 5 RAEBBICANDT-DIZ,
A AE M B R RAZ L 72 WO < ELEE A
DIGTEYVE | SEERA FII L DA E R E T D7D DR E
ORVERHE R ELBLESNDRETH D, > T, B
(EC) No 1107/2009 [ft)&& I1 D5 3.8.2 HAEEL T,
ZNHD R E DY) ESLELENT RETHD,
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(7) The Commission should assess, in light of the objectives of
Regulation (EC) No 1107/2009, the experience gained from the
application of the scientific criteria for the determination of endocrine
disrupting properties introduced by the present Regulation.

(7) BN ZEE 213, HHI (EC) No 1107/2009 o H -4
BT, AHRTEAS VIS W ELIEHIE ORL S 31
BT 5D DAL R S <& Th 2,
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(8) The criteria for the determination of endocrine disrupting
properties reflect the current state of scientific and technical
knowledge and allow identifying active substances having endocrine
disrupting properties more accurately. The new criteria should
therefore apply as soon as possible, while taking into account the
time necessary for Member States and the Authority to prepare for
applying those criteria. Therefore, from 10 November 2018, those
criteria should apply except where the relevant Committee has voted
on a draft Regulation by 10 November 2018. The Commission will
consider the implications for each procedure pending under
Regulation (EC) No 1107/2009 and, where necessary, take
appropriate measures with due respect for the rights of the
applicants. This may include a request for additional information
from the applicant and/or for additional scientific input from the
rapporteur Member State and the Authority.

(8) AR 43 Wam < ELMEH T FEHEIT | BUIR O BEF 0 - B v i Jn
RAERBLIZHE DO THY N W<EMEH T HIEMEY EE
LV EMICFFETHIENTED, o T, ZOHHIE FHUE
X, Z O IS 7= IR E &Y RSB -5 Wi 1 %
EBRELIZHZ T, CELLETREHEINDZRETHD, fiEo
T, Bh#EZEE S 2018 4F 11 H 10 H £TICHAIEERICH
U AaBRE ZOFENEL 2018 45 11 A 10 AN DiE
M R&ETHD, BMNEE ST, HAI(EC)No 1107/2009
BIE DGR IR OF Fie & IIx 32 BAMFL ., LIS
U, HEEH ORI+ c B E L S0, M) fE 4o T
EThD, 2T, HEEE ~OBIMEROER, BLOYF
oA Y 00 B [ 36 KOV R~ DB MO B 1 o> FE
KL nd%,
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(9) The measures provided for in this Regulation are in accordance
with the opinion of the Standing Committee on Plants, Animals, Food
and Feed,

() ARANTHESN TODHEIL 8D, B8, BREHBL D
EEHC BT 2 HEEZ B RO B RICESTb D THD,
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HAS ADOPTED THIS REGULATION:

ABHIZERAR LT,

20

Article 1

LIRS

21

Annex II to Regulation (EC) No 1107/2009 is amended in accordance
with the Annex to this Regulation.

HiHI (EC) No 1107/2009 D jeE 11 %, AR R O g &
(- TEIET D,
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Article 2

%25
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23 | Points 3.6.5 and 3.8.2 of Annex II to Regulation (EC) No 1107/2009, | AFANc LA E#% O A (EC) No 1107/2009 Dfift g &
as amended by this Regulation, shall apply as of 10 November 2018, | Il ®% 3.6.5 THIB IO 3.8.2 11X, HHIERICELCEER
except for procedures where the Committee has voted on a draft | =723 2018 4 11 H 10 H ETIZEEL =LA D FHixx bk
Regulation by 10 November 2018. x,2018 4 11 H 10 A2 bi#EHT2HDET 5,

24 | Article 3 %345

25 | By 10 November 2025, the Commission shall present to the | BRMZEESIE, 20254 11 A 10 HE<TIZ, #HI (EC) No
Committee referred to in Article 79 of Regulation (EC) No 1107/2009 | 1107/2009 ®%F 79 KRICEDLILTWDHEERIZ, AHHI
an assessment of the experience gained from the application of the | 2LV A X7z N3 i ELPE I E O BHFE R E FEHE O i
scientific criteria for the determination of endocrine disrupting | FIZEVELNTRBRICOWTORHMEIZ R T 55D ET 5,
properties introduced by this Regulation.

26 | Article 4 %4 5%

27 | This Regulation shall enter into force on the twentieth day following | AT, RN E SO BE#ICHEES SN TS 20 A BIZHEZ)
that of its publication in the Official Journal of the European Union. | 7%,

It shall apply from 10 November 2018. 2018 411 A 10 Ao HT 5,

28 | This Regulation shall be binding in its entirety and directly applicable | AL, ZDOEKIZOWTHE DB HY, T XCTOMEE

in all Member States. Done at Brussels, 19 April 2018. For the | [CEE:EH SN,
Commission The President Jean-Claude JUNCKER 2018 4 A 19 H, 7Vay&IZT
RINZ B R2RFE LT
ZB K Jean-Claude JUNCKER
29
30 | Annex II to Regulation (EC) No 1107/2009 is amended as follows: | #iH] (EC) No 1107/2009 ®fft)gHE II ZLL FDOIIHEE

ERAN
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(1) in point 3.6.5 the following paragraphs are added after the fourth
paragraph: ‘From 10 November 2018, an active substance, safener
or synergist shall be considered as having endocrine disrupting
properties that may cause adverse effect in humans if, based on
points (1) to (4) of the sixth paragraph, it is a substance that meets
all of the following criteria, unless there is evidence demonstrating
that the adverse effects identified are not relevant to humans:

(1) %5 3.6.5 D 4 BIEDR%IT, DL FOBREZBINT S
(2018 4= 11 A 10 H2 b, IEMEME  FEEEEGH £/ 133
DAENT, 5 6 BelE D (1) 05 (4) TIZIE SV THIBT L 74 52
LU T DR MEZ T Tl T WE ThLG AL, FrEShf
EVEH AR BN S A IR T REILAS RV RY | BERC
BEEREZLTOLT RS H DN W <ELIEE AT HE R
RTHOETS:

32

(1) it shows an adverse effect in an intact organism or its progeny,
physiology,
development, reproduction or life span of an organism, system or

which is a change in the morphology, growth,
(sub)population that results in an impairment of functional capacity,
an impairment of the capacity to compensate for additional stress or

an increase in susceptibility to other influences;

(D) 2B R F T OFRICAEEMNEZ RS, Z2TH
FUER LT RE DG . ROTRAN A~OMERES) DR
5. FIAT T DMK T DESZ D TIHE LG & T
AW, R E ) SEHOTERE, AHY k., JEE, &
YEEIIIF MO EE D,
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(2) it has an endocrine mode of action, i.e. it alters the function(s) of

the endocrine system;

(2) N3 ABE DB F 2 35, 370N RO
PRREZ LS ED,

34

(3) the adverse effect is a consequence of the endocrine mode of
action.

() A FEIEHD . MU A BEDOIEREF ORI THD,

35

The identification of an active substance, safener or synergist as
having endocrine disrupting properties that may cause adverse
effect in humans in accordance with the fifth paragraph shall be
based on all of the following points:

HOIEVEYE . FEEREA E7 3L eEMCA EENZ
BAF T AREVED D DN W< ELIEZ AT 3278973 55 5
BT LR O3 A~ T RIHESWTRAI T 5b0 &9
50
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36

(1) all available relevant scientific data (in vivo studies or adequately
validated alternative test systems predictive of adverse effects in
humans or animals; as well as in vivo, in vitro, or, if applicable, in
silico studies informing about endocrine modes of action):

(1) AFHREZR T X CORE T R 2/ 7 — & (ENE2 I3 E)
WNZHBITHA FEERN TSNS in vivo BEBRFEIT 1471
FRRES AV ARORRRBR S AT s FT TN R < ELIE BT
DOFEWMNESND in vivo, in vitro, bLUTRE Y T84
I%. in silico #Bx)

37

(a) scientific data generated in accordance with internationally
agreed study protocols, in particular those listed in the Commission
Communications in the framework of setting out the data
requirements for active substances and plant protection products, in
accordance with this Regulation;

(b) other scientific data selected applying a systematic review
methodology, in particular following guidance on literature data
which is listed in the Commission Communications in the framework
of setting out the data requirements for active substances and plant

protection products, in accordance with this Regulation;

(@) AHANTHEW FEERRICE BESNTiBR 7 mhaL g -
THE LRI T — 2 | TR PEE 6 O R L T,
DT —FEEHE T ORI T, FRINEER=ZI2=
r—ar OYANMTHEHF I TWDERER 7 o b i iE> THL
BLIER R T —4;

(b) AHANZIE N, AT =T 4y /LB a—D FiEfmai L
TERL-ZOMOB AT —H | FRI2 IEEYE B L OE
YRR O T — 2 B HLE T DRI T, BRI Z
Baala=r—1arOVANIBEHIN TOD kT —#1
B2 A A>T HL TRIRLIZZDOMoRH 57
_&O
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(2) an assessment of the available relevant scientific data based on a
weight of evidence approach in order to establish whether the
criteria set out in the fifth paragraph are fulfilled; in applying the
weight of evidence determination, the assessment of the scientific
evidence shall, in particular, consider all of the following factors:

(2) 55 5 B I THUE S CO DI E FEHEZ T 72 L T D0 A7)
ZEE T D7D D FEHLDO EAHATT T 7 —F IS <FIH
FIREZR B} 7 — 2 DFA, FEHLOD B ST L2 A
W DB B AIREIL O BRI AR, L RO R TOE
[PRpe=d ABAN G F N AN SV AN
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(a) both positive and negative results;

(b) the relevance of the study designs, for the assessment of adverse
effects and of the endocrine mode of action;

(c) the quality and consistency of the data, considering the pattern
and coherence of the results within and between studies of a similar
design and across different species;

(d) the route of exposure, toxicokinetic and metabolism studies;
(e) the concept of the limit dose, and international guidelines on
maximum recommended doses and for assessing confounding

effects of excessive toxicity;

(@) BGERE SR MR RO W ;

(b) A EFEM 3B KON 43 WA R AE TR DO REAI 26 - 5 kiR
FHAL DY

(C) 7T —2 DE LB, BT A L E 2D WA
7o BR ORI N LR ORE R DG — L —B WA B ES
D

(d) 1 T<EERRIE . BN RE 706 L OV ;

(e) (R M EDOBEE . BROR KHER ] & LI O mFIED 4L
KN RATM T D7D DEBTART A,
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(3) using a weight of evidence approach, the link between the
adverse effect(s) and the endocrine mode of action shall be
which shall be
determined in the light of current scientific knowledge and under

established based on biological plausibility,

consideration of internationally agreed guidelines;

(3) FELDO EAAHT T T a—F 2 H\O, A EEREND WA
TEFRREFr L O MO BENMEZ | A E IR IE SV THEE
LT iUE7e b, 2O Fr)Z R BUROEH Y
HRIZHROL , FERBRMIICA BSNICHTARTA L 2B B LT
HWT S 2bDET D,
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(4) adverse effects that are non-specific secondary consequences of
other toxic effects shall not be considered for the identification of the
substance as endocrine disruptor.’;

(4) B2 2 NI <ELVE LR E DB, T DA EIE
MO FEENEH O I FAY 2 “IRBIFER THLHS A
JELTIEeblewn, 1;
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(2) in point 3.8.2 the following paragraphs are added after the sole
paragraph:

(2) 55 3.8.2 HOBKE D%, LLTF DB A BN 5,
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‘From 10 November 2018, an active substance, safener or synergist
shall be considered as having endocrine disrupting properties that
may cause adverse effects on non-target organisms if, based on
points (1) to (4) of the third paragraph, it is a substance that meets
all of the following criteria, unless there is evidence demonstrating
that the adverse effects identified are not relevant at the

(sub)population level for non-target organisms:

(2018 4= 11 A 10 H2b, IEMEME | FEEBEGH E7- 133k
DAENT, & 3 BelE D (1) 05 (4) TIZIE SV THIBT L 74 52
U T OREELT Xz T WE ThLGE 1L, FrEShicf
EVEH AR BN LA IR T REILAN RV ERY | BERC
BEEREZLTOLT RN H DN W <ELIEEF T HEH
RTHOETS:

44

(1) it shows an adverse effect in non-target organisms, which is a

physiology,
reproduction or life span of an organism, system or (sub)population

change in the morphology, growth, development,
that results in an impairment of functional capacity, an impairment of
the capacity to compensate for additional stress or an increase in

susceptibility to other influences;

(1) IEREM £ T OFFRICAEEEMZ~T, Z2TH
FUER LT REDRE . RORAN A~OHERES) DR
5. FIAT T DMK T DESZ D TIHE LG & T
AW, R E ) SEHOTERE, AHY k., JEE, &
YEEIIIF MO EE D,

45

(2) it has an endocrine mode of action, i.e. it alters the function(s) of
the endocrine system;

(2) WSRO E-IE 2 A %, T70bb, WriR
DREE LS ED,

46

(3) the adverse effect is a consequence of the endocrine mode of
action.

() A FEIEHD N UsABEDOIEREF DR R THD,

47

The identification of an active substance, safener or synergist as
having endocrine disrupting properties that may cause adverse
effects on non-target organisms in accordance with the second
paragraph shall be based on all of the following points:

BOTEMEME | FEFREPRA FI T IL AN FRAER AW
FVEMZ KIZ T W ReMEN D DN 3 WA <ELMEZ AT 570289
DNEL 2 BRISE LR DO _TO mUZ ISV TRk
LHDET D,
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(1) all available relevant scientific data (in vivo studies or adequately
validated alternative test systems predictive of adverse effects in
humans or animals; as well as in vivo, in vitro, or, if applicable, in
silico studies informing about endocrine modes of action):

(1) AFHREZR T X CORE T R 2/ 7 — & (ENE2 I3 E)
WNZHBITHA FEERN TSNS in vivo BEBRFEIT 1471
FRRES AV ARORRRBR S AT s FT TN R < ELIE BT
DOFEWMNESND in vivo, in vitro, bLUTRE Y T84
I%. in silico #Bx)

49

(a) scientific data generated in accordance with internationally
agreed study protocols, in particular those listed in the Commission
Communications in the framework of setting out the data
requirements for active substances and plant protection products, in
accordance with this Regulation;

(b) other scientific data selected applying a systematic review
methodology, in particular following guidance on literature data
which is listed in the Commission Communications in the framework
of setting out the data requirements for active substances and plant

protection products, in accordance with this Regulation;

(@) AHANTHEW FEERRICE BESNTiBR 7 mhaL g -
THE LRI T — 2 | TR PEE 6 O R L T,
DT —FEEHE T ORI T, FRINEER=ZI2=
r—ar OYANMTHEHF I TWDERER 7 o b i iE> THL
BLIER R T —4;

(b) AHANZIE N, AT =T 4y /LB a—D FiEfmai L
TERLEZOMOB AT —H | B, IEEDE BLOE
YRR O T — 2 B HLE T DRI T, BRI Z
Baala=r—1arOVANIBEHIN TOD kT —#1
B2 A A>T HL TRIRLIZZDOMoRH 57
_&O
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(2) an assessment of the available relevant scientific data based on a
weight of evidence approach in order to establish whether the
criteria set out in the second paragraph are fulfilled; in applying the
weight of evidence determination, the assessment of the scientific
evidence shall consider all of the following factors:

(2) 55 2 BE I THUE S CO DI E FEHEZ T 72 L T D0 A7)
ZEE T D7D D FEHLDO EAHATT T 7 —F IS <FIH
FIREZR B} 7 — 2 DR, AEHLOD B AT LD H A
W DB B AIREIL O BRI AR, L RO R TOE
[PRpe=d ABAN G F N AN SV AN
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(a) both positive and negative results, discriminating between
taxonomic groups (e.g. mammals, birds, fish, amphibians) where
relevant;

(b) the relevance of the study design for the assessment of the
adverse effects and its relevance at the (sub) population level, and
for the assessment of the endocrine mode of action;

(c) the adverse effects on reproduction, growth/development, and
other relevant adverse effects which are likely to impact on
(sub)populations. Adequate, reliable and representative field or
monitoring data and/or results from population models shall as well
be considered where available;

(d) the quality and consistency of the data, considering the pattern
and coherence of the results within and between studies of a similar
design and across different taxonomic groups;

(e) the concept of the limit dose and international guidelines on
maximum recommended doses and for assessing confounding
effects of excessive toxicity.

(@) Bttt REFRVERE RO W F , MBS TEM TR 248
(RFLER, B, O, AR E) 2RI T 5;

(b) AFIEMBLOZ D () L L~ TO BT DO FEATL
BELOWNWRAERBE ORI T 238 BRT A D%
BTk

() EFEB LR/ FZE~OAEEM . BLOE) £
WA 5.2 DAlReMES m W Do B+ 28 EEM , FIl A
ATRE T AU, B U TERPED @ AR IS T — 2 0E
=BV F—H CETENE T IV EL IR RS E &
TRETHD;

(d) 7 =2 OE LAY, T A ORI LR D5
BAD AW E T3 BR O FRBR ] 72 & NZEABR N O KD~ Z
— e BMEERETD;

(e) IRA M EOME, BILOUR AHERE &L EDFMED AL
NIRRT D2 O DEBRHIHT AR T A,
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(3) using a weight of evidence approach, the link between the
adverse effect(s) and the endocrine mode of action shall be
which shall be
determined in the light of current scientific knowledge and under

established based on biological plausibility,

consideration of internationally agreed guidelines;

(3) LD EAAHT T T a—F 2 A\, AEERENDUWHR
TERRE T L OO BIENEZ | A PRI Z IR IE SV THEE
LT iU 7e b, 2o Fr) R BUIROE 7Y
HRICHOL, FEBEMICA BESNIEHTARTA L 2B @ LT
HWrIHLDET 5,
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(4) Adverse effects that are non-specific secondary consequences of
other toxic effects shall not be considered for the identification of the
substance as endocrine disruptor with respect to non-target

organisms.’

(4) HAWE % | FHAER AT AN DWW <ELE L E
THERC ., 2D EVE A MO FEMEVER O IEFBAY 7 Ik
HIFE R CTHLEGE . BEL TULRB0, |
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7. EPAFREARAMKESE II R
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ITORT UL BIa,
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B EERRHE TN FNDAERINDZEN DD,

(a) BafpEH— RO K IC, T —FERMEEFTm E LS hiz,

(b) ZDIEHIT, HE b, RO THHLEARSITEY, REICKH T HEHEERmD D0
IZABERE TV,

2.3. KB DR
VBTG U T, KGR 6 RITFEHSN TODRIFB L ORIRD X G2 L7252 0305,

WA NMREL, RSN REREE - EOE B RIT WD, ThbbIEEYEE

29



il [RAT & TLAVERR TERWEHIWT L7256 . TS O IRE R T 57280 OB IO Ha i35
TR E S T HIGE B I A L B2 T Rb i,

3IEVE B DALY
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2,
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S7RBDTRTIULRB720, "

3.2. 34

TP RAE R O — D LU LRI HBRICOWT, Yl R LAY, B BRI
ot H OFER BLOBLIER M H A Z R L TSI DO LI LN SLRES NI A
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fRESLRET DD+ 5372t DO TRITF iR 7e b7,
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HIZHOWTD Y OFE AT 7= 34T He-5<, HAI(EC)N01272/2008 DHLEIHEST-4y
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