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the Implementation of the New Criteria
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Mika Ota

After the Plant Protection Product (PPP) Directive 91/414/EEC and the Biocidal Product (BP) Directive 98/8/
EC were replaced by the PPP Regulation 1107/2009 and the BP Regulation 528/2012, respectively, an active
substance (AS) having endocrine disrupting properties that may cause adverse effects in humans or in non-target
organisms may not be approved in principle. However, new scientific criteria for the determination of endocrine
disrupting properties of active substances were set out and applied in 2018. In this article, the data requirements
on endocrine disrupting properties, the criteria set out temporarily, the specific scientific criteria laid down, and
the assessment procedure after the introduction of new scientific criteria, etc. are summarised.

L BHIC

W4 (European Union : EU) Tld. 199947
5WINZEEZ (European Commission) #3545 diEL
PR IZBH 5 4kMm%  (Strategy on Endocrine Disruptors)
ERE L., ZOWKIEAEE L CEUY: (legislation) @
BRI FENEL 72, BESTTHH N2 EMTDH M
YiRaEELY, (Plant Protection Product : PPP) o _Lili
129 2354 (Directive) ¥ K U IEB ST X
NBHETH %54 94 PG, (Biocidal Product :
BP) @ EiiicBid 2622 hiciE x it - 7-PPP
JHH] (Regulation) ¥ X U'BPJHHITIX, WEMEHE
(Active Substance : AS) DK:E (Approval) 1ZBHbH 5
Wb Ay bt 7 HH#E (Cut-off criteria) & L < i3
PEBRHEUE  (Exclusion criteria) 78 12k b RJRRERE
¥ (Non-target organisms) (ZHEZE A KIFLFS N
SribdEELYE  (Endocrine disrupting properties) % A4
LT ENKDIAENT,
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PPPHIHI T ¥ K OBPHLHI N COIL B ASIZBE 3
%7 — 295K (Data requirements) (Zi&. P dHEEL
PHZEAd AT — 48N E N7z, LALAERSH LW
BHEAAPHIWFEUE  (Scientific criteria) AYE%E X 412018
FITHH SN2 2Tk, WRELME A E T 52085
2 DOFIWHIZ I E R 2 FEUED S S 7z, B LR
HPHIWT R HEE I BR UL N ELI B R 2 D A A4
& v Z (Guidance for the Identification of Endocrine
Disruptors) AR X N7z, F 7N KRR KGR
B (Renewal of approval) ASHIEE & M7= {L2AMEAS
VZBE U TNt L 2 £ o & 5 125§ 2 22 23 BLE
g A

b7 2 7 -2t Tk, REEUDOPPP
RBPDASIKGR /KGR H DT ORI WA & %
FEha L, TR/ KR XA AT > T&E 72 N
ALEDH M2 ASTRRR /KGR O P ICEHBE A TR &
Ko TER0, WHMWHRELIEICBE§ 2 7 — 2 25K,
B HEHE R T LR I W B HE 12D 22 N 43
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PEELYEDFIW. B U FE22 0 ] 7 5 48 5w FH A 2 7K
IR F S S ML EWBEASICB 4 5 N5
IEELME OB 2 U L C X 2, ZOERAE D &
12 KR TiE. PPPHLAIT 5 X OBPHEAIT TOL
PWBASO N R ELEEICBE T 3 F— 2 BWRE L @
120 EESHER R L W E AR R IZ B D W 72
Sy WAE AL O HIWT L 8T U ) Dy 35 8 5u D i
IZIKRERC KGR 2N G & M7z B ASICB$ %
W W ELYE DRI FIE, 2 U T LB ASH N 5
WAL 2 A3 % LI X 22 G ATk U 5
IZDW TR T %,

EUDPPP/BPiES T COADAEELM (CRIH 2 HTE

FREESTE TR E 2 B T & 2 PPPO L2 BE Y
5484 91/414/EECYV &, 19914E8 H19HIZEUE#H
(Official Journal : O)) IZAFK I hiz, JERESET
i X h 385 CdH 3BPO EHiIZB¥ 5 $54798/8/
EC2i%, 19984F4H24 HIZOJ AL 7=,

N3 WA BLAL 0 B 5 2 KRN R A B e 13
1999 IZHRIRE 72D T, PPPHEH B L UBPHESIC
. 2D 19994 DWME L T - 7z,

PPP#i4191/414/EECOME®E (Annex) VIIZiE
PPP Ol Dl S5 HI| 235 & M7= 28, NG il
FBEENRTOEI -7z,

MR S TTAICHBHR S M= LA WBEASICB§ 5 7 — %
PORICE NP ELIEICBE§ 2 7 — 2 SR IZ & £ h
TWEhro7z,

BP{54798/8/EC T ifE & VIO [BP I & T (Dossi-
er. HEEHERB L OF—25y 75 —v) FHtioitH
JRHT] TSN B P BREIC T 2 e 8 e LT
M2 L TEHEINTOE, L2 LAEDRSIH
JEEIAL &K CHIAIZ B O EASICB$ 5 7 —
2 BRI R ELIE I B § 2 7 — 2 BRI kR I
EENTWENHT,

19994E DMk DIHH (Point) 6.3 [N 7T 7> 3
v (Long-term action) | @2, PPPRBPDO» 57 I
) —IZIET 2WE TR AL EE Y 2+ (ED
(Endocrine Disruptors) priority list) (Z45#k X 11724
E%%ELTHT%%%M%%@&%%@%?&&
EDTREN T2, 1999F- OHKIEIZB L Tk, #
KOLAI20014E9, 20044E5, 20074F9, 201147 & 2 ]
i S i,

20044 DX H 213, PPPIEH91/414/EEC T TldN
TRIRELIE 0 & S A A TERE T % AR A B s 7
B, B SN BT E SRR ) 5 7R (Organi-
sation for Economic Co-operation and Development :
OECD) 12X DK (endorse) XK, ZTh b &G
BRI DAY B L1252, ZhETORIZ
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AV OO P BTN WHREL O WTRETE D & 2 B IZ Y
LB 2 BEET 2 Z &AL EehTHEh, v
KO»POPEIZEAL TEEET 4 79 4 7 LiklR
NEFE N TS L STz, BPIE498/8/
ECPFTId 7T — 4 ZERIZBIT % 77 4 &~ 2 OFARi 3.
# (Technical Note of Guidance) MR X N 7=28,
IO EDOEREH TN OO Y FFE4 v+ (End
points) (ZBIL T, MAMEICEFR S L < I3fEUHE(L &z
MR ERFEL B 5722 e ST,

20074F-DCET & FA UAERIZAE S h -3 Bk
7a b ABFEL B 5727280, PPPIES91/414/
EEC I TIZASO N R AL O REIZ ) 2 & -l
TR EFR T ENWT LRI NTED, Y
111 O FLEETA OB TN B EL D W REE D & B
PEIZBI L CENERB 2 BEE L. WL 22 0WE
ICBIL TR T 4 79 A 2 LR 2V5EhE X 1T
W5 Z ENiLX Tz, PPPIE491/414/EECIZiE
b 5 ¥ ULOPPPHIHIE O T, NI ELIE
R SN 72ASIE, RE SN ABIENREH &ML F T
ANDIEZEPMH LSS (negligible) & D TR

DRI ZZE T 2 5 8, FREBAIGPE L 350 TNk
BEEOEBEEIE T TH A5 Z e Eh T35,

20114 D |EFITIX, Hr LOPPPHIHIFTiE, e b
ICERE R RIT LIS 2N IRELIE 2 4 5 L ReE &
N7-WE I8 (authorise) TEARWZ &R, 20134F
12 H & TIZRRINZ B 213N o R ELYE O BHE ]
HEIZBE D B BUE OFRPUCAENT THE (draft) #3087
BT ENLENTND, FREANOEEIZB LTI
A ERE L2 RIT LA 2N WL 2 HT 5
WEEREATE RSN, LALADNL, B
DO E L3R5 | IOV T,
N3 WAREELME OO B 9 Iy B UE & $20R 4 2 #8751
BIMNZEE SIS a5 72,

R U PPPRIHI & JHL L 7= B & BPfE I i
b 28 LOBPRAITE DAL Z LIl > Tz,

PPP4§4791/414/EEC FCid. 2006%-12H12H (0]
ARSI N3 OASKERIER ($5752006/132/ECY),
F842006/133/ECY, 48§472006/134/EC1D) TIRKFE5
& U T bt L O FRBE D S I S ER X e,
U2 UZs s 5 S IR N 0 i SLIC B 47 5 OECD
DT AMFHA K T4 (Test Guidelines : TGs) DFF
PREL24ELIN & HlE X h 7z,

KRS & U TN it ELYE o 5 IR O 42 ) % TR
L7-ASHRZRIEATIE, eI 4 794 2 ikl
FhiaBRK L 727 — 2 ($5452009/77/ECY) & {F1E
T5, ZORBOFEEBERLIZRYIDO T — X Tld
TR IZASDO KFEH T & 5 20104F1 H1H 2 5 24F-
PN E % 520114E12H31H & X hz,
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OECDTOR A REL HICEIH B BRAR 7

OECDHE [t A E IZB§ % OECD T
OHHL] 212 & % &N R ELE %2 B 3 2 (LR
ERPET 58 LWOECD TGsDO R R MEAFDOECD
TGsHEH D=2, NI WHHELYIE Okl s K OSGTH
(Endocrine Disrupters Testing and Assessment :
EDTA) (ZBA¥ %3~ v —7 (Advisory Group :
AG) 219964 1ZE% . &z, TOREM L — T2k
0. [ IWEELE O GER & S = B4 % BE& ) 7
L — 247 —2% (Conceptual Framework : CF) | HME,
Ihiz,

2012412 OECDaAMR & &2 V) — X (Series on Test-
ing and Assessment) 150& L CAK I 7z [{L2FE
DN REELEGOREHET 2 b H 4 K54 VIZB§ 5
HA LY ZACE] DI, W IRELE Ok & &F
iz B A2 MaN 7 L — 247 — 2 OWIM (Original)
& 20114 1ZEDTA AGIC K D &ET /588 & 7z 5k
SNz, WETRICIZEDEHICBIfR 5L E L 615
FRBRE 2B & 7z, 20114 ET DO CFIZiE, OECD
TGs# K OREUERER T & U TIAAET Bk, B S L
AR ZE D FAR T 3 W45 ELETATE | £ FH W) e 2 ki
M E 7z,

ZDHA KXY ZLETIE, WMHEELYIE 1320024
DO TR AR (World Health Organistion : WHO)
[ NG5 WAL B O B2 BUIRIZ B3 2 b ER T
DOFHli ] Wicit > TEFR SN, MEN 7L -9 -2
IR E N T BB R 2 ED X 5 ISIRT % »
IZOWTDHA &Y 2t xhz,

20126FAEKD H A & v 23 HICHH < h, L
BON R ELIEHEOFERET 2 b A4 N T4 Vi
BI4 2 4 4 &4 2 2 XFHI50ET ] 19 & LT, 20184
ARSI,

EUDPPP/BPIRAIT TORSMREHICREHS
BE

PPP{54791/414/EECIZ. 20094F-11H24HIZ0J A%
XN 7=PPPAIHI1107/200910 T, BP{E498/8/ECIZ
2012476 H 27 H1Z0J A% & 7z BPHIHI528/201210 12 &
DEZWHZ 5Nz, 26 DOH LOHHITIZASO 7K
RIZBED B VDO S Ay b A T HUER U < I3 PR UE
PRUEE N, ThoORMEIZIE e MBS L RIFL
BN BELEE AT A2 oA Eh (B
HIJ1107/2009Fff J&& EI1E H 3.6.5. 1 HI528/20125555
(1) (d)). PPPHHI1107/2009 T 13 Ik L1y 4 112 M5
BERIZLBINWREAMAET 228 H o b
K 7 HMEITE DA E Az (BLHI1107/20090 i FT1H
H3.8.2), BPMHI528/2012 T3 E D gk, 7
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fili. 78 % & OYHIPR (Registration, Evaluation, Authori-
sation and Restriction of Chemicals : REACH) 2B
% BiHI1907/200619 DZE575 (f) I & UHE595 (D 1ZHE -
TN IEELME AT 5 L RE S 7256 @ PEERAEUE
IZEED A (HHI528/20125555% (1) (d)) .

W ELE 2 A4 5 Z & TH o M 7HUES L <
EHERRFEHEIZEE M LT . G2 B 72 I3 RS
fi C/RGE & WTRE & 3 2 BUE A PPPRIHIT1107/2009 T &
BPHiHI|528/2012 F DWW HUZ E/FIET 5,

PPP#{HI1107/2009 F T, & bR JERER) A4 Py i B
W E KX LEINIMERLE 26 T5Z 8 Thy b
F 7 HEHEIZREY U T A (D ISHEDZMF 2 X T
G 72 HIXFHA (derogation) & U CH4EZ#H A 2\ iR
TIRAWRE L 7 5 (BLHIT107/20095545: (7)) . BP
FHI528/2012 N Tid. b MIEREL KT LA SN
WHRELMEAZ A5 2 & THRRRIGHEICRA Y L T 3855
@IZHEDOSFKMED D5 & —D &Nz, &
fieffi (Candidates for Substitution : CfS) & A&7 &,
VBl D IKERIZ S 248 2 R ©L RGBT &
A IR CrIBEE 255 (BiHIS28/20125855: (2), 4
4% (1), 5105 1) (@),@).

N 53 WA LM D B2 1 ) iy 55 4E (S PPP AL 1107/
20093 K U'BPHHIS28/2012230J A%k E M7= Tl
WEINTEST., FIERHIEESrBRIRE N £ T
&, S fEERE%E (Classification, Labelling and Pack-
aging : CLP) HiHI|1272/2008'9 125 > TR AN (Car
cinogenicity : Carc.) #73V —2& 45t (Reproduc-
tive toxicity : Repr.) #7573V —=2i253 ST %8 L
KB ENENEYWEIE, NHWRGLEE AT 5 LRk
e XNz, MMAT, Repr2iZpfidhTnnd g LK
B ENERNEYWE TN WA E IS B A H 35
BENMWRAELE AR T2 & WA Ligd & S hiz,

3 R LT O B Y W HE 12 B L T3 PPPAAI
1107/2009Ci320134F12H 14 H & TIZERINEZ B S 135
K& Pn, BPHIHIS28/2012TI320134F-12H13H & b
HNZRONZ B 2235 IRT 5 Z B HE STz,

PPPOAL W EASIZBE 4 % 7 — % ¥Ki%. PPPHA
4791/414/EECHHEHIIOASHKGE  (=FiHIE BTN DU
(Inclusion)) 2T A FL DO F— 2 HERKD/ S —

FAIZIEE X Tz,

PPP#5491/414/EECHt @ & TREE & 7= BLE 1%
PPPHLAI1107/2009D 350 H 2> 518 71 H LA BRINZ
BEIZK ORI NP OERNCEIRITENE 2 L
120, ASIZBIT 5 7 — 2 BUROHE IS, ASIZB
57— A BURHHI & UT20114FR6 H14 H & TIZHRIN &
h5Zlitho7z (BHI1107/20095845% (b)), 2011
FOHIIHIZOIAZR S NAZASIZEET % 7 — & SR
544/201120 T (2 PPPH 4791/414/EECH )& EH1LD N &
EIBENAEB L5 EMRNT WS,

fFRILFE 2023



BONES (EV) IS5 (T B EMRER G/ /N F ¥ 1 FREIOFEDEORDBBEIEOT — 2 Bk & HIEES SOHFHMEEERROFMFRE

BIEDORI A& Z R L CF — 2 BOREH 2 & 1E§
% B (BLHI1107/20095578%: (1) (b)) 1ZHEW. AS
1ZBE9 5 7 — 2 ERHI544/20111%, 20134F4 A3 H IS
OJ A X NT=ASIZBET 5 7 — & BRBLHI283/20132D
ICEDEZMRZ Sz,

ASIZBEF % 7 — & BERHLHI283/2013 Tk, L)
BASIZET % 57— 2 BURIZEE O S — A
ENiz, 78— FADESH (Section) [#EME & SR
DEHS5.8 [ZDfhdmM ik TIZHH583& LT
NP IEELYE A . S8 [l ] TIdEE S
[BHEk X2 OMMOEEEHIMANORE] Thk
VCHEHES2 [KAELEMANOEE]| FTizzhZhEH
8.1.5% K U8.23& L T aLE % 7 — 4 Bk &
LGB 7=,

ASIZBEF % 7 — & BORMIHI544/2011Tld, 7 — 4
FORIEH ISR A F 94 V&L Tz,

ASIZBH$ % 7 — & BUREHI283/2013Tld, &7 — 4
FORFEE SIS 2B ik e 4 & v Z 3R OE#R
FHEE TN ThS ORI ZRlosGE L L
TOJRAEZENBZ &llho7z, ASIC$T 5T — 4%
RITHHIET BBk & 4 & v 2 GEOWE BRI EE
(Communication) 2013/C 95/0122 & L CASIZEH4 3
7 — & PR AI283/2013 & [6] H 0201344 H3H 1Z0]
NEENTZ,

WAL D 7 — 2 R T 52 51H5.83. 8.15%
& 1U'8.2.3MD i ER /7 11320124 12 OECD A BR & Sl &
)= 21508 LTAR I N [{LZEME O N5 i L
PEHMOREHET 2 b HA RS54 VIZETEHAL & 2
X#E| OWMAR 7L — 47— 212X TR
HETh -7z, ThoOikEifdi% Table 11279,

ASIZBIT % 7 — 2 SR BIHI283/20131%. OJA%KH
20134F-4 H3 H D20 H #% 0201344 H23 HIZ 340, 2014

LECIEN N Test methods for the determination of endocrine disrupting properties of ASs indicated in Communication

2013/C 95/01 (O] 2013.04.03)

Reference to Part A of the Annex to

) Test methods
Regulation 283/2013

Included in Level of the
the OECD CF  OECD CF

5.8.3. H295R Steroidogenesis assay

Endocrine disrupting properties (OECD TG 456)

O Level 2

Hershberger bioassay in Rats, A short-term screening assay for (anti)

androgenic properties
(OECD TG 441)

O Level 3

Stably transfected human estrogen receptor-alpha transcriptional

activation assay for detection of estrogenic agonist-activity of chemicals O Level 2

(OECD TG 455)

Uterotrophic bioassay in rodents, A short-term screening

test for oestrogenic properties

(OECD TG 440)

O Level 3

Pubertal development and thyroid function in intact

juvenile/peripubertal male rats assay

(US EPATG"! 890.1500)

O Level 4

Pubertal development and thyroid function in intact

juvenile/peripubertal female rats assay

(US EPA TG 890.1450)

O Level 4

15-day intact adult male rat assay

(US EPA 2007)

O Level 4

8.1.5.
Endocrine disrupting properties

8.2.3. Fish short term reproduction assay

Endocrine disrupting properties (OECD TG 229)

O Level 3

21-day fish assay: A short-term screening for oestrogenic

and androgenic activity, and aromatase inhibition O Level 3

(OECD TG 230)

Amphibian metamorphosis assay

(OECD TG 231)

O Level 3

Fish sexual development test

(OECD TG 234)

O Level 4

*1 US EPA Series 890 Endocrine Disruptor Screening Program Test Guidelines. The acronym ‘OPPTS’ or ‘OCSPP’, which is included as part
of the guideline’s number is omitted. The guidelines issued before 2010.04.22, refer to ‘OPPTS’, whereas those issued after that day, refer to
‘OCSPP’, because the office name changed from ‘Office of Prevention, Pesticides and Toxic Substances’ and ‘OPPTS’ to ‘Office of Chemical
Safety and Pollution Prevention’ and ‘OCSPP’. This name change did not otherwise affect the guidelines.
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E1H1H 2 5t (BHI283/20134555 (1) (2) 72572,
[ #H11283/2013 & #iHII284/2013% 124 » 7= LA W'E
ASDIREE & OLEMEASD KREF O F ¥ TRk
IZBEF BHIEEHEADH A &4 v ZALE] 212k B L, AS
1B % 7 — & BREHI283/2013 & PPPIZBE4 5 7 —
2 PRIHI284/201312 5 5 72 K ¥ TARIR DA A &V 2
EE, KGR HTHL844/2012 29 F D KGRE . D
¥ KGR (IHAnnex DIIN#EK) F#H7 (Annex I Inclusion
Renewal : AIR) #5327 )L — 7T &b 5 AIR3LIED KGR
B, B K OUKGEHIGEE C2014F 1 H1H DI c i s h
5Py TIsEHENS,

DFD, 204FE1THIHRREIZ Py hnfdiich s
JRARHIGE 15 & OAIRSLUBE O KGR ¢k, i
BLMEICRET 37— 23 LR TF— 2 A Eo FH
(justification) A 2145 Z L AMBEIZE 572D TH 5,

PPPAIHII1107/2009i%. OJ 2% H20094F-11 H24 H D
20 H #%020094:-12 H 14 HIZ %64, 2011456 H14H 5

- (BHI1107/200945845%) & /& - 7=,

PPPHIHI1107/2009 8 FH H LARE I K GESEHr 0D 72 8
DF Y IHARH XN TNTEAIR2IZIET 5 KEH B
ASR20134F-12 31 H & TIZRRHFED F ¥ T4
ENTzASTIZ, ASIZBIT % 7 — & BEORHMIHI544/2011
12572 R ST B DT, N EELE

IZHHME L =3 7 — 2 3FAlE LT F v iR
Ry IhiZEEFhThAENZ LIk 5,

BPOALFMIBEASIZBI$ % 7 — # BERIZDO W T,
BP#E#98/8/EC T Cid @ EF -4+ v I (Com-
mon Core Data Set) A\HEEHIAIZ, BT —% & v
b (Additional Data Set) ASHtlEEIIAIZIEHRK X T
7z. BPIE98/8/ECOMfE= TI1d 7 — 4 TRk H D
FHEDARDEE 5 7225, 20004-10 H o> [EMEME
ENA XA FPEIFNIET T2 BRO A4 &

2 ] 20T EARIN R INE D RE S iz,

BP#LHI528/2012 F T L FMEASIZBE S % 7 — 4
FRIZMBRIIZ 4 b L (Title) LcE#iX 7, Kt
R4 4 FIL1TIZBPHIA98/8/ECHIE R IA TR E

ENTOZALEWEASHE FE T — 2 2y b LR
HIMATHEDOEINTFT -2ty P BECRICEED S
N7z,

HHS [k b e@EYNOR#ME GO -FmET 07 7
A L] OB HS813 BN Fic#EHHE8.13.3 [N
WHREL]. B K OEHE9[AEREREMEER] OEHEI.10[ N

TR DR E | TR ELD 7 — 4 BRAGE N
Xhiz,

BP#HI528/2012 F D % 7 — & HRIE H o FEHNZ BY
L CiZ. Table 2 T/and & 5 1247851 DVolume I-IVT
8= FATH BIEMIER AT 240D 54 &4 v 21
BxhTns,

TR AT A & ¥ 2201347 AR 12D Tid. 1 H
81331CBI L TF BRI e ikli 7 4 & v 213 & h T
53, HHHI.10/ZB L TIZOECD TG 229 [ kG
AEREEAER ], OECD TG 230 [faffi2itHz22 ) —=v 2
RER] B X OOECD TG 234 [fEMER R ER ] 2
IRENTWz, Thb OB 4132012412 OECD
ERLEHIS ) — X150 LCAE I N [{LEWEO
NP IR ELPES P OFEUE T 2 b 74 R 54 V2B 3
HA XY AXE] OEN 7L —47— 212k h
TORBR AL TH - 72,

BPHLAIS28/20121%. OJ 2 % H20124-6 H27H 020
H# 0201247 H17 HIZ ¥ %), 2013F-9H 1 H % & i
(BHII528/201258975%) & 75 > 7z,

BP#IHI528/2012 BRI & 4 L LIZIBE DL 34
BASIZB§ 5 7 — 2 2RIk, 202143 H26H 120J 2
2 X N B IEBLHI2021 /52529 C— Gl E iz, T
OBIEHHN X D &ET < zHEB O Fi2138.13.3 [N
SrBEELL . 9.10 [PNriiaL] (SGETRIIE [5G
PEOFE]) dEERh T3, 2018FEICAKEI N
OECD:RER & 3l & V) — X150 ET I $5 8% & 7= 9
L Wik Br ik ¢, #% b OEFSA/ECHAfE /& [ A1 HI
528/2012% & UHLHII1107/2009(2 %5 1 2 EDF i D 4
A4V ZAXHE | ITHIRE N T2 ENED
AENT=,

LY ECHA Guidances which describe how to fulfil the information requirements set by the BP Regulation

528/2012

Volume number Part(s) covered Title

Volume I Parts A+B+C

Identity of the active substance/physico-chemical properties/analytical methodology-

Information requirements, evaluation and assessment

Volume II Part A Efficacy - Information requirements
Volume III Part A Human health - Information requirements
Volume IV Part A Environment - Information requirements

42  Copyright © 2023 Sumitomo Chemical Co., Ltd.
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YEEZETORD HBELEFTE

B LRI HIIEME D %8 & 2018412 & h
% % i3, PPPEIHI1107/2009 T ¢ & BPARHI528/2012
TTENMREMEEAE T 2208 5 »OHIWnIE, |l
WO 5 FLMETH 5 [HFHMFECarc.2 & Repr.2
& L < I3Repr2 T M B IS b e B2 G35 ] »
WAz,

LB G- S B 53 JHEOR & BUE L T2 fali
B Oy RN EETE S (Dangerous substances
Directive, DSD : DS$§4) 67/548/EEC3 32008412
H31HIZ0JA % & 7=CLPHHI272/20081 & 1) & &
A SN, SRR E/HETOFEEFHEV/LH I
PPP % L < IZBPDASIZ, JFHI| & U TEURAI S HETR
(Harmonised Classifications and Labelling : CLH) ®
MR E -7 (BHI1272/200855365 (2)) .

B LRI B e < h 3 & TIIERRR
(Non-approval) & LU < 137&2JEHEHT (Non-renewal of
approval) &7t —7-PPP& L < (ZBPOALFMIEASIZIE
KGR B U < 13KGRIETEHT O BRH O FR S N 73 ikt L
OEEIMICHL L2 ENFEN TS T — 200
< OPFAEL 72, PPPOALEYIEAS TidTable 3127~
U 72 KGR IETE Hrki HIJ2016/871%Y ., 2016/87239, 2017/
24439 2017/1496%9, 2017/209139 DR (recital) 1
TKEBIERE R & S M= AL B ASH N 53 AR AL O
TEHEMEICERY L - BB S h s, Zhsoficid
WRM{E225T (European Chemicals Agency : ECHA)

D) 2 7 iHliZE % (Committee for Risk Assessment :
RAC) 12X D AR X W 7-EUBMAI R R TIE A <.
DS O [HEUA 21 73 J5 %0 BN £ i e 4 4% B
(European Food Safety Authority : EFSA) #THilifa
(Conclusion) &k DK SN 72HHZEMEHHIZLDN
WAL DM R LI N T R E S r— 2
BHotze ULHALENS, WSO EHHEIZF
MU 72T &7 & PRI RGEIE I & 75 o 7P
ASIZZ < VTR EMEASOLAIZHE VT EN
SIS D RKGRIEEHIHH  fAE L 72D T, Y
TESEUE T DN IR ELME L S IR S I B b & KGRI
FHIZE23DE10DTH -7,

N I REELE OB E B RS T 5 & S 1
BASOHIZIE, Rl TORGRAAIHE & 7 5 e % G
7252 E S5 OO 72 8 12 TR & R Hs Rl
LTS24 & 5 » Ol 23 FhE & 7= LA B ASH AT
fEL 7=,

o IR OB e MR Z§% 4§ 5 & i 72PPPOD
{LAPPEAS T & 8 L W2 W HeHE 0 320 1% 127K
SRIEE A A X NALFEPWEASTIE. 20184F
10H10HIZ0J A% & 72 KR IETE Hr L HIJ2018/150136)
D & 512 % ORGSR BEELE O FEHEIZ 5% 4
5 BB E $, EFSAIZN W ENIC T E L K
IEg AR DT 72 N IMRELTE D FHmIZ RA% L T
Xhaholzkidd sz,

W o 72 AE N AT I ELE O B R UE IZFG T B &
ENTALFPEAST Y . KGRI T OYE 2358 L

e &l PPP ASs that were considered to have endocrine disrupting properties pursuant to the interim provisions of
the fourth paragraph of Point 3.6.5 of Annex II to the PPP Regulation 1107/2009

Active substance EFSA Conclusion Necessity/Negligible Former EU CLH™! RAC 0]
exposure
*2
Amitrole Repr.1B B Repr.2 B Repr.2 + EO
(2014.06.19) (2016.06.02)
Isoproturon Carc.2 + Repr.2 Carc.2 Carc.2 Carc.2 + Repr.2
(2015.07.28) (2016.06.03) (2016.06.02)
Linuron Carc.2 + Repr.1B B Carc.2 + Repr.1B ~ Carc.2 + Repr.1B
(2016.06.01) (2017.02.11)
Flupyrsulfuron-methyl e * Repr2 (2017.03.16)/ withdrawn  (no CMR'®) - Care2 + Repr.2
(2014.10.22) (2017.08.24)
Iprodione Carc.1B + Repr.2 Carc.2 B Carc.1B + Repr.2
(2016.10.14) (2017.11.15)
Pymetrozine Carc.2 + Repr.2 (2017.12.06)/(2016.12.12)  Carc.2 Carc.2 + Repr.2 Not finalised
(2014.08.22) (2018.03.09) (2018.10.10)
Isoxaflutole Carc.2 + Repr.2 (2017.06.13)/(2017.02.08)  Repr.2 Repr.2 Not ED
(2016.02.16) (2013.03.08) (2019.05.10)

Carc.: Carcinogenicity, Repr.: Reproductive toxicity

*1 Harmonised classifications and labelling arising from translation of the classifications listed in Annex I to the DSD 67/548/EEC

*2 EO : Endocrine organs
*3 CMR : Carcinogenic, Mutagenic or toxic for Reproduction
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FRPHIM R E DT RIS 5722 & T B LWRE
] i SEHE TUI N T IR ELE 2 B L e & S FURGE
%%ﬁ EN7ALFEPEASE AL T 5. 20199-5H10H

IZOJ A DKL FHBIHN2019/717371 & 0 KGEH H
& h7zIsoxaflutole 2 DHITH %,

BPOASTIE/NA A4 4 FRFEBS (Biocidal
Products Committee : BPC) DASHKGRHIFEE R
PEBRFEUER CESHEHERL M IERE M D — B R BB & fL"C
B, ZO—ERTHNFWHELIED R EHUEIZFE Y L
TN EI Db BEEIIZE5T\5, BPOAS/BL
A (Product Type : PT) OZKRHGETIE. JEKR
g (Decision) 2018/62238) TJEKRE & 7% - 72 Chlo-
rophene/PT31320174-10 H 3 H} BPCi& R &E39
22.1. [HEbRr & U AEME] Pl h7z—EETH
%ﬁ%ﬁ@m2tkm2'i@W%Wﬁﬂﬁ%ﬁTé
EHE X7z, BPOASOLAIZIZE b ANONITHE
ﬂﬁ%ﬁ?é&éhfé%ﬁ@%ﬁ@W@9ﬁ<&
G D& iﬂﬁéjﬁ X S P o &
(HiHI1528/20127555%% (2)) #3. Chlorophene/PT3D;
BiEe PAORED 2 7 FHlCHFETERNY A
MNREE SN/ Z & TIKREHMOT ohrz728
Tl o> FH CTHRGETTHE & 72 B SR & i/ LT é H
EI P ERFT MBI R 572, B LWEFERH
Uy 5 ¥4 5 ] % D 20184F-4 H23 HIZOJ A% & 7z F K
FRPLE2018/622D Fi SCIZ ik, JEARGE OB 12 N 43 ik
BIEOEEREICE Y L2 L0#id . b
FANDOEREY Z 2 5l TIHFETE WY 27 HREE
SN 72728, Chlorophene/PT3% /Kl 4 % Z & idxut]
THWEG I,

7K @ 5 H112019/63740 € K 72 & 75 - 7= Cholecalcif-
erol/PT141320174-12 H 13 B BPC & H.2&4D T20174F
TA17HIZOJAZR & 7= N s BLAE O B2 1 ] [y
FEHERLE RIHI2017/210042) CREE S M7z 8 L WA
BT I HE 12 FED N T R L E VETERIA  (Pro-hormone)
ThHdZL LD PNONGSELEER TS LS
72. Cholecalciferol/PT14DHA1Z & b NDON i
ALPEAAE U C 8 ARGEITRE & 72 5 &k & i 72 L 72D Tl
WORRE D EOSEOHB TR E NS Z LTk
720 2019%F-4 H24 HIZOJ A & W72 KEAHIHI2019/637
DHIIZ F Cholecalciferolid#HHII2017/2100 TR E & #1

7o N IRALIE D L O BEERFI I K D e b
AL 126 LIS DN WHEALM 26356545
N7z 7- D PEFRIEHEIZFL Y $ 5 A, HiRI528/20125555
(2) (c) DIFE & 724 Z & X 1 Cholecalciferol/PT14
EIRTHO0/WY & L=Z LAt T s, FHH|
528/20125555 (2) (c) & LTHlE I h =&tk id. [2
DASOFEFIZ L AT 2 & b OfERE BiofdHEd
LS BBEEADY) 227 LHIRE 2 EAFD/NERIEE
VA T ADKENZDASE KR L 5T & THAIC
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L7255 (BHI528/2012555%(2) (¢) ] TH 3,

PO EEL M DHT L VR

N3 WL E O 271 ] i S 4E L 2 BE U -C U PPP AL
1107/2009 C1320134-12 A 14 H £ TIZRINE B 2135
ZAHUR, BPHIHI528/2012TI1320134E12H13H & »
RHCHEREBE IR TO =2, A6 OHIRH %5
E T & N AR AL O B 1 ] Wy 5 HE oD B I3 AR K
I o7z, FRINEEZ2PPP/BPILED N 53 ik
ALEEDFFE R T HE R L 2 PR L 72 D13, 201646
HI5HT®H 724,

ZORELRRHCRINEB 2. [Nt sL e
EHEP IR B K UL A 4 FELSNCEES BAEU
WA B U C A o W AL R H R 0 B2 ) iy
HZVE DM BB BRI OV TORINER S 2
5 DORMER T K URIMNBEHEIANOME] W ALK L
7oo TOMBEIZN AR 2201212 A% S h
720ECDD 4 4 & v A L [AM{IZ2002F-OWHO L=
WoTEFRT S Z LR EN TN,

N IR ELE O U DRI 548 1. PPPO

1213201844 H20 HIZ0J A% X =B 1EHHI2018/
60541 & . BPDASIZIZ20174E11 H17HICOJ A%
& N7 N G B LA 0 kA 1 ) b A A 5 e A HI
2017/21001= & O @& S h 7z,

N3 AR ELIE D B LB ARl S 4E [ X PPP & BP

FITHE LA, 1A FTZ TR 5, BPOY| M LHe
2T 208 (BRI2017/2100/ @& 2 & 3
VB@)%%@E&%%%T%% PPP D | [y F: ¥4

TR B IE AR R IR O BRI Z O & ir o~ O Kt
botzt0, T @ﬁﬁﬁ%ﬁﬂﬁm‘é KO HEEEUETL
7z. PPPOYIWIEUENROJ AK S M7= D2BPX D ¥
AEN7=0 ¢ Z DA ~ND R & > THETR % 1E
BLTHORIRE 572720 Th 5,

F L ORER I HE O ] H I PPPCIE20184F-11
H10H (3{H12018/6055525%) . BPTIX2018F6H7H
(HHI2017/21005524%) & 7% > 7=, EFSA/ECHAfEX,
DEDFFED H A & Vv Z0HEIE, L9 520174F-12H
TH2 5201841 H31H O T3 £ v+ SEHEDH,
BPCO#EHH TH 52018F6 H7THIZHIZA S &5
201846 H5 HIZHRIR & 7=,

ZDEDRED A4 & v ANEIF2018EFE AL SN
72=OECD#ER & 51 & V) — X150 T I DYERR & 347
U CIER &7z, OECDRRER & 3Tl & ) — 215084 ET
i IZ & 0 A £ 72 OECD N 43 it LA EL D ik Bk & &
MZBET 2EH 7L — 29— 2 OEFIRONEL
ZDHA XY AXEBIIRME Nz, LrLansZ
DA ALV ALETONG WG L HEB P12 R
EINTHD, WEREYIZBT 2 N5 WEELED
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FREICBE L TR RAEN G572, F72, Bl
TREMALFET S 2 bary, 7y Fary,
FURIR B KO 2 7 a4 FEEAE (Estrogenic, Androgen-
ic, Thyroidal and Steroidogenic : EATS) €4V 7 4
IS THERh TV,

N IAREELTE O B L OB i e & ED R E O
HA & ZLFHIER &, PPPHAI107/2009 T T
2018fF11H10H A Sl & % -7 Z & ¢, PPPHE®
91/414/EEC T # K O'PPP#III1107/2009 T TASIKRE
RGBT e TGRSR & L TN ELIZ B3 2
OECD TGsDHRE L < 3B EDOEUTOAE N
5 24ELIN & Bl X T 7= B3 A O A A ELE D Ek
ER £ HARR 232018411 H 10 H A* 5 24F-#% 10 20204F-11
H10H &E S sz,

JRESHLHI802/2013%9) TR & M7= Fluopyram (2 137K

A& E L C2FOERES R (Confirmatory informa-
tion) DOFIMAERE N, ZDHND N 75w EL
PEICBI T 15T d 0 2 ORI IZ A 2 it EL o
OECD TGsD#R2 52 LIN. & 5 1FEOEHOIE
HHEARRIZRGE 0 D24E 212 H 72 5201642 H1HTH -

7z (BLHI802/2013F J i) . 20194F-1H24H 7 525H
IR e ThEw. B, i KOETRHZBE 3 %
WIEZRAZ (Standing Committee on Plants, Animals,
Food and Feed : SCoPAFF) — i34 (Phytophar-
maceuticals) —#:4 (Legislation) ] 3 —7 1 ¥ 7 D
FEAORITIE, MR E T SN2 5 1RO R
D FERME A2 R DA A ZFEREZH (Review
Report) SREIMZEKR L 722 LI2INA T, W
ALPEIZBE - A5 ICEE L T 2020411 H 10H & Ti 4z
ML hE a6 502 & & FRREEXET IR THE
L7l EiiE T,

N EELDO OECD TGsD W K DMIZEDRFED 77
A2V ZLFELDFL AL I TR DRI
BIb2 A XY AN LN o270, IBEBPERI AT
WEMRAMEH S FU2k 5 T2 JKGEASH
Fluopyram Dtz & LR AFFEL Tz,

W EELOOECD TGsIZBAL T, Table 4122018
.0 OECD N R ELYIE DRk & Gl 12 B4 2 W&
M7 V=267 =21 BRORE A EU PPPH LU
BPOASTOHO T — 4 BRIFH LEDFFED /A &V AL
HTHDD Lo T 5B A LA T,

1 U ORERROH BT B L3 R 12 O A 2 IR EL 14 5

NI BEELTE DR L RHEIHI Il L 4E D O J A k%
¥ K OEFSA/ECHAfERDEDYFED 4 4 4 v AL H
D AZRAZRATHT U T2 Wy 2 48 3 FH 7% 0D 9 2 W 458
SLPEREA 16 A3 PPPALHI 1107 /2009 T BPALHI528/2012
TENTNTHRE ST,
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PPPHI1107/2009 F Tld. 20184E-11H10H 3 &b
B NGFIEELYE D H U OFRRPAR IR e o H B 2 78
S H & 2 KGR B 1844 /2012 DB IE K HII2018/
1659°0 5320184E11 H8HIZOJ A% X 7=,

Z OB IEHHITIZ2018F-11H10H & v #ifiZ &R
FrHGhEE  (Application for renewal of approval) 23EH!
XN KRHEHASICEE U TS U TN gL
MBI % 3B MIERER T2 0 X8 M W2 O Wi % 5 2
DRUIE L & HITZIIIED) FETHE OUGT#HlE L
T3, NS ELIE DB LS RE ] i R 1 350
Hmwﬁuﬁmﬁib%’%@%ﬁéb<m#%ﬁ
HRHEE N HEERE S CREINGEAICGEE S h
7 (BHI2018/6055525%) .

FA Y INMEE  (Rapporteur Member State : RMS)
DIIKRFEREIZF50 5 5 L 5 » Ol & kw46
%umbfﬂ%umﬂmﬁM%U®%W®@%%E
WMSFADIC, XN Pk B ERTIETS
TrWEGA, ASOKEHEFEMNTE (Renewal Assess-
ment Report : RAR) 2320184E11H10H & TIZHEH &
TR ND T & UL MG 5206 1 B e B IS T &
RMSIZRARH IZFFE L & F ALk & 6 2 (I
844/201255 11a%k. HiHI2018/16595515: (1)) .

ASHKGRIEUEI 2352 5 0 £ 5 A Dl 2 EFSASS
FEEROT 2 DI I N F Y Tich 1M TIZ 40
ThWA . EFSAGHIifSFR 23201811 H10H & T
FIREN T NDTHIUTEFSAIZRMS & #H7% LB
MR O A % 3% 3 2% (FHI844/201258135%%
() HiHI2018/16595515% (2) ) o JENIE HODHE H AR

W3R EE3IHNHATIONHEZBA W,

IS A BEE L s < & & N msaLE o RHER
FEMEIZE5Y 5 L EFSADRMS & H#k L THEFR DT 5
N3LAEITE. TOEEHEEEI0EET 5. EFSAS
5% & 513 T34 HLANICHIGEE 2N i aLE 1
B¢ % K GRALHE I RIS 2 B s . BLHI1107/2009
4% (7) OFFIOEH O S A#HI-LTnWb T L %
ANTRERL AR T & 5 (BLHIB844/201255 135 (3a) .
HHI2018/16595515 (2)) o

2018411 H10 H & v Fif i EFSAFHlifS G 3 FRIN & h
TWTH2018F11HIOH K D ATICAREH & L < 1E
IEHEHHAEENFEERERSTREIA T AThHh
RN R S I3RGRIEHE 1SRG § 5 20 £ 5 2 DG

BT = 4R BBERETZENTE, Z05EH
EFSAIZ M 2 B554 5. BINEES» 6 BE S h
TULEFSAIZRMS & FHFK LB 4 Bk % 2 & ik
T 5 (BHIS44/201255145 (1a) . BIHI2018/1659%5
1%@). BMEROFEBIHEIZA L L83 HT
307 H&ERZ 0,

N R ELYE ORI BHE & & 122018411 H
10H 2 6M & %> 72EDFED H 4 & ¥ 2 XEIC
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LGS Test methods contained within the OECD Conceptual Framework (CF) for Testing and Assessment of Endo-
crine Disrupting Chemicals and whether they are referred to in the data requirements for ASs of PPP/BP

and/or in the ECHA/EFSA ED GD

(a) OECD CF Level 2 Mammalian and Non mammalian toxicology

Original Most CF CF PPPAS BPAS BP AS

Test method Aglglga Recently 2012 2018 Datareq. Datareq. Data req. ED GD
option Updated Point Point Point in GD

Estrogen receptor binding affinity .

2015.07.2 - - - - In-vitro/A™
(OECD TG 493) 015.07.28 O O n-vitro/
Androgen receptor binding affinity ~ _ _ ~ . 9
(US EPATG" 890.1150) 2009.10 O O In-vitro/A
Estrogen receptor transactivation 20000907 20210614 O O 583  8133.10)G) 8133.1M)G) In-vitro/A
(OECD TG 455, 1S0 19040-3) .09. .06. 8. 13.3. G .13.3. i n-vitro
Estrogen receptor transactivation 2012.10.02 Deletion B o _ _ ~ Inevitro)-
(OECD TG 457) - 2018.01.29 ool
Yeast estrogen screen . 3
(SO 190401 & 2) 2018.08 O In-vitro/-
Androgen receptor transactivation 20160729 2020.06.26 o O B 8.133.1(b) () 8.13.3.1() () Invitro/A”
(OECD TG 459) .07. .06. 13.3.1(b) (i) 8.13.3.1(b) (ii)  In-vitro
Thyroid transactivation

_ _ _ _ _ - a1 *3
(If/when TGs are available) © In-vitro/
Steroidogenesis i vitro 2010728 20220630 O O 583  8133.1(b)(Gi) 8.133.1(b)Gi) In-vitro/A™
(OECD TG 456) 07. .06. 8. 13.3. iii) 8.13.3. iil) In-vitro
MCEF-7 cell proliferation assays ) .
(ER ant/agonist) ) In-vitro/-
Aromatase assay 200910 - o o - 8.133.1(b)(v) 8.133.1(b)(v) In-vitro/A2
(US EPATG"! 890.1200) . 13.3. iv) 8.13.3. iv) In-vitro
Thyroid disruption assays
(e.g. thyroperoxidase inhibition, - - - o - - - In-vitro/-?
transthyretin binding)
Retinoid receptor transactivation assays - - - O - - - In-vitro/-"
Other hormone receptors assays as .

. P y! _ _ o - - - In-vitro/-"

appropriate
High-throughput screens - - - O - - . In-vitro/-"

*1 US EPA Series 890 Endocrine Disruptor Screening Program Test Guidelines. The acronym ‘OPPTS’ or ‘OCSPP’, which is included as part
of the guideline’s number is omitted. The guidelines issued before 2010.04.22, refer to ‘OPPTS’, whereas those issued after that day, refer to
‘OCSPP’, because the office name changed from ‘Office of Prevention, Pesticides and Toxic Substances’ and ‘OPPTS’ to ‘Office of Chemical
Safety and Pollution Prevention’ and ‘OCSPP’. This name change did not otherwise affect the guidelines.

*2 A: Tests included in the Table 12 of the ED GD.

*3 - : Tests that are mentioned in the ED GD, but not included in the Table 12 of the ED GD.

(b) OECD CF Level 3 Mammalian toxicology

Original Most CF CF PPPAS BPAS BP AS
Test method Aglgli{a Recently 2012 2018 Datareq. Data req. Data req. ED GD
option Updated Point Point Point in GD
Uterotrophic assay q
(OECD TG 440) 2007.10.16 O O 5.8.3 8.13.3.1(c) 8.13.3.1(c) Mammal/A
Hershberger assay "
(OECD TG 441) 2009.09.07 O O 5.8.3 8.13.3.1(c) 8.13.3.1(c) Mammal/A

*1 A: Tests included in the Table 13 of the ED GD.

1%, EDEMMICBAfR T 2 Bl A Wi 9 % Excel 7
7L — FHAIFE (Appendix) EE L TEEHh T3,

2018411 H10H IR ISR *h 5 B ¥ ZITIZEDRFE
DHA XY ZALEINGE S -EDiHli 2 &0 & hid &
S\, Ny iZEEh b akliis o EDHli i Btk 3
M AE ZOWEEDT Y FL—MZAHLTFY T
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LEBITRIET 5 Z LB 572, 2018411 H10
HEXDRENZ F Y 28 2N T 258 IS I3E RS A
11 E N HIKEH 2018411 H 10 H DAREIZEFSAIC £2 1
SN BRMSOFHMF ICIZ M & %5 - 7=, 20184E-11H
10 H LAREIZFRIR & 5 EFSAGHfi SR IZBE L T3, Y
Sy WARELYERHIG 23 K58 & U < (37RGREE T ol 75 ¥ 12 0
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LELIEYN  Test methods contained within the OECD Conceptual Framework (CF) for Testing and Assessment of Endo-
crine Disrupting Chemicals and whether they are referred to in the data requirements for ASs of PPP/BP

and/or in the ECHA/EFSA ED GD
(c) OECD CF Level 3 Non mammalian toxicology

Original Most

Test method Adoption

Recently
Updated

CF

2012

PPP AS
Data req.
Point

BP AS
Data req.
Point

BP AS
Data req.
Point in GD

CF

2018 EDGD

Amphibian metamorphosis assay (AMA)

2009.09.07 -
(OECD TG 231) 009.090

O  814/823 9102 9.10* Amphibian/A™

Fish short-term reproduction assay (FSTRA)

(OECD TG 229) 2009.09.07

2012.10.02

O 8.2.3 9.10.1 9.10 Fish/A™

21-day fish assay

(OECD TG 230) 2009.09.07 -

O 8.2.3 9.10.1 9.10 Fish/A™

Androgenized female stickleback screen
(AFSS)
(OECD GD 148)

2011.08.18

2017.08.08

Fish/B™

EASZY assay. Detection of endocrine active
substances, acting through estrogen
receptors using transgenic tg 2021.0614 -
(cyp19alb: GFP) zebrafish embryos

(draft OECD TG — OECD TG 250)

Fish/B™

Xenopus embryonic thyroid assay (XETA)

(draft OECD TG — OECD TG 248) 20190614 -

Amphibian/B"?

Juvenile medaka anti-androgen screening
assay (JMASA) - -
(draft OECD TG)

Fish/B™

Short-term juvenile hormone activity
screening assay using Daphnia magna - -
(draft OECD TG)

o - - - Yol

Rapid androgen disruption activity reporter
(RADAR) assay
(draft OECD TG — OECD TG 251)

2022.06.30 -

Fish/B™

# TG numbers are not clearly indicated.

*1 A: Established tests validated and published as OECD TGs when the ED GD is issued.
*2 B : Tests not yet received full validation by OECD, or are in the process of OECD validation when the ED GD is issued.

*3 -/-: Tests that are not mentioned in the ED GD.

P54 CRMSIER O & & & "I%%&zﬁ)\h X
N7ZHIERENEFSAIZIEH ST AR WGAIZIZEFSA
zi'l‘ﬁlﬁfﬁ)\héhf:BIJ%EmmHjéElﬂj IZER
%, 20184F11H10H & v Hifl &méhtmmﬁmm
DWW TASHIKEE I X N 72558 TR AR OMERRN
HE L THRA AT ENHEES &80 THLWLRIE
)] iy B T D PN IR RL R O $2 A ER * %
BONDH B,
20194F-3 H 27 HIZHIIR2SERIR & 11 72 EFSATER D [ 52
HASOMHHFHED 720D F ¥ T &Gl o421 12 B
FBEHEBHH A LY A |01, 20194610 A1 H LU I
PO F Y IEH I N, ZOHA &Y 2135
ERIE LT [N EE RO 7~ 7L — b
NEEN TV,
BYEGICOEUY 2 7 3l O & i vl Re
12 B89 5 BiHII2019/138159) % Mk L 72202142 H 11H
FRIROWETIR [FESEASOM GOz D F v T &
AR O FEH F K OMRLHIGEIZBI§ % B H 4 &
VA, 20213 H27H DIBRICHRH O F ¥ i
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&7z, Z020214-2H 11 HERIROBET IR T
HiHI2019/1381 2% FH & 715 ASHKGE (KGR %#HI&IE%)
at) B UIBRREH P i3, (LEWET -4
~— 2 (International Uniform Chemical Information
Database : IUCLID) V7 by 7 %y — 2 &/
LTS B &2k -72728, 4 &V ZBGETRO R
A HIFHRNIIHIBR S iz LA L&D 5 [TUCLID
ASHIFE~ = 2 7 LIUCLID 6 6.XH] %912 & % & il
DN WRELERHEFE R O 7 7L — MIZTUCLID
IZEDAEFN TS,

B TR & N W2E O TN WL A S
FONT T & e o 7o KGR HTAS TUEGE MR ER S hiE %
BN ARSI O AR 512 K 0 FAICE T S AR
I Z&iZk-7=,

202011 H23 HIZOJ A% & N7z KRS A I 2020/
17405013 PHPERLHI2019/1381 % [K 3% & & & 12K

AR HTIHI844/20121C E X b A BT H D, Z DM
HIA%E H & 4 2 KGR SE BT ASIZ 1IN 70 b5 AL (2 B 3

% B MNEABR I 0B MG et O & 5 2 2 Bl i
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LELIEYN  Test methods contained within the OECD Conceptual Framework (CF) for Testing and Assessment of Endo-
crine Disrupting Chemicals and whether they are referred to in the data requirements for ASs of PPP/BP
and/or in the ECHA/EFSA ED GD

(d) OECD CF Level 4 Mammalian toxicology

Original Most CF CF PPPAS BPAS BP AS
Test method Aglglga Recently 2012 2018 Datareq. Datareq. Data req. ED GD
oplion - ypdated Point  Point Point in GD
Repeated dose 28-day study 8.9.1%/ 89.1/ .
1981.05.12  2008.10.03 5.3.1 M 1/A™
(OECD TG 407) 00 8133@@M  8133@0) ammal/
Repeated dose 90-day study 8.9.2%/ 8.9.2/ .
1981.0512  2018.06.25 5.3.2 M 1/A™
(OECD TG 408) © 0O 8133@G)  8.13.3() (i) ammal/
One-generation reproduction toxicity study Deleted
2017.10.09
OECD TG 415 .
¢ ) 19830526 (Effective O - - - - Mammal/A"
until 2019.
04.09)

Pubertal development and thyroid function

assay in peripubertal male rats (PP male assay) 2009.10 - O O 583 8.13.3.1(d) 8.13.3.1(d) Mammal/B"®
(US EPA TG 890.1500)

Pubertal development and thyroid function

assay in peripubertal female rats

] - 5.8.3 - - M 1/B"

(PP female assay) 2009.10 O O ammal/

(US EPA TG 890.1450)

Intact adult male endocrine screening assay - - O - 5.8.3 - - -

Prenatal developmental toxicity study 8.10.1/ 8.10.1/ »
1981.0512  2018.06.25 6.2 M 1/A™

(OECD TG 414) O 05 81330 S133@a ATl

Carcinogenicity studies 8.11.1%/ 8.11.1/ »
1981.0512  2018.06.25 . M 1/A™

(OECD TG 451) © O 55 8133@ 0 S133@En  Ammal

Chronic toxicity studies 8.9.3%/ 8.9.3/ »
1981.0512  2018.06.25 5.5 .. .. Mammal/A™

(OECD TG 452) O o 8.13.3(a) (vi))  8.13.3(a) (vii)

Combined chronic toxicity and 893Y/811.1%/ 89.3/811.1/

carcinogenicity studies 19810512 20180625 O (O 55 8.1;% 3¢ ;( ) 8'1:5 3 > Mammal/A™

(OECD TG 453) -13.01a) (vl .13.3(a) (vii)

Reprod‘uctltont/ developmental toxicity 19950727 0160798 O (5.6.1/ (8.10.1/8.10.2/ (8.10.1/8.10.2/ Mammal/A”2

sereening fes s . O 5625  8103/8133)° 810.3/8.13.3)°

(OECD TG 421)

Combined repeated dose toxicity study with

the reproduction/developmental toxicity (5.6.1/ (8.10.1/8.10.2/ (8.10.1/8.10.2/ "
1996.0322  2016.07.29 Mammal/A

screening test © o 562)°%  8.10.3/8.13.3)% 8.10.3/8.13.3)%

(OECD TG 422)

Developmental neurotoxicity 8.10.3/ 8.10.3/ .
20071016 - 5.6.2 Mammal/A™

(OECD TG 426) O © 8.13.3(a) (vi) 8.13.3(a) (vi)

Repeated dose dermal toxicity: 21/28-day study M .
1981.0512 - - 5.3.3 8.9.1 8.9.1 M 1/-4

(OECD TG 410) © ammal/

Subchronic dermal toxicity: 90-day study " 4
1981.0512 - - 8.9.2 8.9.2 Mammal/-

(OECD TG 411) O 533

28-day (subacute) inhalation toxicity study 4 4
1981.0512 20180625 - 3. 8.9.1 8.9.1 Mammal/-

(OECD TG 412) O 233

Subchronic inhalation toxicity: 90-day study " *
1981.0512 20180625 - 3. 8.9.2 8.9.2 Mammal/-

(OECD TG 413) O 533

Repeat;:d (:ose 90-day oral toxicity study in 81051 100001 . 8.9.2%/ 899/ —

fon-rocents o 09z - O 53 8.13.3() () 8.13.3() (i)

(OECD TG 409)

$ Since the TGs are for screening test, other TGs for full studies are indicated under the Data Requirement Points in parentheses. If studies
conducted according to the TGs exist, they might be submitted to address the Data Requirement Points in parentheses.

#TG numbers are not clearly indicated.

*1 US EPA Series 890 Endocrine Disruptor Screening Program Test Guidelines. The acronym ‘OPPTS’ or ‘OCSPP’, which is included as part
of the guideline’s number is omitted. The guidelines issued before 2010.04.22, refer to ‘OPPTS’, whereas those issued after that day, refer to
‘OCSPP’, because the office name changed from ‘Office of Prevention, Pesticides and Toxic Substances’ and ‘OPPTS’ to ‘Office of Chemical
Safety and Pollution Prevention” and ‘OCSPP’. This name change did not otherwise affect the guidelines.

*2 A : Established tests validated and published as OECD TGs when the ED GD is issued.

*3 B : Tests not yet received full validation by OECD, or are in the process of OECD validation when the ED GD is issued.

*4 - : Tests that are mentioned in the ED GD, but not included in the tables indicating tests and their main investigated parameters.
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LELIEYN  Test methods contained within the OECD Conceptual Framework (CF) for Testing and Assessment of Endo-
crine Disrupting Chemicals and whether they are referred to in the data requirements for ASs of PPP/BP
and/or in the ECHA/EFSA ED GD

(e) OECD CF Level 4 Non mammalian toxicology

Original Most CF CF PPPAS BPAS BP AS
Test method Aglglga Recently 2012 2018 Datareq. Datareq. Datareq. ED GD
option Updated Point Point Point in GD
Fish 1 devel t test (FSDT .
ish sexual development test (FSD'T) 20110728 - O O 823 9101 910 Fish/A’!
(OECD TG 234)
Larval amphibian growth & development 8.1.4)%
assay (LAGDA) 2015.07.28 - O O 8.1.5)7 9.10.2 9.10* Amphibian/A™
(OECD TG 241) (8.2.3)
Avi ducti .
vian reproduction assay 19840404 - O O 8113 943 943 Bird/A’!
(OECD TG 206)
Fish early life stage (FELS) toxicity test . N
1992.07.17 2013.07.26 8.2.2.1 9.1.6.1% 916 Fish/-"
(OECD TG 210) oo ish/
New guidance document on harpacticoid
d devel t and duction test .
copepoc cevelopment anc reproductiontest — ooaor11 - O O (8252' 0162 016"  -/-%
with Amphiascus tenuiremis
(OECD GD 201)
Potamopyrgus antipodarum reproduction test o
2016.07.29 - 8.252% (9.1.62* (9.1.6)" -/
(OECD TG 242) O O« )T ( )" (9.1.6) /
Lymnaea stagnalis reproduction test .
2016.07.29 - 8252 (9.1.62)* (9.1.6)" -/-"3
(OECD TG 243) O O« )T ( )" (9.1.6) /
Sediment-water chi id toxici i
e. imen \)fza er chironomid toxicity using 0162 916 .
spiked sediment 2004.04.13 - O O 8.2.5.4 9.19% 9.19 -/
(OECD TG 218) o o
Sediment-water chironomid toxicity using 4
. 9.1.6.2 9.1.6 3
spiked water 2004.0413 - O O 8.2.5.3 919¢ ©.19)" -/-
(OECD TG 219)
Daphnia magna reproduction test
(with male induction) 19980921 20121002 O O 8251 9.1.62%  9.16 -/-"
(OECD TG 211)
Earthworm reproduction test
2004.04.13  2016.07.29 8.4.1 .3.1% 3. -/
(OECD TG 222) O © 931 931 /
Enchytraeid reproduction test
2004.0413  2016.07.29 8.4.2* 931* 9.3.1 -/
(OECD TG 220) © © ®42) /
Sediment water Lumbriculus toxicity test
using spiked sediment 20071016 - O O 82549 9.19* 9.1.9 -/-"
(OECD TG 225)
Predatory mite reproduction test in soil ;
2008.10. 20160729 O O 8.4.2.1 9.5.2)* 9.5.2)* -/-"
(OECD TG 226) 008.10.03 9.5.2) 952 /
Collembolan reproduction test in soil
2009.09.07  2016.07.29 8.4.2.1 9.5.2)* 9.5.2)* -/
(OECD TG 232) © © ©.52) ©.52) /
Fish reproduction partial lifecycle test ~ o ~ ~ ~ _ e
(when/If TG is Available)
Mollusc partial lifecycle assays
p y y . } o - - ) . s

(when TG is available)

1 When the PPP AS Data Requirement Regulation 283/2013 was published those TGs had not yet adopted as new OECD TGs, therefore, if

studies conducted according to the TGs exist, they might be submitted to address the Data Requirement Points in parentheses.

+ If studies conducted according to the TGs exist, they might be submitted to address the Data Requirement Points in parentheses. Under the

Data Requirement Points in parentheses, other TGs of similar studies on the different species of the same taxonomic groups are indicated.

# TG numbers are not clearly indicated.

*1 A : Established tests validated and published as OECD TGs when the ED GD is issued.

*2 - : Tests that are mentioned in the ED GD, but not included in the tables indicating tests and their main investigated parameters.
*3 -/-: Tests that are not mentioned in the ED GD.
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LELI YN Test methods contained within the OECD Conceptual Framework (CF) for Testing and Assessment of Endo-
crine Disrupting Chemicals and whether they are referred to in the data requirements for ASs of PPP/BP

and/or in the ECHA/EFSA ED GD
(f) OECD CF Level 5 Mammalian toxicology

Original Most CF  CF PPPAS BPAS BP AS
Test method Aglgl,?a Recently 2012 2018 Datareq. Datareq. Data req. ED GD
option Updated Point Point Point in GD
Extended one-generation reproductive 2011.7.28 8.10.2 8.10.2
toxicity study (EOGRTYS) (Corrected in - O O 5.6.1 8.10.3 8.10.3 Mammal/A™!
(OECD TG 443) 2012, 2018) 8.13.3(a)(v) 8.13.3(a)(v)
Two-generation reproduction toxicity study 8.10.2 8.10.2
1983.5.26 2001.01.22 5.6.1 M 1/A™
(OECD TG 416, most recent update) o O $133@ () 8133@() Ammal/
*1 A: Established tests validated and published as OECD TGs when the ED GD is issued.
(g) OECD CF Level 5 Non mammalian toxicology
Original Most CF CF PPP AS BP AS BP AS
Test method Aglgli{a Recently 2012 2018 Datareq. Datareq. Data req. ED GD
option Updated Point Point Point in GD
Fish life cycle toxicity test (FLCTT) . .
1996.04 - 8.2.2.2 9.10.1 9.10* Fish/B"
(US EPA TG OPPTS 850.1500) oo ®) ish/
Medaka extended one-generation
reproduction test MEOGRT) 2015.07.28 - O O - 9.10.1(a) 9.10* Fish/A™
(OECD TG 240)
Avian two-generation toxicity test in the
Japanese quail (ATGT) 2015.07 - O O - - - Bird/B"?
(US EPA TG 890.2100)
Sediment water chironomid life cycle
toxicity test 20100722 - O @) - - - =/
(OECD TG 233)
Daphnia multigeneration test for
assessment of EDCs - - O O - - - -/
(draft OECD TG)
Zebrafish extended one-generation
reproduction test ZEOGRT) - - - O - - - Fish/-"
(draft OECD TG)
Mysid life cycle toxicity test ~ ~ o _ _ ~ ~ Y
(when TG is available)
Copepod reproduction and development ~ ~ o _ _ ~ ~ By
test (when TG is available)
Mollusc full lifecycle assays .
Y v - - O - - - - -/

(when TG is available)

# TG numbers are not clearly indicated.

*1 US EPA Series 890 Endocrine Disruptor Screening Program Test Guidelines. The acronym ‘OPPTS’ or ‘OCSPP’, which is included as part
of the guideline’s number is omitted. The guidelines issued before 2010.04.22, refer to ‘OPPTS’, whereas those issued after that day, refer to
‘OCSPP’, because the office name changed from ‘Office of Prevention, Pesticides and Toxic Substances’ and ‘OPPTS’ to ‘Office of Chemical
Safety and Pollution Prevention” and ‘OCSPP’. This name change did not otherwise affect the guidelines.

*2 B : Tests not yet received full validation by OECD, or are in the process of OECD validation when the ED GD is issued.

*3 A : Established tests validated and published as OECD TGs when the ED GD is issued.

*4 -/- : Tests that are not mentioned in the ED GD.

*5-: In the ED GD the test method is mentioned ‘A similar guideline to TG 240 is currently under validation by OECD on zebrafish
(ZEOGRT) and could be used instead of the MEOGRT, once validated. The choice between those two test guidelines should be made based

on the species sensitivity and the chemicals being test.’

70, AKGEEERT A AI2020/1740 080 FH & 41 % ARG BT
ASOIRGESERHT B ¥ T L2 HHERIZHT U RHE 1 2
YD H2018F11H10H A 6 24 L) RIS A D, Hr
U WRH AR BHECEDRFE D A 4 &4 2 2 3CGERIZ
5 Labtd TREE Bbh s NywdaltEic B4 2
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FRBR G TFAEd 5, 72, Table 51284 & 5 12KIEBR
BifR7J5 (United States Environmental Protection
Agency : US EPA) OiERH A 54 v ThbHT Y —
2890 [N WftELME 2 2 ) —= v Far s 4
(Endocrine Disruptor Screening Program : EDSP) &
BHA T4 V] O%A4 O THIL—TADEDSPELRE
1 (Tier 1) REEAH A F I 4 Y HB0NEZIL—TBO
EDSPE:52 (Tier 2) ikBAA A F 74 v & LTHBRE
T % iR BRITIZOECD N il S E 0 5kl & STl
IZBd AR 7 L — a9 — 2 I8RO ER 1 & 3
HL TS HEPFET D D70 BE iR BT —
A DT TICAFAE L. RMSOFHIi R & LT &
T3 Z & TERNMEEFE ECEIMEE R L a< &
& T IEELME SRS L o &HI I & U CORGERE BT &
N7zASEFAEL 72,

N WAL LA S C AR GR I UE 2 i 72 1 20 W B 0 i
BB o TALFPEAS TIE AN IS EL I ISR S 58
INERER FEHE R0 B % A2 72 O AR O i} 513 A H
E LT, WHWBRELES KGR D S hsn R
FJEEH & 75 5 72ASEAFAEL 72,

20184F-11 H 10 H BARRIZHRIR & M7= EFSAGHM i ©

AL EPE ASIZ B U T P o3 W43 SLAE 0 3l 238 26 3
BEND I LI 520 B LORPER I UE T oy
WA ELAE 23 BFA & 72 AL L ASIC B U C 20214 2L
I FRIR & M7= EFSAGHll RS & Tk, mIRAIC [HH]
1107/2009FH I EHINZHE 5 7= 7 v b & 7 FEHED KRGS
LU —EEMER IS L ICa D, W
SLE O GRS R O B BB S h 5 KD 1Tk 57
2021477 H 28 H f+f TERIN & 1 7z Clofentezine D K32
WA EFSAGHIifE 30 DB ZAIZHBEHR T 5 —
Bk O R ERE R EICE b D H v b T SEHER
Ot % Table 612 /8§,

TEIERIER FE it <0 36 I FR ¢ o M R 55 8 i FH &
N5 OF, 201811 H10H & U i1 7K G2 5 7 HH 3 8
PR & N 7K GRTE HTAS TR TE HLHI844/2012 F T
FHEINZASTH 5, 20184E11H10H & U RijIZ K2
& L < BRREHHGES/ M T T E PPPAUI
1107/2009 CTHIE O FMEATHAL & 1 % FKGEHIFEAS R K
a&%ﬁfﬂﬁu 1141/2010%0 F CHA X 1L 5 AIR2D KT
FIASIZIE, B INERSR 52t X0 38 IS AR o I % f+F
51’5%&% TEH .,

20224F-1 H 14 H I KGR T BrpiHI12022/435D 23O A 2

LGN US EPA Series 890 Endocrine Disruptor Screening Program (EDSP) Test Guidelines and the comparable
test methods indicated in OECD Conceptual Framework (CF)

US EPA Series 890 Comparable test method indicated in OECD CF Level in OECD CF
Group A - EDSP Tier 1 Test Guidelines
890.1100 — Amphibian metamorphosis (Frog) Amphibian metamorphosis assay (OECD TG 231) Level 3

890.1150 — Androgen receptor binding

Androgen receptor binding affinity (US EPATG™ 890.1150)  Level 2

(Rat prostate)
890.1200 — Aromatase (Human recombinant)  Aromatase assay (US EPA TG"! 890.1200) Level 2
890.1250 — Estrogen receptor binding Estrogen receptor binding affinity (OECD TG 493) Level 2
890.1300 — Estrogen receptor transcriptional
Estrogen receptor transactivation (OECD TG 455) Level 2

activation (Human cell line HeL.a-9903)

890.1350 — Fish short-term reproduction

Fish short-term reproduction assay (FSTRA) (OECD TG 229) Level 3

890.1400 — Hershberger (Rat)

Hershberger assay (OECD TG 441) Level 3

890.1450 — Female pubertal (Rat)

Pubertal development and thyroid function assay in peripubertal

female rats (PP female assay) (US EPATG"! 890.1450) evel4
890.1500 — Male pubertal (Rat) Pubertal development and thyroid function assay in

peripubertal male rats (PP male assay) (US EPA TG 890.1500) Level4
890.1550 — Steroidogenesis . L
(Human cell line — H295R) Steroidogenesis iz vitro (OECD TG 456) Level 2
890.1600 — Uterotrophic (Rat) Uterotrophic assay (OECD TG 440) Level 3

Group B - EDSP Tier 2 Test Guidelines

890.2100 — Avian two-generation toxicity test ~ Avian two-generation toxicity test in the Japanese quail
in the Japanese quail (ATGT) (US EPATG"!890.2100) Level 5
890.2200 — Medaka extended one generation = Medaka extended one-generation reproduction test
reproduction test (MEOGRT) (OECD TG 240) Level 5
890.2300 — Larval amphibian growth and Larval amphibian growth & development assay (LAGDA) Level 4

development assay (LAGDA)

(OECD TG 241)

*1 US EPA Series 890 Endocrine Disruptor Screening Program Test Guidelines. The acronym ‘OPPTS’ or ‘OCSPP’, which is included as part of
the guideline’s number is omitted. The guidelines issued before 2010.04.22, refer to ‘OPPTS’, whereas those issued after that day, refer to
‘OCSPP’, because the office name changed from ‘Office of Prevention, Pesticides and Toxic Substances’ and ‘OPPTS’ to ‘Office of Chemical
Safety and Pollution Prevention” and ‘OCSPP’. This name change did not otherwise affect the guidelines.
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LELIEXN  Conclusion on CMR and endocrine disrupting properties related cut-off criteria indicated in Appendix A ‘Con-
sideration of cut-off criteria for Clofentezine according to Annex II of Regulation 1107/2009’ to EFSA Conclu-

sion on pesticides peer review of Clofentezine

Properties Conclusion*

CMR Carcinogenicity (C)

Clofentezine is not considered to be carcinogenic according to point 3.6.3 of Annex II of

Regulation 1107/2009 (confirmed in RAC Opinion adopted on 11 June 2020 (ECHA, 2020)).

Mutagenicity (M)

Clofentezine is not considered to be mutagenic according to point 3.6.2 of Annex II of

Regulation 1107/2009 (confirmed in RAC Opinion adopted on 11 June 2020 (ECHA, 2020)).

Toxic for Reproduction (R)

Clofentezine is not considered to be toxic for reproduction according to point 3.6.4 of Annex II

of Regulation 1107/2009 (confirmed in RAC Opinion adopted on 11 June 2020 (ECHA, 2020)).

Endocrine disrupting properties

Clofentezine is considered to meet the criteria for endocrine disruption for humans for the T

modality according to point 3.6.5 of Annex II of Regulation 1107/2009, as amended by
Commission Regulation 2018/605.

The endocrine disrupting properties of Clofentezine for non-target organisms according to
point 3.8.2 of Annex II to Regulation 1107/2009, as amended by Regulation 2018/605 could

not be concluded.

*Origin of data to be included where applicable (e.g. EFSA, ECHA RAC, Regulation).

N7z AIR27KFEF HrAS D Flumioxazin Ti 202049 H
29 H{SHAREFS AN A5 C N A il 12 B 5 %08
MERER AR & T 722 2B IR ER FEhE O 72 8 D 1
MHE 52 59, FEHE A O RO G T & G2 B
BWRE S NIz, WHWHREELZ G LW & 2
ETBHIENTEZEMERAMERERE UK
FEFHL2022/43 D3 H 202243 H1H D24E-1%12 &
7252024 F3H1H £ TIZIRIN 5 Z & 2 KGEE T &
e UTHE &7 (BiHI2022/43 @1 1) .

PPP#IHI1107/2009 | & 527 ) BP#HI528/2012 F T
VBT U2 B 0 D M 5 FH 2 0D DN 4 4R LA S At
FINEIZBE T 2B IERANE RIS ER S ke A5 72, BP
BiHI528/2012 F T1320134F9 H1H (BPAIHIOEH H)
KD RIIZ F & oo d A5 4 2 0 [E oo GE A A R T
(Evaluating Competent Authority : eCA) 1EK D FHI
£ (Competent Authority Report : CAR) #IfEA3 2
ENT=NE SN THRIE DFEEFHE N L5 4 FH#
fn (= B 2 DN 7712 & % A 7D 201843 H {+f
O [ BUEGHM 00 ASO N 73 it EL ] E D Rl
W EEHE D T | 62 TR E hiz,

2013 F9H1H & D BTICCARFIFE A2 S T\ B
Vi & 1 EBPIE Y 98/8/ECD GRS UE, D % 1) Pebrfkut
AL L WARGRIMEDS W S N 5 728, B FADN
THEEELIE A B - T & IFRFRIS A 53, N L
IZB9 %807 — 2 BB & X T & Fr7- 5B I
DOFEFI L, WHMHRELEN R O» LN E £ TR
AS/PTORGEV B AIT5E T lHE L L 7=,

CARWIF 3201349 A1 H DIRRIZ 32 & v Toviud,
gt U < AFRGREH TN R SLIE O RSGR D 0 43
DEL I B DO THEGR DT TE A WIGAITIIHEEH TN
IR OEENE5-Z2 515, BIEHROEKITeCAIC
& % FHilli R & BPCTORMEIEXRE CAE U 5., BEIC
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& U TeCAIZN A3 iU E 2% 2 v — 7° (Endo-
crine Disruptor Expert Group : ED EG) @7 K34 X
EEGETE 5,

INA XA A FASOKROPEBRIEHEIZFE Y § % N3
WAL, e MICHEREEA KIT LIS S N R L
#H$ 5 Z & EREACHHIHI1907/2006 D 55575 (f) ¥
KOS5 () 12t > TR A2 H 9 5 L RiE
XN TH S (HHI528/20125555% (1) (d) . /34
F 44 FASOIKGED PERRFEHE L1 N o3 WAL E
ORI RPHIBT I AE 12 HE > TIERER AP B8 4 T
LGN MRELE 2 H 2852005 2 Lida %
nT\Wkhr-7=,

201843 H ik D 375 TN 43 b B L D T i) Dy J
eV HIHI2017/210000 75— FBE U < I3FEHEION
YT AT SRR T DA A WIS B R A A AR
FaHT % Z LI CIRER YN B2 s KT
L2 Nt aLE 2 H9 % &5 42 6 280213,
AS/PT#% IR E T 2D T3 < HHI528/201255105
(1) (&) BEZIZFES LCISTORRIZE D L EABNS &
L7z, BiHI528/201255105 (1) (e) (FIEFIZHL LY Z
oEMEE B T RS2 CEAHIA S 2 —
VRMHREICK D EELREICEO O BEEBEL
TW3,

AS/PTRGR TN W ELYE G IZBE L Tk, 2018
F4H26 0 TAEDECHAY # [ASKETONI I
PEALIERHM O JFHI | 69288 5, Z OECHAS 2 ik
DN F A FEENCEES 2 MEEFTEEETIC L 54
EO018E3AM OB Eh TS HIEA K DR
HZRCR LT 5,

eCAIZ VB IZ)E U TED EGIZRIPER 7 R34 2 &3k
MBI ENTE D, 20184FE3H7TH LI IZeCA» &
ECHAIZ#EH X N 5 CARIZ TR CED#Hli %2 &6 5 Z
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ENMHEE T BN, eCAMV IR AR T 25/
EDEHlIE AR ETH %, ED EGA 56D T F/v4 24k
eCATOFHfi & L < IZBPCOEXESZ L — 7 (Work-
ing Group : WG) 225 DHEEHIZL DRSNS,

ZOXHOEH25 [N 494 FRBERER] T
IR & T B PEBR/ CESHEMERAN 12 B 9~ 5 BPCRE
REDT V7L — M2 ED K S IZH i ELE & %
D iAErH % Table 7CT/RY,

2013F9H1H & 0 I CARFIRE M2 X T B
B OEDRHIIZ B3 % ki #A:  (Literature review)
IZBI L Tid, 201942 H 26 H 3 CATEOECHAS # [BP
FHIPRERD & D FiC CARZMEH & 72 ASOEDRH : 3¢
BRERE ] 6923 5. BPIEA T CldT — 4 BER T
WAL ICB L TRFRFICER SN T A 572728,
BPHHIDO % H T3 201349 H1H & 0 #ijiZCARYI
R T BGAICI3RGRHGE IS X h e |
S TIPS W ELIE IS B U CTREER DT B s 4y
BERBEEN TV L HETE AV, ZOXFHITIZ
UTOFENLEE TN D,

eCAD & HIGEE IS N IRELIE 2 fiEa D 2 72812
BN ER XN D Z & 2558 5 BHFEE I
BHREORB I A <. HLETIHREIITE 5,

RS SRR 2 1 2 20 & 5 2 DPE 2 eCA
IZTE B2 EReITERKT 5,

eCAIZHIGEE D HIEMAEZHL 2 L EFRLHED 5,

HHEE S A SCBRE AT 20 L 70 58 Te CAD EA il 5
THNTIRRELME D B 5 L5 2 5 B551213eCANL
KB A FEhi S 5,

201349 H1H X 0 BilCCARYIRIA R X Th D,
ZOIFIZIR S M- HIEAEH X B5AS/PTDOY A
R Z DOXHOFHERICHE I N TS,

BPRHI528/2012 T D A 3 i ELYE D B L VR
F I KL UE O H H T & % 201846 H7H & 0 il %
IREN7=AS/PT/RGEERRE B3 2 BPCRERF T HAS/
PTOREIZBE 4 2 A 2018%-6 H7H X 0 mij 12 F ki
ENED 5 EEAE. B LORPER I EE T O Ny
WA ELYERTAN &2 S 2 20 IS W s 2 ARIRE v 7z
BPC7& W2 D N s RLE (2 B B 555 00 58 3 53 Wk
FE 2 5 ECHAIZ 5 X $17269,60)

20184F-6 H 7 H LABRIZ /R & 1172 AS/P T/ HIGHIZ
B4 2BPCERHTIE, 2.2.1. [HEbR e RBHUE] T
1215 & N7z ASTRGR D PERR / CISHHERS M IER% M &R
D—ERDONFWHRELIEDITHWET X N7z, 20194E2
H27 B TEHR X 7= Carbendazim/P TR R 12
B 2 BPCREAHN Gk T3 —E&RKP Ok
D—if % Table 812789, Carbendazim 38 E M/ 4HIC
RV 73 —1BE Bttt 7 3 —1BAM
B T30, NS0 A EIZEb 5 35k

LELIEWA Template to be included in the BPC Opinions to indicate the endocrine disrupting properties with respect
to the assessment of exclusion and substitution criteria based on the endocrine disrupting properties

Property Conclusions
Endocrine disrupting Section A of Regulation (EU) 2017/2100: Yes/No Conclusion on fulfilling Article 5 (1) (e) or
properties ED properties with respect to humans on fulfilling Article 10 (1) (e)

Section B of Regulation (EU) 2017/2100: Yes/No

ED properties with respect to non- target

organisms

Article 57(f) and 59(1) of REACH Yes/No

Intended mode of action that consists of Yes/No

controlling target organisms via their
endocrine system(s).

LELIEXN  Information indicated on the endocrine disrupting properties included in the BPC Opinion on the application
for approval of Carbendazim/PT9 with respect to the assessment of exclusion and substitution criteria based

on the endocrine disrupting properties

Property Conclusions
Endocrine disrupting ~ Section A of Regulation (EU) 2017/2100: An assessment of the endocrine disrupting properties
properties ED properties with respect to humans according to Regulation (EU) 2017/2100 was not conducted.

Section B of Regulation (EU) 2017/2100:
ED properties with respect to non-target organisms

Article 57(f) and 59(1) of REACH

Intended mode of action that consists of controlling
target organisms via their endocrine system(s).

Consequently, no conclusion can be drawn whether
carbendazim fulfils criterion (d) of Article 5(1) for human
health or criterion (e) of Article 10(1) for the environment.
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FRrAEEH#EIZE5 4§ 5, Carbendazim/PTOIZBH L Tk
20134F9 H1H & U HilZ CARYIFE 23 2 X T 72
T, AEM T THERRIHEIZEE Y LU TR KGRIV HET
B0, A THWBEELE O FEGR D XS ETIE A
Motz TO—ERITITZNTIHEELERTALG 23 526 <
Kozl E, b MCEREERIT UG N5
SLPED A, D F b HIHI528/20125555 (1) (d) D FHitk
IZREMT B0 E 5 . I K OIERER A M R A
IF U2 NI O A, DX DERBHICBI LT
1055 (1) (e) DHEHEIZFE YT 5 5 & 5 2 IZPH L Tl ididm
PRIEHE L5z 0nS ZENLENT0D, Ly

L5, Carbendazim/PTOTIZ ) 2 2 5l TERERIZ
HETEEVW) AV 25T AT N0
BPCiE R TIZIEKAIEL I N,

Carbendazim/PT7% & UfCarbendazim/PT101ZB L
T H2013F-9H1H & 0 B CARYIRS A HEH X T
72D TN IBBEELIE D REFR D I Tl e h 5 72,
PT7% X OPTI0TH Y 2 7 Ml CIAFFATE 51
22 FE I NAE D 572728, 2019412 A 10 HAHHRIR
® Carbendazim/PT7% &k UfCarbendazim/PT10D /K52

FHIZBE 3 % BPCRE R0, 69 CIIRRADS K S iz,
INSDERED221. [HEkr & AUEHUE] T ICBE
D—EFITNWHRELIEIZEI L CTable 912/R L 7= &
9 IZCarbendazim/PT9TD % & # T 7k 3 I
Ko TWAH, 7 X2 ELME O &
OB TE LD 72728, HHI528/20125555 (1) (d)
DFEHE L LUVEE105: (1) () DIEUEITFE Y $ 5008 5 »»
B LR B 2B 520D T eI R
TW\W3s,

KiRF AT DOAS/PTT2013F9H1H & D i IZCAR
IR X Tz 5 72AS/PTICBE L Cld k=R
N IREELYE DRSO I AL 75 5, ki IRt
mnDAS & [RIRRIZ N 73 R ELME Rl EASR 2 IZEDREE O
HA &V ZCEMER X N5 LT & D LB ASIC
B 57— 2 ERICEHEEN TR fFET 5,

ZD72%, ENTEBRL U & < & & N wdEELTE

O E R X N CRBENAS/PTE(FAEL 2. 7D
—7J7 T, EDMIERL Y 2 Yl § 5 729, HEEHIZNE
HHEHOBE NG 2 5= 2 & Tl % 9256 L <
WAL BEAS S FEET 5. BIERER e Db
PEASICB U TIZAABRAS R 2 5 515 £ TBPCTD
FTELR ENRETERWIREEIZS 5,

FKERHEH OAS/PTIZEIL Tid, 2020411 H{ECHA
@ [BPHHI T TOASHOIKREHHGED T — 2 Hik &
FHICBT 2 4 & 2] OB E . ARFEAT
Hb, TOHALYZTIE, HEEE I IEELIES
B4 27 — ZERBP DL Z ERTL XT3, 2018
F6H & Eilc KGR & N 72AS/PT. & L < IZCARD
20134E9 H 1H K 0 A iz $E Y & 7172 AS/PT T P 55 ik
FEELYE 238 U B2 A S8 1258 > TRl S T e
WV B LA IRELIEICBI L TR DO U 5 T
Wi holz, HEFFIZLATZEHE S T sh o7z
DT HAUT NG WRELME R & U < 13850 O Gl A
RPEFETH 5 Z DR EZEMEL 2k
528y, X 72 HPIFEHE IZN WS ELE RN O 72 12 F
EMEERL LSIIBRFLE2ICELTRE RTN
728 5 28, RARICIZ N 3 IR ELYE O FTAl 23 & &
iU s 6 i,

FENS A B AR T R M CHRBR BRI 2% 5
BUZBA L T NS ORI IZ Bk & h b, Ny
IBEELIE 2 R 2 220 DO 7 — 2 MR O BB B
U CRRREE T HGEIR & 0 2 5 D RiICeCAEETREL T
BT s imun,

TR HTRIHI2022/19507) TAS/PTH KT #1 & 1
7zCreosote/PT8I3 KT H HEE=Z 412016410 A 27H
I & 7z, 20204E12 A4 H A CTERIR & 72 KGR
WBPCRERED TIT L I I X OJEER APz BI+ 5 N
Sy IAEEELTE IR X 7 7 — & IR N IR Y O i E
MRV E INTWS, N WRSELIELS OHE
BRIEUEIZ & 4 TIZREYS L T2 2 &R Creosote &H D
BITMIEPIER® (professionals) DAL X D fifH X
NBZ & THWHEELEDFHEIL L v Z & 3P X

LELIENN  Information indicated on the endocrine disrupting properties included in the BPC Opinion on the applica-
tion for approval of Carbendazim/PT7 or PT10 with respect to the assessment of exclusion and substitu-
tion criteria based on the endocrine disrupting properties

Property Conclusions
Endocrine disrupting Section A of Regulation (EU) 2017/2100: No conclusion can be drawn No conclusion can be drawn
properties ED properties with respect to humans based on the available data whether carbendazim fulfils
Section B of Regulation (EU) 2017/2100: No conclusion can be drawn criterion (d) of Article 5(1)
ED properties with respect to non- target based on the available data and/or criterion (e) of Article
organisms 10(1)
Article 57(f) and 59(1) of REACH No
Intended mode of action that consists of No

controlling target organisms via their
endocrine system(s).
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N7z, KGR FHAN2022/1950D R 1Z1E. Creosote
A EVE S Carc. 1B 7 & NI LA O PR FEHE 12
M L2 EFR I TV, N IEELYE O Sl
PSRBT 2 Al 2 o 72

Creosote/PT8UUM DN A F 4 FIKFEFEHTAS/PT
T, Propiconazole/PT8M20224%-3 A9 H IR DK
WEHBPCERB P B AREAT, ZOERETIIN
SYRELIE S e T IEERAE T RAN T 5 L HIE
&7z, Propiconazoleld A E M /3 fHRepr.1BA3M i 5- &
NTWBZ ETHRIEHEIZHY L T D, BREOH
FIIPERRIELUERS Y T & KA T E RIS DD L &
1D &7z S VR I, WE TIIKE L &
Ihz,

Ny ALY (X B £ T2 PPPAR I 1107/2009 F C
1ZEFSAAY, BPHLHI528/2012 F TIZBPCAYH7E L T
Wb BRINE B SIEN G BELYE 2 & O# LA
Pk 53 % CLPAIHIN1272/200812 38 A ¢ 5 & 1E JLHI %
20224E12 19 HIZERIR L 7=, KM ER 21, OB
BEe LT Z OB LR L 230 2B L CIEBE
) 25 By He e 2 R 9 % [EIBEH A (United Nations :
UN) O#H LWIEAREREIB R OHEAEULRHD 5 T
ETHHILHEHELED,

[EUM & 45 D 20234F- 5 6 2024 4F- D 2R D2 7
O 57 LIS KHGHO A FE S BFIZB 3 5 8 L EE
OFRFE ] LU 7220224F9 H 15 HFUN DAL S O 5
Bk KORRNICBET 2 A S 2 7 2 D HMRAN
FEEYHEDIZIZ, EUrLDORENZD/NEEZD
a2ty ¥ g v CHK T TIEHR L XL TREE X
RO WAEREELH 22, HiHE, HEEB XU
BEOREIEY) 5 iEPR S N b 728, 202342 5
20244 ED2EFB DIEET 0 25 LI Z OHFIEE &Y
ZIREETHIRINE/NEADICHLOE T EREL
7RO & W 5 ONCE T 2 & A EHR &
N7z, 2022F12H7H 2 59HIZRiE 2 7= Z D/INE
B2OFE43M Y v v a v OFEEEOOMNEZI [/
TEZD20234E5 6 2024 DEE T 0 7 5 4 121,
EU» 5 DIRED [AEEEZEC G 5MEE 20
GHSTOHR] & 720 R T X 7=,

N IMETLEE 2 & O LOWEREM A M AT 518
EHAIAOJAE XN TZ DM A A RET I, B
EAHT O3 F #2123 LY 3 o R A R R T
HECHADORACTHA X . AHR AN G- OEEGR
54258507730 —MEEI NS Z &2k 5,

ECHADORACIZEH & 2 CLHMEED 7 + —~v v
M iZ. PPPORMS®BPDeCAMER T 5 il & 4t
WThH 22, RACOGHKRNOERFIZFAI& LT
EFSAGHIifSGm°BPCER B L D BICHRIREh %, Z
U K D FPRANZITASD KGR / KRB H AT DN
WARELE O R 13 AR/ AR FREE BT O T & 0 Sl Ik
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ENB T &IZE 5,

EFHEASHATMEE S V) XS O
BRICELRRE

PPPOALEMEASH L b & U < IZIEFR s g
Ba RFLEZ NI L G5 L HIE S
ARBPOLEWEASH & MR L KIFLE SN
TPRELYE AT 5 L E S 2 BAI12iE. PPPTO
J1y N A T HEUE BPTOPEBRAMEIZRE Y § 2 Z &I
%728, ASIKER/ KRR ML < &£ %, PPPTI
BUHII1107/2009D 2545 (7) (12 BUE O G4 % i 72 11
BP T3 HHII528/20120D 5555 (2) IZBLE DS fE D 7«
& —D % 7- KGR /KA H T & 5 naetid
BB, TR/ EKREH ENTHCISE L TOHKGRT
b D7z, KBHMIZEL., £72ZDASEEHT S
FLR IR T HREERTAM O BRI LLIGEH  (Comparative
assessment) VXN 2 (HHI1107/2009%5505%.
BiHI528/201255235%)

BPOAL AW EASH IERE A= T B % RIF LTS
BN IEEELYE 2 A4 5 &l & 2z A 12 IZBPEL
I T TOPERRFEREIZIZEE Y L nhy, CISHHEIZRAY
T5DT, ZDASE EGH T 58I & 580 HhEEER-Afl
DRI Al 28 X N 5,

PPPOALZEMEASH & 2B H A I L5 N
WL A BT 5 & - a123. BiElcoiRI
WREESIA LSS 2 ERRIMCE %, Rl TORRD
AT O X T 5 201545 A N B B 2
JH (Commission Notice) H% [HIHI1107/2009kt
JBEIEH3.6.3% 53.6.5% K UB82DMM. F#ic Fk
DNiE 4 T TOPPPOASN D M L 15 5 Wk #% 12 B
IR TS W5 e B S S AR ol = S 3= B .8
HEfi  (Maximum Residue Level (s) :MRL(s)) (&7 7 +
JL M (Default value) T& %0.01 mg/kgd L < 3%
ERA (Limit of Quantitation : LOQ) IZEEIH 5 &
AEh T3,

ASHIEIRGR / FKFRIEHE T 25 - 7235 A T e Bl
MmO L HLD W U (revocation) &7k 5728, [ilEE
I3 L < IEIUCMRLAEH E T 7255412 1IFMRL
OYIESBEIZ LD, EFSAICTEREAEET L2 Lk
< A& TOMRLAEMMRA (Limit of Detection : LOD)
WK T 2B IERAI IR E G5 (BLHI396/2005D
EAVE SN

52 ETORIZ IR W TR T & W7z R o 1E B
HHETH B2 -5 v 2 ZDOMRL (Codex MRL : CXL)
& U < i e/ Ik O R SRIEUET H B 4
A— b FL T Z (Import tolerance : IT) &, EUN
TOHTFRTTED I UIZ & % s2nl e Ok & 13 R
RTHHDTINSIZHD < MRLIZHEF MR < h 5
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2, ASR G OmEME. R o b A 7 HRUEIZEEY
THHEDS D B A ICIE. CXLRITE &% TLODIC
ik h s,

D729, & MIEREE RIF LS S N L
AHT DL INBAITIZASO KR/ KBEFN Eh
Ty ehik< &y, EUNTHEDES (Commodities)
72T { EUMHCERE EMEUICHA X B BEMIC
BLTHLODE WA AMRLARETE AL £B, T
TIEUHS T2 DASE GH T 2 B HEH & 7z
mOEUNDOENA#H L $5Z L1k 5,

BPOALSMIEASH b M IZ A MIE LSS N5
WAL A AT 5 & S h, KGR/ RRIEER & &>
72501213, £ OASTUFL X 72K JE & (Treated
articles) IZFEUANTIE ETE &< &5, ZThid2013
FEIH1H » 53 X 1 7-BPELHI528/2012C i3 J5 HI| &
LT, RIE@mADOMIIZMHEH L 72BPIZHEHE Eh T
5, L IFKRERIZBZEDAEFN TS TRTDAS
TN T BPTTORBE LTI, ZOREMIZ L
HCE &< ko7 (BHI528/20124558%) 720 TdH 5.,
ZD7-%. EUTBPOLFAYIEASH b MBS E KX
IELS 2 NMIRELIE A3 5 & Sh=5A10i3 20
ASTHUWE X N 72 KB DEUTO Lilinsfi L < 55,

BHUIC

EUDPPP/BPDOHHITIE Y WL EYEAS D 53l
PEELYEICBI 3 % 7 — & SRR R 1 4] Iy 56 4E 130
XN TWih o7z, OECDIZF1T B N7 bEaL o R
BRVEFAFR AT L C. 7 — 2 BLRAHE X, PPPRL
H# K OBPHHITASKRRIZEH S /1 v b4 73U
U< 3Pk #E 22 Sz b b R IERERY R I B A4
L2 N il 2635 2 LK DAEh
7zo R ULBEELIE 1 B9 5 81 L2 0 0 Sk 4 73
WHXN7=DIF20184FE 25 ThH D, N WHEELYE A
HYNCFHi XN D K5Ik 572D HRIETH 5,

PPP/BP DAL B AS D KGR /KR i & X 0 g9
1295728121, WA WMRELTEIZBE 9 2 8 L W EE
WP FEUERCEDRFE D H 4 & 212D T KL Hl»
THELRDEND S,

PPP/BPOALEYIEAS Ak MZEREA RIT LA
BNWRELE AT 5 L HE X h=8A 12k, EU
TOASIKGR/IRRFEH N T X 52 & TEUNTDNiE
H/ERATELL 5723 TEL. ZOLEWEAS
DOEUTHITHRENHE L < 755 Z & T2 OLFWEAS
&4 BPPPE N L 2B OEUN OB A i L
b, TOLFWHEASE AT 2BP TS h /e
BRI R DLFPBEASHIK D A F W72 MDEU
ANOHHAHEL < &£ 5 7% &, EUSOE T DOPPP/BP
DOFEHIC S B RITLEA S, (LEYBEASH NG Wk
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PHELIE 249 2 v etk & BUS BT & e 6 5 2 DYl %
FHNZAT A B & O MR 2o 15 HUNEE 2 6D Tl e 1)
WEE S0, KRR ZD LS B¥EHKO—B & it
FENTH 5D, L2z ONTE, EHIEOE
HONEEMRTE L LS ICBMEA v 24— v b RIS
FN R URLBFAES 5 CEC DWW, [51HSCHK]
OIZURLAZ/R L 72D T, #ffll &2 s 7272 3 hugd
FEHTH 5,

51 A3k
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