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In Part 1 of this article, the changes in the format of the dossier under the Plant Protection Product (PPP)
Directive 91/414/EEC were summarised, covering its development from early versions to the introduction
of OECD dossier format. Under the PPP Regulation 1107/2009, the submission of a dossier was required
for the renewal of approval of an active substance (AS) as well as for the approval of an AS. In Part 2,

further changes introduced under the PPP Regulation 1107/2009 are outlined, including the provision

of structured data using harmonised templates, electronic submission of summaries of test results, and

other relevant information.

L BHIC

Wi AR # 4 (European Union: EU) THO KT
(Dossier) @fi‘t (Format) OTLET % il i 8
(Plant Protection Product: PPP) 84 (Directive)

T CRE I BISEAEME (Organisation for Economic
Co-operation and Development;: OECD) K ¥ ZA.®
BAFTEBILL 72, PPPHAICHE &b > 72PPPH
HI (Regulation) T T, {HEWE (Active Substance:
AS) O7&FE (Approval) 7217 T4 { KR EH (Renewal
of approval) T FY ZORMPULEIIL o720 T2
PPPRAIT CTF— ¥ ZRAMEIE &N 7/72Z & TOECD I
VIMAREOFETORNYIMERDSEELL BroTze £D
72®EUTIZOECD F ¥ ka2 & 6 2 WET R8BI %
Tole Pyl E T 5 X910 ho7, 5122021
EL R ORI N T RINHORN R 7 +—<
eV TV TTEBEINS L) IZHRo72,

F ¥ TORRKATREDPRET EN72D T, KRABHFER
B L Yo e KREHFRFETRNT S F
VIORRERRY, ARBEFIIEI P IOFEEL
RIS EE o7z by V7 by T R ERIL7:
K ZOERTIZY 7 My 27 ~OEHRDO AT OFH
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A7 7 7 = ABRKSH T, REEUICBT
B PPPD ASHGE/ AGRIH D THUIE G A & 22
fiti U KGR/ AR L3R & 4T > T & 72o PPPOASK
R/ ARBERH IR T 2 Py oo X )ik
RSN DTERBIEL TE 7,
ARTIZZOERZD LI, EUNYIER YA K
I 4 Y19984ELETROECD F ¥ 2t cuw& sh T
WHEE NS OMERZFOBOWUETTED LI I
KIS SN2 THES T B

R S T S EAL S R L 72 kR 3k
B E OB TR H R EI2onTh, Fo il
Ho7+—<v bev b7 fHnz o ith
L LIRSS B0 T2, ML SNHFML T 7
L — bAOIEHRA T R R B 2 O TR IS &
0 RFROKGRER K 2 AR D 5777 & HEIR A g
X720 TERIER F Y IMERDA ORI b FHT %,

OECDK Y I#HXBAEDEUTO R > THRADKET

ZOICTEMBL2LH12
ERAEiER

R DR B i 0 BB

(Directive concerning the placing of plant
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protection products on the market; PPP Directive)
91/414/EEC? T Tld. 20044E10 H8H ) 3¢ & Sanco/
10518/2004 [454791/414/EECK)®Z (Annex) LIZiE
HEPEIGR (55538 585:2) D/2ODEENI IO
TEREIERICE L CEWEHB X 08 o /R I
T 5 HE4 (Standing Committee on the Food
Chain and Animal Health) TERO AL K514 ~ |
H38 2TV T20044E12 H 31 H A S 3 @ F ¥ TIZOECD
B TR 2 LRt S /e HiBLASICEY L TIZOECD
RO FVIPIEIEZIFEINTwE 2 Edidsh
TWiz,

OECDMEEMTHTF— & ZRFHDOE DD 572
B, NYIPRENEIDPDF 2y 2D T+ — AT
HHLEOON, 3FHHEAFHDO 7+ —2THDHAS
WxIe T 57— 2 EREH, FEMIHIETET—
FEREHIZOWTHER/ HABOAGRELTF v 7§
574 —AhlE, OECDDO VY44 ¥~ A (Dossier
Guidance) "2 (Appendix) IZIZBEENTES
T, KED LIZEZV—ToHH N (regulatory
authorities) THEIG U TER T 5 & Sz,

2004410 H 8 H A 3¢ Sanco/10518/2004 %5 38¢
7121k, OECD#HE S ¥ A5 4 (OECD numbering
system) ZHLZF vy 72 HOT + — A DFEEAIR
EN, INSHDOT 5 —AIF2000FE1H1IH S 5
ZEHRMMSINT Wz, FrBASICE L TIEBRICMEH
LTIweigfisntni, 2oFzvy 7HO7 +—
LIOECDHEZ VAT AZHHLTEBY, EUDT—%
ERIZGWTF—YHHLE RSN TS Z & LEUH
DREYIOF =y 7 OWMFTHB L HIZEUOF T A
TALEENTVWAEA, 2006E1H1IHA S F ¥ i
OECDHFF Y AT 2 EBMH L CHRRT 5 Z &A% iR S
nTwniz,

FEBICARSNIALEWHEASICHIG T 57— 7 B
RIEHF v 272l 7+—4 [FYmettFoy
WHEHO T 4 — 2 —2%—= 13 5l 7 + — 43 : fHES
A : B E ] L b= ASE A B GISIS T
HF—FERERF v 77+ —2 [ Fyoesett
Frxy ZIHHDT + —25 —3— M 57 4 — L
4 MHRETIA : Rt O F > /s A K5
A4 21663/V1/94019984E4 H 22 H A+ 488k 517 s #0
D3FHEAFZEHD 7+ — 2 %0ECDRYIH AL ¥V R
DYNFEIZFERDOOECDT — ¥ KA » &5 L EH/R
B 4 PIVICHE> THBR L2 D TH -7z OECD
DFEFIIRIET HEUOFEGTHRVEZ AL T#] 28
REN TV,

ILEWEHDOECD Ry ZH A4 Y AL 3R,
WMEMH RS ALY o AYBL 720 EZD
MRS EWER P Y A A ¥ Y ATk, F2v ¥
HOT7+ =2 THEHLEONIFHEAFHD 7 + — 4
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VIR EIN T2, EUTOMAEMH N ZDF 2 v
JH7+—=2CBLTIE fLEWEH N Z0F =y
774 — L LFABOOECDE 5 LEUE 5 & HFat L7z
T A — AHAEMASICRIG T 57— F FRIHE T = v
IJH7 A=A [Py 7ITHHO 7 +— A4
— 28— P31 FHili 7 4 — 23 1 BHERETIB ¢ iR
WA ASE A BMICNIGT 57— F ZREHF = v
74+ —A [ FYzgEZelF oy 7ITEHO 7 + —
A=78— MMl 7+ — 24 0 BPEEINB - R
WL LTHER. AFSN2, L LAAS, EUT
27 =0 E V& ZOMABERIZEW LI EASITE
INb70, 72 a® & ZFOMBEREEWEN N>
TIE L F 2y 7 7+ — AIMER SN D572,

PPP$§4591/414/EECDPPP#RRI1107/2009(C &
BEEMAICHD MY THRADYET

PPP#491/414/EECIX. 20094E11H24HICH
# (Official Journal: O]) IZAER EN/-PPPHHI
1107/2009"212 &  20114E6 A 14 H 72 & R L S L7z

(BHI1107/2009%5835%) - PPPHHI1107/20091%
20114F6 Al4H b s B 2 LTk o7z (Al
1107/2009%5844%) . PPPIR4 sk L T S %
I (transitional measures) & FD5AFAHE
7z (BHI1107/2009%58052) DT\ el H%5 H
SN B YE DSHIPPPHIHI07/2009%%# H S 7z,

PPP#4791/414/EEC ME&RCTHRE SN TW-H
EXPPPHLAITI07/20090 38 %) H 2 51877 H LIAIC
MM ZEE 4 (European Commission) (2 X )RR X
NBRDEWNLEHFEIIBRITTAHIEIIRD, AST—
FHEREPPPTF — ¥ RO EIE, AST— & TR
#H] (Regulation on data requirements for AS: AS
Data Requirement Regulation) & PPPF — % ZRHL
HJ (Regulation on data requirements for PPPs; PPP
Data Requirement Regulation) & L T20114E6H14H
FTICHRINT 52 Lo/ GRAILL07/2009%5845%
0)c) o 20114E6H11HICOJAR ENZAST — 7 Bk
BHI544/2011" & PPP7 — % B3Rk #LH1545/2011 13 PPP

B491/414/EECHE HIL L T2 M Zh ONE & EH
WHREELZLSBIEHWE, ZOHO0ECD NI
AT ABIOWAEMWH N ZH A 52 ZADRFK6D
8= b4 E = FICHBOEUD 7 — & ZRIFHICE
FTAREHIIZORRTIIEL LD o7

PPP#54791/414/EECTIZ T — ¥ ERITH I3 5
BHMUNA TR TICED B EHICE LTI E X
<l BAFASOERICE b 2 HAR ¥ B A A
FIAVTRITIIEDDIEMP RSN, PPPH
HI1107/2009 F THE SN2 F Y IZED B 1HHRICIE
PPP#E4791/414/EECIZ B3 L 72 BLHI TR S 713k
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ERUEMDEFIN TS Bl EHbEmsh
7z (RHAI1107/2009%585%) o
PPPHIAITI107/2009F Tid. KFEAS O # 4t
(derogations) & L TIKY X7 AS. #EARYYE (Basic
substances) &fUEEAH (Candidates for Substitution:
CfS) g7l BmE iz,
XY 2 7 ASIZPPP#LHI1107/2009F B EIIDO KR A ~
NS RIWFFLHEZFE 2 L7 AS (BHI1107/200945225%
2. MEZEIRA >~ ’5) . CISIEMBEEIORA, ~ M
OFIWF AL D DL RIS L72AS (BRA1107/20094
245(1), WBHFILRA > M) THAHH. F oIl
AHEIEPPPHIANIII07/2009585% %@ H & 5 (BHAN
1107/200985225:(2). #5245:(2)) o
L LA s, FEAYEIZIZPPPHAILI07/200948
SITBH SN Ve HEo THERARYZICHE L T, 3%
DAKGEHG Py L[ Uk Py ol & g
FOR SN,
FEARYWE L, LT O5MICEEYST 5 ASTRRMMIC
HIBRAYZ2 v (HAI1107/2009482345%(1)(a)(b)(c)(d) o
- &g (a substance of concern) Tlx7ZW
- NIEEL, M. EHMEE L AL S X
I TR [EA OWE A% v
- BRI REY B LR TIE RS,
ZFRTHERED LIXZ0WY & HlZ 505 5
LREE SN BB E U CREMREICH
- HEARAERG E LT RS hTunaw

IRBHFE ISR S TG E T DO KGEHGE & 1358 4%
D, UTOE#RTHS FHHI107/2009545235=3)(@)(b)) o
- ZOIRYE O & BT 5 F oo 3 FE R
WhE-> THEI Nz M LT OmE. b
U IRBRBRCAE U 252819 % i
e ML LI EMOmEE,., b LIIREICAELE
BT 5 ZF 0o BRI
AWEOAKBHEHOT v 7L — M. 201344
H3HAMACESANCO/10363/2012 [HHI1107/2009%523
SN o TRA SN IEARYE OHEE TN § 518
el ] BTGRP OB ENR SNz,
COEELHEPORRICLZEZDOT VT L—ME
ASOEM 2 (Assessment report) O % HIZ
LTWwiz, 7 7L —MIHEENTWAIEH (item) T
LETHHMEEHLDDTHRL, EfFLLL7—%
FERTBELDTH LD o7 HiEPHHHEBICEL
THEAH & (not applicable) « & L {IZBEITH W
(not appropriate) £ # 2 X, [HEHIhZW] L&
LG ZEIEZEZEDOBHEMTIBIEZFICTE £
SKIEEIZEI T BB EECE IR ST W,
Table 1R § &) IERAWH O KBRFHHOT >~
TL— FTREN TV L LHER T — & BRI FWE
ASHI R Y L HRB &0 D A7 L BB ML S
NTwiz, AST— & ZRBIHI544/2011%°PPP 7 — %
ZERBAN545/2011TO 7 — 7 PRk & ) ZORIEH 234 7%
Motz WENEED L W & B2 MARA2 5

1 ENS Documents (or information to be included in the corresponding Documents) and sections set out as data
requirements, which are indicated in the templates provided in the dossier guidelines/guidance for
chemical ASs and in the working document for basic substances

Chemical AS (1663/V1/94 Rev.8/OECD)

1“fgrm2}{10“ to be included "Byic substance (SANCO 10363/2012 Rev.7)

ormation to be included 1 Purpose of the application
in -1
—> 5 Identity of the substance/product as available

on the market and predominant use

Uses of the substance and its product

Classification and labelling of the substance

Impact on human and animal health
(substance/product)

Residues (Title only)

Fate and behaviour in the environment

Doc Ato]
Doc M (Tier 1I)
AS PPP
1 Identity 1 Identity
Physma} and chemical 2 Physical and chemical properties
properties
3  Dat licati
3 Further information ata on Z.ipp ica 1(?n
4 Further information
4 Analytical methods 5  Analytical methods
- (No section allocated) 6 Efficacy data
Toxkcologlcal and metabolism 7 Toxicological studies
studies
6 Residues in or on treated s Residues in or on treated products,
products, food and feed food and feed
Fate and behaviour in the 9 Fate and behaviour in the
environment environment
8 Ecotoxicological studies 10 Ecotoxicological studies
9 Summary and evaluation of 1 Summary and evaluation of Sections
Sections 7 and 8 9 and 10
10 Classification and labelling 1p Further information (inc.

Classification and labelling)

Doc N (Tier III Over all summary)

Doc N (Tier III List of endpoint)

Doc L (Tier I Reference list)

Doc L (Tier I Quality check)

(Title only)
3 Effects on non-target species
(substance/product not indicated)

AS only Overall conclusions with respect of eligibility

9 of the substance to be approved as basic
substance

é;@i T List of references relied on

The arrows indicate how each document or information included in each documents of Chemical AS corresponds to the documents of the Basic substance.
The red arrows represent those related to part of the documents belongs to Doc A-J, while the blue arrows indicate those related to Doc L or N, or particular section of Doc M.
Although ‘Efficacy data’ is not explicitly stated in the headings or points under each headings of the Basic substance template, if it is to be included, it would correspond to section 3,

which is represented by a dashed arrow.
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RSN BETHH SN D720, ASERHOF—
TTT v T L= ERGhNTORh otz LHEaERE
$8 (Supporting Documentation) T® 5 XFHA-JIZF%
BT BEMOREAPEREN T otz P
OFERE (Tier) IIMEE (summary) & REBIEE % —
IS L CRIBIC L MZE IR EIo RS HS0 )
A MIHYSTZY) A EMAZ72 D DOHIERYEASOH
HEHTH o7z, AHlIFREFOMELEICILTWD T
O, BBIWEHREEIGE IR TR o7

AW OARBRGFEH DT » 7L — FSANCO/10363/
201255 7ET 121412 20144E:3 A 21 H A 4590 RTO o T &
N WEFIOT 7L — M MIETOEENR R INT,

PPP§4r91/414/EECF Tix. F¥ = THHT
HIEHRE L CXBTARE# (Literature Review
Report) OLEHIIHMISTERIN TV o7z, F
IR A A K54 ~1663/VI/94D19944E8 H 3 H AT 45
58E] (Rev.5) ™% L < 1319954E1 A 31 HAF #6e T
Tld, HEADVTOHFIEZ Ao TV AR L vk
et R SRk, BRI T % SRR R Sk & 1)
DY A MRS 2 LS TWps, A=
AR R OMEFE L LRI T doTzs FY
IR AT A K54 ~1663/V1/940 199844 H 22 H 1 458
YWETROECDD Ky A v A, MEWH N> =0
A ¥V ABLI7 2 0E Y EZOMIGEHRIZEW L F
VIHATVATIE, TOHY A TFNOIERICHIzoT
HEEE X3 2 AR 2 E L 2 Z R b vk
FLilis Tz, VA MEERH, & LT —F X—
ADREE, AN ROEH HOHB, SiEOHIK % iR

L7282 o, 2 L CmgaERIcf L% —
T—FEFRRTHLERBINTVZ, LELEDD,
EHAE I D B EROMER I LT A FF 4~
RHA TV APIUITRENT W h o 72,

PPP#HHI1107/2009 F » F ¥ 2B 9 % B2 Tld.
ASB XU ZoME M #Y (relevant metabolites)
R A, BRIEB X ORI A A O RIRINE
BIZHT 5 BT U 2 2 72 B0 2 22 Sk
(Scientific peer-reviewed open literature) & KR
4B (European Food Safety Authority:
EFSA) IZX @b, Ky gt HA 5 #3104
VNIZAEOLERIZ, HEHICL > TRy iZ@EmE
EhTwb GRAIL07/2009485%0)) o

20114E2 H 24 HRHRIRDEFSAD H A %~ A [HHI
1107/2009F @ BIETE W E AR T O L HEE T 2T
7RHER AR SCBR OS] RS A B 2 R
AR OFFEREIICHE T 2R Ny Ty
DEHNCHETLPIRENTVD, ZDOHA ¥V A
WCIEHEBREOMEN 2 EORDIRENTVE, &
DIA T 2 ANHE > THERLT B SCHRAH AR F 2183
T5tr v arbEiTable 21177,

HAY L ADFRLIE RS A ML OELDE
LI Ry Tidsc#KeE LT L, SCEEA RS
FHIUFKE LTHRINT 2 L 37z,

B, EAYEIZE L CIZPPPHLAIL107/20095685<
OFYTICETABEITET SN VWO T, 201142
H24 0 HRIRDEFSAD T A 5 ¥ ZNHE - 72 A2
WEFOERITEREN TRV,

LW Sections and tables to be contained in the literature review report, as specified in the Guidance of EFSA

approved on 24 February 2011

Section

umber Section title, content and tables to be included

1 Title

2 Authors of the review

3 Summary: a brief summary indicating the purpose of the report, the methodology employed and the results obtained.

Protocol, which should contain:

4 . A statement of the objective of the review (ie. to provide information on side effects of (a) determined active substance(s), metabolite(s),

plant protection product(s));

+ Table 1, The criteria for relevance with which decisions to select studies in the dossier were made.

Search methods and results, including a descriptive summary, together with:

5 + Table 2, which reports the search process for scientific peer-reviewed open literature in bibliographic databases;

+ A structured text list documenting any searches and related results performed in sources of peer-reviewed literature other than bibliographic databases

Results of the study selection process, including a descriptive summary, together with:

+ Table 3, reporting the results of the study selection process, for each data requirement or group of data requirements searched;

. Table 4, reporting the bibliographic references to all relevant studies and studies whose relevance remains unclear after detailed
assessment for relevance of full-text documents (ie. the second step of the selection process), ordered by data requirement(s);

. Table 5, reporting the bibliographic references to all relevant studies and studies whose relevance remains unclear after detailed
assessment for relevance of full-text documents (ie. the second step of the selection process), ordered by author(s);

— Copies of the full-text documents listed in Table 4 and Table 5 should be provided with the dossier (document K).

6 These copies should be placed within the subfolders that contain studies relevant to the data requirements for which the full-text

document has been found relevant.

If studies are relevant to more than one data requirement, only one copy of the corresponding full-text document should be provided,
but cross references would need to be inserted in the other folders for which the full text document is considered relevant.

Relevant full-text documents should preferably be provided in English; however, official EU languages would be accepted.

Relevant full-text documents in non-EU languages should be translated to English.

. Table 6, reporting the bibliographic references to studies considered non-relevant after detailed assessment of full-text documents (i.e. second

step of the selection process).
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| BXMNE S (EV) (S5 2 HEMRERTEEDE ORR/ &
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ARG UM DOASICE L CTid, #HI1107/2009F T
FASNDERBHFE N> b L TKRESMHEIE RS
Fyzid, YIE0OECDR Y4 5 2H LI
EMR RN 5 A TR SNz,

HHI1107/2009 F THEAE SN S Z LI - 7 AKRE
# (PPPI§4791/414/EECF Tl Annex T IUHAKGE

HEBEL 720D T, Annex I Renewal, AIR) %5277V —
TDASTH 5 AIR2ODFHAFNIZ20104E12 H8H IZ0]
NG S NIRRT A TR AI1141/2010°1C X b #L
EINTz,

ARBEBHCTHEESINLIF VY RMHAF Y

(supplementary dossier) &FREi, A DOAKEH
HOBICHRI L2 R DICZF0BOEH % & 7290
FKiB K> L (original dossier) IZHZ 5 HDTH -7z

(BHI1141/2010%69%%) o Ny oRBHRIzZELZE
NOASIZOWTHIEZERIORPIZERE SN/AH (2012
E2H29H. 5H31H. 8A3IHODWIF D) F TR
HE 7. (HHI1141/201056595(3). MEZED) o #H)
1141/201012 % - THAE SN HAIR2DASIZEH L TIERK
ENTHA 7 ZAXFHSANCO/10387/20100020104E10
H28 A 5581 ¢ I ¥ = Kk3ki3 Sanco/10518/2005
D20054E6 H 27 HAF 58T I0HE ) & ShTwiz,
Sanco/10518/2005%55eX 5] T3 LM E IZOECD K &
I A 5 2 A20054E5 A AT 200 AT 2 . A I
OECD#AWH ¥ > =44 & >~ ZA20044E2 B AR &
ERERENT W=D T, AIR2OKEHEI THRHINS
i B2 IZOECD F ¥ kI Ht» TIER S 7z,

PPP#HI1107/2009 F Tl ASOKF, AiEM15
1IED L IIAREF TR SN N 2135635
OB (Confidentiality) OBEIZHE - THREK
\» (confidential treatment) 2SR S, EDOEK)
IEYG LR EN7EHME RO TIIEFSA AR THZ &
oz (iﬁﬁlJ1107/2009%10% 165 o 7272 L%
AW DGR KB LTREE R Z~ANDOT 72 A
= HE LtPPPiﬁEUllO7/ZOO9%10*i":@)ﬂ Ins k&
DOIEN 2\ (BLAI1107/2009%5235%) DT, AW
BORBHBEHEHIIERYEUNDASO FP T L
LI RETRARINE o7,

ASOIKFE. HKBSMAEIE B Y T % 5/l 3 5 5= 454024
JN¥E (Rapporteur Member State: RMS) AMERK T %
S B ER (Draft Assessment Report: DAR) 12
L TORBER DR SN 535 % B TIZEFSA
WARETHZ L o7z GRAILLI07/2009%125:(1)) o
772 LEBICHERE R WAER SN 535 2 v 72DAR
MEFSAOH A MIAFKEN, HESF Y u—F “C%Z)
BB E TR LM ZE L 720 2 BHEARYE
BLCld, PR H Uﬂ@AS&&i?&tzét
DRMSAERT 2DARICHIN§ 2 SCHEDHEAE L 2\

DARIZE L Tix. PPP#491/414/EECTFTH

FRItF 2025

EFSADHERICSMT 5 X 912 % > THHEFSAT
DARZ ZHBZICDARD AT WHEE ALK L. BER
WHSEER I B \%I&fu\ﬂiEFSA CEENHN
IEDARZ AFWHRIZL T W o COHEIZEFES
Bl %«@’F%ﬂm@aﬁlﬂ%ﬁm L 72 51511490/2002%
WX YEA SR (HHI1490/200245115%(3) o BiLHI
1490/200212 VX BEAT 55 282 By & 55 3BE I O R AL 3 5 Mt
& HE L 2281451 /20002~ BIED & T hTH
D, FBROBLE DA 2B BEASIC b B S 7z (B
HII1490/200245204%(1). #1HI451/20005585:(6)) o HEAT
FBABREAS T b RO BLE ASREAT 454 B R sl A3 92
i D FER 2 BLE L 72 8HI2229/2004 TR ST Wiz
(BLH12229/2004452452(5)) - PPP¥E4r91/414/EECF
DOFBLASIZE L TIAFICBLE I 22 - 72725, EFSA
BN o 72 FHAS TIZEEAE 55 2B B LLFE D AS
TOFEETHEDPEH SN TV 20T, FRICEER
WOSESR BN B R B TIREFSAICER 2sh U
DARIZ AT RETH - 72,

PPP#HI1107/2009 F Tid. DARIZEEE R VWA E
RKENDEOGEZBRVTIEIAEENLDT, PPPH4
91/414/EECT ® & 9 IZEFSAICEFH L TATT 54
B3I rolz

ASDIKAEH F ¥ TORMSHERR S % 2F-Alfi it i
WX AIR2OD A T % BLE L 722K G800 9 s 4 %Jllﬁiﬁﬁ!u
1141/2010 CHEF-li#H &5 #H (Renewal Assessment
Report: RAR) &Fr&au (BHI1141/20105145:(1))
FEEAR N DR SN2 5 % By TIZEFSAIC 2357
HIFRARZE AT REICT 5 L e (HHI1141/2010
155:(2) LCW7z2s, EBIIIHER O SER S
AR5 B2 DARDEFSADY A ML EES Y
O— FTE5E912% > TH5IEPPPHI1107/2009 F
DDAR & AR IR AER S5 5 & BTk
EFSADYH A MIRFEI N2,

AIR2O i A F B L Tid. 74 5 v AH
SANCO/10387/2010020104E10 H 28 H 1 4588k 2] T
RMSAE T BRARD 7 + —< v bld. ASOKHLE
DDARD 7 +—< v bDH AL FS54 VIHEH E&h
720 JTEODAR. AR HEFHET OB S HL <
RILOT— 5 ORELMEB IR E L S5
X o TRMSIZ 54 7 aFlli ety 3 &2 8 L SRR % 20,
HAET HDARNOHE (addenda) Z1EHET % 73R
T&7o L LRV oiHlizhEEHOELSE (Volume)
IZOWTIEZEEICEH LA ER S 2T il o
T, EIBIZIEZ Y FEAL U FY A M (List of endpoint)
BEORIINER S hh ol T7-RARDHEFHIZPPP
BLHI1107/20094545: 2 fb B Bk &7z L T o h ke
IPIZOVTHIBEIN TV RITNE LR SR o72,

PPP#II1107/2009 F CIIF 8 HINZAKFEILHE (criteria
for the approval) 2%#% & L, MEHINHE > TASIZK
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RENRTFUI R LRV E SNz (BRIT07/20098545%) o

PPP#AN1107/20095% % D AR FEFHEHEZ K L TRMSAS
MERT 272007 > 7L — 32012456 H 1 HAT L
#FSANCO/11114/2012 [FHMiREFDOEIEO L NV
BICHLTHHTA AT 7 L— ] O LTER. &
RKENTze TOT V7L — MIAKREH AT NEHH]
1141/2010 T & 1 % KGR HT ASO Rl i & 5 &
O2012476 H 1 H DUBEICRFEHI G 342 S 72 ASDET
RS F I & SNhiz,

R ZEMl & A EER O H A B 54 2 1654/V1/94
ETIET R & O SCEIZH D W TR S 22 b
OECD-E/ 757 (Monograph) 74 % v ZA®R A
WHE 757545 v AOTIRRENLEIEDO LN
W3 =2DIHHE (Point) AVRENTW/22TTH-
726 OECDDE/ 75 I HA ¥V ATIZEDO=2DIHH
EXHBT 2RI LT OMY) THh o720

31 REINZPE O

32 MESINTPE
33 g IR KGR D L 3BT LEITE LTS
SN D AR MR & 2L

20124E6 A 1 H A+ SCESANCO/11114/2012Cid Lt o
FHIEREHHE1E L NVITFO=D>DIHHE O T I FAIH
HERET S L & DITAKRILMEITN 2 TCISHHE K
) A7 ASIHENDOEH O T~ 7L — bR
L7z0 BHH31FIZRE SN FHIHH % Table 312K
Fo TNHDOTFMIEHHD ) LDV DOPIIDARRPRAR
WCHOWTER SN BHEFSA#E R (EFSA Conclusion)
OHTH ) F TS LTz,

Z D X 9 IZPPPHINT107/20094520114E6 H 14 H 7 5
BHENTHS5 L LIES < 1E. OECDERD Fy %
SRS EASEH S WA E 2R w Tk, FY
IR Bl s X FEA NI OECD RIS e » TR &
M7z. PPPEUIINI07/2009: 8 T & e 2Dl Fo =
\ZPPPHLIN1107/2009CHi 72 1S H5E & 7 SCRRTA AR
HHEPLEERY, PG EOHEIE L NVITHA
T5T7T YT L= MPRESNIBETH -7

AST — 2 EKMAI EPPPT — 2 EKMADE = #2
ZIZHED MY T DOHRET

BAEDORH A Z Z B L CTF — & BRHA 2 15 1E
28 (BHI1107/200945785:(1)(b) 2fEv. AS
7 — % R BIHI544/201138 X OSPPPF — & B3R BLHI
545/2011i%. 20134E4H3HICOJAE ENIZASTF—%
PR HIHI283/2013% & PPPF — & B3R B1H1284/2013%
ZFRENICE Y LS 7z (HHI283/20134525%.
BLHI284/20135525%) o #LHI544/2011 & #HI545/2011
ZRZENICOWTHk B L Tl S h b iitE s 2
DE&MAHE SN (BHI283/20134535, 45
BLHI284/20135535. H45%) » RBIEEIGEA S h
B4 DA B DRI B8H1283/2013H L < 138
HI284/2013%BH SN B 2 & &7 o720 ALFEWEAS
7 — 7 ER ALY ASEAPPPT — ¥ ERICH L
TIEHNT WL 2 &7 — & Bk oB e 2 Dok
/B3 - 72705, WEWASRIEY ASEAPPPIC
B 57— ERTIIEHEIRIIEA L D72,

LW AST — ¥ R TIZ, ASTF— & BRBLHI
544/2011C 9. BREE~OFEICB§ 2 BEE & 54
E o TWZIHHMAST — & ZRHIHI283/2013 Tl

[9. k7 —4% (Literature data) ] IZZE I N7z,
LW ASEAHPPPF — & 3K Tld. PPPF— % %3k
BAI545/2011T [11. 2 ¥ 5 > 9L 10DREEE & 57
&7 o TWI2IHH 2SPPPF — & ZRBLHI284/2013 Tl

[11. X7 —% ) I2EE S hiz, AS, KB Lo
SR L ISR, % L CASEAHPPPICEIL T
W OURA R 2 7RI AT SR T 2 2TO
F =7 OBMENRZ OLERT — 7 L L7727 — & TR
HT CRIPER SN,

ASTF — ¥ BRHHI283/2013 £ PPPF — % Bk HLH
284/20131%. OJZA% H20134E4 H3H 20 H #£ D 20134F
4H23025%), 20144E1HIA 2 S E e o7 (B
H1283/2013%555(1)(2). #1H1284/2013%555:(1)(2)) -
20164F1 H 1 H DLRE (KGRI 2356 T 3 % ASD K72

1% Subsections in the template to be used for assessment reports regarding Level 3 of Volume 1

Subsection Title

Corresponding issue in EFSA Conclusion

311 Proposal on acceptability against the decision-making criteria - Article 4 and
Annex II of Regulation (EC) No 1107/2009
312 Proposal - Candidate for Substitution
313 Proposal - Low risk active substance
314 List of studies to be generated, still ongoing or available but not peer reviewed List of studies to be generated, still ongoing or available but not peer reviewed
315 Issues that could not be finalised Issues that could not be finalised
316 Critical areas of concern Critical areas of concern
317 Overview table of the concerns identified for each representative use considered  Overview of the concerns identified for each representative use considered
318 Area(s) where expert consultation is considered necessary
319 Critical issues on which the Co-RMS did not agree with the assessment by the RMS
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| BXMNE S (EV) (S5 2 HEMRERTEEDE ORR/ &

REFHF N ITORKDEBESHORE—Z 02|

HHICEAINSEZ o7z (BLAI283/2013%555
2). BHI284/20134555(2)) o
HKAFHEIS N — T TH 5 AIRIDAFEFEH ASIE
2012$7H27EI WZOJAFREN/ZE L & H20184E12H 31
WZARGRIIBR A% T 9" 5 ASO AR EEHE 3 T & -
Bmfwmél%%ﬂ)Wf5EWMMvmnT%?réh
720 AIR3VABEDARFRTEHIE L Tid, 20124895 19H
IZOJAFR SN, 20134E1H1H A S H & 7 - 72 7KEE
B TMEHNG44/20125 F CHEMi & 7 > 720 KEHEH T
MEHLRN844/20127F Tl AFWIBEH D34ERI F TITAK
a&%}’rEﬁaﬁ%%%tﬂ IR REEEDWIR £ TIsHe
SN TV BEEIKBEIIRHE 0304 A E TICHiE
Fvléﬁmk&ofwt(ﬁﬁwymm%bau
3501 H65(E) o
HHI686/20120 28 F M L TIZAIR3D ASOHIZIZ
AGRHIRAS20164E1 A 1H £ D R WASHAFAE L 720 X
FHSANCO/2012/11284 [1EFECHEH TR - AIRSEH 7
0795 MIRENTWDE LI, —HMOASE R
WTIEBLHN686/20120D 2 FE R IR 2 LR § 5
BN X ) AIRSDASORZEIRAIE & S 7z, HiHI
686/2012D A FKFFIZIZAIRIDASIZ20134E1H1H 2 5
20184F12 A 31 H & B ARGBIIRRGE T & 72 o T 7225,
AIRSOBTOHRMAD I NV —T D F ¥ LR TH
HARIRH D304 ARiA20144E1A31IHIC AR5 L9
WAGEBIIR S IE R S 7z F 72 KGRI BR A720164E1 A
1H &) B o 72 ASIZARFETH L e\ 2 & ASHEIITE
MIN TR WD IZARRRA20164E1H1H L 0 %
127 5 X 91220124 T AR REIIBR AN IE R B 7z,
20144E1 H1H % 5 AST — % Bk BIHI283/2013 & PPP
7 — 7 R HA284/20130D F — ¥ ERASHEP I B
IZE 201441 A1H P RRICH 95 o =Tl
OECD K ZH A ¥ v ZADMIEE6D /S — b & /3— 15
BRI TR WT— Y ERIFH 2 FO TER L &
T 6% ko7
7 — & FORIEH O \EH IS LT XESANCO/
10181/2013 T[#iHI283/2013 & BLHI284/201312%¢ - 72T
BALAETEWE B L LA G R ORBERH O K~
IAERICE T BB E~DH L ¥ ALE] 201345
AL3HAHE2 1R ETO AL ASH & L TRITS I
oo ZOHAF Y ALEIAIRSBEDOAKETER, B&
UKRHEC20144FE1HIR DI S5 R i
WHINLZ EIZhoT,
CDHAYT Y ALEHEDOREA THRBIZEDZLHED
B I F Y Ic &0 2B EB L O g E
HRETREINT W2, ZOETIZOECDILEA L
FIEULHEALEORE L IR INTwi,
PPP#54r91/414/EECTF Tl MBEEINICASICE T 5
F—FER, WEEINIPPPIC S 27— & BRK AL
RENTEBY, TNEFNOWIRET/ S — NAMLEY
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EAS b L IMLEWEASER BN DT — &7 Bk,
N— FBOAWASD L 3MAEMASER BMmD
F—=F BRI o TWie ZD0LEWE ASRAL
EWPEASEABMICE L T, EUDOTF— & ZRICxt
JIBL72EUES ¥ A7 A 3ITA LIRIIA 110 & 5125
RENTW/, OECD F ¥ =X T3 5 OECDH
T AT A B EERICIIA LIRIIA 11D X HITERRE
nTwi, LA2LaAHHAI1107/2009F TlE 57— %
FURBNDSHEE TId 2 < ML L7-HAITHRE ST
b lillholzlz0, ALFEWEASIZIX TTIA] 1T Z
T [CA (Chemical Active) | . {bZWEASE A Wi
(2i& TTIIAJ 1282 T [CP (Chemical Product) | &
FRTHEIICHY, FY P TOECDEHE T ¥ AT A
CRRLLFGTIVAT AV EIND L) 1T ko7,
MS Word TERD T > 7L — M ASSCE], BRI E
THDHLEM, BEIMETH S LEN, ZLTFoy
FHOT 5 — L ThHDHLHEODMNAST — ¥ %K EPPP
F— FBRIZHIE L 722HIC oW TR S Twiz, &
NoOT 7L — MTIZFEK (cover page) DHEITHH
J&J#E (version history) OX—I kI SN Tz,
NELOMKERTH 2B BIORBFREHFFD)
A NTHHZIY A (Reference list) (ZBIL TIXH
4% v AXESANCO/12580/2012 [F#HI1107/2009%
605129t - 723 Bk A MER DT A &~ A ] 2013
ESALTHH HIIUET OV L 72720, TSR A
b (SANCO/12580/2012Fh D A 7 ¥ A % W) |
4% (additional notes) IZE/REMN, YA MDT
YTU— b MIRFHEN TG otze HA Y ¥ ALHE
SANCO/12580/2012453.18 ] TR E N2 A b
DOFUZOECD K ¥ A4 & v A TR ENTFEH S
BOEBIN TV, OECDHICIIFE L 2 d o 72
G [HHEECoRER] & [F— gL ZERT LA
B 25emEh, 2o/ NS RET D72 F
HEEY) T DR &) 2% TR T S50 E1IZPPPH
HI1107/2009 CTHi 7212 HE SN - FHEBW 2 EH 5 %
AEBEo A (HHI1107/2009%5625%) [k A DL
bbb,
LELOMREZETH - 7B E IR BT
WMEEICHL X, MEZFAORT ORI [3CH
L FERBIBEE IR Sz (OECD O 3Bk 51k
BUIDIHI OB EIMEICE RSNz EReTr &
i) | EFREIN, WRHFACEIN TV RN o7,
DF ) REREIEEIIRBICED B LHETIE R ko7
XEMOT ¥ 7L — MZiE, AST— & ZRHLA
283/2013 PPP7 — % ZR#HI284/2013 TOH L »
Ty YOREHARF T ERKEER IR LT VT L — b8
WHOYL7 T3 6THINNERVTIELY Vg v
TEIHEIN TV, LR2LEESIN6DT VT
L— MiZiE, 47—y ZREHTICED X H I
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W T 20 E2RTHHIIZIIEA o7, FEBROR
WD EFITN TR o7,

W7 — 2B L TIZASOKEEH T %)%ﬁiﬂ]i‘ﬁ?“(
LAECTHGEOEZ v a y3 [HHICET27—%] 12
B OBENRERENTWBE ERENT W2, B0
tr g 30LEMDOT VT L— Mid, Hikn2012
ET A SCGESANCO/12592/2012 [ 35 3 12 H
THFYTL—= M MO0 HA Ty AL NH T
LTI EEHILEL NV20 7 +—< v FDIHH23

(T 27— &3] FIORENRTWE T A
AP L LEEZFDOTA YV ATRIBENT
W2 LTF O2DOBMRT 204 7V AR ENT W,

- FIBASIZIZ. SANCO E31ESECE: R PR 5L,
ZEA SN A HHN07/2009THUE O F BLE W
OARBIHRMO F > T IC$ 250 7 — & k|

- FKERHEHIZIZ. SANCO/2012/11251 [H#iHI844/2012

VZHE - TRl S M2 WG O RRER BT 5
HA Y v AE] ORIEI

SANCO E3fEZECHEHIZ%1220134E7 H11 HAF 303
SANCO/10054/2013%3% T & L TAFK ENze L
FSANCO/2012/1125102012 H 11 F 3 1T O 8l
20127 A OYGET12007CH - 72,

SCHLTH 5 BRI AR S N WELHIZOECD

ORBEEMBEICHERIE TN LRENTVWZ
. filA DT — & BORIEH T OB 23
L CTIZOECD OB % T 5 OECD K ¥ T4 4
¥ AR BIMEORL B 2 SE I ERTL DL
EMTE %, ko [REEEDE OB D720
DK T &Gl GO T 2 51BN A 5~
A | 20194E3 H 27 HERARGI O D Mg HE [ 1 2 o kB
EREMEES RO T >~ 7L — b | TR 3R
BRIZET 15O % ICOECDERIZHE - 72 sk BR o i 32
EHHREN TV,

WENIZINE TR o7 LEOBEMDED T
FENISOSFEFHE B oTze TNETOLENIIEENT
th!—U'C*‘[S BTy FRA VM)A NP LENLE E

2B SN ze SCENSSIZTFISRT X HIH LL
Lbﬂéht LDTOECDR Y ZH A ¥ AZidEEh
TV holzLETH 5,

SCENS W S ACE R, o — b, Rk

SCHEENA ¢ T KA o A b B

NS ) A 7 T O RYEARHE 0% 58

SCEOILLT 028 T, LHOCAIZIZAST — 5 %
SKHLHN283/2013 TOH L\ 7 — & BRIHH &5 & 58
A5, CEOCPIZIZPPPT — & Bk HHI284/2013 TOHF
LW — % BERIHAF 5 & REDTR IS TWi,

HEOCA : 3l 7 + — 2 15 Y

XEOCP : ##li 7 + — 2 AR B

VIRV S 7 LW R ASICH IS T 57— 5 %
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REHF v 7 H 7 4+ — AR bW ASE A B
NI AT —FEREHF v 77+ — L ERR
D, OECDFYZH A ¥ ¥ ZADRFE6IZERDOECD
T—=F R Y MFEFRERIN TR D o7,

Z DX ESANCO/10181/2013D20134E5 H 13H A4
21 ET I3 12 1220144E12 H 12 H A O #38 ET T &
N7y, EIWETTIILEN2DF 7L — b OAREH
a7z,

WMAEWASHIZ L TESANCO/12545/2014 [HLHI
283/2013 & HiH1284/201312 9t o 727 4 W R & e g e
WOARRD L IIAREHO N KIS 2 B
BANDHA T v AE ] EIGETP 8T Sz, Mk
WMROT— % ZRICIED F DUETHB e h o 727200,
CDOHAY v ACERIYRTICEMEDHO L FR
A Y MIAPTHEXEN20T VT L — bOARRMTE
N7z, SCENSSIEMAY H TR E® 5 30
ELTRENTWENoTz, 20144E12H12H (2 HERD,
By, B LOEEHIE T 2R ES (Standing
Committee on Plants, Animals, Food and Feed) T
AL E N2 720, ZOFHA ¥ ZALEIZPPPH A
1107/2009 T D EP ASIC Ob\“(ﬁfﬁk‘éht "I T
201543 H 1 H AR KGRI G & L < 3 KGR T B Al
Ry (WS F“‘/li:ﬁ}ﬂéhé\_k Eolze 2OH
A5 v ASCEETWETIIHEIC20164E3 A 0 45284 5T T
FHINTWBED, FE2UETITIE PP =X 3 5%
EWHII R o7,

PPP#5491/414/EECT Tl M E ZINCASIZHT %

F—F PR, WEEIZPPPICE T 57— & BkAHS
WRENTBY, TR FhoOWEEFET/ N — NAMNME
FWEAS b L IMEFWHASEA RGO T — 5 %
Ky 78— FBAAEWAS b L < I3MAEWASE G R
DF—=FFERIZR > TWize ZORDMAEMASRH
AEWASERRMIZE L Tk, EUOT— % ZRISHIG
L72EU%5 ¥ A7 A IZIIB 1L1RIIB 110 & 9 I2FR
ENTw/z, OECD F ¥ ks T3 5 OECD®H 5
AT LB FERICIIM L1IRIIM L1 X ) I2FREN
Tz, LA LaAoHA1107/2009F T3 7 — 7 %
RBAIZSHEE T2 < My L-BHIcClRE S
528l holzlzd, UEWASIZIE TIB] 122 T
[MA (Microbial Agent) | . fAEWASERBNIC
13 [TIB] 12482 T TMP (Microbial Product) | &%
AT 5L, FYZHTOECDEFE G VAT AL
WERLLFF VAT AMBHENDL X)o7,

NI EFHAHESDOBEDRMICESI NI E
STl & E 4N D HET

A FEBRI844/20120 82 THAL S 5 AIRS
VIO RGEE P AS & 2014451 H1 H LABEIZ AR GEHIRE W35

FRILF 2025



| BRMES (EV) ICH U 2HEYRBRSENDEORD/EADEFHEN S TOBEROTEESHNORE—Z 02|

WMSNBASICEL TIE, FHliEEFICEHI NG T~
TL—FMETEHA T Z2LH LWL O EH SR
LX) o7,

20124E11 A SCESANCO/12592/2012 [ EFAMiH 52
RS 27 7L — ] Tild. FYIEFElio A
T4 1654/ VI/HMETUETR T DETHETII D W TIE
WEN/20ECDE/ I I HA4 ¥V ATRREINTE
RISV ODPDEEIMZ SNz,

EHIITF— B REHOEHICEADLEEZTT
%l Py it HFomMExzGbes It xH
e LEEDRYATN, FHliThEEPORL 2
85> T OEHMO EHOHIE L PPPAYE L 72 Bk #% <
VA7 SASOEF T ZEET A2 EHHWELTW
720 S OITFR M (Maximum Residue Level(s):
MRL(s)) #&#E. EFSA#mOIEK B L CEURH &
$¥i#%/R (Harmonised Classification and Labelling:
CLH) O#%ETH 5CLHREHEFE (CLH Report)
OEEORED B IN/z, FYT/EROTA ¥ R
WESANCO/10181/2013PD & 9 IZHERL§ % LEHAL T
MS Word TER D 7 » 7L — Mt S h T do
72o XEDOARLHFICHREZRTIETT ¥ 7L — AR
ENTWIDT, H4 5 v AXEIXEUHNE CTpdfhi
EMS Word o 2fEFIAY AR E Tz,

OECDE/ 75 7H A4 % v ATid, st &34
PEDOLNIVI4, E2EMIEHEA. H3EMIEEBS X O
FEABRMREHCH SRR I N TV, £BTHEOELE
REHOBM/ EEN R INT, FYIZOTF T L —
b & FIRRICEHM S H T H KB OLHEOEKDOHKITE
MBROR—=V 2 ANLZ ol Thos 707
L — PR RS EHUC B 3 A BE SRR TIK
woNA T4 METEIRSNTz, HIEDLXVITD
D ZE TR H 0381/ Z8 8 % Table 4127773,

BIBLXNV2TOMBOLEERIHH OB/ EE
ZTable 5127”7 HIBLNV20OHH210 [75HE
FR | WIZCLHHE O BICEMN L Sm)T (European
Chemicals Agency: ECHA) IZ#H$4CLHF Y
WKEDLCLHREREEFO T v 7L - MZEENS
FEMUEBBS NIz, HIBLXNV20IHHE2.11
[H T RPARH oA EREN] LHBE212 [V A2
i TOREAAMKOEZE ] DEMI P THL
CXENO—FRE LTINS [HFARPRBHOH
ERAME | & SCENS [ A 7 5741 T o ZEARME O
EZRE | Emshizz iz L Twiz, FYZTX
ENZHFIN TR ELY FRAL Y PY A B
HICENT & SCEN2IZ 558 S 7z 0 & FAR I G
HTHZ Y FRAL VMY A MIFEIEDO L2054t
NTHY. (stand-alone) XFHE L THEIAEITMZ T
RN LFEE L -72, 72720, 20124E11 A0
SANCO/12592/201 20U ER DR R TlE = > KR A

FRItF 2025

FIAMDT YT U— MIEEHRE 5727280, =V F
RAVIVAMDT V7L —MIRENTW o7,
OECDE/ 757 HA ¥V ATOHEIELN)ILIE4L
LRWVBIZE EDENTZ, HIBEDLNXNIEAN LX)V
DN oo ZRIEIMEOE
PRRIHH BN/ 2 ¥ % Table 612739 20124E11 A AY
ESANCO/12592/201 280U H I 1 Ak 0 20124E6 A 1
HASCE#SANCO/11114/2012 [FHMbBiEED H1&D
LAV LTHAT AT 7L — ] Tl
HERENTWz, 20720, LXVIOHEHSLLS
31.9% TiZ20124F6 H 1 HAF 3CHSANCO/11114/2012°C
DOEHFEFF L FEIC-FK LTz,

H2AMIBEA L Table 7157/ & O IO ZE T 23
o720 20124E11 A4 CFHSANCO/12592/2012 9 hi
YERL DI B CIRATR DS A MEEO T A 2 AL
FHSANCO/12580/201213 i 72 o 72728, fRINE N
R EEB I UZOMBoOLEORRY ZA 0T v
T —=PMIRENTO Loz, TOHA 5 VA
Peo THERT A BRI TV,
RARDHEAIZIZZE LY ¥ 3 v DY A MZIZEKEE
RZDOHOKRBEHOMEFHIRB SN D ED D
EIRENT,

FYZFlDH 4 K54 21654/ VI/945HT78ET R
OECDE/ 75 7 H 4 ¥ v A 3L IBEBIZASHE
& PPPOTE#H S —# 12 L T 72, Table 8IZ/R
FTEHOWEIBHEEBOHHOHMOELEE L L HIC
EIBMIEEBAEIEMIEED (AS) &HEIEHIEEB
(PPP) 1243) H 7z,
RARDHGIZIEE YT ¥ a v ORBIHT HBHY
2 (F—FEREHME) CEHLBRBEINR7T—
FCTEHIioL ) EZAIChozbnehbiRBEENn
TVl CELRANTH L EEZ OND 0K
FOMFFIHHENZ b DEED DL E SNz HLL
N R L T2 SR I TR BRI SR
) A NTHAE A ORBREHGTHMEICKE T2 L &
ENTze ED7- LIRTIZEHM S A7z 58085 % IR 24P
THEXE—HL AT L ko7 LDLER
BHEZMYAINOT 7L —MIBEINTBS T,
BWETZ20O0XEEZHYAMOLZIZHBT S
OPPHEIIREN TV RN o572, EUD F ¥ i
DHA KT A4 VETHETR ZIIEDWTER I L7
OECDE/ 757 H A4 ¥ v A%, REEH »EE L7
BRIZid e o T d o 7zo DRTICHRH LM S 7z
RETH D Z & ERT RIS AR ES OFMI T LT
D572,

Table 9I2/R¥ X 9 1220124E11 A+ SL&ESANCO/
12592/201290 ML CIZ BB L NIV2, E2EMIEEA, 6
IEMEEB (AS) L3%MIEEB (PPP) M TIH
HoFE L KEPRMT L L))ol HIEOW
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15 Comparison of required information in the template to be used for assessment reports regarding Level 1
of Volume 1, as specified in SANCO/12592/2012 and the OECD Monograph Guidance

SANCO0/12592/2012 -rev. 0 (2012.11)

OECD Monograph Guidance - Appendix 4

1 Statement of subject matter and purpose for which this report has
been prepared and background information on the application

1 Statement of subject matter and purpose for which the monograph was
prepared

1.1 Context in which the draft assessment report was prepared

1.1.1 Purpose for which the draft assessment report was prepared

1.1 Purpose for which the monograph was prepared (Dossier Document A)

1.1.2 Arrangements between rapporteur Member State and co-
rapporteur Member State

1.1.3 EU Regulatory history for use in Plant Protection Products

1.14 Evaluations carried out under other regulatory contexts

1.2 Applicant(s) information

1.2.1 Name and address of applicant(s) for approval of the active
substance

1.3.1 Name and address of applicant(s)

1.2.2 Producer or producers of the active substance

1.3.7 Manufacturer or manufacturers of the active substance

1.2.3 Information relating to the collective provision of dossiers

1.2 Summary and assessment of information relating to the collective
provision of dossiers (Dossier Document B)

1.3 Identity of the active substance

1.3 Identity of the active substance (Dossier Documents J, K-active
substance and L-active substance)

1.3.1 Common name proposed or ISO-accepted and synonyms

1.3.2 Common name and synonyms

1.3.2 Chemical name (IUPAC and CA nomenclature)

1.3.3 Chemical name

1.3.3 Producer's development code numbers

1.34 Manufacturer's development code number

1.34 CAS, EC and CIPAC numbers

1.35 CAS, EEC and CIPAC numbers

1.35 Molecular and structural formulae, molecular mass

1.3.6 Molecular and structural formulae, molecular mass

1.3.6 Method of manufacture (synthesis pathway) of the active
substance

1.3.8 Method or methods of manufacture

1.3.7 Specification of purity of the active substance in g/kg

1.39 Specification of purity of the active substance

1.3.8 Identity and content of additives (such as stabilisers) and
impurities

1.38.1 Additives
1.3.8.2 Significant impurities

1.3.8.3 Relevant impurities

1.3.10 Identity of isomers, impurities and additives

1.39 Analytical profile of batches

1.3.11 Analytical profile of batches

1.4 Information on the plant protection product

1.4 Identity of the plant protection product (Dossier Documents J, K-active
substance, L-active substance, K-formulation and L-formulation) (to be
included for each preparation for which documentation was submitted)

14.1 Applicant

1.4.2 Producer of the plant protection product

1.4.2 Manufacturer or manufacturers of the plant protection product

14.3 Trade name or proposed trade name and producer's development
code number of the plant protection product

1.4.1 Current, former and proposed trade names and development code
numbers

1.4.4 Detailed quantitative and qualitative information on the
composition of the plant protection product

1.44.1 Composition of the plant protection product
14.4.2 Information on the active substances

1.44.3 Information on safeners, synergists and co-formulants

1.4.5 Composition of the preparation

1.4.5 Type and code of the plant protection product

1.4.3 Type of the preparation and code

14.6 Function

144 Function

1.4.7 Field of use envisaged

1.5.1 Field of use

1.4.8 Effects on harmful organisms

15.2 Effects on harmful organisms

1.5 Detailed uses of the plant protection product (to be included for
each preparation for which documentation was submitted)

1.5 Uses of the plant protection product (Dossier Documents C, D and E) (to
be included for each preparation for which documentation was submitted)

1.5.1 Details of representative uses

1.5.3 Summary of intended uses

15.2 Further information on representative uses

15.3 Details of other uses applied for to support the setting of MRLs
for uses beyond the representative uses

154 Overview on authorisations in EU Member States

1.54 Information on registrations in OECD countries
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1IN Comparison of required information in the template to be used for assessment reports regarding Level 2
of Volume 1, as specified in SANCO/12592/2012 and the OECD Monograph Guidance

SANCO/12592/2012 -rev. 0 (2012.11)

OECD Monograph Guidance - Appendix 4

2 Summary of active substance hazard and of product risk assessment

2. Reasoned statement of the overall conclusions drawn by the regulatory authority

2.1 Identity

2.1.1 Identity

2.1.1 Summary of identity

2.2 Physical and chemical properties

2.1.2 Physical and chemical properties

221 Summary of physical and chemical properties of the active substance

222 Summary of physical and chemical properties of the plant protection product

2.3 Data on application and efficacy

2.1.3 Details of uses and further information

2.7 Efficacy

2.3.1 Summary of effectiveness

2.7.1 Effectiveness against target organisms, or with respect to the effect achieved

23.2 Summary of information on the development of resistance

2.7.2 Possible occurrence of the development of resistance

233 Summary of adverse effects on treated crops

2.7.3 Effects on the quality of plants or plant products

2.75 Effects on the yield of treated plants or plant products

2.76 Phytotoxicity to target plants or target plant products

2.7.7 Impact on succeeding crops, adjacent crops and on treated plants or plant products used for propagation

2.34 Summary of observations on other undesirable or unintended side-effects

2.74 Effects on transformation processes
2.7.7 Impact on succeeding crops, adjacent crops and on treated plants or plant products used for propagation

24 Further information

2.1.3 Details of uses and further information

278 Tank mixing recommendations

24.]1 Summary of methods and precautions concerning handling, storage, transport or fire

24.2 Summary of procedures for destruction or decontamination

24.3 Summary of emergency measures in case of an accident

2.5 Methods of analysis

2.2 Methods of analysis

25.1 Methods used for the generation of pre-authorisation data

252 Methods for post control and monitoring purposes

2.2.1 Analytical methods for analysis of the active substance as manufactured

2.2.2 Analytical methods for formulation analysis

2.2.3 Analytical methods for residue analysis

26 Effects on human and animal health

2.3 Impact on human and animal health

2.6 Summary of absorption, distribution, metabolism and excretion in mammals

262 Summary of acute toxicity

2.6.3 Summary of short-term toxicity

264 Summary of genotoxicity

26.5 Summary of long-term toxicity and carcinogenicity

2.6.6 Summary of reproductive toxicity

26.7 Summary of neurotoxicity

2.6.8 Summary of further toxicological studies on the active substance

269 Summary of toxicological data on impurities and metabolites

2610 Summary of medical data and information

26.11 Toxicological end point for assessment of risk following long-term dietary exposure - ADI

2.3.2 Toxicological end point for assessment of risk following long-term dietary exposure - ADI

2612 Toxicological end point for of risk following acute dietary exposure - ARID (acute reference dose)

2.3.3 Toxicological end point for of risk following acute dietary exposure - ARfD (acute reference dose)

2.6.13 Toxicological end point for assessment of occupational, bystander and residents risks - AOEL

234 Toxicological end point for assessment of occupational and bystander risks - AOEL / MOE

235 Drinking water limit

231 Effects having relevance to human and animal health arising from exposure to the active
substance or to impurities contained in the active substance or to their transformation products

2.3.6 Impact on human or animal health arising from exposure to the active substance or to impurities contained in it

2614 Summary of product exposure and risk assessment

2.7 Residues

24 Residues

2.7.1 Summary of storage stability of residues

272 Summary of metabolism, distribution and expression of residues in plants, poultry, lactating
ruminants, pigs and fish

2.7.3 Definition of the residue

24.1 Definition of the residues relevant to MRLs

2.74 Summary of residue trials in plants and identification of critical GAP

2.7.5 Summary of feeding studies in poultry, ruminants, pigs and fish

2.7.6 Summary of effects of processing

2.7.7 Summary of residues in rotational crops

2.78 Summary of other studies

2.79 Estimation of the potential and actual exposure through diet and other sources

24.2 Residues relevant to consumer safety

24.3 Residues relevant to worker safety

2710 Proposed MRLs and compliance with existing MRLs

244 Proposed MRLs and compliance with existing MRLs

2.7.11 Proposed import tolerances and compliance with existing import tolerances

245 Proposed import tolerances and compliance with existing import tolerances

246 Basis for differences, if any, in conclusions reached having regard to established or proposed CAC MRLs

2.8 Fate and behaviour in the environment

2.5 Fate and behaviour in the environment

2.8.1 Summary of fate and behaviour in soil

252 Fate and behaviour in soil

282 Summary of fate and behaviour in water and sediment

25.3 Fate and behaviour in water

283 Summary of fate and behaviour in air

254 Fate and behaviour in air

284 Summary of monitoring data concerning fate and behaviour of the active substance, metabolites,
degradation and reaction products

25.1 Definition of the residues relevant to the environment

285 Definition of the residues in the environment requiring further assessment

286 Summary of exposure calculations and product assessment

2.9 Effects on non-target species

26 Effects on non-target species

29.1 Summary of effects on birds and other terrestrial vertebrates

26.1 Effects on terrestrial vertebrates

292 Summary of effects on aquatic organisms

26.2 Effects on aquatic species

293 Summary of effects on arthropods

26.3 Effects on bees and other arthropod species

294 Summary of effects on non-target soil meso- and macrofauna

264 Effects on earthworms and other soil macro-organisms

265 Effects on soil micro-organisms

295 Summary of effects on soil nitrogen transformation

296 Summary of effects on terrestrial non-target higher plants

2.9.7 Summary of effects on other terrestrial organisms (flora and fauna)

26,6 Effects on other non-target organisms (flora and fauna)

29.8 Summary of effects on biological methods for sewage treatment

26.7 Effects on biological methods of sewage treatment

299 Summary of product exposure and risk assessment

2.10 Classification and labelling

2.14 Classification and labelling

2.11 Relevance of metabolites in groundwater

211.1 STEP 1: Exclusion of degradation products of no concern

2.11.2 STEP 2: Quantification of potential groundwater contamination

211.3 STEP 3: Hazard assessment - identification of relevant metabolites

2.11.3.1 STEP 3, Stage 1: screening for biological activity

21132 STEP 3, Stage 2: screening for genotoxicity

21133 STEP 3, Stage 3: screening for toxicity

2114 STEP 4: Exposure assessment - threshold of concern approach

2115 STEP 5: Refined risk assessment

2116 Overall conclusion

2.12 Consideration of isomeric composition in the risk assessment

2.12.1 Identity and physical chemical properties

2122 Methods of analysis

2.12.3 Mammalian toxicity

2124 Operator, Worker, Bystander and Resident exposure

2.12.5 Residues and Consumer risk assessment

2.12.6 Environmental fate

212.7 Ecotoxicology

2.13 Residue definitions

2.13.1 Definition of residues for exposure/risk assessment

2132 Definition of residues for monitoring
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1NN Comparison of required information in the template to be used for assessment reports regarding Levels
3 and 4 of Volume 1, as specified in SANCO0/12592/2012 and the OECD Monograph Guidance

SANCO/12592/2012 -rev. 0 (2012.11)

OECD Monograph Guidance - Appendix 4

3 Proposed decision with respect to the application

3 Proposed decision with respect to the application

3.1 Background to the proposed decision

3.1 Background to the proposed decision

3.1.1 Proposal on acceptability against the approval criteria - Article 4 and Annex II of
Regulation (EC) No 1107/2009

3.1.2 Proposal - Candidate for substitution

3.1.3 Proposal - Low risk active substance

3.14 List of studies to be generated, still ongoing or available but not evaluated

4 Further information to permit a decision to be made, or to support a review of the
conditions and restrictions associated with any approval or registration

3.14.1 Identity of the active substance or formulation

4.1 Identity of the active substance or formulation

3.14.2 Physical and chemical properties of the active substance and physical,
chemical and technical properties of the formulation

4.2 Physical and chemical properties of the active substance and physical, chemical and
technical properties of the formulation

3.1.4.3 Data on uses and efficacy

4.3 Data on application and further information

4.10 Efficacy

3.144 Data on handling, storage, transport, packaging and labelling

4.4 Classification, packaging and labelling

3.1.4.5 Methods of analysis

4.5 Methods of analysis

3.1.4.6 Toxicology and metabolism

46 Toxicology and metabolism

3.147 Residue data

4.7 Residue data

3.14.8 Environmental fate and behaviour

48 Environmental fate and behaviour

3.149 Ecotoxicology

49 Ecotoxicology

3.15 Issues that could not be finalised

3.16 Critical areas of concern

3.1.7 Overview table of the concerns identified for each representative use
considered

3.1.8 Area(s) where expert consultation is considered necessary

3.1.9 Critical issues on which the Co-RMS did not agree with the assessment by the
RMS

3.2 Proposed decision

3.2 Proposed decision

3.3 Rational for the conditions and restrictions to be associated with any approval or
authorisation(s), as appropriate

3.3 Rational for the postponement of the decision, or for the conditions and restrictions
to be associated with any approval or registration, as appropriate

3.3.1 Particular conditions proposed to be take into account to manage the risks identified

(Level 4 does not exist)

1WA Comparison of required information in the

template to be used for assessment reports regarding

Volume 2 (Annex A), as specified in SANCO/12592/2012 and the OECD Monograph Guidance

SANCO/12592/2012 -rev. 0 (2012.11)

OECD Monograph Guidance - Appendix 4

A List of the tests, studies and information submitted

A List of the tests and studies submitted and of information available

Al Identity

Al Identity

A.2 Physical and chemical properties

A2 Physical and chemical properties

A.3 Data on application and efficacy

A.10 Efficacy

A4 Further information

A.3 Further information

- (No section allocated for Classification, packaging and labelling)

A4 Classification, packaging and labelling

A5 Methods of analysis

A5 Methods of analysis

A6 Toxicology and metabolism data

A6 Toxicology and metabolism

A7 Residue data

A7 Residue data

A8 Environmental fate and behaviour

A8 Environmental fate and behaviour

A9 Ecotoxicology data

A9 Ecotoxicology

LN Comparison of required information in the

template to be used for assessment reports regarding

Volume 3 (Annex B), as specified in SANC0O/12592/2012 and the OECD Monograph Guidance

SANCO/12592/2012 -rev. 0 (2012.11)

OECD Monograph Guidance - Appendix 4

Volume 3 Annex B (AS)

Volume 3 Annex B (PPP)

Volume 3 Annex B

B.1 Identity B.1 Identity

B.1 Identity

B.2 Physical and chemical properties of the active
substance

B.2 Physical and chemical properties

B.2 Physical and chemical properties

- (No section allocated)

B.3 Data on application

B.3 Data on application and efficacy

B.10 Efficacy

B.3 Data on application and further information

B4 Further information B4 Further information

B.5 Methods of analysis B.5 Methods of analysis

B.5 Methods of analysis

B.6 Toxicology and metabolism data

B.6 Toxicology and metabolism data and
assessment of risks for humans

B.6 Toxicology and metabolism

B.7 Residue data B.7 Residue data

B.7 Residue data

B.8 Environmental fate and behaviour

B.8 Environmental fate and behaviour and
environmental exposure assessment

B.8 Environmental fate and behaviour

B.9 Ecotoxicology data for non-target species

B.9 Ecotoxicology data and assessment of risks

B.9 Ecotoxicology data and assessment of risks for non-target
species

B4 Proposals for classification and labelling
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BT 2 T4 7 A TRBOFEOXL 7 > 3
YTEDOMBRAETEIED L ANNVAIREL TRT &
I Twiz, COFERTHHEIBLNV2TORSY
v a v T ORBOFIOME. E2EMEHATOL
7varyZEoY AN, EILHEEB (AS) LHE3%
MEEB (PPP) ToX 2 ¥ a vy I ol ED
T s Y a Y ONELIEFENTNT L LB E
Tho72

AL BECH Table 10I37RT & 9 ICHER O ZEE S
Holzs

Hiak D ATR2DFHfi S FHICEH L Tid, A4 ¥~ A
WESANCO/10387/20100020104E10 H 28 H 4 4588 5T
TIIRMSIZ 42 Al S H 2 L <RS2 0, 1%
163 % Gl s B~ O#E 2 fEK T 5 0 #IRTE 72,

L2 L7ds520134E3 A1 X#HSANCO/10180/2013
[FFM S EDOWRETON —VIZEHTBE A ¥V AL
& BIRETC LV HEOIERIZ R LAY &TOY
B CHA LRl S BRI E b o7 ZOHA 5V
A1320134-5 H 1 H LIRS RRMNZ B & 1T S % 57
MEEICEH N, FD720, AIRZOASTH WA
L7z il s EAMER S b 2 Ll o 72,

201441 HTHURRICIRBENS R ICBL T, #
HENDL N HA 5 Y ADBOECDDH A ¥ ¥ A b
EUDHA ¥ v AEb 5722 &£ T, OECDHICHE -
RV IZZDE T TREUTORERLAKATEHIITR
HMTELRL oz 72 20144E1 H1H DIERIZHEH O
R 2k U TR S 5 SRS I IZOECDRR R
M ORI R ) OEHEI YT,

1NN Titles of subsections in the template to be used for assessment reports regarding Volumes 1-3, as

specified in SANCO/12592/2012

Volume 1 Level 2 Volume 2 Annex A

Volume 3 Annex B (AS) Volume 3 Annex B (PPP)

2.1 Identity

A.l Identity

B.1 Identity

B.1 Identity

2.2 Physical and chemical properties

A2 Physical and chemical properties

B.2 Physical and chemical properties of
the active substance

B.2 Physical and chemical properties

2.3 Data on application and efficacy

A.3 Data on application and efficacy

B.3 Data on application

B.3 Data on application and efficacy

24 Further information

A4 Further information

B4 Further information

B4 Further information

2.5 Methods of analysis

A5 Methods of analysis

B.5 Methods of analysis

B.5 Methods of analysis

2.6 Effects on human and animal health

A6 Toxicology and metabolism data

B.6 Toxicology and metabolism data

B.6 Toxicology and metabolism data and
assessment of risks for humans

2.7 Residues

A7 Residue data

B.7 Residue data

B.7 Residue data

2.8 Fate and behaviour in the
environment

A8 Environmental fate and behaviour

B.8 Environmental fate and behaviour

B.8 Environmental fate and behaviour
and environmental exposure assessment

29 Effects on non-target species

A9 Ecotoxicology data

B.9 Ecotoxicology data

B9 Ecotoxicology data and assessment

of risks for non-target species

2.10 Classification and labelling

2.11 Relevance of metabolites in
groundwater

2.12 Consideration of isomeric
composition in the risk assessment

2.13 Residue definitions

L EN I Comparison of required information in the template to be used for assessment reports regarding
Volume 4 (Annex C), as specified in SANCO0/12592/2012 and the OECD Monograph Guidance

SANCO/12592/2012 -rev. 0 (2012.11)

OECD Monograph Guidance - Appendix 4

C Confidential information and, where relevant, details of any task force formed
for the purposes of generating tests and studies submitted

C Confidential information and, where relevant, details of any task force formed
for the purposes of generating tests and studies submitted

C.1 Confidential information

C.1 Confidential information

C.1.1 Detailed information on the manufacturing process or processes for the
active substance

C.1.1 Detailed information on the manufacturing process or processes for the
active substance

C.1.2 Detailed specification of the active substance

C.1.2 Detailed specification of the active substance

C.1.3 Detailed specification of the preparations

C.1.3 Detailed specification of the preparations

C.14 Information on the batches used for the mammalian toxicity and ecotoxicity
tests

C.15 Other confidential information

C.14 Other confidential information

C.2 Summary of information relating to any task forces that submitted tests and
study reports

C.2 Summary of information relating to any task forces that submitted tests and
study reports

C.2.1 Membership of each task force and contact point

C.2.1 Membership of each task force and contact point (Dossier Document B)

C.2.2 Contact point for each member of the task force

C.2.2 Contact point for each member of the task force

C.2.3 Reasonable steps undertaken to form task force

C.2.3 List of test and study reports submitted and information relative to the
ownership of and rights of access to the test and study reports

C.3 Summary of information relating to avoidance of duplicative testing and
sharing of tests and studies involving vertebrate animals

C.3.1 Detailed information on the avoidance of duplicative testing

C.3.2 Detailed information on sharing tests and studies involving vertebrate
animals
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%O BERFER S 7z
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AR L RS T e W ERER O FRilli 25 BLIRE 250D
BHEEM AR E 26 L T B0 89 O H A
TEXLEH)HORBICEH L TH + o2 Maseft s h
HREEAEEIN, T2 ARG E 2 F 01
N TRRT DI ELRFMETEEL O N b
OECDABR MM 2 & RS X BRI I35 2 4
EHH L EFRLEIN TV, FEFICDARRRARIZHGE
HZOREOTNA MRBEMEEZ£ED, ¥~/
N—=ZMF2EDEFLLATE L TREHEE»HHE
SNTAER LR ORI TOHNMEIZRMSD R
BN OBHFHI 2 1T 72 b O TH A RE L s h
720 BEEF Y ZIIAEEN LD TDARRRARIZEUT
DY BIHE T % P 2 AR Z 4T, RMSO K,
RERTREEV)OVBBBLRAEGESN,

20194E3 H 27 H IR IR S HRIE N 72EFSATE

[ESEEY O EFMEO 7200 F ¥ T & i

HORMCET L2HBENNA TV A ] OWNF LT
HE)BERLEDTHHINZAIRSHOTA ¥ R
SCESANCO/2012/11251 0201943 H 22 H A 45582 57°7
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Tl TO FYTIZHEFN T Wi RS 2 2K
PR P T THRHNT 2 LEIE VDS, drvwiliz
BATOHA FF4 07— BRTHAMli L 72 b 0%
BRp M E O TP E LTHIE N CiRIET5 2L
W I N TOHNA ¥ ALE20194E3H 22 H AT
SEOELRTIZ20194E4 A 1 H LLRR I A R T B 3 S A8 10
SNz Py C#A SNz, B #AIZ20194E4H1
HURIORBEFHHESEI RN SN 2P Tho 72
A3, 201846 H12H A 513 H I B OPSN 230 X —
T4 v TERENC LB L, EFSAIIIO FYmicg
IR TV R Z KRR F Y 2 THIEH T 2
VEE W, L2 Lo vwilBzBiror4 Mo
AR T =Y ERTHIL72b D& HE N Zo—H
EUCHBRERBEZEE I R E LTI R & LR
L7z ERFARTD 2 INEW R ER 4 (European
Crop Protection Association: ECPA, BfEiZrzay 7
5 4 7WkM (CropLife Europe: CLE) ) 1%, fi ik
DRI IR 2 ER R TE 2 LD 7, £
D7z, 20194EAH1H X ) B ARGR T HEE 252
ENF Y THHIE B i wiklR o B B
BEEHE EO P IPFIEL TWb,
ZDXHITLT20194F4H1H DAFRICH I3 5 ATR3
DR &KGRHH B ¥ TAEUICIZ B o F Y miZ&E Eh
TV E 2 BUTO A ¥ ALFHEDERIC
o THEMP\RAZITNEL OB ot/ KFE
B Y TAVER OB D57 )1 & FRIAEIM L 720

SR A MERD T A ¥ ALESANCO/12580/2012
D20194E3 A 22 HA 4G &, 20134E5 H 17 HAF 45
BIYETTaRENZIY X MERICH 7225 [ LiaT
I2fEH (Previously used) | #A¥WICEIML72. 2O
) A RREUE T R o BFA R & CLHFE Rt F 3k
T 7L — FSANCO/12592/2012551 2K 5T CTHE2%
MEE AL X OEIEIEEB (AS) &H3LMEHB
(PPP) &t 7 ¥ a Y& ALSIRY) A+ D4k
2 TURTOFHI | oI5 EMSN Tzl HTwns
A, INHDO) A MERE I A N VICE T OHME
WdHolze A Y AXFESANCO/12580/201202019
E3H 22 H AT 55400 ET 132019410 A 1 H LA IS5 5
Ny IZ#EH I 7z,

Al Rk s E L CLHRREHMEFLET 7L — b
SANCO/12592/20120201943 H 22 H A 4528 51"

%ZﬁmﬁiAﬁlU%&%WEiB(Aﬁ L3
LI EEB (PPP) &2 ¥ a Y IZEYALSRY
A b %SANCO/12580/20120)2019$3H 22 H A S5 ATET
TRENFRRIT Lz FE0E. B2BMEEA.
HEIBMREB (AS) LHE3EHEEB (PPP) 0Kt
7 a 2DV TMS Word TE S 7z7 7L — b
DEFBEDR—VI2ED L) IEMPIFR S N7z
OHPOBR DR TOF BNz THITMZ T, 5
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& DN W BEFELEEHRC B D 2 H 3 ITBIER e S h
720 BBIBOLVAVCHH210 [WWHEEM] & L
THEMENZEH FICREDBEDHA ¥ v ALHET
HEEA2 S Py e IR ERENTWHIERED
FIIRMSHF = v 7 LLEIZIIG U TEIIEEL THELED
EEEE LTHRINT 2 2 EdvRE iz,

FEAMi S E & CLHE ik &l 7 » 7 L — 2019

AEIH22HAT #5200 RTIZ20194E 10 H TH DAREICH I 5 I

W & SNz LA LA23520194E4 H1H DIRELC
IBRE D SN SN2 EHli G FICIES s a v o
FHMOBRISHHOBRZMAZ 5 2 & ERIKTHELRIE
YWETMZ T 5 & S hze ZHU20184E11H10H A

SN EELE OB A IR RSB L o722k
TN WMBELYE S B D 2 BB ITBIE D 2 S 725
DPEUGETM AT ULERH 72720 bbb,

FY D H A & v AL #FESANCO/10181/2013
D20194E3 H 22 A SE48GET CIESCEN3 L L TRt
FY T LU= IFEHENz, SCGELOSEY 2 M
LCIEAA v Ahoit#kix (3 2+ (SANCO/
12580/2012% DA A ¥ v A% XM) | o $TEH
ENTWZRVH, ZRY A MEEDOT A ¥ v AXE
SANCO0/12580/20124%20194E3 H 22 H A 5540 5T\ 53
ENTVELIDTRYIIZED LB A MofFEXIEH
I NTnwiz,

ARl L CLHRR BRIl T > 7L — Mg
QWETB IO N Y MEDOH A ¥~ ALESANCO/
10181/2013454ck I Tt S N7z 7 v 7L — hHIZIE
IR EN TR Do BRI HFELEL, TD
\ZEFSADHBH A A ¥ >~ ZA20194E3 H 27 H IRINAI IR
WX DB Py e Rl HCTT— 2 LD X9
%f?é#’owam@ﬁ% HAY v ARETF VT
L= "R IN-ZEICE AT TH o720 LTD
Table 11ICEFSAOHHWH A 5 A TR SN2 T
YL —bMERT,

20194E3 H 22 H A4 CEHSANTE-10914-2019°12 X b
EFSADZEBH A A ¥ > 2132019410 A 1 H LRI
DRI TI#EHE o720 LALLM EE &
CLHIRZ s #dm s » 7 L — b20194E3 H 22 A 462
ETT20194E4 A 1 H LARE LN B 20 & 2 S 2 BFAifl
WEETIIEIBIIUETREZHH T2 L sz, Bk
D-JOo7 v 7L —bOW, BIED-HILFHliEREEDOH3
B IR EBCTHRNLBLEMBHECTOMPI R 57
B, BSOS B S LB O R EL
PRI DRI EID A TH - 720 7275 L20194E3 1 22H
17“%265(%?0) 515 L ~OV23HH210 [P0 |

WA F 22N ALY AT O B R TZRE D A h T
BLT, FOFEDLRIN TR o7,

EFSADEBIH A ¥ A TIZARBREH TR B OB
L\ kB o SRR A2 & ] U /K HE Loy GRER D 3k
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L ENEN Templates provided as appendices to the EFSA Administrative Guidance on submission of dossiers and
assessment reports (original version, 2019)

Corresponding Appendix

Purpose of the template

Appendix D Template for the overview table for analytical methods used for risk assessment
Appendix E Template for presenting individual study summaries

Appendix F Template for presentation of results in tabular format for mammalian toxicology studies
Appendix G Template for presenting metabolism residues trials

Appendix H Template for presentation of kinetic fitting

Appendix I Template for presentation of assessment of endocrine disrupting properties

Appendix ] Template for presentation of assessment for the equivalence of batches

1N P4 Comparison of required information in Tier II and reference list in the EFSA Administrative Guidance
(2019) and the OECD Dossier Guidance

EFSA Administrative guidance (2019)
Appendix E

Reference list (2019)

OECD Dossier Guidance Tier I OECD Dossier Guidance: Document L - Tier I quality check
*not included OECD i i

(**:All the important information previously contained in the Tier T
quality check is included either in the Tier II or the reference list)

LInformation on the study

Data point Data point Report (Data point) 1.1 the data point addressed™
1.2 a description of the type of test or study
2 reference point (location) of the report in the dossier
Report author Author(s) Report (Report author) 3.1 the names of the authors™
Report year Year Report (Report year) (vear is indicated in 3.1 the names of the authors)
Report title Title Report (Report title) 32 the title of the test or study report™
Owner Report (Report owner) 3.3 the owner of the report™
Report No Report No Report (Report No) 35 the report number™

3.6 the date of the report
(year is indicated in 3.1 the names of the authors)

Source (where different from Testing Laboratory and dates 4.1 the name and address of the testing facility™

company) (Testing Laboratory)

Document No

Document No. 4.2 the laboratory report/project number

Testing Laboratory and dates 5 the dates of commencement and completion of experimental work

(Dates)
Published or not 34 an indication as to whether it is a published or unpublished
report
Vertebrate study®
Data protection claimed
Justification if data
protection is claimed*
Guidelines followed in study Guideline 7.1 the identity of the test guideline used*

7.2 where test guidelines provide choice as to the method to be
used, a reasoned justification for the method used

Deviations from current test guideline

7.3 where deviations from the test guidelines specified are employed,
a description of and reasoned justification for the deviations™

Guideline (Deviation)

Previous evaluation

Previously used*

GLP/Officially recognised testing
facilities

GLP/ Officially recognised
testing facilities

GLP (GLP/Officially recognised
testing facilities)

8 confirmation that the principles of GLP or GEP*, as appropriate,
were complied with - in the event of non-compliance a description of
the degree of non-compliance and a justification for non-compliance.

Executive Summary

Acceptability/Reliability

2. Full summary of the study according
to OECD format

Materials and methods

1. Materials and methods 6.1 the identity of the test substance or material (ISO common
name, batch number and degree of purity)™
6.2 an explicit reference to the relevant specification of

composition of the test substance or material

Results

1. Results and discussion

3. Assessment and conclusion

Assessment and conclusion by applicant

II1. Conclusions

Assessment and conclusion by RMS

BREEEOREMEZER T, 2 0, 0Bz BT
HARGA VR T —FERTFHM L7202 HiR M
IO—HELTIRBT A ELPRER TV, 2K
P2 BB E LT, RMSASZ O A B UL R
MEODLEFIIHEEDO PO AATRNY
Z L RPRMSD R & fEim S O R E XH)$ 5 X
ISR LR T K34 2 EAVRENT W,
MEEDE 42 ORI E 23R T 57 v 7L —b

FRItF 2025

& LT DTable 1217833 & HIZRBICBT 516 HRE L
CTOECDOILEM (BEREID 12H/RENT W5 &) il
W, B B R ERPT 3L % (Good Laboratory
Practice: GLP) (2B L CTLE AR IL@EHR GFE. ®E
M, RE, WEERS, CEHF T RBAA FTA1 7,
HARTA Y HH0%B, GLP#ES, %) 12z T,
VLR O SR S ER D @ &1 (Acceptability) /1E¥EM:
(Reliability) 2S%8EE %5720 AL ik RO

Copyright © 2025 Sumitomo Chemical Co., Ltd. 68



8
S

SMFOECDHER TR E 22 o TV 7225, 54l & % i3
HEEH ERMSHA o720 MIEEDF Y 7L —MiE
Fy 2 bl HCHMEHT 22, FYoTid
RMSOEFill & #& i D E I Lz v

EFSAOHEBIHH A ¥~ AL ) P b EMis
HCTORBIZETEHA T AWML 72L& HITF
I LIS ETT VL — FREBMNAEDS T
DESHBML 720 B b EMliE = I b BEU
TOINSDEHE LI TIXOECD R Y T H 4 ¥~
AW BEE N TRV, LA LRSI S0%FEX
%BROIUCLIDZ M L THER D ¥ ¥ ZADORBATICHK
MOZ LI o7,

TUCLID % i il U 72 K8/ KGR K ¥ T I
W, FYZERO A A 5 v ASLERSANCO/10181/2013
(Z20214E3 H 24 HAF 86 LETNC & 0 i S, ik
WASH B ko 4 &~ A LESANCO/12545/
201413202143 A 4E38ETC L D i Sz,
LOFAT Y ZAOEHIZELY, 8RO NI AEE DA
4 & 2 AFIUCLIDZ M U TR D K ¥ T iZid a8
KNV EDBH AT ¥ APITIREN T,

AR L CHIUCLIDZ M L7238 &
ol LLARDSEARYEICE L TIZIUCLID
A L7238 IS5 - T20144E3H 21 H A 3
SANCO/10363/201 2559 ET MR BT R STz T
Y7L — FHEF SN, 20214E1 H 25 H A 45108 5Tk
BEINIRENT2,

B A MERDH A ¥ > ASLESANCO/12580/2012
WL TIE, Y A MIASOKE/ KBHH LIALT
LEH SN 5720, 201943 A22H A B4 ET 054 b AE
BLTWh,

APA R H & CLHfR s F @y v 7L — |
SANCO0/12592/2012020194E3 H 22 H A 4528 2113
IUCLIDY 7 by 7 % L7z F ¥ = OiRHHIGHE
b LIES e L7z 20244E3 H 22 HAY 4538 219912
XoTHBFENLD, BHSINz0FEIEOT VT
L= DA TINIF202343A3IHICOJATKE R
CLP#LHI1272/2008~D 15 1EHHI2023/707°1 X 1
LWHEWDHEAEA SN2 L THEFRICEDS
O BUBEN o2 2 DB ELRIHTH - 72
FLWAEESEIEASINZZ ETEIELNL2T
O [NWERLE ] ZIEHHE2100 5 H212ICEH S h
720 BHH2121IE NGRS o fIRITR S
7T T L= DD AE NI,

IUCLIDF> T
201999 H6HICOJ AL SN - EWHESH TDEUY X 2

FFAIIOEWIPE & FERETT EPEIC T 2 B (Regulation

on the transparency and sustainability of the EU
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risk assessment in the food chain: Transparency
Regulation) 2019/1381%2 & » PPP#HLHI1107/2009
—MOELDPMBIESI N, TOBIEIZ X D ASOKGE

(B AREBSEMEIE) b L IFKRFEED OB LA
7 — % 3\ (standard data formats) Zft > THEH
T5Z o7 (BHI2019/13815575(1)(a)3). HHI
1107/200945752(1)s %1552(1) o MBIEHT TIEHEE T
MWER EN B IR Z B W TEFSAICXI D AEKEN LD
FASKRR KRB EH TRESNTMERF = TH -
720 L LS, BIEICLOBMEN ey
IORXPNERL 2 Y BERVDER S B E5 DAt
HEEP ORI INZENEREZ GO N4
EPRRENDZ L LB o72 (FHI2019/13814574(2)
(@) BLHI1107/2009%5105 #1652) « 2EHINFET
IHEE R Y TICE TR T Ao kBB IC o
WTHBERAPERSINLTH G UNMIAESNS S
Ll o7z, EWMEHAN2019/13811%. O] A% H2019
FIH6H D20H R D20194E9H26 HIZHER L 720 —HB
DELEBEWT, BHHIZ20214E3H27TH & BlES 1L
7z (HH2019/138145115%) o

20204F11 H23HICOJ A% S N7 KRR B FIEHLH
2020/1740° 2 13:& WIPEBLRI2019/1381 % Sk L 72 3
e A E Nz, AKGREHFIEBLHI2020/1740130] 2%
FH20204E11 H23H @20 H #020204:12 H 13H 125 %)
L7zo #H HiZZHMEH12019/1381 & [7] U 202143 H
27H & Hg Sz (BHI2020/174056185:)

FK R T NEH AN 844 /201243 K 7858 37 T Ne 3 1l
2020/17401C & v ERIL S 7z (BLHI2020/17405617
) HS, ROBHENE S S N7 ASOAKGREH I IE A&
R FNAHAI844/20125%F | e CHEH s b 2 &
7% o7z (BHI2020/174056175%) o

ZBAERLRI2019/138112 X ) KGR H T O 55 (AR ik
T =R > TR E B o722 L T RKBEHF
NEH N 2020/174025EH N5 ASOKREHH N =
IZIUCLIDY 7 b 7 2 L CRRILEBE S

(BLHI2020/1740565252. #75) o AR EHHE TR
MEn/Froizax sy MUEDoARIND (B
HI2020/1740%6105%) o F¥THIZE ENAHEHER W
TEHICEI L TIXIUCLIDOARRE DM (B1H12020/1740
ET544) LI 2 HEORER B & O IERE %
Wi 2 22 e (BHI2020/17408565(7) LT
HEEE B2 EGETE 5,

AN I L TIZ20214E3H 11 HICO] AR SN
72 ASHKGR/ KRS BIE PG R M OFE T — 5 7 & —
< v MRIRHI2021/428°712 X W IUCLIDY 7 k7 =
TIZHD T2 b DAKEED U AIRBEIBIERFF F
YIRMoOE#ET—F T —< v P& LTRRE N,
202143 H27TH DRSO F Y @M & o 72 (B
HI2021/428%61%. #24%)

FRILF 2025



| BRMES (EV) ICH U 2HEYRBRSENDEORD/EADEFHEN S TOBEROTEESHNORE—Z 02|

ZEPEHAI2019/138112 & ) — &5 (General
Food Law: GFL) #HI178/2002%124532b4k & L T3l
&z EEA (Notification of Studies: NoS) (&
B3 2HE (BHI2019/13814515:(6). BLHI178/2002%5
32b5c) 1XEFSAIC X % APl i %0 5 W3 O /E R A8
EINTWVDLHFFRBEHO/-DICREE, Eis N bR
BRICDWTEFSAND @ E ZDFNHEZ/R LD DT
H 5o ARRFEFHTIEHHI2020/1740Tld Z DNoSIZ
D BHIEMARAEL KL TICEDHbDE LTH IS
A S GHI2020/17404565(2)0) o

PPPOFEWHFEICE L T, MEEDIE$ 5 XK

(zone) TOXIFEAE (zonal Rapporteur Member
State: ZRMS) 2524 Fhti L (BHI1107/20094535
ey H536%%) « XIS o> BE AR NI N E zZRM S O 5F-Aill
Hhd e A EOG LZHEN H120H INIZHET %

(BHI1107/2009%:375(4)) DT, JEHIE L TEFSAIZ
LBFEEN SRV ZODH S TIEFETHGEO
B2 ORBIINoSOM LTk > TE 5T, AW
# F Y ZHTUCLIDH DO L1213 % - TV W,

L2LahsBEOMRLOZERKETICHED S
MRLHGEHIEFSAIZ X 2 SFAllifs <0 5 W E O VBB AH
EENTVWLHFETH 5720, NoSHLEE L7,
U, MRLEGEE SIUCLID TS h b Z L1
% 5720 MRLH#HI396/2005° CTHLE DMRLHFEE D
PRSI (BI396/20055574%) (CIEHEEE OIS
b 5k 728, MRLEAIZE L TIZIUCLID
HESIZPE ) BIEHANIER S Twu e,

F ¥ TR MRLHGEEMNTUCLID THRH & 7% o 7272
B, EFSAHH Y A ¥~ ZIEMRLEF L &0 5 L9
WCHGETE N, KEE [ B E QM EEH O 720
DRI L FHili R o I L OFR 36 A B A
WS AEBMFA ¥ A ] LWL 7220214E2H 11
HERARSGETI 252021 4E3 H3H IS A % S 7z 20214F
22304 L#HSANTE/10182/2021"12 & 1) & ¥
W7 A & ZA2021 4 ET . 202143 A 27 H BLREIC
o My ic#EHs N, ZOHEICIERTFED R
VIO END DD E o7z, SIS
B L Cl320214F3 H 27 H AR ICH I o0 I I BfR L
LRl EICEE SN I L ol B, il
T8 2508 S B ASO ARG HT VXA RR B F B
844/201270%5 | E e TR &N b E D7D AFEEH
TFIEBLHIS44/2012F TIZIUCLID Z i H L 22 WAl & B
IO E DD T20214E3H27H UFEIZ B ¥ 28
PRI NTHHBWHH A & > 220214 ET U 8 X
Nhehotz,

FHHA 5 v 20214 ETIUASE T S B ASHKEE
(KRBEMBIED &) B L KRR F ¥ i,
IUCLIDZ i L TR SN % FHBH A 5 > ZAHII
DRFE LTIRRDOT ¥ 7L — b+ D% HSIUCLIDIZ %
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NAFEFNTze TO20214ELETIR T, FIRDOHERD T
YTL—=tDIL, F=F DL IRRT LD
FUYTL— R FYzoOF— R0 EFEHE &
HIZIUCLIDZ—HF =~ =2 T IVHIR &Nz HEo
THETHORRIZIIAMBEORED T > T L — D% L
WETN TV,

IUCLIDZ—H¥—~< == 7 Vid. ASHEHIZIZfbs:
W ASHEEM. WA ASHEEH &AW E HEH O
3, THITMAZ TMRLHFGEHPER Sz, /%
(B WIPEBLI2019/1381 0 H T % 20214E3H27H
OB S T2,

bW ASHIFEH OIUCLIDHIFE~ = 2 7 V1R
[MUCLID &M HE~ =27 V] 132021467 H
14012, MAEWASHGEMOIUCLIDHGE~Y = 2 7 IV
L [TUCLID AWt a i~ =27 V] Pk
202145 H19HZ. AR E HEEH OTUCLID GG~
=27 VI [TUCLIDME AW EHE~ =27 V] ™
13202148 HOH 1. MRLHGEH AOIUCLIDHIFE ~ = =
TIOVESI TMRLEGFE~ =2 7V ] ™1320214:3H23H
WCAEESNTz, 7 BILF W ASH S H OTUCLID HI G
Y= a7 VB LTI 2R [TUCLID &M His
~ =27 VIUCLID 6 6.XH] ™75 L20214E7 H14H
WCARINTBY ., HE2UIZ B IE 2 22 72350
ANEIME N T Wz,

20204E12 H9H 0] A F S N2 5H12020/200712 X
DKFEASY A P HAI540/2011~NDIBEIEA 2 S, W
KODPDASOKEMEIER EN/ze ZOBIEIZLD
M DIUCLIDHIGS & 7 2 KB HEHASICE L Tk k¥
TIEHBIRAE R S, 1R Wi IR 2520214E7 H
S1HIC 5720 202149 A30 HAY [EFSA EHEE & v
NI =% T NV—7 IUCLIDNA NX—=FT77Turs 3
L] Mz o7rar 5 Lx20214E7H A 58 H DRI
F Y T3 RASIE & X N 72 ASORFEE B TR O
TUCLID CTO#&H & GHiZ B b 2 Bag# LB E~03Z
BEHWILZZENREN TV, ZOLEDMIR
FIIETIROWN G E T o 72 ASE HFEH B XL ORMS & H
RMS (Co-RMS) D—EE&LAHIM S N T 7z, KR
FASIZBI L Tid 20204E10 29 HICEFSAIZHIGEH &
WENCHEREZ B o720 20204E 11 RICHAE I —T 14 ¥
AR SN, 20T a7 T 21320204E12 7 A 520214
RAZFTORIADTFETERINLZ L LT,

201943 1 27 HRIRDEFSAH B A A ¥~ AR
DOWNEDT T L — 3202147 H 14 H KX E D H2H
[TUCLID &M s~ =27 (IUCLID 6 6.X
i) 1125 ELLIFDTable 1312783 & 9 IZIUCLIDIZ R
DihENTz FHINFTORY T TLHEA-TE L TR
ENTV KB EEO— I LT O Table 141275R
FEIHICIUCLIDIZEE D AT N2 LIZ K DIRIIAE
o7z, 7B, IUCLID /LW ASHE~Y =27V
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1EIENES Templates provided as appendices to the EFSA Administrative Guidance (original version, 2019) and the

corresponding templates used in IUCLID

Appendix to EFSA administrative guidance (2019)

Corresponding template in TUCLID

Appendix D
(Template for the overview table for analytical methods used for risk assessment)

Template 4.1
(Template for the overview table for analytical methods for risk assessment)

Appendix E
(Template for presenting individual study summaries)

(Dismissed, The Report generator will generate a report shaped on structure of the
Appendix E)

Appendix F
(Template for presentation of results in tabular format for mammalian toxicology
studies)

Template 5.1
(Template for presentation of results in tabular format for mammalian toxicology
studies)

Appendix G
(Template for presenting metabolism and residue trial)

Template 6.2
(Template for reporting metabolism studies, optional)

Template 6.3
(Template for reporting trials on magnitude of residues in primary crops and
rotational crops)

Appendix H
(Template for presentation of kinetic fitting)

Template 7.1
(Template for presentation of kinetic fitting)

Appendix I
(Template for presentation of assessment of endocrine disrupting properties)

(Dismissed, A specific document (114 - Endocrine Disrupting properties) has been
included in TUCLID shaped on the Appendix I)

Appendix J
(Template for presentation the assessment for the equivalence of batches)

Template 1.1
(Template for presentation the assessment for the equivalence of batches)

1K ENES  Supporting documentation (Documents A-J) to be attached in ITUCLID

Supporting documentation

Location in [UCLID

(Dismissed, Information on the application submission are included in the ‘Dossier header’

Document A Purpose —
. . . . Attached to the “Reports and administrative information” field in 13. Summary and evaluation of
Document B Task force information . .
mixture dataset*l
Document C Labels and leaflets Attached to the "Reports and administrative information” field in 13. Summary and evaluation of

mixture dataset and 11.2 Other reports of active substance dataset

Document D-1  Supported uses

Attached to the “Reports and administrative information” field in 11.2 Other reports of active
substance dataset™2

Document D-2  Registered uses

Attached to the “Reports and administrative information” field in 11.2 Other reports of active
substance dataset™2

Document D-3  Supported uses in exporting countries

Attached to the “Reports and administrative information” field in 11.2 Other reports of active
substance dataset™2

Document E-1  Existing MRLs

dataset)

(Dismissed, data to be included in 11.1 Assessment from other authorities of active substance

Document E-2 ~ MRLs in exporting countries

(Dismissed, data to be included in 11.1 Assessment from other authorities of active substance

dataset)

Document F Statements of intention to submit a dossier (Dismissed)

Document G Reaulatory position for formulants Attached to the “Reports and administrative information” field in 13. Summary and evaluation of

g v P mixture dataset and 11.2 Other reports of active substance dataset

Document H Safety data sheets for formulants Attached to Other‘ references field” in 13. Summary and evaluation of mixture dataset and 11.2
Other reports of active substance datasest

Document I Other available toxicological data on formulants Attached to Otk’le‘r_ ref(?rer%c’es ﬁeld ’ {n 13. Summary and evaluation of mixture dataset and 11.2
Other reports of active substance dataset

Document ] Confidential information Attached to 1.8 Method of manufacture (synthesis pathway) of the active substance of active

substance dataset™3

*1: Information to be included in the ‘Dossier header’, as specified in, ‘Crosswalks IUCLID 6 v8 EU PPP Active substance application (product) to KCA&KCP’ version v5 (2024.06.04)

*2: Information to be included in subsection ‘3.1 Use of the plant protection product (GAP) of mixture data set’ and subsection ‘3.1 Use of the active substance (GAP), as specified in
‘Crosswalks IUCLID 6 v8 EU PPP Active substance application (product) to KCA&KCP’ version v5 (2024.06.04)

*3: Work is on-going to ensure that all information can be reported in the IUCLID documents and as from April 2025, the PDF Document ] will no longer be accepted.

DI TdH 520244E11 H20 H AFE DT [TUCLID
6.8 HIEWEHFE~ =27 V] N2 X B & TOREH
ATUCLID CHEFEICHTE TE 2 L 9 12T A 1EED AT
HC20254E4 H 7 513 LETOpdf LE X Z T 1T 2w
ZEVTEINTV S, LHEJUN DI EFEHD
WAL ->THY . 20244E6 H4H 245D [TUCLID 6.8
EU PPPIGMEM RS (i) L KCALKCPOXH
# (crosswalks) ] 5" Cld, XEB. XEDI-3iZ
IUCLIDIZEE D sAE ., AT L TRIBTE 2 D133EC

71 Copyright © 2025 Sumitomo Chemical Co., Ltd.

EXEGIERENT W,
ZDO1T20034E11H21H4} [PPPRY /€ /757
L AL A E A (Existing Substances Regulation:
ESR) NI x/V R 7 GFflifs &2 34 4 4 P3G
(Biocidal Product: BP) K3 Tl ENT (Competent
Authority: CA) HEHEMEBICED X HIHHT 2] ¥
Tlid. PPPOASKEOHFEEMELTH R L&
IZBPOAS/BLF A, (Product type: PT) K% 54
THMEEOCA»ER T Mk EHETHLE) 7
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S 7OWE LM L2 ET, BPFYZ2PPPRY L&
ZSR R BRI L 722 & 2 B L 72

BP{E4798/8/EC¥ T THA S N5 ASO—ERIZIZ,
PPP#491/414/EECT TH HA XN BHASZT TH
< BRI R A B9 2 HLI793/93% T TRkl &
NDWED B> 720 BAALEYE TIRABROME X
IUCLIDY 7 b 2 7IZATI EN72720BP K ¥ =Tl
IUCLIDOER D ZEE Sh-Z i L7z, PPPFY
I COXEARERIAM YT 5 LHFAJOKEEBP F
T TR CHEIITD % il BREAEZE S L < IZ3CHIIT
H5H) A7 FHIIEED AL, HBVITLHIOTHR CHEF
W2 L70 WHEZBR Y IUCLIDIZE Y sAE: & & TPPP K
YITHLHATE LTRMNT 2 LEHEOKEHIMT %
CENTERLEER 5,

METHBR L7 L) ICEDEEOFA ¥ v ALHET
BEEL N ¥ T2 B BRI O i I IOHT o H
AR HEFE XN CTw 7z, TUCLID TIROHTAMEH S
TBY, EREAZSLICADHO 7 +—~< v basgfit
XN Tz, TUCLIDZ—%—< == 7 VIZIZIUCLID
WCEDATNTWE T 7L — FORGEN T — & Bk
TEIRENTBY, 20000 ) DR=IVEDOL
;o7

IUCLIDZ i L CTORGEER ¥ TOMERILHED
ARHEERAGEE I G N ¥ TIcE T vzl
OEXOHTICADETATILET I L 2LELE L7,

IUCLIDAARIC X 2 BEF ¥ T oM &I,
IUCLIDH i~ =2 7 VRIUCLIDNA X —4 7 7
O 75 AL - TEM S, 20204E3 H27 03847
[TUCLIDB T B F ¥ T O & 925 O I i i
E | B X0, 20204E7H24 0 %647 [TUCLIDE: TP
WA I R Y T O SFEIE OB E ] Yook
DOIEEIER., REEINTZ, L OMESFEEIX
PPPOASHIUCLIDAEA TO K ¥ TAER D34 1 v b
REDO—FHTEH o720 IUCLIDOEFREATD Y A
FENTEBY, ER2ETELTHITOLNZDIZPPPD
ASIZHEZOHT A Z DR R THOIUCLIDIZ 2 r o 72 2
&L BEEFETHREM (Good Agricultural Practices
: GAP) RR UM T— ¥ AAEMEHOT v 7L — bAe
HnwZ e, BXUFYZERIIB W TR R A H
WTEBORBEOIRROMBETH 720 TNHDOW
HBOLDOEED ZOWEF IR SN/, EFSA
FHBAA F ¥ APRORED T > T L — ML T
IUCLIDIZE D X ) 2D AT b Z O & THGT
Y (A

H ALFWEASOKRER N ZOERKIZITO F
DI LRBMEFEERBIT TSI TLE ORI E
ZL. ERICIERFT TR0 M A2 02 o 72 Z & 23l X
nTwa,

IUCLID% F ¥ BRI $ 5 2 L TORE W
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J

REME DA SN Tz (LEWE OB 8, FHl. 3208
FOHIBR (Registration, Evaluation, Authorisation and
Restriction of Chemicals: REACH) #H11907/2006"
IZBUF Db F L aiEE (Chemical Safety Report:
CSR) 1ZPPPOASOFHili i & L [MF DXL EHETH 5
P ZOLEIZIUCLIDA & H B TR T g CRI4FE
T74—=%v MCTELLABMIN TV, ZOHEH
YERL (report generator) BEREIZ/NA FH A FRFI D
IUCLIDTIZ F M AR TN T D o 7205, HEEEL B
L, TR IATHI LML EN TV,

BPOAS/PTOAFEHFHICE L CTIZIUCLIDT® K
¥ TR ASBPHLHIS28/201 29 CEMBEN T WS Z L id
Z® 1 Tie L7228 IUCLIDIZREACH®B X USCLPHIHY
1272/2008 THEH SN T W7D T, REACHDOR G &
% HALEWE Tl RBRRE O A ICEICOHT 23
H3nTni,

PPPDASD A/ AFEEHIIUCLIDMEH S 1 b
P2 5. REACH% TOMEM A% - 72T, TUCLID
T 2FAEMREFIFLEL. WHAVBALLRREN LS
NnNTnb,

20224E1 H18HAY [HEMFHTTO T N A N RERAK
REZE OB ENC B 2178 *I2IZRSSTH HIUCLID
KX 29 2 HNICPPPEIMR TR S T 72 BB
M MEICHEND D LRI T2l D
/I D D o720 RSSHIEMENDA ¥ ¥ ¥ 2 — TiRERER
HEEYDPOMERERSSICEEE IO Y FRA ¥
MIkaZlE, BBREELZEMRD L AIRFHICX
DPER SN B LENH D Z LA S N7ze TNIERSS
DOVEBCEIERABRE EDI8T A — 5 QIR DL
LTH b, ki%x EN L 7= ARSSZEK T 5
OVHKEELDORED W I N7z A DORSSIERH 1L
IUCLIDD 7 4 — )V FIZANT BB CER AT A 5
A e il L CEMSNRBORSSZFl & LTS
TR DEE N L7 REACHETINE TRE
FHEINTWZIZL b 5T, 5HBDODIZHED
VB JASRSSTER B D WA WA I LTz,

IUCLIDHFE~Y = =2 7 IVIZIZIUCLIDIZ &R D A F
TWBT YT L= NOWERT—FERTLITREN
TBEY, ZOLDDB)OR=IBOLHEICE>TW
o LLENSH, BARNZANIRIZSE Y RENT
BOHT, FICABULKBEELR O AT BIANT & A ETR
INTWVRV,

EFSAZ20224E6 A28 HICAKR L 72 &
(procurement) ZE& [HEY PR3 S5 B #E OTUCLID
926 (demonstration) K3 T] *Tid, GO &%EE
TIUCLIDZ i L THER L 722fE0 K ¥ = Cldfgig <
XDl A THRBH 72 e ENT W,

EMECEEER SN, BER I RET—5 %
FEFRIB L 72 (sanitised) FY IR ML —=2 7%
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BHEROLIR, AT LDOF A b L b Koo
REHET B 720D E S0 bUFEMOREICLETDH
AT ENZOMEFEETRNRLT A MRS TWw
720 5%## (contractor) (2id. EFSADSIREEDE
SR LT R Y T4 ok & s L 72 R8O 587
LUEDRENRKD LN T2 ERENAEBI N Y
IOV ONEFRE/ ML —= v ZHICEID LIS
&£ 20244E6 H4H A3 [TUCLID 6.7 test dossiers] ™
DA MRS,

IUCLID T #HEHIEHMEET P 2oXHLOS
M) 2 b, SCEMBE I ESERTTiETH b, S5
VIR AT A 5 55 b s R AR B VRO R
W25 BEEDEATTTH B 2 L H320244E11 7 21 H B ik
EFSA PSN IUCLID¥%7 7V —7H11E I —F 1 ¥
DHEFFITHIE SN, TOFHEFESRICIZEFSADTL
FMIIHIOAFRICL, R, b L IEFHliREE O£
BIADEZH LW CTESIBZOTFEEHALAZ
L3t &N Twiz, IUCLIDOf#EHICZ X Y OECD F ¥
IHA TV ATRENLE PR EEUD KT ok
KEDOMEED— ML LS X 50

EFSA PSN IUCLIDH 7 Z )V — 74511 I —F 4 >~
7 D#FESkIZIZ, IUCLIDTOME LS 727 —4 T
LA FF O SR EE ) - OB XAt S 7z L EFSAAS
AL 72 &R &N Twiz, BAEIUCLIDTOF—4 D
FAMIZTICIUCLIDH O 7 — 7 oW #i4L & #itis E 1
AR X B N Y T 5 OHEEIER ISR E X
NTwb, &£F—¥%X—Z|Zb72->TIUCLID F ¥ =
hOBHREZE LTI 2 MEL, ThICXY

1 GRS The OECD's 38 Member countries

Y27 FOREREED ST — ¥ 55— X (data
analytics service) #RET AT LIHEHEZ YT
IUCLIDF — ¥ O O B LIRS N,

IUCLIDR Y T4 #MDER

BIEHODOOECD N4 ¥~ A2 L Tix2005
S HE2UET D204 L A YETEN TV R\, £
BIZEUZ L CEULALOOECDHN Y E T EIRIZE T 5
7= 5 EROEERLBINAE LTz, 201945121 4+
OECDIL#WE D& &M, W FNE S ESHSE &

(Chemical Safety and Biosafety Progress Report)
395N & B LB ED SRS N7 — 5 RO
BN EEDWTASIZE L TH LWOECD T — % 23k
WHHB S EEAT L LEOYETA20194E6 H 0 23
227 V—7 (Working Group on Pesticides: WGP)
=T A4 VT TEREINT DB, LLERSHL
WOECD 7 — % BORIHH &5 O SCHIIBRF I TII A K
ENTwiv, OECDRYZH A4 ¥ ¥ 23 & MBEO
7= ERDBIMIFIETE TV ARVWEFTR %,

Mz CTOECD F¥ A4 % v A Tld ik ot
DT v 7L — b OWEBIZOHTII & FEMNIC BARIIR &
NTITVZn,

MFE T L2 L ICEUTIE F ¥ TR0 %ET 2 8
TEWHMEHIN2019/13810#HIZ X ). PPPOASIZHE
H 5 HEHEIZIUCLIDZ L TofRMIZR o720 DT
®Table 151273 & 9 \ZHFEDOOECDHIE 387 [E h
2 EAREUNMBETH 5, 37 HL0ECDINEED

EU Member States - 22 countries

USMCA - 3 countries

Other - 13 countries

Austria (1961) Canada (1961)

Australia (1971)

Belgium (1961) Mexico (1994)

Chile (2010)

Czechia (1995)

United States (1961)

Colombia (2020)

Denmark (1961)

Costa Rica (2021)

Estonia (2010)

Iceland (1961)

Finland (1969) Israel (2010)
France (1961) Japan (1964)
Germany (1961) Korea (1996)

Greece (1961)

New Zealand (1973)

Hungary (1996)

Norway (1961)

Ireland (1961)

Switzerland (1961)

Ttaly (1961)

Thrkiye (1961)

Latvia (2016)

United Kingdom (1961)

Lithuania (2018)

Luxembourg (1961)

Netherlands (1961)

Poland (1996)

Portugal (1961)

Slovak Republic (2000)

Slovenia (2010)

Spain (1961)

Sweden (1961)
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430 Bl E O I ETOHTIZHE 5 72 SRR ORHE 2 H3 42
HEh, FMishTwas Ebnwi b,

EUEMb» OECDANR ENC bR T F — 7 Bk A%
T2OHGERHBRBIZZIDBETH LD, LerLEedhb
OECD F ¥ =3 TR LEU LML @ OECD i B [#12
FWRB L F 2B LCOEUTOREICIZZ
DR TIZEENLEHMEIUCLIDANEAT L 2T UL
B\,

PPPOASIZE L CTHIK 25 TIZOHT To R D
WEDVPEULAOOECDINEE & TTERI LT
LI TRV, LA Lo {b%WE & MERICOHT
VAT AR ACEOMIMNIGHEZ ONL, &K
BRI DG D 7 4 —~ v MR E 2 B2 455
%77 L—FREREL TR WOECDHEEA~OH
i CIXOHTIZHE » CREBITABR M E 2 L. F
VIIZEDTRETAZEETFRIEL»E2E Lk
WHABRENTHIRETH 5o

OECDF ¥ A4 ¥ v A TEHARWN BB 237 v
REEICE L CORIFEICEE L/-EFSAM T4 L /-
IUCLID F Y ZHAREKENRTWELDOT, EULA D
OECDINEETHOHT % L 7 i BRI ZE O ik
BlE LCTHAWRETH %,

fis > OECD i ¥~ o> B 5 FH A 5 B3 e At 22
AOHTTHER L THNIFEUMIFICHEEHZ L T
IUCLIDICBATT ABRICLE LT & FRI D A
B HECTH %o

OHTWXJFE DT ¥ FARA ¥ MBI L 2Bt s
HRYLMICEEINTVET— Y2 BT H2DDE
R E LTOMHAZENE LTWAh, K5 D
OHTIZOECD®D T A b # 4 K54 ~ (Test Guidelines:
TGs) bLRZHA TV AVHFEHET HRBETIZZDOH
A7 AREZERLTER SN TWwD, EUTOPPPD
ASOHEEICIUCLIDZMER SN D L) 2> TH D,
REACH F DAL T O F— & BRI e b o 7238
AT 20HT 2 #H 72 IC/EK T % & & HIZPPPOAS
DOIUCLID F ¥ TIZ AT E % X 9 ITBAFOHT DL
FIMFEM S N7z,

KRETRILFEWEASHORBE T 77 A Vv VT
L — b (Study Profile Templates) 25ikEE7 07 7
ANVF YT L—FD¥ 4 T, BAEWASHDOECD
7 — ¥ #Miicék (Data Evaluation Record: DER) 7
7L —FPBOECDF— % ifliiisk T > 7L — D
PA PR ENRTWE, BT u 774 V707
L — MIEROT V7L — MIIIDERE OFEH#KAH 5
bobEFThTwa, 2011411 H18H AT TOECD DER
7 7L — o #:0%EE | 1Z0ECD DERT ~
TU— MEK OB L R EOER %R L7 LHT
Hbo TOXLETIIMAEWASHDOOECD DERT v 7
L= OBERRLEDLH)IHEHTH2IIMAT, 77—
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§ERDO—HTOEFADFIRIN TS, £72DERD
OECD F ¥ X TOXEMTH 5 BEEINCEHEY L.
LEKDME 2 ORBHEETH S ZEDPRRIN T
5o WHELOBEBIMEHEFRIIOWTUIRIN TR
WOTKRETIEREEIMEMREFIEHIN TV RN
EEDLNG, TNHLDOECD R YA A ¥ A TOR
BIBEEICHIL T 27 v 7L — ML Tid, RER
BifRi#)g (United States Environmental Protection
Agency: US EPA) OB A K54 VB HEHET DD
DIZOWTIFRBEAA BT A4 VI o 728X TR
ENTW5E, ZOITRR LA L D ICOHTDIERICE
ENTZRBEAA FTAL 7 v 7L — MTid, 4K
OdLKkHBEE S E (North American Free Trade
Agreement: NAFTA) TORIEEFICIHB S N/-F
FRBFHEEDDERT v 7L — b ETNTWZD
T, RKEOF 7L — 1 EOHTOMICIEDH 2 FEEDOH
PHERH LD D EEDLNS,

OECD®20194E 03 H LW HE M Toa X Ml
% OECDIZED LX) I L THENDOFIREZFEFEIZL
7% i, ALFEWE TIZOECDAMER L 720HT %
TEER Y AT AR AL EABE L 5 7 5 E oG IS
Rpb7T—%ty PEMTLIX MPHIHI NI L
AMENTW . REICBWTHOHTIC X Ykt
BREME A1 DD T —F N—AIPELRET S
ETTF— Y OBFANRCHEEZ LICFH UIEHRE£EL 5
BT E o/t bR IN TV,

STEOREECE L TH20234E11 H22 H BfEEFSA
PSN IUCLIDH 77V —7EIMI—F 4 ¥ 7 TD

[OECD IUCLID HfY 27— 7 TOBELNER DB\
WE): T T4 T 43 R AR T — 5 f
O] P e B RER THBRIFRIIREE
WCEBF vy ERETZD, PIARE (central
repository) (FWFETH EFIL U HEFIRD LL
RGBT EFEOREANOER e 2R g e L
TRESINZ, THERH UCETHESTERZ B
LHMS RS R TH 5,

FLBBEETOT—IANPTRERETHLZ &
13202146 H10H AR DOOECDRER & 5F i > ) — X

(Series on Testing and Assessment) 297 [{L% 5
F— 7 EHDZ2ODIUCLIDD /1 2 5 < 4 XDOEE ]
BN BEICRERE TV 2,

TIUCLIDIZB L T AE EHAUTIRIBEEER S N T
BY. OHTD HH. BINArEEIhTnwb, L2l
GRLOHTHHEI S NAHE, HWOHT L85 Lw
OHT~NOT— ¥ BATHWLEL LV RS, T— I RBITD
FIEIEHIBR OEFSA PSN IUCLIDY 7 7 v — 7 85111M
I=T4 Y7 OFEFEHFICDELINTEY, [UCLIDD
A THA 7 VEHOLEMEDI LI N TV 5,

7 — ¥ BATOREDN S RIS vl OHT 2 H
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L 72RO R A 1o D 7 — & N— R, R
L. BREHEORLLETHERTZ7T— 7RI
G THNITAZETEUB LUEUDAOEADH
infeth D977 & FHEASFRIICHIB TR L Bbir s,

OECDIBE 721 T <. ERHEETHLOHTOMEA
PR IUE, OHT 2B L 72 BRI
FEBI D EH I DA REIC 2 D 15 5,

7=y IERROEEMIL, FIRES AR EE
#B (Food and Agriculture Organization of the
United Nation: FAO) /5 {¢fet%Rd (World Health
Organization: WHO) & [F & &MY MK &%

(Joint FAO/WHO Meeting on Pesticide Residues:
JMPR) 2 —5Fv 7 AR ERHEIRS (Codex
Committee on Pesticides Residues: CCPR) Td?.
IMPRTOFHMICIEHM SN 5 B ¥ =R 55 H O1E
WAEEDRRILE LTRSS L Twb, CCPREES4E v
YaroxFEE UTER 3N /2202344 B £ [CCPRE
JMPROEHFHE O - B, Pk, kOB~
o] ik, F-s L, FYS VT YT L= b
EIEHHAN (Information Technology: IT) #HIFHh
TWb, F-&ETOFI (National Reviews) %7 —
FDOJMPRTOMHHHEZ LN TW5H,

M TR L E R R & o THEZ 5205, LI
TR BR S T v 7 L — b oA .
OECDNHE721F T/  ERFE B OFFHIC BT H IR
& FHOBIRATEEC 2 2 &L Bbhls,

IUCLIDIZ X 2B TH 7% S F 72207 AN BB
BT TORWEBFIET 508, BEDEUD N
IRFHliHREHEHOT ¥ 7L —bD X HIZMS Word T
D7 ¥ 7= FHBOHTOIEN 2 L L 72 Thefit S h
Twiud, 207 v 7L — b TIER O R BGEIEE X
FRMICIUCLIDE OB TFRIBH I AT ANDTF—¥
BITOBIR D LB S,

20254E3 A 3H IZERIROEFS AN R ELR 28

(External Scientific Report) [EFSAE &L
V7 — & R—204HR ] "V TIEAR R TIR SR
727 =M L CEFSADMER L 7@ mdH o
T = N=APEEHFEOFRIHEH ST
A, FAVHEIY 22 7R A2 MF%EFT (German
Federal Institute for Risk Assessment. JiiEDas
Bundesinstitut fir Risikobewertung: BfR) 2S7CD R
BMEHEISL T 2B L THEB T — I X—2%
MEER L7722 L S Tw b, BHREED
7 — % OIUCLIDBERANDBAITVEERTER L 2T — %
NR—=Z DA H W DD EH S 7z, TUCLID/
OHTT7T v 7L — ;DO F— ¥ BITEDOHEFALTOHT
70 (in vitroCOBIZHN) OWEEISWOPDLEHE
P ERAEOmM RS PRI, FE
IUCLID 7 — % i & Bkl 7 — ¥ # ITUCLID#RNIC &
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155 —EC2AORMWHPELEINT2, TR 2 HHE
FIFREEFSASCHEH SN Wb F—s o5~
7LV —bOF—F L X2 TUCLID/OHT D 7 ~
TU— MIEbLELZLERE SN, ZoHwEFET
IUCLID?S F ¥ ZAE 72 TR T = R=RA & LT
AW R Z L E/R L, FOLDICOHTICE SR 5
BEMABZETTF—R=—AL LTHHTLEOH
AR E LSS EE2RIEBLTWDS,

IUCLID~® AJJE B & RS2 h %, L L%
Do, BWEEmG N ZERICHHELES Z L
AN T R=RELTHEHTELZLEEZNIT
IUCLIDIZA ) EN7-1EHE A HICIEHT 5 2 L
¥hb, IUCLIDF Y IZOF— % %2 HhMmEERE S
bETHMTIE R R TFEASORBTH O
HRICED L) RHES SN D OTFHIT LD
EEZOND,

BbHYIC

OECDHRA A PPPD ASHGE/ARFR TR T 5 F
VIR N Y ZIZEE O W T T B AT R o Rk
& LCEUWCEAIN2HTHEUTIE F ¥ R i
HFEORUTEE S YETRBIMPE Uz WETO—F8
ZEUMBOZERFHOE ) AR TH - 7225, OECD
HROSS L8R HIBLASET DL Y ATN
720 IUCLIDZfEH L CTO F ¥ EHIZOHTIZE SV
SRR T TV — M e & F— 7 Aol
HAL 2 e L7z,

OHTHS WA WA LHEBRICB L TIER SN TE TS
ZERIUCLIDR EDF—F R—A Y AT LADIERIC
£V, AN L7257 =% %#0ECD& MU E O 7 — & Fk
WZEDbEPFEEL L TN TAI L WREICAR ST
ETWn5,

ZHIZ XD SBIEREFEARBREEICEL T
OHTDFEH I ) SBRBAE M ELE O T & B IR FE N
L. HILWwF— 2 ERICHIST 2B EEDT—5 %
AHU VRAZFiZTEH LT 2 & THRBEHF
T T OFRMBIBRAEN N TR T 5 R o i 23
hHEE Bbn b,

ARTHWL-FHHIZOWTIL, EHHEOEET
WHEZMERTE S X IZBAELENDY ¥ 7 BT
5HDIZOWTIE, [5IHXE] oMicy ¥ 7% R
L7-DT, s8R EEETH 5,
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1)

2)

3)

d)

JEH 7132, AL, 2024, 45 (2024).
https://www.sumitomo-chem.co.jp/rd/report/
files/docs/2024]_5.pdf (Z182025/3/17).

EC, “Directive 91/414/EEC (0] 1991.08.19)”,
https://eur-lex.europa.cu/legal-content/EN/TXT/
PDF/?uri=CELEX:31991L.0414 (£:182025/3/17).
European Commission, “Guideline developed
within the Standing Committee on the Food
Chain and Animal Health on the Preparation
and Presentation of Complete Dossiers for
the Inclusion of Active Substances in Annex I
of Directive 91/414/EEC (Article 5.3 and 8.2),
Sanco/10518/2004 rev. 3 (2004.10.08)”.

OECD, “OECD Guidance for Industry Data
Submissions on Plant Protection Products and
their Active Substances (Dossier Guidance),
Original version (1998.07), Latest version Rev.2
(2005.05)", fTEPEHFMTEZFTZ LN THED,
WA AREINT-DIEBZ 5 19984E7 A .
AT O T 2005.05 85 280 7] 72 ASAR L (Main
document)\D Y ¥ 7 BBFEH I L T 5,
MERIEE7 7 A V2o EESh, DToy ¥
JElZ#7R https://web-archive.oecd.org/2014-11-
19/81844-oecdguidancedocumentsforpesticideregis
tration.htm#dossier (£12025/3/17).

European Commission, “Forms for use in
checking dossiers for completeness - Part 3:
Evaluation Form 3: Annex ITA: Test and Study
Reports”, ME»EHFMTEZIELZ 5N TED,
AN AFEINT-DIZBZ 5 < 2004.09.271F 542
F1. 2005.04.15F 550 E] b 1L

European Commission, “Forms for use in
checking dossiers for completeness - Part 4:
Evaluation Form 4: Annex IIIA: Test and Study
Reports”, MEIPEHFMTEZIEZ 5N TEBY,
WANIAFRINT-DIEBZ 5 <2004.10.15F 542
F1. 2005.04.15fF 5500E] b 1L

European Commission, “Guidelines and Criteria
for the Preparation and Presentation of Complete
Dossiers and of Summary Dossiers for the
Inclusion of Active Substances in Annex I of
Directive 91/414/EEC (Article 5.3 and 82), 1663/
V1/94 Rev. 8 (1998.04.22)”.

OECD, “OECD Guidance for Industry Data
Submissions for Microbial Pest Control Products
and their Microbial Pest Control Agents (Dossier
Guidance for Microbials) Original version (2004.02),
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10)

11)

12)

13)

14)

15)

16)

Latest version Rev.2 (2006.08)", 1 FE 2 H T
BEBEMZONTEY, RMWIAKEINZDEE
Z 5 < 200442 A M. 3538 O BT 2006.08 4
MCTARZIZLL DY) 7 https://web-archive.
oecd.org/2012-06-14/115378-43435253.pdf (ZH
2025/3/17).

MEIEBE 7 7 A VICGE SR, UTo) v
J12#87R https://web-archive.oecd.org/2014-11-
19/81844-oecdguidancedocumentsforpesticideregis
tration.htm#dossier (Z2/2025/3/17).

OECD, “OECD Guidance for Industry Data
Submissions for Pheromones and other
Semiochemicals and their Active Substances
(Dossier Guidance for Pheromones and other
Semiochemicals)(2003)”, &RKX~DY ¥ 7 23HFEH
LT,

NEIEB 7 7 A VIZoESR, UTFT0Y ¥ 7
SEIZ487R https://web-archive.oecd.org/2014-11-
19/81844-oecdguidancedocumentsforpesticideregis
tration.htm#dossier (Z:182025/3/17).

European Commission, “Forms for use in checking
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